Clinical Trial Agreement

Teva Branded Pharmaceutical
Products R&D, Inc.

TVB009-IMB-30085 / 62238 / Inst

This Clinical Trial Agreement (the "Agreement")
is made by and between:

Bratislava University Hospital
located at: Pazitkova 4, 821 01 Bratislava

workplace: Nemocnica Ruzinov

represented by: Ing. Roland Schaller, director
established: by decision of the Ministry of Health
of the Slovak Republic no. M/5694/2/2002, SP/
6853/2002/Var of 18.12.2002 as amended

ID no.: 31 813 861

VAT no.: SK 202 17 00 549

(hereinafter referred as the "Clinical Site")

and

Martin Kuzma, Assoc. Prof., MD., PhD., (D

Zmluva o Klinickom skusani

Teva Branded Pharmaceutical
Products R&D, Inc.

TVB009-IMB-30085 / 62238 / Inst

Tato Zmluva o Klinickom skusani (dalej len

»~Zmluva“) upravuje vztah medzi:

Univerzitnd nemocnica Bratislava,

so sidlom: Pazitkova 4, 821 01 Bratislava
pracovisko: Nemocnica Ruzinov

zastupena: Ing. Roland Schaller, riaditel
zriadena: rozhodnutim MZ SR ¢. M/5694/2/2002,
SP/6853/2002/Var zo dna 18.12.2002 v platnom
zneni

ICO: 31 813 861

DIC: 202 17 00 549

IC DPH.: SK 202 17 00 549

(dalej len "Centrum klinického skusania")

Doc. MUDr. Martin Kuzma, PhD., (D

G (hereinafter

referred to as "Principal Investigator").

and

SanaClis s.r.o0., a contract research organization
having its registered place of business at Staré
Grunty 130, 841 04, Bratislava, Slovak Repubilic,
ID no.: 35 804 084, VAT no.: SK 202 15 58 143,
entered in the Commercial Register of the
District Court Bratislava I, section: Sro, file
number: 23266/B, (hereinafter referred as
"CRO") acting for and on behalf of Teva Branded
Pharmaceutical Products R&D, Inc. having its
registered place of business at 145 Brandywine
Parkway, West Chester, PA 19380, United States
of America, (hereinafter referred as "Sponsor").

G Calej ako ,Zodpovedny skasajuci).

spolo¢nostou SanacClis S.r.o., zmluvnou
vyskumnou organizaciou, so sidlom Staré Grunty
130, 841 04, Bratislava, Slovenska republika, ICO:
35804 084, DIC: SK 202 15 58 143, zapisana
v obchodnom registri Okresného sudu Bratislava I,
oddiel: Sro, vlozka C(islo: 23266/B, (dalej len
~CRO"), ktord zastupuje zaujmy spoloc¢nosti Teva
Branded Pharmaceutical Products R&D, Inc. s
miestom podnikania 145 Brandywine Parkway,
West Chester, PA 19380, United States of America,
(dalej len ,Zadavatel™ alebo ,Sponzor")

SanaClis SF-C-CTA/SK/Institution template, V.1, Date 20 December 2018, Adapted for TVB009-IMB-30085, V.1

by Julius Sille on 09Apr2021; Translated on 14Jul2021; Site 62238 (PI — Martin Kuzma)

Page 1 of 26


Pisiova
Zvýraznenie

Pisiova
Lístok s poznámkou
Accepted nastavil Pisiova

Pisiova
Zvýraznenie

Pisiova
Lístok s poznámkou
Accepted nastavil Pisiova


This agreement shall enter into force on the day
of its signing by all parties and shall take effect
on the day following the day of its publication in
accordance with § 47a para. 1 of Act no. 40/1964
Coll. Civil Code as amended in the central
register of contracts at www.crz.gov.sk, asitis a
mandatory published contract in accordance with
§ 5a par. 1 of Act no. 211/2000 Coll. on free
access to information, as amended, as amended.
The CRO and the Contracting Authority agree to
the publication of the Contract in accordance
with the previous sentence.

Subject of the Agreement

The subject of the Agreement is that the CRO
assigns Clinical Site and Clinical Site accepts this
assighment to conduct the Trial TVB009-IMB-
30085 (the "Trial") and the purpose of the
Agreement is to determine conditions for the
conduct of the Trial and to define the rights and
duties of the contractual parties hereto for the
performance and processing of the Trial.
Procedures and methods of the Trial are
described in Protocol (the "Protocol") entitled

“A Randomized, Double-Blind,
Multinational, Multicenter Study to
Compare Efficacy, Safety, and
Immunogenicity of TVB-009P and

Denosumab (PROLIA®) in Patients with
Postmenopausal Osteoporosis”, being part of
this Agreement and attachments hereto.

The trial will be conducted at Bratislava
University Hospital-Ruzinov Hospital, 5th
internal clinic LFUK and UNB, Ruzinovska 6,
820 01 Bratislava. Clinical Site, CRO and
Sponsor agree to assign Assoc. Prof. Martin
Kuzma, MD., PhD. as Principal Investigator
(hereafter “PI” or "Principal Investigator") who
will be responsible for the conduct of the Trial.

Clinical Site and/or Principal Investigator and/or
Sub-Investigator are collectively hereinafter
referred to as “"Performers”.

Scope and nature of the scientific works is
defined in the Protocol, as amended from time to
time, which is incorporated by reference in this
Agreement.

1. General conditions

1.1 The Trial will be managed by CRO acting on
behalf of Sponsor, for the clinical evaluation of
Sponsor's Investigational Medical Product and
Reference Investigational Medical Product

Tato zmluva nadoblda platnost diiom jej
podpisania vSetkymi zmluvnymi stranami
a uéinnost dfiom nasledujucim po dni jej

zverejnenia v zmysle § 47a ods. 1 zakona C.
40/1964 Zb. Obciansky zakonnik v zneni neskorsich
predpisov v centralnom registri zmldv na
WWW.Crz.gov.sk, nakolko ide 0 povinne
zverejiovanu zmluvu v zmysle § 5a ods. 1 zakona
¢. 211/2000 Z. z. oslobodnom pristupe
k informaciam v zneni neskorsich predpisov v zneni
neskorsich predpisov. CRO a Zadavatel suhlasia so
zverejnenim Zmluvy podla predchadzajucej vety.

Predmet Zmluvy

Predmetom Zmluvy je skutoénost, Ze CRO urdi
Centrum klinického skdsania a Centrum klinického
skisania suhlasi s poverenim vykonat Kklinické
skusanie TVB009-IMB-30085 (dalej len ako
,Klinické skGsanie") a i¢elom Zmluvy je stanovit
podmienky vykonavania Klinického skusania a
vymedzit prava a povinnosti zmluvnych stran na
vykondvanie a spracovanie Klinického skusania.
Postupy a metody Klinického skdsSania su popisané
v Protokole (dalej len ako ,Protokol") s nazvom
~Randomizované, dvojito zaslepené,
medzinarodné, multicentrické klinické
sklGsanie na porovnanie ucinnosti,
bezpecnosti a imunogenicity TVB-009P a
denosumabu (PROLIA®) u pacientok s
postmenopauzalnou osteoporoézou", ktory je
sucastou Zmluvy a jej priloh.

Skusanie sa bude konat v Univerzitnej nemocnici
Bratislava-Nemocnica Ruzinov, V. Interna klinika
LFUK a UNB, Ruzinovska 4810/6, 821 01 Bratislava.
Centrum klinického skUSania, CRO a Zadavatel sa
dohodli, Ze ako Zodpovedného sklusajuceho menuju
Doc. MUDr. Martin Kuzma, PhD., (dalej len ,PI"
alebo ,Zodpovedny skusajuci*) ktory bude
zodpovedny za realizaciu Klinického skusania.

Klinické pracovisko a / alebo Zodpovedny skasajuci
a / alebo Spolu-skisajuci sa dalej spoloCne
oznacuju ako ,Vykonavatelia".

Rozsah a charakter vedeckych prac je definovany v
Protokole, ktory je povazovany za neoddelitelnd
sucast tejto Zmluvy.

1. VSeobecné podmienky

1.1 Klinické sku$anie bude manazovat CRO,
konajlca v mene Zadavatela, v zaujme klinického
vyhodnotenia Zadavatelovho skisSaného lieku
(dalej len ,skasany liek"), ktory bude poskytnuty
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(hereafter “Trial Drug”) provided by Sponsor or
CRO in accordance with the protocol and this
Agreement.

1.2 Clinical Site is obliged to conduct the Trial in
accordance with the Protocol which is part of the
Investigator Site File ("ISF”).PI shall adhere to
all the guidelines and the documents that are
contained in the ISF and will maintain the ISF
and keep it up to date in accordance with the
requests of CRO or Sponsor. The Trial shall be
conducted in accordance with the rules of ICH
GCP (International Conference on Harmonization
Good Clinical Practice), the Declaration of
Helsinki as well as all relevant laws, local
regulatory requirements and guidelines
(including EMA guidelines) relative to the
conduct of clinical studies, conditions imposed by
Multicentric Ethics Committee, local Ethics
Committees and any written instruction of the
CRO/Sponsor related to the conduct of the Trial
communicated by CRO.

Clinical trial of drugs is performed according to §
29 to 44 of Act no. 362/2011 Coll. on Medicinal
Products and Medical Devices and on
Amendments to Certain Acts (hereinafter
referred to as the “Medicines Act”)

1.3CRO (or Sponsor) is obliged to supply the
Clinical Site with the Trial Drug, Trial materials
and Trial equipment free of charge in amount,
needed for conducting the Trial at this Site. This
Trial Drug, Trial materials and Trial equipment
and all information pertaining thereto given to
Clinical Site are exclusive property of Sponsor.
The Trial Drug (as well as another medicinal
product, placebo, if required by the Protocol) will
be delivered to the address: UNB Ruzinov
Hospital Pharmacy, Ruzinovska 6, 826 06
Bratislava.

1.4CRO (or Sponsor) is obliged to provide
Principal Investigator with final version of the
Protocol as well as all protocol amendments
issued throughout the Trial course and actual
versions of Subject Information and Informed
Consent Forms (as defined in the Protocol) and
all other Trial documents.

1.5Clinical Site and Principal Investigator
guarantee that Trial Drug is used only for Trial
purposes and is adequately stored. Any
commercial use of the Trial Drug is prohibited.

Zadavatelom alebo CRO v suUlade s Protokolom
a touto Zmluvou.

1.2 Centrum klinického skusania je povinné
realizovat Klinické skisanie v silade s Protokolom,
ktory je sucastou spisu sklsajuceho v Centre
klinického skusania (Investigator Site File, ISF).
Zodpovedny skusajuci musi dodrziavat vsSetky
pokyny a dokumenty, ktoré su obsiahnuté v ISF,
musi ISF udrziavat a aktualizovat ho v sulade s
poziadavkami CRO alebo Zadavatela. Klinické
skusanie musi byt realizované v sutlade s pravidlami
ICH GCP (Spravna Klinicka Prax Medzinarodnej
Konferencie pre Harmonizaciu) a Helsinskej
deklaracie, rovnako ako aj vsetkymi prislusnymi

zakonmi a miestnymi poziadavkami a
usmerneniami regulacnych organov (vratane
usmerneni EMA) vo vztahu k vykonavaniu
Klinickych  skusani, podmienkami uloZzenymi

Multicentrickou Etickou komisiou, lokalnou Etickou
komisiou a akymikolvek pisomnymi pokynmi
CRO/Zadavatela, tykajucimi sa Klinického skusania,
komunikovanymi prostrednictvom CRO.

Klinické skusanie liekov sa vykonava podla § 29 az
44 zakona ¢. 362/2011 Z. z. o liekoch
a zdravotnickych pomockach a o zmene a doplneni
niektorych zakonov (dalej len ,zékon o liekoch")

1.3CRO (alebo Zadavatel) je povinna pre Centrum
klinického skisania bezplatne zabezpedlit skisany
liek, material a vybavenie v dostatonom mnozstve,
ktoré je potrebné pre realizaciu Klinického skdsania
v tomto Centre klinického skuSania. Skusany liek,
material a vybavenie pre Klinické skisanie a vsetky
informacie vztahujlice sa ku skud$aniu, ktoré su
poskytnuté Centru klinického skdsania su
vyhradnym majetkom Zadavatela. Skusany liek
(ako aj dalsie lie¢ivo, placebo, ak je vyZzadované
Protokolom) bude dodany na adresu: Nemocni¢na
lekdaren UNB Ruzinov, RuzZinovskd 6, 826 06
Bratislava.

1.4 CRO (alebo Zadavatel) je povinna poskytnat
Zodpovednému  skasajucemu  findlnu  verziu
Protokolu spolu s dodatkami k Protokolu, vydanymi
v priebehu realizacie Klinického skiSania a aktudlne
verzie Informacii pre Gcastnicku Klinického
skusania a formularov informovaného suhlasu
Ucastnicky Klinického skusania (ako je to
definované v Protokole) a vsSetky ostatné
dokumenty ku Klinickému skusaniu.

1.5 Centrum klinického skuSania a Zodpovedny
skusajlci sa zarucuju, ze skusany liek bude pouzity
iba na Uclely Klinického skusania a je adekvatne
skladovany. Akékolvek komercné pouzitie
skusaného lieku je zakazané.
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1.6 The Parties shall have the knowledge,
experience and resources necessary to conduct
the Clinical Trial. Clinical Site is obliged to ensure
that there are no changes in the identity of the
Principal Investigator of the Trial during the term
of the Agreement. Where changes occur or are
required, Clinical Site is obliged to inform the
CRO in writing within no less than 45 (forty-five)
working days before the date of leaving of the
Principal Investigator from the Trial. Clinical Site
will make sure an appropriate successor can be
nominated whereupon CRO, in cooperation with
Sponsor, shall at its sole discretion approve or
reject any such replacement within a reasonable
time. In case, a new Principal Investigator is not
approved by the CRO, this Agreement may be
terminated in accordance with clause 4.2 of this
Agreement.

1.7 The Parties undertake to make every effort
to include participants in the Clinical Trial in
accordance with the inclusion requirements and
deadlines set forth in the Protocol. Subjects’
enrolment shall start on 07/2021 and finish on
12/2021 (hereinafter "Enrolment period").
Estimated Number of subjects (hereinafter
“Recruitment Number”) to be recruited: 8-15 /
treated: 5-10.

The recruitment could be started by Clinical site
after opening (site initiation visit). CRO retains
the right to discontinue the Trial at Clinical Site
prematurely if site does not recruit at least 1
subject during 2 months since performance of
site initiation visit. The recruitment number
should be agreed with CRO in advance.

The recruitment of the Trial is a competitive one
and will be stopped after the worldwide
recruitment goal has been achieved. At any time,
Sponsor may change Enrolment period, CRO
retains the right to discontinue the Trial
prematurely due to insufficient recruitment. This
information has to be provided immediately by
CRO to the Clinical Site and Principal Investigator
by official letter of CRO. The Parties agree that
Amendment to this Agreement will not be
necessary to change Enrollment Period or
Recruitment number.

Each subject shall be fully informed on the
essence and significance of the Trial and legally
required informed consent form is received by
Principal Investigator or by delegated sub-
investigator before participation in the Trial.

1.8 In performing the Trial, Clinical Site is
obliged to:

1.6 .Zmluvné strany disponuju  znalostami,
skisenostami a zdrojmi potrebnymi na vykonanie
Klinického skusania. Centrum klinického skusania
je povinné vynalozit maximalne Usilie, aby pocas
trvania Zmluvy nedoslo k zmenam Zodpovedného
skusajuceho. Pokial ku zmendm dobjde, alebo su
zmeny pozadované, je Centrum klinického skdsania
povinné pisomne informovat CRO najneskér do 45
($tyridsat pat) pracovnych dni pred drfiom
ukoncenia spoluprace Zodpovedného skusajuceho
na Klinickom skusani. Centrum klinického skdsania

zaisti vhodného ndastupcu, ktory mbze byt
menovany, pricom ho CRO v spolupraci so
Zadavatelom schvali alebo zamietne podla

vlastného uvazenia v primeranej lehote. V pripade,
Ze novy Zodpovedny skusajlci nie je schvaleny
CRO, tato Zmluva méze byt ukonéend v sulade s
ustanovenim 4.2 tejto Zmluvy.

1.7 Zmluvné strany sa zavéazuju vynaloZit vSetko
Usilie na zaradenie (castnikov do Klinického
skUsania v sulade s poziadavkami na zaradovanie
a lehotami  ustanovenymi v Protokole. Nabor
Ucastnikov Klinického skusania zac¢ne v 07/2021 a
koncCi v 12/2021 (dalej len ,Obdobie naboru"“).
Odhadovany pocet Gcastnikov Klinického skusania
(dalej len ,,pocet zaradenych ucastnikov Klinického
skusania“), ktori budu zaradeni: 8-15 /lieCeni: 5-
10.

Nabor sa mbze zahajit po otvoreni Centra klinického
skusania (iniciacnd ndvsteva Centra). CRO si
vyhradzuje pravo predéasne prerusit skisanie na
Centre klinického skusania, ak Centrum nenaberie
aspon 1 pacienta pocas 2 mesiacov od vykonania
inicia¢nej navstevy Centra. Cislo pacientov polas
naboru by malo byt vopred dohodnuté s CRO.

Nabor do klinického skusSania je konkurenény a
bude zastaveny, ked bude celosvetovo dosiahnuté
ciefové Cislo naboru. Zadavatel moze kedykolvek
zmenit obdobie naboru, CRO si vyhradzuje pravo
predé¢asne ukondit Klinické skusanie z doévodu
nedostato¢ného naboru. CRO musi tato informaciu
bezodkladne oznamit Centru klinického skdsania a
Zodpovednému skusajucemu formou oficidlneho
listu CRO. Strany suhlasia, Ze na zmenu obdobia
naboru a poctu Ucastnikov zaradenych do
klinického skusania, nebude k tejto Zmluve
potrebny Dodatok.

Zodpovedny skusajuci alebo prideleny Spolu-
skusajuci obdrzi zdkonom pozadovany formular
informovaného suhlasu pred Udéastou v Klinickom
skusani a kazdy Ucastnik Klinického skusania musi
byt plne informovany o podstate a vyzname
Klinického skasania.

1.8 Pri realizacii Klinického skuSania je Centrum
klinického skusania povinné:
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a) fully cooperate with Sponsor/CRO and
Principal Investigator on the Trial in particular,
provide adequate number of qualified staff to
conduct the Trial properly and safely;

b) provide conditions for efficient and timely
execution of Principal Investigator's trial
functions;

c) accept monitoring visits and source data
verification in agreed upon frequency;

d) allow visits of local and foreign authorities
and representatives of Sponsor for the purpose
of monitoring, inspections, and audits including
access to the Electronic Case Record Forms
(eCRFs) and hospital subject records and other
documentation for source data verification.

Clinical Site agrees to conduct the Trial, to handle
and store any data and source documentation,
connected to the Trial, during the validity term
and after expiration of the present Agreement in
compliance to applicable laws and regulatory
requirements, stipulated on the territory of
Slovak Republic, requirements of ICH GCP
European Medical Agency (hereafter "EMA").

Clinical Site is further obliged to guarantee that
the entire documentation of the Trial, e.g.
protocol, eCRFs, ISF, Subject Informed Consent
Form, source data, list of subject identification,
will be securely archived by the Clinical Site for
at least twenty five (25) years after the Trial end
at the Clinical Site (close-out Vvisits) in
accordance with all applicable laws and
regulations, including, without limitation, the
requirements of Good Clinical Practice and the
requirements of the EMA. At no time during this
period such records shall be transferred to any
third party or destroyed without the prior written
consent of CRO/Sponsor to avoid any possible
errors, Clinical Site shall contact CRO or Sponsor
at least sixty (60) days prior to the intended
destruction of records. The Sponsor will retain
the rights described in this clause after the
termination of the Trial at the Clinical Site.

a) plne spolupracovat so Zadavatelom/CRO a
obzvlast so Zodpovednym skuisajlcim na Klinickom
skusani, poskytnut dostatocny pocet
kvalifikovaného personalu na spravnu a bezpecnu
realizaciu Klinického skusania;

b) zabezpedit podmienky pre efektivne a vcéasné
vykonavanie skusobnych funkcii Zodpovedného
skusSajuceho;

c) prijat monitorovacie navstevy a overovanie
zdrojovych udajov ucastnikov Klinického skusania
v dohodnutych terminoch;

d) umoznit vizity lokdlnych a =zahraniénych
spravnych Uradov a vizity zastupcov Zadavatela,
vykonanych za uUcelom monitoringu, kontroly a
auditu. Umoznit pristup k elektronickym
zdznamovym formuldrom Ucastnikov Klinického
skisania (eCRFs) a k nemocnicnym zaznamom
Ucastnika Klinického skusania a k ostatnym
dokumentom, potrebnych k overovaniu zdrojovych
Udajov.

Centrum klinického skusania suhlasi, Ze bude
realizovat Klinické sklsanie, bude spracovavat a
uchovavat akékolvek Gdaje a dokumenty suvisiace
s Klinickym skusanim pocas platnosti a tiez po
uplynuti tejto Zmluvy v sulade s platnymi pravnymi
predpismi a inym nariadenim, platnym na uGzemi
Slovenskej republiky, s poziadavkami ICH GCP
a Europian Medical Agency ( dalej len EMA).

Centrum klinického skusania je dalej povinné
zarudit archivaciu vsetkych dokumentov Klinického

skusania napriklad  Protokolu, eCRF, ISF,
Informovanych sudhlasov Ucastnikov Klinického
skusania, zdrojovych (dajov, identifikacného

zoznamu Ucastnikov Klinického skdsania v priebehu
najmenej dvadsatpat (25) rokov, po ukonceni
Klinického skusSania na Centre klinického skusania
(zadvere¢nd navsteva) v slUlade so vsetkymi
prislusnymi  zadkonmi vratane predpisov bez
obmedzenia ako aj poziadaviek spravnej klinickej
praxe a poziadaviek EMA. V ziadnom okamihu
poas tohto obdobia sa tieto zdznamy nesmu
poskytnut tretej strane alebo znicit  bez
predchadzajuceho pisomného suhlasu CRO alebo
Zadavatela aby sa zabranilo pripadnym chybam.
Zodpovedny skusajuci musi kontaktovat CRO alebo
Zadavatela najmenej S$estdesiat (60) dni pred
planovanym zni¢enim zdznamov. Zadavatel si
ponechd prava stanovené v tomto c¢lanku po
ukonceni Klinického skisania na Centre klinického
skusania.
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Furthermore, Clinical Site will guarantee that all
requirements for Remote Data Capture (RDC)
are in place.

Clinical Site agrees that this Agreement may be
forwarded to Ethics Committee and/or regulatory
authorities, if requested by applicable law.

Clinical Site shall notify the CRO or Sponsor
about every insured claim it has been notified of
and consents that this Agreement may be
forwarded to the respective insurance company
in case of an insurance claim.

Clinical Site and Principal Investigator shall f the
Trial, namely:

e enrolment of a target number of subjects
under the terms set forth in Article 1.7 of this
Agreement;

e keeping and maintaining all documents,
results, materials and Trial subjects’ medical
records (including non-Trial related medicinal
records), as defined in the Trial Protocol, and any
other information concerning the Trial

o following all obligations and guidelines
provided in applicable laws and regulations, in
particular those related to notification of
subjects, ethics committees, relevant authorities
and Sponsor on Trial-related matters and
provision relevant subjects with all requested
information, as well as taking necessary
measures within the scope of competence in
order to ensure safety of subjects;

e documenting and monitoring of all Adverse
Events (as it is referred to in the Trial Protocol)
(non-serious and serious) and in addition
reporting of all Serious Adverse events to
Sponsor within the specified timelines according
to the Trial Protocol, Sponsor's and/or CRO's
SOPs, national laws and international
requirements, this includes provision of available
follow up case data and detailed medical
information

e performing all other functions under the
terms set forth in this Agreement and in
accordance with the Protocol.

Neither Clinical Site nor Principal Investigator
shall assign or transfer any rights or obligations
under this Agreement without prior written
consent of Sponsor and/or CRO.

Dalej sa Centrum klinického skusania zarucuje, Ze
vSetky poziadavky pre vzdialeny zaznam uadajov
(Remote Data Capture, RDC) su zaistené.

Centrum klinického sklUsSania suhlasi, ze tato
Zmluva mo6ze byt postlpend Etickej komisii a/alebo
inym prislusnym organom, ked je to pozZadované
platnymi zakonmi.

Centrum klinického skis$ania je povinné informovat
CRO alebo Zadavatela o kazdej poistnej udalosti, o
ktorej bolo informované a suhlasi, Zze tato Zmluva
mdze byt poskytnutd prislusnej poistovni v pripade
takejto poistnej udalosti.

Centrum  klinického skuSania a Zodpovedny
skusajuci budu primerane vykonavat svoje funkcie
v ramci celého Klinického skusania, a to:

e nabor cielového poctu ucastnikov za podmienok
stanovenych v ¢lanku 1.7 tejto Zmluvy;

e udrziavali a zachovavali vsetky dokumenty,
vysledky, vzorky a lekarske zaznamy ucastnikov
skusania (vratane lekarskych zdznamov
nesuvisiacich s Klinickym skdsanim), ako su
definované v Protokole Klinického skusania, ako aj
vSetky dalsie informacie tykajuce sa skusania;

e dodrziavali vSetky povinnosti a pokyny
stanovené v platnych zakonoch a inych pravnych
predpisoch, najma tych, ktoré sa tykaju hlasenia
Ucastnikov, Etickych komisii, prislusnych organov a
Zadavatela v zalezZitostiach tykajlucich sa sudnych
procesov a poskytovania vSetkych poZadovanych
informacii  prislusSnym  Ucastnikom  Kinického
skusania, ako aj prijimania potrebnych opatreni v
rdmci  rozsahu pOsobnosti s ciefom zaistit
bezpeénost Ucastnikov;

¢ dokumentovali a monitorovali vSetky neziaduce
udalosti (ako sa uvadza v Protokole) (nezadvazné a
zavazné) ako aj hlasili vsetky zadvazné neziadlce
udalosti Zadavatelovi v stanovenych lehotach podla
Protokolu klinického skusania, Standardnych
operacnych postupov Zadavatela a / alebo CRO,
Statnych zakonov a medzinarodnych poziadaviek,
to zahffia poskytovanie dostupnych Uudajov o
doplfiiujucich  pripadoch a podrobné lekarske
informacie;

o vykonavali vSetky dalSie funkcie za podmienok

stanovenych vtejto Zmluve a v sllade s
Protokolom.
Centrum klinického skuSania ani Zodpovedny

skusajuci neprevedu Ziadne prava alebo povinnosti
podla tejto Zmluvy bez predchadzajuceho
pisomného suhlasu zadavatela a / alebo CRO.
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Clinical Site is fully responsible for complying
with the provisions of the Confidentiality Clause
as set forth in clause 5.2 of this Agreement and
will be held liable for any breach of said
Confidentiality Clause, no matter whether the
breach of said Confidentiality Clause is
committed by leading officers of the Clinical Site
or one or more of its employees. Clinical site
shall act in full compliance with applicable anti-
corruption legislations.

2. Duration of the Trial

2.1 The Trial shall begin — on 07/2021.

2.2 The term of the Trial is stipulated by the
Protocol.

2.3  Trial shall be determined to be completed
on the date, on which the last of the following
will have occurred:

a) submission by the Clinical Site to CRO or
Sponsor, and receipt thereof, of all Trial data,
correspondent queries and signed case report
forms relating to all subjects, participating in the
Trial; or

b) Sponsor’s written acceptance of the final
versions of the material submitted under clause
(a) above.

3. Trial monitoring; Reporting; Audits and
Inspections

3.1 CRO will be in charge of clinical monitoring of
the Trial (including contacts with State
Regulatory Authorities and Ethics Committee) on
behalf of the Sponsor.

3.2 Clinical Site and Principal Investigator agree
to accept monitoring visits of the CRO
representatives (Clinical Research Associates
and other CRO staff) for the purpose of
monitoring and source data verification in agreed
upon frequency.

3.3 Principal Investigator guarantees to provide
the CRO periodically and in a timely manner
during the term of this Agreement with the Trial
data required by the Protocol in properly
completed case report forms. Principal
Investigator guarantees to notify the CRO and
Sponsor about any serious and/or unexpected
adverse event within the specified timelines
according to the Protocol, Sponsor's and/or
CRO’s Standard Operating Procedures (SOPs),

Centrum klinického skusania je plne zodpovedné za
dodrziavanie ustanoveni o Dovernosti, ako je
uvedené v bode 5.2 tejto Zmluvy a bude
zodpovedat za porusenie mlcanlivosti, bez ohladu
na to, ¢i sa poruSenia mlcanlivosti dopustil veduci
pracovnik Centra klinického skusania alebo jeden
alebo viac jeho zamestnancov. Centrum klinického
skisania kona v plnom sdlade s platnymi
protikorupénymi zakonmi

2. Trvanie Klinického skGsania

2.1 Klinické skusanie zac¢ne - 07/2021.

2.2 Podmienky klinického sklsania su stanovené
Protokolom.

2.3 Klinické skusanie bude ukoncené driom, kedy sa
udeje posledné z nasledujlceho:

a) Centrum klinického skusania predlozi CRO alebo
Zadavatelovi  vSetky  (daje, nezrovnalosti,
podpisané zaznamové formulare Ucastnikov
Klinického skusania, vztahujlice sa ku vsetkym
Ucastnikom Klinického skusania; alebo

b) Zadavatel pisomne odsuhlasi findlne verzie

materidlov predlozenych v sulade s vyssie
uvedenou klauzulou (a).
3. Monitorovanie; hlasenie Klinického

skasania; Audit a Inspekcie

3.1CRO zodpovedad za monitorovanie Klinického
skusania  (vratane kontaktov ~so  Statnymi
regulacnymi Uradmi a Etickou komisiou) v mene
Zadavatela.

3.2 Centrum klinického skusania a Zodpovedny
skisajuci  suhlasia, Ze budld  akceptovat
monitorovacie navstevy pracovnikov CRO
(pracovnici povereni monitoringom Klinickych
skisani a ini zamestnanci CRO) za ucelom
monitorovania a overovania zdrojovych Udajov v
dohodnutych ¢asovych rozostupoch.

3.3 Zodpovedny skusajlci sa zavazuje, ze bude po
dobu platnosti tejto Zmluvy CRO pravidelne a vcas
poskytovat (daje vyzadované Protokolom v riadne
vyplnenych zdznamovych formuldroch uUcastnikov
Klinického skusania. Zodpovedny skusajuci sa
zavazuje, ze upozorni CRO a Zaddavatela na
akékolvek vazne a/alebo neocakavané neziaduce
udalosti v stanovenych lehotach podla Protokolu,
podla standardnych operacnych postupov (SOP)
Zadavatela a/alebo CRO, podla statnych zakonov
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applicable laws and international requirements.
Clinical Site further agrees to follow up such
notification with  appropriate reports in
compliance with all applicable legal and
regulatory requirements.

3.4 Inspections/Audits. Clinical Site and Principal
Investigator agree to permit representatives of
the CRO and/or Sponsor or their authorized
designees, and/or any regulatory authority
during the performance of the Trial and after the
termination of the Trial at any reasonable time
during normal business hours and to: (i) provide
information and instruction on the execution of
the Trial; (ii) assess and/or confirm that the Trial
is being conducted by the Performers to the
standards agreed upon herein; (iii) inspect the
procedures, facilities and Trial records as
described above (including portions of other
pertinent records for all subjects in the Trial) and
those procedures, facilities or Trial records of the
Performers; (iv) perform audits/inspections and
to collect and copy any related records, data,
documentation or work product for the purpose
of regulatory authorization's inspection or any
other purposes in accordance to Sponsor's sole
discretion, provided such copies do not include
any unauthorized individually-identifiable
information of a Trial subject; and to examine:

a) the facilities where the Trial
conducted;

is being

b) the source Trial data including original
subject records, if allowed under the terms of the
Informed Consent Form;

c) any other relevant Trial documents including
but not limited to results and materials necessary
to confirm that the Trial is being conducted in
conformance with the Protocol, applicable
national/ and local laws and regulations and in
compliance with applicable EMA regulations.

Clinical Site and/or Principal Investigator shall
immediately notify CRO if any regulatory
authority schedules or, without scheduling,
begins an inspection and shall promptly provide
Sponsor and CRO with a copy of any regulatory
correspondence related to any such inspection
except for any information concerning
confidential subject data and other confidential
information which may not be disclosed
according to applicable local laws and
regulations.  Clinical Site and  Principal
Investigator  shall cooperate  with  the
representatives of such authorities and report to
CRO and Sponsor any findings during such audit.

a medzinarodnych poziadaviek. Centrum klinického
skUsania taktiez suhlasi s tym, Ze tieto informacie
poda v nalezitej forme v sulade so vSetkymi
platnymi  pravnymi a inymi  regulacnymi
poziadavkami.

3.4 InSpekcie/Audity. Centrum klinického skdsania
a Zodpovedny skusajuci suhlasia s tym, ze umozni
zastupcom CRO a/alebo Zadavatela a/alebo nimi
splnomocnenym osobam a/alebo akymkolvek
regulaénym Gradom vykonat kontrolu pocas trvania
Klinického skdsania ako aj po ukonceni skidsania v
ktoromkolvek rozumnom ¢ase v priebehu
pracovnych hodin ako aj: i) poskytnut informacie a
pokyny na vykonanie Klinického skusania; (ii)
vyhodnotit a / alebo potvrdit, Ze Klinické skisanie
je vykonavané (castnikmi podla dohodnutych
$tandardov; (iii) skontrolovat postupy, zariadenia a
zaznamy o skusani, ako su opisané vyssie (vratane
Casti dalSich prislusnych zaznamov pre vSetkych
Ucastnikov v skusani), ako aj postupy, zariadenia
alebo zdznamy o skdsani Ucastnikov; (iv) vykonat
audity / inSpekcie a zhromazdit a kopirovat vsetky
sUvisiace zaznamy, udaje, dokumentaciu alebo
pracovny produkt na Ucely kontroly regulacnych
organov alebo na akékolvek iné ucely v sulade s
vyluénym uvazenim Zadavatela, za predpokladu, ze
tieto kopie neobsahuju ziadne neopravnené
jednotlivo - identifikovatelné informacie
o Ucastnikovi skusania; a preskimat:

a) priestory, kde sa realizuje Klinické skdsanie;

b) zdrojovy material, obsahujuci originalne
zdznamy o Ucastnikovi Klinického skusania, pokial

to umoznuje Informovany suhlas Ucastnika
Klinického skusania;
c) akékolvek dalSie relevantné dokumenty

tykajuce sa Klinického skusania, ktoré nie vzdy
zahfnaju vylucne vysledky a materialy potrebné pre
potvrdenie, ze Klinické skusanie je realizované v
sulade s Protokolom, s platnymi narodnymi a
miestnymi zadkonmi a predpismi a v sulade
s aplikovatelnymi smernicami EMA.

Centrum klinického skusania a/alebo Zodpovedny
skusajuci bezodkladne informuje CRO v pripade, Ze
niektory z regulaénych organov oznami, Zze vykona
ohlasenu alebo neohldsenu inSpekciu, a okamzite
poskytne Zadavatelovi a CRO kopiu akejkolvek
korespondencie s Uradom ohladom insSpekcie, s
vynimkou akychkolvek informéacii, tykajucich sa
dovernych udajov Ucastnikov Klinického skusania a
daldich dbévernych informacii, ktoré nemdzu byt
zverejnené v sulade s platnymi zakonmi a lokalnymi
predpismi. Centrum klinického skusania
a Zodpovedny skuas$ajuci musi spolupracovat so
zastupcami tychto orgdnov a informovat CRO a
Zadavatela o akomkolvek zisteni pocas tohto
auditu.
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3.5 Corrective Action. Clinical Site and Principal
Investigator agree to take any reasonable
actions requested by the CRO to cure deficiencies
noted during an audit or inspection. In addition,
CRO shall have the right to review any
correspondence to any applicable regulatory
authority generated as a result of an inspection
prior to submission by the Clinical Site.

4. Terms and termination of the Agreement

4.1 Term of the Agreement. The term of this
Agreement shall begin on the date of signing of
this Agreement by all parties, shall continue in
force until the Trial has been completed by
Principal Investigator unless sooner terminated
in accordance with the terms hereof a new
Enroliment Period.

4.2Termination of the Agreement. CRO and/or
Sponsor have a right at any time, with at least
thirty (30) calendar days prior written notice to
the Clinical Site, to terminate this Agreement.
The Clinical Site and Principal Investigator may
terminate upon written notice if regulatory
related circumstances beyond the Clinical Site's
reasonable control prevent the Clinical Site from
completing the Trial, or if the Clinical Site
reasonably determines that it is unsafe to
continue the Trial. Upon receipt of notice of
termination, under this Agreement the Principal
Investigator shall (i) immediately cease any
subject recruitment; (ii) cease treating already
enrolled subjects with the Trial Drug except if the
safety of such enrolled subjects could be
endangered or if the Principal Investigator is
otherwise instructed by Sponsor/CRO; (iii) follow
the specified termination procedures prescribed
by Agreement, Protocol and/or by CRO/Sponsor;
(iv) ensure that any required subject follow-up
procedures are completed in accordance to the
Protocol, except if the safety of such enrolled
subjects could be endangered or if the Principal
Investigator is otherwise instructed by Sponsor;
and (v) make all reasonable efforts to minimize
further costs. CRO shall make a final payment
for visits or milestones of the Trial properly
performed up to termination pursuant to this
Agreement in the amounts specified in the
Appendix A. However, ten percent (10%) of this
final payment could be withheld until final
acceptance by Sponsor of all subjects CRF pages
and all data clarifications issued and satisfaction
of all other applicable conditions set forth in the
Agreement.

Upon any termination or expiration of this
Agreement, or upon the earlier request of
Sponsor/CRO, Clinical Site shall return or

3.5 Napravné opatrenia. Centrum klinického
skisania a Zodpovedny skulsajuci suhlasia s
vykonanim odovodnenych opatreni podla
poziadaviek CRO za ucelom napravy nedostatkov
zistenych v priebehu auditu alebo inSpekcie. Okrem
toho CRO bude mat pravo nahliadnut do
koreSpondencie s regulacnym organom, ktora je
dosledkom inSpekcie, eSte pred odoslanim Centrom
klinického skasania.

4. Zmluvné podmienky a zrusenie Zmluvy

4.1 Zmluvné podmienky. Podmienky tejto Zmluvy
zaénu platit driom jej podpisu véetkymi zmluvnymi
stranami a budu platit az kym skGSanie nebude
ukoncené Zodpovednym skusajucim alebo pokial
skusanie nebude ukoncené skO6r v sulade s
podmienkami alebo v doésledku nového obdobia
naboru.

4.2 ZrusSenie Zmluvy. CRO a/alebo Zadavatel maju
pravo tito Zmluvu vypovedat kedykolvek
minimalne tridsat (30) kalendarnych dni dopredu
na zaklade pisomného oznamenia Centru klinického
skusania. Centrum klinického skusSania
a Zodpovedny skus$ajuci mdzu pisomne vypovedat
tuto Zmluvu, pokial'im regulacné skutocCnosti, ktoré
presahuju  hranice ich primeranej kontroly
znemoznuju dokondit Klinické skisanie alebo pokial
usudia, Ze nie je bezpecéné pokracovat v Klinickom
skusani. Po prevzati oznamenia a vypovedani
Zmluvy podla tejto Zmluvy Zodpovedny skusajuci
(i) okamzite ukonci nabor Ucastnikov, (ii) prestane
s lieCbou uz zaradenych ucastnikov skasanym
liekom, okrem pripadov, ak by mohla byt ohrozena
bezpenost zaradenych pacientov alebo ak
Zodpovedny skusajuci dostane iny pokyn od
Sponzora / CRO; (iii) sa bude riadit stanovenymi
ukoncovacimi postupmi predpisané touto Zmluvou,
Protokolom a / alebo CRO / Sponzorom; (iv)
zabezpeli, 7e akékolvek procedldry ktoré su
potrebné pre pacienta budl dokoncené v sulade s
Protokolom, s vynimkou pripadov, kedy by
bezpeénost  tychto  zaradenych Ucastnikov
Klinického skusania mohla byt ohrozend alebo
pokial ma Zodpovedny skusajuci iné pokyny od
Zadavatela a (v) vynaloZi primerané Uusilie pre
minimalizaciu dalSich nakladov. CRO zaplati
konecnu platbu za vizity alebo za milniky Klinického
skusania dosiahnuté podla tejto Zmluvy vo vyske
uvedenej v Prilohe A. AvSak desat percent (10%) z
tejto koneCnej platby bude zadrZzanych do
konec¢ného odsuhlasenia vsSetkych zaznamovych
formuldrov Gcastnikov Klinického skusania a
vyjasnenia vsetkych vydanych (dajov a splneni
vSetkych dalsSich podmienok stanovenych v Zmluve.

Po akomkolvek ukonceni skusania alebo vyprsani
platnosti tejto Zmluvy, alebo na zaklade predcasnej
poziadavky Zadavatela/CRO je Centrum klinického
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destroy, at Sponsor’s discretion any Confidential
Information, Sponsor's Trial Drug, and other
Trial Materials, and equipment as instructed by
CRO or Sponsor.

5.Intellectual Property / Patents /
Confidentiality / Data protection

5.1 Intellectual property/patents

a) Sponsor shall own all rights, title and interest
in any and all Confidential Information,
formulas, know-how, data, information,
improvements, discoveries, inventions, printed
materials, and other works, products, and
deliverables that were provided by CRO (on
behalf of the Sponsor) or Sponsor to the Clinical
Site, pursuant to this Agreement, as well as all
right, title, and interest in and to all data,
databases, records, reports, works, products,
deliverables, information, improvements,
discoveries or inventions that result, are
conceived, are reduced to practice or are
generated during the performance of the Trial
and/or as a result of the services rendered by
Clinical Site and principal Investigator to
CRO/Sponsor hereunder (collectively, the
"Materials").

b) Clinical Site, on behalf of itself and its
respective employees and personnel and
Principal Investigator, will assign (1) all of their
respective rights, title and interest in and to the
Materials to the Sponsor, including all patents,
copyrights and other intellectual property and
proprietary rights; and (2) all rights of action and
claims for damages and benefits arising due to
past and present infringement of said rights.

c) The contracting parties hereby agree that any
compensation which may be due to the Principal
Investigator on the basis of any regulations for
any inventions is fully paid up by the CRO
/Sponsor by the financial reimbursement to the
Principal Investigator as agreed upon in Article 7
and Appendix A of this Agreement.

d) Clinical Site certifies that the above-
mentioned obligations are not contradictory to
any other agreement concluded with his/her
employees and/or third parties.

e) It is expressly agreed that neither the
Sponsor nor the Clinical Site transfers by
operation of this Agreement to the other any
patent right, copyright, or other respective
proprietary right owned (or possess rights to) by

skidania povinné vratit alebo znidit vsetky
doveryhodné informacie, skusany liek ainy
materiadl a vybavenie podla pokynov CRO alebo
Zadavatela, tak aby diskrétnost Zadavatela bola
zachovana.

5. Intelektualne vlastnictvo / Patenty /
Dévernost / Ochrana Gdajov

5.1 Intelektualne vlastnictvo/ patenty

vlastnikom vsetkych prav,
opravneni a zaujmov pri vSetkych dovernych
informaciach, vzorcoch, know-how, (dajoch,
informaciach, vylepseniach, objavoch, vynalezoch,
tlacenych materidloch a inych dielach, produktoch
a produkciach, ktoré poskytla CRO (v mene
Zadavatela) alebo Zadavatel Centru klinického
skusania podla tejto zmluvy, ako aj vSetkych prav,

a) Zadavatel je

opravneni a zaujmov tykajucich sa vsetkych
Udajov, databaz, zaznamov, sprav, prac,
produktov, dodavok, ktoré su vysledkom,

napadom, su redukované na realizaciu alebo su
generované pocas vykonavania skusania a / alebo
sU vysledkom sluzieb poskytovanych Centrom
klinického skusania a Zodpovednym skuasajacim
CRO/ Zadavatelovi (dalej spoloc¢ne len ,,materialy").

b) Centrum klinického skuSania vo svojom mene
a v mene svojich prisluSnych zamestnancov a
personalu a Zodpovedny skusajuci prevedie (1)
vSetky svoje prislusné prava, opravnenia a zaujmy
v suvislosti s materidlmi na Zadavatela, vratane
vSetkych patentov, autorskych prav a iného
dusevného vlastnictva a vlastnickych prav; a (2)
vSetky prava na zalobu a naroky na nahradu skody
a vyhody vyplyvajuce z minulych a sucasnych
poruseni uvedenych prav.

c) Zmluvné strany sa dohodli, Ze akékolvek
naklady, ktoré vznikli Zodpovednému skusajicemu
na zaklade akychkolvek predpisov ohladom
Vynalezov, budu plne hradené CRO respektive
Zadavatelom, a to finan¢nou refundaciou
Zodpovednému skusajucemu, ako to bolo
dohodnuté v Clanku 7 a Prilohe A tejto Zmluvy.

d) Centrum klinického skusania potvrdzuje, Ze
vySSie uvedené povinnosti nie sU v rozpore so
Ziadnou inou Zmluvou, uzavretou s jeho
zamestnancami, a/alebo s tretou stranou.

e) Je jednoznacne dohodnuté, Ze ani Zadavatel, ani
Centrum klinického skuSania prevedenim tejto
Zmluvy na druhého neprenasaju ziadne patentové
prava, autorské prava alebo iné prislusné vlastnicke
prava, ktoré vlastnia (alebo maju na ne prava)
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the Sponsor or Clinical Site as applicable as of
the Effective Date.

5.2 Confidentiality

a) All visual, oral, written and/or electronic
information and data related to the Trial and the
Trial Drug (including, but not Ilimited to,
documents, descriptions, data, subject’s CRFs,
photographs, videos and instructions), and other
Trial materials (including, but not limited to the
Trial Drug), provided to the Clinical Site by CRO,
Sponsor, or their agents, or generated pursuant
to the Trial, and all visual, oral, written and/or
electronic data, reports and information, relating
to the Trial or its progress (hereinafter, the
"Confidential Information”) shall be treated by
Clinical Site and anyone on its behalf as strictly
confidential. Clinical Site and Principal
Investigator shall not, without the prior written
consent of Sponsor: (i) disclose the Confidential
Information to any third party, and/or (ii) use the
Confidential Information for any purpose other
than to perform the Trial.

b) Any disclosure of confidential information is
allowed only (i) to Principal investigator or
personnel Clinical Site performing the Trial (Trial
staff) and third parties, to the extent necessary
and essential for the conduct of the Trial and only
after the Clinical Site has imposed respective
obligations on such persons as set forth in this
Agreement; and (ii) if required by law to disclose,
provided that the Clinical Site promptly notifies
Sponsor of such a requirement prior to disclosure
to allow Sponsor the reasonable opportunity to
oppose the requirement or seek an appropriate
protective order.

¢) The confidentiality obligations set forth in this
Agreement shall expand for a period of fifteen
(15) years after termination or expiration of this
Agreement but shall not apply to Confidential
Information to the extent that it: (1) is or
becomes publicly available through no fault of
the Clinical Site; (2) is disclosed to the Clinical
Site by a third party not subject to any obligation
confidentiality; or (3) was already lawfully in the
Clinical Site’'s possession on the date of
disclosure to the Clinical Site and not subject to
prior confidentiality obligations, as evidenced by
written records.

Zadavatel alebo Centrum klinického skusania
platné k dnu ucinnosti.

5.2Dévernost

a) VSetky vizualne, Ustne, pisomné a elektronické
informacie a Udaje tykajuce sa Klinického skusania
a skusaného lieku (vratane, ale bez obmedzenia na
tie, ktoré sa tykaju dokumentov, popisov, Udajov,
zaznamovych formularov Ucastnikov Klinického
skusania, fotografii, videa a instrukcii) a inych
materidlov (vratane, ale nie limitované skdsajucim
liekom), ktoré sa tykaju Klinického sklasania a ktoré
boli poskytnuté Centru klinického skusania CRO,
Zadavatelom alebo ich zastupcom, alebo vytvorené
na zaklade Klinického sklUsania a vsetky vizualne,
ustne, pisomné a elektronické (daje, spravy a
informacie tykajuce sa Klinického skusania alebo
ich postupu (dalej len ,,Doverné informacie") budu
spracované Centrom klinického skusania alebo
v jeho zastlpeni ako doverné. Centrum klinického
skUsSania a Zodpovedny skusajuci nebudl bez
predchadzajuceho pisomného suhlasu Zadavatela:
(i) zverejhovat déverné informacie ziadnej tretej
strane a / alebo (ii) pouzivat déverné informacie na
akykolvek iny ucel ako na vykonanie Klinického
skusania.

b) Hocijaké poskytovanie dévernych informacii je
povolené iba (i) Zodpovednym skusajucim alebo
pracovnikom Centra klinického skusSania zahrnutym
do Klinického skusania (personal Klinického
skusania) alebo tretim stranam, v rozsahu v akom
to je potrebné a délezité pre prevedenie Klinického
skusania a len v pripade, Ze Centrum klinického
skusania ulozi tymto osobam prislusné povinnosti
mlcanlivosti, ako je uvedené v tejto Zmluve; a (ii)
ak zakon vyzaduje zverejnenie, za predpokladu, Ze
Centrum klinického skusania takuto poziadavku
bezodkladne oznami Zadavatelovi pred
zverejnenim, aby mal Zadavatel primeranu
prilezitost namietat proti tejto poziadavke alebo
poziadat o vhodny ochranny prikaz.

c) Povinnost zachovat dovernost, ako je uvedené v
tejto Zmluve, by mala trvat p&tnast (15) rokov po
ukonceni platnosti alebo uplynuti tejto Zmluvy, ale
nevztahuje sa na DAverné informacie v rozsahu, v
ktorom: (1) su, alebo sa stanu verejne dostupnymi
bez zavinenia Centra klinického skusania; (2) su
poskytnuté Centru klinického skusania tretou
stranou, ktord nepodlieha povinnosti zachovavat
micanlivost; (3) musia byt poskytnuté Nezavislym
Etickym komisidm, prisluSnym spravnym Uradom v
sulade s platnymi pravnymi predpismi.
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5.3 Personal Data protection

Sponsor,Clinical Site and Principal Investigator
will ensure subject personal data protection
according to applicable law which includes
particularly the Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data
and on the free movement of such data, and
repealing Directive 95/46/EC (General Data
Protection Regulation) (hereinafter referred as
“the GDPR Regulation”) and Act no. 18/2018
Coll. on the protection of personal data, as
amended pursuant to point 5.2 of this
Agreement. Both the Institution and the Sponsor
shall be considered controllers in the context of
the Trial with regards to Trial subjects’ personal
data.

For any personal information received from the
Trial subjects during their participation in clinical
trial and for the purpose defined by Protocol, the
Sponsor will be the data controller. For medical
history data and other personal information of
trial subject obtained by Clinical Site and
Principal Investigator for the purpose of
providing health care service to the trial subject,
the Clinical Site will be the Controller of such
data. Clinical Site is also considered controller of
the personal data of their employees.

Principal Investigator agrees to collect consent
from all Trial staff for the processing of their
personal data as required for the proper
performance of the Trial. The parties agree that
where a proposed member of the Trial staff has
not consented to processing of their personal
data, he/she will not be engaged in the Trial.

CRO is, in any circumstances, processor of
personal data of both trial subjects and trial staff.

The parties shall implement appropriate
technical and organizational measures to ensure
and to be able to demonstrate that processing is
performed in accordance with the GDPR
Regulation. The adopted measures shall ensure
a level of security appropriate to the risk,
including pseudonymization, while the Principal
Investigator shall be responsible for the
pseudonymization and CRO and Sponsor shall
process only pseudonymized data. Their adopted
measures shall include encryption, ability to
ensure the ongoing confidentiality, integrity,

5.30chrana osobnych udajov

Zadavatel, Centrum klinického skusania
a Zodpovedny skusajuci zabezpedia ochranu
osobnych udajov Ucastnika Klinického skusania
podla platnych pravnych predpisov, ktoré zahffiaju
najma Nariadenie (EU) 679/2016 Eurdpskeho
parlamentu a Rady z 27. aprila 2016 o ochrane
fyzickych o0s6b, so zretelom na spracovanie
osobnych udajov a volny pohyb tychto Udajov a
zruSsenim nariadenia 95/46/ES (Nariadenie na
Ochranu Osobnych Udajov) (dalej len Nariadenie
GDPR) a zakona ¢. 18/2018 Z. z. o ochrane
osobnych Udajov v plathnom zneni podla bodu 5.2
tejto Zmluvy. Centrum klinického skusania aj
Zadavatel sa v suvislosti so skisanim povazuju za
kontroldorov, pokial ide o osobné Udaje Ucastnikov
Klinického skdsania.

V pripade akychkolvek osobnych informadcii
ziskanych od Ucastnikov Klinického sklUSania pocas
ich ucasti na Klinickom skasani a na Ucely
definované Protokolom bude spravcom udajov
Zadavatel. Pokial' ide o Udaje o anamnéze a dalsie
osobné informacie o Ucastnikovi Klinického
skisania ziskané Centrom klinického skudsania
a Zodpovednym skusajucim za ucelom
poskytovania zdravotnej starostlivosti Gcastnikovi
Klinického skusania, bude Centrum klinického
skisania spravca tychto ddajov. Centrum
klinického skusania sa tiez povazuje za spravcu
osobnych Udajov ich zamestnancov.

Zodpovedny skusajuci suhlasi so zhromazdovanim
sthlasu od vSetkych zamestnancov skuUSania so
spracovanim ich osobnych u(dajov, ktoré je
potrebné na spravny vykon skasania. Zmluvné
strany sa dohodli, ze ak navrhovany zamestnanec
skusania nebude suhlasit so spracovanim svojich

osobnych Udajov, nebude sa méct zudéastnit
skusSania.

CRO je za kazdych okolnosti spracovatelom
osobnych Udajov aj Ucastnikov skdsania aj

personalu skusania.

Zmluvné strany zavedl vhodné technické a
organizacné opatrenia na zabezpelenie a
preukazanie, ze spracovanie sa vykonava v sulade
s nariadenim o GDPR. Prijaté opatrenia zabezpecia
Uroven bezpecnosti zodpovedajlcu riziku, vratane
pseudonymizacie, pricom za pseudonymizaciu
Udajov je zodpovedny Zodpovedny skusajuci a CRO
a Zadavatel spraclUvaju len pseudonymizované
Udaje. Prijaté opatrenia zahfiaju Sifrovanie,
schopnost  zabezpelit nepretrziti  dbvernost,
integritu, dostupnost a odolnost spracovatelskych
systémov a sluzieb; schopnost obnovit dostupnost
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availability and resilience of processing systems
and services; ability to restore the availability
and access to personal data in a timely manner
in the event of a physical or technical incident;
and a process for regularly testing, assessing and
evaluating the effectiveness of technical and
organisational measures for ensuring the
security of the processing. Shall data be
transferred outside the country of their origin
(either within or outside EU/EEA), the parties
shall ensure adequate level of protection of
personal data in all countries, where data will be
processed.

The Parties shall take steps to ensure that any
natural person acting under their authority who
has access to personal data does not process
them except on instructions from the parties and
process them in pursuant to point 5.2 of this
Agreement.

Principal Investigator shall provide information
to data subjects about the processing of their
personal data collected by the Principal
Investigator, while such information contains
details about the categories of data, purpose and
legal basis of data processing, data transfer,
categories of recipients, storage, use and
protection of the personal data. All parties in
general agree to obtain any express consents, as
may be necessary in accordance with GDPR
Regulation or any other applicable data
protection legislation, for the processing of any
personal data collected from any data subjects
involved in the conduct of the Trial.

In the event Sponsor or CRO receive any request
from Trial subjects on the exercise of their rights
pertaining to their personal data, Sponsor or
CRO may forward it to the Clinical Site and
Principal Investigator who shall assist Sponsor or
CRO to respond to such request in accordance
with (i) applicable data protection laws, and (ii)
the reasonable instructions of the Sponsor and
CRO.

If required according to the GDPR Regulation,
each of the parties shall provide to the data
subject all information according to Art. 13 resp.
14 of the GDPR Regulation and fulfill all
obligations regarding enforcement of the rights
by the data subjects.

If either party becomes aware of a personal data
breach, that Party shall promptly notify the other
Party/ies. In such a case Parties will fully
cooperate with each other to remedy the
personal data breach, fulfil the (statutory)

a pristup k osobnym udajom vcas v pripade
fyzického alebo technického vypadku a proces
pravidelného  testovania,hodnotenia  Gcinnosti
technickych a organizacnych opatreni na zaistenie
bezpecnosti spracovania. Ak sa Udaje budud
prenééat',mimo krajinu ich povodu (v ramci alebo
mimo EU / EEA), strany zabezpecia primeranu
Uroven ochrany osobnych Udajov vo vSetkych
krajinach, kde sa budl Udaje spracovavat.

Zmluvné strany podniknu kroky na zaistenie, ze
ktordkolvek fyzickd osoba, konajuca pod ich
pravomocou a ktord ma pristup k osobnym Gdajom
ich spracuje vylu¢ne na zaklade pokynov
zmluvnych stran a v sulade s bodom 5.2 tejto
Zmluvy.

Zodpovedny  skusajuci  poskytne informaciu
Ucastnikom klinického skuSania o spracovani ich
osobnych (dajov, ktoré zozbiera Zodpovedny
skusajuci, pricom tato informacia obsahuje detaily
o kategériach  Gdajov, Ucleloch a zakonnych
zlozkach poskytovania Udajov, prenose osobnych
udajov, kategoriach prijemcov udajov,
uskladrfiovani, pouziti a ochrany osobnych udajov.
VSetky zmluvné strany vo vSeobecnosti suhlasia s
tym, Ze ziskaju akékolvek vyslovné suhlasy, ktoré
mozu byt potrebné v sllade s Nariadenim o GDPR
alebo akymikolvek inymi pravnymi predpismi na
ochranu osobnych (dajov, na spracovanie
akychkolvek osobnych Udajov zhromazdenych od
akychkolvek Ucastnikov, zapojenych do Klinického
skusania.

V pripade, Ze Zadavatel alebo CRO dostane od
Gcastnikov sklsania akukolvek Ziadost o uplatnenie
ich prav tykajucich sa ich osobnych Udajov, moze
ich Zadavatel alebo CRO postupit Centru klinického
skiSania a Zodpovednému skusSajucemu, ktory
Zadavatelovi alebo CRO pomoéze odpovedat na
takuto Ziadost v stlade s (i) prislusnymi zakonmi na
ochranu Udajov a (ii) primeranymi pokynmi
Zadavatela a CRO.

Ak je to potrebné podla nariadenia GDPR, kazda zo
stran poskytne dotknutej osobe vsSetky informacie
podla ¢l. 13 a 14 Nariadenia GDPR a splIni vSetky
povinnosti, tykajluce sa presadzovania prav
dotknutej osoby.

Ak sa ktorakolvek zmluvna strana dozvie, ze doslo
k poruseniu ochrany osobnych (dajov, tato
zmluvna strana okamzite upovedomi ostatné
zmluvné strany. V takom pripade zmluvné strany
navzajom plne spolupracuju na naprave porusenia
ochrany osobnych Udajov, plnia (povinné)
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notification obligations according to Art. 33 and
34 of the GDPR Regulation timely.

6. Publication

It is understood and agreed that any and all
information, data or discoveries resulting from,
generated or developed by the Trial is the
property of Sponsor and may be used by Sponsor
in connection with any of its research,
development, marketing or promotional
activities. Sponsor has unrestricted publication
rights on data resulting from the Trial. Sponsor
may also give data to third parties for
publication. Sponsor has the right to name co-
authors.

After the completion of the Trial, Clinical Site
shall not have the right to publish, present or
otherwise publicly disclose the results of the
Trial, and disseminate information pertaining to,
their Services conducted under the related
Clinical Trial Agreement, including Sponsor
Confidential Information, except upon prior
written consent of Sponsor and in accordance
with the requirements of this Section.

Clinical Site and Principal Investigator agree to
submit any proposed publication, presentation or
other public disclosure (each a “Publication”) to
Sponsor for review at least sixty (60) days prior
to submitting such proposed Publication to a
publisher or other third party and that Sponsor
has at least thirty (30) days of its receipt to
advise the Clinical Site and Principal Investigator,
as the case may be, in writing of any information
contained therein that Sponsor deems as
Confidential Information, or which may impair
Sponsor’s ability to obtain patent protection.

Sponsor shall have the right to require the
Clinical Site, as applicable, to remove specifically
identified Sponsor’'s Confidential Information
and/or, in the case of patentable information, to
delay the proposed Publication for an additional
ninety (90) days to enable Sponsor to seek
patent protection.

If the Trial is a multi-center trial, Clinical Site
agree that they shall not, without Sponsor’s prior
written consent, independently publish, publicly
disclose, present or discuss any results of or
information pertaining to the services conducted
under this Agreement until a multi-center
publication is released; provided, however, that
if a multi-center publication is not released within
eighteen (18) months after completion of the
Trial at all research centers and locking of the
database, Clinical Site and Principal Investigator
shall have the right to publish the results of and

oznamovacie povinnosti podla ¢l. 33 a 34

Nariadenia GDPR.

6. Publikovanie

Zmluvné strany suhlasia sa, ze vsSetky informacie,
Udaje alebo objavy, vyplyvajuce z, vytvorené alebo
vyvinuté pocas Klinického skusania si majetkom
Zadavatela a modzu byt pouzité Zadavatelom v
ktorejkolvek z jeho vyskumnych, vyvojovych,
marketingovych a propagacnych aktivit. Zadavatel
ma& neobmedzené pravo publikovat Gdaje
vyplyvajuce z Klinického skusania. Zadavatel moze
tiez poskytnut U(daje tretej strane za Ucéelom
publikovania. Zadavatel je opravneny menovat
spoluautorov.

Po dokonceni Klinického skusania nebude mat
Centrum klinického sklsSania pravo zverejfiovat,
prezentovat alebo inak verejne zverejfiovat
vysledky skulsania a rozsirovat informacie tykajlce
sa ich sluzieb poskytovanych na zaklade prislusnej
Zmluvy o Klinickom skusani, vratane dovernych
informacii zadavatela, s vynimkou na zaklade
predchadzajuceho pisomného suhlasu Zadavatela a
v sllade s poziadavkami tohto oddielu.

Centrum  klinického skuSania a Zodpovedny
skusajuci suhlasia s predlozenim akejkolvek
navrhovanej publikacie, prezentacie alebo iného
zverejnenia (kazdé ,publikacie") Zadavatelovi na
kontrolu najmenej Sestdesiat (60) dni pred
predloZzenim navrhovanej publikacie vydavatelovi
alebo inej tretej strane a Zadavatel ma najmenej
tridsat (30) dni od jej prijatia mozZnost pisomne
informovat Centrum klinického sklsania
a Zodpovedného skusajuceho, ktoré z uvedenych
informacii Zadavatel' povazuje za dobverné, alebo
ktoré informéacie mozu zhorsit moznost Zadavatela
ziskat patentovl ochranu.

Zadavatel' méa pravo pozadovat od Centra klinického
skusania, ak je to vhodné, odstranenie Specificky
identifikovanych dovernych informacii Zadavatela a
/ alebo v pripade patentovatelnych informacii
odlozit navrhované zverejnenie o dalSich
devétdesiat (90) dni, aby Zadavatel mohol poZiadat
o patentovl ochranu.

Ak je Klinické skusanie multicentrické, Centrum
klinického skdsania suhlasi, ze bez
predchadzajuceho pisomného suhlasu Zadavatela
nebude nezavisle zverejfiovat, verejne zverejfiovat,
prezentovat alebo diskutovat o akychkolvek
vysledkoch alebo informaciach tykajucich sa sluzieb
poskytovanych podla tejto Zmluvy, pokial
multicentrickd publikacia nebude vydana, avsak v
pripade, ze multicentrickd publikdcia nebude
vydana do osemnastich (18) mesiacov po ukonceni
skusania vo vsetkych vyskumnych centrach a po
uzamknuti databdzy, Centrum klinického skusania

SanaClis SF-C-CTA/SK/Institution template, V.1, Date 20 December 2018, Adapted for TVB009-IMB-30085, V.1

by Julius Sille on 09Apr2021; Translated on 14Jul2021; Site 62238 (PI — Martin Kuzma)

Page 14 of 26



information pertaining to Clinical Site’ Services
and Principal Investigator conducted under this
Agreement.

Clinical Site and Principal Investigator shall not
and shall ensure that their respective Clinical Site
employees and personnel do not, engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Trial,
the Trial Drug, Inventions, or the results of the
Trial without the prior written consent of
Sponsor, other than as allowed pursuant to this
Article.

Sponsor may prepare, use, refer to, and
disseminate or distribute reprints of scientific,
medical, and other published articles relating to
the Trial, royalty-free, including such reprints
that disclose the name of Clinical Site.

7. Financial compensation

Sponsor shall pay 100% of the agreed
remuneration to the account of the institution, as
stipulated in Appendix A of this Agreement. The
agreed amount does not include remuneration
for the investigator and his assigned study team.
Sponsor agrees to cover the remuneration for
the investigator and his study team in a separate
contract.

8. Indemnification

8.1 Sponsor’s obligation to indemnify, defend
Clinical Site and the Clinical Site respective
personnel (collectively, the “Site Indemnitees”)
is limited to an obligation to indemnity, defend
or hold harmless the Site Indemnities solely from
and against any and all liabilities, damages,
losses, claims, or expenses, including court costs
and reasonable attorneys’ fees (collectively the
“Losses”) resulting from any third party claims,
actions or proceedings seeking compensation for
bodily injury or death of any Trial subject
enrolled in the Trial at Site, to the extent that
such injury or death was directly caused by the
applicable Trial Drug provided by Sponsor and
used in compliance with this Agreement, the
Protocol, and the Informed Consent Form, but
solely to the extent that such Losses do not arise
out of or are not in connection with any:

a Zodpovedny skus$ajuci budd mat pravo zverejnit
vysledky a informacie tykajuce sa sluzieb Centra
klinického skusania a Zodpovedného skusajuceho
poskytované na zaklade tejto Zmluvy.

Centrum  klinického skUSania a Zodpovedny
skusajuci zabezpeci, aby prislusni zamestnanci
Centra klinického skusSania nezasahovali do

rozhovorov alebo inych kontaktov s médiami,
okrem iného vratane novin, rozhlasu, televizie a
internetu, tykajucich sa skusania, skiSaného lieku,
vynalezov alebo vysledkov  skusania bez
predchadzajuceho pisomného suhlasu Zadavatela,
pokial to nie je povolené podla tohto ¢lanku.

Zadavatel moze pripravit, pouzit, odvolat sa,
propagovat vytlatky a distribuovat ich vo
vedeckych, lekarskych a inych publikovanych
¢lankoch, tykajucich sa skuSania, bez licencnych
poplatkov, vratane takych dotlackov, ktoré
zverejnuju nazov Centra klinického skusania.

7. Finanéna odmena

Zadavatel vyplati dohodnutu odmenu
v stopercentnej vyske (100 %) na Ucet institucie
podla prilohy A v tejto Zmluve. Dohodnuta suma
nezahffia odmenu pre skusajuceho a nim urceny
pracovny/studijny tim. Odmenu pre skasajuceho a
jeho tim sa Zadavatel zavézuje riesit v separatnej
zmluve.

8. Odskodnenie

8.1 Zavazok sponzora odskodnit, chranit Centrum
klinického skusania a prislusnych zamestnancov Centra
klinického skusania (dalej spolo¢ne len "odskodneni v
ramci Centra") sa obmedzuje na zavazok odskodnit,
obhajovat’ alebo zbavit' zodpovednosti za skodu
vyhradne "odskodnenych v ramci Centra" pred
akymikolvek zavazkami, Skodami, stratami, narokmi
alebo vydavkami vratane sudnych trov a primeranych
poplatkov za pravne zastupovanie (dalej spolocne len
“straty") vyplyvajucimi z akychkolvek narokov tretich
stran, ktoré pozaduju nahradu za ublizenie na zdravi
alebo smrt ktoréhokolvek Ucéastnika Klinického
skUsSania zaradeného v Centre, v rozsahu, v akom
bolo takéto zranenie alebo smrt priamo spdsobené
prislusnym  skuSanym  liekom  poskytnutym
Zadavatelom a pouzitym v sulade s touto Zmluvou,
Protokolom a formuldrom informovaného suhlasu,
ale iba v rozsahu, ak takéto straty nevzniknu alebo
nesuvisia so Ziadnym:

SanaClis SF-C-CTA/SK/Institution template, V.1, Date 20 December 2018, Adapted for TVB009-IMB-30085, V.1

by Julius Sille on 09Apr2021; Translated on 14Jul2021; Site 62238 (PI — Martin Kuzma)

Page 15 of 26



(i) Site Indemnitees’ failure to (a) follow any
applicable local laws, regulations, and
guidelines; (b) follow applicable standards of
care or (c) conform to reasonable and prudent
clinical practices, including GCPs as applicable to
clinical studies;

(ii) Site Indemnitees’ wrongful or negligent acts
or omissions, or willful malfeasance or misuse of
the Trial Drug;

(iii) Site Indemnitees’ failure to follow this
Agreement, the Protocol or other written
recommendations or instructions provided by
Sponsor or Contractor; or

(iv) treatment of a Trial subject prior to initiation
of the Trial at the Site.

8.2 Clinical Site shall, at a minimum, indemnify,
defend, and hold harmless Sponsor, its affiliated
entities and their respective employees and
personnel (collectively, the “Sponsor
Indemnitees”) from and against any and all
Losses resulting from or arising out of or in
connection with any third party claims, actions or
proceedings relating to any:

(i) Clinical Site Indemnitees’ failure to follow any
applicable local laws, regulations, and guidelines,
or to conform to reasonable and prudent clinical
practices, including GCPs as applicable to clinical
studies;

(ii) Clinical Site's wrongful or negligent acts or
omissions, or willful malfeasance or misuse of
the Trial Drug;

(iii) Clinical Site Indemnitees’ failure to follow
this Agreement, the Protocol or other information
provided to Site Indemnitees in connection with
the Trial by Sponsor or Investigator; or

(iv) treatment of a Trial subject prior to initiation
of the Trial.

8.3 Clinical Site liability.

Clinical Site and Principal Investigator shall
remain liable for any harm, claims, actions or
expenses (including legal expenses) resulting
from or connected with the negligence, omission
or fault on the part of the Clinical Site, Principal
Investigator or any Trial staff.

(i) Nesplnenim povinnosti zo strany Centra
klinického sklsania (a) dodrziavat vSetky prislusné
miestne zakony, nariadenia a pokyny; (b)
dodrziavat prislusné $tandardy starostlivosti alebo
(c) dodrziavat rozumné a obozretné Kklinické
postupy vratane GCP, ktoré sa vztahuju na klinické
skusanie;

(ii) Neopravnenim alebo nedbanlivym konanim
alebo opomenutim, ¢i Umyselnym zneuzitim alebo
zneuzitim skusaného lieku odSkodnenymi stranami;

(iii) Nedodrziavanim tejto Zmluvy, Protokolu alebo
inych pisomnych odporucani alebo pokynov
poskytnutych Zadavatelom alebo dodavatelom;
alebo

(iv) osetrenim ucastnika Klinického skusania pred
zahajenim skusania v Centre klinického skudsania.

8.2 Centrum klinického skuUsania bude minimalne
odskodriovat, branit a chranit Zadavatela, jeho

pridruzené subjekty a ich prislusnych
zamestnancov (suhrnne ~odskodnenie
Zadavatel'a") pred vSetkymi stratami

vyplyvajucimi z alebo v suvislosti s akymikolvek
narokmi, Zalobami alebo konaniami tretich stran
tykajucimi sa:

(i) Odskodnenia Centra klinického skusSania za
nedodrziavanie akychkolvek prislusnych miestnych
zakonov, predpisov a pokynov alebo v sulade s
primeranymi a obozretnymi klinickymi postupmi
vratane GCP, ktoré sa vztahuju na Klinické
skusania;

(ii) protipravnych alebo nedbanlivych cinov alebo
opomenutia Centra klinického skudSania alebo
umyselného zneuzitia alebo zneuzitia skuSaného
lieku;

(iii) Nedodrziavanie tejto Zmluvy, Protokolu alebo
inych informacii  poskytnutych odskodnenym
pracovnikom Centra klinického skusania v suvislosti
s klinickym skusanim Zadavatela alebo
Zodpovedného skusajuceho; alebo

(iv) osetrenim Uucastnika klinického skusania pred
zahajenim skusSania.

8.3 Zodpovednost Centra klinického ski$ania.

Centrum  klinického skuSania a Zodpovedny
skusajuci s a zostavaju zodpovedni za vsetky
Skody, naroky, kroky alebo vydavky (vratane
pravnych nakladov) vyplyvajlice alebo suvisiace s
nedbanlivostou, opomenutim alebo zavinenim zo
strany Centra klinického sklsania, Zodpovedného
skusajuceho alebo personalu Klinického skusania.
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9. Insurance

9.1 Sponsor shall maintain clinical trial insurance
coverage with limits as required by applicable
law.

9.2 Clinical Site shall maintain, at its sole
expense, commencing with the effective date of
this Agreement and continuing throughout the
term of this Agreement and any renewals
thereof, sufficient insurance coverage to satisfy
Clinical Site's obligations under this Agreement
and as required by applicable laws or regulations.
Clinical Site shall, at CRO’s request, have its
insurance carrier for such insurance furnish to
CRO a certificate of insurance in force.

9.3 Any insurance required under this Agreement
will not be cancelled or reduced while this
Agreement is in effect without at least thirty (30)
days prior written notice to the other party.

Should any required insurance coverage be
written on a claims-made basis, the first named
insured/policy holder shall be responsible for
ensuring continuity of coverage for claims which
may be presented following the term of the
Agreement.

10. Debarment; Financial

Principles of Cooperation

Disclosure;

10.1 Clinical Site shall not employ, contract with
or retain any person directly or indirectly to
perform the Trial under this Agreement if such a
person is debarred or disqualified from
participating in clinical research under any laws
or regulations, or subject to a sanction,
disciplinary action, or agreement by or with any
federal, state or local agency, including state
licensing authorities or medical societies, or
specialty boards that restricts their ability to
practice medicine. If during the term of this
Agreement, the any of the Trial staff (i) becomes
debarred or disqualified or (ii) receives notice or
threat of an action with respect to its debarment
or disqualification, or subject to a sanction,
disciplinary action, or agreement, as described
above, the Investigator shall notify CRO
immediately. Investigator shall not agree on
employment, contract with or retain any person
directly or indirectly to perform the Trial under
this Agreement if such a person is debarred or
disqualified from participating in clinical research
under any laws or regulations, or subject to a
sanction, disciplinary action, or agreement by or
with any federal, state or local agency, including
state licensing authorities or regulatory

9. Poistenie

9.1 Zadavatel bude udrziavat poistné krytie
Klinického skUsania s obmedzeniami, ako to
vyzaduje platny zakon.

9.2 Centrum klinického skusania bude na svoje
vlastné naklady, pocinajuc dnom ucinnosti tejto
Zmluvy a pokracujuc pocas celej doby platnosti
tejto Zmluvy a jej akychkolvek predizeni,
zabezpedovat dostatoéné poistné krytie na splnenie
povinnosti Centra klinického skusania podla tejto
Zmluvy a podla poziadaviek platnych pravnych
predpisov alebo predpisov. Centrum klinického
skusSania na poziadanie CRO zabezpedi, aby jeho
poistovatel pre toto poistenie predlozil CRO
osvedcenie o platnom poisteni.

9.3 Poistenie pozadované na zaklade tejto Zmluvy
nebude zrusené alebo né, kym bude tato Zmluva v
platnosti, a to najmenej tridsat (30) dni pred
pisomnym oznamenim druhej strane.

Ak bude akékolvek pozadované poistné krytie
uzatvorené na zaklade poistnych udalosti, prvy
menovany poisteny / poistnik je zodpovedny za
zabezpecenie nepretrzitého krytia poistnych
udalosti, ktoré moézu byt predlozené po skonceni
platnosti Zmluvy.

10. Vylicenie; Odhalenie finanénych zaujmov;
Princip spoluprace

10.1 Centrum klinického skasania nesmie
zamestnat, uzavriet zmluvu ani ponechat si ziadnu
osobu priamo alebo nepriamo pre vykonanie tohto
Klinického sklsania podla tejto Zmluvy, ak je tato
osoba vylucena alebo diskvalifikovana z Ucasti na
Klinickom skusani podla akychkolvek zakonov alebo
predpisov, alebo podlieha sankciam, disciplinarnym
opatreniam alebo uzavrela dohodu s ktoroukolvek
federalnou, Statnou alebo miestnou agentudrou,
vratane Statnych licenénych Uradov alebo
lekarskych spolocnosti alebo odbornych rad, ktoré
obmedzuju jej schopnost vykonavat lekarsku prax.
Ak pocas platnosti tejto Zmluvy bude ktorykolvek z
pracovnikov Centra klinického skusania (i) vyluéeny
alebo diskvalifikovany alebo (ii) dostane oznamenie
alebo hrozbu konania v suvislosti s jeho vyluéenim
alebo diskvalifikaciou alebo bude predmetom
sankcie, disciplindarneho konania alebo ako je
popisané vyssie, Zodpovedny skusajuci okamzite
informuje CRO. Zodpovedny skusajuci nebude
suhlasit s pracovnym pomerom, zmluvami ani si
neprenecha ziadnu osobu priamo alebo nepriamo
na vykonavanie Klinického skusania podla tejto
Zmluvy, ak je takdto osoba vylucend alebo
diskvalifikovana z Ucasti na Klinickom skusani podla
akychkolvek zakonov alebo inych pravnych
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authorities, medical societies, or specialty
boards, that restricts their ability to practice
medicine.

10.2 If CRO or Sponsor provides financial
disclosure forms to the Clinical Site pursuant to
regulatory requirements, then the Clinical Site
agrees that, for each investigator or sub-
investigator listed or identified in Trial staff list
who is directly involved in the treatment or
evaluation of subjects, it shall promptly return to
CRO a Financial disclosure form that has been
completed and signed by such investigator or
sub-investigator, which shall disclose any
applicable interests held by those investigators
or sub-investigators or their spouses or
dependent children. CRO may withhold
payments if it does not receive a completed
Financial disclosure form from each such
investigator and sub-investigator. The Clinical
Site and Principal Investigator shall ensure that
all such Financial disclosure forms are promptly
updated as needed to maintain their accuracy and
completeness during the Trial and for one (1)
year after its completion. The Clinical Site agrees
that the completed Financial disclosure forms
may be subject to review by governmental or
regulatory agencies, Sponsor, CRO, and their
agents, and the Clinical Site consents to such
review. The Clinical Site further consents and
shall obtain the Principal Investigator’s or sub-
investigator’s consents, to the transfer of their
Financial disclosure data to the Sponsor's
country of origin, and to the U.S., even though
data protection may not exist or be as developed
in those countries as in the Clinical Site's/
Principal Investigator’'s/ sub-investigator’'s own
country.

10.3 Both prior to and during the course of the
Trial, the Investigator and his/her teams may be
called upon to provide personal data. This data
falls within the scope of the law and regulations
relating to the protection of personal data. For
the Investigator, this personal data may include
names, contact information, work experience
and professional qualifications, publications,
resumes, and educational background for the
following purposes: (i) the conduct of clinical
trials, (ii) verification by governmental or
regulatory agencies, the Sponsor, CRO, their
agents and affiliates, (iii) compliance with legal

predpisov  alebo podlieha sankciam alebo
disciplinarnemu  konaniu, alebo dohoda s
ktoroukolvek federalnou, statnou alebo regionalnou
agentlrou, vratane statnych licenénych Uradov
alebo regulacnych Uradov, lekarskych spolocnosti
alebo odbornych rad, ktora obmedzuje ich lekarsku
prax.

10.2 Ak CRO alebo Zadavatel poskytuje financné
informacie Centru klinického skudsania v sulade
regulacnymi poziadavkami, Centrum klinického
skusania suhlasi, ze pre kazdého skuasajuceho
a spolu-skisajuceho, uvedeného alebo
identifikovaného v zozname personalu klinického
skusania, podielajucich sa na Klinickom skusani,
ktori sU priamo zapojeni do liecby alebo hodnotenia
Ucastnikov Klinického skusania, bezodkladne vrati
CRO Formular na zverejnenie finanénych zaujmoyv,
ktory vyplnil a podpisal takyto skusajuci alebo
spolu-skdsajuci, v ktorom sa uvadzaju vsSetky
uplatnitelné zaujmy tychto skusajucich alebo spolu-
skusSajucich alebo ich manzelov alebo manzeliek
alebo nezaopatrenych deti. CRO modze zadrzat
platby, ak nedostane vyplneny Formuladr na
zverejnenie finanénych zaujmov od kazdého takého
skusajuceho a spolu-skusajuceho. Centrum
klinického skusania a Zodpovedny skusajuci
zabezpecia, aby vsSetky takéto Formulare na
zverejnenie finanénych zaujmov boli v pripade
potreby Co najskor aktualizované, aby sa zachovala
ich spravnost a Uplnost pocdas obdobia trvania
Klinického skusania ajeden (1) rok po jeho
ukonceni. Centrum klinického skulsania suhlasi
stym, Ze vyplnené Formuldre na zverejnenie
finanénych zdujmov moézu podliehat preskimaniu

vladnymi alebo regulaénymi agenturami,
Zadavatelom, CRO aich zastupcami, ktorym
Centrum klinického skdsania povoli takéto

preskimanie. Centrum klinického skusSania dalej
suhlasi a zabezpeli aj suhlas Zodpovedného
skusajuceho alebo spolu-skusajucich na
zverejnenie ich finanénych zaujmov do krajiny
povodu Zadavatela a do Spojenych Statov, aj ked’
ochrana Gdajov nemusi v tychto krajinach existovat
alebo byt rozvinutd v takej miere, ako vo krajine,
kde sa Centrum klinického skusania/Zodpovedny
skusSajuci/Spolu-skusajuci nachadza.

10.3 Aj pocas aj po ukonceni Klinického skusania
mdze byt Zodpovedny skusajuci a jeho/jej tim
vyzvany k poskytnutiu osobnych uUdajov. Tieto
Udaje spadaju do oblasti ochrany osobnych udajov
v sllade so zdkonom a nariadeniami. U skisSajucich
mozu tieto osobné Udaje zahfriat mend, kontaktné
informacie, pracovné sklsenosti a odbornu
kvalifikaciu, publikaéni d&innost, Zivotopisy a
vzdelanie za ucelom: (i) realizacie Klinického
skusania, (ii) overenia narodnymi a regula¢nymi
organmi, Zadavatelom, CRO a ich zastupcami a
partnermi, (iii) suladu s pravnymi a regulaé¢nymi
poziadavkami, (iv) publikovania na oficidlnych
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and regulatory requirements, (iv) publication on
official websites and databases that serve a
comparable purpose; and (v) storage in
databases to facilitate the selection of
Investigators for future clinical trials. Names of
members of Clinical Site staff may be processed
in CRO' Trial contacts database for Trial-related
purposes only. The Sponsor shall be the data
controller for such personal data except that, if
CRO deals with any personal data under this
Agreement in the manner of a data controller,
CRO shall be the data controller of such personal
data to the extent of such dealings. CRO may
process "personal data", as defined in the
General Data Protection Regulation 2016/679
and applicable legislation (collectively "Data
Protection Legislation"), of the Investigator and
Clinical Site staff for Trial-related purposes and
all such processing will be carried out in
accordance with the Data Protection Legislation.

11. Dispute resolution

In case of occurrence of any disputes between
the contractual parties based on the present
Agreement, the contractual parties undertake to
resolve them by negotiations. In the event if
during negotiations it was not possible to reach
the agreement, dispute shall be transferred on
considerations of competent Court of Slovak
Republic.

12. Status of Sponsor

Sponsor is an intended third-party beneficiary to
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 CRO, on Sponsor’s behalf

13. Notices

All notices required or permitted to be given
under this Agreement shall be in writing and shall
be (a) delivered personally, (b) sent by certified
mail, or (c) sent by a courier guaranteeing next-
day delivery, to the recipients below. The parties
agree that changes to the addresses below for
receipt of notices under this Section may be
effected by a letter signed by the relevant party
and does not require an amendment to this
Agreement signed by all parties:

If to Principal Investigator: Assoc. Prof. Martin
Kuzma, MD., PhD.

Phone: QI
Email QN

internetovych strankach a databazach, ktoré slizia
pre porovnatelné Uucely; a (v) uchovania v
databazach na ulahcenie vyberu skudsajucich pre
budice klinické skudsania. Mena zamestnancov
Centra klinického skUsania mozu byt spracované v
databaze kontaktov pre Klinické skisanie CRO iba
pre Uclely suavisiace s Klinickym skasanim.
Zadavatel bude zodpovedny za kontrolu osobnych
Udajov okrem situacie, ze CRO spracuva osobné
Udaje v sulade s touto Zmluvou spOGsobom
kontroléra udajov; v takom pripade bude CRO
zodpovedna za kontrolu osobnych Udajov v rozsahu
daného spracovania. CRO mo0ze spracovavat
»,0sobné udaje" skusajuceho a personalu Klinického
skusania pre potreby Klinického skusania tak, ako
to definuje Smernica 2016/679 a platna legislativa
vydand pod ekvivalentnou/podobnou narodnou
legislativou (spoloCne: ,legislativa o ochrane
osobnych Udajov"), a vSetky Udaje budu
spracivané v sulade s legislativou o ochrane
osobnych udajov.

11. Riesenie sporov

V pripade vyskytu akychkolvek sporov medzi
zmluvnymi stranami na zaklade tejto Zmluvy, sa
zmluvné strany zavazuju riedit ich formou
rokovania. V pripade, Ze pocas rokovani nebude
mozné prist k dohode, spor bude postipeny na
posudenie prislusnému siddu v Slovenskej
republike.

12. Status Zadavatel'a

Zadavatel' je predpokladanym prijemcom tejto
Zmluvy ako tretej strany. Pokial’ prislusné pravne
predpisy neumozniuju vznik akychkolvek prav
priamo na zaklade tejto Zmluvy Zadavatelovi, budu
tieto prava prevedené na CRO v mene Zadavatela.

13. Oznamenia

VSetky oznamenia vyZadované alebo povolené
podla tejto Zmluvy musia mat pisomnu formu a
musia byt (a) dorucené osobne, (b) zaslané
doporucenou postou alebo (c) zaslané kuriérom
zarucujucim dorucenie nasledujlci den prijemcom
uvedenym nizSie. Zmluvné strany sa dohodli, ze
zmeny na nizsie uvedenych adresach, ktoré sluzia
na prijimanie ozndmeni podla tohto oddielu, sa
mobzu uskutoénit listom podpisanym prislusnou
stranou a nevyZzaduju si zmenu a doplnenie tejto
Zmluvy podpisanu vsetkymi stranami:

Zodpovedny skusajuci: Doc. MUDr. Martin Kuzma,
PhD.

Telefon:
Email
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If to Clinical Site: PharmDr. Silvia BakoSova,
MPH, pharmacist

Attention: Pazitkova 4, 821 01 Bratislava

Phone: (EEEE
Email: (D

If to CRO:

SanaClis s.r.o.

Attention:

Stare Grunty 130, 841 04 Bratislava, Slovakia

Telephone: (NG

If to Sponsor:
Teva Branded Pharmaceutical Products R&D, Inc.

400 Interpace Parkway, Parsippany, NJ 07054,
United States

Attention: Nageshwar R. Thudi, Ph.D.

Phone: (EEE
Email QI

14. Survival

Articles or Sections in this Agreement relating to
obligations which have accrued or that have
application beyond the term of this Agreement
including without limitation those relating to
confidentiality and Confidential Information, Trial
records, audits, inspections by a regulatory
authority, publications, intellectual property,
insurance, indemnification and use of names and
any provision required to interpret and enforce
the parties' rights and obligations under this
Agreement to the extent required for the full
observation and performance of this Agreement,
shall survive any termination of this Agreement.

15. Other provisions

15.1 The present Agreement is formed and
signed in three copies each of which is
considered to be original and has the equal legal
force.

15.2 The present Agreement is issued and signed
in English and Slovak languages. The parties
hereto agree that the Slovak version shall prevail
over the English one for all matters of
interpretation and construction.

15.3 The present Agreement is governed by
current legislation of Slovak Republic.

15.4 CRO and Sponsor may disclose for any
lawful purpose, within their sole discretion, the
terms of this Agreement, including without
limitation, the total compensation (including
fees and expenses) payable or paid pursuant to

Centrum klinického sklsania: PharmDr. Silvia
BakoSova, MPH, vedlca lekarne

Adresa: Pazitkova 4, 821 01 Bratislava

Telefon: QI

Email: (D

CRO:

SanaClis s.r.o.

Adresa:

Stare Grunty 130, 841 04 Bratislava, Slovakia

Telefon: (I

Zadavatel
Teva Branded Pharmaceutical Products R&D, Inc.

400 Interpace Parkway, Parsippany, N] 07054,
United States

Adresa: Nageshwar R. Thudi, Ph.D.

Telefén: CEE
Email: CEE

14. Trvanie

Clanky alebo oddiely tejto Zmluvy tykajlce sa
zavazkov, ktoré vznikli alebo ktoré sa uplatfiuju po
dobu platnosti tejto Zmluvy, okrem iného vratane
tych, ktoré sa tykaju doévernosti a dbvernych
informacii, zaznamov o skuskach, auditov, inSpekcii
regulatnym organom, publikacii, dusevného
vlastnictva, poistenia, odskodnenia a pouzivania
mien a vSetky wustanovenia potrebné na
interpretdciu a presadzovanie prav a povinnosti
stran podla tejto Zmluvy v rozsahu potrebnom na
uplné dodrziavanie a plnenie tejto Zmluvy zostanu
v platnosti aj po ukonceni platnosti tejto Zmluvy.

15. Ostatné ustanovenia

15.1 Tato Zmluva je vypracovand a podpisana
v troch vyhotoveniach, pricom kazdé z nich je
povazované za origindl a obe su z pravneho
hladiska rovnocenné.

15.2 Tato Zmluva je vyhotovend a podpisand v
anglickom a slovenskom jazyku. Zmluvné strany
sa dohodli, Ze vo vSetkych otazkach timocenia a
vykladu bude mat slovenskd verzia prednost pred
anglickou.

15.3 Tato Zmluva sa riadi aktualnou legislativou
Slovenskej republiky.

15.4 CRO a Zadavatel moézu na zaklade svojho
vyluéného uvazenia zverejnit na akykolvek zakonny
Ucel podmienky tejto Zmluvy, okrem iného vratane
celkovej kompenzacie (vratane poplatkov a
vydavkov) splatnej alebo vyplatenej podla tejto
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this Agreement. When making such disclosures,
Sponsor and CRO reserve the right to attribute
all compensation paid under this Agreement to
each person that provides services under this
Agreement.

15.5 The present Agreement may be changed,
modified or amended by signing of the
corresponding document by both parties of the
Agreement.

15.6 This Agreement shall constitute the entire
agreement between the parties. If there is any
conflict between the provisions of this Agreement
and the provisions of the Protocol, the provisions
of the Protocol shall govern and prevail, including
without limitation its terms relating to
confidentiality.

15.7 Clinical Site acknowledges that the CRO's
obligations under this Agreement may be
assighed, at Sponsor's discretion, to the Sponsor
or Sponsor’s designees, without any cost or other
conditions and will cooperate with any required
transfer. Clinical Site cannot assign its rights and
obligation under this Agreement without the
explicit written consent of the CRO.

15.8 Clinical Site shall not engage any
subcontractor to fulfill any of Clinical Site’s
obligations hereunder without obtaining prior
written consent from Sponsor, which shall not be
unreasonably withheld. Notwithstanding any of
the foregoing, Clinical Site shall remain solely
responsible for activities performed by any
subcontractor(s), and the use of a subcontractor
shall not relieve Clinical Site of any obligations
hereunder. Clinical Site, and not Sponsor nor
CRO, shall be solely responsible for all financial
responsibilities with regard to such
subcontractor(s), including withholdings,
liabilities and contributions in respect of any such
subcontractor(s).

15.9 Force Majeure

15.9.1. The parties shall be released from
liability for failure to perform or improper
performance of their obligations hereunder if
such failure occurred due to force majeure
circumstances; the fact of force majeure shall be
confirmed in a due manner by the competent
public authorities (the Chamber of Commerce or
other competent authorities) if such
circumstances directly prevented the parties
from performing their obligations specified in this
Agreement. Herewith, the period for
performance of obligations specified in this
Agreement shall be extended for a period during

Zmluvy. Pri  poskytovani tychto informacii si
Zadavatel' a CRO vyhradzuju pravo pridelit vSetky
nahrady vyplatené podla tejto Zmluvy kazdej
osobe, ktora poskytuje sluzby podla tejto Zmluvy.

15.5 Tato Zmluva mdze byt zmenend, modifikovana
alebo upravena podpisanim prislusného dokumentu
oboma zmluvnymi stranami.

15.6 Tato Zmluva obsahuje Uplnd dohodu medzi
zmluvnymi stranami. Ak nastane konflikt medzi
ustanoveniami  tejto Zmluvy a Protokolu,
ustanovenia  Protokolu sU  povazované za
smerodajné a nadradené Zmluve, vratane jeho
podmienok tykajucich sa dovernosti.

15.7 Centrum klinického skuasania berie na
vedomie, ze povinnosti CRO podla tejto Zmluvy
mézu byt podla uvazenia Zadavatela pridelené
Zadavatelovi alebo nim uréenym zastupcom, bez
akychkolvek nakladov alebo inych podmienok, a
bude spolupracovat s akymkolvek poZadovanym
prevodom. Centrum klinického skusania nemoéze
postupit svoje prava a povinnosti podla tejto
Zmluvy bez vyslovného pisomného suhlasu CRO.

15.8 Centrum klinického skUSania nebude
angazovat Ziadneho subdodavatela, aby splnil
akékolvek povinnosti Centra klinického skusania
bez ziskania predchadzajuceho pisomného suhlasu
Zadavatela, ktory mu nebude bezd6vodne
odopierany. Bez ohladu na cokolvek z vysSSie
uvedeného zostava Centrum klinického skudsSania
vyluéne zodpovedné za <cCinnosti vykonavané
akymkolvek subdodavatelom (subdodavatelmi) a

pouzitie subdodavatela nezbavuje Centrum
klinického  skusSania  akychkolvek  zavazkov
vyplyvajucich z tychto ustanoveni. Centrum

klinického skdsania a nie zadavatel ani CRO, nesie
vyluénd  zodpovednost za vdetky finanéné
zodpovednosti tykajuce sa tychto subdodavatelov,
vratane zadrzania, zavazkov a prispevkov v
suvislosti s takymito subdodavatelmi.

15.9 VysSSia moc

15.9.1 Zmluvné strany su zbavené zodpovednosti
za neplnenie alebo nespravne plnenie svojich
povinnosti podla tejto Zmluvy, ak k takémuto
zlyhaniu doslo v doésledku okolnosti vysSej moci;
skutoc¢nost vy$sej moci bude nalezitym spdsobom
potvrdend prisluSnymi orgdnmi verejnej moci
(Obchodna komora alebo iné prislusné organy), ak
také okolnosti priamo branili zmluvnym stranam v
plneni ich povinnosti stanovenych v tejto Zmluve.
Tymto sa obdobie na plnenie zavazkov uvedenych
v tejto Zmluve predlZzuje na obdobie, poCas ktorého
tieto okolnosti platili. Tymto oddielom nie su
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which such circumstances were in effect. The
parties' termination rights under this Agreement
are not affected by this Section.

15.9.2. For the purposes of this Agreement the
following circumstances shall be regarded as
force majeure circumstances: natural disasters,
fires, floods, strikes, hostilities, armed conflicts,
states of emergency, man-caused disasters and
disasters of other origin, acts of terrorism,
sabotage and other events (situations) that
occur independently of the will of the parties and
the parties could not prevent them.

15.9.3. The party for which the impossibility of
performance of its obligations hereunder has
been arisen due to force majeure circumstances
shall immediately notify the other party of the
occurrence of such circumstances and
termination of such circumstances.

15.10 During the Clinical trial, hospitalization for
xx days will/will not be necessary. Sponsor will
pay the institution the calculated price also with
bed days according to the UNB price list.

Laboratory tests will be performed in central
laboratories. Sponsor undertakes to ensure that
the performance of laboratory examinations for
a clinical trial is ensured by special contracts with
the relevant laboratories.

The Parties undertake that, if samples of
biological material are taken, they may be used
exclusively for the purposes of the clinical trial
and only during the conduct of that trial. The
biological samples will be stored for up to 5 years
after the study results are given to the regulatory
authority.

dotknuté prava stran na ukoncenie Zmluvy podla
tejto zmluvy.

15.9.2. Na ucely tejto Zmluvy sa za okolnosti vyssej
moci povazuju tieto okolnosti: prirodné katastrofy,
poziare, povodne, Sstrajky, nepriatelské akcie,
ozbrojené konflikty, nudzové stavy, katastrofy
sposobené clovekom a katastrofy iného po6vodu,
teroristické ciny, sabotdaze a dalSie udalosti
(situacie), ktoré sa vyskytnl nezavisle na voli stran
a strany im nemdzu zabranit.

15.9.3. Strana, ktorej v dosledku okolnosti vyssej
moci vznikla nemoznost plnenia jej povinnosti podla
tejto zmluvy bezodkladne oznami druhej strane
vyskyt tychto okolnosti a ukoncenie tychto
okolnosti.

15.10 Pocas klinického skusania bude/nebude
nutnd hospitalizacia v pocte xx dni. Zadavatel
uhradi institucii vykalkulovanud cenu aj s 16Zkodriami
podla cennika UNB.

Laboratérne vySetrenia budu vykonavané
v centralnych laboratériach. Zadavatel sa zavazuje,
Ze vykonavanie laboratérnych vysetreni ku klinickej
studii  si  zabezpeli  osobitnymi  zmluvami
s prislusnymi laboratoriami.

Zmluvné strany sa zavazuju, ze ak budu odobrané
vzorky biologického materidlu, tieto bude mozné
pouzivat vyluéne len pre Ucely klinického skusania
a len pocas vykonavania tohto skusania. Biologické
vzorky sa uchovavat po obdobie az 5 rokov po tom,
ako sa vysledky skuSania odovzdaju kontrolnému
Uradu.
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Parties’ signatures

Clinical Site

Bratislava University Hospital
Pazitkova 4
821 01 Bratislava

Podpisy zmluvnych stran
Centrum klinického skusania
Univerzitnd nemocnica Bratislava

Pazitkova 4
821 01 Bratislava

Ing. Roland Schaller, UNB director

Signature

Date

Principal Investigator

Assoc. Prof. Martin Kuzma, MD., PhD.

University Hospital Bratislava, Hospital Ruzinov
V. Clinic of internal medicine LFUK a UNB
Ruzinovska 4810/6, 82606 Bratislava

Signature

Date

CRO

SanacClis s.r.o.

841 04 Bratislava, Stare Grunty, 130
Slovakia

Signature

Date

Ing. Roland Schaller, riaditel UNB

Podpis

Datum

Zodpovedny skusajici

Doc. MUDr. Martin Kuzma, PhD.

Univerzitnd nemocnica Ruzinov, Nemocnica
Ruzinov , V. interna klinika LK a UNB
Ruzinovska 4810/6, 826 06 Bratislava

Podpis

Datum

CRO

SanacClis s.r.o.

Staré Grunty 130, 841 04, Bratislava
Slovenska republika

Podpis

Datum
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Appendix A. to the Agreement

No: Teva Branded Pharmaceutical Products
R&D, Inc./TVB009-IMB-30085/238/Inst

1. Compensation

1.1 CRO is obliged by Sponsor to reimburse the
Clinical Site for the work performed during the Trial.
This financial reimbursement shall be provided for
every completed subject under Protocol and shall be
calculated in accordance to the number of subjects
enrolled as of enrolment date. For every subject
enrolled in accordance with inclusion criteria of the
Protocol and completed subject, Clinical Site shall be
paid the sum of 1 460 EUR on the basis of the
following payment schedule per visit and actually
performed visits. Payment to the Clinical Site covers
all costs of the Clinical Site in connection with the
Trial.

Schedule and costs of subject visits

. The sum per
Visit completed visit, EUR

L [ )
]

]
L [ )
]
| [ )
D [ ]
Total fee 1460
G

] 36
[ 30
G 30

1.2 Payment will be performed four times a year
according to the completed eCRF screenshots per
visit. The last payment will be done at the end of the
Trial as soon as all queries and data clarification
forms are resolved and no further are to be
expected.

1.3 Clinical Site will have 30 (thirty) calendar days
from the receipt of final payment to dispute any
payment discrepancies during the course of the
Trial.

Priloha A. k Zmluve

Cislo. Teva Branded Pharmaceutical Products
R&D, Inc./TVB009-IMB-30085/238 /Inst

1. Odmena

1.1CRO je povinna Zadavatelom vyplatit Centrum
klinického skuasania za pracu, vykonanu pocas
Klinického skusSania. Tato financ¢nad nahrada bude
vyplatenda za kazdého ukonceného Ucastnika
klinického skusania v sulade s Protokolom a bude
vypocitana na zaklade poctu Ucastnikov Klinického
skusania zaradenych do Klinického skusania od
datumu naboru. Za kazdého ucastnika Klinického
skuSania, zaradeného v sulade s kritériami pre
zaradenie do Klinického skusania, uvedenymi v
Protokole a ukonceného Ucastnika Klinického
skusania, bude Centru klinického skusania
vyplatend suma 1 460 EUR a platba bude
realizovana na zaklade dole uvedeného rozpisu a
skuto¢ne vykonanych ndavstev. Platba Centru
klinického skUsSania pokryva vsetky naklady pre
Centrum klinického skdsania v suvislosti s Klinickym
skusanim.

Harmonogram a naklady za navstevy Ucastnikov
klinického sklUsania

Naviteva Sucet za ukoncenu
navstevu, EUR

D ()
]

]

]

D [ ]
]

[ ] [ )

[ ] [ ]
Celkova suma 1 460
]
] 36

) 30

 c— 30

1.2 Platby budu realizované stvrtrocne na zaklade
vyplnenych elektronickych zaznamovych
formularov Gcastnikov Klinického skusSania za kazdu
navstevu. Posledna platba bude realizovana na
konci Klinického skusania, hned ako budd vsetky
otazky a formulare pre vyjasnenie udajov uzavreté
a nebudu ocakavané Ziadne dalsie.

1.3 Centrum klinického skusania bude mat 30
(tridsat) dni od obdrzania poslednej platby na
reklamaciu akychkolvek nezrovnalosti v platbach
pocas Klinického skusania.
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Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie

Pisiova
Zvýraznenie


1.4 Clinical Site agrees, that sums above mentioned
include all applicable taxes which have to be paid in
accordance with actual legislation.

1.5Clinical Site is responsible for payment of any
taxes and fees, stipulated by the current legislation
of Slovak Republic.

2. Additional expenses

2.1 Any additional expenses connected to the Trial
shall be reimbursed to the Clinical Site only if such
expenses were previously approved by the Sponsor
and CRO. Compensation of expenses shall be
provided only on the basis of given invoices.
2.2CRO shall not reimburse any additional
expenses, which were carried by the Clinical Site
without previously written approval of the CRO or
Sponsor.

3. Providing of payments

All payments connected to the Trial shall be
provided by the CRO by bank transfer to the
settlement account of the Clinical Site mentioned
below:

Account name: Statna pokladnica

Account number / bank code: SK58 8180 0000 0070
0027 9808

Taxpayer ID No.: 31 813 861

VAT-ID-No.: SK 202 17 00 549

In case of changes in the bank details, Clinical Site
is obliged to inform the CRO in 15 (fifteen) banking
days term from the moment when such changes
come in force, by sending a written notification.
Parties agree that in case of any changes in bank
details of the Clinical Site, addendum to Appendix A
of Agreement will be issued.

1.4 Centrum klinického skusania suhlasi, Ze vyssie
uvedené sumy zahfiaju vSetky platné zdanenia,
ktoré musia byt uhradené v sllade s platnou
legislativou.

1.5 Centrum klinického sklsania je zodpovedné za
platbu dani a poplatkov stanovenych platnhou
legislativou Slovenskej republiky.

2. Dodatocné naklady

2.1 Vsetky dodatoc¢né naklady spojené s Klinickym
skiSanim budd Centru klinického skusSania
preplatené iba v pripade, ze boli vopred
odsuhlasené Zadavatelom a CRO. Naklady sa budu
preplacat iba na zaklade vystavenych faktar.

2.2 CRO nepreplati ziadne dodato¢né naklady,
ktoré wvznikli Centru klinického skusania bez
predoslého pisomného suhlasu CRO alebo
Zadavatela.

3. Poskytnutie platieb

VsSetky platby spojené s Klinickym skdsanim budu
vyplatené prostrednictvom CRO formou bankového
prevodu na nizSie uvedeny Ucet Centra klinického
skusania:

N&zov uctu: Statna pokladnica

Cislo u¢tu/kod banky: SK58 8180 0000 0070 0027
9808

ICO: 31 813 861

IC DPH: SK 202 17 00 549

V pripade zmien v bankovych uUdajoch je Centrum
klinického skusania povinné pisomne informovat
CRO do 15 (péatnast) pracovnych dni od momentu,
kedy tieto zmeny nastali. Zmluvné strany sa
dohodli, Zze v pripade akychkolvek zmien v
bankovych Uudajoch Centra klinického skusania,
bude vydany dodatok k Prilohe A tejto Zmluvy.
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Parties’ signatures
Clinical Site
Bratislava University Hospital

Pazitkova 4
821 01 Bratislava

Podpisy zmluvnych stran
Centrum klinického skasania
Univerzitnd nemocnica Bratislava

Pazitkova 4
821 01 Bratislava

Ing. Roland Schaller, UNB director

Signature

Date

Principal Investigator

Assoc. Prof. Martin Kuzma, MD., PhD.

University Hospital Bratislava, Hospital Ruzinov
V. Clinic of internal medicine LFUK a UNB
Ruzinovska 4810/6, 82606 Bratislava

Signature

Date

CRO

SanacClis s.r.o.

841 04 Bratislava, Stare Grunty, 130
Slovakia

Signhature

Date

Ing. Roland Schaller, riaditel UNB

Podpis

Datum

Zodpovedny skuasajuci

Doc. MUDr. Martin Kuzma, PhD.

Univerzitnd nemocnica Ruzinov, Nemocnica
Ruzinov , V. interna klinika LK a UNB
Ruzinovska 4810/6, 826 06 Bratislava

Podpis

Datum

CRO

SanaClis s.r.o.

Staré Grunty 130, 841 04, Bratislava
Slovenska republika

Podpis

Datum
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