ZMLUVA O KLINICKOM
SKUSANI

uzatvorena podl'a § 269 ods. 2 a nasl. zakona
¢. 513/1991 Zb. Obchodny zakonnik Vv
platnom  zneni (dalej len ,,obchodny
zakonnik™) (d’alej len ,,Zmluva”)

Medzi

spolo¢nostou PAREXEL International (IRL)
Limited, jednajtca vlastnym menom a
opravnend vykonavat’ klinické hodnotenia pre
spolo¢nost’ Pfizer Inc, so sidlom 70 Sir John
Rogerson's Quay Dublin 2, frsko(d’alej
,CRO"), (dalej len “CRO”)

A

Detska fakultna nemocnica s
poliklinikou Banska Bystrica

S0 sidlom: Namestie L. Svobodu 4
97409 Banska Bystrica

ICO:; 37957937
DIC: 2021928150

Zriadena Zriad’ovacou listinou Ministerstva
zdravotnictva SR ¢. 14192/6-OPP-2004

(dalej len “Centrum”)
A

MUDr. Iveta Valachova,

datum narodenia: 15.12.1960

adresa bydliska Hlavného skusajticeho:
Pestovatel'ska 14, 974 09 Banska Bystrica

(dalej len “Hlavny skSajici”)

(Centrum a Hlavny skusajuci spolu d’alej len
“Zmluvni  partneri”, Zadavatel S
Centrom a Hlavnym skuasajucim spolu dalej
len ,,Zmluvné strany* alebo individualne d’alej
len “Zmluvna strana”)

CLINICAL TRIAL AGREEMENT

concluded pursuant to Section 269 (2) of Act
no. 513/1991 of Coll.,, the Commercial
Code, as amended (hereinafter referred to as
the “Commercial Code”) (hereinafter referred
to as the “Agreement”)

Between

PAREXEL International (IRL) Limited, acting
in its own name and authorized to perform clinical
trials for Pfizer Inc (hereinafter referred to as
“Sponsor”) with a place of business at 70 Sir John
Rogerson's Quay Dublin 2, Ireland (hereinafter
referred to as “CRO”)

AND

Detska fakultna nemocnica s
poliklinikou Banska Bystrica
with its registered seat at: Namestie
L. Svobodu 4

97409 Banska Bystrica
1C0:37957937
DIC:2021928150

Established by the Charter of the Ministry of
Health of the Slovak Republic No. 14192/6-
OPP-2004

(hereinafter referred to as the “Center”)
AND

MUDr. Iveta Valachova

date of birth:15. December 1960
address of the principal investigator:
Pestovatel'ska 14, 974 09 Banské Bystrica

(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor with
the Centre and the Principal Investigator
hereinafter collectively referred to as the
”Contracting Parties” or individually as a
“Contracting Party”)




VZHLCADOM K TOMU, ZE Zadavatel
poziadal ~Zmluvnych  partnerov, aby
vykonali klinické skGsanie S0 skusany
liekom PF-05208751 (d’alej len "Skusany
liek") s nazvom AN EXPLORATORY,
MULTICENTER, RANDOMIZED,
DOUBLE BLIND STUDY OF
CLINICAL OUTCOMES,
TOLERABILITY, AND SAFETY OF 2
DOSES OF ORAL PANTOPRAZOLE IN
PEDIATRIC PARTICIPANTS AGED 1
TO 11 YEARS AND 12 TO 17 YEARS
WHO REQUIRE MAINTENANCE
THERAPY FOR HEALED EROSIVE
ESOPHAGITIS s ¢islom 251718 (dalej
len "Klinické skusanie"), ktora je blizsie
popisana v protokole ¢. B1791094, ktory
bude Zmluvnym partnerom odovzdany
Zadavatel'om a ktory moze byt Zadavatel'om
jednostranne  dopliiovany  (d’alej  len
"Protokol").

VZHCADOM K TOMU, ZE Zmluvni
partneri disponuju znalost’ami,
skisenostami a zdrojmi potrebnymi na
vykonanie Klinického skti$ania podla ich
najlepSicho vedomia maji pristup K
pozadovanému poctu subjektov skusania
podrla kritérii pre zaradenie alebo vyradenie
tak, ako si vymedzené v Protokole, a su
ochotni Klinické skuSanie vykonat'.

WHEREAS, the Sponsor asked the
Contracting Partners to conduct a clinical trial
involving the study drug PF-05208751
(hereinafter  called the  “Investigational
medicinal product”) named with
EXPLORATIVNE, = MULTICENTRICKE,
RANDOMIZOVANE, DVOJITO
ZASLEPENE  KLINICKE  SKUSANIE
HODNOTIACE KLINICKE
UKAZOVATELE, ZNASANLIVOST A
BEZPECNOST 2 DAVOK PERORALNEHO
PANTOPRAZOLU U PEDIATRICKYCH
UCASTNIKOV VO VEKU OD 1 DO 11
ROKOV A OD 12 DO 17 ROKOV, KTORI
POTREBUJU UDRZIAVACIU LIECBU PO
VYHOJENI EROZIVNEJ EZOFAGITIiDY
with the number 251718 (hereinafter referred to
as the “Clinical Trial”) as described in more
detail in protocol no. B1791094 which will be
provided to the Contracting Partners by the
Sponsor and which may be unilaterally updated
by the Sponsor (hereinafter referred to as the
“Protocol”).

WHEREAS, the Contracting Partners
possess knowledge, experience and resources
necessary for conducting the Clinical Trial,
have - to the best of their knowledge - access
to the required number of trial subjects based
on the inclusion or exclusion criteria as laid
down in the Protocol and are willing to
conduct the Clinical Trial.




Cl. 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skasania v  Centre a
rozdelenie  povinnosti  stvisiacich s
Klinickym skusanim medzi Zadavatela
alalebo CRO a Zmluvnych partnerov.
Predmetom tejto Zmluvy su zavizky
Zmluvnych  partnerov  tykajuce sa
vykonania  Klinického sktSania za
podmienok dohodnutych v tejto Zmluve
(vratane podmienok v Prilohe 8) a zavidzok
CRO Kk thrade odmeny za spravne
vykonanie Klinického skusania.
Akékol'vek odchylky od Protokolu a
dodatky k Protokolu, vratane avsSak nielen
akéhokol'vek vySetrovania alebo skusania
dopliiujucich klinickych ¢i laboratérnych
parametrov, vyzaduji  predchadzajtci
pisomny sthlas Zadavaterla.

1.2 Klinické skusanie liekov sa vykonava podl'a
§ 29 az 44 zakona ¢. 362/2011 Z.z. o
liekoch a zdravotnickych pomdckach a o
zmene a doplneni niektorych zakonov
(d’alej len “zakon o liekoch™).

CL. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavédzuju vykonat' a
zdokumentovat’ Klinické  skuSanie
hospodarne a s nalezitou odbornou
starostlivostou V prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto
Zmluvy; a(c) etickymi zasadami Helsinskej
deklaracie; a (d) Harmonizovanym
trojstrannym  usmernenim  ICH  pre
spravnu  klinicki  prax vratane jeho
naslednych zmien a  vSeobecne
akceptovanymi normami spravnej
klinickej praxe; a (e) vSetkymi
prislusnymi pravnymi predpismi; a (f)
vSetkymi  prikazmi a  smernicami
prislusnych organov verejnej moci a
spravy, zdravotnych poistovni a etickych
komisii, ak také existuju; (g) inStrukciou
Zadavatel'a nazvanej ,Prirucka pre
skusajiiceho (Investigator’s Brochure)
obsahujucej vSetky v sucasnej dobe zname

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the
Center and the division of Clinical Trial-
related obligations among the Sponsor
and/or CRO and the Contracting
Partners. The subject of the Agreement are
covenants of the Contracting Partners to
conduct the Clinical Trial under the terms
and conditions agreed herein (including
the terms and conditions in Appendix 8)
and the covenant of the CRO to pay
remuneration for a duly conducted Clinical
Trial. Any deviations from the Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or
laboratory parameters, require the prior
written approval of the Sponsor.

1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll.,
on pharmaceuticals and medical devices
and on amendments to certain acts
(hereinafter the “Pharmaceuticals Act”).

Article 2 — Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and
document the Clinical Trial in a diligent
and efficient manner in strict compliance
with (a) the Protocol; and (b) the terms and
conditions of this Agreement; and (c) the
ethical principles of the Declaration of
Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical
Practice as amended from time to time as
well as generally accepted standards of
Good Clinical Practice; and (e) all
applicable legal regulations; and (f) all
orders and directives of competent public
administration authorities, health
insurance companies and  ethics
committees, if any; (g) an instruction
issued by Sponsor entitled “Investigator’s
Brochure”, which contains all currently
known information on the
product/medication used in the Clinical
Trial and on its properties. Sponsor



informacie 0 produkte / lieku pouZzitom v provided the Principal Investigator with

Stadii a jeho vlastnostiach. Priru¢ku the Brochure and shall periodically update
Zadavatel odovzdal Hlavnému the Brochure as required by the status of
skuSajuicemu a bude ju aktualizovat' v the Clinical Trial or set out in the legal
periodicite vyzadujucej stavom Studie regulations. The Brochure will be
alebo stanovej pravnymi predpismi. appended to the Clinical Trial documents;
Prirucka bude pripojena k dokumentacii () general terms and conditions of
Stadie; () S0 v§eobecnymi Sponsor (provided that Sponsor has issued
podmienkami Zadavatel'a (pokial ich them and submitted them to the Centre)
Zadavatel' vydal a poskytol Centru) o on the conduct of clinical studies, except
vykonavani  klinickych  skusani, s for the conditions modified by this
vynimkou tych podmienok, ktoré su Agreement. The Center shall provide
modifikované touto Zmluvou. Centrum adequate resources and facilities for the
sa zavdzuje poskytnut' primerané zdroje performance of the Clinical Trial.

a vybavenie na vykonavanie Klinického

sktisania.

2.2 Klinické skaSanie bude v Centre | 2.2 The Clinical Trial at the Center shall be

vykonavané pod dohladom Hlavného conducted under the supervision of the
skusajuceho, ktory je zodpovedny za jej Principal Investigator who shall be
riadny priebeh. Hlavny skuasajici je responsible for due course of the Clinical
zodpovednym veducim skupiny Trial. The Principal Investigator is the
skusajucich v pripade, ze Klinické responsible head of the group of
skusanie je v Centre vykonavané viac investigators in case the Clinical Trial is
ako jednym skuSajucim (dalej len conducted at the Center by several
"Skusajuci”). Hlavny skusajuci je investigators (hereinafter referred to as
zodpovedny za  celkovi  pohodu “Investigators”). The Principal
subjektov skuSania zGc¢astfiujucich sa Investigator is responsible for the well-
Klinického  skuSania z  hladiska being of the trial subjects participating in
poskytovania zdravotnickych sluzieb na the Clinical Trial in terms of professional
primeranej odbornej urovni. medical services provided.

2.3 Hlavny skusajaci stcasne moze sluzit' | 2.3 The Principal Investigator may also serve as

pre Zadavatela a/alebo CRO ako the contact person for Sponsor and/or
kontaktna osoba v Centre vo vztahu ku CRO with regard to the Clinical Trial at
Klinickému sktsaniu, pokial’ nie je nizsie the Center, unless this Agreement specifies
v tejto Zmluve stanovené inak. Hlavny otherwise. The Principal Investigator shall
skuSajlci vykonava Klinické skasanie v conduct the Clinical Trial as part of his or
ramci  svojho pracovného pomeru Kk her employment at the Center.

Centru.




2.4 Centrum sa zavézuje umoznit' a Hlavny
skuSajiici sa zavdzuje zabezpecit, aby
Skusajuci a ostatné o0soby zahrnuté do
vykonédvania Klinického skuSania (d’alej
len "Clenovia $tudijného timu") konali
v stlade s podmienkami tejto Zmluvy.
Centrum sa prostrednictvom Hlavného
skasajuceho zavdzuje zabezpeCit, ze
povodni aj novi Clenovia $tudijného timu
st riadne preskoleni, kvalifikovani a
vzdelani, obzvlast, ze sa zacastiuji
vSetkych Skoliacich stretnuti 0 Klinickom
sktiSani, vratane Skoleni na spravnu
klinicka prax vyzadovanych a
zabezpe¢ovanych Zadavatel'om (Clenovia
Studijného timu vSak nemusia Skolenie
na spravnu klinicka prax absolvovat, ak
sa preukazu certifikatom z absolvovaného
Skolenia spravnej klinickej praxe nie
star§im ako 3 roky odo dna zacatia
Klinického skuSania). Zadavatel’ a/alebo
CRO ma4 pravo odmietnut’ konkrétnych
Clenov $tudijného timu, ak sa Zadavatel
a/alebo CRO domnieva, ze nie su
prislusne vzdelani a / alebo kvalifikovani.
Clenovia $tudijného timu su zamestnanci
Centra. Clenovia $tudijného timu a
Hlavny skuSajici sa budu zcastiiovat
Skoleni, ktoré v suvislosti S Klinickym
skusanim pre tieto osoby Zadavatel
zorganizuje a Centrum je povinné takuto
ucast’ umoznit’. Zadavatel alebo CRO
nahradi primerané cestovné a ubytovacie
naklady stvisiace SO vzdeldvanim podla
tohto ¢lanku, ak to bude potrebné, ale za
ucast’ na tomto vzdelavani nendlezi
ucastnikom ani  nikomu inému Ziadna
odmena.

2.4 The Center shall allow and the Principal

Investigator shall ensure that the
Investigators and other persons involved
with the Clinical Trial (hereinafter
referred to as “Clinical Trial Team
Members”) comply with the terms and
conditions of this Agreement. The Center
shall ensure through the Principal
Investigator that original and new Clinical
Trial Team Members are appropriately
trained, qualified and educated, in
particular that they participate inall training
sessions regarding the Clinical Trial,
including any good clinical practice
training required and organized by the
Sponsor (Clinical Trial Team Members,
who have a good clinical practice certificate
that is not older than 3 years as of the first
day of the Clinical Trial, are not required
to participate in good clinical practice
training). The Sponsor and/or CRO shall
have the right to reject specific Clinical
Trial Team Members, if the Sponsor and/or
CRO deems them not appropriately
educated and/or qualified. Clinical Trial
Team Members are employees of the
Center. Clinical Trial Team Members and
the Principal Investigator shall attend
trainings organized for them by the
Sponsor in connection with the Clinical
Trial, and the Center shall allow such
persons to attend. The Sponsor or CRO shall
reimburse reasonable  travel and
accommodation costs, if applicable related
to the trainings under this article, but no
remuneration shall be provided to
participants or any other persons for
attending such trainings.



2.5 Centrum sa zavizuje umoznit’ Hlavnému

sktisajicemu, Skugajocim a Clenom
Studijného timu, zucastiiovat’ sa podla
potreby  stretnutia  skuSajacich  a
telekonferencii ~ uskuto¢novanych v
priebehu Klinického skusania v rozsahu
pozadovanom Zadavatelom a/ alebo
CRO.

2.6 Kazdé uzatvorenie subdodavatel'skej

zmluvy, ktorej predmet plnenia tretej
strany sa bude tykat ktorejkol'vek z
povinnosti Centra na zaklade tejto
Zmluvy si  vyzaduje predchadzajtci
pisomny suhlas Zadavatela a/alebo
CRO. Udelenie takéhoto stuhlasu je na
vylu¢nom rozhodnuti Zadévatel'a
alalebo CRO. V pripade udelenia
takéhoto sthlasu zo strany Zadavatela
a/alebo CRO Centrum:

2.6.1 je povinné zabezpeCit' u subjektu, na

ktorého svoju povinnost  prenasa,
dodrziavanie podmienok, (a) ktoré su
vzhl'adom Kk charakteru pozadovane;
sluzby relevantné a  podobné
podmienkam tejto Zmluvy vratane,
avSak nielen, leh6t na plnenie
povinnosti, (b) na zaklade ktorych tretia
strana  postipi  vSetky prava K
vysledkom svojej &innosti / Studie na
Centrum alebo Zadavatela a (c) podla
ktorych tretia strana  umozni
Zadavatel'ovi a/alebo CRO alebo tretim
stranam Zmluvne opravnenym
Zadavatel'om a/alebo CRO a prislusnym
regulaénym tradom vykonanie auditov
a inSpekcii u takejto tretej strany, co
siasne  neznamena obmedzenie
povinnosti Centra vo vztahu k auditom
a inSpekcie; a

2.6.2 bude niest zodpovednost' za riadne

plnenie vsetkych povinnosti, ktoré budi
predmetom subdodavatel’skych zmlav.

2.5 The Center shall make it possible for the

Principal Investigator, Investigators and
Clinical Trial Team Members, as required,
to participate in Investigators’ meetings and
teleconferences held in the course of the
Clinical Trial to the extent requested by the
Sponsor and/or CRO.

2.6 Any subcontracting of any of the Center’s

obligations under this Agreement to a third
party requires the prior written consent of
the Sponsor and/or CRO. Granting of such
consent shall be within the Sponsor’s
and/or CRO’ssole discretion. In the case that
such Sponsor’s or CRO’s consent is
granted, the Center shall:

2.6.1 make sure that such subcontractors

observe the terms and conditions (a) that
are relevant to the nature of requested
services and similar to the terms and
conditions of this Agreement, including —
without limitation - the timelines for
fulfilling obligations, (b) based on which
the third party shall assign all rights with
regard to the results of its performance/the
Clinical Trial to the Center or the Sponsor
and (c) based on which the third party
shall allow the Sponsor and/or CRO or
third parties contracted by the Sponsor
and/or CRO and competent regulatory
authorities to perform audits and
inspections at such a third party’ site,
whereas this shall not limit the Center’s
obligations with respect to audits and
inspections; and

2.6.2 be responsible for due performance of

all subcontracted duties.



2.7 Zmluvni partneri sa zavdzuju vynalozit’ | 2.7 The Contracting Partners agree to make

vSetko Usilie na zaradenie subjektov maximum efforts to enroll trial subjects in
skuSania do Klinického skusania v sulade the Clinical Trial in accordance with the
S poziadavkami na zaradovanie a inclusion requirements and timelines set
lehotami ustanovenymi v Protokole. forth in the Protocol. The current timelines
Sucasné  lehoty vzt'ahujuce sa Kk for conducting the Clinical Trial are as
vykonavaniu Klinického skusania sa follows:

nasledovné:

2.7.1  Predpokladany =zaliatok naboru | 2.7.1 Recruitment of trial subjects is expected to

subjektov sktsania je december 2022 a begin on December 2022 and to be
predpokladané ukoncenie je September completed by September 2023. Recruitment
2023. Nabor subjektov skusania sa vzdy of trial subjects is always governed by
riadi aktualnymi podmienkami Protokolu. current terms and conditions of the Protocol.

2.7.2 Hlavny skusajuci a Centrum stihlasia, ze | 2.7.2 The Principal Investigator and Center

Zadavatel’ moze jednostranne kedykol'vek agree that the Sponsor may unilaterally
zmenit’ poCet subjektov skusania, ktorych change the number of trial subjects that the
Hlavny skugajuci do Studie moze zaradit Principal Investigator shall include in the
al/alebo ¢asovy harmonogram naboru, a to Clinical Trial and/or the recruitment
prostrednictvom  vydania  prislusného timeframe by issuing a relevant instruction
pokynu ku Klinickému skusaniu . Takyto for the Clinical Trial. Such an instruction
pokyn sa nebude vztahovat na uz shall not concern the already included trial
zaradenych subjektov skusania. subjects.

2.8 Hlavny skusajuci sa =zavdazuje do | 2.8 The Principal Investigator agrees to include

Klinického sktsania zaradit' iba riadne in the Clinical Trial only such trial subjects
sposobilé subjekty skusania v sulade s that are duly suitable for the Clinical Trial in
Protokolom a oznamit’ zaradenie subjektu compliance with the Protocol and announce
skaSania do Klinického skusSania s the inclusion of the trial subject to the
uvedenim cisla rozhodnutia o Klinickom Clinical Trial specifying the decision
skiSani a datumu zaradenia subjektu number of the Clinical Trial and the date of
skasania do  Klinického  skuSania inclusion of the trial subject in the Clinical
zdravotnej  poistovni  vykonavajucej Trial to the health insurance company
verejné zdravotné poistenie subjektu conducting the Public Health Insurance of
skuSania  bezodkladne po  zaradeni trial subject immediately after inclusion of
subjektu skusania do Klinického skusania the trial subject to Clinical Trial in
v sulade s ustanovenim § 44 pism. o) accordance with the provisions of Section

zakona o liekoch. 44 letter o) of the Pharmaceuticals Act.




2.9 Zmluvni partneri sa zavizuju zabezpecit’,

ze Klinické skusanie bude vykonavané v
stlade s povolenim alebo stihlasom k
ohlaseniu vydanym Statnym Gstavom pre
kontrolu lieciv a sthlasmi prisluSnych
etickych komisii. Zmluvni partneri sa
zavizuji poskytnut’ Zadavatel'ovi a/alebo
CRO sucinnost’ pri priprave dokumentov
tykajicich sa Klinického skuSania a
odovzdat Zadavatelovi a/alebo CRO
alebo tretej strane urcenej Zadavatel'om

a/alebo CRO  bezodkladne  vsetky
vyhlasenia  potrebné na  povolenie
Klinického skuSania regulacnymi

organmi a / alebo etickymi komisiami,
vratane avSak nielen (i) Vyhlasenie 0
finanénych zaujmoch, (ii) CV a (iii)
potvrdenie 0 zodpovedajucom vybaveni
miesta skuSania. Zmluvni partneri sa
zavizuju zabezpeCit, ze poskytnuté
dokumenty tykajuce sa Klinického
skasania su Uplné a spravne. Napriklad,
Vyhlasenie 0 finan¢nych zaujmoch musi
obsahovat vsetky finan¢né vztahy medzi
Hlavnym skuSajucim a ktorymkol'vek
Clenom $tudijného timu, a ich finan¢né
zaujmy, na jednej strane a Zadavatel'om
alebo ktoroukol'vek spolo¢nostou
prepojenou so Zadivatelom, na strane
druhej, vratane - avSak nielen - odmeny
alebo iného finan¢ného  prospechu
prijatého kazdym z nich od Zadavatela
alebo  ktorejkol'vek z0  spolocnosti
prepojenych  so  Zadavatelom  za
konzultaéné ¢innosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finanénych zaujmoch by mali byt
predlozen¢ v  priebehu  Klinického
skusania, pri jeho zmene a jeden rok po
skonceni Klinického skusSania.
"Prepojenou osobou™ je akakol'vek
pravnicka osoba alebo spoloc¢nost’, ktora
(@) je ovladanou osobou v zmysle § 66a
0ods. 1 Obchodného zakonnika, (b) je
ovladajicou osobou v zmysle § 66a ods.
2 Obchodného zakonnika, (C) je osobou
ovladanou tou istou ovladajucou osobou,
(d) je ¢lenom tej istej skupiny, alebo (e)
ktora priamo alebo nepriamo,
prostrednictvom jedného alebo viacerych
sprostredkovatel'ov , vykonava kontrolu,
je kontrolovana alebo je pod spolo¢nou
kontrolou so Zmluvnou stranou

2.9 The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted
in compliance with the approval or consent
with notification issued by the State
Institute for Drug Control and approvals
of the competent ethics committees. The
Contracting Partners agree to cooperate
with the Sponsor and/or CRO in preparing
documents concerning the Clinical Trial
and to immediately provide the Sponsor
and/or CROor a third party specified by the
Sponsor and/or CRO  with all
declarations necessary for the approval of
the Clinical Trial by regulatory authorities
and/or  ethics committees, including
without limitation, if applicable, (i)
Financial Interest Declarations,

(it) CVs and (iii) confirmation of adequate
trial site facilities. The Contracting
Partners shall ensure that the provided
Clinical Trial documents are complete and
correct. For example, the Financial
Interest Declarations shall contain all
financial relations between, and financial
interests of, the Principal Investigator and
any Clinical Trial Team Member, on one
hand, and the Sponsor or any of the
Sponsor’s affiliates, on the other hand,
including - but not limited to -
remuneration or other financial benefits
received by each of them from the Sponsor
or any of the Sponsor’s affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations should be submitted in the
course of the Clinical Trial, upon a change
in the Clinical Trial and one year after
completion of the Clinical Trial. “Affiliate”
shall mean any legal entity or company,
which (a) is a controlled person pursuant
to Section 66a para. 1 of Commercial Code,
(b) is a controlling person pursuant to
Section 66a, para. 2 of Commercial Code,
(c) is a person controlled by the same
controlling person, (d) is a member of the
same group, or (e) which directly or
indirectly, through one or more
intermediaries, controls, is controlled by or
is under joint control with a Contracting
Party.



2.10 Hlavny skuSajuci sa zavézuje vsetky

subjekty  skusania  zodpovedajucim
spoésobom informovat 0  cieloch,
metodach, predpokladanych prinosoch a
potencialnych rizikach Klinického
skuSania a 0 okolnostiach, za ktorych by
ich osobné udaje mohli byt spristupnené
Zadavatelov  a/alebo  CROIi, jeho
Prepojenym osobam, prislusnym
organom, tretim stranam, ktoré poskytuji
sluzby Zadavatel'ovi a/alebo CRO a /
alebo  etickym  komisiam. Hlavny
skasajuci sa zavizuje zabezpeCit, ze
subjekty skuSania sa zucastnia Klinického
skasania az potom, Cco  podpisu
informovany sthlas subjektu skuSania
poskytnuty Zadavatel'om. Hlavny
skasajaci uchové original takého suhlasu
v zdravotnickej dokumentacii subjektu
skusania. Ak subjekt skisania svoj suhlas
v priebehu Klinického skusania odvola,
Zmluvni partneri nesmi VO vztahu K
tomuto subjektu vykonat' Ziadne dalSie
postupy v ramci Klinického skasania
okrem pripadnych opatreni tykajucich sa
d’alsiecho  sledovania predpisanych
Protokolom, s ktorymi subjekt skti$ania
stihlasil. Nasledna lie¢ba subjektu, ktora
nesuvisi S Klinickym skaSanim, je
vyhradnou lekarsku zodpovednostou a
pravnou zodpovednostou Zmluvnych
partnerov.

2.11 Zmluvni partneri sa zavizuju zabezpecit,

ze subjektom skusania zaradenym do
Klinického skusania sa v Centre nebudu
podavat’ in¢ neregistrované lieky podl'a §
46 zakona o liekoch a v zmysle
Vyhlasky Ministerstva zdravotnictva
SR ¢. 507/2005 Z.z., ktorou sa
upravuju podrobnosti 0 povolovani
terapeutického  pouzitia hromadne
vyrabanych liekov, ktoré nepodliehaju
registracii, a podrobnosti o ich thrade na
zéklade verejného zdravotného
poistenia, ani sa nebudi zucasthovat
in¢ho

2.10 The Principal Investigator agrees to

appropriately inform all trial subjects of
the aims, methods, expected benefits and
potential risks of the Clinical Trial and
the circumstances under which their
personal data might be disclosed to the
Sponsor and/or CRO, its Affiliates,
competent authorities, third parties
providing services for the Sponsor and/or
CRO and/or ethics committees. The
Principal Investigator agrees to ensure
that the trial subjects shall not participate
in the Clinical Trial until after they sign
their informed consent provided by the
Sponsor. The Principal Investigator shall
keep the original of such consent in the
trial subjects” medical records. If such
consent is revoked in the course of the
Clinical Trial, no further Clinical Trial-
related procedures may be performed by
the Contracting Partners with regard to the
respective trial subject, except for any
Clinical Trial-related follow-up
monitoring laid down in the Protocol and
consented to by the trial subject.
Subsequent treatment of the trial subject,
which is not related to the Clinical Trial,
lies in the sole medical responsibility and
legal liability of the Contracting Partners.

2.11 The Contracting Partners shall ensure

that the trial subjects included in the
Clinical Trial do not receive other
unregistered medicinal products
according to  Section 46  of
Pharmaceuticals Act and within the
meaning of Decree of Ministry of Health
of the SR no. 507/2005 Coll., regulating
details on authorization of the therapeutic
use of mass- produced medicines which
are not subject to registration and details
of their payment on the basis of public
health insurance, nor shall they
participate in any other clinical trial in



klinického skuasania, pri ktorom by
subjekty  skuSania  dostavali v
Slovenskej republike neregistrovany
liek v priebehu Klinického skusania bez
predchadzajiiceho pisomného suhlasu
Zadavatela.

2.12 AK pocas Klinického sktisania v Centre

dojde k poskodeniu zdravia subjektu
skusania, Zmluvni partneri sa zavizuju
informovat 0 kazdej takejto udalosti
Zadavatela (i) v pripade zavazného
neziaduceho Gc¢inku a/alebo zavaznej
neziaducej udalosti a/alebo v pripadoch
tehotenstva, ak také existuju, najneskor
do 24 hodin a (ii) v pripade neziaduceho
ucinku  a/alebo  neziaducej  prihody
bezodkladne v ramci leh6t stanovenych v
Protokole a inych pokynoch danych
Zadéavatel'om 0 hlaseni udajov tykajucich
sa bezpecnosti. Sucastou takého hlasenia

musi byt tiez posudenie pri¢innej
stvislosti. O  akomkol'vek  inom
poSkodeni zdravia subjektu sktsania

alebo akomkol'vek zavaznom poruseni
Protokolu alebo pokynov  spravnej
klinickej praxe, musia Zmluvni partneri
informovat’ Zadavatel'a bez zbyto¢ného
odkladu. Zmluvni partneri buda vzdy
spolupracovat’ SO Zadavatelom pri jeho
hlaseniach vSetkych zavaznych
neziaducich udalosti a podozreni na
neziaduce ucinky produktov alebo liekov
SUKL, Etickej komisii, prislusne;
zdravotnej  poistovni  vykonavajucu
verejné zdravotné poistenie  subjektu
sktSania, pripadne prisluSnym organom
¢lenskych $tatov, na ktorych tzemi sa
vykonava multicentrické klinické
skusanie, a v pripade ak to stanovuju
pravne predpisy alebo 0 to poziada
Zadavatel’, poskytnu prisluSnym orgédnom

a] pozadované informécie. Zmluvni
partneri st povinni  poskytovat
Zadavatelovi  st¢innost S plnenim
povinnosti  tykajucich ~ sa  hlaseni

neziaducich ucinkov.

2.12

which the trial subjects would use
medicinal products not registered in the
Slovak Republic in the course of the
Clinical Trial without the prior written
consent of the Sponsor.

If in the course of the Clinical Trial at
the Center trial subjects’ health is
harmed, the Contracting Partners shall
inform the Sponsor of any such event (i)
in case of any serious adverse effect
and/or serious adverse events and/or, if
applicable, in case of pregnancy, within
24 hours at the latest and (ii) in case of
any adverse effect and/or adverse event
immediately  within the timelines
specified in the Protocol and other
instructions on  safety-related data
reporting provided by the Sponsor. Such
reporting must also include an assessment
of causality. Any other harm to health of
trial subjects or any serious breach of the
Protocol or good clinical practice
guidelines must be reported to the
Sponsor without undue delay. The
Contracting  Partners ~ will  always
cooperate with Sponsor in his reports of
all serious adverse events and adverse
effect suspected of products or medicines
to SUKL, the Ethics Committee, the
relevant health insurance company
performing public health insurance of
Clinical Trial Subjects, or the competent
authorities of the Member States in
whose territory is performed the
multicentre clinical trial, and in case it is
stipulated by the legislation or required
by Sponsor, will provide to the relevant
authorities also requested information.
The Contracting Partners are obliged to
cooperate with Sponsor with the reporting
of adverse effects.



2.14

2.13 Zmluvni partneri sa zavizuju bez

zbyto¢ného odkladu zodpovedat’ vsetky
otazky Zadavatel'a alebo osob poverenych
Zadavatel'om tykajuce sa dokumentacie
neziaducej udalosti. Toto zahffia najma
aktivne nasledné sledovanie a objasnenie
prislusnych nezrovnalosti v hlaseniach

neziaducich udalosti a udalosti
tehotenstva. Na udel hlasenia
neziaducich udalosti a udalosti

tehotenstva st Zmluvni partneri povinni
pouzivat formulére poskytnuté
Zadavatel'om, ak také existuju.

Pocas a po skonceni Klinického
skusania sa zavdzuji Zmluvni partneri
predlozit’ Zadavatel'ovi vSetky dokumenty
prijat¢é od Statnych organov, etickych
komisii a/alebo prislusnych regula¢nych
organov  tykajuce sa  akychkol'vek
stihlasov alebo povoleni alebo prislusnej
komunikacie 0 bezpe¢nosti VO vztahu Ku
Klinickému skusaniu do 24 hodin od ich
obdrZania.

2.15 Zadavatel a/alebo CRO zabezpecia na

centrum dostatoéné mnozstvo SkuSaného
licku pre potreby klinického skuSania.
Pokial’ nie je stanovené odlisne v Prilohe 1,
Zadéavatel' a/alebo CRO =zaistia centru
dodavky akychkol'vek dalSich liekov
stvisiacich s Klinickym  skdSanim
(napriklad placebo, komparator,
doprovodny liek) Akékol'vek iné liecivo
suvisiace s Protokolom, ktoré Zadavatel’
alebo CRO poskytnu alebo uhradia jeho
naklady spolo¢ne s Skusanym lieckom su
spolo¢ne povazované za “Skusany liek”).
Zmluvni partneri sa zavézuju pouzivat
Sktsany liek  vyluéne na ucely
vykonavania Klinického skuSania a iba
sposobom $pecifikovanym v Protokole.

2.13

2.14

2.15

The Contracting Partners agree to
immediately answer any questions of the
Sponsor or persons authorized by the
Sponsor  regarding  adverse  event
documentation. This includes - but is not
limited to - active follow-up monitoring
and clarification of relevant
inconsistencies in adverse event and
pregnancy reports. For the purposes of
adverse event and pregnancy reporting,
the Contracting Partners must use the
forms provided by the Sponsor, if
applicable.

During and after completion of the
Clinical Trial, the Contracting Partners
shall submit to the Sponsor all documents
received from  authorities,  ethics
committee/s, and/or competent
regulatory authorities regarding any
consent or authorization or safety- related
communication with respect to the
Clinical Trial within 24 hours following
their receipt.

Sponsor or CRO will arrange for the
Center to receive sufficient quantities of
the Investigational Medicinal product to
conduct the Clinical Trial.  Unless
otherwise indicated in Appendix 1,
Sponsor or CRO will also arrange for the
Center to receive any other Protocol-
required drugs (e.g. placebo, comparator
drug, concomitant drug). Any other
Protocol-required drug that Sponsor or
CRO provides or covers the cost of is,
together ~ with  the  Investigational
medicinal product, considered “Study
Drugs”. The Contracting Partners agree
to use the Study Drugs exclusively for
the purposes of conducting the Clinical
Trial and only as specified in the Protocol.



Zmluvni partneri st zodpovedni za riadne

prijimanie,  pouZivanie, nakladanie,
skladovanie a vedenie dokladnej a
presnej evidencie zaobchadzania SO
Skasanym liekom v priebehu Klinického
skiiSania Vv sulade s poziadavkami
spravnej  klinickej  praxe, spravnej
lekarenskej praxe a Protokolom. Naviac
sa Zmluvni partneri zavézuj vratit' alebo
zabezpecit’ riadnu likvidaciu nepouzitého
Skusaného lieku, ak si Zadavatel
likvidaciu ~ vyziadal  (na  naklady
Zadavatel'a), a tuto likvidaciu riadne
zdokumentovat’. V pripade nacatého a
nespotrebovaného  Skusaného  lieku,
ktorého forma podania je infazia, zaistia
Zmluvni partneri likvidaciu ihned’ po
priprave ¢i uprave Skuasaného lieku.

2.16 Centrum sa tymto zavizuje zabezpeCit’

uskladnenie,  pripravu, kontrolu a
distribuciu Skusaného lieku v stlade s
ustanovenim Protokolu, ako aj v stlade so
vSeobecne zavaznymi pravnymi
predpismi a v sualade S0 vSetkymi
ustanoveniami  pokynov pre klinické
skiSanie liekov Statneho ustavu pre
kontrolu lieCiv. Zmluvni partneri nebudu
vyzadovat' zaplatenie Skusaného lieku
alebo akejkol'vek  sluzby  hradenej
Zadavatelom podla tejto Zmluvy od
subjektu skusania alebo od tretej strany,
ako je napriklad zdravotna poistovia.

The Contracting Partners are responsible for

the proper receipt, use, handling, storage
and keeping detailed and accurate records
of handling of the Study Drugs in the
course of the Clinical Trial pursuant to the
requirements of good clinical practice,
good pharmacy practice and Protocol.
The Contracting Partners agree to return
any unused Investigational medicinal
product or properly liquidate any unused
Investigational medicinal product,
provided that the Sponsor requested such
liquidation (at the expense of the
Sponsor), and properly document such
liquidation. The Contracting Partners
shall  immediately liquidate  any
unfinished or unused Investigational
medicinal product administered by
infusion immediately after its preparation
or modification.

2.16 The Center hereby agrees to ensure that

the Study Drugs are stored, prepared,
inspected and distributed in compliance
with the Protocol, the applicable law and
all provisions of the instructions for the
clinical trials of drugs issued by the State
Institute  for Drug Control. The
Contracting Partners shall not charge any
trial subject or third party, such as a
health insurance company, for the
Investigational medicinal product or for
any services paid for by the Sponsor
under this Agreement.



2.17 Centrum

2.20

sa zavdzuje menovat
dostato¢ny pocet zastupcov, ktori spliaju

kvalifikacné poziadavky na vykon
povolania farmaceuta alebo
farmaceutického laboranta v  zmysle
zakona C. 578/2004 2., 0
poskytovatel'och zdravotnej starostlivosti,
zdravotnickych pracovnikoch,
stavovskych organizaciach v

zdravotnictve a 0 zmene a doplneni
niektorych zakonov, vV zneni neskorSich
predpisov a v zmysle nariadenia vlady ¢.
296/2010 Z.z. o odbornej sposobilosti na
vykon zdravotnickeho povolania, sposobe
d’alSiecho  vzdeldvania  zdravotnickych
pracovnikov, sustave Specializaénych
odborov a ststave certifikovanych
pracovnych ¢innosti, vV zneni neskorSich
predpisov. Tito  zastupcovia budu
zodpovedni za nakladanie so Skusanym
liekom a za vedenie suvisiacich zaznamov
a dokumentacie. Thned’ po vymenovani
tohto zastupcu alebo zastupcov, oznami
Centrum Zadavatel'ovi pisomne meno a
priezvisko poverenych o0s6b spolu s
prisluSnymi kontaktnymi informaciami

2.18 Hlavny skusajuci sa zavidzuje odoberat’

Skusany liek v sulade s Protokolom, a to
v davkovani potrebnom pre kazdu
jednotlivil navstevu subjektu skusania

2.19 Kedykol'vek o to Zadavatel' a/alebo

CRO poziada, zavizuju sa Zmluvni
partneri podat hlasenie 0 postupe Vv
Klinickom skusani v Centre vratane udajov
0 zarad’ovani subjektov skusania.

Hlavny skuSajici je  povinny
zhromazd'ovat’ udaje a vkladat’ ich do [5
pracovnych dni] od ich vytvorenia do
[prosim zvolte a vymazte nehodiace sa
moznosti: elektronickych zaznamovych
listov ALEBO zaznamovych listov v
listinnej podobe] (dalej len “CRF”) v
stilade s nalezitostami stanovenymi V
Protokole.

2.17 The Center agrees to appoint a sufficient
number of representatives who meet
qualification  requirements for the
position of a pharmacist and pharmacist
laboratory assistance pursuant to Act no.
578/2004 Coll., on healthcare providers,
healthcare workers, health organizations,
and amendments to certain acts, as
amended, and within the Government
Decree no. 296/2010 Coll. on the
professional competence for  the
performance of the medical profession,
on the training method of health workers,
on the system of specialized branches and
on the system of certified work activities,
as amended. These representatives shall
be responsible for handling the Study
Drugs and for keeping related records
and documentation. Immediately after
the appointment of the representative(s),
the Center shall notify the Sponsor in
writing about the first and last name
and contact details of such appointees.

2.18 The Principal Investigator agrees to draw
the Investigational medicinal product in
compliance with the Protocol and in doses
required for every visit of the trial subject.

2.19 The Contracting Partners agree to report
on the progress of the Clinical Trial at the Center,
including information about the enrolment of
trial subjects, upon the Sponsor’s and/or CRO’s
request.

2.20 The Principal Investigator must collect
data and enter them within [5 working days] of
their generation in the [please choose and delete
the inapplicable alternative: electronic case
report forms OR paper case report forms]
(hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in the
Protocol.




Hlavny sktsajuci sa zavizuje pravidelne
odovzdavat  Zadavatelovi a/alebo
CRO CRF a vsetku dokumentaciu
vyzadovanii ~ Protokolom, aby ich
Zadavatel’ a/alebo CRO mohol priamo
alebo prostrednictvom iného subjektu
priebezne  spracovavat. V  pripade
omeSkania dlh§om ako 10 pracovnych
dni s vkladanim udajov je Zadavatel
alalebo CRO opravneny, na zaklade
pisomného  oznamenia  doruceného
Hlavnému skasajacemu, zastavit
zarad’ovanie subjektov skusania Hlavnym
skusajucim az do doby, kedy bude
vkladanie udajov aktualizované. Pokial’
bude mat’ toto za nasledok omeskanie Vv
zarad’ovani subjektov skusania,
Zadavatel'ovi prinalezia prava stanovené v
¢l. 124 tejto Zmluvy. V lehote 5
pracovnych dni po oSetreni posledného zo
subjektov skusania musi byt dokoncéené
vlozenie vSetkych zostavajicich CRF,
stvisiacej dokumentacie a  takisto
nepouzité CRF v listinnej podobe, ak také
existuji, ~ musia byt  odovzdané
Zadavatelovi a/alebo CRO alebo na
poziadanie Zadavatela a/alebo CRO
zniené. Zmluvni partneri sa zavizuja
poskytovat’ sucinnost’ pri bezodkladnom
objastiovani akychkol'vek otazok
tykajucich sa dajov v CRF a venovat’ sa
tymto otazkam a zodpovedat’ ich
najneskor v lehote [5 (piatich)] pracovnych
dni. Zadavatel a/alebo CRO moze
pozadovat odpovede aj Vv kratSom
c¢asovom useku s ohladom na klacové
stadia Klinického skusania, ako napr.
Cistd databaza. Zmluvni partneri sa d’alej
na  ziadost  Zadévatela zavazuju
poskytovat’” primeranti  suinnost’  pri
priprave celkovej spravy o Klinickom
skusani. Centrum zabezpeci, ze CRF
nebudi pristupné nikomu inému ako
Clenom $tudijného timu a Hlavnému
skusajuicemu a pristup k nim, ak budua v
elektronickej podobe, bude chraneny
pristupovym menom a heslom

The Principal Investigator agrees to
regularly forward CRFs and any
documentation required in the Protocol to
the Sponsor and/or CRO so that the
Sponsor and/or CRO could process
them directly or through another entity
on a continuous basis. In case of a delay
with data entering for more than 10
working days, the Sponsor and/or CRO
shall have the right by giving written
notice to the Principal Investigator to stop
the recruitment of trial subjects by the
Principal Investigator until data entering
is up to date. If this results in a delay
with  recruiting trial subjects, the
Sponsor shall have the rights set forth
in Article 12.4 of this Agreement.
Within five working days of the last trial
subject’s treatment, all outstanding CRFs
must be entered and related
documentation as well as unused paper
CRFs, if applicable, must be forwarded to
the Sponsor or destroyed upon the
Sponsor’s/CRO’s request. The
Contracting Partners agree to assist in
promptly clarifying any questions
concerning CRF data and to address and
answer such questions within [five (5)]
working days. The Sponsor and/or CRO
may request answers sooner than that
due to key Clinical Trial milestones, such
as a clean database. Furthermore, the
Contracting Partners agree to reasonably
assist in preparing the overall Clinical
Trial report upon the Sponsor’s and/or
CRO’s request. The Center shall ensure
that CRFs shall not be available to any
persons other than Clinical Trial Team
Members and the Principal Investigator
and that access to CRFs, if they are in
electronic form, shall be protected by
user name and password.



2.21 Hlavny skuaSajici je povinny
zabezpeCit, Zze vSetky CRF poskytnuté
Zadavatelovi a/alebo CRO su pravdivo,
presne a riadne vyplnené a Ze st vernym
odrazom skutoénych vysledkov Klinického
sktiSania. Hlavny sktsSajuci sa tiez zavizuje
odovzdat Zadavatelovi a/alebo CRO
kopie vSetkych sprav, vratane vSetkych
aktualizacii a zmien, ktoré si vyziadala eticka
komisia.

222 Centrum sa zavdzuje uchovavat
vSetku elektronicka aj ini dokumentaciu,
vratane zdrojovej dokumentacie a zlozky
Skusajuceho, zoznamu identifika¢nych
kodov subjektov skusania a zdravotnej
dokumentacie subjektov skuSania
vztahujicej sa ku Klinickému sktsaniu,
ktoré si vyzadované na zaklade ICH
predpisov. a ostatnych  prislusnych
pravnych predpisov upravujucich
vykonavanie

Klinického skuSania, po dlhse; z
nasledujucich dvoch dob:
1) péatnast’ (15) rokov po skonceni alebo
preruSeni Klinického skusania alebo 2)
akukol'vek dlhsiu dobu pre archivaciu
dokumentacie  stanovenil  prisluSnymi
pravnymi predpismi. Dokumentacia 0
Klinickom sktisani musi byt uchovavana
na vhodnom mieste a vhodnym sp6sobom
a Centrum je povinné viest zaznamy 0
mieste, kde je dokumentacia 0 Klinickom
skaSani uchovavana, aby tato bola
okamzite k dispozicii na poziadanie
povereného zastupcu Zadavatela,
alalebo CRO, etickej komisie, auditora
alebo prislusnych S§tatnych organov.
Centrum je povinné Zadavatel'a a/alebo
CRO informovat’ v pripade, Ze planuje
archivovat’ dokumentaciu 0 Klinickom
skusani v inych priestoroch ako su tie, ku
ktorym ma Centrum vlastnicke alebo iné
uzivacie pravo.

2.21 The Principal Investigator shall ensure that

2.22

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

The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
Investigator’s files, list of the trial
subjects identification numbers and trial
subjects health documentation related to
the Clinical Trial required by ICH
guidelines  and  applicable  laws
regulating Clinical Trial performance for
the longer of the two following periods:
1) fifteen (15) years after the end or
suspension of the Clinical Trial or 2) any
longer documentation archiving period
laid down in applicable legal regulations.
Clinical Trial documentation must be
kept in a suitable location and manner,
and the Center must keep record of the
location where Clinical Trial
documentation is stored to ensure that it is
readily available upon the request of the
Sponsor and/or CRO’s  appointed
representative, the ethics committee, an
auditor or competent authorities. The
Center must notify the Sponsor and/or
CRO in the event that the Center plans to
archive Clinical Trial documentation
outside of its own premises to which the
Center has proprietary or other right of
use.



2.24 Zadavatel

2.23 Zmluvni partneri sa si vedomi, ze

Zadavatel' a/alebo CRO alebo v jeho
mene tretia strana dokladne monitoruje

vykondvanie  Klinického skaSania a
pravidelne navstevuje Centrum. Zmluvni
partneri sa  zavizuju primerane

podporovat’ tieto monitorovacie aktivity,
vratane ale bez obmedzenia, poskytnutim
pristupu poverenemu zastupcovi
Zadavatel'a a/alebo CRO do priestorov
a k udajom podla potreby a dalej sa
zavazuju spolupracovat’ so Zadavatelom
al/alebo CRO, alebo prislusnou tret'ou
stranou v tomto ohlade. Na ziadost
Zadavatel'a a/alebo CRO st Hlavny
skusajiici a Clenovia $tudijného timu
povinni sa zac¢astnit’ osobnej diskusie.

a/alebo CRO a Statne
organy, ako je napr. Urad Spojenych $tatov
americkych pre potraviny a lieky (d’alej
len “FDA”) majt pravo vykonavat' audit
alebo kontrolu zaznamov Zmluvnych
partnerov, ktorychkol'vek inych
dokumentacii a priestorov suvisiacich s
vykonavanim Klinického skuSania, a to
kedykol'vek v priebehu a / alebo po dobu
25 rokov po skonceni Klinického
skuSania a bez akychkol'vek narokov
Zmluvnych partnerov na zvlastne finan¢né
plnenie . Takyto audit alebo kontrolu je
Zadavatel al/alebo CRO povinny
primerane vopred ohlasit’ v pripade, Ze
je vykonavany Zadavatelom a/alebo
CRO. Zmluvni partneri su povinni
poskytovat’ Zadavatel'ovia/alebo CRO,
nim poverenym zastupcom alebo vsetkym
Statnym organom sucinnost’ pri plneni ich
uloh v sulade s Protokolom a podniknut
vSetky primerané kroky pozadované
Zadavatelom a/alebo CRO alebo
Staitnymi organmi na ucely odstrdnenia
nedostatkov zistenych pocas auditu alebo
kontroly.

2.23

2.24

The Contracting Partners understand that
the Sponsor/CRO or a third party on
behalf of the Sponsor/CRO closely
monitors the performance of the Clinical
Trial and regularly visits the Center. The
Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation,
by providing the Sponsor’s/CRO’s
appointed representative with access to
the facilities and data as necessary and
further agree to cooperate with the
Sponsor and/or CROor the relevant
third party in this regard. The Principal
Investigator and Clinical Trial Team
Members must participate in personal
discussions upon the request of the
Sponsor and/or CRO.

The Sponsor/CRO and government
authorities, such as for example the
United States of America Food and Drug
Administration (the “FDA”) have the
right to audit or inspect the Contracting
Partners’ records, any and all other
documentation and the facility relating to
the Clinical Trial at any time during the
Clinical Trial and/or for another 25 years
after completion of the Clinical Trial
and without the Contracting Partners’
right to special payment. The Sponsor
and/or CRO must announce such audit or
inspection  sufficiently in advance,
provided that it is carried out by the
Sponsor and/or CRO. The Contracting
Partners must assist the Sponsor and/or
CRO, its designated representatives or all
government authorities in performing
their tasks pursuant to the Protocol and
take any and all reasonable actions
requested by the Sponsor/CRO or
government authorities to remedy
deficiencies noted during an audit or
inspection.



2.25 Zmluvni partneri sa zavazuju, ze pocas

a po skonceni Klinického skusania
umoznia a budu podporovat vsetky
kontroly zodpovednych Statnych organov
bez akychkol'vek narokov na osobitna
odmenu ¢i nahradu. Zmluvni partneri st
povinni informovat” Zadavatel'a 0 kazdej
takejto kontrole ¢i zamere takuato
kontrolu vykonat' ihned’ potom, ¢o sa o0
nich dozvedia. Zmluvni partneri sa
zavazuju  umoznit, aby Zadavatel
a/alebo CRO mohol byt pritomny na
kazdej kontrole vykonavanej Statnymi
organmi alebo podobnymi institaciami.
Pred vyjadrenim sa k vysledkom takejto
kontroly , ak nejaké budu, su Zmluvni
partneri povinni odpoved’ posudit’ a
prediskutovat’ so Zadavatelom a/alebo
CRO. Zmluvni partneri bez zbyto¢ného
odkladu poskytnu Zadavatelovi a/alebo
CRO kopie akychkol'vek zisteni alebo
kontrol zodpovednych tradov vo vztahu
ku Klinickému sktisaniu.

2.26 Zmluvni partneri nesmti vedome

vyuzivat’ sluzby (a st povinni si vynalozit’
primarené usilie na preverenic), bez
ohladu na ich rozsah, ziadnej o0soby,
ktorym bolo poskytovanie tychto sluzieb
zakazané FDA alebo ktorymkol'vek inym
prislusnym  organom v priebehu
vykonavania Klinického skusania.
Zmluvni partneri d’alej zavéazne vyhlasuju,
ze podla ich vedomosti (a st povinni si
vynalozit’ primarené Usilie na preverenie),
ani im ani ich  zamestnancom,
splnomocnencom alebo zastupcom, ktori
sa zucastiiuju vykonavania Klinického
skuSania, nebolo zakazané vykonavat
¢innosti, ktoré s vykonavané V ramci
Stadie, zo strany FDA alebo iného
organu, ani podl'a ich najlepsieho vedomia
(a st povinni si vynalozit’ primarené tusilie
na preverenie), Vv sucasnosti neprebieha
ziadne Kkonanie tykajuce sa takéhoto
zakazu Vo vztahu Kk tymto osobam,

2.25 The Contracting Partners shall, during
and after the Clinical Trial, allow and
support any inspections of responsible
authorities without any right to special
payment or reimbursement.  The
Contracting Partners must inform the
Sponsor about any such inspection or the
intent to conduct such inspection as soon
as the Contracting Partners learn about it.
The Contracting Partners shall allow the
Sponsor and/or CRO to be present at
any inspection conducted by authorities
or similar institutions. Prior to responding
to the findings of any such inspection, if
any, the Contracting Partners must
review and discuss such response with
the Sponsor and/or CRO. The Contracting
Partners shall promptly provide the
Sponsor and/or CRO with copies of any
findings or inspections of responsible
authorities in relation to the Clinical
Trial.

2.26 The Contracting Partners may not
knowingly (having made reasonable
enquiries) use the services, regardless of
their volume, of any person prohibited to
provide such services by the FDA or any
other competent authority in the course
of the Clinical Trial. Furthermore, the
Contracting  Partners represent and
warrant that, as far as they know (having
made reasonable enquiries), neither they
nor their employees, agents or
representatives, who are involved in the
Clinical Trial, have been prohibited by the
FDA or any other competent authority
from performing the activities that are
performed during the Clinical Trial, nor
that they are currently, to the best of their
knowledge (having made reasonable
enquries), the subject of proceedings
concerning such prohibition by the FDA



najmd na zaklade nasledujucich pravnych
predpisov: (i) United States 21 USC § 335a
alalebo (ii) Hlavy 21 Code of Federal
Regulation § 312.70. Zmluvni partneri sa
zavizuji v priebehu Klinického skuSania
a po dobu 3 rokov po jeho ukonc¢eni ihned’
informovat’ Zad4avatel'a a/alebo CRO,
ak sadozvedia, ze sa zacne takéto konanie
vo vztahu K Hlavnému skuSajicemu,
Centru ¢i jeho zamestnancovi. Zmluvni
partneri d’alej zarucuji a zavizuju sa, ze
podla ich vedomosti nie su subjektom
predchadzajucich ~ ani  prebiehajicich
vySetrovani, vyziev, upozorneni alebo
nepodliehajii vykonu rozhodnuti organov
Statnej spravy vztahujucich sa Kku
klinickym skaskam, ktoré by neboli
ozndmené Zadavatelovi. V pripade, Ze
nastane skuto¢nost’ podl'a predchadzajicej
vety vo vztahu ku Klinickému skt$aniu,
Zmluvni partneri to bez zbyto¢ného
odkladu oznamia Zadavatelovi.

2.27 V pripade, Ze Hlavny skuSajuci Vv

priebehu  Klinického skusania ukonci
pracovnopravny vztah s Centrom,
Centrum je povinné 0 tejto skuto¢nosti
informovat’ Zadavatel'a a/alebo CRO
bezodkladne potom, ako sa o0 tom dozvie,
a sucasne navrhnat’ riadne kvalifikovant
osobu ako nového hlavného skusajuceho.
Zadavatel a/alebo CRO ma pravo
podat’ namietku voci novému Hlavnému
skuSajicemu. Centrum sa zavdzuje S
vynaloZenim maximalneho usilia
pozadovat’ po novom  hlavnom
skuSajicom, aby sa pisomne zaviazal k
dodrziavaniu podmienok dohodnutych v
tejto Zmluve. Ak Centrum a Zadavatel
a/alebo CRO nie st schopni dohodnut’
sa na osobe nového hlavného sktsajuceho
alebo ak novy hlavny skusajuci nie je
ochotny zaviazat sa k podmienkam
stanovenym V tejto Zmluve, Zadavatel
a/alebo CRO je opravneny vypovedat
tato Zmluvu v salade s ¢l. 12.5 tejto
Zmluvy. Centrum a Hlavny skuSajtci st
povinni bezodkladne pisomne informovat’
Zadavatel'a a/alebo CRO o vsetkych
zmenach, ktoré maji vplyv na dostupnost’
zdrojov a / alebo Clenov $tudijného timu
vykonavajucich Klinické sktsanie.

or any other authority, in particular on the
basis of following legislative acts (i)
United States 21 U.S.C. Section 335aand
(i) Title 21 Code of Federal Regulation,
Section 312.70. During the Clinical Trial
and for a period of 3 years after its
completion, the Contracting Partners agree
to promptly notify the Sponsor and/or CRO
about any such proceedings initiated
against the Principal Investigator, the
Center or its employees. Furthermore, the
Contracting  Partners  represent and
warrant that, as far as they know, they
are not the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public
administration authorities that concern
their conduct of clinical
researchthat have not been disclosed to
the Sponsor. The Contracting Partners
shall notify the Sponsor about the fact
described in the previous sentence
without undue delay.

In the event that the Principal
Investigator terminates his or her
employment at the Center, the Center
shall inform the Sponsor and/or CRO as
soon as it learns about it and shall propose
a duly qualified person acting as a new
principal investigator. The Sponsor and/or
CRO shall have the right to object to such
replacement. The Center shall make
maximum efforts to require the new
principal investigator to agree in writing
to the terms and conditions stipulated in
this Agreement. If the Center and the
Sponsor/CRO are unable to agree on the
new principal investigator or if the new
principal investigator is unwilling to agree
to the terms and conditions stipulated in
this Agreement, the Sponsor/CRO shall
have the right to terminate this
Agreement in accordance with Article
12.5. The Center and the Principal
Investigator must immediately inform
the Sponsor and/or CRO in writing about
any and all changes having an impact on
the availability of resources and/or
Clinical Trial Team Members conducting
the Clinical Trial.



2.28 Zmluvni partneri sa zavizuji priamo

a bezodkladne informovat’ Sherman,
Nancy Nancy.Sherman@pfizer.com; Docs,
Otto  Otto.Docs@parexel.com;  Bobic,
Vladimir Vladimir.Bobic@pfizer.com v
pripade, ze subjekt skuSania zacasthujici
sa Klinického skuSania oznami ¢i vyjadri
nazor, ze doslo k poSkodeniu jeho zdravia
v dosledku ucasti na Klinickom skusani ,
a ze ma preto pravo na financné
odskodnenie .

2.29 Zmluvni partneri sa zaviazuju umoznit’

vyskumnym organizdciam, ktoré maja
uzatvorenti zmluvu so Zadavatel'om alebo
ktorejkol'vek z Prepojenych osdb, aby v
mene Zadavatel'a vykonavali ktorékol'vek
z prav a povinnosti Zadavatel'a na zaklade
takejto Zmluvy, v pripade, Ze sa preukazu
poverenim ¢i plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat prava a
povinnosti Zadavatel'a. Zmluvni partneri sa
zavdzuji  spolupracovat’ s takymito
vyskumnymi organizaciami.

2.30 Zmluvni partneri sa zavdzuju poskytovat’

zdravotné sluzby subjektom, ktorych ucast’
v na Klinickom skuSani neskoncila, v
pripade Ciasto¢ného uzatvorenia
Klinického skasania, a dalej tiez
subjektom zaradenym do nasledného
sledovania po skonceni Klinického
sktSania, v stllade s etickymi pravidlami.

2.31 V pripade, Ze pri Klinickom skuSani

pouziva Centrum, Hlavny skusajuci alebo
Clenovia 3tudijného timu pristrojové
vybavenie, ktoré vyzaduje  servis,
kalibraciu alebo inti osobitnu starostlivost’,
Centrum sa zavizuje udrziavat také
pristrojové Vvybavenie spdsobilé riadnej
prevadzky, o com je povinné Zadavatel'ovi
a/alebo CRO na vyziadanie poskytnut
zodpovedajiicu dokumentaciu.

2.28 The Contracting Partners agree to inform

the  Sponsor  Sherman, Nancy
Nancy.Sherman@pfizer.com; Docs, Otto
Otto.Docs@parexel.com; Bobic, Vladimir
Vladimir.Bobic@pfizer.com directly and
immediately in the case that a trial
subject participating in the Clinical Trial
announces or opines that his or her
health has been damaged due to his or
her participation in the Clinical Trial and
that he/she is therefore entitled to
financial compensation.

2.29 The Contracting Partners agree to allow

research organizations contracted by the
Sponsor or any of its Affiliates to exercise
any of the Sponsor’s rights and to perform
any of the Sponsor’s obligations under this
Agreement on behalf of the Sponsor,
provided that they have authorization or a
power of attorney to exercise the
Sponsor’s rights and to perform the
Sponsor’s obligations. The Contracting
Partners agree to cooperate with such
research organizations.

2.30 The Contracting Partners undertake to

provide medical services to trial subjects
whose participation in the Clinical Trial
has not yet ended, in the case of a partial
closure of the Clinical Trial, as well as to
subjects included in the post Clinical Trial
follow-up in compliance with ethics rules.

2.31 In the case that the Center, the Principal

Investigator or Clinical Trial Team
Members use in the course of the Clinical
Trial devices that require servicing,
calibration or any other special care, the
Center agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereof to the
Sponsor and/or CRO upon the request of
the Sponsor and/or CRO.
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Cl. 3 - Povinnosti ZadavatePa

a/alebo CRO
3.1Kontaktnymi osobami Zadavatel'a
alalebo CRO vo wvztahu ku

Klinickému skt$aniu su:

Nancy Sherman, Otto Docs, Vladimir Bobic

3.2Zadavatel sa zavézuje
partnerom  poskytnut  bezplatne v
mnozstve a c¢asovych intervaloch na
riadne vykonanie Klinického skuSania
Skusany liek, nevyhnutné vzory CRF a
d’alSie informacie,

Zmluvnym

3.3 Skusany liek bude dodavany na
nasledujtcu adresu:

Detska fakultna nemocnica s
poliklinikou Banské Bystrica

Sklad liekov a zdravotnickych
pomdcok

Nam. L. Svobodu 4
97409 Banska Bystrica
Slovakia

Article 3 — Obligations of the Sponsor
and/or CRO

3.1 The Sponsor / CRO’s contact persons

regarding the Clinical Trial are:

Nancy Sherman, Otto Docs, Vladimir Bobic

3.2 The Sponsor agrees to provide the

Contracting Partners with the Study
Drugs, necessary CRF templates, other
information free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Trial.

3.3 The Study Drugs shall be delivered to the

following address:

Detska fakultnd nemocnica s
poliklinikou Banska Bystrica

Sklad liekov a zdravotnickych pomocok
Néam. L. Svobodu 4

97409 Banské Bystrica

Slovakia



3.4 Skuasany liek, nevyhnutné vzory CRF a
d’alSie  informacie  vyzadované na
vykonavanie Klinického skasania
poskytnut¢ Centru si a zostavaju
vlastnictvom  Zadavatela. = Zadavatel
prehlasuje, ze su splnené vSetky
podmienky stanovené¢  prislusnymi
pravnymi predpismi na vyrobu (dovoz)
dodavaného Skusaného lieku a jeho
distribuciu do Centra.

3.5 Zadavatel sa zavidzuje poskytovat
Hlavnému skuSajucemu prislusné nové
informédcie 0 bezpecCnosti tykajice Sa

Skusaného lieku bez zbyto¢ného odkladu.

Cl 4 - Odmena

4.1 Zadavatel sa zavdzuje zaplatit
Zmluvnym  partnerom za riadne
vykonané cinnosti na zaklade tejto
Zmluvy vratane prevodu prav podla ¢l.
5 tejto Zmluvy odmenu vo vyske,
sposobom a za podmienok
dohodnutych  Zmluvnymi  stranami
dalej v tomto ¢lanku Zmluvy a v
prilohe ¢. 1, priCom Zmluvné strany
vyhlasuji, Ze predpokladand vySka
odmeny pre centrum je 2882 EUR.
Jedinym prijemcom vsetkych odmien
podla tejto Zmluvy bude Centrum,
ktoré sa zavidzuje vyplatit prislusna
¢ast’ odmeny Hlavnému skusajiicemu a
Clenom $tudijného timu v sulade so
svojimi internymi predpismi.
Zadavatel' a/alebo CRO prehlasuje,
ze neuzavrel so zamestnancami Centra
ziadnu dohodu, ktorej predmetom by
bolo poskytnutie plnenia v savislosti S
Klinickym skasanim.

34 The Study Drugs, necessary CRF
templates and other information required
for the performance of the Clinical Trial
and provided to the Center are and shall
remain the Sponsor’s property. The
Sponsor declares that all conditions
stipulated in applicable laws regulating
the production (import) of the provided
Investigational medicinal product and
the distribution of the Investigational
medicinal product to the Center have been
met.

3.5 The Sponsor agrees to provide the
Principal  Investigator ~ with  new
information regarding the safety of the
Investigational ~ medicinal product

without undue delay.
Article 4 — Remuneration

4.1 For the activities properly performed
based on this Agreement and for the
transfer of rights under Article 5 of this
Agreement, the CRO agrees to provide
the Contracting Partners  with
remuneration in the amount, by means
and under the terms agreed by the
Contracting parties below herein and in
Appendix 1, whereas the Parties hereto
represent  that the anticipated
remuneration amount for Centre is 2882
EUR. The Center shall be the only
recipient of all payments hereunder and
agrees to pay a relevant part of the
remuneration to  the  Principal
Investigator and Clinical Trial Team
Members pursuant to its internal rules.
The Sponsor and/or CRO represent and
warrants that it did not conclude any
agreement about the performance of the
Clinical Trial with any employee of the
Center.



4.2 Zmluvni partneri nemaju narok na ziadnu

ini odmenu ¢i ndhradu okrem tych,
ktoré st uvedené v tejto Zmluve alebo v
prilohe ¢. 1 alebo inych zmluvach
uzatvorenych so Zadavatel'om, ibaze ich
vopred pisomne schvali Zadavatel’.

4.3 Vsetky odmeny a finanéné nahrady, ktoré

maju byt zaplatené Centru, su splatné
v lehote 60 dni odo dna, kedy bude
Zadavatel'ovi doruceny zodpovedajici
danovy doklad (faktara) so vsetkymi
nalezitost'ami podl'a prislusnych
pravnych predpisov upravujucich dan
z pridanej hodnoty, a to v prospech
bankového uctu Centra:

Banka: Statna pokladnice, Bratislava
Kod banky: 8180

Majitek uctu: Detska fakultna
nemocnica s poliklinikou Banska
Bystrica

Cislo Giétu: SK76 8180 0000 0070 0028
0745

4.2 The Contracting Partners are not entitled

to any remuneration or reimbursement
other than that set forth in this Agreement
and its Appendix 1 or other agreements
concluded with the Sponsor and/or CRO,
unless approved in advance by the
Sponsor and/or CRO in writing.

4.3 Any remuneration and reimbursement for

the Center must be paid within 60 days
of the day the Sponsor and/or CRO
receives a relevant tax document
(invoice), which meets all
requirements stipulated in applicable
laws regulating value-add tax, to the
following bank account of the Center:

Bank: Statna pokladnice, Bratislava
Bank Code: 8180

Account holder: Detska fakultna
nemocnica s poliklinikou Banska
Bystrica

Account number: SK76 8180 0000 0070
0028 0745



Faktury musia byt zasielané CRO s
uvedenim  ¢isla  protokolu,  Eisla
objednavky a mena zodpovednej osoby
za CRO:

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH
Odmeny a finan¢né nahrady podla tejto
Zmluvy a prilohy ¢. 1 (S vynimkou
odmien a finanénych néahrad, u ktorych
je splatnost’ zvlast upravena v prilohe ¢.
1 Zmluvy) buda Centru a Hlavnému
sktisajiicemu uhradené takto: Spitne za
bezprostredne uplynulé a doteraz
nefakturované  obdobie  vzdy za
kazdého  kalendarneho mesiace
Klinické $tadie Si Zmluvni partneri
spoloéne SO Zadavatelom a/alebo
CRO navzajom pisomne alebo formou
e-mailu  odsuhlasia prehlad poctu,
druhu a im odpovedajuce hodnoty
jednotlivych ~ tkonov  vykonanych
Hlavnym skuSajucim a / alebo inymi
Clenmi $tudijného timu, ktoré maja byt
podla tejto Zmluvy Zadavatel'om
hradené (tzv. navrh faktary), zaslany
osobou poverenou  Zadavatel'om
alalebo CRO. Tento prehlad musi
byt spracovany zvlast pre kazdy
subjekt Klinického skuSania a musi
zahfnat’  polozkovit¢é  vylctovanie
vSetkych navstev, vySetreni a d’alSich
sluzieb  vykonanych Vv prisluSnom
kalendarnom mesiace. Na zaklade
vzajomného  odsuhlasenia  navrhu
faktary vystavi Centrum faktaru na
odmenu a pripadné financné nahrady,
ktora doru¢i Zadavatel'ovi a/alebo
CRO. Zadavatel al/alebo CRO
zaplati Centru na zaklade riadne
vystavenej a riadne dorucenej faktury
prislusni odmenu a pripadné opravnene
fakturované finan¢né nahrady za
obdobie, pre ktoré bol predmetny navrh
faktry podl'a tohto ¢lanku odsthlaseny.

Invoices must be addressed to the CRO (as
applicable), must include Protocol number,
order number and the name of the CRO’s
responsible person:
PAREXEL International (IRL)
Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
Company number 541507
VAT Number: IE 3249971HH
Any remuneration and reimbursement
based on this Agreement and Appendix
1 (except for remuneration and
reimbursement, the due date of which
is specified separately in Appendix 1 to
the Agreement) shall be paid to the
Center and the Principal Investigator in
the following manner: retroactively for
the past and not yet invoiced period of
each calendar month of the Clinical
Trial, the Contracting Partners and the
Sponsor and/or CRO shall approve in
writing or by e-mail an overview of the
number, type and value of individual
activities, which were performed by the
Principal Investigator and/or other
Clinical Trial Team Members and which
are to be paid by the Sponsor based on
this Agreement (i.e. draft invoice), sent
by a person authorized by the
Sponsor/CRO. Every overview must be
prepared separately for each trial subject
and must include an itemized list of all
visits, examinations and other services
provided in the relevant month. Based
on the mutually approved draft invoice,
the Center shall issue an invoice for
remuneration and potential
reimbursement and shall send it to the
Sponsor/CRO. Based on the duly issued
and delivered invoice, the Sponsor/CRO
shall pay the Center the relevant
remuneration and potential justified
financial reimbursement for the period
for which the draft invoice has been
approved pursuant to this article.



V pripade, ze Zadavatel’a/alebo CRO
nezaSle Centru vyssSie uvedeny prehl'ad
(ndvrh faktiry) na odsthlasenie Vv
lehote 30 dni odo dna ukoncenia
kalendarneho mesiace zaSle Centrum
Zadavatel'ovi a/alebo CRO pisomnu
vyzvu a ak Zadavatel' nezasle uvedeny
prehlad (navrh faktary) ani v lehote 30
dni od dorucenia takejto vyzvy, je
Centrum opravnené vystavit' faktiru a
Zadavatel’ a/alebo CRO je povinny
uhradit Centru odmenu a finan¢né
nahrady za vSetky fakturované tkony
vykonané Vv obdobi kalendarneho
mesiace Hlavnym skuaSajucim a/alebo
inymi Clenmi $tudijného timu.

V pripade, ze Centrum zisti, ze sa Vv
prehlade (navrhu faktury) nedostatky,
tieto oznami bez zbyto¢ného odkladu
Zadavatel'ovi a/alebo CRO, ktory je
povinny ich odstranit’. Ak ma Zadavatel
alalebo CRO zato, Zze v prehlade
(navrhu faktary) ziadne nedostatky nie
si, oznami toto Centru. Centrum a
Zadavatel' a/alebo CRO st nasledne
povinni  Si  navzajom  poskytnut
suc¢innost nevyhnutnii na odstranenie
pripadnych rozporov.

In the case that the Sponsor/CRO does
not send the Center the aforesaid
overview (draft invoice) for approval
within 30 days of the end of the calendar
month the Center shall send the
Sponsor/CRO a written reminder and if the
Sponsor/CRO does not send the aforesaid
overview (draft invoice) within 30 days
of receipt of the reminder, the Center
shall have the right to issuean invoice and
the Sponsor/CRO shall pay the Center the
remuneration and financial
reimbursement for all invoiced activities
performed during the calendar month by
the Principal Investigator and/or other
Clinical Trial Team Members.

The Center must immediately report any
potential deficiencies in the overview
(draft invoice) to the Sponsor/CRO, and
the Sponsor/CRO must remedy such
deficiencies. In the case that the
Sponsor/CRO believes that the overview
(draft invoice) has no deficiencies, the
Sponsor/CRO shall announce it to the
Center. The Center and the Sponsor/CRO
must then cooperate as necessary to rectify
such discrepancies.



Neposkytnutie suéinnosti Sa povazuje
za nepodstatné poruseniec Zmluvy.

Ak neodstrani Zadavatel a/alebo
CRO nedostatky v prehlade (navrhu
faktary) ani v lehote 45 dni odo dna
dorucenia oznamenia podla
predchadzajuceho odseku, alebo v tej
istej lehote neoznami Centru, ze Vv
prehl'ade (ndvrhu faktury) Ziadne
nedostatky nevidi, plati, Ze rozhodny
pre vystavenie faktary je prehl’ad (navrh
faktary) v zneni pripomienok Centra, na
zaklade ktorého je Centrum opravnené
vystavit’ faktiru a Zadavatel' a/alebo
CRO je povinny odmenu a finanéné
ndhrady za  fakturované  vykony
vykonané Vv obdobi kalendarneho
mesiace Hlavnym skuaSajucim a / alebo
inymi Clenmi $tudijného timu centru
uhradit’.

4.4 Zadavatel a/alebo CRO ma pravo

zadrzat’ az 10% z prislusnej sumy
odmeny za obdobie kalendarneho
mesiace  (dalej len "zadrzné).
Zadavatel’ a/alebo CRO sa zavizuje
uhradit’ Centru zadrzné potom, ¢o budu
predlozené vsetky prislusné CRF, budt
zodpovedané vsetky otazky s ohl'adom
na data obsiahnuté v tychto CRF a
budu odstranené vSetky nespravnosti a
nedostatky v udajoch v databaze.

4.5 Pokial tato Zmluva neustanovi inak,

vSetky sumy uvedené v tejto Zmluve a
v ich prilohach st uvedené bez DPH.
Ak  niektoré platby za sluzby
podlichaja DPH, Zadavatel’ a/alebo
CRO zaplati prislusni sumu DPH vo
vyS8ke podla pravnych predpisov
uc¢innych  ku dnu  uskuto¢nenia
zdanitelného plnenia na zaklade
prislusného danového dokladu
(faktury), ktora bude spifiat vsetky
nalezitosti  predpisané  prislusnymi
pravnymi predpismi. Centrum nesie
zodpovednost’ za uhradenie vsetkych
ostatnych dani v stvislosti s platbami
na zaklade tejto Zmluvy.

Failure to cooperate shall be considered a minor
breach of this Agreement.

In the case that the Sponsor/CRO fails to
remedy deficiencies in the overview (draft
invoice), or fails to inform the Center
that the Sponsor/CRO believes that the
overview (draft invoice) has no
deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version
of the overview (draft invoice), based on
which the Center shall issue an invoice
and the Sponsor/CRO shall have to pay
the  remuneration  and financial
reimbursement for invoiced activities
performed during the month by the
Principal  Investigator and/or  other
Clinical Trial Team Members.

4.4 The Sponsor/CRO has the right to retain
up to 10% of the remuneration for the
month (hereinafter referred to as the
“Retainer”). The Sponsor/CRO agrees to
pay the Center the Retainer after all
relevant CRFs were submitted, all
questions concerning CRF data were
answered and all incorrect or incomplete
data in the database were rectified.

4.5 Unless otherwise stated in this Agreement,
no amounts specified in this Agreement
and its Appendices include VAT. In the
case that any payment for services is
subject to VAT, the Sponsor/CRO shall
pay the relevant VAT amount stipulated
in legal regulations effective as of the
date of taxable supply based on the
relevant tax document (invoice) that shall
meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other
tax with respect to the payments made
based on this Agreement.



4.6 Zmluvni partneri sa si vedomi, Ze
Zadavatel’ a/alebo CRO moze zverejnit’ na
centralnej webovej stranke koncernu platby
a iné plnenia tykajuce sa vyskumu a vyvoja,
tj. (1) platby vykonané zo strany Zadavatel'a
na zaklade tejto Zmluvy a (2) vsetky
vydavky na ubytovanie, suvisiace vydavky
na obcerstvenie a na dopravu Zmluvnych
partnerov, ktoré Zadavatel’ a/alebo CRO
uhradi na zaklade tejto Zmluvy a (3) vsetky
kongresové registratné poplatky, ucastnicke
poplatky alebo obdobné poplatky, ktoré
Zadavatel’ uhradi na zaklade tejto Zmluvy, a
to anonymnym spdsobom, tj. na
agregovanej urovni. Tieto informacie mozu
byt tieZ publikované ako stcast’ tejto Zmluvy
Vv registri zmluv na zaklade ustanovenia §5a
a § b zakona ¢. 211/2000 Z.z., o slobodnom
pristupe k informaciam a 0 zmene a doplneni
niektorych zdkonov Vv zneni zakona .
546/2010 Z.z. (zakon o slobode informacii) .
Bez ohladu na vysSie uvedené modze
Zadavatel zverejnit prevod akejkol'vek
hodnoty poskytnutej v ramci tejto Zmluvy.
Zmluvné strany sa dohodli, ze tato Zmluva
bude zverejnena vyluéne Vv rozsahu a v
podobe prilozenej k tejto Zmluve ako priloha
¢. 6 tejto Zmluvy

4.7 Vsetky penazné plnenia subjektu
skuSania st vyplacané Centrom v sulade s
touto Zmluvou a Protokolom. Pravidla pre
vyplacanie su blizsie upravené v prilohe ¢. 1 k
tejto Zmluve.

4.6 The Contracting Partners understand that the

Sponsor and/or CRO may disclose on the
central website of the group any payment
and any transfer of value relating to
research and development, ie. (1)
payments made by Sponsor/CRO under
this Agreement and (2) any cost of
accommodation, refreshments and travel of
the Contracting Partners, which
Sponsor/CRO covers under this Agreement
and (3) any congress registration or
participation fees or similar fees, which
Sponsor covers under this Agreement, all
this in an anonymized way,

i.e. on aggregated level. This information
may also be disclosed as a part of this
Agreement in the Agreements Register
pursuant to section 5a and section 5b of Act
No. 211/2000 Coll., on free access to
information and on amendments to certain
acts, as amended by Act No. 546/2010 Coll.
(Freedom of Information Act).
Notwithstanding the aforementioned, the
Sponsor/CRO  may also disclose any
transfer of value under this Agreement. The
Contracting Parties have agreed that this
Agreement shall be disclosed exclusively in
the scope and form attached to this
Agreement as Appendix 6 of this
Agreement.

4.7 Payments to trial subjects shall be
made by the Center in compliance with this
Agreement and the Protocol. Payment rules
are specified in detail in Appendix 1 to this
Agreement.



C1.5 - Prava k vysledkom

5.1 Zadavatel'ovi patria vyhradné prava ku

vSetkym vysledkom, adajom zisteniam,
objavom, vynalezom a Specifikaciam,
bez ohladu na to ¢i st spdsobilé byt
predmetom patentovej ochrany alebo
nie, ktoré vznikli, boli vytvorené,
odvodené, vyprodukované, objaveneé,
vymyslené  alebo  inak  urobené
Centrom, Hlavnym skuSajucim a/alebo
Clenmi $tudijného timu v stvislosti s
vykonavanim  Stadie  (dalej  len
“Vysledky”). Zmluvni partneri tymto
vopred  postupuju  vSetky  svoje
majetkové prava Kk Vysledkom na
Zadavatel'a a Zadavatel tieto postupené
prava prijima. Odmena za tento prevod je
uz zahrnutd v odmene Zmluvnych
partnerov podla ¢l. 4 tejto Zmluvy.
Zmluvné partneri  neziskavaju kK
Vysledkom plnenim tejto  Zmluvy
Ziadne prava.

5.2 Vsetky zdravotnicke dokumentacie a

povodna zdrojova dokumenticia zostani
majetkom Centra; avSak, Zadavatel
a/alebo CRO je opravneny ich pouzit
v sulade s touto Zmluvou a ;na zaklade
stihlasu, ktory udelia subjekty skusania.
Spristupnenie Vysledkov akémukol'vek
subjektu, vratane Zmluvnej vyskumnej
organizacie ¢i etickej komisie alebo
regulacného organu nebude povazované
za udelenie vlastnickeho prava k tymto
informaciam tychto subjektov.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive rights

to all results, data, findings, discoveries,
inventions and specifications, whether
patentable or not, that were originated,
conceived, derived, produced,
discovered, invented or otherwise made by
the Center, the Principal Investigator
and/or Clinical Trial Team Members in
connection with conducting the Clinical
Trial  (hereinafter referred to as
“Results”). The Contracting Partners
hereby assign all of their proprietary
rights to Results to the Sponsor in
advance and the Sponsor accepts such
assigned rights. The royalty fee for this
assignment is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. The
Contracting Partners shall not acquire
any rights to Results by performing this
Agreement.

5.2 All medical records and original source

documents shall remain the property of
the Center; however, the Sponsor and/or
CRO shall be permitted to use them in
accordance with this Agreement and
based on the consent of trial subjects.
Disclosure of Results to any subject,
including a  contracted  research
organization, ethics committee or
regulatory authority, shall not be deemed
as granting the ownership of such
information to these entities.



53 V rozsahu, v akom prava
dusevného vlastnictva k Vysledkom nie
su prevoditel'né, udel'uju tymto Zmluvni
partneri  Zadavatelovi vyhradn,
neodvolatelni v mieste a Case
neobmedzenu licenciu S  pravom
udelovat’ sublicencie, a to na vsetky
spOsoby pouzitia tychto Vysledkov.
Odmena za tato licenciu je uz zahrnuta
v odmene Zmluvnych partnerov podla
¢l. 4 tejto Zmluvy. Centrum sa zavizuje
vyvinit' maximalne usilie na to, aby
skutoni  vlastnici  tychto  prav
dusevného vlastnictva, t.j.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoznili Centru udelit’ vysSie
uvedenu licenciu Zadavatel'ovi.

5.4 Pre odstranenie pochybnosti plati, ze

vynalezy, ktoré st vylepSeniami, alebo
novym pouzitim ¢i novymi liekovymi
formami Skasaného lieku st vyluénym
vlastnictvom Zadavatel’a.

5.5 Zmluvni partneri sa zavizuji zabezpecit,

ze vSetky Vysledky (dalej len
“Vynalezy”), dosiahnuté
zamestnancami  Centra alebo inymi
stranami zahrnutymi Zmluvnymi
partnermi do vykonavania Klinického
skuSania, budu bezodkladne oznidmené
Zadavatel'ovi a/alebo CRO.

5.6 Zadavatel' alebo ktordkol'vek S nim

Prepojena osoba su opravneni podat
prihlasku patentu pre tieto Vynalezy vo
svojom mene alebo v mene urcenej
tretej strany, na vlastné naklady, s
uvedenim mena vynalezca (-0v) V
prihlaske patentu. Zmluvni partneri sa
zavdzuji podpisat a zabezpecit, aby
zamestnanci Centra a d’alsie subjekty
zahrnuté  Zmluvnymi partnermi do
vykonavania  Klinického  skuSania
podpisali vSetky listiny a poskytli také
svedectva, aké Zadavatel uznd za
potrebné na ucel podania prihlasky
patentu a =ziskania patentu s cielom
ochranit’ opravnené zaujmy Zadavatel'a
tykajice sa duSevného vlastnictva,
ktoré¢ vzniknu Vv suvislosti s Klinickym
skasanim.

5.3 To the extent intellectual
property rights to Results are legally
not assignable, the Sponsor is hereby
granted by the Contracting Partners an
exclusive, worldwide, sub- licensable,
time-unlimited and irrevocable license
for unlimited use of these Results. The
royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4 of
this Agreement. The Center shall make
maximum efforts so that the actual
owners of the intellectual property rights,
i.e. employees of the Center and/or
involved third parties, would allow the
Center to grant the aforementioned
license to the Sponsor.

5.4 To eliminate any doubts, an invention that

is an improvement, a new use or a new
drug form of the Investigational
medicinal product shall be the sole
property of the Sponsor.

5.5 The Contracting Partners agree to ensure

that all Results (hereinafter the
“Inventions”) made by employees of the
Center or other parties included in the
Clinical Trial by the Contracting
Partners shall be reported to the Sponsor
and/or CRO without undue delay.

5.6 The Sponsor or any of its Affiliates shall

have the right to file a patent application
for such Inventions under its own name
or under the name of a designated third
party and at its own expense, with the
inventor(s) named in the patent
application. The Contracting Partners
agree to sign and to have employees of the
Center and other parties involved in the
Clinical Trial by the Contracting Parties
sign all documents and give such
testimony as the Sponsor deems
necessary for filing a patent application
and for obtaining a patent in order to
protect its intellectual property interests
arising from the Clinical Trial.



5.7 Zadavatel’ a jeho Prepojené 0soby moézu

uzivat, rozmnozovat a prevadzat
anonymizované radiologické /
diagnostické snimky zhotovené¢ Vv
priebehu Klinického skusania v rozsahu
uvedenom v informovanom suhlase na
vSetky  ucely, vedecké alalebo
komer¢né, v akejkol'vek podobe a
akymkol'vek spdsobom, elektronickym
alebo mechanickym, vratane
vyhotovovania fotokopii,
elektronickych zaznamov (napr. na CD-
ROM), mikro-kopii, alebo
prostrednictvom systémov uchovavania
a obnovovania udajov, vratane databank
a internetu. Na tento ucel udeluju
Zmluvni partneri Zadavatel'ovi
vyhradni, miestom neobmedzeni a
neodvolatelna licenciu, vratane prava
udelit’ sublicencie Prepojenym osobam
Zadavatela, na  uzivanie  vysSie
uvedenych snimok. Odmena za tato
licenciu je uz zahrnutda v odmene
Zmluvnych partnerov podla ¢l. 4 tejto
Zmluvy. Ak nie st Centrum alebo
Hlavny skua$ajuci vlastnikmi prav Kk
tymto snimkam, Centrum a/alebo
Hlavny  skuSajici sa  zavidzuju
zabezpeCit, aby skuto¢ny vlastnik
tychto prav, tzn. zamestnanci Centra
alalebo tretie osoby zahrnuté do
vykonavania  Klinického skuSania,
umoznili Zmluvnym strandm udelit’
vysSie uvedent licenciu Zadavatelovi.
Zmluvni partneri potvrdzuju, ze vsetky
takéto snimky budi ziskané so
sthlasom  subjektu, ktory Centru
odovzdd Zadavatel a ze nebudu
obsahovat’ ziadne informacie,
prostrednictvom ktorych by mohol byt
identifikovany  konkrétny  subjekt
skasania.

5.7 The Sponsor and its Affiliates may

utilize, reproduce and  transform
anonymized radiological/diagnostic
images made inthe course of the Clinical
Trial, in compliance with the provisions of
the informed consent and to the extent
specified in the informed consent, for any
scientific and/or commercial purposes, in
any form and by any means, electronic or
mechanical, including making
photocopies, electronic recordings (e.g.
on CD-ROM), micro-copies, or by any
data storage and retrieval systems,
including data banks and the Internet.
The Contracting Partners hereby grant to
the Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant
asublicense to the Sponsor’s Affiliates, for
the use of aforementioned images. The
royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4 of
this Agreement. In the case that the Center
or the Principal Investigator is not the
owner of these rights to such images, the
Center and/or the Principal Investigator
agree to ensure that the actual owner of
these rights, i.e. employees of the Center
and/or third parties involved in the
Clinical  Trial, would allow the
Contracting Partners to grant the
aforementioned license to the Sponsor.
The Contracting Partners confirm that all
such images shall be obtained with trial
subjects’ consent that shall be submitted
to the Center by the Sponsor and that the
images shall not contain any information,
through which the relevant trial subject
could be identified.



5.8 Zadavatel’ udel'uje Zmluvnym partnerom

6.1

neyhradna  licenciu bez moznosti
udélovat sublicencie k Vysledkom
vytvorenym V Centre na interné
nekomeréné vyskumné a vzdeldvacie
ucely pri dodrzani  podmienok
zachovania dovernosti a podmienok pre
publikovanie, ktoré st obsiahnuté v
tejto Zmluve. Tato licencia neopraviuje
k udelovaniu akychkol'vek sublicencii.

Cl. 6 - Zachovavanie dovernosti

Zmluvni  partneri sa  zavdzuju
zaobchadzat’ so vSetkymi informaciami
oznatenymi ako "DoOverné" a prijatymi
od Zadavatel'a a/alebo CRO alebo v jeho
mene alebo od Prepojenych o0s6b
Zadavatela v suvislosti s Klinickym
skiisanim , Skasany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami
(dalej len ,Doéverné informacie)
prisne doverne. Zmluvné strany sa
zaroven dohodli, Ze st Zmluvni partneri
povinni zaobchadzat’ ako s dovernymi aj
S tymi informaciami, ktoré sice ako
,,DOverné*“ nie st oznacené, ale moézu
byt’ povazované za Doverné informacie,
a to na zaklade ich povahy alebo
podmienok, ktoré sa vztahovali k ich
poskytnutiu  alebo spristupneniu,
vratane vSetkych Udajov tykajlcich sa
Klinického skuSania, tudajov  pre
vnutorni  potrebu, alebo informacii
vytvorenych na zéklade Klinického
skuSania, a to napriklad vratane Prirucku
Skusajuceho, Protokolu, rozpocet,
stiboru informacii pre skusajuceho c¢i
predbeznych  vysledkov  Stidie.
Zmluvni  partneri  smi  pouzivat
Doéverné informacie ibanaucely plnenia
tejto Zmluvy a zavézuji sa nespristupnit’
takéto Doverné informacie ziadnej tretej
strane  mimo  stran  poverenych
Zadavatelom bez predchadzajticeho
pisomného sthlasu Zadavatel’a.

5.8 The Sponsor provides the Contracting

Partners with a non-exclusive license,
with no right to sub-license to Clinical
Trial data created at the Center for internal
non-  commercial research and
educational ~ purposes, subject to
confidentiality and publication terms
specified in this Agreement. Such license
does not allow for granting any sub-
licenses.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat

as strictly confidential all information
marked as “Confidential” and received
from or on behalf of the Sponsor/ CRO or
any of its Affiliates in relation to the
Clinical ~ Trial, the Investigational
medicinal product, the Protocol or this
Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). The Contracting Parties
agree that the Contracting Partners must
also treat as strictly confidential any
information that is not marked as
“Confidential” but can be considered
Confidential Information based on its
nature or conditions under which it was
provided or disclosed, including any data
concerning the Clinical Trial, information
for internal use only or information
created based on the Clinical Trial, for
example including the investigator
brochure, the Protocol, the Clinical Trial
budget, the dataset for the investigator or
preliminary results of the Clinical Trial.
The Contracting Partners may use
Confidential Information only for the
purposes of performance of this
Agreement and agree not to disclose
such Confidential Information to any
third party other than parties authorized
by the Sponsor



Zmluvni partneri sa zaviazuji umoznit’
pristup Kk dovernym informaciam len
osobam, ktor¢ sa S Dovernymi
informaciami maja potrebu
zoznamovat: na ucel poskytovania
sluzieb na zaklade tejto Zmluvy, a aj to
len vtedy, ak tieto osoby boli
Zmluvnymi partnermi preukazatelne
zaviazané K reSpektovaniu podmienok
aspon tak prisnych, ako st podmienky
podla tohto ¢lanku. 6.

6.2 Povinnost’ na zachovavanie ddvernosti

6.3

sa nevztahuje na tie pripady, ked
Zmluvni  partneri s opravneni
publikovat Doverné informacie V
stlade s ¢l. 7.

Pojem Doverné informacie, ako je
pouzivany Vv tejto Zmluve, sa nevztahuje
na udaje a informacie, pri ktorych
moézu Zmluvni partneri preukazat’, Ze
(1) nimi Centrum alebo Hlavny sktsajuci
disponovali bez povinnosti zachovavat
0 nich mlc¢anlivost’ v Case, ked’ im boli
spristupnené Zadavatelom a/alebo CRO
alebo jeho Prepojenymi osobami , alebo
menom niektorych z nich,

(i) st alebo sa stanti sGéastou
verejnych informacii inak ako konanim
alebo  opomenutim  Centra alebo
Hlavného skusajtceho, (iii) ich Centrum
alebo Hlavny  skaSajici pravom
nadobudli od tretej strany, ktora nie je
voc¢i Zadavatelovi alalebo CRO alebo
jeho Prepojenym osobam viazana
vyslovnou alebo implicitnou
povinnostou mlcéanlivosti, alebo (iv)
boli vytvorené nezavisle Centrom alebo
Hlavnym skusajicim bez odkazovania sa
na Doverné informacie alebo ich
pouzitie.

without the Sponsor’s prior written
consent. The Contracting Partners agree
to provide access to Confidential
Information only to persons that need to
know Confidential Information for the
purpose of providing services based on
this Agreement and only if such persons
were provably bound by the Contracting
Partners to observe conditions that are at
least as stringent as the conditions under
this Article 6.

6.2 The confidentiality obligation shall not
apply to any information which the
Contracting Partners have the right to
publish  Confidential Information in
accordance with Article 7.

6.3 The term Confidential Information, as used
in this Agreement, does not apply to data
and information where the Contracting
Partners can prove that such data and
information (i) were already in
possession of the Center or the Principal
Investigator without the confidentiality
obligation at the time of their disclosure
to them by or on behalf of the
Sponsor/CRO or any of its Affiliates,
(i) are or become a part of public
information by means other than by an act
or omission on the part of the Center or
the Principal Investigator, (iii) were
legally acquired by the Center or the
Principal Investigator from a third party
not bound to the Sponsor and/or CRO or
its Affiliates by an explicit or implied
confidentiality obligation or
(iv) were created independently by the
Center or the Principal Investigator
without reference to  Confidential
Information or its use.



6.4 NavySe su Zmluvni partneri opravneni
spristupnit Doéverné informacie Vv
takom rozsahu, v akom je takéto
zverejnenie vyzadované zakonom alebo
vykonate'nym stdnym rozhodnutim,
avSak za podmienky, Ze Zmluvni
partneri 0 tejto  skutoCnosti Vv
primeranom ¢asovom predstihu
informuju Zadavatel'a a/alebo CRO a na
jeho ziadost’ s nim budu spolupracovat’
v snahe dosiahnut’ opatrenia na ucely
ochrany alebo iného primeraného
pravneho prostriedku. Zmluvni partneri
sa zavdzuju vyvinut vSetko primerané

6.5 Tieto povinnosti zachovavat’ ml¢anlivost’
a zékaz pouzivania  Dovernych
informacii podl'a tejto Zmluvy zostani v
platnosti aj po skonceni tejto Zmluvy.

6.6 Zmluvni partneri sa zavdzuju na ziadost’
Zadavatel'a a/alebo CRO zlikvidovat’ a
zmazat'® Doverné informadcie, ktorymi
disponuju alebo ich vratit’ Zadavatel'ovi

6.7 VSetky dohody existujuce pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat’ mlcanlivost vo vztahu ku
Klinickému skaSaniu , sa nahradzaju

6.4 Furthermore, the Contracting Partners
may disclose Confidential Information to
the extent required by law or an
enforceable court order, provided,
however, that the Contracting Partners
shall give the Sponsor/CRO reasonable
advance notice and shall cooperate with
the Sponsor/CRO to seek a protective
order or any other appropriate remedy
upon the request of the Sponsor/CRO. The
Contracting Partners agree to make
maximum reasonable efforts to ensure
confidential treatment of any
Confidential Information that shall be

This confidentiality obligation and the
prohibition to  use  Confidential
Information as specified in this
Agreement shall remain in effect even

6.5

6.6 The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the
Sponsor and/or CRO upon the request of

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



Cl. 7 - Publikovanie, tlagové
spravy a vereiné oznamenia

7.1 Zadavatel uznava zaujem Zmluvnych

partnerov na nekomer¢nom vedeckom
publikovani  Vysledkov  Klinického
skusania, bez ohl'adu na to, ¢i vysledok
Klinického skuSania je pozitivny alebo
negativny. S ohladom na opravnené
zaujmy Zadavatel'a sa Zmluvni partneri
zavdzuji  dodrziavat  nasledujlce
povinnosti a podmienky na
publikovanie:

Zmluvni  partneri  sa  zavizujl
poskytovat’ Zadéavatelovi vsetky navrhy
na publikovanie alebo tstne prezentacie
tykajice sa Klinického skuSania alebo
Skasaného lieku alebo Vysledkov
Klinického  sktsania  (dalej len
"Publikacie™) najmenej Sestdesiat (60)
dni pred zamyslanym predlozenim
alebo prezentaciou Publikacie, aby ich
Zadavatel' mohol skontrolovat’.

7.1.2 Pokial' Zadavatel’ neoznami Zmluvnym

partnerom v ramci lehoty 45 dni odo
dna, ked’ mu bola doru¢ena zamyslana
Publikacia, Zmluvni partneri  sa
zavizuju  pripomenut  Zadéavatel'ovi
predpokladany  datum  Publikécie.
Zmluvni partneri nie st opravneni
publikovat’” Publikacie bez vyslovného
suhlasu Zadavatel’a.

7.1.3 Zmluvné strany beru na vedomie a

suhlasia, ze Vv pripade multicentrickych
stadii sa Vysledky Klinického skusania
publikuju iba prostrednictvom
koordinacie so Zadavatelom na ucel
kombinovania vysledkov zo vsetkych
centier  zucastnenych  Klinického
skusania.  Zmluvni  partneri  su
opravneni publikovat Vysledky ich
Centra za podmienky, ze celkové
vysledky neboli publikované do 18
mesiacov od dokoncenia Klinického
skuSania, a stCasne za podmienky
postupovania v stlade S
podmienkami stanovenymi Vv tomto
¢lanku

Article 7 — Publication, Press Releases
and Public Announcements

7.1 The Sponsor acknowledges the interest of
the Contracting Partners in the non-
commercial scientific publication of
Clinical Trial results, regardless of
whether the outcome of the Clinical Trial
IS positive or negative. Considering the
Sponsor’s  reasonable interests, the
Contracting Partners agree to comply with
the following publication obligations and
terms:

7.1.1 The Contracting Partners agree to provide
the Sponsor with all proposed publications
or oral presentations relating to the
Clinical Trial or the Investigational
medicinal product or Clinical Trial results
(hereinafter  referred to as the
“Publication”) at least sixty (60) days
prior to the intended submission or
presentation of the Publication in order to
allow the Sponsor to review it.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 days of
the Sponsor's receipt of the intended
Publication, the Contracting Partners
agree to remind the Sponsor of the
intended date of the Publication. The
Contracting Partners are not allowed to
publish Publications without the explicit
consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center
studies, results of the Clinical Trial are
published only through coordination with
the Sponsor in order to combine the
results of all centers participating in the
Clinical Trial. The Contracting Partners
may publish results of their Centers on the
condition that overall results were not
published within 18 months of the
completion of the Clinical Trial, subject to
the compliance with the terms set forth in
this Article.



7.1.4 Zadavatel

a Zmluvni partneri sa
zavizuji prediskutovat’ vSetky rozdiely
V nazoroch na zamyslany obsah
Publikacie s cielom ndajst rieSenie
uspokojivé pre Zadavatela aj pre
Zmluvnych partnerov. Zadavatel' je
opravneny navrhnut’ akékol'vek zmeny
Publikacie, ktoré odovodnene povazuje
za potrebné na vedecké ucely. Zmluvni
partneri sa zavizuju, ze implementacia
takychto odporticanych zmien nebude
bezdovodne odmietnuta.

7.1.5 AK moZno ocakavat, ze takato
Publikacia by mohla mat" neziaduci
uc¢inok na zachovanie  dovernosti

ktorejkol'vek z Ddvernych informacii
Zadavatela, Zmluvni partneri sa
zavdazuju zabranit takejto Publikacii,
ibaze by predmetna Dovernd informacia
nemohla byt vymazana z Publikacie bez
ujmy vedeckej spravnosti Publikacie.

7.1.6 Ak by Publikacia z pohl'adu Zadavatel’a

mohla mat" neziaduci u¢inok na
schopnost’ ziskat' patentova ochranu
pre ktorykol'vek Vyndlez, Zadavatel ma
pravo pozadovat’ odklad Publikacie na
primerantt dobu na tcel pripravy a
podania ziadanej patentovej prihlasky
Zadavatel'om alebo v jeho mene, avsak
tato doba nesmie presiahnut’ Sest’ (6)
mesiacov od datumu, kedy bola
Zadavatel'ovi Publikacia dorucena na
kontrolu.  Zadavatel ma  pravo
pozadovat’ d’al$i odklad Publikacie, ak
patentova prihlaska bola podana a ak
prihlaska s pravom prednosti je netiplna
a v ramci 1 roka od podania prihlasky
s pravom prednosti musi byt’ do ziadosti
doplneny predmet patentovej prihlasky.
V tomto pripade ma Zadavatel' pravo
pozadovat’ odklad akejkol'vek
Publikacie az do doplnenia prihlasky s
pravom prednosti. Zadavatel' nebude
zakazovat’® Publikdciu v pripade, ked
informacia, ktora je sposobilda byt
predmetom patentovej ochrany, bola z
planovanej Publikécie odstranena.

7.1.4 The Sponsor

7.15

7.1.6
view

and the Contracting
Partners agree to discuss any difference of
opinion with regard to the intended
content of the Publication in order to find
a solution satisfactory for the Sponsor
and the Contracting Partners. The
Sponsor may recommend any changes in
the Publication, which the Sponsor
reasonably  deems  necessary  for
scientific purposes. The Contracting
Partners agree that the implementation
of such recommended changes shall not
be unreasonably refused.

If such Publication is expected to have
an adverse effect on the confidentiality of
any of the Sponsor’s Confidential
Information, the Contracting Partners
shall prevent such Publication, unless the
Confidential Information can be deleted
from the Publication without detriment to

the scientific  correctness of the
Publication.
If the Publication may - in the Sponsor’s

- have an adverse effect on the ability
to obtain patent protection for any
Invention, the Sponsor may request a
delay of the Publication for a reasonable
period of time in order to enable the
preparation and filing of any desired
patent application by, or on behalf of, the
Sponsor; such period, however, may not
to exceed six (6) months from the day the
Sponsor received the intended Publication
for review. The Sponsor may request a
further delay of the Publication in the
case that the patent application has been
filed and the priority application is
incomplete, and the subject-matter must
be added to the application during the
priority year. In such case, the Sponsor
has the right to request a postponement
of any Publication until completion of
the priority application. The Sponsor shall
not prohibit the Publication if the
patentable information was removed from
the planned Publication.



7.1.7 Zmluvni partneri sa zavizuju zahrnat

do kazdej Publikacie ustanovenia
informujuce, ze vytvorenie udajov bolo
financ¢ne podporené¢ Zadéavatel'om a
stcasne sa Zmluvni partneri zavizuju
informovat’ 0 svojej miere
angazovanosti na Klinickom skasani i a
prospechu, ktory im z Klinického
skusania plynul. Autorstvo a uznanie za
vedecké publikovanie by mali byt v
sulade s jednotnymi poziadavkami na
rukopisy vydanymi Medzinarodnym
vyborom redaktorov lekarskych
casopisov - ICMJE  (Uniform
Requirements for Manuscripts).

7.2 Povinnosti stanovené v ¢l. 7.1 zostanu Vv

platnosti d’alsich patnast’ (15) rokov po
pred¢asnom ukonceni alebo po ukonéeni
tejto Zmluvy.

7.3 Zadavatel je opravneny zverejnit

vysledky Klinického skuSania
sposobom, ktory uzna za vhodny, a to
ako po celu dobu trvania tejto Zmluvy,
tak aj po jej ukonceni, d’alej je Zadavatel
opravneny umiestnit’ informacie o
Klinickom skusani a o Vysledkoch na
internet, napr. Na stranky
www.ClinicalTrials.gov ~ (zverejnenie
registra) a na stranky pre zverejnenie
vysledkov, na  firemné  stranky
Zadavatel'a (zverejnenie registra a
vysledkov) a v ktorejkol'vek databaze
a/alebo v registri v stlade s pravnymi
predpismi a s prislusnymi normami vo
vztahu k rozsahu, forme a obsahu.

7.1.7 The Contracting Partners agree to include

in every Publication information that the
creation of data was sponsored and
financially supported by the Sponsor as
well as information about their
involvement in the Clinical Trial and
their benefits from the Clinical Trial.
Authorship and acknowledgements for
scientific ~ publications  should  be
consistent with the Uniform
Requirements for Manuscripts issued by
the International Committee of Medical
Journal Editors (ICMJE).

7.2 The obligations set forth in Article 7.1 shall

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

7.3 The Sponsor may publish Results of the

Clinical Trial in any manner it deems
appropriate, both during, and following
termination of this Agreement; the
Sponsor may also post information about
the Clinical Trial and Results on the
Internet, e.g. on  www.ClinicalTrials.gov
(register posting) and on websites for
results posting, on the Sponsor’s company
website (register and results posting) and
in any other database and/or registry
required by laws in accordance with
applicable standards regarding scope,
form and content.



http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/

7.4

Zmluvni  partneri sa  zavdzuju
nepublikovat’ Ziadne tlaCové spravy
alebo iné verejné oznamenia 0O
Klinickom skuSani,  Vysledkoch

Klinického skusania a/alebo Skusanom
lieku bez predchadzajuceho pisomného
stihlasu Zadavatel'a, s vynimkou verejne
dostupnych informaécii.

7.5 Nazov Zadavatela alalebo CRO nesmie

8.1

byt pouzivany vV ziadnom reklamnom
alebo inom  materiali  Zmluvnych
partnerov bez predchadzajiaceho
pisomného schvalenia Zadavatel'om
a/alebo CRO.

Cl. 8 - Zodpovednost’ a odskodnenie

Zmluvni  partneri sa  zavizuja
Zadavatel'ovi a/alebo CRO nahradit’ ujmu
(vratane ujmy nemajetkove] a smrti
subjektu skusania) vzniknutej z dévodu
(i) nedbanlivého alebo umyselného
protipravneho konania alebo
opomenutia a / alebo (ii) poruSenia
ktorejkol'vek z povinnosti prijatych na

zaklade tejto Zmluvy ako aj (iii)
porusenia pravnych predpisov
ktorymkol'vek z nich, alebo

ktorymkol'vek zo zamestnancov Centra
alebo Zmluvnych partnerov, ktori buda
participovat’ na plneni tejto Zmluvy.
Narok na nahradu Skody nevznika,
pripadne vznika len v pomernej vyske,
ak ujma na zdravi (vratane smrti) bola
spOsobena zavinenim ¢i spoluzavinenim
subjektu skusania ¢i jeho zakonného
zastupcu, ¢o aj z nedbanlivosti.

7.4

The Contracting Partners agree not to
publish any press release or any other
public announcements about the Clinical
Trial, Results of the Clinical Trial and/or
the Investigational medicinal product
without the Sponsor's prior written
consent, except for publicly available
information.

7.5 The name of the Sponsor and/or CRO may

8.1

not be used in any advertising or any
other material of the Contracting
Partners without the Sponsor and/or
CRO's prior written authorization.

Article 8 — Liability and Indemnity

The Contracting Partners agree to
indemnify the Sponsor and/or CRO for
any damage (including non- pecuniary
damage and death of trial subject)
incurred as a result of (i) a negligent or
willful illegal act or omission and/or (ii)
a breach of any obligations assumed
under this Agreement as well as (iii)
breach of legal regulations by either of
them or any employee of the Center or
contractors used for the purposes of
fulfilment of this Agreement. Claim for
damages does not arise, or arises onlyin
a proportional amount, if health-related
harm (including death) occurred due to
the fault or contributory fault of the trial
subject or his/her legal representative, also
due to negligence.



8.2 Zadavatel je Zmluvnym partnerom

(Centrum alebo Hlavny skusajuci d’alej
oznaCovani  len "Odskodiiovana
strana”™) povinny nahradit ujmu
(vratane ujmy nemajetkovej) v rozsahu,
v akom je voci nim na prislusnom sude
subjektom skusania alebo inymi, na to
podla platnych pravnych predpisov
opravnenymi osobami, uspesne
uplatneny najmé narok na nahradu ujmy
na zdravi (vratane smrti) vzniknutej z
dovodu uzivania Skusaného lieku alebo
akéhokol'vek vykonu alebo postupu
vykonaného na subjekte sksania podl'a
poziadaviek Protokolu, kterému by

subjekty sktiSania neboli
vystavené, keby sa neucastnili
klinického skuSania a to za

podmienky, ze tato ujma:

8.2.1 nevznikla z dévodu, ze Odskodinovana

strana nekonala v stlade (a) s
podmienkami tejto Zmluvy; a/alebo (b)
Protokolom; a/alebo

(c) vsetkymi prislusnymi pravnymi
predpismi a pravidlami upravujacimi
vykonavanie  Klinického  sktSania;
a/alebo (d) bezpec¢nostnymi opatreniami
a pisomnymi pokynmi Zadavatela,
CRO, alebo jeho Prepojenych o0sob;
a/alebo

8.2.2 nevznikla z dovodu nedbanlivostného

alebo umyselného protipravneho
konania alebo opomenutia
Odskodnovanej strany; a/alebo

8.2.3 nie je plne hradena z poistenia

dohodnutého v sulade s pravnymi
predpismi v prospech Odskodnovanej
strany.

8.2 The Sponsor must indemnify the

Contracting Partners (hereinafter the
Center and the Principal Investigator
collectively  referred to as the
“Indemnified Party”) for damage
(including non-pecuniary damage) to the
extent to which a trial subject or any
other under law entitled person
successfully claims namely damage to
health (including death) as a result of
using the Investigational medicinal
product or any clinical intervention or
procedure required by the Protocol to
which the trial subjects would not have
been exposed, but for their participation in
the Clinical Trial in a competent court of
justice, provided that such damage:

8.2.1 did not arise from the failure of the

Indemnified Party to comply with (a)
the terms of this Agreement; and/or (b)
the Protocol, and/or (c) all applicable laws
and regulations  governing the
performance of the Clinical Trial, and/or
(d) safety measures and written
instructions of the Sponsor, CRO or its
Affiliates; and/or

8.2.2 does not arise from a negligent or willful

illegal act or omission of the Indemnified
Party; and/or

8.2.3 is not fully covered by insurance taken

out in compliance with applicable laws
for the benefit of the Indemnified Party.



8.3 Dalej plati, ze ak vznikne taka ujma iba

sCasti V4 dovodov na strane
Odskodinovanej strany uvedenych v ¢l.
8.2.1, alebo 8.2.2, Odskodnovanej

strane vznika narok na nahradu ujmy
vo¢i Zadavatel'ovi v rozsahu, v akom
vznikla  $kodu mimo  dovodov
uvedenych v ¢l. 8.2.1 a/alebo 8.2.2.

8.4 Pravo Zmluvnych partnerov na nahradu

ujmy podla ¢l. 8.2 dalej nevznikne a
Zadavatel nebude mat® povinnost’
nahradu ujmy poskytnut’, s vynimkou
ods. 8.4.3, len v rozsahu, v ktorom
bude mat’ porusenie niektorej z nizsie
uvedenych  povinnosti z0  strany
Zmluvnych partnerov negativny vplyv
na moznost' uspeSne Sa branit’ proti
uplatnenému naroku na nahradu ujmy:

8.4.1 Zmluvni partneri sa zavdzuji pisomne

informovat’ Zadavatela 0 kazdom
naroku a/alebo zalobe v maximalnom
moznom  rozsahu, podla tychto
ustanoveni o nahrade ujmy, a to do
pétnastich (15) dni odo dna, ked’ sa o
nich dozvedia, a stfasne sa zavizujl
umoznit’ Zadavatel'ovi, aby schvaloval
vSetky ukony a obranu proti takto
uplatnenému  naroku alebo Zzalobe
vratane rozhodovania o urovnani Sporu;
a

Zmluvni  partneri st povinni
spolupracovat’ S0 Zadavatelom a jeho
pravnymi zastupcami a poistovatel'mi
pri obrane proti takému naroku alebo
zalobe, a zabezpecit’ takuto spolupracu to
strany svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmu uznat ani

uspokojit’ ziadny takyto narok mimo
alebo v ramci stdneho konania bez
predchadzajuceho pisomného sthlasu
Zadévatera.

8.3 In the case that such damage incurs only

8.4

in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
be entitled to indemnification from the
Sponsor to the extentto which the reasons
indicated in Article

8.2.1 and/or 8.2.2 did not contribute to
the damage.

The Contracting Partners shall not be
entitled to indemnification under Article
8.2 and the Sponsor shall not provide
indemnification, with the exception of
Paragraph 8.4.3, if the Contracting
Partners breach any of the following
obligations and such breach has a
negative impact on the possibility of
successful defense against the lodged
claim:

8.4.1 The Contracting Partners agree to notify

the Sponsor in writing and as much as
possible about a claim and/or lawsuit
according to these provisions on
indemnification within fifteen (15) days of
learning about such a claim or lawsuit and
to allow the Sponsor to approve all acts
and defense against such a claim or
lawsuit, including the right to decide on its
settlement; and

8.4.2 The Contracting Partners must cooperate

and require its employees to cooperate,
with the Sponsor and its attorneys and
insurers in the defense of such a claim or
lawsuit; and

8.4.3 The Contracting Partners may not

recognize, make any admission or settle
any such claim or lawsuit without the prior
written consent of the Sponsor.



Cl. 9 — Poistenie

9.1 Zadavatel zodpoveda za zabezpecenie

poistenia na ucel Klinického sktisania v
sulade s  prislusSnymi  prdvnymi
predpismi. Na tento ucel Zadavatel
prehlasuje, Zze =zabezpecil poistenie
zodpovednosti Zadavatel'a a Centra za
Skodu (vratane nemajetkovej ujmy,
okrem nemajetkovej ujmy sposobenej
porusenim prav na ochranu osobnosti ¢i
mena, urazkou na cti, ohovaranim,

Sikanovanim, obt'aZzovanim,
nerovnakym zaobchddzanim ¢i inymi
sposobmi diskriminécie),
prostrednictvom ktorého je

zabezpecené aj odSkodnenie Vv pripade
smrti subjektu skasania alebo v pripade
ujmy vzniknutej na zdravi subjektu
skaSania v dosledku vykonévania
Klinického skusania v sulade s § 43
pism.

h) bod 3 zakona o liekoch. Zadavatel
dalej  prehlasuje, Ze  zabezpecil
poistenie  zodpovednosti Centra za
Skodu, ktorda moze byt spdsobena
subjektu skusania v sulade s

§ 43 pism. h) bod 4. zakona o liekoch.
Pre vylu€enie pochybnosti Zadavatel’ a
Zmluvni partneri vyhlasuju, Ze poistenie
podrla tohto odseku nenahradza poistenie
vztahujuce sa k  aktivitam, ktoré
nestivisia S Klinickym SkdSanim
Stadiou, napr. bezné poskytovanie
zdravotnych sluzieb

Article 9 — Insurance

9.1 The Sponsor shall be responsible for

taking out insurance for the purposes of
the Clinical Trial in compliance with
applicable legal regulations. For these
purposes, the Sponsor represents and
warrants that it took out insurance of
liability of the Sponsor and the Institution
for damage (including the non- pecuniary
damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying,
harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a trial
subject or damage to health to a trial
subject due to the Clinical Trial
performance pursuant to Section 43, letter
h) point 3 of Pharmaceuticals Act. The
Sponsor further represents and warrants
that it took out insurance of liability of the
Centre for damage that may be caused to
the trial subject pursuant to Section 43
letter h) point 4 of Pharmaceuticals Act.
In order to eliminate any doubts, the
Sponsor and the Contracting Partners
represent and warrant that this insurance
does not replace insurance covering
activities which are not related to the
Clinical Trial, e.g. aregular provision of
medical services.



Cl. 10 - Ochrana a spristupnenie osobnych

udajov

10.1 Zmluvni partneri s si vedomi, Ze

Zadavatel a/alebo CRO alebo tretia
osoba Zadavatelom a/alebo CRO
poverena budi vkladat Vysledky
Klinického skusania a vsetky spravy
suvisiace S  Klinickym  sktSanim,
zaznamy O Skoleniach v  mieste
realizdcie  Klinického skuSania a
vystupy z  akychkol'vek  auditov
vykonanych Zadavatelom a/alebo
CRO alebo v jeho mene podla
pravidiel spravnej Kklinickej praxe
alebo in$pekcii do internych
elektronickych  databaz  Zadévatel'a
a/alebo CRO a/ alebo tretich osob
poverenych  Zadavatelom a/alebo
CRO. V ramci tejto spravy udajov
mézu byt v stlade s poziadavkami
pravidiel spravnej Klinickej praxe a
prislusnych pravnych predpisov na
useku ochrany osobnych udajov
uchovavané, spracované a pouzité
Zadavatelom a/alebo CRO, jeho
Prepojenymi 0sobami a poverenymi
tretimi stranami osobné udaje Hlavného
skusajticeho, ako st meno, priezvisko a
adresa, finanéné  zaujmy podla
Potvrdenia o finan¢nych zaujmoch, a
dalej tiez osobné Udaje inych
Zamestnancov Centra, Clenov
Studijného timu (a tam kde je to
relevantné tiez ich partnerov a
potomkov) a ich zaangazovanie V
Klinickom skusani a vystupy auditov
vykonanych Zadavatelom a/alebo
CRO podra pravidiel spravnej
klinickej praxe alebo inspekcii (dalej
len ,,Udaje) a pravnych predpisov
vztahujucich sa k ochrane osobnych
udajov. Zadavatel’ a/alebo CRO bude
poskytovat tieto Udaje externym
verejnym databazam, ako je napr.
clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade  prislusnych
pravnych predpisov tiez organom
verejnej moci.

Article 10 — Personal Data Protection and

Disclosure

10.1 The Contracting Partners understand that

the Sponsor and/or CRO or a third party
authorized by the Sponsor and/or CRO
shall enter Results of the Clinical Trial,
all reports related to the Clinical Trial,
site-training records and outcomes of all
audits performed by, or on behalf of, the
Sponsor and/or CRO into internal
electronic databases of the Sponsor and/or
CRO and/or third parties authorized by the
Sponsor and/or CRO in compliance with
good clinical practice rules or
inspections. As part of such data
management, the personal data of the
Principal Investigator, such as first and
last name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data
of other employees of the Center, Clinical
Trial Team Members (and, where
relevant, their spouses and dependants)
and possibly trial subjects and their
involvement in the Clinical Trial and
outcomes of audits performed by the
Sponsor and/or CRO in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be
stored, processed and used by the
Sponsor and/or CRO, its Affiliates and
authorized third parties in compliance
with good clinical practice rules and
applicable personal data protection laws.
The Sponsor shall provide Data to
external public databases, such as
clinicaltrials.gov, as well as, to the
extent necessary under applicable law, to
government authorities.



Udaje budi spracovavané pre plnenie
pravnych povinnosti Zadavatel'a a/alebo
CRO a pre manazment klinickych skusok.
Udaje budii  spracovavané po dobu
neurcity, najdlhsie vsak do naplnenia tcelu.

10.2 Zmluvni partneri sa zavazujua zabezpecit,

7z¢ do  vykonavania  Klinického
skisania nebudi zaangazované ziadne
fyzické osoby, kym tieto osoby neudelia
sthlas S0  spracovanim  svojich
osobnych tdajov podla prilohy ¢. 2
tejto Zmluvy.

Zmluvni partneri sa zavazuju
bezodkladne a pisomne informovat
Zadavatela 0 akomkol'vek poruSeni
ustanoveni 0 bezpecnosti osobnych
udajov, VvV  kazdom pripade vSak
najneskor do dvoch (2) dni od datumu
takéhoto porusenia.

10.4 Zmluvni partneri a Zadavatel’ a / alebo

CRO sa zaviazuji konat v sulade s
prisluSnymi prdvnymi predpismi na
useku ochrany osobnych tidajov, najmé s
Nariadenim Europskeho parlamentu a
Rady (EU) 2016/679 z 27. aprila 2016 0
ochrane fyzickych osob pri spracovani
osobnych tudajov a volnom pohybe
tychto dajov a o zruSeni smernice
95/46/ES  (vSeobecné nariadenie o
ochrane osobnych udajov), dalej so
zékonom ¢. 18/2018 Z.z. o ochrane
osobnych udajov a o zmene a doplneni
niektorych zakonov v platnom zneni a v
stlade s prislusnymi pokynmi Statneho
ustavu pre kontrolu lieCiv, najma
pokynom MP 131/2018, ak sa uplatni.

Data shall be processed for the purposes of

compliance with the Sponsor and/or CRO’s
legal obligations and for the management of
clinical trials. Data shall be processed for an
indefinite period of time, however, no longer
than until the purpose, for which they are
processed, is fulfilled.

10.2 The Contracting Partners agree not to

enroll any natural persons in the Clinical
Trial until such persons grant their
consent to the processing of their personal
data as detailed in this Agreement as
specified in Appendix 2 to this Agreement.

10.3 The Contracting Partners agree to inform

the Sponsor in writing about any breach
of personal data protection provisions
without undue delay; however, no later
than two (2) days following such breach

10.4 The Contracting Partners and the Sponsor

and/or CRO agree to adhere to applicable
personal data protection laws, especially
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), the Act. No. 18/2018 Coll. on
Protection of Personal Data and on
Amendments to Certain Laws, as amended
and relevant guidelines of the State
Institute for Drugs Control, in particular
guideline MP 131/2018, if applicable.



Cl 11 - Trvanie Zmluvy

11.1Tato Zmluva nadobuda U¢innost’ ditom

nasledujucim po dni jej zverejnenia v
centralnom registri zmlav na
www.crz.gov.sk, a skon¢i dnom kedy
(@) bude dokoncena celkova sprava o
Klinickom skuasani, alebo (b) bude
vykonana posledna platba Zadavatel'om,
priom rozhodujuca je ta z tychto
skutoc¢nosti, ktord nastane neskor.

11.2 Prava a povinnosti Zadavatela a
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Zmluvnych partnerov stanovené Vv tejto
Zmluve, ktoré vzhladom na svoju
povahu maju pretrvat’ aj po skonceni
tejto Zmluvy (vratane prav S ohladom
na vlastnictvo, Vynalezy, zachovéavanie

mlcanlivosti, publikacie,
protikorupénych ustanoventi,
zodpovednosti a odskodnenie),

zostavaju v platnosti aj po skonceni
tejto Zmluvy.

CL 12 - Ukoné&enie

Bez ohladu na akékol'vek iné pravo
ukon¢it’ tuto Zmluvu, ktoré moze byt
stanovené Vv tejto Zmluve alebo
vyplyva z0 vSeobecne zavdznych
pravnych predpisov, Zadavatel ma
pravo ukoncit’ tito Zmluvu kedykol'vek
aj bez uvedenia dovodu na zaklade
pisomnej vypovede S tridsat’diiovou (30)
vypovednou doba. Vypovedna doba
zaéne plynat prvym dnom mesiaca
nasledujucom po mesiaci, v ktorom
bola pisomna vypoved dorucena
ostatnym zmluvnym strandm. lhned’ po
doruceni pisomnej vypovede tejto
Zmluvy druhej zmluvnej strane na
zaklade ktoréhokol'vek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny
skusajtci zavazuju (i) zastavit' nabor a
zaradovanie  subjektov sktsania do
Klinického skusania, (ii) zastavit
vykonavanie vSetkych postupov, u uz
zahrnutych jedincov sktsania, a to v
miere, v akej to dovoluje lekarske
hladisko, a

Article 11 — Term of the Agreement

11.1 This Agreement shall come into force on
the day following the day of its
publication in the central register of
contracts on  www.crz.gov.sk in
accordance with Article 4.6 and shall end
on the day (a) the overall Clinical Trial
report is completed or (b) the Sponsor
/CRO makes its last  payment,
whichever occurs later.

11.2 The rights and obligations of the Sponsor
and/or CRO and the Contracting Partners
that are set forth in this Agreement and
by nature are to survive this Agreement
(including, without limitation, rights with
respect to  ownership, Inventions,
confidentiality, publication, anti-bribery,
liability and indemnification) shall
remain in effect even after this Agreement
is terminated.

Article 12 — Termination

12.1 Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal
regulations, the Sponsor and/or CRO
reserves the right to terminate this
Agreement at any time without cause
based on thirty-day written notice. The
notice period begins on the first day of the
month following the month in which the
written notice was delivered to the other
Contracting parties. Immediately upon
receipt of the written notice by other
Contracting party based on any provision
of this Agreement, the Center and the
Principal Investigator agree to (i) cease
recruiting and enrolling trial subjects in
the Clinical Trial, (ii) cease all
procedures to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and
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(iii) zdrzat' sa v maximalnej mozZnej
miere vytvarania d’alSich néakladov a
vydavkov. V pripade, Ze Centrum alebo
Zadavatel' oznami, Ze vypovedna doba
v dizke tridsiatich (30) dni je
nedostatocne dlha doba na
vyhodnotenie  rizik pre  zaradené
subjekty sktsania, ktorym sa podava
Skusany liek, budi Zmluvné strany
spolupracovatt na tom, aby bola
bezpe¢ne ukoncend liecba tychto
subjektov skaSania tymto SkuSanym
lickom v priebehu  vzajomne
dohodnutej doby, ale v ziadnom pripade
nebude zaviazok Zadavatela dodavat
Sktsany liek podla tejto Zmluvy trvat
dlhsie ako primerant dobsu.

(iii) refrain as much as possible from
incurring additional costs and expenses.
In the case that the Center or the
Sponsor/CRO announces that the thirty-
day notice does not provide enough time
to evaluate risks for enrolled trial
subjects who receive the Investigational
medicinal product, the Contracting
Parties shall cooperate so that the
treatment of the trial subjects with the
Investigational medicinal product would
be safely terminated during a mutually
agreed period of time; however, the
Sponsor shall not be required to provide
the Investigational medicinal product
based on this Agreement for an
unreasonable period of time.



12.2 Zmluvni partneri a Zadavatel’, kazdy z

nich, maju pravo ukon¢it’ tito Zmluvu s
okamzitym ucinkom formou pisomnej
vypovede dorucenej druhej Zmluvnej
strane v pripade, Ze vykonavanie
Klinického skusania v Centre musi byt’
ukon¢ené =z lekarskych alebo etickych
dovodov na zaklade poziadavku
odpovednej etickej komisie alebo za
ucelom ochrany zdravia subjektov
klinického skug$ania. U¢inky takejto
vypovede nastani dinom jej dorucenia
poslednej zo  Zmluvnych  stran.
Ukoncenie Zmluvy Zmluvnymi
partnermi podla predchadzajicej vety
je Hlavny skuSajici povinny vopred
prekonzultovat’ S0 Zadavatel'om a/alebo
CRO. Thned po doruceni pisomnej
vypovede tejto  Zmluvy  druhej
zmluvnej strane na zaklade
ktoréhokol'vek ustanovenia  tejto
Zmluvy, sa Centrum a Hlavny skusajici
zavdzuji (i) zastavit nabor a
zarad'ovanie subjektov skaSania do
Klinického  sktsania, (ii) =zastavit
vykonavanie vSetkych postupov, u uz
zahrnutych subjektov skusania, a to v
miere, v akej to dovoluje lekarske
hladisko, a (iii) zdrzat' sa v maximalnej
moznej miere  vytvarania d’alSich
nakladov a vydavkov. Zmluvné strany
budu spolupracovat’ na tom, aby bola
bezpetne ukoncena lieCba subjektov
skiisania Skusanym liekom v priebehu
vzajomne dohodnutej doby, ale v
ziadnom pripade nebude zavizok
Zadavatela dodavat Skusany liek
podla tejto Zmluvy trvat’ dlhsie ako
primerani  dobu. Bez ohladu na
predchadzajuce ustanovenie, v pripade
kritickych alebo délezitych zisteni v
ramci auditu alebo inspekcie tykajucich
sa spravnej klinickej praxe, dohladu
nad liekmi  alebo  regula¢nych
zalezitosti, praxe alebo postupu, ktoré
maju nepriaznivy Vvplyv na prava,
bezpecnost, alebo celkovia pohodu
subjektov  skuSania alebo  ktoré
mozu

12.2 The Contracting Partners and the

Sponsor each have the right to terminate
this Agreement with immediate effect
by giving written notice to the other
party in the case that the Clinical Trial at
the Center needs to be terminated
following a request to do so by the
responsible IRB/IEC or if such
termination is required to protect the
health of trial subjects. Such termination
becomes effective on the date of its
receipt by the last of the Contracting
Parties. The Principal Investigator must
consult termination of this Agreementby
the Contracting Partners under the
previous sentence with the Sponsor
and/or CRO beforehand. Immediately
upon receipt of the written notice by
other Contracting Party based on any
provision of this Agreement, the Center
and the Principal Investigator agree to

(i) cease recruiting and enrolling trial
subjects in the Clinical Trial, (ii) cease all
procedures to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and (iii)
refrain as much as possible from
incurring additional costs and expenses.
The Contracting Parties shall cooperate
so that the treatment of the trial subjects
with  the investigational —medicinal
product would be safely terminated
during a mutually agreed period of time;
however, the Sponsor shall not be
required to provide the investigational
medicinal product based on this
Agreement for an unreasonable period of
time. Without prejudice to the
foregoing, in the event of critical or
important findings from an audit or
inspection related to good clinical
practice, pharmacovigilance or
regulatory matters, practice or procedure
that have a negative impact on the rights,
safety or well-being of trial subjects or
that may pose a potential risk to public
health or that may render Clinical Trial
data inadmissible or that seriously
violate applicable legal regulation and
rules,



124 Ak sa Zadavatel

predstavovat’ potencialne riziko pre
verejné zdravie alebo ktoré mézu mat
za nasledok neprijatelnost’ udajov z
Klinického skusania alebo  ktoré
predstavuji vazne porusenie
prislusnych pravnych predpisov a
pravidiel, ma Zadavatel’ a /alebo CRO
pravo  (podla svojej volby) s
okamzitym ucinkom docasne zastavit’
nabor subjektov skusania, kym nebuda
predmetné zistenia uplne postdené
alebo s okamzitym ucinkom pisomne
vypovedat’ tato Zmluvu.

12.3 V pripade, Ze ktorékol'vek z povoleni

alebo  suhlasov  potrebnych  na
vykonavanie Klinického sktsania je (i)
S pravoplatne zamietnuté alebo (ii)
pravoplatne rusené, skonci tato Zmluva
automaticky diiom dorucenia
oznamenia (rozhodnutia) o takomto
pravoplatnom zamietnuti alebo
pravoplatnom zruseni.

alalebo CRO
primerane domnieva, ze Zmluvni
partneri nebudti schopni zacat’ nabor
alebo plnit’ svoje povinnosti tykajice sa
naboru vV ramci dohodnutej lehoty, ma
Zadavatel' a/alebo CRO pravo na
zaklade ozndmenia doruceného
Zmluvnym partnerom (a) s okamzitym
ucinkom  znizit  pocet  subjektov
skuSania, ktori sa maju zaradit' do
Klinického skui$ania; alebo (b) predizit
dobu naboru; alebo (c) ukongit thto
Zmluvu vypovedou. Podl'a pismena C)
moze Zadavatel pisomne vypovedat
Zmluvu s okamzitym ucinkom, avsak
len ak vopred pisomne upozornil
Zmluvnych partnerov na ich omeskania
S naborom  subjektov skuSania a
poziadal ich 0 napravu v dodatocne;
primeranej lehote, ktort im na tento
ucel stanovuje, a Zmluvni partneri ani v
takej dodato¢nej lehote  napravu
neurobia. Zmluvni partneri musia byt
0 moznosti Zadavatel'a/CRO vypovedat’
tato Zmluvu s okamzitym uéinkom Vv
pripade, ak  Zmluvni partneri
nezjednaji napravu ani V dodatocne
stanovenej lehote, nalezite pisomne
pouceni.

12.3

the Sponsor and/or CRO reserves the
right (at its own discretion) to
temporarily stop the recruitment of trial
subjects with immediate effect until the
relevant findings are fully assessed or to
terminate by written notice this
Agreement with immediate effect.

In the case that any authorization or
consent necessary for the performance of
the Clinical Trial is (i) finally rejected or
(i) withdrawn, this Agreement shall be
automatically terminated on the day of
receipt of notification (decision) of such
final rejection or withdrawal.

12.4 In the case that the Sponsor and/or CRO

reasonably believes that the Contracting
Partners shall be unable to start
recruitment or to fulfil their recruitment
obligations by the agreed deadline, the
Sponsor and/or CRO shall have the right,
by sending written notice to the
Contracting Partners, to (a) decrease with
immediate effect the number of trial
subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), the Sponsor
may terminate this Agreement by written
notice with immediate effect, provided
that the Sponsor informed the Contracting
Partners about their delay with recruiting
trial subjects in writing beforehand and
asked them to remedy this delay within
an additional reasonable time- limit and
the Contracting Partners failed to
remedy this delay within such additional
reasonable time-limit. The Contracting
parties must be duly informed in writing
about the Sponsor/CRQO’s possibility to
terminate this Agreement with immediate
effect if the Contracting Parties do not
remedy the situation even within an
additional period of time.



12.5 V pripade, ze Zadavatel’ a/alebo CRO

neschvali nového Hlavného
skusajiceho podla ¢l. 2.27 alebo sa
tento novy Hlavny skuSajiici pisomne
nezaviaze K povinnostiam podla tejto
Zmluvy, Zadavatel/CRO je opravneny
tato Zmluvu ukoncit’ vypovedou ku
ditu dorucenia vypovede Centru. V
pripade, ze Hlavny skuasajici a
Zadavatel/CRO maju zaujem
pokracovat’ v spolupraci pri
vykonavani Klinického skasania v inom
zdravotnickom zariadeni, Centrum sa
zavidzuje poskytnut’  stéinnost’  pri
prevedeni relevantnych udajov,
informacii a materidlu, ktoré nie su
vlastnictvom  Centra, Vv  prospech
nového centra.

12.6 V pripade, Ze pocas auditu alebo

inSpekcie regulacnych organov bude
zistené porusenie ustanoveni tejto
Zmluvy alebo Protokolu zo strany Centra
alebo Hlavného skusajuceho (alebo
nedodrZanie ustanoveni tejto Zmluvy z0
strany ktoréhokol'vek iného  Clena
Studijného timu), ma
Zadavatel/CROpravo  tato  Zmluvu
pisomne vypovedat s okamZitou
ucinnostou, pricom Ucinky takejto
vypovede nastani dnom jej doruéenia
poslednej zo Zmluvnych stran.

12.7 Zadavatel' je povinny uhradit’ vsetky

dlzné ciastky za riadne poskytnuté
sluzby Zmluvnymi partnermi na zéklade
tejto Zmluvy a naklady, ktoré im
odovodnene vznikli, ku dfiu dorucenia
vypovede alebo v pripade ukoncenia
tejto  Zmluvy podla ¢1.12.1 Kk
poslednému diiu vypovednej lehoty
alebo v pripade ukonéenia tejto Zmluvy
podla ¢l. 12.3 ku diu dorucenia
pravoplatného zamietnutia. Ak Centrum
preukazatelne obdrzalo vysSiu sumu
odmeny a nakladov, na ktoré mu podl'a
skuto¢ne vykonanych c¢innosti vznikol
narok v sulade s touto Zmluvou,
Centrum sa prislusny rozdiel zavizuje
zaplatit' spat’ Zadavatel'ovi/CRO bez
zbyto¢ného odkladu.

12.5 In the case that the Sponsor and/or CRO

does not approve a new Principal
Investigator pursuant to Article 2.27 or
a new Principal Investigator does not
accept in writing the obligations under
this Agreement, the Sponsor/CRO may
terminate this Agreement as of the day
of delivery of the termination notice to
the Center. In the case that the Principal
Investigator and the Sponsor/CRO wish to
continue to cooperate with regard to the
Clinical Trial in another medical facility,
the Center agrees to cooperate with
transferring  relevant data, information
and materials that are not owned by the
Center to such a medical

12.6 In the case that an audit or inspection of

supervising authorities discovers a breach
of this Agreement or the Protocol on the
part of the Center or the Principal
Investigator (or failure by any Clinical
Trial Team Members to observe the
provisions of this Agreement), the
Sponsor/CRO shall have the right to
terminate this Agreement by written notice
with  immediate effect, and such
termination becomes effective on the date
of its delivery to the last of the Contracting
Parties.

12.7 The Sponsor must pay all outstanding

amounts for the services properly provided
by the Contracting Partners based on this
Agreement and all reasonably incurred
costs, as of the day of receipt of the notice
or, in the case that this Agreement is
terminated pursuant to Article 12.1, as of
the last day of the termination period or, in
the case that this Agreement is terminated
pursuant to Article 12.3, as of the day of
receipt of the final rejection. In the case
that the Center provably received higher
payments than the payments due
according to the work actually performed
based on this Agreement, the Center shall
refund the balance to the Sponsor/CRO
without undue delay.



12.8 Pri skonfeni Zmluvy sa Zmluvni

partneri zavizuju vratit Zadavatelovi
vSetok nespotrebovany materidl a
predmety, ktoré im boli poskytnuté v
suvislosti s Klinickym skusanim, a to
najneskor do tridsiatich (30) pracovnych
dni od datumu ukoncenia Zmluvy.

Cl. 13 - Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je

podmienené Ziadnym existujucim alebo
budiacim obchodnym vztahom medzi
Zmluvnymi partnermi a Zadavatel'om
ani ziadnym obchodnym rozhodnutim,
ktoré Zmluvni partneri urobili alebo
urobia  vo€i  Zadavatefovi  alebo
vyrobkom obchodovanym Zadéavatel'om.

12.8 Upon termination of this Agreement, the

Contracting Partners shall return to the
Sponsor and/or CRO all unused
materials and items provided to the
Contracting Partners in relation to the
Clinical Trial within thirty (30) working
days of the day of termination of this
Agreement.

Article 13 — Miscellaneous

13.1 The conclusion of this Agreement is not

contingent on any existing or future
business relationship between the Sponsor
and/or CRO and the Contracting Partners
or on any business decision that the
Contracting Partners made or shall make
with respect to the Sponsor/CRO or the
products sold by the Sponsor.



13.2 Zmluvni partneri sa zavizuju plnit’ svoje

povinnosti  podla tejto  Zmluvy
sposobom, ktory bude v stlade s
prislusSnymi  pravnymi predpismi
zameranymi proti korupcii a
podplacaniu a v sulade s prilohou €. 3.
Zmluvni partneri zavézne vyhlasuju, Ze
v suvislosti S Klinickym skuSanim
neposkytli ani neposkytnt ziadnu platbu
ani prospech, priamo alebo nepriamo,
uradnej 0sobe, zakaznikom,
obchodnym partnerom, odbornikom Vv
zdravotnictve ani Ziadnej inej osobe (ani
ziadnu platbu ¢i prospech od tychto
0s6b neprijmi) na el ziskania
nedovoleného prospechu alebo nekalej
obchodnej vyhody, nebudu
ovplyviiovat rozhodovanie %
stkromnej  ani  verejnej sfére,
predpisovanie, ani nebudid nikoho
podnecovat’ K porusovaniu profesijnych
povinnosti alebo pravidiel. Zmluvni
partneri sa  zavdzuji  bezodkladne
pisomne oznamit’ Zadavatel'ovi
a/lnebo CRO kazdé podozrenie ¢i
zistené poruSenie vysSie uvedenych
zasad v suvislosti s obchodnou
¢innost'ou Zadavatel'a a budi v tychto
pripadoch spolupracovat’ S0
Zadavatelom  pri  preSetreni takej
zalezitosti.

13.3Zmluvné strany vyhlasuji, Zze nemaji v

stcasnosti uzatvorent ziadnu zmluvu
ani  zavizok, ktorych plnenie by
negativne ovplyvnilo plnenie povinnosti
vo¢i Zadavatelovi a/nebo CRO na
zaklade tejto Zmluvy a sucasne sa
zavdzuji po celu dobu priebehu
Klinického sktSania Zziadnu takuto
zmluvu neuzavriet ani ziadny takyto
zavazok neprijat. Hlavny skasajuci ruci
za to, ze ziadny z Clenov $tudijného
timu nema Vv sucasnej dobe uzatvorenu
ziadnu takato Zmluvu, a zavizuje sa
zabezpetit, ze ziadny z Clenov
Studijného  timu  takato  zmluvu
neuzavrie.

13.2 The Contracting Partners agree to

perform their obligations under this
Agreement in  compliance  with
applicable  anti-bribery and  anti-
corruption laws and in compliance with
Appendix 3. The Contracting Partners
represent and warrant that in connection
with the Clinical Trial they did not accept
or provide and shall not accept or provide
any payment or Dbenefit, directly or
indirectly, to/from government officials,
customers, business partners, healthcare
professionals or any other persons in
order to secure an improper benefit or
unfair business advantage, shall not
influence private or official decision-
making, shall not influence prescribing
and shall not instigate anyone to breach
professional duties or rules. The
Contracting Partners agree  to
immediately report to the Sponsor and/or
CRO in writing any suspected or detected
violation of the above principles in
connection with the Sponsor’s business
activity and, in such cases, shall
cooperate with the Sponsor in reviewing
the matter.

13.3 The Contracting Partners represent and

warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of
their obligations with respect to the
Sponsor and/or CRO based on this
Agreement and agree not to enter into any
such agreement or accept any such
obligation in the course of the Clinical
Trial.  The  Principal  Investigator
warrants that no Clinical Trial Team
Member is presently under any such
agreement and agrees to ensure that no
Clinical Trial Team Member shall enter
into any such agreement.



13.4 Tato

Zmluva obsahuje  Gplné
dojednanie o predmete Zmluvy a
vSetkych nalezitostiach, ktoré Zmluvné
strany mali a chceli v Zmluve dojednat,
a ktoré povazuju za dolezité. Sucasne
Zmluvné strany vyhlasuji, ze Si
vzajomne oznamili vSetky informacie,
ktoré povazujii za ddlezit¢ a podstatné
na uzatvorenie tejto Zmluvy.

Zmluvné strany prejavili  volu
neuplatiiovat’  akékol'vek prava a
povinnosti Zmluvnych stran vyvodené z
doterajsej  alebo  budicej  praxe
zavedenej medzi nimi alebo zvyklosti
udrziavanych vsSeobecne ¢i Vv odvetvi
tykajucom sa predmetu plnenia tejto
Zmluvy,  pokial  tato  Zmluva
neustanovuje inak.

13.6 Kazdd zo Zmluvnych stran kona ako

nezavisly subjekt a na ziadne tcely nie je
V postaveni partnera, sprostredkovatel’a,
zamestnanca ani  zastupcu  druhej
Zmluvnej strany.

13.4 This Agreement represents an entire

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

13.5 The Contracting Parties do not wish to

have any of their rights and obligations
implied from current or future practice
established between them or from usages
observed in general or in the industry
related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

13.6 Each Contracting Party shall act as an

independent entity and shall not be
construed for any purposes as a partner,
agent, employee or representative to the
other Contracting Party.



CRO—moze slobodne postlpit’
ktorékol'vek alebo vsetky svoje prava a
delegovat’ ktorékol'vek alebo vSetky
svoje povinnosti podla tejto zmluvy na
Zadavatela na zaklade pisomného
oznamenia Centru. CRO (alebo
Zadavatel’ po vymenovani a delegovani
zo strany CRO) modze tiez na zéklade
predchadzajiceho oznamenia Centru
slobodne  delegovat a  postupit’
povinnosti a prava suvisiace S
Klinickym skiSanim na externého
poskytovatel'a a moze volne delegovat’
alebo postupit’ svoje povinnosti alebo
prava suvisiace s Klinickym skusanim
ktorejkol'vek Prepojene;j osobe
spolo¢nosti Zadavatel'a. CRO nesmie
bez pisomného stihlasu dotknutej strany
inak postipit’ svoje prava ani delegovat’
svoje povinnosti podla tejto Zmluvy. Ak
Zadavatel/CRO deleguje alebo plni
prostrednictvom subdodavatel'ov
ktorékol'vek povinnosti, CRO alebo
Zadavatel' zostdva zodpovednym pre
Centrum za plnenie tychto povinnosti.
Ak CRO postupi vSetky prava a
povinnosti CRO podl'a tejto Zmluvy v
sulade s podmienkami tejto Zmluvy na
in¢ého poskytovatela sluzieb, tento
poskytovatel’ sluzieb bude zodpovedny
za plnenie  vSetkych  povinnosti.
Uvedené skuto¢nosti musia byt’ pisomne
ozndmené Centru. Okrem vysSie
uvedeného nie je ziadna zo Zmluvnych
stran opravnena postipit’ SVoje prava a
/ alebo povinnosti uplne ani scasti na
tretiu stranu bez predchadzajuceho
pisomného suhlasu ostatnych
Zmluvnych  stran.  Tato  Zmluva
zaviazuje Zmluvné strany, ako aj ich
pravnych nastupcov a osoby, na ktoré
budu prava azavizky Zmluvnych stran v
stlade s tymto ¢lankom postipené..

13.7 CRO may freely assign any or all of its

rights and delegate any or all of its duties
under this Agreement to Sponsor on
written notice to Contracting Partners.
CRO (or Sponsor, following assignment
and delegation by CRO) may also freely
delegate and assign Clinical Trial-related
duties and rights to an external provider
upon advance notice to Contracting
Partners, and may freely delegate or
assign its Clinical Trial-related duties or
rights to any Sponsor affiliate. CRO may
not otherwise assign its rights or delegate
its duties under this Agreement without
written permission from the affected
party. If CRO or Sponsor delegates or
subcontracts any duties, CRO or Sponsor
remains responsible to Contracting
Partners, for the performance of those
duties. If CRO assigns all of CRO's rights
and duties under this Agreement, in
accordance with the terms herein, to
another service provider, that service
provider will become responsible for
performance of all duties. Save for the
foregoing, neither Contracting Party may
assign its rights or obligations under this
Agreement, in whole or in part, to a third
party without the prior written consent of
the other Contracting Parties. This
Agreement is binding for all Contracting
Parties as well as their legal successors
and parties to which the rights and
obligations of the Contracting Parties
shall be assigned in compliance with this
Article.



13.8 Neplatnost alebo nevymahatelnost’

13.9

konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost ostatnych
ustanoveni. Zmluvné strany sa zavizuju
nahradit’ neplatné a nevymahatel'né
ustanovenie platnym a vymahatelnym
ustanovenim, podla potreby, ktorym
bude ¢o mozno najbliz§ie dosiahnuty
umysel, ktory Zmluvné strany maliv
Case uzavretia tejto Zmluvy.

Jednostranné vzdanie sa prava alebo
tichy suhlas alebo neuspesné dovolania
sa porusenia ktoréhokol'vek
ustanovenia tejto Zmluvy
ktoroukol'vek  Zmluvnou stranou
nezaklada jednostranné vzdanie sa prava
Vv suvislosti S akymkol'vek naslednym
porusenim ktoréhokol'vek ustanovenia
teito Zmluvy.

13.10 Pokial nie je v tejto Zmluve dohodnuté

inak, povazuje sa za kontaktnu
osobu Centra JUDr. Zuzana Rosinska.
Ukon urobeny voéi Centru sa
povazuje za riadne urobeny aj voci
Hlavnému skusajucemu, resp. Clenom
Studijného timu.

13.8 The invalidity or unenforceability of a

13.9

13.10 Unless

particular provision of this Agreement
shall not prejudice the validity of the
remaining provisions. The Contracting
Parties agree to replace the invalid or
unenforceable provision with a valid or
enforceable  provision  that  shall
correspond as much as possible to the
intent of the Contracting Parties at the time
they entered into this Agreement.

A unilateral waiver of a right or
acquiescence or failure to claim a breach
of any provision of this Agreement by
any Contracting Party shall not establish
a unilateral waiver of such right with
respect to any subsequent breach of any
provision of this Agreement.

otherwise agreed in this
Agreement, the Center’s contact person
shall be JUDr. Zuzana Rosinska. All
actions taken with respect to the Center
shall be deemed as actions taken respect
to the Principal Investigator or Clinical
Trial Team Members as well.



13.13 Tato Zmluva

13.11 Zmluvné strany sa dohodli, ze tato

Zmluva méze byt s dalej uvedenou
vynimkou menena iba  pisomne
prostrednictvom vzostupne
oc¢islovanych dodatkov podpisanych
vSetkymi Zmluvnymi stranami.
Zmluvné strany nemusia uzavriet
dodatok k tejto Zmluve v pripade tzv.
nepodstatnych ~ zmien Protokolu.
Nepodstatnou zmenou Protokolu sa
pritom rozumie taka zmena Protokolu,
ktora nemeni rozsah ¢i  spOsob
vykonavania ukonov (najma
vySetrenie) vykonavanych Zmluvnymi
partnermi v ramci Klinického skuSania a
nema teda akykol'vek vplyv na vysku
odmeny za vykonavanie Klinického
skuSania ¢i inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu
st aéinné diiom ich dorucenia Centru

13.12 Tato Zmluva je vytvorena a riadi sa

slovenskym pravom. Zmluvné strany sa
v stulade s ustanovenim § 262 ods. 1
a 2 Obchodného zakonniku vyslovne
dohodli, Ze ich zavdzkovy vzt'ah
upraveny touto Zmluvou sa bude riadit’
Obchodnym  zakonnikom. Zmluvné
strany sa d’alej dohodli, ze vSetky spory
vzniknuté z tejto Zmluvy budu rieSené
vecne a miestne prislusnymi sudmi
Slovenskej republiky.

je vyhotovena v
slovenskom a v anglickom jazyku,
pricom Zmluvné strany povazuju obe
jazykové verzie za rovnocenné, avSak
pre pripad vykladovych nezrovnalosti
medzi  jednotlivymi  verziami sa
Zmluvné strany dohodli, ze prednost’ ma
slovenska verzia Zmluvy.

13.11 The Contracting Parties have agreed that
this Agreement may be changed,
excluding the exception mentioned
below, only through written
consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to
execute an amendment to this Agreement
in case of so-called minor changes in the
Protocol. A minor change in the Protocol
means a change in the Protocol that does
not change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners
as part of the Clinical Trial and has no
impact on remuneration for performing
the Clinical Trial or on any other prices
specified in this Agreement.  Minor
changes in the Protocol shall come into
effect on the day of their delivery to the
Center

13.12 This Agreement is construed and governed
by the Slovak law, The Contracting Parties, in
accordance with the provision of Section 262
para. 1 and 2 of Commercial Code, expressly
agree that their contractual relationship
regulated by this Agreement shall be governed
by the Commercial Code. The Contracting
Parties have further agreed that any dispute
arising from this Agreement shall be decided
by materially and locally competent courts of
the Slovak Republic.

13.13 This Agreement has been drawn up in
the Slovak and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation  discrepancy  between  the
individual versions, the Slovak version shall
prevail as agreed by the Contracting Parties.




CL. 14 - Prilohy

Nasledujuce prilohy tvoria neoddelitelna
stcast’ tejto Zmluvy, pokial’ nie je v tejto
Zmluve stanovené inak:

Priloha ¢. 1: Finan¢né podmienky
Priloha ¢. 2: Spracovanie

osobnych udajov

Priloha ¢. 3: Medzinarodné Protikorup¢né
pravidla

Priloha ¢. 4: Neaplikovatelné

Priloha ¢. 5: P Neaplikovatelné
Priloha ¢. 6: Formular zmluvy na zverejnenie
Priloha ¢. 7: Neaplikovatelné

Priloha €. 8 Dodato¢né zmluvné podmienky

Article 14 — Appendices
The following Appendices constitute an integral

part of this Agreement, unless set forth
otherwise herein:

Appendix 1: Financial Terms
Appendix 2: Personal Data
Processing

Appendix 3: International Anti-Bribery &

Appendix 4: Not applicable

Appendix 5: Neaplikovatelné
Appendix 6: Agreement Disclosure Form
Appendix 7 Not applicable

Appendix 8: Additional terms and
Conditions



PAREXEL International (IRL) Limited

Miesto / Place Praha

Datum / Date 15.11.2022

Meno a priezvisko / First and last
name: Funkcia / Position:

Centrum/ Center

Miesto / Place Banska Bystrica

Datum / Date 22.11.2022

Meno a priezvisko / First and last name:
Ing. Juraj Gallo

Pracovna pozicia / Position:
riaditel’

Hlavny skusajuci / Principal Investigator

Miesto / Place Banska Bystrica

Datum / Date 21.11.2022

Meno a priezvisko / First and last name:
MUDr. Iveta Valachova



APPENDIX 1/PRILOHA 1
Financial Terms/Platobné podmienky

The Payee must provide PAREXEL
International (IRL) Limited, in writing, full
payment instructions for the payee listed
above, including completion of applicable
payment processing forms, before any
payments can be made under the
Agreement. The Institution is obligated to
inform Pfizer / CRO, in writing, of any
changes or required updates of payment
instructions and/or bank details.

Prijemca platby musi pisomne poskytnat
uplné platobné pokyny pre CRO, aby bolo
mozné  akukol'vek platbu  vykonat.
Prijemca platby je povinny pisomne
informovat’ CRO o akychkol'vek zmenach
alebo povinnych aktualizaciach platobnych
pokynov a/alebo bankovych tidajov

No payments will be made to the Institution
until the following are completed: (1)
execution of the Agreement, (2) submission
of all regulatory documents to Pfizer / CRO,
and (3) IRB approval

Ziadna platba nebude ingtitacii uhradena
do okamziku splnienia nasledujucich
podmienok: (1) zmluva bude platne
uzavrena, (2) vSetky administrativne pravne
dokumenty  budi  riadne  predané
spolocnosti Pfizer /CRO a (3) bude vydané
schvalenie nezavislej etickej komisie.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately in
accordance with Section 14 (Refunds)
below. If Institution fails to do so, Pfizer,
in its sole discretion, may apply such
unearned sums to payments otherwise due
in connection with Institution participation
in another Pfizer study or may pursue other

Ak je zmluva ukonéena skor nez su
zarobené vsetky platby, musi byt zvysSok
okamzite vrateny CRO v sulade s ¢lankom
14 (Vratenie platieb). Ak tak inStitacia
neurobi, spolo¢nost’ Pfizer moze na zéklade
vlastného uvazenia odcitat’ tieto nezarobené
sumy od platieb, ktoré treba vykonat v
stvislosti s uc€astou inStituicie v inom
skusani spolo¢nosti Pfizer, alebo moéze

available remedies. vyhladat  iné  dostupné  napravné
prostriedky
1. Per Subject Cost: The Per-| 1. Naklady na jedného ucastnika:

Subject Cost as defined in Exhibit
1 is based upon completion of all
visits and procedures in accordance
with the Study specifications set
forth in the Protocol. Payments
will be calculated based on Study
Data entered into EDC system and
will be paid as long as the site is in
compliance with the Protocol and
the terms of the Agreement
including the submission of an
invoice where required. CRO will
make payments on a quarterly basis
within forty-five (45) days of
completion of each activity period
based upon the services completed
during the previous three (3)
months. The initial activity period
will begin on the first day of the
month in which the first patient is

Néklady na jedného ucastnika
definované v dolozke 1 st zaloZené
na absolvovani vsetkych navstev

a procedur v stlade o)
Specifikaciou skiSania uvedenou
Vv protokole. Platby budu

vypocitané na zaklade udajov
skasania v EDC systéme a budu
vyplatené, ak pracovisko dodrziava
protokol  austanovenia  tejto
zmluvy, vratane  povinnosti
vystavit’ faktiru v pripade, Ze je to
pozadované. CRO bude vykonavat’
platby  kazdy  mesiac  do
Styridsiatich piatich (45) dni od
dokoncenia platobného obdobia na
zaklade sluzieb  dokoncenych
v predchadzajucich  troch  (3)
mesiacoch. Prvé platobné obdobie
zaCina prvym diom mesiaca,

screened. v ktorom bol zaradeny prvy
pacient.

2. Additional Treatment Related | 2. Dalsie naklady stivisiace

Costs: In addition to the Per- s lieébou: Okrem néakladov na

Subject Costs, CRO will

pay

jedného tucastnika zaplati CRO




Institution for the other Additional
Treatment Related Costs as set
forth in Exhibit 1. Institution shall
submit requests for payment for
Additional Treatment Related
Costs in accordance with Section
13 (Invoices & Payments),
including submission of any back-
up documentation or receipts for
pass-through expenses. Any costs
designated as invoiceable in
Exhibit 1 should be invoiced at the
visits or timepoints specified
therein and not submitted to third
party insurance payors.

institcii  aj  dalSie naklady
suvisiace so skuSanim stanovené
v DolozZke ¢. 1. V stlade s ¢lankom
13 (faktary aplatby) inStiticia

poziada o preplatenie  tychto
dalsich  nakladov  suavisiacich
skisanim aprilozi k tomu

podrobnui podporni dokumentaciu
alebo potvrdenky dokladajuce tieto
priebezné  vydaje.  Akékol'vek
naklady oznacené ako
fakturovatel'né v Dolozke ¢. 1,
musia byt vyfakturované CRO pri
navstevach alebo v casovych
bodoch s$pecifikovanych v Dolozke
¢. 1 a nebudu fakturované tretim
strandm - pojistovniam.

Final Payment: The final
payment will be paid upon final
review and acceptance of all Study
Data for Study Subjects by Pfizer /
CRO, completion of all required
administrative matters by the
Principal  Investigator  and/or
Institution, including, but not
limited to, resolution of all
outstanding queries, and the return
of any Pfizer or Vendor-provided
Equipment requested by Pfizer.

Zaverecna platba: Zaverecna
platba bude vyplatend potom, co
CRO a spolo¢nost’ Pfizer vykonaju
zaverecnu kontrolu a prijmu vSetky
udaje skuSania pre zaradenych
pacientov  potom, ¢o hlavny
skus$ajuci a/alebo institucia ukoncia
vSetky pozadované administrativne
ulohy, ktoré okrem iného zahfiiaji
vyjasnenie vSetkych nevyrieSenych
otazok avratenie akéhokol'vek
vybavenia spolocnosti Pfizer alebo
dodavatel’a, ktoré si spolo¢nost’
Pfizer a/alebo CRO vyziadala

4,

No Payment: Institution will not
be paid for any Study Subjects
whose enrollment in the Study
deviates from the Protocol’s
eligibility criteria or from whom
Study Data cannot be analyzed
because of Protocol deviations,
lack of proper records or
incomplete, uncorrected or
unverifiable CRFs.

Ziadna platba: Institucia
nedostane zaplatené za ziadneho
ucastnika skusania, ktorého
zaradenie do sku$ania sa odchyl'uje
od kvalifika¢nych kritérii
uvedenych v protokole, alebo u
ktorého nie je mozné analyzovat
udaje skuisania z dovodu odchylky
od protokolu, nedostatku vhodnych
zaznamov  alebo  neuplnych,
neopravenych alebo
neoveritelnych formularov CRF.

Investigational Drug: Per Section
8 of this Agreement, Pfizer/CRO
will provide the Pfizer Drug. The
following additional Protocol-
required drugs will be provided at
no charge or Pfizer will cover the
costs of as indicated below: None

Skusany liek: Podla ¢lanku 8 tejto
zmluvy poskytne skasany liek
spolo¢nost’”  Pfizer alebo CRO.
Nasledujiice ~ dodatocné  lieky
vyzadované protokolom budu tiez
poskytované  zadarmo,  alebo
spolo¢nost’ Pfizer uhradi naklady,
ako je uvedené nizsie: neuplatni sa

Standard of Care: Compensation
for all Protocol-required activities
to be performed by Institution is
included in the budget as
documented in Exhibit 1.

Standardna starostlivost’:
Kompenzacia za vSetky Cinnosti
pozadované protokolom, ktoré
maju byt vykonané v institucii, je
zahrnuta v rozpoc¢te v Dolozke €. 1.

Screen Failures: A “Screen
Failure” is a consented subject who
fails to meet the screening visit

Neuspesné skriningy:
»Neuspesny skrining® je ucastnik,
ktory poskytol suhlas, no nesplnil




criteria and is thus not eligible for
enrollment into the Study. Screen
Failures will be reimbursed as
outlined in Exhibit 1. To receive
payment for Screen Failures, the
Screening CRFs  must  be
completed. Institution shall request
payment for each Screen Failure in
accordance with  Section 13
(Invoices & Payments),
specifying the candidate’s
screening number (or other unique
identifier) and the date of the
Screen Failure.

kritéria  skriningovej navstevy,
apreto nespita podmienky na
zaradenie do skuSania. Neuspesné
skriningy budu preplatené tak, ako
je uvedené v Dolozke ¢. 1.

Scielom  ziskat platbu za
neuspesné skriningy musia byt
vyplnené formulare CRF zo
skriningu.  InStiticia  poziada
oplatbu za kazdy neuspesny

skrining v sulade s ¢lankom 13
(Faktury a platby) a uviest’
skriningové Cislo ucastnika (alebo
iny  jedineny  identifikator)
a datum neuspesného skriningu.

Procedures: The Parties agree that
the Exhibit 1 includes all Trial-
related costs, as referenced in the
Protocol. Institution will not be
reimbursed for any additional
testing, treatment, or procedures
not required by the Protocol or
specified in the Agreement or this
Attachment A, unless such
additional testing, treatment or
procedures are pre-approved by
Pfizer or CRO.

8. Patient Travel Expenses: Pfizer | 8. Cestovné naklady ucastnikov
will reimburse reasonable travel klinického _skiSania: Vv stlade
expenses per patient visit during s rozpoCtom S§tadie (v Dolozke 1
the Study at the rate set out in the niz8ie) preplati Pfizer cestovné
Budget (Exhibit 1). Travel vydaje pacientov za kazdu
reimbursement will be issued navstevu. InstitGcia vyplati tieto
directly by Institution to the Study Ciastky pacientom za ich cestovné
Subjects vydavije.

9. Chart _Review: Institution | 9. Postdenie zaznamu — pacientskej
eligibility for reimbursement of karty (Chart review). Institucia je
chart review expenses is subject to opravnena k preplateniu vydajov
prior approval of Pfizer / CRO. suvisejucich s posadenim zaznamu
The maximum amount of chart (Chart review) po predchodzej
review expenses reimbursable to dohode so spolo¢nostou Pfizer
Institution is reflected as an “Other /CRO. Maximalna ¢iastka, ktoru je
Study-Level Cost” in Exhibit 1, and mozné  vyplatit InStiticii  za
will be submitted for posudenie zaznamu (Chart review)
reimbursement in accordance with je uvedend v Dolozke €. 1 ako
Section 13 (Invoices & Payments) ostatné naklady spojené so Stadiou
below by Institution as a pass- abude Instituciou fakturovana
through expense in accordance v sulade s c¢lankom 13 (Faktary
with the “Other Study-Level Costs” a Platby) ako priebezné vydaje
and “Additional Treatment-Related vsulade s Ostatnymi nakladmi
Costs” sections above, including spojenymi so $tadiou a Dal$imi
submission to Pfizer of supporting nakladmi stvisiacimi so skuSanim,
timesheets  documenting  the vratane  predloZzenia  ¢asového
amount of hours used in chart vykazu dokladajuceho pocet hodin
reviews. Institution will not be vynalozenych  na  posudenie
reimbursed in excess of the amount zaznamov.  InStitacii  nebudu
specified in Exhibit 1. hradené  Ciastky  presahujice

celkovu ¢iastku v Dolozke ¢. 1:
10. Additional Testing, Treatment or | 10. DalSie testovanie, lie¢ba alebo

procediry:  Zmluvné  strany
suhlasia, Zze Dolozka 1 zahfia
vsetky ndklady suvisiace so
skiiSanim, ako su uvedené v
protokole. Institacii  nebudu
preplatené  Ziadne  dodatoc¢né
testovania, liecby ani procedury,
ktoré nevyzaduje protokol, alebo
ktoré nie su Specifikované v
zmluve, ¢i v tejto Prilohe A.
Vynimkou su dodatocné testy,
lieCba alebo procedury, ktoré




vopred schvalila CRO a/alebo
spolo¢nost’ Pfizer.

11. Invoices & Payments: CRO will

make payments within forty-five
(45) days of receipt and approval of
invoice.

For any costs not in Exhibit 1,
requests  for  payment  or
reimbursement or invoices must
not be submitted by Institution until
a contract amendment or a budget

modification letter has been
executed.
To expedite payment, such

invoices can be accompanied by a
copy of the amendment.

Invoices must be in the name of
PAREXEL International (IRL)
Limited and submitted in English.
Where hard copy invoices are
required they should be submitted
and addressed to:

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH

The following information shall be
provided when submitting an

invoice

e Invoice number

e Invoice date

e Invoice amount

e Date and description of
service provided as
described in Exhibit 1

e Principal Investigator
Name

e Institution/Center or
Site Name and
Address

e Pfizer assigned Site Id
(as listed above)
e Protocol Identifier or

Number

o VAT Registration
Number

e Any VAT charge,
relevant VAT
perecentage or

11. Faktary aPlatby. CRO vykona
platby do Styridsiatich piatich (45)
dni od prijatia a schvalenia faktary.

Institucia nesmie posielat’ faktary na
naklady, ktoré nie st uvedené v Dolozke €.
1, kym nebola plne vypracovana potrebnd
priloha k tejto zmluve alebo bol doruceny
list upravujici rozpocet. Na urychlenie
platby musia byt faktary sprevadzané
kdpiou takejto prilohy.

Pre trychlenie platieb, takéto faktury mozu
byt doplnené koépiou dodatku.

Faktiry musia byt vystavené na spol¢nost’
PAREXEL International (IRL) Limited
amusia byt vanglictine. V pripadoch,
kedy su vyzadované faktury v papierovej
podobe, tieto musia byt zaslané na adresu

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH

Nasledujuce informacie musi byt uvedené

na faktare

Cislo faktary

Datum faktiry

Ciastka faktury

Datum a popis sluzieb

poskytnutych v sulade

s Dolozkou ¢. 1

e Meno hlavného
skusajuceho

e Nazov a  adresa
institdcie a centra

e ID cislo centra
pridelené
spolo¢nost’ou Pfizer

e Cislo protokolu

o VAT

e DPH v pripade, ze je
aplikovatlna (%) alebo
informacia o zpetnom
zapocitani

e CRO ¢islo projektu

e CRO adresa uvedena
vyssie




indication of a ‘reverse

charge’ as appropriate
e CRO Project Number
e CRO Address (listed

above)

e Any other items
required by local
custom, regulation or
law in your
jurisdiction.

Failure to include required

information on all requests for payment or
reimbursement or invoices will result in
delayed payment.

e Dalsie informacie
vyzadované narodnym
pravom

Ak pozadované informacie nebudu
uvedené na vSetkych faktarach,
spdsobi to omeskanie platby

12. Refunds: To confirm process for | 12. Vritenie platieb: Pre potvrdenie
return of refunds, Institution shall vratenia  platieb, InStitacia
contact Pfizer at kontaktuje Pfizer na adrese
investigatorpayments@pfizer.com investigatorpayments@pfizer.com
or at such other contact as may be alebo iny kontakt, ktory jej moze
communicated to Institution from byt’ pripadne oznameny.
time to time.

13. Amendments: The following | 13. Zmeny:  Nasledujice  zmeny
Study budget changes may be rozpoctu $tadie buda uskutoénené
documented by a modification zaslanim dpuosi  upravujiceho
letter signed by Pfizer or its rozpocet podpisaného
authorized agent: (1) increases in spolo¢nostou Pfizer: (1) zvySenie
the total Study budget, with or rozpoc¢tu studie s alebo bez vplyvu
without modification of the na zmenu platobného kalendara,
payment  schedule, or (2) alebo (2) zmena platobného
modification of the payment kalendara bez vplyvu na celkovi
schedule with no change in total vysku rozpoctu Stadie
Study budget.

14. Inquiries: All inquiries regarding | 14. Zistovanie.  VSetky  zistenia
the reasons for any denial of, or tykajuce sa  dovodov  alebo

failure to approve, a request for
payment or reimbursement or
invoice must be directed to the
CRO at
InvestigatorPaymentHelpDesk@p
arexel.com, or such other contact as
may be communicated to
Institution from time to time.

neschvalenia poziadavku na platbu
musia byt adresované CRO na
adresu
InvestigatorPaymentHelpDesk@p
arexel.com, alebo na ina adresu
oznamenu Institucii.



mailto:InvestigatorPaymentHelpDesk@parexel.com
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Additional Procedures Not included in the Per Subject Cost (Procedures not tied to a specific visit) - All Fees Inclusive of Overhead

D ¢né vykony nezahrnuté v platbe za

(vykony

s

- vSetky platby vratane rézie

Other Study Level Costs

Ostatné naklady studie

Procedure/Vykon

Comments/Komentar

Cost/Cena

Cena 20%

175.00]

175.00

Record Archiving/Arachivacia

Screen Failure
Paient, ktory bol vyradeny pri skriningu
V1

Applicable to subjects who SF at Visit 1.
Cost reflects V1 with 25% reduction, no
overhead paid. Max 3 SFs per site.
Aplikovatelné na subjekty vyradené pri
skriningu na navsteve 1. Cena odraza
cenu V1 s 25% zrazkou, bez réZie.
Povolené s max. 3 SF na centre

Screen Fails Visit 2
Paient, ktory bol vyradeny pri skriningu
|navsteva 2

153.06

30.61]

/Applicable to subjects who SF at Visit 2.
Cost reflects V1 with 25% reduction at
V2, no overhead paid. Max 1 SF per
site. Additional SFs eligible for invoice
with prior approval by Pfizer
Aplikovatelné na subjekty, ktoré boli
vyradené pri skriningu na navsteve ¢. 2.
Cena odréaza cenu V1 s 25% zrazkou na
V2, bez réZie. Povoleny je max. 1 SF na
centre. Dodatocné SF je mozné
fakturovat' vyluéne po predchadzajicom
sphlase spolocnosti Pfizer

Screen Fails Visit 4
Paient, ktory bol vyradeny pri skriningu
navsteva 4

250.27

50.05|

/Applicable to subjects who SF at Visit 4.
Cost reflects V1, V2, V3 with 25%
reduction at V4, no overhead paid. Max
1 SF per site. Additional SFs eligible
for invoice with prior approval by Pfizer
Aplikovatelné na subjekty, ktoré boli
vyradené pri skriningu na navsteve ¢. 4.
Cena odraza cenu V1, V2,V3 s 25%
zrazkou na V4, bez rézie. Povoleny je
max. 1 SF na centre. Dodatoéné SF je
mozné fakturovat vyluéne po
predchadzajicom sphlase spolocnosti
Pfizer

279.15

55.83]

Urine Pregnancy Test (Unscheduled)
Tehotensky test z moci (neplanovany)

Pregnancy tests may also be repeated
as per request of IRB/ECs or if required
by local laws.

Tehotenské testy se mohou opakovat'
na Ziadost etickych komisi alebo
zakonnych

22.29]

Serum Pregnancy Test (Unscheduled)
Tehotensky test zo séra (neplanovany)

Pregnancy tests may also be repeated
as per request of IRB/ECs or if required
by local laws.

Tehotenské testy se mohou opakovat'
na Ziadost etickych komisi alebo
zakonnych poZiadavkov.

iConnect Fee (Chart Review)
Platba Iconnect (Kontrola tabulky)

35.40]

37.62]

7.52

Caregiver Travel Stipends
Cestovné naklady doprevadzajlicej osoby

i.e. Meals & Travel (stravné a cestovné)

26.00]

26.00]

Caregiver Travel Stipends

Cestovné naklady dopi j 0soby

Visit with Endoscopy/Navsteva s
jiou

150.00

150.00




APPENDIX 2 /PRILOHA C. 2
Personal Data Processing / Spracovanie osobnych idajov

1. Definitions. Capitalized terms used in
this Attachment E will have the meaning
assigned to them in this Section 1 of
Attachment E. All capitalized terms not
otherwise defined in Attachment E will
have the meaning assigned to them in the
Agreement.

(@) “Applicable Law” means any
applicable law, regulation, or other
legal requirement to the services
provided under the Agreement.

(b) “Controller’will mean the entity
that alone or jointly with others
determines the purposes and means
of the Processing of Personal Data.

(c) “Data Security Breach” means a
breach of security leading to the
accidental or unlawful destruction,
loss, alteration, unauthorised
disclosure of, or access to, Personal
Data that has been transmitted,
stored, or otherwise processed.

(d) “Security Incident” will mean (i)
Data Security Breach; (ii) a security
vulnerability that carries a material
risk  of  compromising the
confidentiality, integrity, or security
of Personal Data; (iii) a violation of
Applicable Law relating to the
Processing of Personal Data under
this Agreement, or (iv) or any
unauthorized acquisition, access or
use of Personal Data that triggers a
breach notification obligation under
Applicable Law. A Security
Incident will exclude the following:

(i) any unintentional
acquisition, access, or use of
Personal Data by an
employee or agent of
Institution  or  Principal
Investigator if such
acquisition, access, or use
was made in good faith and
does not result in further

1. Definicie. Terminy uvedené velkymi
pismenami v tejto Prilohe E maji vyznam,
ktory je im prideleny v tejto 1. Casti Prilohy
E. Vsetky terminy uvedené velkymi
pismenami, ktoré nie si definované inak v
Prilohe E, maju vyznam, ktory je im
prideleny v zmluve.

(a) ,,Prislusny zakon“ znamend kazdy
platny zakon, predpis alebo ind zdkonna
poziadavka vztahujica sa na sluzby
poskytované podla tejto zmluvy.

(b) ,,Prevadzkovatel znamena subjekt,
ktory samostatne alebo spolo¢ne s inymi
uruje Ucely a prostriedky Spractivania
Osobnych udajov.

(c) ,,Porusenie bezpefnosti udajov“
znamena naruSenie bezpecnosti veduce k
nahodnému alebo nezakonnému zniceniu,
strate, zmene, neopravnenému zverejneniu
alebo poskytnutiu Osobnych udajov, ktoré
boli odoslané, uchovavané alebo inak
spracuvang.

(d) ,,Bezpecnostny incident* znamena (i)
poruSenie  bezpe€nosti  Udajov;  (ii)
naruSitelnost’ bezpecnosti, ktora
predstavuje podstatné riziko ohrozenia
dovernosti, integrity alebo bezpecnosti
Osobnych  udajov;  (iii)  poruSenie
Prislusného  zakona  tykajuceho  sa
Spracuvanie Osobnych udajov podla tejto
zmluvy, alebo (iv) akékol'vek neopravnené
nadobudnutia, spristupnenie alebo pouzitie
Osobnych tudajov, ktoré ma za nasledok
povinnost  oznamit'® poruSenie podla
Prislusného zékona. K Bezpecnostnému
incidentu nepatria nasledovné pripady:

(1) akékol'vek neumyselné
nadobudnutie, spristupnenie alebo
pouzitie Osobnych udajov zo strany

zamestnanca  alebo zastupcu
inStitucie alebo hlavného
skusajtceho, ak takéto

nadobudnutie, spristupnenie alebo
pouzitic bolo vykonané v dobrej



unauthorized or
inappropriate Processing of
Personal Data;

(ii) any inadvertent disclosure
by a person who is
authorized to access
Personal Data on behalf of
Institution  or  Principal
Investigator to  another
person who is authorized to
access Personal Data on
behalf of Institution or
Principal Investigator,
provided the information
received as a result of such
disclosure is not further used
or  disclosed in an
unauthorized or
inappropriate manner; or

(iii) any loss or unauthorized
acquisition of or access to
encrypted Personal Data,
provided the confidential
process or key that is
capable of compromising
the security, confidentiality,
or integrity of the encrypted
Personal Data is not also

subject  to loss  or
unauthorized acquisition or
access.

(e) “Personal Data” has the meaning

given Dby Applicable Law and
includes, without limitation, any
information (regardless of the
medium and whether alone or in
combination with other available

information) that identifies or
relates to an identified or
identifiable natural person.

Key-coded data are considered
Personal Data even if the holder of
those data does not have access to
the key that links the data to the
identity of an individual. Personal
Data collected in association with
the Study will include Pfizer
Representative Personal Data as
well as Personal Data relating to the
Principal Investigator, sub-
investigators, research staff, third
parties, and Study Subjects.

viere a nevedie k dalSiemu
neopravnenému alebo nevhodnému
Spractivaniu  Osobnych tdajov;

(i)  akékol'vek netimyselné poskytnutie
osobou s opravnenim pristupovat’ k
Osobnym udajom v mene institlcie
alebo hlavného skusajiiceho, inej
osobe s opravnenim pristupovat’ k
Osobnym tidajom v mene institlcie
alebo hlavného skuSajuceho, za
predpokladu, Ze tieto informéacie
ziskané¢ v  dosledku takéhoto
poskytnutia sa d’alej nepouziju ani
neposkytni neopravnenym alebo

nevhodnym  spdsobom; alebo
(iii)  akykol'vek strata alebo
neopravnené  nadobudnutie  ¢i

spristupnenie pseudonymizovanych
Osobnych tudajov za predpokladu,
ze doverné spractivanie alebo kI'uc,
ktorym mozZno ohrozit’ bezpecnost,
dovernost’ alebo integritu
pseudonymizovanych  Osobnych
udajov, nie je takisto predmetom
uniku alebo neopravneného
nadobudnutiu ¢i spristupnenia.

(e) ,,Osobné udaje“ maji vyznam urceny
Prislusnym zakonom a patria k nim najmé
akékol'vek informécie (bez ohladu na
médium a na to, ¢1 su samostatné alebo v
kombinécii S inymi dostupnymi
informaciami), ktoré identifikuji alebo sa
tykaju identifikovanej alebo
identifikovatel'nej fyzickej osoby.
Pseudonymizované udaje sa povazuju za
Osobn¢ udaje, aj ked’ drzitel’ tychto udajov
nema pristup ku kl'acu, ktory spéja udaje s
totoznostou jednotlivca. K  Osobnym
udajom zhromazd’ovanym v suvislosti s
tymto klinickym skusanim buda patrit
Osobné udaje zastupcov spoloc¢nosti Pfizer,
ako aj Osobné udaje tykajuce sa hlavného
skusajuceho, spoluskusajacich,
sktsajuceho persondlu, tretich stran a
ucastnikov klinického skusania.



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

(9) “Transfer”, “Transferred” or
“Transferring” means, whether by
physical or electronic means, across
national borders, both (a) the
moving of Personal Data from one
location or person to another, and
(b) the granting of access to
Personal Data by one location or
person to another.

2. Personal Data of Study Subjects. Pfizer
will be an independent Controller with
respect to its Processing of Personal Data
contained in the Study Data and Biological
Samples that are reported by Institution or
Principal Investigator to Pfizer/CRO or
otherwise created by Pfizer. Institution or
Principal Investigator is the Controller of
Personal Data Processed with respect to the
medical treatment of the Study Subject.

3. Personal Data of Study Staff. Institution
acknowledges that it has received the Pfizer
Privacy Notice for Investigators and Study
Personnel — European Union, European
Economic Area, and Switzerland.

4. Compliance. The parties and Pfizer agree
to comply with Applicable Law with
respect to its Processing of Personal Data
throughout the term of the Agreement. It is
the responsibility of each party to effect and
maintain all inventories and registrations
for the Processing of Personal Data as
required under Applicable Law. The parties

(f) ,,Spracovanie alebo ,,Spracovavanie*
znamena akukol'vek operaciu alebo subor
operacii, ktoré sa vykonavaju v suvislosti s
Osobnymi udajmi, ako su ziskavanie,
zaznamenavanie, usporaduvanie,
Struktarovanie, uchovavanie, prepraciivanie
alebo zmena, vyhladavanie, prehliadanie,
vyuzivanie, poskytovanie prenosom, Sirenie
alebo iné spristupniovanie, preskupovanie
alebo kombinovanie, obmedzenie,
vymazavanie alebo likvidécia, bez ohl'adu
na to, ¢i sa vykondvaju automatizovanymi
alebo neautomatizovanymi prostriedkami.

(g) ,Prenos“, ,Prenasanie“ alebo
,Odosielanie“ znamena fyzické alebo
elektronické cezhrani¢né (a) presunutie
Osobnych udajov z jedného miesta na iné
miesto alebo od jednej osoby k inej osobe a
(b) spristupnenie osobnych udajov jednym
miestom inému miestu alebo jednou 0sobou
inej osobe.

2. Osobné udaje ucastnikov klinického
skuSania.  Spolo¢nost’  Pfizer  bude
nezavislym prevadzkovatelom v suvislosti
so  Spracavanim  Osobnych  dajov
nachadzajucich sa v udajoch klinického
sktSania a pri biologickych vzorkach, ktoré
st hlasené inStiticiou alebo hlavnym
sktSajucim spolo¢nosti Pfizer alebo inak
vytvorené spolo¢nostou Pfizer. Institucia
alebo hlavny sktSajuci je
prevadzkovatelom  Osobnych  udajov
Spracuvavanych v suavislosti s liecbou
ucastnika klinického skusania.

3. Osobné tudaje persondlu klinického
skasSania. InStiticia berie na vedomie, Ze od
spoloc¢nosti dostala ozndmenie o ochrane
osobnych udajov skusajucich a personalu

klinického skuSania — Eurdpska unia,
Eurdpsky  hospodéarsky  priestor a
Svajéiarsko.

4. Dodrziavanie nariadeni. Zmluvné strany
a spolocnost’ Pfizer sa zavdzuji dodrziavat
Prislusny  zdkon v  stvislosti  so
Spracuvavanim Osobnych udajov pocas
celého obdobia platnosti tejto zmluvy.
Kazdd zmluvna strana je povinna
vykonévat’ a udrziavat’ stpisy a registracie
na Spracuvanie Osobnych udajov, ako to
vyzaduje PrisluSny zdkon. Zmluvné strany




and Pfizer will cooperate and assist each
other with respect to any data protection
impact ~ assessments  and/or  prior
consultations with government authorities
that may be required in respect to
Processing that is carried out under the
Agreement. Institution  will also
immediately notify Pfizer of any notices
received Dby Institution from a data
protection authority that relate to the Study.

5. Privacy and Security Programs. During
the term of this Agreement, the Institution
and Pfizer will each maintain a
comprehensive  privacy and security
program designed to ensure that Personal
Data will only be Processed in accordance
with the Agreement, including the
appointment of a data protection officer as
required by Applicable Law. The Parties
will implement appropriate administrative,
technical, and physical security measures to
protect Personal Data.

6. Personnel. Institution and Pfizer will
ensure that their personnel engaged in the
Processing of Personal Data are informed of
the confidential nature of the Personal Data,
have received appropriate training on their
responsibilities, and have executed written
confidentiality agreements or are otherwise
subject to professional obligations of
confidentiality. The Parties will ensure that
access to Personal Data is limited to those
personnel who perform services in
accordance with the Agreement.

7. Security Incident.

(@) Institution will notify Pfizer, in the
manner specified in the Agreement, within
twenty-four (24) hours of discovery of a
Security Incident related to Personal Data
maintained by Institution under the
Agreement.

(b) In the course of notification, Institution
will provide, as feasible, sufficient
information for Pfizer to assess the Security

a spolocnost’ Pfizer budu vzajomne
spolupracovat’ a poméhat’ si pri vykonavani
akychkol'vek posudeni vplyvu na ochranu
osobnych udajov a/alebo pri predbeznych
konzultaciach so Statnymi organmi, ktor¢ sa
mozu  vyzadovat v suvislosti  so
Spracuvanim, ktoré¢ sa vykonéva na zéklade
tejto  zmluvy. InStiticia bude tiez
bezodkladne informovat’ spolo¢nost’ Pfizer
o vSetkych ozndmeniach dorucenych
uradom pre ochranu osobnych udajov, ktoré
sa tykaju klinického sktsSania.

5. Programy ochrany osobnych tdajov a
bezpecnosti. Pocas platnosti tejto zmluvy
bude institiicia aj spolocnost’ Pfizer viest’
komplexny program ochrany osobnych
udajov. a  bezpeCnosti ureny na
zabezpecenie toho, aby Osobné udaje boli
Spracuvavané iba v sulade so zmluvou
vratane vymenovania zodpovednej osoby,
ako to vyzaduje Prislusny zédkon. Zmluvné
strany prijma primerané¢ administrativne,
technické a fyzické bezpecnostné opatrenia
na ochranu Osobnych tdajov.

6. Personal. Institucia a spolo¢nost’ Pfizer
zabezpeci to, aby ich personal zapojeny do
Spracuvavania Osobnych udajov  bol
informovani o dovernom charaktere
Osobnych  udajov, aby absolvoval
primerané Skolenie tykajice sa ich
povinnosti a aby uzavrel pisomna dohodu o
mlcanlivosti  alebo inym  spésobom
podliehal povinnosti  zachovavania
pfofesijného tajomstva. Zmluvné strany
zabezpecia, aby pristup k Osobnym tdajom
bol obmedzeny iba na tych zamestnancov,
ktori poskytuju sluzby v sulade so zmluvou.

7. Bezpecnostny incident.

(a) Institdcia oznami spolo¢nosti Pfizer
bezpecnostny incident stivisiaci s osobnymi
udajmi  uchovdvanymi inStitGciou na
zéklade tejto zmluvy sposobom uréenym v
zmluve do dvadsiatich Styroch (24) hodin
od zistenia.

(b) Pocas oznamenia institiicia poskytne,
nakolko je to mozné, spolo¢nosti Pfizer
dostatocné informacie na posudenie
Bezpe€nostného incidentu a spoloc¢nost’



Incident and provide feedback, solely as an
interested party and not as legal or
regulatory advice, to Institution on whether
notification to any government is required
by Applicable Law.

(c) Institution will determine on the basis of
all available information and Applicable
Law, if the Security Incident will be
considered a Data Security Breach and
arrange for notification to data subjects
and/or government authorities if required
by law, and will be responsible for
providing such notification.

(d) Solely with respect to any Data Security
Breach notifications involving Pfizer
Representative Personal Data (as defined in
Section 12), Pfizer will have the
opportunity to review and approve such
notices before they are sent to the Pfizer
representatives.

(e) Institution will be responsible for all
costs, expenses, as well as any resulting
penalties, associated with the provision of
such notifications. Institution will also
perform all necessary actions to rectify and
mitigate the Security Incident at its sole
expense.

8. Rights of Data Subjects Participating in

Pfizer spédtne wurci, vyhradne len ako
zainteresovana strana, a nie ako pravne ¢i
regulatné odporucanie, institacii, ¢i sa
podla Prislusného zakona vyZzaduje
ozndmenie prislusnej vlade.

(c) Na zaklade vSetkych dostupnych
informdcii a Prislusného zdkona institucia
urci, ¢i sa dany Bezpecnostny incident bude
povazovat’ za Porusenie bezpecnosti tdajov
a zabezpeCi oznamenie dotknutym osobam
a/alebo Statnym organom pre udaje, ak to
vyzaduje zdkon, a bude zodpovednd za
vykonanie takéhoto ozndmenia.

(d) Vyhradne v suvislosti s akymikol'vek
ozndmeniami o PoruSeni bezpecnosti
udajov tykajiceho sa osobnych udajov
zastupcov spolocnosti  Pfizer (ako je
definované v casti 12) spolo¢nost’ Pfizer
bude mat moznost tieto ozndmenia
skontrolovat’ a schvalit’ pred ich odoslanim
zastupcom spoloc¢nosti Pfizer.

(e) Institacia bude zodpovedna za vSetky
naklady, vydavky, ako aj akékol'vek
nasledné sankcie, suvisiace s vykonanim
takychto oznadmeni. InStitGcia takisto
vykona vsetky potrebné kroky na napravu a
zmiernenie Bezpecnostného incidentu na
vlastné naklady.

8 Prava dotknutych 0séb zucastiujicich sa
klinického skusania. InStitucia a spolocnost’

the Study. Institution and Pfizer agree that,
as between them, Institution is best able to
manage requests from Study Subjects for
access, amendment, Transfer, restriction, or
deletion of Personal Data. In the event that
Pfizer and/or CRO receive a request from a
Study Subject for such access, amendment,
Transfer, restriction, or deletion, Pfizer or
CRO will forward the request to Institution.
Institution will respond to Study Subjects’
requests for access, amendment, Transfer,
restriction, or deletion of Personal Data in
accordance with Applicable Law, the
Agreement, and any other instructions
provided by  Pfizer. Institution
acknowledges that in order to maintain the
integrity of Study results, the ability to
amend, restrict, or delete Personal Data may
be limited, in accordance with Applicable
Law. Pfizer acknowledges that Study
Subjects may withdraw their informed

Pfizer sa dohodli na tom, Ze spomedzi nich
je inStiticia najschopnejSia spravovat
ziadosti zo strany ucastnikov klinického
sktiSania o spristupnenie, zmenu, Prenos,
obmedzenie alebo vymazanie osobnych
udajov. V pripade, Ze spolocnost’ Pfizer
a/alebo CRO dostane ziadost zo strany
ucastnika klinického sktSania o takéto
spristupnenie, zmenu, Prenos, obmedzenie
alebo vymazanie, spolo¢nost’ Pfizer alebo
CRO postipi tato ziadost’ institucii.
Institicia odpovie na Zziadost zo strany
ucastnika klinického skusania 0
spristupnenie, zmenu, Prenos, obmedzenie
alebo vymazanie Osobnych udajov v sulade
s PrislusSnym zdkonom, so zmluvou a s
akymikol'vek inymi pokynmi vydanymi
spoloCnostou Pfizer. InStiticia berie na
vedomie, ze kvoli zachovaniu integrity
vysledkov klinického skusSania moznost
zmenit, obmedzit’ alebo vymazat' Osobné



consent to Study participation and their
consent to Processing of Personal Data at
any time.

9. Rights of Data Subjects Participating in

udaje moéze byt obmedzend v sulade s
PrisluSnym zakonom. Spolo¢nost’ Pfizer
berie na vedomie, Ze ucastnici klinického
sktisania mézu kedykol'vek odvolat’ svoj
informovany sthlas s ucastou v klinickom
skiSani a svoj suhlas so Spractivanim
Osobnych udajov.

9. Prava dotknutych os6b zucastiiujucich sa
klinického skusSania po ukondéeni klinického

the Study post Study Closure. Institution
will promptly notify Pfizer of any such
withdrawal of consent that may affect the
use of the Personal Data under the
Agreement and any other instructions
provided by Pfizer. Such requests may be
directed to Pfizer at
Research_dataprivacy@pfizer.com.

10.  Cross-Border  Data  Transfers.
Institution will only Transfer Personal Data
outside the European Union, European
Economic Area or Switzerland in
accordance with Study related instructional
documents provided by Pfizer. If requested
by either Institution or Pfizer (or by CRO
on behalf of Pfizer), Institution and Pfizer
will enter into an agreement governing such
Transfer, including, but not limited to the
EU Standard Contractual Clauses, unless

another adequate mechanism for the
Transfer exists.
11. Records. Institution and Pfizer will

each maintain a written record of all
Processing activities that are carried out
under the Agreement. Such record will
contain, at a minimum, (i) the name and
contact details of any processors; (ii) the
name and contact details of the processors’
data protection officers; (iii) the categories
of Processing that are carried out; (iv)
Transfers to third countries or international
organizations and documentation of the
suitable safeguards that are employed; and
(v) a general description of the
administrative, technical, and physical
security measures that have been taken to
safeguard the Personal Data.

Pfizer and
processing

12. Use of Processors.
Institution agree that all

skuSania. InStitacia bezodkladne oznami
spoloCnosti  Pfizer akékol'vek odvolanie
suhlasu, ktoré by mohlo ovplyvnit
pouZivanie Osobnych udajov podla tejto
zmluvy a akychkol'vek inych pokynov
vydanych spolocnostou Pfizer. Takéto
ziadosti mozu byt adresované spolo¢nosti
Pfizer prostrednictvom adresy
Research_dataprivacy@pfizer.com.

10. Cezhrani¢né Prenosy udajov. InStitcia
bude Odosielat Osobné tudaje mimo
Europskej tnie, Eurépskeho hospodérskeho
priestoru alebo Svajéiarska vyhradne v
stlade s pokynmi tykajicimi sa klinického
skusania vydanymi spolo¢nostou Pfizer. Na
ziadost zo strany inStitucie alebo
spolocnosti Pfizer (alebo zo strany CRO v
mene spolocnosti Pfizer) inStiticia a
spolo¢nost  Pfizer = uzavri  dohodu
upravujucu takyto Prenos vratane najméi
standardnych zmluvnych doloziek EU,
pokial  neexistuje  iny  adekvatny
mechanizmus Prenosu udajov.

11. Zaznamy. Institucia aj spolo¢nost’ Pfizer
bude viest pisomny zdznam o vSetkych
¢innostiach  tykajucich sa Spractivania
udajov podla tejto zmluvy. Takyto zaznam
bude obsahovat’ minimalne (i) meno a
kontaktné tidaje kazdého sprostredkovatel’a
(i1) meno a kontaktné udaje zodpovednych
0sob sprostredkovatel'ov; (iii) vykonavané
kategorie Spractvania; (iv) Odosielanie do
tretich krajin alebo medzindrodnym
organizacidm a dokumentdcia o pouzitych
primeranych ochrannych opatreniach; a (v)
vSeobecny  popis administrativnych,
technickych a fyzickych bezpecnostnych
opatreni, ktoré boli prijat¢ na ochranu
Osobnych udajov.

12. Vyuzivanie sprostredkovatel'ov.
Spoloc¢nost’ Pfizer a inStiticia sa dohodli na
tom, Ze vSetky dohody o spracuvavani buda



mailto:Research_dataprivacy@pfizer.com

agreements will be in writing and that
processors will be required to comply with
the terms of the Agreement. For purposes
of this Agreement, CRO is a processor of
Pfizer.  Institution and Pfizer will be
responsible for any noncompliance by a
processor which it has engaged, which
noncompliance will constitute a breach as if
committed directly by that Party.

pisomné a Ze od sprostredkovatel'ov sa bude
vyzadovat, aby dodrziavali zmluvné
podmienky tejto zmluvy. Na ucely tejto
zmluvy CRO je prostredkovatelom
spolo¢nosti Pfizer. InStiticia a spolocnost’
Pfizer budi zodpovedné za akékol'vek
nedodrzanie  nariadeni  zo strany
prostredkovatela, ktorého angazovali,
pricom toto nedodrzanie nariadeni bude
predstavovat’ porusenie, ako keby sa ho
sama dopustila prislusnd zmluvna strana.
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PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

Pfizer has a long-standing policy
forbidding bribery and corruption in the
conduct of our business in the United
States or abroad. Pfizer is committed to
performing business with integrity, and
acting ethically and legally in accordance
with all applicable laws and regulations.
We expect the same commitment from the
consultants, agents, representatives or
other companies and individuals acting on
our behalf (“Business Associates”), as well
as those acting on behalf of Business
Associates (e.g., subcontractors), in
connection with work for Pfizer.

Bribery of Government Officials

Most countries have laws that forbid
making, offering or promising any
payment or anything of value (directly or
indirectly) to a Government Official when
the payment is intended to influence an
official act or decision to award or retain
business.

“Government Official” shall be broadly
interpreted and means:

0] any elected or appointed
Government official (e.g., a
legislator or a member of a
Government ministry);

(i)  any employee or individual acting
for or on behalf of a Government
Official, agency, or enterprise
performing a governmental
function, or owned or controlled
by, a Government (e.g., a
healthcare professional employed
by a Government hospital or
researcher employed by a
Government university);

MEDZINARODNE OBCHODNE
PRINCIPY SPOLOCNOSTI PFIZER
PROTI PODPLACANIU A KORUPCII

Spolo¢nost’ Pfizer ma dlhodobé pravidla,
ktoré zakazuju podplacanie a korupciu v pri
nasom podnikani v Spojenych Statoch
americkych alebo v zahrani¢i. Spolo¢nost’
Pfizer sa zavdzuje, ze bude konat s
integritou, eticky a legalne, v sulade s
vSetkymi  prislusSnymi  zdkonmi  a
pravidlami. Taky isty zavdzok ocakédvame
od konzultantov,agentov, zastupcov alebo
inych spoloc¢nosti a jednotlivcov konajucich
v naSom mene (d’alej ,,obchodny partner*),
ako aj od tych, ktori jednaji v mene
obchodnych partnerov (napr. zmluvni
dodavatelia) v spojeni s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

Podplacanie uradnych osob

Viacsina krajin mé zakony, ktoré zakazuju
poskytovanie, ponukanie alebo prisl'ub
akejkol'vek platby alebo cohokol'vek
hodnotného (priamo alebo nepriamo)
uradnej osobe, ked’ ucelom takejto platby je
ovplyvnit’ uradny ukon alebo rozhodnutie
tejto osoby ohladom ziskania alebo
udrzania obchodu.

Pojem ,,aradna osoba‘ sa vyklada Siroko a
zahrna:

() akéhokol'vek  zvoleného  alebo
menovaného vladneho
predstavitel’a (napr. ¢lena

parlamentu alebo ministra;

(i)  akéhokol'vek zamestnanca $tatneho
alebo verejného organu, alebo
osobu konajucu za alebo v mene
uradnej osoby, agentiry alebo
podniku vykonavajuceho uradnt
funkciu alebo vlastneného i
kontrolovaného  Staitnym  alebo
verejnym organom (napr.
zdravotnicky odbornik zamestnany
v S§tatnej  nemocnici  alebo
vyskumnik zamestnany Statnou
univerzitou);



(iii)  any political party officer,
candidate for public office, officer,
or employee or individual acting
for or on behalf of a political party
or candidate for public office;

(iv)  any employee or individual acting
for or on behalf of a public
international organization;

(V) any member of a royal family or
member of the military; and

(vi)  any individual otherwise
categorized as a Government
Official under law.

“Government” means all levels and
subdivisions of governments (i.e., local,
regional, or national and administrative,
legislative, or executive).

Because this definition of “Government
Official” is so broad, it i1s likely that
Business Associates will interact with a
Government Official in the ordinary course
of their business on behalf of Pfizer. For
example, doctors employed by
Government-owned hospitals would be
considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing
anything of wvalue to a non-U.S.
Government Official to improperly or
corruptly influence that official to perform
any governmental act or make a decision to
assist a company in obtaining or retaining
business, or to otherwise gain an improper
advantage. The FCPA also prohibits a
company or person from using another
company or individual to engage in any
such activities. As a U.S. company, Pfizer
must comply with the FCPA and could be
held liable as a result of acts committed
anywhere in the world by a Business
Associate.

(ili)  akéhokol'vek  ¢lena  politickej
strany, kandidata na politicky trad,
uradnika, zamestnanca alebo osobu
konajucu v mene politickej strany
alebo kandidata na verejny urad;

(iv)  akéhokol'vek zamestnanca alebo
osobu konajucu pre alebo v mene

verejnopravnej medzinarodnej
organizacie;
(v) akéhokol'vek  ¢lena  kralovskej

rodiny alebo prislu$nika vojska; a

(vi)  akuakol'vek osobu inak
kategorizovanu podla zakona ako
uradna osoba.

Pod pojmom ,,vlada®“ sa rozumeju vsetky
urovne a poddivizie vlady (t.j. miestne,
oblastné alebo narodné a administrativne,
legislativne alebo vykonné).

Ked'Ze definicia ,,0radnej osoby" je taka
Siroka, je pravdepodobné ze obchodny
partner pride pocas normalneho priebehu
svojej obchodnej ¢innosti vykonavanej v
mene spolocnosti Pfizer do kontaktu s
uradnou  osobou.  Napriklad lekari
zamestnani v Statnych nemocniciach budi
podla zasad spolocnosti Pfizer povazovani
za ,,aradné osoby".

Zakon Spojenych Statov americkych o
zahrani¢nych korupénych praktikach
(,FCPA®) zakazuje vykonanie, ponukanie
alebo povolenie akejkol'vek platby alebo
cohokol'vek  hodnotného  neamerickej
uradnej osobe, ked’ ticelom takejto platby je
nepatricne alebo korupcne ovplyvnit’ Ciny
alebo rozhodnutie tohto predstavitel'a, aby
pomohol spoloc¢nosti ziskat’ alebo udrzat
obchod, alebo inak ziskat' nepatricnu
vyhodu. Zakon FCPA taktiez zakazuje
spolo¢nosti alebo osobe pouzivat inu
spolo¢nost’ alebo jednotlivca na to, aby sa

zapojil do vySSie uvedenych aktivit.
Spolo¢nost’”  Pfizer je ako americka
spolo¢nost’ povinna dodrziavat zakon

FCPA a moze byt pravne zodpovedna za
aktivity vykondvané svojimi obchodnymi
partnermi kdekol'vek vo svete.



Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Governments and Government Officials

Business Associates must communicate
and abide by the following principles with
regard to their interactions with
Governments and Government Officials:

Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly make, promise,
or authorize the making of a corrupt
payment or provide anything of
value to any Government Official to
induce that Government Official to
perform any governmental act or
make a decision to help Pfizer
obtain or retain business. Business
Associates, and those acting on their
behalf in connection with work for
Pfizer, may never make a payment
or offer any item or benefit to a
Government Official, regardless of
value, as an improper incentive for
such  Government Official to
approve, reimburse, prescribe, or
purchase a Pfizer product, to
influence the outcome of a clinical
trial, or to otherwise benefit Pfizer’s
business activities improperly.

In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in
connection with work for Pfizer,
must understand and comply with
any local laws, regulations, or
operating procedures (including
requirements  of  Government
entities such as Government-owned
hospitals or research institutions)
that impose limits, restrictions, or
disclosure obligations on
compensation, financial support,
donations, or gifts that may be
provided to Government Officials.
If a Business Associate is uncertain
as to the meaning or applicability of
any identified limits, restrictions, or
disclosure  requirements  with

Protiuplatkarske a protikorupéné
principy upravujuce interakcie so
Statnymi a verejnymi organmi

a aradnymi osobami

Obchodni partneri musia komunikovat
a postupovat’ podla nasledovnych
principov v suvislosti s interakciou SO
Statnymi a verejnymi orgdnmi a uradnymi
osobami:

. Obchodni partneri a osoby konajuce v
ich mene v suvislosti s aktivitami
vykondvanymi pre spolocnost’ Pfizer
nesmu priamo alebo nepriamo
poskytnut’, prisl'ibit’ alebo schvalit’
poskytnutie uplatku alebo
¢ohokol'vek  hodnotného uradnej
osobe s cielom ovplyvnit’ tito Gradntl
osobu, aby vykonala akykol'vek
uradny tkon alebo rozhodnutie, ktoré
napomdze spolocnosti Pfizer ziskat
alebo udrzat si obchodné aktivity.
Obchodni partneri a osoby, ktoré
konajii v jeho mene, nesmi nikdy
poskytnut’ platbu alebo pontknut
uradnej osobe akukol'vek vec alebo
vyhodu, bez ohl'adu na hodnotu, alebo
nepatricne  ju  ovplyvnit, aby
odsuhlasila, preplatila, predpisala
alebo zakupila produkt spolo¢nosti
Pfizer, ovplyvnila vysledok
klinického sktSania alebo inak
nepatricne profitovala z obchodnych
aktivit spolo¢nosti Pfizer.

. Obchodni partneri a osoby, ktoré
konaji v ich mene v suvislosti
s aktivitami ~ vykonavanymi  pre
spolo¢nost’ Pfizer musia pochopit’ a
dodrziavat’ miestne zakony, predpisy
alebo operatné¢ postupy (vratane
poziadaviekpredpisanych  Statnymi
entitami ako sU S§tdtne nemocnice
alebo vyskumné institucie), ktoré
uplatiuju akékol'vek limity,
obmedzenia alebo poziadavky na
zverejnenie  nahrady,  financnej
podpory, donacii alebo darov, ktoré
mozu byt poskytnuté Gradnym
osobam. Ak si obchodny partner nie
je isty vyznamom alebo uplatnenim
akychkol'vek identifikovatel'nych
obmedzeni alebo poziadaviek na
zverejnenie s ohladom na interakciu s



respect to interactions  with
Government Officials, that Business
Associate should consult with his or
her primary Pfizer contact before
engaging in such interactions.

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, are not
permitted to offer facilitation
payments. A “facilitation payment”
is a nominal payment to a
Government  Official for the
purpose of securing or expediting
the performance of a routine, non-
discretionary governmental action.
Examples of facilitation payments
include payments to expedite the
processing of licenses, permits or
visas for which all paperwork is in
order. In the event that a Business
Associate, or someone acting on
their behalf in connection with work
for Pfizer, receives or becomes
aware of a request or demand for a
facilitation payment or bribe in
connection with work for Pfizer, the
Business Associate shall report such
request or demand promptly to his
or her primary Pfizer contact before
taking any further action.

Commercial Bribery

Bribery and corruption can also occur in
non-Government, business to business
relationships. Most countries have laws
which prohibit offering, promising, giving,
requesting, receiving, accepting, or
agreeing to accept money or anything of
value in exchange for an improper
business advantage. Examples of
prohibited conduct could include, but are
not limited to, providing expensive gifts,
lavish hospitality, kickbacks, or investment
opportunities in order to improperly induce
the purchase of goods or services. Pfizer
colleagues are not permitted to offer, give,
solicit or accept bribes, and we expect our
Business Associates, and those acting on
their behalf in connection with work for
Pfizer, to abide by the same principles.

uradnymi osobami, mal by to
obchodny partner prekonzultovat s
jeho hlavnou kontaktnou osobou zo
spolo¢nosti Pfizer skor, nez zacne
vykonavat svoje aktivity.

. Obchodni partneri a osoby, ktoré
konaju v ich mene v savislosti
s aktivitami ~ vykondvanymi  pre
spolo¢nost’” Pfizer nemaju povolenie
ponukat’ ul’ahcujuce platby.
»Ul'ah¢ujica platba® je nomindlna,
neoficidlna platba Uradnej osobe za
ucelom zabezpecenia alebo
urychlenia vykonu beznej turadnej
aktivity nevyzadujicej jeho vlastné
uvazenie. Priklady ulahcujucich
platieb zahfiaju platby na urychlenie
spracovania licencii, povoleni alebo
viz, pre ktoré st uz pripravené
podklady. V pripade, Ze obchodny
partner alebo osoba, ktora kona v jeho
mene v suvislosti s aktivitami
vykonavanymi pre spoloc¢nost’ Pfizer,
dostane alebo si je vedoma Ziadosti
alebo poziadavky na wulahcujucu
platbu alebo uplatok v stvislosti
s aktivitami ~ vykondvanymi  pre
spolo¢nost’ Pfizer, obchodny partner
musi ohlasit’ takato Ziadost’ alebo
poziadavku svojej hlavnej kontaktnej
osobe v spolo¢nosti Pfizer skor, nez
podnikne akykol'vek d’alsi krok.

Komercéné uplatkarstvo

K podplécaniu a korupcii méze dojst’ aj v
netradnych vztahoch, vzajomne medzi
spolo¢nostami. Vac¢sina krajin ma zakony,
ktoré zakazuji pontkanie, slubovanie,
vyzadovanie, preberanie, prijimanie alebo
suhlas s prijatim peniazi alebo ¢ohokol'vek,
¢o mé hodnotu, ako vymenu za nepatricnii
obchodni  vyhodu. Medzi priklady
zakdzaného  spravania moZe  patrit
napriklad poskytovanie nepatri¢nych darov
alebo  pohostenia,  provizii  alebo
investiénych prilezitosti ponukanych za
ucelom nepatricného povzbudenia nakupu
tovarov alebo sluzieb. Kolegovia zo
spolo¢nosti  Pfizer nemaji  povolenie
ponukat’, davat,, uchadzat’ sa alebo prijimat’
uplatky. Ocakdvame, Ze nasi obchodni
partneri alebo osoby, ktoré konaji v ich
mene v stvislosti s aktivitami



Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Private Parties and Pfizer Colleagues

Business Associates must communicate
and abide by the following principles with
regard to their interactions with private
parties and Pfizer colleagues:

Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly make, promise,
or authorize a corrupt payment or
provide anything of value to any
person to influence that person to
provide an unlawful business
advantage for Pfizer.

Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly, solicit, agree
to accept, or receive a payment or
anything of value as an improper
incentive in connection with their
business activities performed for
Pfizer.

Pfizer colleagues are not permitted
to receive gifts, services, perks,
entertainment, or other items of
more than token or nominal
monetary value from Business
Associates, and those acting on their
behalf in connection with work for
Pfizer. Moreover, gifts of nominal
value are only permitted if they are
received on an infrequent basis and
only at appropriate gift-giving
occasions.

vykonavanymi pre spolo¢nost’ Pfizer, budu
dodrziavat’ rovnaké principy.

Protiuplatkarske a protikorup¢né
principy upravujuce interakcie so
sikromnymi osobami a zamestnancami
spolo¢nosti Pfizer

Obchodni partneri musia komunikovat' a
dodrziavat  nasledujice principy Vv
stvislosti s ich interakciou so sukromnymi
osobami a Pfizer zamestnancami:

. Obchodni partneri a osoby konajtce
v ich mene v stvislosti s aktivitami
vykondvanymi pre  spolocnost’
Pfizer, nesmi priamo alebo
nepriamo  poskytnut,  prislabit’
alebo schvalit’ poskytnutie tplatku
alebo poskytnut’ cokol'vek hodnotné
akejkol'vek osobe za ucelom
ovplyvnenia tejto osoby, aby
poskytla spolo¢nosti Pfizer
nepatri¢ni obchodnu vyhodu.

. Obchodni partneri a osoby konajice
v ich mene v stvislosti s aktivitami
vykondvanymi pre  spolo¢nost’
Pfizer, nemdZzu priamo alebo
nepriamo ponukat, suhlasit s
prijatim alebo prevziat’ platbu alebo

c¢okol'vek, hodnotné,
ako protihodnotu spojent s ich
obchodnymi aktivitami
vykondvanymi  pre  spolo¢nost
Pfizer.

. Zamestnanci  spoloc¢nosti  Pfizer

maji  zakdzané od obchodnych
partnerov a osdb konajucich v ich
mene Vv shvislosti s aktivitami
vykondvanymi  pre  spolo¢nost
Pfizer prijimat dary, sluZby,
vyhody, pohostenie alebo iné
polozky véacsej ako symbolickej
alebo  zanedbatelnej  peiaznej
hodnoty. Okrem toho su dary
zanedbateI'nej hodnoty povolen¢ iba
vtedy, ak sa prijmu len obCas a pri
vhodnych prileZitostiach.



Reporting Suspected or Actual Violations

Business Associates, and those acting on
their behalf in connection with work for
Pfizer, are expected to raise concerns
related to potential violations of these
International ~ Anti-Bribery and Anti-
Corruption Principles or the law. Such
reports can be made to a Business
Associate’s primary point of contact at
Pfizer, or if a Business Associate prefers, to
Pfizer’s Compliance Group by e-mail at
corporate.compliance@pfizer.com or by
phone at 1-212-733-3026.

Ohlasovanie podozreni na poruSenia
alebo skutocénych poruSeni

Od obchodnych partnerov a o0sob
konajiicich v ich mene v suvislosti
s aktivitami vykonavanymi pre spolo¢nost’
Pfizer sa ocakéva, ze ohlésia podozrenia na
mozné porusenia tychto medzinarodnych
protiuplatkarskych a protikorupénych zésad
alebo zékonov. Ohléasenie je mozZné
uskutocnit’ u hlavnej kontaktnej osoby
obchodného partnera v spolo¢nosti Pfizer,
alebo ak obchodny partner uprednostnuje,
emailom oddeleniu ,,Pfizer Compliance
Group* na adresu
corporate.compliance@pfizer.com  alebo
telefonicky na Cisle 1-212-733-3026.
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ADDITIONAL TERMS AND
CONDITIONS /

Article 2 — Obligations of the
Contracting Partners

2.33 The Contracting Partners accept that
If Principal Investigator or other Clinical
Trial personnel are required to attend
investigator meetings for this Clinical
Trial, CRO will arrange and pay directly
for travel and accommodation and will
cover the reasonable costs of meals in
connection with those meetings but does
not provide compensation for such
attendance.

2.34 Principal Investigator will ensure
accurate and timely collection, recording,
and submission of Clinical Trial data,
including adhering to timelines for data
entry set out in the CRF Completion
Requirements document provided to
Principal Investigator by CRO or Sponsor.

2.35 In addition to the reporting obligations
detailed in Article 2.12, Contracting
Partners will inform Sponsor immediately
of any urgent safety measures taken by
Principal Investigator to protect trial
subjects against immediate hazard.

2.36 The Contracting Partners confirm that
there are no applicable regulations or other

APPENDIX 8/ PRILOHA 8

DODATOCNE ZMLUVNE
PODMIENKY /

Clanok 2 — Povinnosti zmluvnych
partnerov

2.33 Zmluvné strany beru na vedomie, ze ak
sa vyzaduje, aby sa zodpovedny skusajuci
lekar alebo akykol'vek iny personal
klinického skusania dodavatel'a zucastnil na
stretnutach skuSajicich na ucely tohto
klinického skasania, zmluvna vyskumna
organizacia zabezpe€i a priamo zaplati za
cestovanie a ubytovanie, a uhradi primerané
naklady na stravu v suvislosti s tymito
stretnutiami, ale neposkytne finan¢na
kompenzaciu za Gi¢ast’ na takomto stretnuti.

2.34 Zodpovedny skusajuci zabezpeci
presné a v€asné ziskanie, zaznamendvanie a
predkladanie udajov klinického skuSania
vratane dodrziavania ¢asového
harmonogramu zadavania udajov
stanoven¢ho v dokumente PoZiadavky na
vyplnenie zdznamového formulara
ucastnika klinického skusania (CRF) alebo
v inom dokumente tykajuicom sa
poziadaviek na zaddvanie Udajov, ktoré

poskytne  zodpovednému  skiSajucemu
zmluvna vyskumnad organizicia alebo
zadavatel.

2.35 Okrem ohlasovacich povinnosti
uvedenych v ¢lanku 2.12 budi zmluvni
partneri bezodkladne informovat’
zadavatel'a o vSetkych naliehavych
bezpecnostnych  opatreniach  prijatych
zodpovednym skuSajucim na ochranu

ucastnikov skuSania pred bezprostrednym
nebezpecenstvom.

2.36 Zmluvni partneri potvrdzuji, ze
neexistuju ziadne platné predpisy ani iné



obligations that prohibit them from
conducting the Clinical Trial and entering
into this Agreement

2.37 With regard to documents stored in
accordance with Article 2.22, Center
agrees to contact Sponsor at
InvestigatorRecords@Pfizer.com prior to
destroying any Clinical Trial records and
further agrees to permit Sponsor to ensure
that the Clinical Trial records are retained
for a longer period if necessary, at
Sponsor’s expense, under an arrangement
that protects the confidentiality of the
records (e.g., secure off-site storage).

2.38 Biological Samples. If so specified in
the Protocol and the informed consent
document, Principal Investigator may
collect and provide to CRO, Sponsor or
their designee, biological samples obtained
from trial subjects (e.g., blood, urine,
tissue, saliva, etc) for testing that is not
directly related to trial subject care or
safety monitoring, such as
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples”).
Biological Samples may include Personal
Data (as defined below) of trial subjects.

a. Use. Neither Principal Investigator
nor Center will use Biological
Samples collected under the
Protocol in any manner or for any
purpose other than that described in
the Protocol. CRO and Sponsor
will use Biological Samples only in
ways permitted by the informed
consent under which they were
obtained.

zéavizky, ktoré by im zakazovali vykonavat
klinické skusanie a uzatvarat’ tito zmluvu.

2.37 S ohl'adom na dokumenty uchovéavané
v sulade s ¢lankom 2.22 stredisko suhlasi,
ze pred znehodnotenim akychkol'vek
zdrojovych dokumentov bude kontaktovat
zadavatela prostrednictvom e-mailovej
adresy  InvestigatorRecords@Pfizer.com,
a dodavatel’ sa okrem toho zavizuje, ze
umozni zadéavatelovi zaistit na ndklady
zadavatela uchovanie zaznamov
Z klinického skusSania po dlhsi ¢as v pripade
potreby, pricom musia byt prijaté opatrenia
na ochranu doverného charakteru zaznamov

z klinického skasania (napr. bezpecné
uchovanie mimo pracoviska).

2.38 Biologické vzorky. V sulade
s protokolom a formularom informovaného
sthlasu  moéze zodpovedny skusajuci

ziskavat’ a poskytovat zmluvnej vyskumne;
organizacii, zadavatelovi alebo osobe
poverenej zadavatelom biologické vzorky
ziskané od ucastnikov skuSania (napr. krv,
mo¢, tkanivo, sliny atd’.) ziskané od
ucastnikov  klinického  sktiSania  na
testovanie, ktor¢ sa priamo netyka
starostlivosti 0 ucastnikov  klinického
skuSania alebo monitorovania bezpecnosti,
napriklad farmakokinetické,
farmakogenomické alebo biomarkerové
testy (d’alej len ,,biologické vzorky*). K
biologickym vzorkdm moéZu patrit’ osobné
udaje (ako je nizSie definované) ucastnikov
klinického sktSania.

a. Pouzivanie. Zodpovedny skusajuci
ani stredisko nebudt pouzivat’
biologické vzorky ziskané v stilade
s protokolom Ziadnym inym
sposobom ani na Ziadny iny ucel,
nez je popisané v protokole.
Zmluvna vyskumna organizacia a
zadavatel’ pouziju biologické
vzorky iba spdsobmi povolenymi
vV dokumente informovaného
suhlasu, na ktorého zaklade boli
ziskané.
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b. Analysis Data. CRO, Sponsor, or
their designees will test Biological
Samples as described in the
Protocol. Unless otherwise
specified in the Protocol, neither
CRO nor Sponsor plan to provide
the results of these tests
(“Biological Sample Analysis
Data”) to Principal Investigator or
trial subjects. If CRO or Sponsor
does provide Biological Sample
Analysis Data to Principal
Investigator, that data will be
subject to the provisions of this
agreement that relate to Clinical
Trial data.

C. Ownership. Sponsor is the
exclusive owner of all Biological
Samples and Biological Sample
Analysis Data and the Contracting
Partners shall treat Biological
Samples as Confidential
Information.

Article 5 — Rights to Results

5.10 The Contracting Partners will ensure
that Study Team Members assign all of
their proprietary rights to Results detailed
in Article 5.1 to the Sponsor

5.11 Except for, and limited to, the use
specified in the Protocol, Sponsor grants
Contracting Partners no express or implied
intellectual property rights in the
Investigational medicinal product or in any
methods of making or using the
Investigational medicinal product.

b. Udaje z analyzy. Zmluvna
vyskumna organizacia, zadavatel
alebo nimi poverené osoby budu
testovat’ biologické vzorky v sulade
S protokolom. Pokial nie je
Vv protokole uvedené inak, zmluvna
vyskumna organizécia ani
zadavatel’ neplanuji poskytnut’
vysledky tychto testov (d’alej len
»udaje z analyzy biologickej
vzorky*) zodpovednému
sktsajucemu ani ucastnikom
klinického skusania. Ak zmluvna
vyskumna organizicia alebo
zadavatel’ poskytne udaje z analyzy
biologickych vzoriek
zodpovednému skusajucemu, budu
sa na tieto udaje vztahovat
ustanovenia tejto zmluvy, ktoré sa
tykaju udajov z klinického
skasania.

C. Vlastnictvo. Zadavatel je
vyhradnym vlastnikom vSetkych
biologickych vzoriek a idajov
Z analyz biologickych vzoriek a
zmluvni partneri budu zaobchadzat’
s biologickymi vzorkami ako s
dévernymi informaciami.

Clinok 5 — Priva na vysledky

5.10 Zmluvni partneri zabezpeCia, aby
¢lenovia skuSajuceho persondlu previedli
vSetky svoje vlastnicke prava na vysledky
uvedené v ¢lanku 5.1 na zadavatel’a.

511  Okrem  Specifického  pouzitia
uvedeného v protokole zadavatel’ neudel'uje
zmluvnym partnerom ziadne vyslovné ani
predpokladané prava na duSevné vlastnictvo
tykajiice sa skuSaného lieku ani Ziadnych
metod vyroby ¢i pouzitia skasaného lieku.



Article 6 — Confidentiality

6.9 Any Data (as defined in Article 10.1)
that Principal Investigator or Center
collects, processes stores, transfers, or uses
in connection with the conduct and
reporting of the Clinical Trial is also to be
identified and treated as Confidential
Information for purposes of this Agreement
and subject to the provisions of Article 6.

Article 8 — Liability and Indemnity

8.5 If any claim or lawsuit is received that
falls within the indemnity given by the
Sponsor in Article 8, the Contracting
Partners agree to the extent permitted by
law, on Sponsor’s request, and at Sponsor’s
cost, to permit Sponsor to have full care
and control of the claim or lawsuit using
legal representation of its own choosing.

Article 10 - Personal Data Protection
and Disclosure

10.5 Some of the Data referred to in Article
10.1 may be disclosed or transferred to
other members of the Sponsor group of
companies, to representatives and
contractors working on behalf of the
Sponsor, and to regulatory authorities
across the world. Data relating to the
Principal Investigator, sub-investigators,
and Study Team Members will also be held
on one or more databases for the purpose
of determining their involvement in future

Clanok 6 — Dovernost’

6.9 Na ucely tejto zmluvy aVstlade s
ustanoveniami Clanku 6 sa za doverné
informdcie budu povazovat’ aj vsetky udaje
(ako su definované v ¢lanku 10.1), ktoré
zodpovedny skusajuci alebo stredisko ziska,
spracuje, ulozi, prenesie alebo pouzije
v suvislosti s vykondvanim  klinického
skuSania a podavanim hlaseni o Klinickom
skt8ani, a bude sa s nimi takto zaobchadzat’.

Clanok 8 — Zodpovednost’ a od§kodnenie

8.5 V pripade prijatia akéhokol'vek naroku
alebo stdneho sporu, ktoré spada do
rozsahu odskodnenia udeleného
zadavatelom v ¢lanku 8, sa zmluvni
partneri  dohodli vrozsahu povolenom
pravnymi predpismi, na Ziadost’ zadavatel'a
ana naklady =zadavatela, Ze umoznia
zadavatelovi prevziat plnl starostlivost’
a kontrolu nad narokom alebo stdnym
sporom s vyuzitim pravneho zastipenia
podrla vlastného vyberu.

Clanok 10 — Ochrana a zverejnenie
osobnvch udajov

10.5 Niektoré udaje uvedené v ¢lanku 10.1
moZzu byt’ zverejnené alebo prenesené inym
¢lenom skupiny spolo¢nosti zadavatela,
zastupcom  a dodavatelom  pracujicim
vV mene zadavatel'a, a regulaénym organom

na celom svete. Udaje tykajuce sa
zodpovedného sktiSajuceho,
spoluskusajacich, a c¢lenov skusajiceho

personalu sa budu tieZ uchovavat’ v jednej
alebo viacerych databazach na Gcely urc¢enia
ich ucCasti na buducom vyskume ana



research and in order to comply with any
regulatory requirements.

10.6.1 Personal Data. “Personal Data”
has the meaning given by applicable law
and includes, without limitation, any
information (regardless of the medium and
whether alone or in combination with other
available information) that identifies or
relates to an identified or identifiable
natural person. Key-coded or otherwise
pseudonymized data are considered
Personal Data even if the holder of those
data does not have access to the key that
links the data to the identity of an
individual. Personal data collected in
association with the Clinical Trial will
include any information that Sponsor
representatives are required to submit to
the Contracting Partners, as well as
Personal Data relating to the Principal
Investigator, sub-investigators, Study Team
Members, third parties, and trial subjects.

10.6.2 Controllership and compliance.
Center and Sponsor are independent data
controllers with respect to the handling of
patient data, including Personal Data,
related to the Clinical Trial and will
comply with data protection applicable
law, including but not limited to the
implementation of the inventory and an
appropriate security program, the
appointment of a data protection officer
and the execution of processing agreements
with the processors they respectively
appoint. Center and Sponsor will be
responsible for any noncompliance of its
own tasks as data controller, including any
noncompliance by a processor which it has
engaged.

10.6.3 Cooperation. The parties will
cooperate and assist each other with respect
to any data protection impact assessments

splnenie
poziadaviek.

akychkol'vek regula¢nych

10.6.1 Osobné udaje. ,,Osobné udaje* maji
vyznam stanoveny platnymi pravnymi
predpismi  aokrem iného  zahfiaja
akékol'vek informacie (bez ohladu na
médium a na to, ¢i su samostatné alebo

skombinované s inymi dostupnymi
informéciami), ktoré identifikuja
identifikovanii  alebo  identifikovatel'nu

fyzickii osobu alebo sa jej tykaju. Udaje
zaSifrované Sifrovacim kl'acom alebo inak
pseudonymizované sa povazuji za osobné
udaje aj vtedy, ak drzitel udajov nema
pristup ku klacu, ktory spdja udaje s
totoznostou  konkrétneho  jednotlivca.
Osobné  udaje  ziskané v stvislosti
S klinickym skuSanim budi zahfnat’ vSetky
informacie, ktoré su zastupcovia zadavatel'a
povinni predloZit zmluvnym partnerom,

ako aj osobné¢ udaje tykajlice sa
zodpovedného skusajuceho,
spolusktsajacich, ¢lenov  skusajuceho
personalu, tretich stran a Gastnikov
sktsSania.

10.6.2 Kontrola a dodrziavanie predpisov.
Stredisko  azadavatel  su  nezavisli
prevadzkovatelia dajov, pokial ide
0 zaobchadzanie s udajmi pacientov vratane
osobnych udajov tykajucich sa klinického
skuSania, a budi dodrziavat’ platné pravne
predpisy 0 ochrane udajov, okrem iného aj
vratane zavedenia inventdra a vhodného
bezpe¢nostného programu, vymenovania
zodpovednej osoby pre ochranu udajov
auzavretia zmliv o spracuvani SO
sprostredkovatelmi, ktorych vymenuju.
Stredisko a zadavatel’ buda zodpovedni za
akékol'vek nedodrzanie svojich vlastnych
uloh ako prevadzkovatela udajov vratane
akéhokol'vek nedodrzania zo  strany
sprostredkovatela, ktorého zapojili.

10.6.3 Spolupraca. Zmluvné strany budi
navzajom spolupracovat’ a pomahat’ si pri
akychkol'vek posudeniach vplyvu na



and/or regulatory consultations that may be
required with respect to data processing
carried out under the Agreement. Center
will immediately notify Sponsor of (i) any
notices received from a data protection
authority that relate to the Clinical Trial,
and (ii) a security incident related to
Personal Data maintained by Center under
the Agreement. The notification will
contain sufficient information for Sponsor
to provide feedback, solely as an interested
party and not as legal or regulatory advice,
to Center. Center will determine if the
security incident will be considered a data
security breach and conduct all required
notifications as well as perform all
necessary actions to remediate the security
incident and be responsible for all costs
and penalties associated with these
notifications and remedies.

10.6.4 Rights of Data Subjects
Participating in the Clinical Trial. Center
and Sponsor agree that, as between them,
Center is best able to manage data
protection requests from trial subjects and
will will respond to trial subjects’ requests
in accordance with applicable law. Center
will promptly notify Sponsor at
Research_dataprivacy@pfizer.com of any
withdrawal of any consent to data
processing provided by a trial subject.

10.6.5 Personal Data of Center staff.
Center acknowledges that it has received
the Pfizer Privacy Notice for Investigators
and Study Personnel — European Union,
European Economic Area, and
Switzerland.

10.7 In the interest of transparency relating
to its relationships with investigators and
study sites or to ensure compliance with
applicable local law, Sponsor may publicly
disclose the support it provides under this

ochranu 1udajov  a/alebo regulacnych
konzultaciach, ktoré moézu byt potrebné

Vsavislosti so  spracuvanim  udajov
vykondvanym  podla tejto  zmluvy.
Stredisko bezodkladne oznami

zadavatelovi (i) vSetky oznamenia prijaté
od tradu na ochranu osobnych tdajov, ktoré
sa tykaju Kklinického skuSania; a (ii)
bezpecnostny incident suvisiaci s osobnymi
udajmi, ktoré uchovéva stredisko na zaklade
tejto zmluvy. Oznadmenie bude obsahovat
dostato¢né informécie, aby zadavatel
mohol poskytnut’ strediskdm spitnu vizbu,
vyluéne ako zainteresovana strana a nie ako
pravne alebo regulacné poradenstvo.
Stredisko uréi, ¢i sa bezpe¢nostny incident
bude povazovat’ za poruSenie bezpecCnosti
udajov, avykona vSetky pozadované
ozndmenia, ako aj vSetky potrebné kroky na
napravu bezpec¢nostného incidentu a bude
zodpovedné za vSetky naklady a postihy

suvisiace s tymito oznadmeniami
a opravnymi opatreniami.
10.6.4 Prava dotknutych 0sob

zucastnujucich sa na klinickom skusani.
Stredisko a zadavatel' sthlasia s tym, ze
spomedzi nich je stredisko najlepsie
schopné spravovat ziadosti UcCastnikov
klinického skuasania o ochranu osobnych
udajov abude odpovedat na Ziadosti
ucastnikov klinického skuSania v sulade
s platnymi pravnymi predpismi. Stredisko
bezodkladne oznami zadavatel'ovi na adresu
Research_dataprivacy@pfizer.com kazdé
odvolanie suhlasu so spraciivanim udajov
poskytnutého tcastnikom skuSania.

10.6.5 Osobné udaje persondlu strediska.
Stredisko potvrdzuje, Ze dostalo ozndmenie
o ochrane osobnych tudajov spolo¢nosti
Pfizer pre skusajucich a skuSajlci personal
— v Europskej Unii, Eurdépskom
hospodarskom priestore a Svajéiarsku.

10.7 V zaujme transparentnosti vztahov so
skuSajucimi a sktSajucimi pracoviskami,
alebo v ramci zaistenia kompliancie s
prislusSnym miestnym zdkonom, moze
zadavatel  zverejnit  podporu, ktoru
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Agreement. Such a disclosure by Sponsor
may identify both the Center and the
Principal Investigator but will clearly
differentiate between payments or other
transfers of value to institutions and those
made to individuals.

10.8 Sponsor reserves the right to identify
the Principal Investigator and Center in
association with a listing of the Protocol in
the United States National Institutes of
Health (NIH) Clinical Trials Data Bank,
other publicly available listings of ongoing
clinical trials, or other trial subject
recruitment services or mechanisms

Article 12 — Termination

12.9 If Contracting Partners fail to comply
with the terms of Article 13.3, Sponsor
may terminate the Clinical Trial
immediately upon written notice and will
not provide Center with any further
payment under this Agreement, regardless
of any activities that Contracting Partners
have undertaken or third-party agreements
that Contracting Partners entered into
before termination.

Article 13 — Miscellaneous

13.15 [optional clause to be included
where CRO is contracting party]
Sponsor is an intended third-party
beneficiary to this Agreement and is
entitled to enforce directly any and all of its
rights under it. If a third party acquires
rights in the Investigational medicinal
product and Sponsor transfers sponsorship
of the Clinical Trial to the third party,
Sponsor may freely transfer any or all of its
rights and obligations under this

poskytuje na zéklade tejto zmluvy. Takéto
zverejnenie zadavatelom moze
identifikovat’ stredisko aj zodpovedného
skasajuceho, ale bude jasne rozliSovat
medzi platbami alebo inymi cennymi
prevodmi inStitacii a platbami
uskuto¢nenymi fyzickym osobam.

10.8 Zadavatel' si vyhradzuje pravo
identifikovat’” zodpovedného skusajuceho
a stredisko V suvislosti s uvedenim
protokolu v databaze klinickych skusani

Staitneho zdravotnickeho uradu (NIH)
V Spojenych Statoch americkych, v inych
verejne pristupnych zoznamoch

prebiehajucich klinickych sktSani alebo
inych sluzbach alebo mechanizmoch naboru
ucastnikov.

Clanok 12 — Ukon&enie

129 Ak zmluvni partneri nedodrzia
podmienky c¢lanku 13.3, zadévatel moze
klinické  sktSanie okamzZite ukoncit
pisomnym  oznamenim  a neposkytne
stredisku ziadne d’alSie platby podla tejto
zmluvy bez ohl'adu na akékol'vek ¢innosti,
ktoré zmluvni partneri vykonali, alebo
zmluvy s tretimi stranami, ktoré zmluvni
partneri uzavreli pred ukoncenim.

Clanok 13 — Rézne ustanovenia

13.15 [nepovinné ustanovenie, ktoré sa
uvedie v pripade, Ze zmluvna vyskumna
organizacia je zmluvnou stranou]
Zadavatel' je urCenou opravnenou tretou
stranou tejto zmluvy a je opravneny priamo
vymahat akékol'vek a vSetky svoje prava
podl'a nej. Ak tretia strana ziska préva na
sktiSany produkt a zadavatel' prevedie
sponzorstvo klinického skuSania na tretiu
stranu, zadavatel mdze slobodne previest
ktorékol'vek alebo vSetky svoje prava a



Agreement to the new sponsor.

13.16 Publication of Redacted
Agreement. On or before execution of this
Agreement, Pfizer or CRO will provide
Center with a redacted version of the
Agreement in PDF format (“Redacted
Agreement”), having removed any
information which in CRO’s or Sponsor’s
reasonable opinion constitutes a CRO or
Sponsor trade secret. Within 5 days of
execution of the Agreement, Center will
publish the Redacted Agreement in the
contract registry operated by the
Government Office of the Slovak Republic
(“Contract Registry”) in accordance with
the Slovakian Contracts Registry Act (Act

No. 546/2010 Coll. Supplementing Act No.

40/1964). Center will provide CRO with
evidence of publication of the Redacted
Agreement as soon as is reasonably
practicable and in any event within 7 days
of execution of the Agreement. The parties
acknowledge that the Agreement is not
valid until published in the Contract
Registry and agree that no contracted
Clinical Trial-related activities will
commence until both parties are in receipt
of confirmation of such publication. Any
written amendments made pursuant to the
terms of this Agreement shall be redacted
and published in accordance with the
procedure set out in this Article.

povinnosti podla tejto zmluvy na nového
zadévatela.

13.16 Zverejnenie redigovanej zmluvy.
Pri uzavreti alebo pred uzavretim tejto
zmluvy spolo¢nost’” Pfizer alebo zmluvna
vyskumnd organizacia poskytne stredisku
zredigovanu verziu zmluvy vo formate PDF
(d’alej len ,,zredigovana zmluva®), v ktorej
sa odstrania vSetky informacie, ktoré podla
odovodneného nazoru zmluvnej vyskumnej
organizacie alebo zadédvatela predstavuju
obchodné tajomstvo zmluvnej vyskumnej
organizacie alebo zadavatela. Stredisko do
Sdni od wuzavretia zmluvy uverejni
zredigovanu  zmluvu v registri zmlav
prevadzkovanom Uradom vlady Slovenskej
republiky (d’alej len ,register zmliv®)
v sulade so slovenskym zakonom o registri
zmliv (zédkon &. 546/2010 Z. z. Doplajuci
zdkon ¢. 40/1964). Stredisko poskytne
zmluvnej vyskumnej organizacii dokaz
0 zverejneni  zredigovane] zmluvy co
najskor, ako to bude mozné, v kazdom
pripade do 7 dni od uzavretia zmluvy.
Zmluvné strany bert1 na vedomie, Ze zmluva
nie je platnd, kym nebude zverejnena
V registri zmllv, a sthlasia s tym, Ze nebudu
zacaté Ziadne zmluvné Cinnosti suvisiace
S klinickym skuSanim, kym obe zmluvné
strany nedostanii potvrdenie o takejto
publikacii. Akékol'vek pisomné dodatky
vykonané v stulade s podmienkami tejto
zmluvy budu zredigované a zverejnené
v sulade s postupom stanovenym v tomto
¢lanku.




