€. 73/LPS/ZoKS/2021

THIS AGREEMENT is made by and between

(1) Parexel International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Ireland

(Company number 541507)

(hereinafter CRO)
and

(2) Nemochnica s poliklinikou Brezno, n.o.
Banisko 273/1

977 01 Brezno

Slovak Republic

Identification No.: 31 908 969

Tax No.: 2021607687

Identification VAT No: SK2021607687
(hereinafter Institution)

and
(3) MUDr. Lubomir Antalik

977 01 Brezno
Slovak Republic
(hereinafter Investigator)

together the “Parties” and each a “Party”
and
regarding

Protocol No: D6402C00001 (hereinafter Protocol)
“A Phase 2b, Randomised, Double-Blind, Placebo-Controlled,
Multi Centre Study to Evaluate the Efficacy, Safety and
Tolerability of Oral AZD9977 and Dapagliflozin Treatment in
Patients with Heart Failure with Left Ventricular Ejection
Fraction (LVEF) Below 55% and Chronic Kidney Disease”

(hereinafter “Study”)
AZD9977 and Dapagliflozin (hereinafter “Study Drug”)

of

SPONSOR: AstraZeneca AB
at
Sodertilje
SE-151 85, Sweden
(hereinafter SPONSOR)

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study
Drug and CRO (or its Affiliate) has been retained by
SPONSOR (under a separate written agreement) to act as
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TATO ZMLUVA sa uzatvara medzi

(1) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Ireland

(Company number 541507)

(dalej len CRO)

(2) Nemochnica s poliklinikou Brezno, n.o.
Banisko 273/1

977 01 Brezno

Slovenska republika

ICO: 31 908 969

DIC: 2021607687

IC DPH: SK2021607687

(dalej len ,institucia“)

(3) MUDr. Lubomir Antalik

977 01 Brezno
Slovenska republika
(dalej len ,,skasajuci lekar”)

spoloc¢ne ,,strany” a samostatne ,strana“
a tyka sa

protokolu ¢.: D6402C00001 (dalej Protokol)
“Randomizované, dvojito zaslepené, placebom kontrolované,
multicentrické klinické skusanie fazy 2b na zhodnotenie
ucinnosti, bezpecnosti a znasanlivosti liecby ordlneho
AZD9977 a dapagliflozinu u pacientov so srdcovym
zlyhavanim s lavokomorovou ejekénou frakciou (LVEF) pod
55 % a s chronickym ochorenim obli¢iek”

(dalej len ,klinické skusanie”)
AZD9977 a dapagliflozin (dalej len ,,skusany liek”)

ktorého je

ZADAVATEL: AstraZeneca AB
na adrese
Sodertilje

SE-151 85, Sweden
(dalej len ZADAVATEL)

PRICOM ZADAVATEL je zadavatelom multicentrického
klinického skusania, ktoré klinicky hodnoti skasany liek, a
organizaciu CRO (alebo jej pridruzend spolo¢nost) si
ZADAVATEL najal (na zéklade samostatnej pisomnej zmluvy),
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SPONSOR'’s contractor and designee in managing the Study
for SPONSOR; and

WHEREAS Institution and Investigator shall Fully Cooperate
with CRO and shall permit CRO to perform any and all of the
SPONSOR'’s Study obligations and to exercise any and all of
SPONSOR'’s Study rights that lie with SPONSOR on the basis
of Applicable Law and GCP regulations as though such rights
were CRO’s own rights, as has been delegated by SPONSOR
to CRO; and

WHEREAS, Investigator is an employee of Institution; and

WHEREAS, Institution and Investigator each desires to
participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several
obligations and rights of Institution and Investigator, and the
obligations and rights of CRO with respect to the
performance of the Study; and

WHEREAS, under this Agreement CRO does not act, or

purport to act, as SPONSOR's contractual agent, but rather
as SPONSOR's appointed Designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in
Exhibit B.

2. CONDUCT OF THE STUDY

2.1 Institution agrees, and commits itself to CRO, to
allow Investigator and other Study Personnel to conduct the
Study at Institution, and warrants that Investigator and
other Study Personnel are either employed by Institution or
contractors bound in writing to equivalent obligations as are
contained in this Agreement..

2.2 Investigator agrees, and commits itself to CRO, to
conduct the Study at Institution. Investigator shall
personally supervise the conduct of the Study by the Study
Personnel to the full extent contemplated by the Protocol
and by Applicable Law.

2.3 Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is an
intended third-party beneficiary of this Agreement, whereas
SPONSOR transfers any or all of the SPONSOR's Study-
related functions to CRO in compliance with ICH-GCP, sec.
5.2.1. The Parties acknowledge that conferring third-party
beneficiary status upon the SPONSOR and its affiliates is a
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aby pdsobil ako dodavatel a povereny zastupca ZADAVATELA
pri riadeni klinického sku$ania pre ZADAVATELA, a

PRICOM indtitdcia a skusajuci lekdr v plnej miere
spolupracuju s organizaciou CRO a umoznia CRO vykonavat
akékolvek a vietky povinnosti ZADAVATELA tykajuce sa
klinického skdgania a uplatfiovat vietky prava ZADAVATELA
tykajuce sa  klinického skdSania, ktoré prindlezia
ZADAVATELOVI na zdklade platnych zdkonov a predpisov
GCP, akoby tieto prava boli vlastné prava CRO, ako to udelil
ZADAVATEL organizacii CRO a

PRICOM skuigajuci lekar je zamestnancom institticie a

PRICOM institicia a skudajuci lekdr sa chcd zGcastnit
klinického skdsania, ako je to opisané v tejto zmluve a

PRICOM tato zmluva vysvetluje spolo¢né a nerozdielne
povinnosti a prava institucie a skuasajuceho lekdra a
povinnosti a prava CRO v suvislosti s vykonavanim klinického
skdsania a

PRICOM na zaklade tejto zmluvy CRO nekond, ani neplanuje
konat ako zmluvny zamestnanec ZADAVATELA, ale skor ako
povereny zastupca ZADAVATELA pre riadenie klinického
skusania.
1. DEFINICIE

Definicie pojmov pouZitych v tejto zmluve su

uvedené v prilohe B.

2. VYKONANIE KLINICKEHO SKUSANIA

2.1 Institucia suhlasi a zavazuje sa voci CRO, Ze umozni
skdSajucemu lekdrovi a inym pracovnikom klinického
skusania vykonat klinické skusanie v institucii, a zarucuje, ze
skasajuci lekar a ini pracovnici klinického skusania st bud’
zamestnancami institucie, alebo pisomne zaviazani
zmluvnymi partnermi k rovnocennym povinnostiam, ktoré su
obsiahnuté v tejto zmluve.

2.2 Skusajuci lekar suhlasi a zavazuje sa voci CRO, ze
vykona klinické skusanie v institucii. Skusajuci lekar bude
osobne dohliadat na vykonanie klinického skusania
pracovnikmi  klinického skdsania v plnom rozsahu

predpokladanom protokolom a platnymi zakonmi.

2.3 Skuasajuci lekar a institdcia uznavaju, ze ZADAVATEL
je zadavatelom klinického skusania a ako taky je urCenym
prijemcom tejto zmluvy tretej strany, pricom ZADAVATEL
prevadza akékolvek alebo vsetky funkcie ZADAVATELA
suvisiace s klinickym skdsanim na CRO v sulade s ICH-GCP,
ods. 5.2.1. Strany uzndvaju, Ze udelenie Statutu prijemcu
tretej strany ZADAVATELOVI a jeho pridrufenym
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direct and material purpose of the Parties entering into this
Agreement. To the extent Applicable Law does not allow
vesting of any rights directly in SPONSOR under this
Agreement, such rights will vest in the CRO, who shall
enforce such rights upon SPONSOR’s written instruction. In
addition to the foregoing, Investigator and Institution agree
that CRO may disclose any and all Study Documentation
and/or Materials relating to this Agreement, and/or relating
to Investigator’s and Institution’s participation in the Study
(including without limitation any Reports or other
documents or materials provided by Investigator or
Institution to CRO hereunder), to SPONSOR. All references
to SPONSOR herein (whether in the context of delivery of
Study Documentation, submission of applications, financial
terms, or anything else) derive from SPONSOR’s status as
such, as set out by Applicable Law and GCP regulations, and
Investigator and Institution agree to all such instances.
Investigator and Institution will fully cooperate with CRO’s
requests relating to SPONSOR.

24 Investigator and Institution acknowledge that CRO
is the recipient of Services described in this Agreement and,
for the avoidance of any doubt, that SPONSOR is not the
recipient of Services described in this Agreement.

2.5 Institution and Investigator specifically agree, and
commit themselves to CRO, to (and warrant that Study
Personnel will) conduct the Study in a diligent, efficient, and
skilful manner, in strict compliance with the terms and
conditions of this Agreement, the Protocol including
subsequent amendments, any specific Study Instructions,
Applicable Law, all requirements of the Institution or facility,
and any other professional standards applicable to their
professional industries and fields. Neither Institution nor
Investigator nor any Study Personnel shall make any
unauthorized warranties to any person (including Subjects)
concerning the product being tested in the Study.

2.6 CRO or SPONSOR shall obtain the written approval
of the appropriate Ethics Committee (EC) prior to
commencement of the Study and will furnish Investigator
and Institution with the EC’s letter of approval.

2.7 If required by Applicable Law, CRO shall make the
necessary submissions or notifications to the regulatory
authorities. The Study may not commence until the
Investigator has been informed by CRO that such
authorization has been granted.

2.8 Investigator shall, prior to a Subject’s participation
in the Study, obtain the Subject's written informed consent
to participate in the Study. Each Subject’s written informed
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spolo€nostiam je priamym a podstatnym zdmerom strdn,

ktoré uzatvaraju tuto zmluvu. Pokial' platné zakony
neumoZiuju  udelenie  akychkolvek  prav  priamo
ZADAVATELOVI podla tejto zmluvy, tieto prava bud

udelené CRO, ktord bude tieto prava uplatriovat na zéklade
pisomného pokynu ZADAVATELA. Okrem vyssie uvedeného
sa skusSajuci lekar a institucia dohodli, Ze CRO mobze
ZADAVATEL'OVI spristupnit aklkolvek a celt dokumentaciu
ku klinickému skdsaniu a/alebo materidly tykajuce sa tejto
zmluvy a/alebo tykajice sa ucasti skusajuceho lekdra a
inStitucie v klinickom skdsani (vratane, okrem iného,
akychkolvek sprav alebo inych dokumentov alebo materialov
poskytnutych  skusajucim lekdrom alebo inStiticiou
organizacii CRO podla tejto zmluvy). VsSetky odkazy na
ZADAVATELA uvedené v tomto dokumente (&i uz v stvislosti
s poskytovanim dokumentacie ku klinickému skusaniu,
predkladanim Ziadosti, finanénymi podmienkami alebo
¢imkolvek inym) vyplyvaju zo $tatitu ZADAVATELA ako
takého tak, ako je to stanovené platnymi zakonmi a
nariadeniami GCP, a skusajuci lekar a institacia suhlasia so
vSetkymi takymito pripadmi. Skuasajuci lekar a institucia
budu plne spolupracovat na poziadavkach CRO tykajucich sa
ZADAVATELA.

2.4 Skasajuci lekar a inStiticia uznavaju, Ze CRO je
prijemcom sluZieb opisanych v tejto zmluve, aby sa predislo
akymkolvek pochybnostiam, 7e ZADAVATEL nie je prijemcom
sluZieb opisanych v tejto zmluve.

2.5 InStitucia a skusajuci lekar vyslovne suhlasia a
zavazuju sa voci CRO, Ze budu (a zarucuju, Ze pracovnici
klinického skasania budid) vykonavat klinické skusanie
dosledne, efektivne a obratne, v prisnom sulade s
pozZiadavkami a podmienkami tejto zmluvy, protokolu
vratane naslednych doplneni, akychkolvek Specifickych
pokynov pre klinické skusanie, platnych zakonov, vsetkych
poZiadaviek institucie alebo zariadenia a vSetkych dalSich
profesionalnych noriem, ktoré sa uplatiuju v ramci ich
profesionalnych odvetvi a oblasti. InStitucia, skdsajuci lekar
ani ziaden personal klinického skusania nesmud poskytnat
Ziadnej osobe (vratane ucastnikov) neoprdvnené zaruky
tykajuce sa produktu, ktory sa ma skusat v klinickom skdsani.

2.6 CRO alebo ZADAVATEL ziska pisomny suhlas
prislusnej etickej komisie (EK) pred zaciatkom klinického
skdsania a skusajucemu lekdrovi ainstitucii predlozia
schvalovaci list EK.

2.7 Ak to vyZaduju platné zdkony, CRO pripravi
potrebné podania alebo oznamenia pre regulacné organy.
Klinické skusanie sa nemoie zacat, kym CRO neoznami
skusajucemu lekarovi, ze takéto opravnenie bolo udelené.

2.8 Pred ucdastou ucastnika na klinickom skudsani
skusajuci lekdr ziska pisomny informovany suhlas ucéastnika s
ucastou na klinickom skusani. Pisomny informovany suhlas
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consent shall be in a form that is in accordance with the
Protocol.

2.9 Investigator shall enroll the number of duly
qualified (according to the Protocol) Subjects for the Study
as set forth in Exhibit A and shall do so according to the
timetable set forth in Exhibit A. Notwithstanding the
foregoing, Investigator agrees that SPONSOR or CRO may
unilaterally revise the number of Subjects that Investigator
shall enroll, and/or the timeframe for such enrollment, via
Study Instructions at any time.

2.10 Institution and Investigator shall (a) keep a detailed
and written inventory of all clinical supplies, equipment and
Study Drug provided by SPONSOR or CRO or its Affiliates and
shall store such Materials according to the Protocol or Study
Instructions and (b) retain all necessary Subject records, ,
and/or documents whether electronic, paper, or in any
other form relating to the Study for fifteen (15) years after
the end or the premature termination of the Study and (c)
not destroy any Study Documentation without the prior
written approval of the SPONSOR. Institution and
Investigator shall provide to CRO or its Affiliates all study
data collected on case report forms as instructed by CRO.

2.11 Institution and Investigator agree that they are not
presently under any agreement or obligation which conflicts
with the duties and obligations owed to SPONSOR or CRO
under this Agreement, and further agree not to undertake
any such obligation or agreement during the course of the
Study. Investigator warrants that no Study Personnel are
presently under any agreement or obligation which conflicts
with the duties and obligations owed to SPONSOR or CRO
under this Agreement, and shall ensure that no Study
Personnel will undertake any such obligation or agreement
during the course of the Study.

2.12 Institution shall, throughout the duration of the
Study, provide, keep available to the Study Personnel and
maintain all necessary Resources for the adequate
performance of the Study. Investigator shall, throughout the
duration of the Study, ensure that adequate Study Personnel
are available to complete the Study. Institution and
Investigator shall inform CRO promptly in writing (including
by email) about all changes impacting the Resources and/or
the Study Personnel.

2.13 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference. In
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kazdého Ucastnika musi mat formu, ktord je v sulade s
protokolom.

2.9 Skdsajuci lekar vykona zaradenie poctu riadne
kvalifikovanych (podla protokolu) ucastnikov klinického
skusania tak, ako je uvedené v prilohe A, a to podla
casového harmonogramu stanoveného v prilohe A. Bez
ohlfadu na vysSie uvedené skusajuci lekdr suhlasi, Ze
ZADAVATEL alebo CRO moze kedykolvek prostrednictvom
pokynov pre klinické skdsanie jednostranne revidovat pocet
Ucastnikov zaradenych skusajucim lekarom a/alebo casovy
ramec tohto zaradenia.

2.10 Institdcia a skusajldci lekar bude (a) viest (a)
podrobny a pisomny supis vSetkych klinickych zasob,
vybavenia a skuganych liekov, ktoré zabezpe&i ZADAVATEL
alebo CRO alebo ich pridruzené spolo¢nosti, a uskladni tieto
materidly v sulade s protokolom alebo pokynmi ku
klinickému skdsaniu a (b) uchova vsetky potrebné informacie
a/alebo dokumenty Ucastnikov, ¢i uZz v elektronickej,
papierovej alebo v akejkolvek inej podobe, tykajuce sa
klinického skisania, po dobu péatnastich (15) rokov po
ukonéeni alebo pred¢asnom ukonéeni klinického skusania, a
predchadzajuceho  pisomného  siGhlasu  ZADAVATELA.
InStitucia a skusajuci lekar poskytnd CRO alebo jej
pridruzenym spolocnostiam vSetky udaje klinického skdsania
ziskané vo formularoch spravy o pripadoch podla pokynov
CRO.

2.11 Institucia a skusajuci lekdr suhlasia s tym, Ze sa na
nich v sucasnosti nevztahuje Ziadna zmluva alebo zavazok,
ktoré by boli v rozpore s povinnostami a zdvazkami, ktoré
maju voéi ZADAVATELOV! alebo CRO podla tejto zmluvy, a
dalej suhlasia s tym, Ze sa v priebehu klinického skusania
nezaviazu k Ziadnym takymto zdvazkom alebo zmluvam.
Skusajuci lekar zaru€uje, Ze Ziadny pracovnik klinického
skusania v sucasnosti nema Ziadnu zmluvu ani zavazok, ktoré
by boli v rozpore s povinnostami a zavdzkami, ktoré maju
vo¢i CRO alebo ZADAVATELOVI podla tejto zmluvy, a
zabezpeci, aby Ziadny pracovnik klinického skusania neprijal
Ziadny takyto zavazok alebo zmluvu v priebehu klinického
skusania.

2.12 InStitucia bude pocas celého trvania klinického
skusania udrziavat vsetky nevyhnutné zdroje na adekvatne
vykonavanie klinického skisSania a zabezpeci, aby tieto
zdroje mali pracovnici klinického skusania k dispozicii.
Skasajuci lekar pocas celého trvania klinického skusania
zabezpeci, aby na dokoncenie klinického skusania boli k
dispozicii adekvatni pracovnici klinického skdsania. Institlucia
a skusajuci lekar bezodkladne pisomne (vratane e-mailu)
informuju CRO o vsetkych zmenach, ktoré maju vplyv na
zdroje alebo pracovnikov klinického skudsania.

2.13 Protokol vratane vsetkych jeho doplneni je
neoddelitelnou sudastou tejto  zmluvy. V pripade
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case of any inconsistency between this Agreement and the
Protocol, the Protocol shall take precedence on matters of
medicine, science and conduct of the Study; otherwise the
terms of this Agreement shall prevail.

2.14 Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship may be
disclosed to the SPONSOR and any compensation that such
individual receives with respect to the Study may be disclosed
to the Institution and is hereby approved.

2.15 Institution and Investigator warrant that neither
they, nor any Study Personnel are officials, agents, or
representatives of any government or political party or
international organization where they may be in positions of
authority to be able to improperly help CRO or SPONSOR
obtain a business advantage. Institution and Investigator
further warrant that neither they nor any Study Personnel
shall make any payment, either directly or indirectly, of any
money or other consideration (hereinafter Payment), to
government or political party officials, officials of
international organizations, candidates for public office, or
representatives of other businesses or persons acting on
behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation of
any law, including the U.S. Foreign Corrupt Practices Act. In
no event shall Institution, Investigator, or any Study
Personnel make any Payment either directly or indirectly to
Officials if such Payment is for the purpose of influencing
decisions or actions with respect to the subject matter of
this Agreement or any other aspect of CRO’s or SPONSOR'’s
business. Institution and Investigator shall report any
violation of this warranty promptly to CRO and agree to
respond to any CRO inquiries about any potential violations
and make appropriate records available to CRO or SPONSOR
upon request. At any time upon the request of CRO,
Institution and Investigator agree to promptly certify in
writing their ongoing compliance (and the compliance of all
other Study Personnel) with the warranties contained in this
Section 2.17.

2.16 If CRO or SPONSOR requests Institution and/or
Investigator to source marketed/comparator drug, CRO will
reimburse Institution and Investigator according to Exhibit A.
Investigator warrants that they will only source drug products
that comply with the specifications of the Protocol.

2.17 Investigator hereby undertakes to send the list of
enrolled Subjects along with the original or certified copy of
the State Institute for Drug Control - Statny Ustav pre
kontrolu lieciv (SUKL) - approval of the Study, to the health
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akéhokolvek nesuladu medzi touto zmluvou a protokolom
mé protokol prednost vo veciach mediciny, vedy a
vykonavania klinického skusania; v opa¢nom pripade maju
prednost podmienky tejto zmluvy.

2.14 Institucia a skasajuci lekar suhlasia s tym, ze ak je
ktorykolvek  pracovnik klinického skusania Statnym
zamestnancom, funkciondrom a/alebo vykondva vladnu
funkciu, takyto vztah sa méZe ozndmit ZADAVATELOVI a
akdakolvek kompenzdcia, ktoru takyto jednotlivec dostane v
suvislosti s klinickym skdsanim, sa moze oznamit institucii a
je tymto schvalena.

2.15 Institucia a skusajuci lekar zarucuju, ze ani oni, ani
Ziadni pracovnici klinického skudsania nie su funkcionarmi,
¢initelmi ani zastupcami Zziadnej vladnej alebo politickej
strany, alebo medzindrodnej organizacie, kde moézu byt v
takom postaveni organu, aby mohli neopravnene pomoct
CRO alebo ZADAVATELOVI ziskat obchodnd vyhodu.
InsStitucia a skusajuci lekar dalej zarucuju, Ze ani oni, ani
Ziadni pracovnici klinického skusania nebudu platit, priamo
alebo nepriamo, Ziadne peniaze alebo iné protiplnenia (dalej
len ,platba“) vlddnym funkciondrom alebo predstavitelom
politickych stran, funkciondrom medzinarodnych organizacii,
kandiddtom na verejné Urady alebo zastupcom inych
spoloCnosti alebo osobam, ktoré konaji v mene
ktoréhokolvek z vysSie uvedenych (dalej spolocne len
,funkcionari“), ak by takato platba predstavovala porusenie
ktoréhokolvek zakona vratane amerického zakona o
zahrani¢nych korupénych praktikdch. Institdcia, skusajuci
lekdr ani Ziadni pracovnici klinického skd$ania v Ziadnom
pripade priamo ani nepriamo neuskutoénia Ziadnu platbu
funkciondrom, ak je takato platba uréend na udcely
ovplyvnenia rozhodnuti alebo konania v suvislosti s
predmetom tejto zmluvy, alebo akéhokolvek iného aspektu
obchodnej ¢innosti CRO alebo ZADAVATELA. Indtiticia a
skusajuci lekar okamzite oznamia kazdé porusenie tejto
zaruky CRO a suhlasia s tym, Ze odpovedia na akékolvek
otazky CRO v suvislosti s akymkolvek moznym porusenim a
na poziadanie spristupnia CRO alebo ZADAVATELOVI
prislusné zaznamy. Institicia a skusajuci lekar suhlasia s
tym, Ze kedykolvek na Ziadost CRO bezodkladne a pisomne
potvrdia svoj trvaly sulad (a sulad vSetkych ostatnych
pracovnikov klinického skusania) so zarukami uvedenymi v
tomto oddiele 2.17.

2.16 Ak CRO alebo ZADAVATEL poziada instittciu a/alebo
skusajuceho lekara o poskytnutie trhovo
dostupného/porovnévacieho lieku, CRO uhradi institucii a
skdsajucemu lekdrovi naklady v salade s prilohou A.
Skusajuci lekar zarucuje, ze poskytne iba také lieky, ktoré su
v sulade so Specifikaciami protokolu.

2.17 Skusajuci lekar sa tymto zavazuje odoslat zoznam
zaradenych Ucastnikov spolu s originalnou alebo overenou
képiou Stitneho Ustavu pre kontrolu lie¢iv (SUKL) -
schvélenie klinického skusania, zdravotnej poistovni kazdého
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insurance company of each such Subject prior to the Study
initiation. Investigator further agrees to inform the health
insurance company of each enrolled Subject of the initiation
of the Study.

2.18 Institution hereby agrees that it shall arrange for a
place within its premises, where consultations concerning
the Study shall be provided by the Investigator to Subjects in
accordance with Applicable Law. Investigator hereby
undertakes to provide Subjects with detailed information on
the Study in the place mentioned in the previous sentence.

2.19 Investigator and/or Study Personnel may be invited to
attend and participate in meetings relating to the Study. The
Parties agree that there will be no additional compensation for
attendance or participation at such meetings by the
Investigator or any Study Personnel. If the Investigator and/or
Study Personnel are required to perform any additional tasks,
over and above those required for the conduct of the Study,
the terms and obligations for the provision of such services
shall be subject to a separate agreement.

3. REPORTS, MONITORING AND COOPERATION

3.1 Investigator shall submit to CRO, and CRO has a
right to claim under this Agreement, all completed eCRFs or
CRFs resulting from the Study within a reasonable time
period and in accordance with any Study Instructions.
Investigator warrants that all eCRFs or CRFs submitted to
CRO are true, complete, correct and accurately reflect the
results of the Study. Institution and Investigator shall also
provide CRO with copies of all Reports, and any updates that
are required by the EC.

3.2 Institution and Investigator shall Fully Cooperate
with CRO and will meet with representatives of CRO, or its
Designee, at mutually convenient times according to a
schedule set forth in Study Instructions for monitoring visits,
consultations and to allow direct inspection of all Study
related records, including Subject medical files, as requested
by CRO and for any other purposes relating to the Study as
deemed necessary by CRO. Investigator shall ensure that all
Study Personnel Fully Cooperates with CRO, including
meeting with personnel of CRO, or its Designee, as set forth
in the preceding sentence.

4. AUDITS AND REGULATORY INSPECTIONS
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z tychto ucastnikov pred zacatim klinického skusania.
Skusajuci lekdr sa dalej zavdzuje informovat zdravotnu
poistoviiu o zacati klinického skusania v pripade kazdého
zaradeného ucastnika.

2.18 Institucia tymto sdhlasi s tym, Ze v ramci svojich
priestorov zabezpeci miesto, kde skusajuci lekar poskytuje
konzultacie o klinickom skusani ucastnikom v sulade s
platnymi zdkonmi. SkusSajuci lekdr sa tymto zavazuje
poskytnut ucastnikom podrobné informacie o klinickom
skusani na mieste uvedenom v predchadzajlcej vete.

2.19 Skusajuaci  lekar a/alebo pracovnici klinického
skdsania mozu byt pozvani na ucast na stretnutiach
tykajucich sa klinického skusania. Strany sa dohodli, Ze za
UCast skusajuceho lekara alebo akychkolvek pracovnikov
klinického skdsania na takychto stretnutiach nebude
poskytovana Ziadna dalSia nahrada. Ak sa od skdsajuceho
lekara a/alebo pracovnikov klinického skdsania bude
vyzadovat vykonanie akychkolvek dalsich tuloh okrem a nad
ramec tych, ktoré su potrebné na uskutocnenie klinického
skusania, potom budul podmienky a povinnosti tykajuce sa
poskytovania tychto sluzieb predmetom samostatnej
dohody.

3. SPRAVY, MONITOROVANIE A SPOLUPRACA

3.1 Skasajuci lekar predlozi CRO a CRO ma pravo
pozadovat podla tejto zmluvy vSetky vyplnené eCRF alebo
CRF vyplyvajuce z klinického skdsania v primeranej lehote a v
sulade s pokynmi ku klinickému skusaniu. Skusajuci lekar
zaruCuje, Ze vSetky eCRF alebo CRF predlozené CRO su
pravdivé, UuUplné, spravne a presne odrazaju vysledky
klinického skdsania. Institlcia a skdsajuci lekar poskytni CRO
aj kopie vsetkych sprav a vsetkych aktualizacii, ktoré
pozaduje EK.

3.2 InStitucia a  skdsajuci  lekar budd  riadne
spolupracovat s CRO a stretnl sa so zastupcami organizacie
CRO alebo s jej poverenym zastupcom vo vzajomne
vyhovujucich ¢asoch podla harmonogramu stanoveného v
pokynoch pre klinické skisanie na monitorovacie navstevy,
konzultacie a umozZnenie priamej kontroly vsetkych
zaznamov tykajucich sa klinického skusania (vratane
zdravotnych zaznamov Ucastnikov) podla poziadaviek CRO a
na akékolvek iné ucely suvisiace s klinickym skisanim, ktoré
CRO povaZuje za potrebné. Skusajuci lekar zabezpedi, aby
vsSetci pracovnici klinického skusania plne spolupracovali s

CRO, vratane stretnutia s jej pracovnikmi alebo jej
poverenym  zastupcom tak, ako je uvedené v
predchadzajucej vete.

4. AUDITY A INSPEKCIE REGULACNYMI ORGANMI

Strana 6



4.1 Institution and Investigator shall Fully Cooperate
with audits or inspections, applicable to the Study,
performed during or after completion of the Study, by
SPONSOR or CRO. Institution and Investigator shall allow
SPONSOR, CRO and governmental or regulatory authorities,
including but not limited to the U.S. Food and Drug
Administration, access to Resources used to perform tasks
related to the Study, shall make all requested documents
available to them and shall provide them with necessary
Study Documentation as may be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on the
part of Institution or Investigator (or failure by any Study
Personnel to act in accordance with the terms and
conditions of this Agreement), CRO may terminate this
Agreement in accordance with Section 16.1 (a).

4.3 Institution and Investigator shall immediately notify
CRO by telephone, email or fax if a governmental or
regulatory authority, including but not limited to the State
Institute for Drug Control (SUKL), requests to carry out an
inspection of Institution’s facilities, or does so. Institution
and Investigator shall allow SPONSOR and CRO to be present
during such inspection, and shall provide to SPONSOR and
CRO copies of all Materials, correspondence, statements,
forms and records that Institution and Investigator receives,
obtains or generates pursuant to or in connection with any
such inspection.

5. FINANCIAL DISCLOSURE

51 During the conduct of the Study and for one (1) year
after its completion, Investigator shall, and Institution shall
cause the Sub-Investigator(s) if applicable, and Study
Personnel, to, execute and update such forms, disclosures and
certifications now or subsequently required by SPONSOR or
any applicable regulatory bodies related to his/her financial
interests in the SPONSOR and/or the Study Drug. This
obligation shall survive the expiration or termination of this
Agreement.

6. CONFIDENTIAL INFORMATION

6.1 Institution and Investigator agree that they shall at
all times keep confidential the Confidential Information that
they receive from CRO, SPONSOR or otherwise in connection
with this Agreement. The Institution and Investigator shall
safeguard the Confidential Information with at least the
same level of care as it would afford to its own confidential
information and shall not use the Confidential Information
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4.1 InStitucia a  skdsajuci  lekdr budd  riadne
spolupracovat s auditmi alebo inSpekciami, ktoré sa vztahuju
na klinické skusanie, a ktoré budu vykonané pocas alebo po
ukonéeni klinického skugania prostrednictvom ZADAVATELA
alebo CRO. InStitucia a skudsajuci lekar umozZnia
ZADAVATELOVI, CRO a vladnym alebo regulaénym organom
vratane, ale neobmedzujuc sa na Federdlny urad Spojenych

Statov pre potraviny a lieky (US Food and Drug
Administration, FDA), pristup k zdrojom pouZitym na
vykondvanie uloh sdvisiacich s klinickym skdSanim,

spristupnia im vSetky pozadované dokumenty a poskytnud im
potrebnu dalSiu dokumentaciu ku klinickému skasaniu, ako
sa moZe poZadovat.

4.2 V pripade, Ze audit alebo inSpekcia regulacného
orgdnu zisti, Ze institucia alebo skudsajuci lekar nedodrziava
tuto zmluvu (alebo ak niektory z pracovnikov klinického
skdsania nekonal v sulade s poZiadavkami a podmienkami
tejto zmluvy), CRO moézZe vypovedat tdto zmluvu v sulade s
¢astou 16.1 pism. (a).

4.3 Ak vlddny alebo regulatny organ vratane, ale
neobmedzujic sa na Statny Ustav pre kontrolu lie¢iv (SUKL),
poziada o vykonanie inSpekcie zariadeni institucie alebo tak
CRO telefonicky, e-mailom alebo faxom. Institdcia a
skusajuci lekar umoZnia ZADAVATELOVI a CRO zUdastnit sa
na tejto indpekcii a poskytni ZADAVATELOVI a CRO képie
vietkych materidlov, koreSpondencie, vyhlaseni, formularov
a zdznamov, ktoré inStitucia a skusajuci lekar dostand,
ziskaju alebo vygeneruju na zaklade alebo v suvislosti s
akoukolvek takouto inSpekciou.

5. POSKYTNUTIE FINANCNYCH UDAJOV

51 Pogas vykonavania klinického skuSania a po dobu
jedného (1) roka od jeho ukoncenia skusajuci lekar a
inStitucia zabezpecia, aby pomocni pracovnici skusajiceho
lekéra (ak je to uplatnite'né) a pracovnici klinického skuSania
vyhotovovali a aktualizovali také formulare, poskytnutia a
osvedcenia, ktoré bude teraz alebo nasledne pozadovat
ZADAVATEL alebo akékol'vek prislusné regulaéné orgéany,
ktoré suvisia s jeho finanénymi podielmi v spolocnosti
ZADAVATELA a/alebo skusanom licku. Tato povinnost
zostava v platnosti aj po uplynuti alebo ukonéeni platnosti
tejto zmluvy.

6. DOVERNE INFORMACIE

6.1 InsStitucia a skusajuci lekar suhlasia s tym, Ze budu
neustdle zachovavat mléanlivost o doévernych informaciach,
ktoré dostant od CRO, ZADAVATELA alebo inak v stvislosti s
touto zmluvou. Institlicia a skusajuci lekar budd chranit
doverné informacie minimalne na rovnakej Urovni
starostlivosti, aki by venovali svojim vlastnym dévernym
informaciam, a nepouziju tieto déverné informacie na iné
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for any purpose other than to perform its obligations under
this Agreement. Institution and Investigator may disclose
Confidential Information to Study Personnel, or other
employees or staff who require access thereto for the
purposes of this Agreement provided, however, that prior to
making any such disclosures Institution and/or Investigator
bind such Study Personnel, employees or staff by obligations
of confidentiality at least as restrictive as those contained in
this Agreement.

6.2 The obligations of the Institution and Investigator
set out in Clause 6.1 above shall survive for ten (10) years
after the expiry or termination of this Agreement, but shall
not apply to any information which:

6.2.1 was in the Institution’s or Investigator’s
possession (with full right to disclose) prior to receiving it
from the CRO and/or SPONSOR, as demonstrated by written
records;

6.2.2 is public knowledge otherwise than as a
result of any breach of this Clause or any similar Clause in
any other relevant agreement; or

6.2.3 the Institution and/or Investigator can
demonstrate was developed independently without
reference to the Confidential Information or was received
from a third party who had the right to disclose such
information in a non-confidential manner.

6.3 The Institution or Investigator may disclose
Confidential Information to the extent required by a court of
competent jurisdiction, by a governmental, supervising or
regulatory body, or otherwise in order to comply with
Applicable Laws (including freedom of information
legislation), provided always that (i) to the extent it is legally
permitted to do so, the disclosing party gives the SPONSOR
as much notice of such disclosure as possible; and (ii) the
disclosing party complies with the SPONSOR’s reasonable
directions for taking legally available steps to resist or
narrow such requirement (at the SPONSOR’s reasonable
expense) and in any event restricts the disclosure to only
those parts of the Confidential Information lawfully required
to be disclosed.

7. RIGHTS TO INFORMATION AND INVESTIGATIONAL
PRODUCT
7.1 All Materials and Study Drug provided to Institution

or Investigator for purposes of the Study are and will remain
SPONSOR's property. Institution, Investigator, (and Study
Personnel) shall not acquire any rights of any kind
whatsoever with respect to the Study Drug or such Materials
as a result of performance under this Agreement or
otherwise.

7.2 Institution and Investigator shall deliver all
Materials, unused Study Drug and clinical specimens to
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ucely ako na plnenie svojich zavazkov podla tejto zmluvy.
InStitdcia a skusajuci lekdr moéZu prezradit doverné
informacie pracovnikom klinického skusania alebo inym
zamestnancom alebo persondlu, ktori k nim potrebuju
pristup na ucely tejto zmluvy, avsak za predpokladu, zZe pred
akymkolvek takymto zverejnenim institicia a/alebo
skdSajuci lekdr zaviaze pracovnikov klinického skudSania,
zamestnancov alebo persondl k dodrziavaniu povinnosti
zachovania dovernosti, ktoré budd minimalne také prisne
ako tie, ktoré obsahuje tato zmluva.

6.2 Povinnosti institucie a skusajuci lekara stanovené v
¢lanku 6.1 vysSie pretrvaju desat (10) rokov po skonceni
platnosti alebo ukonceni tejto zmluvy, ale nebudd sa
vztahovat na informacie, ktoré:

6.2.1  boli v drzbe institucie alebo skusajuceho
lekara (s plnym pravom na ich zverejnenie) predtym, ako ich
dostali od CRO a/alebo ZADAVATELA, ¢o vedia preukazat
pisomnymi zaznamami,

6.2.2 sU verejne zname inak ako v dosledku
porusenia tohto c¢lanku alebo podobného ¢lanku v
akejkolvek inej prislusnej dohode alebo

6.2.3 inStitucia a/alebo skusajuci lekar mozu
preukdzat, ze boli vyvinuté nezavisle bez odkazu na déverné
informacie, alebo boli prijaté od tretej strany, ktord mala
pravo zverejnit tieto informacie nedévernym spdésobom.

6.3 InStitdcia alebo skdsajuci lekar mézu zverejnit
doverné informdcie v rozsahu poZadovanom sudom s
prisluSnou jurisdikciou, vladnym, dozornym  alebo
regulanym organom alebo inak na splnenie platnych
zakonov (vratane pravnych predpisov o slobode informacii)
za predpokladu, Ze (i) v rozsahu, v akom je to zdkonom
povolené, zverejfiujica strana poskytne ZADAVATELOVI ¢o
najviac informacii o takomto zverejneni a (ii) zverejnujica
strana bude dodriiavat primerané pokyny ZADAVATELA
tykajuce sa prijatia legalne dostupnych krokov na zmarenie
alebo obmedzenie tejto poziadavky (na primerané naklady
ZADAVATELA) a v kazdom pripade obmedzi zverejnenie iba
na tie casti dévernych informacii, ktoré musia byt podla
zakona zverejnené.

7. PRAVA NA INFORMACIE A SKUSANY LIEK

7.1 Vsetky materidly a skasané lieky poskytnuté
institucii alebo skusajucemu lekdrovi na ucely klinického
sktgania su a zostanU majetkom ZADAVATELA. Instittcia a
skusajuci lekar (a pracovnici klinického skusania) neziskaju
Ziadne prdva Ziadneho druhu v suvislosti so skudsanymi
liekmi, ani s takymito materidlmi v désledku plnenia podla
tejto zmluvy alebo inak.

7.2
materialy,

InStitucia a skusajuci lekdr véas dodaju vsetky
nepouzité skusané lieky a klinické vzorky
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SPONSOR, CRO or their respective Designee in a timely
manner throughout the performance of the Study, as
provided in the Protocol or Study Instructions, and in no
event later than ten (10) business days after (i) the date of
termination of this Agreement or (ii) the date on which
SPONSOR or CRO otherwise requests delivery of Materials,
unused Study Drug and clinical specimens.

7.3 The Materials and Study Documentation (including
publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests,
both during, and following termination of, this Agreement.

8. PUBLICITY

No party to this Agreement shall use the name, symbols,
trademarks or image of any other party hereto, or
SPONSOR’s name, symbols, trademarks or image, in
connection with any advertising or promotion of any
product or service without the prior written consent of such
party or SPONSOR, as appropriate.

9. PUBLICATION

9.1 The Institution and the Investigator shall be entitled
to publish the results of, or make presentations related to,
the Study, provided that any publications or presentations to
be made within two (2) years of completion of the Study
shall require the SPONSOR or CRQ’s prior written consent.
All such publications or presentations shall (i) be consistent
with academic standards and International Committee of
Medical Journal Editors guidelines, (ii) not be false or
misleading, (iii) comply with all Applicable Laws, (iv) not be
made for any commercial purpose.

9.2 The Institution and/or the Investigator shall
provide the SPONSOR with copies of any Materials relating
to the Study, or the Developed Technologies that either
intends to publish (or submit for publication) or make any
presentations relating to, at least thirty (30) days in advance
of publication, submission or presentation.

9.3 At the request of the SPONSOR or CRO, the
Institution and/or the Investigator:

9.3.1 shall not include in or shall remove from
any proposed publication any Confidential Information,
errors or inaccuracies; and

9.3.2  shall withhold publication, submission for
publication or presentation for a period of ninety (90) days
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ZADAVATELOVI, CRO alebo ich prisluinym poverenym
zastupcom pocas vykonavania klinického skusania tak, ako je
stanovené v protokole alebo pokynoch pre klinické skusanie,
a to v kazdom pripade najneskor do desiatich (10)
pracovnych dni po (i) ddtume skoncenia platnosti tejto
zmluvy alebo (ii) datume, kedy ZADAVATEL alebo CRO inym
spésobom poziadal o dodanie materidlov, nepouzitych
skasanych liekov a klinickych vzoriek.

7.3 ZADAVATEL mdZe pouZit materialy a dokumentéciu
ku klinickému skusaniu (vratane publikovania) akymkolvek
spésobom, ktory povaZuje za vhodny na zachovanie svojich
obchodnych zaujmov, a to tak pocas, ako aj po skonceni
platnosti tejto zmluvy.

8. PUBLICITA

Ziadna strana tejto zmluvy nebude pouzivat meno, symboly,
ochranné znamky alebo vyobrazenie akejkolvek inej strany
tejto zmluvy, ani meno, symboly, ochranné znamky alebo
vyobrazenie ZADAVATELA, v suvislosti s akoukolvek
reklamou alebo propagaciou akéhokolvek vyrobku alebo
sluzby bez predchadzajuceho pisomného suhlasu tejto
strany alebo pripadne ZADAVATELA.

9. PUBLIKACIA

9.1 Institucia a skusajuci lekar su opravneni zverejfiovat
vysledky klinického skisania alebo uskutoériovat prezentdcie
s nim suvisiace s tym, Ze na publikicie alebo prezentacie,
ktoré sa maju uskutocnit do dvoch (2) rokov od ukoncenia
klinického skdsania, sa vyZaduje predchadzajuci pisomny
sthlas ZADAVATELA alebo CRO. Vsetky takéto publikacie
alebo prezentécie (i) musia byt v stlade s akademickymi
Standardmi a usmerneniami Medzindrodného vyboru
redaktorov lekarskych ¢asopisov, (ii) nesmu byt nepravdivé
alebo zavéadzajuce, (iii) musia byt v sulade so vSetkymi
platnymi zakonmi, (iv) nesmu byt pripravené pre komeréné
ucely.

9.2 Intiticia a/alebo  skuSajuci lekdr poskytnu
ZADAVATELOVI képie akychkolvek materidlov tykajucich sa
klinického skusania alebo vyvinutych technolégii, ktoré maju
v umysle publikovat (alebo predloZit na zverejnenie), alebo v
suvislosti s ktorymi maju v umysle uskutoénit prezentacie,
najmenej tridsat (30) dni pred uverejnenim, predloZenim
alebo prezentaciou.

9.3 Na Ziadost ZADAVATELA alebo CRO
a/alebo skdsajuci lekar:

9.3.1 nezahrnie do navrhovaného zverejnenia
a odstrani z neho akékolvek déverné informacie, chyby
alebo nepresnosti a

9.3.2 pozastavi zverejnenie, predloZenie na
zverejnenie alebo prezenticiu na obdobie devitdesiatich

institucia
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from the date on which the SPONSOR receives the material
to allow the SPONSOR to take such measures as the
SPONSOR considers necessary to preserve its proprietary
rights and/or protect its Confidential Information.

9.4 The Institution and the Investigator shall include
the following acknowledgement in all publications and
presentations relating to the Study, the Study
Documentation or the Developed Technologies, as well as in
any financial disclosure information relating to the Study:
“AstraZeneca sponsored this clinical trial.” A copy of any
publications and presentations relating to the Study, the
Study Documentation and/or the Developed Technologies
shall be provided to the SPONSOR on publication or
presentation, and the SPONSOR shall be entitled to make
copies of and distribute the publication or presentation as it
considers necessary.

9.5 Subject to Clause 8, no Party shall mention or
otherwise use the name, trade mark, trade name or logo of
any other Party or the SPONSOR in any publication, press
release or promotional material with respect to the Study
without the prior written approval of such Party or the
SPONSOR; provided, however, that the SPONSOR shall have
the right to identify the Institution, the Investigator and the
responsible Study Personnel in any Study recruitment
activities or other Study-related meetings.

9.6 The SPONSOR has a long-standing commitment to
transparency, and the Institution and the Investigator
acknowledge that the SPONSOR shall post the Study on
clinical trial registries and publish the results on clinical trial
results databases in such format (including
www.astrazenecaclinicaltrials.com), and/or provide such
results to the governmental and/or regulatory authorities.

9.7 If the SPONSOR invites the Investigator to be an
author of a SPONSOR-managed publication (and Investigator
agrees), the Investigator shall direct, draft and/or review the
proposed publication, and approve the final version of the
publication to be published. Nocompensation shall be
provided in respect of any such authorship. Any authorship,
medical writing, editorial or logistical support provided to
the Investigator or the Institution by the SPONSOR in respect
of publication shall be subject to the SPONSOR’s publications

policy, details of which are available at
www.astrazeneca.com.
10. INTELLECTUAL PROPERTY

10.1 Except as expressly set out in this Agreement, no
Party nor the SPONSOR shall acquire any right, title or
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(90) dni odo dria, v ktorom ZADAVATEL prijal material, ktory
mu umoZnuje prijat také opatrenia, ktoré povaZuje za
potrebné na zachovanie svojich vlastnickych prav a/alebo
ochranu svojich dovernych informdcii.

9.4 InStitucia a skusajuci lekar zahrnd do vsetkych
publikacii a prezentdcii tykajucich sa klinického skusania, do
dokumentacie ku klinickému skusaniu alebo vyvinutych
technoldgii, ako aj do akychkolvek informacii o zverejfiovani
finan€nych udajov tykajucich sa klinického skdsania,
nasledujuce potvrdenie: ,Zadavatelom tohto klinického
skisania je spolo¢nost AstraZeneca.” Koépia vsetkych
publikacii a prezentacii tykajucich sa klinického skusania,
dokumentacie ku klinickému skusaniu a/alebo vyvinutych
technoldgii sa poskytne ZADAVATEL'OVI pri publikacii alebo
prezentécii a ZADAVATEL je opravneny robit kdpie publikacie
alebo prezentacie a S§irit ich tak, ako to povaZuje za
potrebné.

9.5 S vyhradou ¢lanku 8 Ziadna strana nebude
zmieriovat alebo inak pouzivat meno, ochrannd znamku,
obchodny nazov alebo logo ktorejkolvek inej strany alebo
ZADAVATELA v Ziadnej publikacii, tlatovej sprave alebo
propagacnom materidli v suvislosti s klinickym skidsanim bez
predchadzajuceho pisomného suhlasu takejto strany alebo
ZADAVATELA, aviak za predpokladu, e ZADAVATEL bude
mat pravo oznadit institliciu, skuSajuceho lekdra a
zodpovednych  pracovnikov  klinického skudSania  pri
akychkolvek ndborovych aktivitdich na klinické skusanie
alebo inych stretnutiach tykajucich sa klinického skusania.

9.6 ZADAVATEL mé dlhodoby zavdzok k zaisteniu
transparentnosti a inStitucia a skdsajuci potvrdzuju, zZe
ZADAVATEL zverejni klinické skuanie v registroch klinickych
skusok a zverejni vysledky v databazach vysledkov klinickych
skusok v takom formate (vratane
www.astrazenecaclinicaltrials.com) a/alebo poskytne takéto
vysledky vladnym a/alebo regulaénym organom.

9.7 Ak ZADAVATEL vyzve skugajuceho lekéra, aby bol
autorom publikacie spravovanej ZADAVATELOM (a ten s tym
bude suhlasit), potom skdsajuci lekar navrhovanu publikaciu
usmerni, vypracuje a/alebo skontroluje a schvéli jej kone¢nu
verziu. Za takéto autorstvo sa neposkytuje Ziadna nahrada.
Akdkolvek autorskd, pisomna lekdrska, redakcénd alebo
logisticka podpora, ktorti ZADAVATEL poskytne skd$ajicemu
lekdrovi alebo institlcii v suvislosti s publikaciou, podlieha
zésade o publikovani ZADAVATELA, ktorej podrobnosti st k
dispozicii na stranke www.astrazeneca.com.

10. DUSEVNE VLASTNICTVO

10.1 Pokial nie je v tejto zmluve vyslovne uvedené inak,
ani Ziadna strana, ani ZADAVATEL neziskaju ziadne prava,
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interest in or to the Intellectual Property of any of the other
Parties or the SPONSOR’s or their licensors.

10.2 The SPONSOR shall own all rights and title in any
Intellectual Property arising from the Study or relating to the
Study Drug, any Developed Technology and the Study
Documentation, except to the extent that the Institution and
Investigator are required to retain any Study Documentation
in accordance with the Applicable Laws. The Institution and
the Investigator shall promptly disclose any such Intellectual
Property to the SPONSOR and CRO in writing or in such
other format as the Parties may agree.

10.3 To the extent capable of prospective assignment,
the Institution and the Investigator hereby assign to the
SPONSOR (or its Designee) all their rights, title and interest
in and to all Intellectual Property falling within Clause 10.2
above. To the extent that any such Intellectual Property
cannot prospectively be assigned, the Institution and the
Investigator shall assign, and shall procure that the Study
Personnel shall assign, such Intellectual Property to the
SPONSOR (or its Designee) on creation.

10.4 The Institution and the Investigator shall, and shall
ensure that the Study Personnel take all steps as the
SPONSOR and/or CRO may reasonably require from time to
time in order to enjoy the full benefit of the rights assigned
under this Clause 10.

10.5 The SPONSOR grants to the Institution a perpetual,
royalty-free non-exclusive licence to use the Intellectual
Property arising only from the Study for internal research
and educational purposes only, and with no right to grant
sub-licences. The provisions of Section 6 and 9 of this
Agreement shall continue to apply in relation to any such
licence.

11. DATA PROTECTION & PRIVACY

11.1 Institution and/or Investigator hereby represent and
warrant that they shall obtain all necessary consents in
writing from:

(a) all Subjects as per the informed consent form; and

(b) the key members of Study Personnel and Investigator
participating in the Study for administrative / study
management and any other purpose required by law so that
such Subjects’, Study Personnel’s and Investigator’s Personal
Data can be Processed by (including transferred to) CRO, any
of its Affiliates, and SPONSOR or any of its Affiliates and
regulatory authorities in each case within or outside the
country where such data originates.
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naroky alebo podiely na duSevnom vlastnictve Ziadnej z
daldich strdn alebo ZADAVATEL'A alebo ich poskytovatelov
licencii.

10.2 ZADAVATEL vlastni vietky prava a naroky na
akékolvek dusevné vlastnictvo, ktoré vyplyva z klinického
skdsania alebo suvisi so skdSanym liekom, vyvijanou
technoldégiou a dokumentaciou ku klinickému skdsaniu,
okrem rozsahu, v akom su institucia a skusajuci lekar povinni
uchovat akikolvek dokumentaciu ku klinickému skasaniu v
sulade s platnymi zdkonmi. Institdcia a skusajuci lekar
bezodkladne poskytnu akékolvek takéto dusevné vlastnictvo
ZADAVATELOVI a CRO pisomne alebo v inom formate, na
ktorom sa strany dohodnu.

10.3 InStitucia a skasajuci lekar v rozsahu, v akom je
mozné uskutocnenie budiceho postupenia, postupia
ZADAVATELOVI (alebo nim poverenému zastupcovi) vietky
svoje prdva, naroky a podiely na celom dusevnom
vlastnictve, ktoré spadd do clanku 10.2 vyssSie. Pokial také
dusevné vlastnictvo nemoino perspektivne postupit,
inStitucia a skusajuci lekar postupia, a zabezpecia, aby aj
pracovnici klinického skusania postupili, takéto duSevné
vlastnictvo ZADAVATELOVI (alebo nim poverenému
zastupcovi) pri vytvoreni.

10.4 Institdcia a skdsajuci lekar musia zabezpecit, aby
pracovnici klinického skasania prijali vSetky kroky, ktoré
ZADAVATEL a/alebo CRO mo7u z &asu na ¢as primerane
vyzadovat, aby mohli v plnej miere vyuZivat vyhody prav
postupenych podla tohto ¢lanku 10.

10.5 ZADAVATEL udeluje institacii trvald bezplatnu
nevyhradnu licenciu na pouzivanie dusevného vlastnictva,
ktoré vyplyva iba z klinického skudsania, a to iba na interné
vyskumné a vzdeldvacie Ucely a bez prava udelovat
sublicencie. Na kazdu takuto licenciu sa nadalej uplatiuju
ustanovenia oddielov 6 a 9 tejto zmluvy.

11. OCHRANA UDAJOV A OCHRANA OSOBNYCH
UDAJOV
11.1 Institucia a/alebo skdsajuci lekar tymto vyhlasuju a

zarucuju, Ze ziskaju vSetky potrebné pisomné suhlasy od:

(a) vSetkych acastnikov z formuldra informovaného
suhlasu a
(b) kldcovych pracovnikov klinického skusania a

skusajuceho lekdra, ktori sa zucastnia klinického skusania,
pre administrativne ucely, ucely riadenia klinického skusania
a akékolvek dalsie ucely vyZzadované zakonom tak, aby mohli
byt osobné udaje tychto ucastnikov, pracovnikov klinického
skisania a skusajuceho lekdra spracovdvané CRO,
ktoroukolvek z jej pridruzenych  spolocnosti a
ZADAVATELOM alebo ktoroukolvek z jeho pridruzenych
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11.2 The Parties agree, and CRO confirms Sponsor agrees,
to adhere to the principles of medical confidentiality in
relation to Subjects involved in the Study and to comply at
all times with their respective obligations under all data
protection Applicable Laws in relation to this Agreement and
the protection of the Personal Data of Subjects and Study
Personnel, where CRO, Sponsor and the Institution shall act
as Data Controllers with regard to the processing and
protection of this Personal Data each of them undertakes.

11.3 Both the CRO and the Institution shall maintain, and
CRO confirms Sponsor shall maintain, appropriate technical
and organisational security measures to protect the
Subjects’ and the Study Personnel’s Personal Data they
process in relation to this Agreement.

11.4 The Institution shall appoint the Principal Investigator
as a person that shall act as a primary point of contact and
shall respond to all Data Subjects’ rights exercised by the
Subjects and/or the Study Personnel in respect to the
processing of their Personal Data in relation to this
Agreement (‘Data Subject’s Request’). The Investigator shall
inform Sponsor and CRO, and request their assistance in
responding to a Data Subject’s Request only to the extent
the Institution is unable to manage and respond to the Data
Subject’s Request without information which could only be
provided by the Sponsor and/or CRO. To the extent, the
Sponsor and/or CRO needs to provide information to the
Investigator, the Investigator shall inform the Sponsor
and/or CRO within three (3) days upon receiving the Data
Subject’s Request. Under such circumstances, the Sponsor
and/or CRO shall cooperate with the Investigator and shall
provide the Investigator with, subject to Applicable Law, the
requested information and undertake any reasonable
actions to enable the Investigator to respond to the Data
Subject’s Request. The Investigator shall, upon the
reasonable request by Sponsor and/or CRO, provide Sponsor
and/or CRO with any information, undertake any actions or
provide assistance to the Sponsor and/or CRO as may be
required by the Sponsor and/or CRO to respond to a Data
Subject’s Request.

11.5 If a Personal Data Breach occurs in relation to any
Subjects’ or Study Personnel’s Personal Data processed in
relation to this Agreement and it is likely that such breach
poses a risk to an individual’s rights and freedoms (a
“Reportable Breach”), the Institution must notify the
relevant supervisory authority without undue delay and at
the latest within 72 hours after having become aware of
such breach. If such Reportable Breach poses a high risk to
the affected individuals, then the Institution i shall also
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spoloCnosti a regulatnym organom (ako aj na nich
prevedené), v kazdom pripade v ramci alebo mimo krajiny, z
ktorej tieto Udaje pochadzaju.

11.2 Strany suhlasia a CRO potvrdzuje, Ze aj
ZADAVATEL, suhlasi s dodrziavanim zasad zachovania
lekarskeho tajomstva vo vztahu k ucastnikom zapojenym do
klinického skusania a za kazdych okolnosti v sulade s ich
prislusnymi povinnostami podla vSetkych platnych zdkonov
na ochranu udajov v suvislosti s touto zmluvou a ochranu
osobnych Udajov ucastnikov a pracovnikov klinického
skdsania, pricom CRO, ZADAVATEL a institdcia budu
vystupovat ako prevadzkovatelia Udajov v suvislosti so
spracovanim a ochranou tych osobnych udajov, ktoré kazdy
z nich prevezme.

11.3 CRO aj institucia budd udrziavat a CRO
potvrdzuje, e ZADAVATEL bude udrziavat prisluiné
technické a organizacno-bezpecnostné opatrenia na ochranu
osobnych Udajov uUcastnikov a pracovnikov klinického
skusania, ktoré spracuvaju v suvislosti s touto zmluvou.

11.4 Institucia menuje skusSajuceho lekdra ako osobu,
ktord bude posobit ako primarne kontaktné miesto a bude
zodpovedat za vSetky prava dotknutych osodb, ktoré si
uplatiiuju ucastnici a/alebo pracovnici klinického skisania v
suvislosti so spracovanim ich osobnych Udajov na zaklade
tejto zmluvy (,Ziadost dotknutej osoby“). Skusajuci lekar
bude informovat ZADAVATELA a CRO a poZiada ich o pomoc
pri odpovedani na Ziadost dotknutej osoby iba vtedy, ak
nebude schopny riadit a odpovedat na Ziadost dotknutej
osoby bez informacii, ktoré by mohol poskytnut iba
ZADAVATEL a/alebo CRO. CRO bude informovat
ZADAVATELA a/alebo CRO o potrebe poskytnut skidajucemu
lekdrovi informacie do troch (3) dni od prijatia Ziadosti
dotknutej osoby. Za takychto okolnosti bude ZADAVATEL
alebo CRO spolupracovat so skulajicim lekdroma poskytne
mu pozadované informacie s vyhradou platnych zdkonov a
prijme  akékolvek primerané kroky, aby umoznili
skusajucemu lekarovi odpovedat na ziadost dotknutej osoby.
Pri odpovedani na Ziadost dotknutej osoby skdsajuci lekar na
zéklade odovodnenej Ziadosti ZADAVATELA a/alebo CRO
poskytne ZADAVATELOV!I a/alebo CRO akékolvek informécie,
podnikne akékolvek kroky alebo poskytne ZADAVATELOVI
a/alebo CRO pomoc tak, ako to vyZaduje ZADAVATEL a/alebo
CRO.

11.5 Ak dojde k poruseniu osobnych udajov v suvislosti s
osobnymi udajmi ktoréhokolvek Gcastnika alebo pracovnika
klinického skusania spracivanymi v suvislosti s touto
zmluvou a je pravdepodobné, Ze také porusenie predstavuje
rizko pre prava a slobody jednotlivca (,porusenie
podliehajuce ohlasovacej povinnosti“), potom musi instittcia
upovedomit prislusny dozorny orgdn bez zbytoéného
odkladu a najneskor do 72 hodin po tom, ako sa o takomto
poruseni dozvedela. Ak takéto porusenie podliehajuce
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inform them, unless the Institution has put in place effective
technical and organisational protection measures that
ensure that the risk is no longer likely to materialise. The
Institution shall notify the Sponsor and/or CRO of any
Reportable Breach no later than 24 hours after having
become aware of such Reportable Breach.

11.6 The Parties shall, and CRO confirm Sponsor shall,
indemnify, defend, and hold each other harmless from and
against any and all liabilities, claims, losses, suits, judgments,
and reasonable legal fees arising from any breach, negligent
act, error or omission of relevant data protection obligations
under this Agreement by the other Party, its staff or
Subcontractors.

12, INDEMNIFICATION

12.1 Any indemnification of the Institution and
Investigator by SPONSOR shall be through a separate written
agreement (or letter) between Institution, Investigator and
SPONSOR directly. CRO shall act as the intermediary to
coordinate the provision of any such agreement or letter of
indemnity by SPONSOR, and shall have no other obligation in
connection therewith. Requests for such letters should be
made in writing to the address below, or faxed or e-mailed
to [Insert applicable CRO Fax #/email address].

Investigator Contracts

Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Parexel Study Number:250951

Such requests must include the full legal names and
addresses of all parties who are requested to be indemnified
by SPONSOR.

12.2 CRO shall be liable under this Agreement for
damages resulting from its negligence or wilful misconduct
in the execution of its obligations hereunder.

13. INSURANCE
13.1 The Parties acknowledge that SPONSOR will ensure

adequate provision is made by way of insurance or
indemnity arrangements sufficient to meet its obligations
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ohlasovacej povinnosti predstavuje vysoké riziko pre
dotknuté osoby, potom bude institdcia informovat aj ich,
pokial nezaviedla ucinné technické a organiza¢no-ochranné
opatrenia, ktoré zabezpecdia, Ze riziko uz viac pravdepodobne
nebude existovat. Indtiticia upovedomi ZADAVATELA
a/alebo CRO o kazdom poruseni podliehajicom ohlasovacej
povinnosti najnesk6r do 24 hodin po tom, ako sa o takomto
poruseni podliehajicom ohlasovacej povinnosti dozvedela.

11.6 Strany, a CRO potvrdzuje, 7e aj ZADAVATEL,
sa navzajom musia odSkodnit, branit a zaistit voci vsetkym
zavazkom, ndarokom, stratam, Zalobam, rozsudkom a
primeranym  pravnym  poplatkom  vyplyvajucim z
akéhokolvek porusenia, nedbanlivosti, chyby alebo
opomenutia druhou stranou, jej zamestnancami alebo
subdodévatelmi v suvislosti s prislusnymi povinnostami v
oblasti ochrany udajov podla tejto zmluvy.

12. ODSKODNENIE

12.1 Akékolvek odskodnenie institucie a skudsajuceho
lekdra zo strany ZADAVATEIA sa uskutoéni priamo
prostrednictvom samostatnej pisomnej dohody (alebo listu)
CRO bude konat ako sprostredkovatel na koordinéciu
zabezpecenia akejkolvek takejto dohody alebo listu o
odskodneni zo strany ZADAVATELA a nebude mat v danej
veci ziadne dalSie povinnosti. Ziadosti o takéto listy by sa
mali predkladat pisomne na nizsie uvedenu adresu alebo
faxom alebo e-mailom na [Vloite prislusné &islo faxu/e-
mailovu adresu CRO].

Zmluvy skusajuceho lekara
Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham

Dublin 8

frsko

Cislo klinického skigania Parexel: 250951

Takéto Ziadosti musia obsahovat Uplné zakonné mena/nazvy
a adresy vsetkych stran, ktorych odskodnenie zo strany
ZADAVATELA sa vyzaduje.

12.2 CRO podla tejto zmluvy zodpoveda za skody, ktoré
vzniknd v désledku jej nedbanlivosti alebo Umyselného
konania pri vykonavani jej povinnosti podla tejto zmluvy.

13. POISTENIE

13.1 Strany potvrdzujl, e ZADAVATEL zaisti primerané

zabezpecenie prostrednictvom poistnych zmluv alebo dohod
o odskodneni, ktoré budu dostato¢né na splnenie jeho
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and liabilities under Applicable Laws as the sponsor of the
Study, in particular towards Study subjects for personal
injury arising as a result of participation in the Study.
Sponsor/CRO shall provide the Institution with the scanned
copy of the Insurance Certificate no later than before the
execution of this Agreement.

14. DEBARMENT

14.1 Institution and Investigator hereby certify that
neither Institution, Investigator nor any person employed by
Institution or Investigator to work on the Study (including
any subcontractor permitted pursuant to Section 17.2) has
been:

(a) debarred by any relevant authorities, pursuant
to any Applicable Law, including but not limited
to Section 306(a) and (b) of the US Federal
Food, Drug and Cosmetic Act, or disqualified as
a clinical investigator under Applicable Law;

(b) threatened to be debarred or indicted for a
crime or otherwise engaged in conduct for
which a person can be debarred under
Applicable Law;

(c) disciplined by and/or banned by a relevant
authority from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

In addition, Institution and Investigator agree that no
debarred person will in the future be employed or otherwise
engaged (including on a contract basis) by Institution or
Investigator to work on the Study. If during the course of the
Study, Institution or Investigator becomes debarred or
learns that any person connected with the Study is
debarred, or that there is a threat of debarment of any such
person, then Institution and Investigator must immediately
notify SPONSOR and CRO. CRO may immediately terminate
this Agreement in the event any of the foregoing occurs.

15. PAYMENT TERMS AND CONDITIONS

15.1 In full consideration for the Services of Institution,
Investigator and Study Personnel rendered in compliance with
the Protocol, CRO agrees to pay the fees and expenses set
forth in Exhibit A. Such fees and expenses will be paid solely to
the Institution, except as otherwise expressly set forth in
Exhibit A. The parties agree that Exhibit A — Payment
Schedule is part of this Agreement clarifying the schedule of
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povinnosti a zdvdazkov podla platnych zdkonov ako
zadavatela klinického skudSania najmd vodi uc€astnikom
klinického skusania, pokial ide o Urazy spésobené v désledku
Ucasti na klinickom skdsani. Scan prislusného poistného
certifikdtu ZADAVATEL predloii institacii najneskdr pri
uzatvarani tejto zmluvy.

14. VYLUCENIE

14.1 Institucia a skusajuci lekar tymto potvrdzuju, zZe ani
institucia, ani skusajuci lekar a ani Ziadna osoba zamestnana
insStituciou alebo skusajucim lekarom na praci na klinickom
skuasani (vratane subdodavatelov povolenych podla oddielu
17.2):

(a) neboli wvyliceni zo strany akychkolvek
prislusnych organov v sulade s platnymi
zakonmi, okrem iného vratane oddielu 306 (a) a
(b) amerického Federdlneho zadkona o
potravinach, liekoch a kozmetike, alebo
diskvalifikovani ako klinicky skusajuci lekar
podla platnych zdkonov,

(b) nehrozilo im vyluéenie alebo obvinenie z
trestného cinu alebo iného konania, za ktoré
mozno osobu vylucit podla platnych zakonov;

(c) neboli disciplinarne potrestani ani im prislusny
organ nezakazal vykonavat klinické skusania.

Na ucely tohto oddielu vsetky predchadzajuce skutocnosti
zahfiaju termin ,,vyliceny”.

Okrem toho institucia a skuasajuci lekar suhlasia, Ze Ziadna
vylicena osoba nebude v budicnosti zamestnana, ani inak
zapojend do prace na klinickom skusani prostrednictvom
inStitucie alebo skusajuceho lekara. Ak v priebehu klinického
skdsania budu institucia alebo skasajuci lekar vyluceni alebo
sa zisti, Ze akakolvek osoba spojena s klinickym skusanim
bola vylucena alebo hrozi jej vylucenie, potom institlcia a
skdsajuci  lekar musia o tom okamiZite informovat
ZADAVATELA a CRO. V pripade, ze dojde k niektorému z
vyssie uvedenych pripadov, CRO méze okamizite ukondit tdto
zmluvu.

15. PLATOBNE PODMIENKY

15.1 CRO suhlasi, Ze zaplati poplatky a vydavky uvedené
v prilohe A ako pInu protihodnotu za sluzby institucie,
skusajuceho lekara a pracovnikov klinického skusania v
sulade s protokolom. Tieto poplatky a vydavky budu
uhradené vylucne institucii, pokial nie je vyslovne uvedené
inak v Prilohe A. Strany sa dohodli, Ze Priloha A
,Harmonogram platieb” je stucastou tejto zmluvy a uvadza
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payments associated with this Agreement and that the fees
and expenses set forth in Exhibit A represent the fair market
value for the Services provided by Institution and
Investigator. Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last payment being
made after Institution and Investigator complete all of their
obligations under this Agreement and any Exhibits thereto.
Institution and Investigator shall not seek reimbursement for
any medical services or Study Drug from any third party payers
if such costs are already covered by payments made under this
Agreement.

15.2 Institution and Investigator shall comply with all
obligations with respect to taxes and social security
contributions, if applicable, which relate to the subject matter
of this Agreement including, without limitation, those that
relate to any payments made hereunder to Institution,
Investigator, Study Personnel or, as the case may be, those
that relate to any payments made by Institution or Investigator
to Study Personnel.

15.3 Institution and Investigator acknowledge and agree
that its, his or her judgment with respect to its, his or her
advice to and care of each Subject is not and shall not be
affected by the compensation Institution and/or Investigator
receive in accordance with the Study.

15.4 Institution and Investigator agree that SPONSOR
and CRO may disclose the fees and expenses payable or paid
under this Agreement to any governmental authorities
according to Applicable Law.

16. TERMINATION

16.1 This Agreement will become effective upon the
date it is fully executed by all parties and shall continue in
effect for the full duration of the Study according to the
Protocol unless sooner terminated in accordance with the
provisions of this Section. CRO may terminate this
Agreement immediately at any time upon written notice to
Institution and Investigator for any reasons, including
without limitation upon any of the following occurrences:

(a) Institution or Investigator has failed to cure a
breach to this Agreement within thirty (30) days of receipt of
written notice, given by CRO, specifying such breach; or

(b) Investigator becomes personally unavailable to
conduct the Study and a SPONSOR or CRO- approved
replacement has not been identified by Institution and
Investigator; or

(c) two months after shipment of the Study Drug,
Investigator has failed to meet the enrolment target for
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harmonogram platieb spojenych s touto zmluvou, a Ze
poplatky a vydavky uvedené v prilohe A predstavuju redlnu
trhovi hodnotu za poskytované sluzby institlciou a
skasajucim lekarom. Platby sa uskutoCniuju v sulade s
ustanoveniami uvedenymi v prilohe A, pricom posledna
platba sa uskuto¢ni potom, ako institicia a skusajuci lekar
splnia vSetky svoje povinnosti podla tejto zmluvy a vSetkych
jej priloh. Institucia a skusajuci lekar nebudu pozadovat od
Ziadnych tretich stran Uhradu za lekarske sluzby alebo
skaSany liek, ak su tieto ndklady uz pokryté platbami
vykonanymi podla tejto zmluvy.

15.2 Institucia a skusajuci lekar dodrzia vsetky povinnosti
tykajuce sa dani a prispevkov na socialne zabezpecenie (ak je
to uplatnitelné), ktoré sa vztahuji na predmet tejto zmluvy,
a to vratane, bez obmedzenia, tych, ktoré sa tykaju
akychkolvek platieb vyplacanych institucii, skdsajucemu

lekdrovi, pracovnikom klinického skusania alebo podla
okolnosti tie, ktoré sa tykaju akychkolvek platieb
uskutocnovanych instituciou alebo skusajucim lekarom

pracovnikom klinického skusania.

15.3 InStitucia a skudsajuci lekdr uznavaju a suhlasia s
tym, ze ich usudok, pokial ide o rady a starostlivost o
jednotlivych acastnikov, nie je a nemd byt ovplyvneny
kompenzéciou, ktoré institdcia a/alebo skdsajuci lekar
dostanu v suvislosti s klinickym skisanim.

15.4 InStitucia a skusajuci lekar suhlasia s tym, Ze
ZADAVATEL a CRO méiu zverejnif poplatky a vydavky
splatné alebo zaplatené podla tejto zmluvy vietkym vladnym
organom podla platnych zdkonov.

16. UKONCENIE

16.1 Tato zmluva nadobudne Ucinnost v den jej Uplného
podpisania vsetkymi stranami a zostane v platnosti pocas
celého trvania klinického skusania podla protokolu, pokial
nebude ukondena skor v sulade s ustanoveniami tohto
oddielu. CRO mobzZe vypovedat tuto zmluvu okamzite
kedykolvek na zdklade pisomného oznamenia adresovaného
insStitucii a skdsajucemu lekarovi z akychkolvek dévodov,
okrem iného vratane nasledujucich pripadov:

(a) Institucia alebo skusajuci lekdr nenapravili porusenie
tejto zmluvy do tridsiatich (30) dni od prijatia pisomného
oznamenia od CRO, v ktorom je uvedené takéto porusenie
alebo

(b) Skusajuci lekdar nebude osobne dostupny na
vykonanie klinického skdsania a institucia a skusajuci lekar
neidentifikovali nahradnika schvéleného ZADAVATELOM
alebo CRO alebo

(c) dva mesiace po odoslani skisaného lieku skusajuci
lekdr nezaistil cielovy pocet zaradenych acastnikov
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Subjects set forth in Exhibit A, or has recruited such a low
number of Subjects that it can be reasonably assumed by
CRO that the agreed number of Subjects will not be reached
in accordance with the schedule set forth in Exhibit A; or

(d) the authorization/authorisation and approval to
perform the Study is withdrawn by the regulatory authority
governing Institution; or

(e) the audit or regulatory inspection identifies a
serious breach or lack of compliance with this Agreement; or

() if any of the circumstances permitting termination
pursuant to Section 14.1 occur.

16.2 This Agreement may be terminated by Institution or
Investigator, upon sixty (60) days’ prior written notice given
to CRO, for breach of the Agreement by CRO if the breach is
not cured within thirty (30) days of notification given by
Institution or Investigator as appropriate.

16.3 If this Agreement is terminated prematurely in
accordance with Section 16.1 or 16.2, Institution and
Investigator shall/must use its, his or her reasonable efforts
to:

(a) minimize further costs while maintaining
good medical care of the Subjects; and;

(b) ensure that all Subjects shall complete the
Study according to the Protocol, if it is
objectively  possible, unless dictated
otherwise by Study Instructions.

16.4 Should Investigator conclude that continuation of the
Study is no longer medically justifiable, due to (i) unexpected
results, (ii) the severity or prevalence of serious adverse events
or (iii) the efficacy of the treatment with Study Drug appears to
be insufficient; then he/she will promptly notify CRO and the
EC in writing, and may suspend treatment of Subjects until
such time as CRO (based on consultations with SPONSOR) and
Investigator reach agreement as to the best course of action.

16.5 Termination of this Agreement by any party shall not
affect the rights and obligations of the parties accrued prior to
the effective date of termination of this Agreement. Any
provision of this Agreement that should survive expiration or
termination of this Agreement in order to give proper effect to
its intent, shall survive expiration or termination of this
Agreement. The following provisions shall survive the
termination or expiry of the CSA to the extent necessary to
preserve the rights and obligations under them: (Monitoring
and Audit by SPONSOR/CRO); (Intellectual Property);
(Confidential Information); (Rights to Publication); (Any
Compliance provisions relating to: Transparency, Anti-bribery,
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uvedenych v prilohe A, pripadne zaradil taky nizky pocet
ucéastnikov, ze CRO mdze oddvodnene predpokladat, Ze sa
nedosiahne dohodnuty pocet ucastnikov v sulade s
harmonogramom stanovenym v prilohe A alebo

(d) regulacny organ, ktory riadi instituciu, odoberie
povolenie a schvalenie na vykonanie klinického skusania
alebo

(e) audit alebo inSpekcia regulaéného organu zisti
zavazné porusenie alebo nedodrzanie tejto zmluvy alebo

(f) ak nastane akakolvek z okolnosti umoZnujucich
ukoncenie podla oddielu 14.1.

16.2 Institucia alebo skusajuci lekdr mozu platnost tejto
zmluvy ukonéit na zaklade pisomného oznamenia CRO o
poruseni zmluvy zo strany CRO podaného CRO Sestdesiat
(60) dni vopred, ak sa toto porusenie nevyriesi do tridsiatich
(30) dni od oznamenia zo strany prislusne institucie alebo
skusajuceho lekara.

16.3 Ak dobjde k pred€asnému ukonceniu tejto zmluvy v
sulade s oddielmi 16.1 alebo 16.2, institucia a skusajuci lekar
vynalozZia vSetko potrebné usilie, aby:

(a) minimalizovali dalSie naklady pri zachovani dobrej
lekdrskej starostlivosti o Gcastnikov a

(b) zabezpedili, aby vSetci ucastnici dokondili klinické
skusanie podla protokolu, ak je to objektivne
mozné, pokial nie je stanovené inak v ramci
pokynov pre klinické skasanie.

16.4 Ak skusajuci lekar dospeje k zaveru, Ze pokracovanie
klinického skusania uz nie je z lekdrskeho hladiska
opodstatnené z dbévodu (i) neocakdvanych vysledkov, (ii)
zavaznosti alebo prevalencie zavaznych neziaducich udalosti
alebo (iii) sa zd4, Ze Ucinnost lieCby skusanym liekom je
nedostato¢na; potom bezodkladne pisomne upovedomi CRO
a EK a mbZe pozastavit lie€bu Ucastnikov az do doby, kym
CRO (na zaklade konzultacii so ZADAVATELOM) a skusajuci
lekdr nedosiahnu dohodu o najlepsom postupe.

16.5 Ukoncenie platnosti tejto zmluvy ktoroukolvek
stranou nema vplyv na prdva a povinnosti stran, ktoré vznikli
pred datumom ucinnosti ukoncéenia tejto zmluvy. Akékolvek
ustanovenie tejto zmluvy, ktoré by malo trvat aj po uplynuti
alebo ukonceni tejto zmluvy, zostane zachované aj po
uplynuti platnosti alebo ukonceni tejto zmluvy, aby sa jej
umysel nalezite splnil. Nasledujuce ustanovenia zostanu v
platnosti aj po ukonceni alebo skonceni platnosti CSA v
rozsahu nevyhnutnom na zachovanie prav a povinnosti,
ktoré z nej vyplyvaju: (Monitorovanie a audit zo strany
ZADAVATELA/CRO), (Dudevné vlastnictvo), (Doverné
informacie), (Prdva na  publikovanie),  (Akékolvek
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Anti-corruption and Conflicts of Interest); (Third Party Rights
for SPONSOR).

17. INDEPENDENT CONTRACTOR

17.1 The relationship of Institution and Investigator to
CRO is that of independent contractor. Institution and
Investigator commit themselves to perform the Services only
as independent contractor and nothing contained herein
shall be construed to be inconsistent with that relationship
or status. Institution, Investigator, and Study Personnel,
shall not be considered employees or agents of CRO or
SPONSOR and, as such, shall not be entitled to any benefits
available to employees of CRO or SPONSOR.

17.2 Institution and Investigator shall not retain any
subcontractor to perform any of its obligations under this
Agreement without the prior written consent of CRO. Any
such consent shall not relieve Institution and Investigator of
its obligations hereunder, and Institution and Investigator
shall remain fully liable for all acts and omissions of any such
subcontractor. CRO shall be permitted to assign the
discharge of service obligations it assumed under this
Agreement to any of its Affiliates (or adequately qualified
third party subcontractors), without releasing CRO from its
responsibility for the appropriate performance of such
assigned service obligations towards Institution and
Investigator.

17.3 This Agreement shall not constitute, create or in
any way be interpreted as, a joint venture, partnership, or
business organization of any kind.

18. CONTRACTUAL

18.1 Titles to the Sections of this Agreement are solely
for convenience and do not constitute a substantive part of
this Agreement.

18.2 If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder of
this Agreement shall not be affected thereby.

18.3 Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not constitute
a general waiver or relinquishment of any such terms or
conditions, and the same shall remain at all times in full
force and effect.

18.4 The Institution and Principal Investigator
acknowledge that the SPONSOR is the sponsor of the Study
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ustanovenia o zaisteni suladu tykajuce sa: Transparentnosti,
boja proti uplatkom, boja proti korupcii a konfliktom
zaujmov), (Prava tretich stran pre ZADAVATELA).

17. NEZAVISLY DODAVATEL

17.1 Vztah medzi instituciou a skusajucim lekdrom a CRO
je vztahom nezavislych dodavatelov. Institdcia a skdsajuci
lekdr sa zavdzuju poskytovat sluzby iba ako nezavisly
dodavatel a Ziadna skutocnost uvedend v tejto zmluve sa
nebude vykladat tak, aby bolo je v rozpore s tymto vztahom
alebo stavom. Institlcia, skusajuci lekar a pracovnici
klinického skusania sa nepovaZuju za zamestnancov ani
¢initefov CRO alebo ZADAVATELA, a preto nemaju narok na
Ziadne vyhody poskytované zamestnancom CRO alebo
ZADAVATELA.

17.2 Institucia a skusajuci lekar neprenechaju Ziadnym
subdodavatelom povinnost vykondavat niektori zo svojich
povinnosti podla tejto zmluvy bez predchadzajuceho
pisomného suhlasu CRO. Akykolvek takyto suhlas nezbavuje
inStituciu a skusajuceho lekdra povinnosti, ktoré im
vyplyvaju z tejto zmluvy, a inStitucia a skuSajuci lekar
zostavaju plne zodpovedni za vSetky Cinnosti a opomenutia
ktoréhokolvek takéhoto subdoddvatela. Organizacia CRO je
opravnena postupit plnenie zavazkov, ktoré prevzala podla
tejto zmluvy, ktorejkolvek zo svojich pridruzenych
spolo¢nosti (alebo primerane kvalifikovanym
subdodavatelom tretich stran) bez toho, aby sa CRO zbavila
zodpovednosti za primerany vykon tychto pridelenych
povinnosti vykondvat sluzby vodi institdcii a skusajucemu
lekarovi.

17.3 Tato zmluva nepredstavuje, nevytvara ani nema

nijakym spdsobom byt interpretovand ako spolo¢ny podnik,
partnerstvo alebo obchodna organizacia akéhokolvek druhu.

18. ZMLUVNE INFORMACIE

18.1 Nazvy oddielov tejto zmluvy sluzia vyluéne na
zjednoduSenie a nepredstavuji podstatnd sucast tejto
zmluvy.

18.2 Ak bude sud povaZovat ktorékolvek ustanovenie
tejto zmluvy za nezdkonné, neplatné alebo neuplatnitelné,
nebude to mat vplyv na zostavajlcu ¢ast tejto zmluvy.

18.3 Neschopnost trvat na dodrziavani ktorejkolvek z
poziadaviek a podmienok tejto zmluvy nepredstavuje
vSeobecné zrieknutie sa alebo vzdanie sa akychkolvek
takychto poziadaviek alebo podmienok a tie zostanu v
kazdom pripade v plnej platnosti a ucinnosti.

18.4 InStitucia a hlavny skusajuci lekar potvrdzuju, Ze
ZADAVATEL je zadavatelom klinického skisania, a za G¢elom
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and in order to satisfy pre-existing contractual obligations
owed by the CRO to SPONSOR, the Parties agree that the
SPONSOR and its affiliates are the intended third-party
beneficiaries of the rights under this Agreement (in
particular the IP rights under Section 10). The Parties
acknowledge that conferring third-party beneficiary status
upon the SPONSOR and its affiliates is a direct and material
purpose of the Parties entering into the Agreement. To the
extent Applicable Law does not allow vesting of any rights
directly in SPONSOR under this Agreement, such rights will
vest in the CRO. Rights under this Section 18.4 cannot be
modified without SPONSOR’s consent. Except for the third-
party beneficiary rights granted to the SPONSOR and its
affiliates in this Agreement, any person who is not a party to
this Agreement shall not have any rights under it and shall
not be able to enforce any term of this Agreement.

18.5 The respective signatories of the parties to this
Agreement represent and warrant that they have the
authority and ability to enter into the terms, provisions and
conditions of this Agreement on behalf of their respective
parties.

18.6 Neither party shall be responsible for any default
under this Agreement by reason of strikes, riots, hostilities,
wars, fire, acts of terrorism, acts of God, death of
Investigator, or any other cause beyond its reasonable
control.

18.7 This Agreement may not be assigned by Institution
or Investigator without the prior written consent of CRO.

18.8 CRO may not assign this Agreement to any of its
subsidiaries, Affiliates or to any third party without written
consent of the Institution.

18.9 This Agreement constitutes the entire agreement
and final understanding of the parties with respect to the
subject matter hereof and supersedes and terminates all
prior and/or contemporaneous understandings and/or
discussions between the parties, whether written or verbal,
express or implied, relating in any way to the subject
matter hereof. This Agreement may not be altered,
amended, modified or otherwise changed in any way except
by a written agreement, signed by all parties.

18.10 All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered to the appropriate party at the address below:

To CRO:

Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road
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splnenia vopred existujucich zmluvnych zavazkov, ktoré ma
CRO voti ZADAVATELQVI, sa strany dohodli, 7e ZADAVATEL a
jeho pridruzené spolo¢nosti su zamysfanymi prijemcami prav
tretich stran podla tejto zmluvy (najma prav dusevného
vlastnictva podla oddielu 10). Strany uznavaju, Ze udelenie
$tatdtu prijemcu tretej strany ZADAVATELOVI a jeho
pridruzenym spolo¢nostiam je priamym a podstatnym
zdmerom stran, ktoré vstupuju do tejto zmluvy. Pokial
platné zakony neumoziuju udelenie akychkolvek prav
priamo ZADAVATELOVI podla tejto zmluvy, tieto prava budi
udelené CRO. Prava podla tohto oddielu 18.4 nemozino
zmenit bez suhlasu ZADAVATELA. Okrem prav prijemcov
tretich stran, ktoré su v tejto zmluve udelené ZADAVATELOVI
a jeho pridruzenym spolo¢nostiam, nebude mat Ziadna
osoba, ktord nie je stranou tejto zmluvy, Ziadne prava
vyplyvajice z tejto zmluvy, a nebude méoct vynatit
dodrziavanie ktorejkolvek podmienky tejto zmluvy.

18.5 Prislusni signatari stran tejto zmluvy vyhlasuju a
zaruduju, Ze maju opravnenie a schopnost uzavriet
podmienky, ustanovenia a poZziadavky tejto zmluvy v mene
svojich prislusnych stran.

18.6 Ziadna zo stran nebude zodpovedna za akékolvek
neplnenie podla tejto zmluvy z dévodu Strajkov, nepokojov,
nepriatelskych akcii, vojen, poZiaru, teroristickych cinov,
pripadov vysSej moci, umrtia skusajuceho lekara alebo z
akejkolvek inej priciny mimo jej primeranej kontroly.

18.7 Institucia alebo skusajuci lekdar nemézu tuto zmluvu
uplne ani Ciastoéne postupit bez predchadzajuceho
pisomného sthlasu CRO.

18.8 CRO nembze postupit tuto zmluvu bez pisomného
suhlasu institucie ktorejkolvek zo svojich dcérskych
spolocnosti, pridruzenych spolo¢nosti alebo ktorejkolvek
tretej strane.

18.9 Tato zmluva predstavuje Upind zmluvu a koneénu
dohodu stran v suvislosti s predmetom tejto zmluvy a
nahradza a rusi vSetky predchéadzajuce a/alebo sicéasné
dohody a/alebo diskusie medzi stranami, ¢i uz pisomné
alebo Ustne, vyjadrené alebo predpokladané, ktoré
akymkolvek spdsobom suvisia s predmetom tejto zmluvy.
Tato zmluva sa nesmie nijakym spdsobom menit, dopitiat,
upravovat alebo inak menit, s vynimkou pisomnej zmluvy
podpisanej vSetkymi stranami.

18.10 Vsetky oznamenia, ktoré su potrebné alebo vhodné
podla tejto zmluvy, nadobudnd Géinnost, ked sa dorudia
prislusnej strane na nizSie uvedenu adresu:

CRO:

Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
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Kilmainham

Dublin 8

Ireland

Parexel Study Number: 250951

To Investigator:

Nemocnica s poliklinikou Brezno, n.o.
Kardiologicka ambulancia

Banisko 273/1

977 01 Brezno

Slovak Republic

Attn: MUDr. Lubomir Antalik

To Institution:

Nemocnica s poliklinikou Brezno, n.o.
Banisko 273/1

977 01 Brezno

Slovak Republic

Attn: JUDr. Karol Vojtko

18.11 Any party may change its address or number for
notice by giving notice in accordance with Section 18.10 and
18.12.

18.12 Any delivery that is called for under this Agreement
shall be complete when made by personal delivery, fax,
email, registered post, certified post or courier, in each case
with confirmation of delivery/receipt.

18.13 The parties agree that this Agreement shall be
governed by the laws of Slovakia, without regard to the
conflicts of law provisions thereof. In case a dispute is
brought before a court of law, the courts of Bratislava will
have sole jurisdiction over the litigation.

18.14 This Agreement is executed in both English and
Slovak language. In case of any discrepancy, the terms of the
Slovak version will prevail.

18.15 This Agreement will become valid upon the date it
is fully executed by all contracting Parties and effective upon
the date of its publishing in the Registry of contracts
maintained by the Government Office of the Slovak
Republic. By the executing of this Agreement by CRO below,
the SPONSOR and CRO agree with this publishing provided
that the detailed budget tables with the exception of the
total amounts per visit will be considered Sponsor’s trade
secret based on Sponsor’s request.
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Kilmainham

Dublin 8

frsko

Cislo klinického skigania Parexel: 250951

Skusajucemu lekarovi:

Nemocnica s poliklinikou Brezno, n.o.
Kardiologicka ambulancia

Banisko 273/1

977 01 Brezno

Slovenska republika

do ruk: MUDr. Lubomir Antalik

Institucii:

Nemocnica s poliklinikou Brezno, n.o.
Banisko 273/1

977 01 Brezno

Slovenska republika

do rak: JUDr. Karol Vojtko

18.11 Ktorakolvek strana méze zmenit svoju adresu alebo
Cislo pre ozndmenie poskytnutim upozornenia v sulade s
oddielom 18.10 a 18.12.

18.12 Akakolvek dodavka pozadovana podla tejto zmluvy
je uplnd, ked sa uskutocni osobnym dorucenim, faxom, e-
mailom, doporucenou posStou, osvedcenou posStou alebo
kuriérom, v kazdom pripade s potvrdenim o doruéeni/prijati.

18.13 Strany suhlasia, Ze tato zmluva sa bude riadit
zakonmi Slovenskej republiky bez ohladu na jej pravne
predpisy. V pripade, Ze je spor predlozeny sudu, vylu¢nu
pravomoc rozhodovat budd mat sudy v Bratislave.

18.14 Tato zmluva je vyhotovena v slovenskej a anglickej
jazykovej verzii. V pripade rozdielov, vykladovu prednost ma
slovenska jazykova verzia zmluvy.

18.15 Tato zmluva nadobuda platnost diiom jej podpisania
vsetkymi Géastnikmi zmluvy a Uc¢innost dfiom jej zverejnenia
v Centrdlnom registri zmliv vedenom Uradom vlady SR. So
zverejnenim tejto zmluvy ZADAVATEL a CRO vyjadruju nizsie
uvedenym podpisom CRO svoj suhlas za predpokladu, Ze
podrobné tabulky rozpoctu s vynimkou celkovych sum za
navstevu budld na zdklade poziadavky Zadavatela
povaZované za obchodné tajomstvo Zadavatela.
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IN WITNESS WHEREOF, the parties hereto have set their
hands in triplicate with the intention that this is a binding
agreement as provided herein.

(1)

(2)

(3)

250951_D6402C00001 SVK 6705 Inst PI CSA Antalik_Bilingual_20210519_1.0

Parexel International (IRL) Limited:

NA DOKAZ TOHO strany tejto zmluvy podpisali 3
vyhotovenia tejto zmluvy so zdmerom, aby islo o zdvaznu
zmluvu tak, ako je stanovené v tomto dokumente.

(Signature of Authorized Official) 26.05.2021
(Typed or Printed Name) | enka Nagy Date
Nemochnica s poliklinikou Brezno, n.o :

(Signature of Authorized Official) 31.05.2021
Ing. Jaroslav Macejovsky, Director / Riaditel Date

Principal Investigator / Skusajuci lekar::

(Signature of Investigator) 31.052021
MUDr. Lubomir Antalik Date
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Exhibit A—1 Enrolment and Payment Schedule
Payment of Institution Grants

Protocol Number: D6402C00001
Protocol Title: A Phase 2b, Randomised, Double-Blind,
Placebo-Controlled, Multi Centre Study to Evaluate the
Efficacy, Safety and Tolerability of Oral AZD9977 and
Dapagliflozin Treatment in Patients with Heart Failure
with Left Ventricular Ejection Fraction (LVEF) Below 55%
and Chronic Kidney Disease

1. Payee details

Priloha A — 1 Harmonogram zaradenia a platieb
Platba institucii

Protokol ¢islo: D6402C00001
Nazov Protokolu: Randomizované, dvojito zaslepené,
placebom kontrolované, multicentrické klinické skusanie
fazy 2b na zhodnotenie ucinnosti, bezpecnosti a
znasanlivosti liecby ordlneho AZD9977 a dapagliflozinu u
pacientov so srdcovym zlyhavanim s lavokomorovou
ejekénou frakciou (LVEF) pod 55 % a s chronickym
ochorenim obliciek
1. Udaje prijemcu platby

Payee/ prijemca platby

Payee Details / Udaje prijemcu platby

Protocol Number / ¢islo protokolu

D6402C00001

Site Number / Cislo pracoviska

6708

Payee Name / meno prijemcu platby

Nemocnica s poliklinikou Brezno, n.o

Payee Address / adresa prijemcu platby

Banisko 273/1

Address Line 2 / Riadok pre adresu 2 NAP

Address Line 3 / Riadok pre adres3 NAP
Province/State/Country / kraj Slovak Republic
City / mesto Brezno

Postal Code / PSC 977 01

Country / krajina

Slovak Republic

Payee Contact / kontakt prijemcu platby

Payee Contact Phone Number / Telefénne &islo
Prijemcu platby

+421 48 2820 330

Remittance E-mail Address / E-mailova adresa pre
platobné prevody

ekonom@nspbr.sk

General Finance contract e-mail address if different
from above / V$eobecnd kontaktnd e-mailova adresa
pre otazky financii, ak je ind ako uvedena vyssie

sekretariat@nspbr.sk

NPI

NAP

Tax ID (VAT/GST Registration/TIN/SSN) / DIC

SK2021607687

Bank Account Holder Name / Nazov drZitela
bankového uctu

Nemocnica s poliklinikou Brezno, n.o

Bank Account Number / Cislo bankového Gétu:

SK20 1100 0000 0026 2077 8736

IBAN (International Bank Account Number)

SK20 1100 0000 0026 2077 8736

Bank Name / Nazov banky

Tatra banka, a.s.

Bank Number / ¢islo banky 1100
Bank Branch Number / &islo bankovej pobocky NAP

Bank Identification Code / BIC (bankovy identifikacny | TATRSKBX
kéd) (SWIFT):

Bank Type / Typ banky NAP

To ensure proper payment please ensure that all fields
above are completed.

In the event that payee details are modified during the
course of the Study, the parties agree that no
amendments to this Agreement shall be required,
provided that Payee provides written notification to CRO
with revised payee details to the following e-mail address
InvestigatorPaymentHelpDesk@Parexel.com. CRO accepts
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V zdujme spravneho vykonania platby vypliite vsetky polia
vyssie.

Strany sa zavazuju, Ze v pripade zmeny uUdajov prijemcu
platby pocas trvania Klinického skusania nebudd potrebné
Ziadne dodatky k tejto zmluve, ak prijemca platby poskytne
CRO pisomné oznamenie so svojimi upravenymi Udajmi na
e-mailovu adresu
InvestigatorPaymentHelpDesk@Parexel.com. CRO
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no liability for incorrect payee details provided by the
Payee or its representative.

2. Enrolment

This Study is designed to evaluate patients in accordance
with the Protocol. The Investigator on behalf of the
Institution will use best efforts to enrol patients as
contemplated under this Agreement. When enrolment is
complete for the study, the Institution will be notified in
writing and will dis-continue enrolling patients.

3. Cost Per Patient

The amount to be paid to the Payee per completed
subject is outlined in the attached Budget. All payments
will be made on a quarterly basis electronically and will be
based on completed visits verified and entered in the
subject EDC (electronic data capture system).

4. Conditional Fees

SCREENING FAILURE: Screening failures will be paid up to
the amount of 20 % of the overall number of screened
Subjects. The single screening failure will be remunerated on
per procedure basis up to an amount of 112,40 EUR.
Payments for screening failures over 20 % will be at
SPONSOR’s discretion. A screening failure is considered a
Subject who signs the informed consent form and completes
screening but fails under inclusion/exclusion criteria and will
not be randomized to the maintenance phase. Payment to
Institution will be made upon receipt of the corresponding
invoice.

UNSCHEDULED VISIT: means a Subject visit which is not
expressly set forth in the schedule of Study procedures of
the Protocol, but that (i) may be required for the Study as
directed by the Principal Investigator, or (ii) may be related
to an adverse event experienced during the Study or
otherwise required for the Study as directed by the Principal
Investigator, for the health and welfare of a Study Subject.
Standard of care patient visits or procedures that are not
required by the Protocol do not constitute Unscheduled
Visits for purposes of this Agreement. Unscheduled Visits
will be reimbursed on a per procedure basis in accordance
with the rates set forth in Exhibit A below following review
and approval of any information and/or documentation
required by Sponsor. Institution/Investigator will endeavor
to provide reasonable advance notice to Sponsor or its
designee and whenever possible, seek Sponsor’s prior
approval before the procedure is performed. In the event
that reimbursement rates for medically necessary
procedures are not included in Exhibit A, the amount of
reimbursement for those procedures will be reviewed in
good faith by Sponsor prior to Sponsor’s approval or
disapproval of the expenditures, which shall not
unreasonably be withheld or delayed.
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nepreberd Ziadnu zodpovednost za to, Ze prijemca platby
alebo jeho zastupca poskytne nespravne udaje prijemcu
platby.

2. Zaradenie do $tudie

Toto Klinické skusanie bude hodnotit pacientov v sulade s
Protokolom. SkdSajuci  vynaloZzi v mene InStitucie
maximalne usilie, aby boli do Klinického skusania zaradeni
pacienti ako se predpokladd v tejto zmluve. Institdcia bude
o skonceni naboru do Studie pisomne informovand a
prestane prijimat dalSich pacientov.

3. Naklady za pacienta

Suma, ktora bude prijemcovi platby vyplatend za
ukonceného ucastnika, je uvedena v priloienom Rozpoctu.
Vsetky platby budd vykonavané Stvrtroc¢ne elektronicky a
budu zaloZené na overenych absolvovanych navstevach
uvedenych v EDC Ucastnika (systéme evidencie
elektronickych udajov).

4. Podmienecné poplatky

ZLYHANIE SKRININGU: Zlyhania skriningu budi uhradené
do vysky 20 % z celkového poctu ucastnikov skriningu.
Jedno zlyhanie skriningu bude nahradené podla
jednotlivych postupov az do vysky 112,40 EUR. Platby za
zlyhania skriningu nad 20 % budl podliehat uvazeniu
ZADAVATELA. Za zlyhanie skriningu sa povaZuje pripad
Ucastnika, ktory podpise formular informovaného suhlasu a
podstupi skrining, ale nesplni kritérid zahrnutia/vylic¢enia a
nebude randomizovany do udrZiavacej fazy. Platba institdcii
sa vykona po prijati prislusnej faktury.

NEPLANOVANA NAVSTEVA: znamend navstevu Ucastnika,
ktora nie je vyslovne uvedena v harmonograme postupov
klinického skusania protokolu, ale ktora (i) sa mozZe
vyzadovat pre klinické skusanie podla pokynov hlavného
skusajuceho lekdra alebo (i) mozZe savisiet s neZiaducou
udalostou zaznamenanou pocas klinického skdsania, alebo
sa mbze inak vyZzadovat pre Kklinické skuSanie podla
pokynov hlavného skusajuceho lekara pre zaistenie zdravia
a blahobytu udcastnika klinického sku$ania.  Standard
navstev pacienta na zaistenie starostlivosti alebo postupov,
ktoré protokol nevyZaduje, nepredstavuji neplanované
navstevy pre ucely tejto zmluvy. Neplanované ndvstevy
budu prepldcané podla jednotlivych postupov v sulade so
sadzbami uvedenymi nizSie v prilohe A po kontrole a
schviéleni akychkolvek informacii a/alebo dokumentécie
pozadovanej zadavatelom. InStittcia/skusajuci lekar sa
bude snazit poskytnut zadavatelovi alebo nim poverenému
zastupcovi primerané predchddzajuce upozornenie a
poziada pred vykonanim postupu o predchadzajuci suhlas
zadavatela vzdy, ked to bude mozné. V pripade, Ze sadzby
nahrad za lekdrsky nevyhnutné postupy nie su uvedené v
prilohe A, potom zaddvatel posudi vysku nahrady za tieto
postupy v dobrej viere predtym, ako schvdli alebo neschvali
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Payee shall submit invoices for Services performed and
expenses incurred under Section 4, all payments will be
made within forty-five (45) days of receipt from the date
of receipt of valid invoice in accordance with this
Agreement. All payments will be made electronically to
the bank account stated above.

5. Site Fees

ARCHIVING FEES: One-time payment in the amount of
500 EUR will be paid at the end or at the premature
termination of the Study after the close-out visit to cover
the costs associated with archiving of the Study records
for 15 years after the end or the premature termination of
the Study. The reimbursement will be paid against the
receipt of the invoice and corresponding support
documentation.

START-UP FEE: A one-time non-refundable payment in the
amount of 300 EUR will be made to Institution for
administrative, legal and financial processing of the Study.
Payment to the Institution will be made within 30 days of
the receipt of the invoice properly completed by the
Institution.

Payee shall submit invoices for Services performed and
expenses incurred under Section 5. Payment for the
Archiving fee will be made within forty-five (45) days of
receipt from the date of receipt of valid invoice in
accordance with this Agreement and payment for the
Start-up fee will be made within thirty (30) days of
receipt from the date of receipt of valid invoice in
accordance with this Agreement. All payments will be
made electronically to the bank account stated above.

6. Other provisions

EQUIPMENT: All equipment needed for the development
of the Study will be supplied to the Institution by CRO, its
designee(s) or contracted vendors for strict and sole use in
performing the Study. Such equipment must be returned
to CRO, its designee(s) or contracted vendors, at Sponsor’s
expense, following the closure of the site at the Institution
and CRO, its designee(s) or contracted vendors shall
coordinate its return with the Institution, to ensure that
all equipment is returned within 30 calendar days after
site closure at the Institution. Sponsor may, at its option,
reduce the final payment by the residual fair market value
of the Equipment as of the date of completion or
termination of the Study in case the Institution does not
return the Equipment in the requested period.

The following equipment will be provided to the
Institution:
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vydavky, pricom ju nesmie bezdévodne odopierat alebo
oneskorit.

Prijemca platby predlozi faktary za vykonané sluzby a
vzniknuté vydavky podla casti 4 a vsetky platby budu
vykonané do Styridsiatich piatich (45) dni od prijatia platnej
faktury podla tejto zmluvy. VSetky platby budud
poukazované elektronicky na bankovy ucet uvedeny vyssie.

5. Poplatky pre pracovisko

POPLATKY ZA ARCHIVACIU Jednorazova platba vo vygke
500 EUR bude uhradend na konci Klinického skusania alebo
v pripade jeho predcasného ukoncenia po zaverecnej
navsteve, s cielom pokryt naklady spojené s archivaciou
zdznamov Studie pocas 15 rokov od skoncenia alebo
predcasného ukoncenia Klinického skidsenia. Nahrada bude
vyplatend po prijati faktiry a prislusnej podpornej
dokumentdcie.

POPLATOK START-UP: Jednorazova nevratna platba v sume
300 EUR bude uhradend institicii za administrativne,
pravne a financné spracovanie klinického skusania. Platba
sa v prospech institicie vykond do 30 dni od prijati
inStituciou riadne vystavenej prislusnej faktuary.

Prijemca platby predlozi faktary za vykonané sluzby a
vzniknuté vydavky podla casti 5. Platba poplatku za
archivaciu bude vykonana do Styridsiatich piatich (45) dni
od prijatia platnej faktury podla tejto zmluvy a platba za
poplatok Start-up bude vykonana do tridsiatich (30) dni od
prijatia platnej faktury podla tejto zmluvy. VSetky platby
budd poukazované elektronicky na bankovy ucet uvedeny
vyssie.

6. Ostatné ustanovenia.

VYBAVENIE: Vsetko vybavenie potrebné na realizaciu
Klinického skusania doda Institacii CRO, nim poverena
osoba/poverené osoby alebo zmluvni dodavatelia, a to
vyluéne na pouZitie pocas Klinického skudsania. Takéto
vybavenie musi byt Zadavatelovi, nim poverenej
osobe/poverenym osobam alebo zmluvnym dodavatelom
vratené na naklady Zadavatela po uzatvoreni pracoviska v
Institdcii a CRO, nim poverena osoba/poverené osoby alebo
zmluvni doddvatelia budu takéto vrdtenie s Institdciou
koordinovat, aby sa zaistilo vratenie vietkého vybavenia do
30 kalendarnych dni od uzatvorenia pracoviska v Institucii.
Ak InStitucia v pozadovanej lehote vybavenie nevrati,
Zadavatel méie na zadklade svojho rozhodnutia zniZit
findlnu platbu o zostatkovu objektivnu trhovd hodnotu
vybavenia k datumu dokoncenia alebo predcasného
ukoncenia Klinického skdsania.

Institucia dostane nasledujuce vybavenie:
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For subjects for home assessments:
AppleWatch

Iphone

Portable blood pressure device
Sleeping analyzer (under mattress)
For the site:

Tablet

iPad

EKG

Bioimpedance body analyzer SOZO

7. Pro-rata Payments

7.1. Payment for Subjects who do not complete the
Study may be made to Payee on a pro rata basis. Payment
will include only those Subjects who were enrolled before
the premature termination of the Study or the date that
notice is received of such premature termination,
whichever is later.

7.2. Should CRO or SPONSOR terminate the Study
prior to completion, pro-rated expenses and fees shall be
paid as set forth in Section 3 for each Subject visit
performed before the premature termination of the
Study or the date notice is received of such premature
termination, whichever is later.

7.3. If other non-cancelable costs are incurred by
Institution, written justification must be provided to CRO
for review and approval, and payment of such costs is
subject to CRO’s or Sponsor’s approval.

7.4. In any instance where the Payee has been
received unearned funds, such funds shall be returned to

CRO within forty-five days of notification.

8. Protocol Violators

Payments for Study Subjects who are deemed to have
been in violation of the Protocol may be paid up to the
point that the violation occurred at the discretion of
SPONSOR and/or CRO.

9. Invoices

Please send the correct and itemized invoices to the

following address:

Preferred
Invoices may be e-mailed to:
PlILPayablesinvoices@parexel.com

Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham

250951_D6402C00001 SVK 6705 Inst PI CSA Antalik_Bilingual_20210519_1.0

Pre udastnikov na domdace sledovanie:
hodinky AppleWatch

Iphone

prenosné zariadenie na merenie krvného tlaku
analyzator spanku (pod matrac)

Pre pracovisko:

Tablet

iPad

EKG

Bioimpedance body analyzer SOZO

7. Pomerné platby
7.1. Platba za ucastnikov, ktori nedokondili Klinické

skdsanie, sa moZe prijemcovi platby vyplatit pomerne.
Platba bude zahfiat iba tych Gcastnikov, ktori boli zaradeni
pred pred¢asnym ukonéenim Klinického skusania alebo
pred datumom, ked bolo prijaté ozndmenie o takomto
pred¢asnom ukonceni, podla toho, ¢o nastane neskor.

7.2. V pripade, Zze CRO alebo Zadavatel ukondi Klinické
skusanie pred dokoncenim, uhradia sa pomerné naklady a
poplatky, ktoré su stanovené podla casti 3, za kazdu
ndvStevu Ucastnika uskutoénend pred predéasnym
ukoncenim Klinického skusania alebo pred datumom, ked'
bolo prijaté ozndmenie o takomto predc¢asnom ukonceni,
podla toho, o nastane neskar.

7.3. Ak Institucii vzniknd dalSie nezrusitefné naklady,
CRO je potrebné predlozit pisomné oddvodnenie na
kontrolu a schvdlenie, pricom zaplatenie takychto nakladov
podlieha sthlasu CRO alebo Zadavatela.

7.4. Vidy ked prijemca platby dostane financné
prostriedky, na ktoré nema narok, musi ich CRO vratit do

Styridsiatich piatich dni od oznamenia.

8. Porusovatelia protokolu

Platby za ucastnikov skusania, o ktorych sa predpoklada, ze
porusuju protokol, sa moézu vyplatit, len ak k poruseniu
doslo na zaklade rozhodnutia zadavatela a/alebo CRO.

9. Faktury

Spravne vyplnené faktury s rozpisom poloZiek posielajte
prosim na adresu:

Prednostna adresa
Faktiry je moziné zasielat e-mailom na adresu:
PlILPayablesinvoices@parexel.com

Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road

Kilmainham
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Dublin 8

Ireland

Attention: Investigator Payment Office
Parexel Study no.: 250951

All invoices must contain the following information:

(a) Protocol Number

(b) Invoice Number

(c) Invoice Date

(d) Place, Date & Description of Services Provided
(e) CRO Project Number

(f) Total amount payable

(g) Exchange rate used (where applicable)

(h) Investigator Name

(i) Site Number

(i) Payee Name and Address (per this Agreement)
(k) CRO Address listed above

(1) Date of Supply

Invoices and associated documentation should be de-
identified of patient personal information (e.g. name, date
of birth, initials, etc.) prior to being submitted for
reimbursement.

10. Final Payment

Notwithstanding the foregoing, the final payment shall be
paid upon the completion of the following activities:

(a) all required Subject visits have been completed

(b) Sponsor has received all Subject data in a form
suitable for analysis

(c) all data clarification queries have been resolved
to Sponsor’s satisfaction

(d) Sponsor has verified that all required regulatory
documentation is complete

(e) Institution has returned all required equipment,
drugs and other material

() the Study close-out visit has been completed

Payee shall have sixty (60) days from the receipt of the
final payment under this Agreement to identify
discrepancies and resolve any payment disputes with CRO.

All invoices for Study payments, as outlined herein, must
be submitted to the Sponsor within sixty (60) days of the
Institution’s Study close-out visit. Invoices received after
this time will not be reimbursed.

11. Tax
All fees and expenses in this Schedule are exclusive of VAT

or any applicable tax. All payments are subject to
withholding tax as applicable.
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Dublin 8

Ireland

Attention: Investigator Payment Office
C. $tudie spolo¢nosti PAREXEL: 250951

Vsetky faktiry musia obsahovat nasledujice informacie:

(a) Cislo protokolu

(b) Cislo faktury

(c) datum vystavenia faktdry

(d) miesto, datum a opis poskytnutych sluzieb

(e) Cislo projektu CRO

(f) celkova splatna suma

(g) pouzity vymenny kurz (podla potreby)

(h) meno skusajuceho

(i) ¢islo pracoviska

(i) nazov a adresa prijemcu platby (podla
tejto zmluvy)

(k) adresa CRO uvedena vyssie

(1) datum dodania

Pred odovzdanim na uUhradu je z faktur a suvisiacej
dokumentdcie potrebné odstranit identifikatné osobné
Udaje pacientov (napr. meno, datum narodenia, inicidly
atd.).

10. Zaverecna platba

Bez ohladu na vyssie uvedené ustanovenia bude zaverecna
platba uhradena po dokonceni nasledujtcich ¢innosti:

(a) vSetky poZadované navstevy Ucastnikov boli
ukoncené;

(b) zadavatel dostal vsetky Udaje o ucastnikoch vo
forme vhodnej na analyzu;

(c) vsetky otdzky na objasnenie Gdajov boli vyriesené
k spokojnosti zadavatela;

(d) zadavatel overil, Ze vSetka poZadovana regulacna
dokumentdcia je Uplna;

(e) zariadenie vrdtilo vSetko poZadované vybavenie,
lieky a iny material;

(f) bola vykonana zaverecna navsteva v ramci Studie.

Na zaklade tejto zmluvy ma prijemca platby Sestdesiat (60)
dni od prijatia zaverecnej platby, aby zistil nezrovnalosti a
vyriesil vSetky platobné spory s CRO.

Vsetky faktiry na ucely platieb v ramci Studie, ako su
uvedené v tejto zmluve, musia byt zadavatelovi odovzdané
do Sestdesiatich (60) dni od navstevy zariadenia kvoli
ukonceniu sStudie. Faktury prijaté po tomto termine nebudu
uhradené.

11. Dan

Vsetky poplatky a vydavky v tomto rozpise st uvedené bez

DPH alebo inej prislusnej dane. VSetky platby podliehaju
prislusnej zrazkovej dani.
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Detailed Budget — Per Patient Fees for Institution / Podrobny rozpoéet — poplatky za pacienta pre instittciu

Procedure Qty Budget SV Run-in V3-BL  V4-D3 V5-D8 V6-D15 V7-D22 V8-D43 V9-D64 V10-D85 SFU

OBCHODNE TAJOMSTVO

Total Cost Per Visit with Overhead(€) €11240 €1520 €157,20 €5140 €6040 €51,40 €5300 €6590 €4830 €15390 € 34,60

Total Cost Per Patient (€) € 803,70
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Detailed Budget — Conditional Fees (in EUR) / Podrobny rozpoéet — Podmieneéné vysetrenia (v EUR)

Conditional Procedure Qty ‘;th/l:goe; SV Run-in V3-BL V4-D3 V5-D8 V6-D15 V7-D22 V8-D43 V9-D64 V10-D85 SFU
Optlon_al p(_)Stdose samples for AZD9977 and 4 3,00 12,00

dapadlifiozin

Optional RNA expression (blood) sample 4 1,50 1,50 1,50 1,50 1,50
Genomics Initiative optional, exploratory genetic 1 1,50 1,50

sample

Genetic consent 1 2,00 2,00

Physician: Cardiology-Wearable device for

assessment of activity, sleep and heart rate 1 6,80 6,80

varaibles hand-out (optional)

Echocardiography 1 44,10 44,10

Interpretation and Report: Echocardiography 1 10,30 10,30

Local LH 1 4,00 4,00

Local FSH 1 4,40 4,40

Site Fees (in EUR) / Poplatky pre pracovisko (v EUR)

250951_D6402C00001 SVK 6705 Inst

Site Costs Qty Amount
Study Start-Up Fee/Site Set-Up Fee 1 300,00
Document Storage, Archiving Total Cost 1 500,00

PI CSA Antalik_Bilingual_20210519_1.0
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Exhibit A—2 Enrolment and Payment Schedule
Payment of Investigator Grants

Protocol Number: D6402C00001
Protocol Title: A Phase 2b, Randomised, Double-Blind,
Placebo-Controlled, Multi Centre Study to Evaluate the
Efficacy, Safety and Tolerability of Oral AzZD9977 and
Dapagliflozin Treatment in Patients with Heart Failure with
Left Ventricular Ejection Fraction (LVEF) Below 55% and
Chronic Kidney Disease

Priloha A — 2 Harmonogram zaradenia a platieb
Platba skusajucemu lekarovi

Protokol ¢islo: D6402C00001
Nazov Protokolu: Randomizované, dvojito zaslepené,
placebom kontrolované, multicentrické klinické skusanie fazy
2b na zhodnotenie ucinnosti, bezpecnosti a znasanlivosti
liecby oralneho AZD9977 a dapagliflozinu u pacientov so
srdcovym zlyhdavanim s lavokomorovou ejekénou frakciou
(LVEF) pod 55 % a s chronickym ochorenim obliciek

1. Payee details

1. Udaje prijemcu platby

Payee/ prijemca platby

Payee Details / Udaje prijemcu platby

Protocol Number / ¢islo protokolu

D6402C00001

Site Number / Cislo pracoviska

6708

Payee Name / meno prijemcu platby

MUDr. Lubomir Antalik

Payee Address / adresa prijemcu platby

Kozmonautov 130/23

Address Line 2 / Riadok pre adresu 2 NAP

Address Line 3 / Riadok pre adres3 NAP
Province/State/Country / kraj Slovak Republic
City / mesto Brezno

Postal Code / PSC 977 01

Country / krajina

Slovak Republic

Payee Contact / kontakt prijemcu platby

MUDr. Lubomir Antalik

Payee Contact Phone Number / Telefénne &islo
Prijemcu platby

+421 482 820 178

Remittance E-mail Address / E-mailové adresa pre
platobné prevody

antalik@nspbr.sk

General Finance contract e-mail address if different
from above / Vseobecnd kontaktnd e-mailova adresa
pre otazky financii, ak je ind ako uvedena vyssie

antalik@nspbr.sk

NPI

NAP

Tax ID (VAT/GST Registration/TIN/SSN) / DIC

NAP

Bank Account Holder Name / Nazov drzitela
bankového uctu

MUDr. Lubomir Antalik

Bank Account Number / Cislo bankového uétu:

SK40 7500 0000 0040 0797 2978

IBAN (International Bank Account Number)

SK40 7500 0000 0040 0797 2978

Bank Name / Nazov banky

Ceskoslovenska obchodnd banka, a.s.

Bank Number / ¢islo banky 7500
Bank Branch Number / ¢islo bankovej pobocky NAP

Bank Identification Code / BIC (bankovy identifikatny | CEKOSKBX
kéd) (SWIFT):

Bank Type / Typ banky NAP

To ensure proper payment please ensure that all fields above
are completed.

In the event that payee details are modified during the course
of the Study, the parties agree that no amendments to this
Agreement shall be required, provided that Payee provides
written notification to CRO with revised payee details to the
following e-mail address
InvestigatorPaymentHelpDesk@Parexel.com. CRO accepts no
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V zaujme spravneho vykonania platby vypliite vSetky polia
vyssie.

Strany sa zavazuju, Ze v pripade zmeny Udajov prijemcu platby
pocas trvania Klinického skusania nebudu potrebné Ziadne
dodatky k tejto zmluve, ak prijemca platby poskytne CRO
pisomné oznamenie so svojimi upravenymi udajmi na e-
mailovl adresu InvestigatorPaymentHelpDesk@Parexel.com.
CRO nepreberd Ziadnu zodpovednost za to, Ze prijemca platby
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liability for incorrect payee details provided by the Payee or its
representative.

2. Enrolment

This Study is designed to evaluate patients in accordance with
the Protocol. The Investigator on behalf of the Institution will
use best efforts to enrol patients as contemplated under this
Agreement. When enrolment is complete for the study, the
Investigator will be notified in writing and will dis-continue
enrolling patients.

3. Cost Per Patient

The amount to be paid to the Payee per completed subject is
outlined in the attached Budget. All payments will be made on
a quarterly basis electronically and will be based on completed
visits verified and entered in the subject EDC (electronic data
capture system).

4. Conditional Fees

SCREENING FAILURE: Screening failures will be paid up to the
amount of 20 % of the overall number of screened Subjects. The
single screening failure will be remunerated on per procedure
basis up to an amount of 1011,60 EUR. Payments for screening
failures over 20 % will be at SPONSOR'’s discretion. A screening
failure is considered a Subject who signs the informed consent
form and completes screening but fails under inclusion/exclusion
criteria and will not be randomized to the maintenance phase.
Payment to Investigator will be made upon receipt of the
corresponding invoice.

UNSCHEDULED VISIT: means a Subject visit which is not expressly
set forth in the schedule of Study procedures of the Protocol, but
that (i) may be required for the Study as directed by the Principal
Investigator, or (ii) may be related to an adverse event
experienced during the Study or otherwise required for the Study
as directed by the Principal Investigator, for the health and
welfare of a Study Subject. Standard of care patient visits or
procedures that are not required by the Protocol do not
constitute Unscheduled Visits for purposes of this Agreement.
Unscheduled Visits will be reimbursed on a per procedure basis in
accordance with the rates set forth in Exhibit A below following
review and approval of any information and/or documentation
required by Sponsor. Investigator will endeavor to provide
reasonable advance notice to Sponsor or its designee and
whenever possible, seek Sponsor’s prior approval before the
procedure is performed. In the event that reimbursement rates
for medically necessary procedures are not included in Exhibit A,
the amount of reimbursement for those procedures will be
reviewed in good faith by Sponsor prior to Sponsor’s approval or
disapproval of the expenditures, which shall not unreasonably be
withheld or delayed.
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alebo jeho zastupca poskytne nespravne Udaje prijemcu platby.

2. Zaradenie do Studie

Toto Klinické skusanie bude hodnotit pacientov v silade s
Protokolom. Skusajuci vynaloZi v mene InStitucie maximalne
usilie, aby boli do Klinického skusania zaradeni pacienti ako se
predpoklada v tejto zmluve. Skusajuci lekar bude o skonceni
ndboru do Studie pisomne informovany a prestane prijimat
dalSich pacientov.

3. Naklady za pacienta

Suma, ktora bude prijemcovi platby vyplatena za ukonceného
Ucastnika, je uvedena v priloZzenom Rozpoctu. Vsetky platby
budul vykonavané Stvrtrocne elektronicky a budu zaloZené na
overenych absolvovanych navstevach uvedenych v EDC
Ucastnika (systéme evidencie elektronickych udajov).

4. Podmienecné poplatky

ZLYHANIE SKRININGU: Zlyhania skriningu budd uhradené do
vysky 20 % z celkového poctu ucastnikov skriningu. Jedno
zlyhanie skriningu bude nahradené podla jednotlivych
postupov az do vysky 1011,60 EUR. Platby za zlyhania
skriningu nad 20 % budu podliehat uvézeniu ZADAVATELA. Za
zlyhanie skriningu sa povazuje pripad ucastnika, ktory podpise
formular informovaného suhlasu a podstupi skrining, ale
nesplni kritéria zahrnutia/vyli¢enia a nebude randomizovany
do udrZiavacej fazy. Platba skusajucemu lekdrovi sa vykona po
prijati prislusnej faktury.

NEPLANOVANA NAVSTEVA: znamend navitevu Ucastnika,
ktord nie je vyslovne uvedend v harmonograme postupov
klinického skusania protokolu, ale ktora (i) sa moze vyzadovat
pre klinické skudsanie podla pokynov hlavného skusajuceho
lekdra alebo (ii) modZe suvisiet s neZiaducou udalostou
zaznamenanou pocas klinického skidsania, alebo sa méze inak
vyzadovat pre klinické skusanie podla pokynov hlavného
skusajlceho lekara pre zaistenie zdravia a blahobytu Ucastnika
klinického skusania. Standard navitev pacienta na zaistenie
starostlivosti alebo postupov, ktoré protokol nevyzaduje,
nepredstavuju nepldanované navstevy pre ucely tejto zmluvy.
Nepldnované navstevy budu preplacané podla jednotlivych
postupov v sulade so sadzbami uvedenymi nizSie v prilohe A po
kontrole a schvdleni akychkolvek informacii a/alebo
dokumentacie poZadovanej zaddvatelom. Skusajuci lekar sa
bude snazZit poskytnut zadavatelovi alebo nim poverenému
zastupcovi primerané predchddzajuce upozornenie a poziada
pred vykonanim postupu o predchadzajici suhlas zaddvatela
vzdy, ked to bude mozné. V pripade, Ze sadzby ndhrad za
lekdrsky nevyhnutné postupy nie su uvedené v prilohe A,
potom zadavatel posudi vysku nahrady za tieto postupy v
dobrej viere predtym, ako schvali alebo neschvali vydavky,
pricom ju nesmie bezdévodne odopierat alebo oneskorit.
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Payee shall submit invoices for Services performed and
expenses incurred under Section 4, all payments will be made
within forty-five (45) days of receipt from the date of receipt of
valid invoice in accordance with this Agreement. All payments
will be made electronically to the bank account stated above.

5. SUBIJECT TRAVEL COST, STIPENDS and MEAL COST

Investigator shall pay to subjects the following amounts, all
these amounts need to be reflected in the informed consent
form as it will be provided to the Subject:

the amount of 27,00 EUR for each visit for travel costs;
the amount of 88,00 EUR for each visit as a stipend to
compensate inconveniences caused by the Study
procedures;

the amount of 44,00 EUR for visits connected with
procedures performed at home as a stipend to
compensate inconveniences caused by these home
procedures;

the amount of 15,00 EUR during Subject’s participation
in optional pharmacokinetic analysis for visit V7 to
compensate meal expenses.

CRO shall provide the Investigator with an adequate deposit to
reimburse these payments as further detailed below.

The Investigator shall be reimbursed for (i) travel costs of the
enrolled subjects, (ii) stipend to compensate inconveniences
caused by the Study procedures, (iii) stipend to compensate
inconveniences caused by the home procedures and (iv) meal
expenses, duly approved by the Ethics Committee. The
Investigator shall keep sufficient records to prove the
payments made to the Subjects on account of such travel
costs, stipends and meal expense. To cover the initial costs,
CRO shall provide a deposit to the Investigator in the amount
of 3000,00 EUR. The deposit shall be made after site initiation
and upon receipt of invoice from the Investigator within 30
days of its receipt. After spending of % of the deposit,
Investigator may ask CRO for a new deposit in the same
amount. In case the Investigator does not use the deposit, it
shall be returned to CRO in full or proportionally based on the
actually completed visits and travel, stipend and meal
reimbursement amounts actually paid to the Study Subjects.

6. Other provisions

EQUIPMENT: All equipment needed for the development of
the Study will be supplied to the Institution by CRO, its
designee(s) or contracted vendors for strict and sole use in
performing the Study. Such equipment must be returned to
CRO, its designee(s) or contracted vendors, at Sponsor’s
expense, following the closure of the site at the Institution and
CRO, its designee(s) or contracted vendors shall coordinate its
return with the Institution, to ensure that all equipment is
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Prijemca platby predlozi faktury za vykonané sluzby a vzniknuté
vydavky podla casti 4 a vSetky platby budu vykonané do
Styridsiatich piatich (45) dni od prijatia platnej faktury podla
tejto zmluvy. VSetky platby budu poukazované elektronicky na
bankovy ucet uvedeny vyssie.

5. CESTOVNE NAKLADY UCASTNiKA, KOMPENZACIE
a VYDAVKY NA STRAVU

Skusajuci lekar vyplati ucastnikom nasledujice sumy, vsetky
tieto sumy musi byt uvedené vo formulari informovaného
suhlasu, pretoze budu poskytnuté ucastnikovi.

(i) sumu 27,00 EUR za kazdd navstevu za cestovné
naklady;

sumu 88,00 EUR za kazdu ndavstevu ako kompenzaciu

(ii)

za neprijemnosti spdsobené postupmi v ramci
skusania;
(iii) sumu 44,00 EUR za kazdd navstevu suvisiacu

s postupmi vykonavanymi doma ako kompenzaciu za
neprijemnosti spésobené tymito domacimi postupmi;
sumu 15,00 EUR za ndvstevu V7 na kompenzaciu
vydavkov na stravu pri Ucasti Gcastnika v dobrovolnej
farmakokinetickej analyze.

(iv)

Na pokrytie pociatoc¢nych nakladov poskytne CRO skusajucemu
lekarovi zdlohu v primeranej vyske, ako je popisané nizsie.

Skdsajucemu lekdrovi sa uhradzaju i) cestovné naklady
zaradenych Ucastnikov, ii) kompenzacie za neprijemnosti
spésobené postupmi vramci skusania, iii) kompenzacie za
neprijemnosti spésobené domacimi postupmi a (iv) vydavky na
stravu, riadne schvalené Etickou komisiou. Skusajuci lekar
povedie dostatocné zaznamy na preukdzanie platieb
vykonanych ucastnikom z dovodu cestovnych nakladov,
kompenzacii a vydavkov za stravu. Na pokrytie pociatocnych
nakladov poskytne CRO skusajucemu lekarovi zalohu vo vyske
3 000,00 EUR. Zaloha bude poskytnutd po iniciacii pracoviska a
po prijati faktury od skusajuceho lekdara do 30 dni od jej
prijatia. Po utrateni % zalohy mézZe skusajuci lekar poziadat
CRO o novu zalohu v rovnakej vyske. V pripade, Ze skusajuci
lekdr nepouZije zalohu, vrati sa CRO v plnej vyske alebo
proporcionalne na zdklade skutocne ukoncéenych navstev a
sumy nahrad za cestovné, kompenzacie a za stravu skutocne
vyplatenych ucastnikom skusenia.

6. Ostatné ustanovenia.

VYBAVENIE: Vsetko vybavenie potrebné na realizaciu
Klinického skdsania doda Institdcii CRO, nim poverena
osoba/poverené osoby alebo zmluvni dodavatelia, a to vyluéne
na pouzitie pocas Klinického skusania. Takéto vybavenie musi
byt Zadavatelovi, nim poverenej osobe/poverenym osobam
alebo zmluvnym dodavatefom vratené na naklady Zadavatela
po uzatvoreni pracoviska v Institucii a CRO, nim poverena
osoba/poverené osoby alebo zmluvni dodavatelia budu takéto
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returned within 30 calendar days after site closure at the
Institution. Sponsor may, at its option, reduce the final
payment by the residual fair market value of the Equipment as
of the date of completion or termination of the Study in case
the Institution does not return the Equipment in the requested
period.

The following equipment will be provided to the Institution:

For subjects for home assessments:
AppleWatch

Iphone

Portable blood pressure device
Sleeping analyzer (under mattress)
For the site:

Tablet

iPad

EKG

Bioimpedance body analyzer SOZO

7. Pro-rata Payments

7.1. Payment for Subjects who do not complete the Study
may be made to Payee on a pro rata basis. Payment will
include only those Subjects who were enrolled before the
premature termination of the Study or the date that notice is
received of such premature termination, whichever is later.

7.2. Should CRO or SPONSOR terminate the Study prior to
completion, pro-rated expenses and fees shall be paid as set
forth in Section 3 for each Subject visit performed before the
premature termination of the Study or the date notice is
received of such premature termination, whichever is later.

7.3. If other non-cancelable costs are incurred by
Investigator, written justification must be provided to CRO
for review and approval, and payment of such costs is subject
to CRO’s or Sponsor’s approval.

7.4. In any instance where the Payee has been received
unearned funds, such funds shall be returned to CRO within

forty-five days of notification.

8. Protocol Violators

Payments for Study Subjects who are deemed to have been in
violation of the Protocol may be paid up to the point that the
violation occurred at the discretion of SPONSOR and/or CRO.

9. Invoices

Please send the correct and itemized invoices to the following
address:
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vratenie s Institiciou koordinovat, aby sa zaistilo vratenie
vSetkého vybavenia do 30 kalendarnych dni od uzatvorenia
pracoviska v Institacii. Ak InStiticia v pozadovanej lehote
vybavenie nevrati, Zadavatel moéie na zadklade svojho
rozhodnutia znizit findlnu platbu o zostatkovi objektivnu
trhovd hodnotu vybavenia k datumu dokoncenia alebo
predcasného ukoncenia Klinického skdsania.

Institucia dostane nasledujuce vybavenie:

Pre Ucastnikov na domdce sledovanie:

hodinky AppleWatch

Iphone

prenosné zariadenie na merenie krvného tlaku

analyzator spanku (pod matrac)

Pre pracovisko:

Tablet

iPad

EKG

Bioimpedance body analyzer SOZO

7. Pomerné platby

7.1. Platba za ucastnikov, ktori nedokondili Klinické
skisanie, sa moze prijemcovi platby vyplatit pomerne. Platba
bude zahfnat iba tych Ucastnikov, ktori boli zaradeni pred
predéasnym ukoncenim Klinického skusania alebo pred
datumom, ked bolo prijaté ozndamenie o takomto
predéasnom ukonceni, podla toho, ¢o nastane neskor.

7.2. V pripade, ze CRO alebo Zadavatel ukonci Klinické
skusanie pred dokoncenim, uhradia sa pomerné naklady a
poplatky, ktoré su stanovené podla Casti 3, za kazdu navstevu
Ucastnika uskutocnenuy pred predéasnym ukoncenim
Klinického skusania alebo pred datumom, ked bolo prijaté
oznamenie o takomto predc¢asnom ukonceni, podla toho, ¢o
nastane neskor.

7.3. Ak skdsajucemu lekarovi vzniknd dalSie nezrusitelné
naklady, CRO je potrebné predlozit pisomné odévodnenie na
kontrolu a schvalenie, pricom zaplatenie takychto nakladov
podlieha suhlasu CRO alebo Zadavatela.

7.4. Vidy ked prijemca platby dostane financné
prostriedky, na ktoré nemd narok, musi ich CRO vréatit do

Styridsiatich piatich dni od oznadmenia.

8. Porusovatelia protokolu

Platby za Ucastnikov skusania, o ktorych sa predpoklada, Ze
porusuju protokol, sa mézu vyplatit, len ak k poruseniu doslo
na zaklade rozhodnutia zadavatela a/alebo CRO.

9. Faktury

Spravne vyplnené faktlry s rozpisom poloZiek posielajte prosim
na adresu:
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Preferred
Invoices may be e-mailed to:
PlILPayablesinvoices@parexel.com

Parexel International (IRL) Limited

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attention: Investigator Payment Office
Parexel Study no.: 250951

All invoices must contain the following information:

a. Protocol Number

) Invoice Number

) Invoice Date

) Place, Date & Description of Services Provided
(e) CRO Project Number

(f) Total amount payable

(g) Exchange rate used (where applicable)

(h) Investigator Name

(i) Site Number

(j) Payee Name and Address (per this Agreement)
(k) CRO Address listed above

(I) Date of Supply

Invoices and associated documentation should be de-identified
of patient personal information (e.g. name, date of birth,
initials, etc.) prior to being submitted for reimbursement.

10. Final Payment

Notwithstanding the foregoing, the final payment shall be paid
upon the completion of the following activities:

(a) all required Subject visits have been completed

(b) Sponsor has received all Subject data in a form suitable
for analysis

(c) all data clarification queries have been resolved to
Sponsor’s satisfaction

(d) Sponsor has verified that all required regulatory
documentation is complete

(e) Institution has returned all required equipment, drugs
and other material

(f) the Study close-out visit has been completed

Payee shall have sixty (60) days from the receipt of the final
payment under this Agreement to identify discrepancies and
resolve any payment disputes with CRO.

All invoices for Study payments, as outlined herein, must be
submitted to the Sponsor within sixty (60) days of the
Institution’s Study close-out visit. Invoices received after this
time will not be reimbursed.
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Prednostna adresa
Faktiry je moZné zasielat e-mailom na adresu:
PlILPayableslnvoices@parexel.com

Parexel International (IRL) Limited

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attention: Investigator Payment Office
C. $tudie spolognosti PAREXEL: 250951

Vsetky faktiry musia obsahovat nasledujice informacie:

a) (islo protokolu

b) (islo faktury

¢) datum vystavenia faktiry

d) miesto, datum a opis poskytnutych sluZieb
e) Cislo projektu CRO

f)  celkova splatna suma

g) pouzity vymenny kurz (podla potreby)

h) meno skusajuceho

i) Cislo pracoviska

j)  nazov a adresa prijemcu platby (podla tejto zmluvy)
k) adresa CRO uvedena vyssie

I) datum dodania

Pred odovzdanim na uUhradu je z faktir a suvisiacej
dokumentécie potrebné odstranit identifikaéné osobné udaje
pacientov (napr. meno, datum narodenia, inicialy atd.).

10. Zaverecna platba

Bez ohladu na vy3Sie uvedené ustanovenia bude zaverecnd
platba uhradena po dokonéeni nasledujucich ¢innosti:

(a) vsetky poZzadované navstevy ucastnikov boli ukoncené;

(b) zadavatel dostal vsetky uUdaje o ucastnikoch vo forme
vhodnej na analyzu;

(c) vSetky otazky na objasnenie Udajov boli vyriesené k
spokojnosti zadavatela;

(d) zadavatel overil, Ze vSetka
dokumentacia je Uplna;

(e) zariadenie vratilo vSetko poZadované vybavenie, lieky a
iny material;

(f) bola vykonana zaverec¢na navsteva v ramci Studie.

pozadovand regulacna

Na zaklade tejto zmluvy ma prijemca platby Sestdesiat (60) dni
od prijatia zaverecnej platby, aby zistil nezrovnalosti a vyriesil
vsetky platobné spory s CRO.

Vsetky faktury na tcely platieb v ramci Studie, ako su uvedené
v tejto zmluve, musia byt zadavatelovi odovzdané do
Sestdesiatich (60) dni od navstevy zariadenia kvoli ukonceniu
stadie. Faktury prijaté po tomto termine nebudd uhradené.
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11. Tax 11. Da

All fees and expenses in this Schedule are exclusive of VAT or VSetky poplatky a vydavky v tomto rozpise su uvedené bez DPH
any applicable tax. All payments are subject to withholding tax alebo inej prislusnej dane. VSetky platby podliehaju prislusnej
as applicable. zrdzkovej dani.
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Detailed Budget — Per Patient Fees for Investigator/ Podrobny rozpoéet — poplatky za pacienta pre skdsajuceho lekara

Procedure Qty Budget SV Run-in V3-BL V4-D3 V5-D8 V6-D15 V7-D22 V8-D43 V9-D64 V10-D85 SFU

OBCHODNE TAJOMSTVO

Total Cost Per Visit with Overhead(€) €1011,60 €136,80 €1414,60 €462,50 €543,90 €462,50 €477,10 €593,00 €434,30 €1385,40 €311,10

Total Cost Per Patient (€) €7 232,80
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Detailed Budget — Conditional Fees for Investigator (in EUR) / Podrobny rozpocet — Podmieneéné vySetrenia pre skusajuceho
lekara (v EUR)

Conditional Procedure Qty ‘IB;;:Q::I SV Run-in V3-BL V4-D3 V5-D8 V6-D15 V7-D22 V8-D43 V9-D64 V10-D85 SFU
Optlon_al pqstdose samples for AZD9977 and 4 27,00 108,00
dapagliflozin
Optional RNA expression (blood) sample 4 13,50 13,50 13,50 13,50 13,50
Genomics Initiative optional, exploratory genetic 1 13,50 13,50
sample
Genetic consent 1 18,00 18,00
Physician: Cardiology-Wearable device for
assessment of activity, sleep and heart rate 1 61,20 61,20
varaibles hand-out (optional)
Echocardiography 1 396,90 396,90
Interpretation and Report: Echocardiography 1 92,70 92,70
Local LH 1 36,00 36,00
Local FSH 1 39,60 39,60
Patient Reimbursement (in EUR) / Nahrady pacientom (v EUR)

. V10- SFU

Non Procedure Qty Budget SV Run-in V3-BL V4-D3 V5-D8 V6-D15 V7-D22 V8-D43 V9-D64 D85

Patient Reimbursement, Expenses, Patient Travel -

Per Visit 11 27,00 27,00 27,00 2700 2700 2700 2700 2700 27,00 27,00 27,00 27,00

Conditional Procedure

Patient Reimbursement, Stipend - Per Visit 11 88,00 88,00 8800 8800 8800 8800 8800 8800 8800 8800 8800 8800

Patient Reimbursement, Expenses, Meal duiring

long Visit- Per Visit 1 1500 15,00

Patient Reimbursement, Stipend - Per Visit-Home-
based monitoring of activity, heart rate and sleep 10 44,00 44,00 44,00 44,00 44,00 44,00 44,00 44,00 44,00 44,00 44,00
patterns, 24-hour ABPM at home
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Exhibit B — Definitions

“Affiliate” means in relation to either party to this Agreement,
any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common
control with such party. For purposes of this definition,
“control” means the beneficial ownership of more than fifty
(50) per cent of the issued voting shares or the legal power to
direct or cause the direction of the general management of
the company, partnership or other entity in question, and
“controlled” shall be construed accordingly.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, or ordinance that
applies to any party or to a Study, the Services, or this
Agreement, as well as the current good clinical practices
guidelines of the International Conference on Harmonization
of Technical Requirements for Registration of Pharmaceuticals
for Human Use Topic E6: Guidelines on Good Clinical Practice,
and applicable version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules governing
good manufacturing practice and good laboratory practice,
and rules governing the collection and processing of Personal
Data and the collection and storage of human tissue samples
and the performance of DNA testing.

“Completed Subject” means any Subject who has completed
the prescribed course of treatment for a subject in the Study
in accordance with the Protocol.

“Confidential Information” means (i) the terms of this
Agreement; and (ii) any business, employee, patient or
customer information or data in any form which is disclosed or
otherwise comes into possession of the Institution and/or
Investigator, directly or indirectly, as a result of this
Agreement and which is of a confidential or proprietary
nature to the SPONSOR and CRO and/or their respective
Affiliates  (including, without limitation, the Study
Documentation, any information relating to business affairs,
operations, products, processes, methodologies, formulae,
plans, intentions, projections, know-how, Intellectual
Property, trade secrets, market opportunities, suppliers,
customers, marketing activities, sales, software, computer and
telecommunications systems, costs and prices, wage rates,
records, finances and personnel).

“Controller” means the natural or legal person, public
authority, agency or other body which, alone or jointly with
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Priloha B — Definicie

»Pridruzend spolo¢nost” vo vztahu ku ktorejkolvek zo stran
tejto zmluvy znamenda akukolvek spoloénost, partnerstvo
alebo iny subjekt, ktory priamo alebo nepriamo kontroluje, je
kontrolovany touto stranou alebo je pod spolo¢nou kontrolou
tejto strany. Na ucely tejto definicie vyraz , kontrola“ znamena
skutocné vlastnictvo viac ako patdesiatich (50) percent
emitovanych akcii s hlasovacim pravom alebo zdkonnu
pravomoc usmerrfiovat alebo vykonavat usmerfiovanie
vSeobecného riadenia spolo¢nosti, partnerstva alebo iného
predmetného subjektu a vyraz ,kontrolované” sa vykladd
adekvatne tomuto.

Vyraz ,platné zakony” znamend akékolvek medzinarodné,
narodné, federdlne, Statne, provincné, federativne alebo
miestne vladne zakony, Statut, pravidlo, poziadavku, kod,
predpis alebo nariadenie, ktoré sa vztahuju na ktorukolvek
stranu alebo klinické skusanie, sluzby alebo tuto zmluvu, ako
aj sucasné usmernenia tykajuce sa spravnej klinickej praxe
konferencie International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals
for Human Use (Medzinarodna konferencia o harmonizacii
technickych poZiadaviek na registraciu farmaceutickych
pripravkov na humanne poufZitie), téma E6: Pokyny pre
spravnu klinickd prax a prislusné verzie vyhldsenia Svetove;j
lekarskej asociacie z Helsink, a pripadne pravidla tykajuce sa
spravnej vyrobnej praxe a spravnej laboratdrnej praxe a
pravidla tykajuce sa zhromazdovania a spracovania osobnych
Udajov a zhromaZdovania a skladovania vzoriek [udského
tkaniva a vykondvania testov DNA.

»,Dokonceny ucastnik” je akykolvek ucastnik, ktory dokondil
predpisany lie¢ebny postup pre ucastnika v klinickom skuasani
v stlade s protokolom.

,Doverné informacie” znamenaju (i) podmienky tejto zmluvy a
(ii) akékolvek informacie alebo Udaje o podnikani,
zamestnancoch, pacientoch alebo zdkaznikoch v akejkolvek
podobe, ktoré zverejiiuje alebo inak priamo alebo nepriamo
zmluvy, a ktoré maju doverny alebo vlastnicky charakter pre
ZADAVATELA a CRO afalebo ich prislusné pridruzené
spolocnosti  (vratane, okrem iného, dokumentacie ku
klinickému skudsaniu, akychkolvek informacii tykajucich sa
obchodnych zaleZitosti, Cinnosti, vyrobkov, procesov, metodik,
vzorcov, planov, zamerov, projekcii, know-how, dusevného
vlastnictva, obchodného tajomstva, trhovych prilezZitosti,

dodavatelov, zdkaznikov, marketingovych aktivit, predaja,
softvéru, pocitacovych a telekomunikacnych systémov,
nakladov a cien, mzdovych tarif, zaznamov, financii a
personalu).

»Prevadzkovatel udajov” je fyzickd alebo prdvnicka osoba,
orgdn verejnej moci, institucia alebo iny organ, ktory sam
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others, determines the purposes and means of the processing
of personal data.”

“Data Security Breach” means: (a) the loss or misuse (by any
means) of Personal Data; (b) the inadvertent, unauthorized,
and/or unlawful Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction, or use of
Personal Data; or (c) any other act or omission that
compromises the security, confidentiality, or integrity of
Personal Data.

“Designee” means any person designated by the SPONSOR in
writing who undertakes activities on behalf of the SPONSOR in
relation to the Study, which may include an Affiliate or the
CRO.

“Developed Technology” means any inventions, discoveries,
improvements or developments made by the Institution or
any Study Personnel (whether solely or jointly with others) in
the course of or as a result of the Study and that are directly
related to the Study Drug, or the use thereof.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report
Forms) are paper or electronic questionnaires specifically used
by Institution and Investigator pursuant to the Protocol for
Subject data reporting.

“Fully Cooperate” means to assist in completing a specified
end or purpose.

“Intellectual Property” means any and all rights in and to
ideas, formulae, inventions, discoveries, know-how, data,
databases, documentation, reports, Materials, writings,
designs, computer software, processes, principles, methods,
techniques and other information, including patents,
trademarks, service marks, trade names, registered designs,
design rights, copyrights and any rights or property similar to
any of the foregoing in any part of the world, whether
registered or not, together with the right to apply for the
registration of any such rights.

“Investigator” is the individual named in item (3) in the
introduction to this Agreement, and is the person responsible
for the conduct of the Study at Institution. If a Study is
conducted by a team of individuals at an Institution,
Investigator is the responsible leader of the team and may be
called the principal investigator.

“Investigator Request Form” (IRF) shall mean the form
containing the information that PAREXEL Finance Department
requires from the payee prior to being able to process
payments for said payee.

“Personal Data” means any information relating to an
identified or identifiable natural person(‘Data Subject’); an
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alebo spolocne s ostatnymi urcuje ucely a prostriedky

spracuvania osobnych udajov.”

»,Porusenie bezpecnosti Udajov” znamena: (a) stratu alebo
zneuzitie (akymikolvek spdsobmi) osobnych udajov; (b)
neumyselné, neoprdvnené a/alebo nezdkonné spracovanie,
poskytnutie, pristup, zmenu, korupciu, prenos alebo predaj
alebo prendjom, znicenie alebo pouZitie osobnych udajov;
alebo (c) akykolvek iny ¢in alebo opomenutie, ktoré ohrozuje
bezpecénost, dovernost alebo integritu osobnych tUdajov.

,Povereny zastupca“ znamena kazdu osobu, ktorti ZADAVATEL
pisomne urgi, a ktord v mene ZADAVATEL'A vykonava aktivity v
savislosti s klinickym skisanim, medzi ktoré moéze patrit aj
pridruzena spoloénost alebo CRO.

»Vyvinutd technoldgia® znamend akékolvek vynalezy, objavy,
vylepSenia alebo vyvoj, ktoré uskutocnila institucia alebo
akykolvek pracovnici klinického skusania (¢i uz vylu¢ne alebo
spolo¢ne s ostatnymi) v priebehu klinického skusania alebo na
jeho zaklade, a ktoré priamo suvisia so skisanym liekom alebo
jeho pouzitim.

,€CRF/CRF“ (elektronické formulédre sprav o pripadoch alebo
formulare sprav o pripadoch) si papierové alebo elektronické
dotazniky, ktoré institucia a skdsajuci lekar osobitne pouzivaju
v sulade s protokolom na hlasenie udajov o Ucastnikoch.

,Plne spolupracovat” znamena pomdhat pri dosahovani
stanoveného ciela alebo tcelu.

»,DusSevné vlastnictvo” znamend akékolvek a vsetky prava na
napady, vzorce, vynalezy, objavy, know-how, Udaje, databazy,
dokumentdciu, sprdvy, materialy, spisy, vzory, pocitacovy
softvér, procesy, principy, metddy, techniky a iné informdacie
vratane patentov, ochrannych znaciek, servisnych znaciek,
obchodnych nazvov, registrovanych dizajnov, prav na dizajn,
autorskych prav a akychkolvek prav alebo majetkov
podobnych ktorymkolvek z vysSie uvedenych v ktorejkolvek
Casti sveta, Ci uZz su registrované alebo nie, spolu s pravom
poziadat o registraciu akychkolvek takychto prav.

,Skusajuci lekar” je jednotlivec uvedeny v bode (3) v Uvode
tejto zmluvy a je osobou zodpovednou za vykonanie
klinického skdsania v institacii. Ak je klinické skusanie
vykonavané timom jednotlivcov v institucii, skdsajuci lekar je
zodpovednym veducim projektu a moze byt oznaceny za
hlavného skusajuceho lekara.

,Formular Ziadosti skusajuceho lekara” (IRF) je formular
obsahujuci informacie, ktoré financné oddelenie spoloc¢nosti
PAREXEL poZaduje od prijemcu platby predtym, ako bude
méct spracovat platby pre uvedeného prijemcu.

akékolvek informacie tykajuce sa
identifikovatelnej fyzickej osoby

,0sobné udaje” su
identifikovanej alebo
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identifiable person is one who can be identified, directly or
indirectly, in particular by reference to an identifier such as a
name, an identification number location data, an online
identifier or to one or more factors specific to his physical,
physiological, mental, economic, cultural or social identity of
that natural person.

“Personal Data Breach” means a breach of security leading to
the accidental or unlawful destruction, loss, alteration,
unauthorised disclosure of, or access to, personal data
transmitted, stored or otherwise processed.

“Protocol” means the clinical study protocol named in the
front of this Agreement that has been approved by the
relevant Ethics Committee/IRB, which describes the Study,
including all amendments thereto as the parties and SPONSOR
may from time to time agree in writing

“Process” means any operation or set of operations which is
performed upon Personal Data, whether or not by automatic
means, such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use,
disclosure by transmission, dissemination or otherwise making
available, alignment or combination, blocking, erasure or
destruction.

“Reports” means any reports that are required by the
applicable regulatory committee to close out the Study.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

“Services” means the services to be provided by the
Institution, the Investigator and/or the Study Personnel under
the terms of this Agreement.

“Study” means the scientific research as defined in the
Protocol.

“Study Drug” means the SPONSOR’s investigational medicinal
product(s), any placebo and any comparator drug(s) being
studied or tested in the Study as set out in the Protocol.

“Study Documentation” means all records, accounts, notes,
reports, data and ethics communications (submission,
approval and progress reports), collected, generated or used
in connection with the Study and/or Study Drug, whether in
written, electronic, optical or other form, including all
recorded original observations and notations of clinical
activities such as (e)CRFs and all other reports and records
necessary for the evaluation and reconstruction of the Study.

250951_D6402C00001 SVK 6705 Inst PI CSA Antalik_Bilingual_20210519_1.0

(‘dotknutd osoba’). Identifikovatelna osoba je osoba, ktoru
mozZno priamo alebo nepriamo identifikovat, najma na zéklade
identifikatora, ako je meno, Udaje o polohe, identifikacného
Cisla alebo jedného alebo viacerych identifikatorov, ktoré su
Specifické pre fyzickd, fyziologickd, dusevnu, ekonomickq,
kulturnu alebo socidlnu identitu takejto osoby.

,Porusenie osobnych Gdajov” znamena porusenie bezpecnosti
veduce k nahodnému alebo nezdkonnému zniceniu, strate,
zmene, neopravnenému zverejneniu alebo pristupu k
prenesenym, uloZenym alebo inak spracovanym osobnym
udajom.

,Protokol” znamena protokol o klinickom skusani uvedeny na
zaCiatku tejto zmluvy, ktory schvdlila prislusnda eticka
komisia/IRB, a ktory opisuje klinické skudsanie, vratane
vietkych jeho dodatkov, na ktorych sa mdiu strany a
ZADAVATEL obéas pisomne dohodndt.

»Proces” znamena akukolvek operdciu alebo stubor operacii,
ktoré sa vykonavaju s osobnymi udajmi, ¢i uz automatickymi
prostriedkami alebo nie, ako je napriklad zhromaZdovanie,
zaznamenavanie, organizovanie, ukladanie, prispdsobenie
alebo uprava, vyhladdvanie, nahliadanie, pouZitie, zverejnenie
prostrednictvom prenosu, Sirenie alebo spristupnenie inym
sposobom, zoskupenie alebo kombinovanie, blokovanie,
vymazanie alebo zni¢enie.

,Spravy“ su vsetky spravy, ktoré pozaduje prislusny regulacny
vybor na ukoncenie klinického skusania.

»Zdroje” sa vztahuju na vsetky prostriedky a vybavenie, ktoré
sa pouzivaju na vykonanie klinického skusania.

»Sluzby” znamenaju sluzby, ktoré ma poskytovat institdcia,
skdsajuci lekar a/alebo pracovnici klinického skdsania v sulade
s podmienkami tejto zmluvy.

»Klinické skusanie” znamend vedecky vyskum,
definovany v protokole.

ako je

,Skusany liek” znamena skusany(-é) liek(-y) ZADAVATELA,
akékolvek placebo a akykolvek/akékolvek porovnavaci(-ie)
liek(-y), ktoré prechadzaju klinickym skasanim alebo su
testované v ramci klinického skdsania tak, ako je stanovené v
protokole.

,Dokumentdacia ku klinickému skusaniu“ znamend vsetky
zaznamy, Ucty, pozndmky, spravy, udaje a etické oznamenia
(spravy o predloZeni, schvéleni a postupe) zhromaZdené,
vytvorené alebo pouZité v suvislosti s klinickym skdsanim
a/alebo skusanym liekom, ¢i uZz v pisomnej, elektronickej,
optickej alebo inej forme, vratane vSetkych zaznamenanych
povodnych pozorovani a zaznamov o klinickych aktivitach, ako
su napriklad e) formulare spravy o pripade (CRF) a vsetky
dalSie spravy a zdznamy potrebné na vyhodnotenie a
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“Study Instructions” means any written document, other than
the Protocol, issued by SPONSOR or CRO that specifically
relates to and references the Study and which provides
additional information and/or instructions on how the
Institution and Investigator shall conduct the Study. Study
Instructions may be transmitted from SPONSOR or CRO to
Institution and/or Investigator by personal delivery, fax, e-
mail, registered post, certified post or courier.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study,
including Sub-Investigator(s), Study coordinator(s), and any
other contractors, agents and employees of Institution or
Investigator who assist Institution and Investigator with the
Study.

“Sub-Investigator” is any individual member of the Study team
designated and supervised by the Investigator at Institution to
perform critical trial-related procedures and/or to make
important trial-related decisions (e.g., associates, residents,
research fellows).

“Subject” is a person participating in the Study and identified
in the signed informed consent form.
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rekonstrukciu klinického skusania.

»Pokyny pre klinické skusanie” znamenaju akykolvek pisomny
dokument iny ako protokol, ktory vyddva ZADAVATEL alebo
CRO a ktory sa $pecificky tyka a odkazuje na klinické skusanie a
ktory poskytuje dalSie informacie a/alebo pokyny o tom, ako
maju institdcia a skusajuci lekar vykonavat klinické skdsanie.
Pokyny pre klinické sku$anie mézie ZADAVATEL alebo CRO
odovzdat institucii a/alebo skusajucemu lekarovi osobnym

dorucenim, faxom, e-mailom, doporucenou postou,
osvedcéenou postou alebo kuriérom.
,Pracovnici klinického skuasania“ su vsSetci zamestnanci

institdcie alebo skusajuceho lekdra a/alebo dodavatelia
zapojeni instituciou alebo skusajucim lekdarom, ktori sa
podielaji na vykondvani klinického skusania, vratane
pomocnych pracovnikov skusajuceho lekara, koordinatorov
klinického skudsania a vSetkych dalSich doddvatelov, Cinitelov a
zamestnancov inStiticie alebo skusajuceho lekdra, ktori
pomahaju institucii a skusajucemu lekdrovi pri klinickom
skusani.

,Pomocny pracovnik skusajuceho lekara” je kazdy jednotlivy
¢len timu klinického skusania, ktorého skudsajuci lekar v
institucii urcil a kontroloval pri vykonavani kritickych postupov
sUvisiacich s skusanim a/alebo pri prijimani doéleZitych
rozhodnuti tykajucich sa skusania (napr. spolupracovnici,
rezidenti, vyskumni pracovnici).

,Uastnik“ je osoba, ktora sa zGcastfiuje na klinickom skusani a

je identifikovand v podpisanom formuléri informovaného
suhlasu.
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Exhibit C / Priloha C

[INSERT NAME OF PAYEE]
[INSERT ADDRESS]
[INSERT ADDRESS]
[INSERT ADDRESS]

[INSERT VAT NUMBER (if any)]

Issued to: Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland

Irish VAT Number: IE 3249971HH
Invoice No:

Date:

Protocol Number/ Cislo protokolu: D6402C00001
Project Number/ Cislo projektu: 250951

Site Number / Cislo pracoviska: 6705

EUR

Services in relation to the carrying out of a clinical trial in the period from [insert
date] to [insert date].

“Reverse Charge” / “Prenesenie dafovej povinnosti”

[Insert exchange rate if invoice is issued in a different currency to contract currency]

Total due
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