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CLINICAL TRIAL RESEARCH AGREEMENT
(For Use in Slovak Republic and concluded pursuant to
Section 269 para 2 of Act No. 513/1991 Coll., the
Commercial Code, as amended)

This Agreement is entered into as of the last
date on the signature page hereof, by and between
Fakultnd nemocnica s poliklinikou F.D.Roosevelta
Banska Bystrica, Nam. L. Svobodu 1, Banska Bystrica
975 17, Slovakia, ICO: 00165549, established by
decision MZ SR n. 1842/90-A/lI-l dated 18.12.1990,
represented by director Ing. Miriam Lapunikova,
hereinafter called “Institution”,

MUDr. XXX, hereinafter called “Principal Investigator”
and

Merck Sharp & Dohme, s.r.o. with its address at
Einsteinova 19, Bratislava - mestska Cast’ Petrzalka 851
01, Identification Number (ICO): 44 393 326, registered
with the Commercial Register of Municipal Court
Bratislava Il1, Section Sro, Insert No.: 54614/B, acting
in its own name at the request of Merck Sharp & Dohme
LLC with its address at 126 East Lincoln Avenue, P.O.
Box 2000, Rahway, NJ 07065 United States of America
USA

(hereinafter called “Sponsor”).

Sponsor desires Institution to study the safety
and/or efficacy of XXX (the “Study Drug”) and
Institution is willing to perform certain clinical trial
research (the “Study”). The parties hereto agree as
follows:

1. Scope of Work

The Institution and Principal Investigator shall
perform the Study in accordance with the terms of this
Agreement and the final protocol, including as it may be
amended in accordance with the terms of this
Agreement, for the Study entitled XXX (the “Protocol”)
which is attached as Exhibit A and incorporated into this
Agreement by reference. Institution certifies that, to its
best knowledge, its facilities and patient population are
adequate to perform the Study contemplated by this
Agreement and the Protocol. Institution and Principal
Investigator agree that all aspects of the Study will be
conducted in conformity with all applicable laws and
regulations, in particular Act No. 576/2004 Coll. on
Healthcare, as amended, Act No. 140/1998 Coll. on
Drugs and Medical Devices, as amended, Decree of the
Ministry of Health of the Slovak Republic No. 239/2004
Coll. on Requirements for Clinical Trials and Good
Clinical Practice, as well as the International Conference
on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use Good
Clinical Practice: Consolidated Guideline and other
generally accepted standards of good clinical practice.

ZMLUVA O KLINICKOM SKUSANI
(Uréend na pouzitie v Slovenskej republike a uzatvorend
podla § 269 ods. 2 zakona ¢. 513/1991 Zb., Obchodného

zdkonnika, v zneni neskorsich predpisov)

Tato Zmluva bola uzatvorena v deil uvedeny
ako posledny na podpisovej strane tejto Zmluvy medzi
Fakultna nemocnica s poliklinikou F.D.Roosevelta
Banska Bystrica, Nam. L. Svobodu 1, Banska Bystrica
975 17, Slovensko, ICO: 00165549, zriadend
Zriad’'ovacou listinou Ministerstva zdravotnictva SR ¢.
1842/90-A/ll-I z 18.12.1990 zastGpena Ing. Miriam
Lapunikovou, d’alej len ,,InStitacia”,

MUDr. XXX dalej len ,,Hlavny sktsajtci”
a

spolo¢nostou Merck Sharp & Dohme, s.r.0. so sidlom
Einsteinova 19, Bratislava - mestska Cast’ Petrzalka 851
01, ICO: 44 393 326, zapisana v Obchodnom registri
Mestského stdu Bratislava III, oddiel Sro, vlozka &islo:
54614/B, konajicej vo vlastnom mene na zaklade
poziadavok Merck Sharp&Dohme Corp., so sidlom 1
Merck Drive, Whitehouse Station, New Jersey 0889
USA

dalej len ,,Zadavatel™.

Zadavatel ma& zaujem, aby InStiticia
preskimala bezpe¢nost’ a/alebo ucinnost’ XXX (d’alej
len ,Skusany liek”), priCom Institicia je ochotna
vykonat' uréité klinické skuasky (dalej len ,.Studia”).
Zmluvné strany sa dohodli nasledovne:

1. Rozsah prace

Institacia a Hlavny Skusajtci uskutoénia Stadiu
v sulade s podmienkami tejto Zmluvy a konec¢ného
protokolu, vratane jeho zmien uskuto¢nenych v stlade s
podmienkami tejto Zmluvy, na uskutoénenie Stidie s
nazvom XXX (dalej len ,,Protokol”), ktory tvori Prilohu
A tejto Zmluvy. Institucia potvrdzuje, Ze podla jej
najlepSieho vedomia st jej zariadenia a pacienti vhodni
na vykon Stadie zamyilanej touto Zmluvou a
Protokolom. Institicia a Hlavny skisajici sa zavézuj,
7e vietky aspekty Stidie budu realizované v stlade so
vSetkymi platnymi zdkonmi a predpismi, a to najmi
zakonom ¢&. 576/2004 Z. z. o zdravotnej starostlivosti,
v zneni neskorsich predpisov, zakonom €. 140/1998 Z. z.
0 liekoch azdravotnickych pomdckach, v zneni
neskorSich ~ predpisov,  vyhlaskou  Ministerstva
zdravotnictva Slovenskej republiky ¢. 239/2004 Z.z. o
poziadavkach na klinické skuSanie a spravnu klinicka
prax, ako a Konsolidovanou smernicou o spravnej
klinickej praxi Medzindrodnej konferencie o zostladeni
technickych poziadaviek na registraciu farmaceutik na
humanne pouzitie aostatnymi vSeobecne platnymi
poziadavkami spravnej klinickej praxe.
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The Institution represents and warrants that its
facilities to be used for the Study meet all the conditions
of applicable laws and other guidelines specified herein
above and that they were approved by the State Institute
of Drug Control of the Slovak Republic (“SIDC”). The
Institution agrees that a consultation place will be
available in those facilities throughout the duration of the
Study, where the Principal Investigator or the Sponsor’s
representatives may provide necessary information to all
human subjects participating in the Study.

2. Principal Investigator

The Institution agrees, represents and warrants
that for the duration of the Study Institution’s Principal
Investigator will be assigned for the performance of tasks
specified in the Protocol, this Agreement and related
applicable laws and performance of these will be
considered as performance of his work tasks under
his/her applicable employment contract or fulfillment of
obligations under other existing contractual relationship.
Principal Investigator will be responsible for the
direction and supervision of all Study efforts in
accordance with the Protocol and this Agreement.
Principal Investigator and Institution shall provide all of
the services contemplated herein through fully trained
and competent Study Staff (as defined below) having a
skill level appropriate for the tasks assigned to them and
shall ensure that all Study Staff (as defined below)
comply with the terms of this Agreement and the
Protocol. “Study Staff” means (i) employees, officers,
and directors of Institution, including without limitation
the Principal Investigator, and (ii) any agents, contractors
or other third parties approved by Sponsor in writing in
accordance with Article 15. In the event that Principal
Investigator leaves or is removed from the Institution,
then Institution shall, within ten (10) days of becoming
aware of such departure by Principal Investigator,
provide written notice of such event to Sponsor. Any
successor to Principal Investigator must be approved, in
writing, by Sponsor and such successor shall be required
to agree to all the terms and conditions of the Protocol
and this Agreement and to sign each such document as
evidence of such agreement (although failure to so sign
will not relieve such successor from abiding with all the
terms and conditions of the Protocol and this
Agreement). In addition to this Agreement, Sponsor
may enter into a separate Contract for Work with
Principal Investigator.

Institution’s  Principal  Investigator  is
remunerated for the performance of the tasks related to
the Study by Institution. Sponsor has no financial
obligation towards the Principal Investigator for the
performance of the tasks under this Agreement.

Institution represents and warrants that it will

Institicia prehlasuje aruci, Ze jej zariadenia, ktoré sa
maju pouzit' na vykon Studie, riadne spifiaju podmienky
stanovené platnymi zakonmi a ostatnymi Smernicami
$pecifikovanymi vyssie, aZe boli schvalené Stitnym
ustavom pre kontrolu lie¢iv Slovenskej republiky (d’alej
len ,SUKL”). Institacia sa zavdzuje, ze pocas Stadie
bude vtychto zariadeniach k dispozicii konzultaéné
miesto, kde Hlavny skusajuci alebo zastupcovia
Zadavatela budu mdct poskytnit nevyhnutné
informacie vietkym uéastnikom Stadie.

2. Hlavny skuSajuci

Institacia sa zavdzuje, prehlasuje a ruci za to, ze
pocas Studie bude Hlavny skusajuci prideleny na vykon
uloh $pecifikovanych v Protokole, tejto  Zmluve
a prislusnych platnych zakonoch, pricom vykon tychto
uloh sa bude povazovat' za plnenie pracovnych uloh
podla jeho platnej pracovnej zmluvy alebo za plnenie
zmluvnych zavazkov podla iného existujiceho
zmluvného vztahu. Hlavny skusajuci je zodpovedny za
riadenie a dohlad nad celou Stadiou v stlade s
Protokolom a touto Zmluvou. Hlavny skusajuci a
Institacia poskytnu vSetky vyssie predpokladané sluzby
prostrednictvom riadne vySkoleného a kvalifikovaného
Personalu Stidie (definovany nizsie), ktory ma
kvalifikaciu na tirovni primeranej im pridelenym ulohdm
a zabezpetia, ze Personal Studie (definovany nizsie)
bude postupovat’ v stlade s podmienkami tejto Zmluvy a
Protokolom. Pod pojmom Personal Studie sa povazuje
(1) zamestnanci, zastupcovia, Cclenovia Statutarneho
organu Institucie vratane ale nie vyluéne Hlavny
Skusajuci a (ii) akykol'vek zastupca, dodavatel' alebo
tretie strany pisomne schvalené Zadavatelom v sulade
s Clankom 15. V pripade, Ze Hlavny skii$ajuci ukonéi
zmluvny vzt'ah alebo ho Institicia odvola, Institiicia tuto
skuto¢nost’ pisomne ozndmi Zadavatelovi, a to do
desiatich (10) dni odo dna ako bola obozndmena o
odchode Hlavného skusajiuceho. Akykol'vek nastupca
Hlavného skusajuceho musi byt’ schvaleny Zadavatel'om
v pisomnej forme, pricom sa od tohto nastupcu bude
vyZadovat’, aby sa zaviazal k dodrziavaniu vSetkych
podmienok Protokolu a tejto Zmluvy, a aby kazdy z
uvedenych dokumentov podpisal na znak potvrdenia
svojho zavizku (aj ked’ nepodpisanie tychto dokumentov
nastupcom sa nebude povazovat za oslobodenie
nastupcu od povinnosti dodrziavat’ vSetky podmienky
Protokolu a tejto Zmluvy).Okrem tejto Zmluvy je
Zadavatel' opravneny uzavriet s Hlavnym skusajucim
osobitni Zmluvu o dielo.

Hlavny sktsajuci Institucie je odmenovany za
plnenie povinnosti stvisiacich so Stadiou Institiciou.
Zadavatel neméa voc¢i Hlavnému skuSajucemu Zziaden
finan¢ny zavézok za vykon tloh podl’a tejto Zmluvy.

Institicia prehlasuje a ruci za to, Ze nevyuzije
ziadnym spdsobom, ani v Ziadnej suvislosti so sluzbami,
ktoré sa maju poskytnut’ podla tejto Zmluvy, ziadnu taka
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not use in any capacity, in connection with any services
to be performed under this Agreement, any individual
who has been debarred (in particular lost authorization to
perform activities hereunder) pursuant to any applicable
laws or regulations, including debarments under the
United States Federal Food, Drug and Cosmetic Act, or
exclusion from a United States federal healthcare
program.

Institution agrees to immediately inform
Sponsor in writing if any person who is performing
services hereunder is debarred (in particular loses
authorization to perform activities hereunder) or if any
action, suit, claim, investigation or legal or
administrative proceeding is pending, or, to the best of
Institution's knowledge, is threatened, relating to the
debarment (in particular loss of authorization to perform
activities hereunder) of Institution or any person
performing services hereunder. Principal Investigator
represents and warrants that no action, suit, claim
investigation or legal or administrative proceeding is
pending or threatened relating to Principal Investigator's
debarment and Principal Investigator agrees to
immediately inform Sponsor in writing if any such
action, suit, claim, investigation or legal or
administrative proceeding is threatened or commenced
for Principal Investigator's debarment (in particular loss
of authorization to perform activities hereunder).

Institution will cause Principal Investigator or
other applicable Study Staff such as subinvestigators to
complete a certification and disclosure form concerning
financial interests or other conflicts of interests they may
have related to the Study or Sponsor. If information
collected on the form changes during the course of the
Study or within one year after the last subject has
completed the Study as specified in the Protocol,
Principal Investigator and the other applicable Study
Staff are required to inform Sponsor of such change.

The Principal Investigator represents and warrants that,
other than the following individuals and their respective
organizations (if any):

Principal Investigator or members of Principal
Investigator's immediate family relatives (including
married and unmarried spouse; siblings, children,

osobu, ktord bola pozbavena povolenia vykonavat
niektort zdravotnicku ¢innost, najmi vykonavat’
klinické skusky v sulade s akymikol'vek platnymi
zakonmi alebo predpismi, vratane vylucenia v zmysle
Federalneho zakona Spojenych Statov o potravinach,
liekoch a kozmetickych pripravkoch, alebo vylucenia z
federalneho  programu  zdravotnej  starostlivosti
Spojenych $tatov.

Institicia sa zavdzuje okamzite informovat
Zadavatela v pisomnej forme v pripade, ze ktorakol'vek
osoba, ktord poskytuje svoje sluzby podla tejto Zmluvy,
bola pozbavend opravnenia na vykon niektorej
zdravotnickej Cinnosti, najméd cinnosti podla tejto
Zmluvy alebo v pripade, Ze je voci tejto osobe podana
zaloba, alebo sa voci nej vedie akykol'vek sudny spor,
uplatiluje pravny narok, vedie vysetrovanie alebo pravne
¢i spravne konanie, pripadne ak vysSie uvedené
skuto¢nosti podl'a najlepsicho vedomia Institicie takejto
osobe hrozia, pokial tieto suvisia s pozbavenim
Institacie alebo osoby, ktord poskytuje svoje sluzby
podla tejto Zmluvy, opravnenia na vykon niektorej
zdravotnickej ¢innosti, najméd ¢innosti podla tejto
Zmluvy. Hlavny skusajuci prehlasuje a ruci, Ze nie je
voc¢i nemu podand ziadna Zaloba, ani sa vo¢i nemu
nevedie ziaden sudny spor, neuplatiiuje pravny narok,
nevedie vySetrovanie, ani pravne, ani spravne konanie, a
Ze tieto mu ani nehrozia, pricom sa Hlavny skiiSajuci
zavizuje okamzite informovat' Zadavatela v pisomnej
forme v pripade, ze bude voc¢i Hlavnému skusajiicemu
podana Zaloba, alebo sa vo¢i nemu zacne sudny spor,
uplatiiovat’ pravny narok, viest vySetrovanie alebo
pravne Ci spravne konanie, alebo ak mu budi vyssie
uvedené skuto¢nosti hrozit’ v suvislosti so zanikom jeho
opravneni na vykon niektorej zdravotnickej Cinnosti,
najmé ¢innosti podla tejto Zmluvy.

Institacia zabezpeci, aby Hlavny Skusajuci a prislusny
Personal Stidie ako ini skiajici, aby vyplnili
potvrdenie a formular o zachovani ml¢anlivosti tykajtci
sa finanénych zaujmov alebo dalsicho konfliktu
zéujmov, ktoré modzu suvisiet so Stadiou alebo
Zadavatelom. V pripade, ak sa informacie obsiahnuté
v tychto dokumentoch po¢as trvania Stadie alebo pocas
obdobia jedného roka odkedy posledny subjekt ukong¢il
Studiu ako je blizsie definované v Protokole zmenia,
Personal Stidie je povinny informovat’ Zadavatela
0 takej zmene.

Hlavny SkuSajuci vyhlasuje azarucuje, ze okrem
nasledujucich os6b aich vlastnych organizacii (ak
existuju):

Hlavny skusajuci alebo ¢&lenovia jeho najblizej rodiny
(vratane  manzelky/manzela alebo  druzky/druha,
strodencov, deti, rodi¢ov, prarodiCov) nie je
V pracovnopravnom ani v inom odplathom i
bezodplatnom pravnom vztahu, vziadnej z nizsie
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parents, grandparents) are not employed or engaged,
whether paid or unpaid, in any of the following in a
capacity that could allow the individual to influence the
business of the Sponsor or its affiliates; (a) as
government official (including a relationship with a
governmental official which could cause the official to
influence the business of the Sponsor); (b) on or serving
in an official advisory capacity to any reimbursement
committee, pricing committee, drug approval committee,
formulary or similar committee; (c) in any other
governmental position, including a position in an
international governmental health organization, such as
the WHO (World Health Organization) or UNICEF.
Principal Investigator will advise the Sponsor to the
extent Principal Investigator or Principal Investigator's
immediate family member’s status described in the prior
sentence changes during the term of this Agreement.

Without  waiving  confidentiality — provisions,
Principal Investigator agrees to disclose the nature of
Principal Investigator's relationship with Sponsor to the
entities listed above or any other such entities and
comply with any conflict of interest policies of such
entities.  In addition, Principal Investigator will as
directed by Sponsor: (a) refrain for a specified period of
time from participating in decisions that could impact
Sponsor’s or its affiliates business; (b) seek prior
approval from such entity before entering into this
Agreement; and/or (c) disclose the business relationship
with the Sponsor to such entity prior to each time
participating in any decision which could have an impact
on the business of Sponsor or its affiliates.

3. Project Monitor and Inspection Rights

It is agreed that the project monitor(s) and
others designated by Sponsor may, at mutually agreeable
times during the Study and for a reasonable time after
completion, early termination of or withdrawal from the
Study, arrange with Principal Investigator or his/her
designee:

() to examine and inspect, at regular
business hours, Institution facilities
required for performance of the Study;
and

(i) subject to  applicable  patient

confidentiality ~ considerations, to

inspect, audit, and to copy or have
copied, all data and work product
relating to the Study conducted under
this Agreement and to inspect and
make copies of all data necessary for

uvedenych funkcii v postaveni, ktoré by danej osobe
mohlo umoziovat’ ovplyviiovat’ podnikanie Zadavatel'a
alebo jeho dcérskych spolo¢nosti: (a) ako zamestnanec
orgdnu  verejnej spravy  (vratane  vztahu so
zamestnancom organu verejnej spravy, v dosledku
ktorého by mohlo dojst k ovplyvneniu podnikania
Zadavatela); (b) nie je clenom akejkol'vek komisie
rozhodujicej o thradach liekov, cenach liekov, alebo
schval'ujucej registraciu lieckov, kategorizacnej komisie
alebo inej podobnej komisie; (c) nezastava akukol'vek
indl verejnil funkciu vratane funkcie v medzinarodnej
zdravotnickej organizacii ako je WHO (Svetova
zdravotnicka organizacia) alebo UNICEF. Hlavny
skusajuci sa zavizuje informovat’ Zadavatel’a v pripade,
ak sa postavenie Hlavného skusajuceho alebo ¢lena jeho
najbliz§ej rodiny vo vysSie uvedenom zmysle pocas
platnosti tejto Zmluvy zmeni.

Bez toho aby sa tym ktordkol'vek zo zmluvnych stran
vzdavala prava na zachovanie mlcanlivosti, Hlavny
skusajuci suhlasi so zverejnenim povahy jeho vztahu
so Zadavatelom ato subjektom uvedenym vysSie
alebo akymkol'vek inym podobnym subjektom
azavizuje sa konat vsulade s pravidlami tychto
subjektov upravujucimi konflikt zdujmov. Okrem toho
Hlavny skusajuci podla pokynov Zadavatela: (a) sa
vyhne po stanovenu dobu ucasti na rozhodovani, ktoré
by mohlo mat’ vplyv na podnikanie Zadavatel'a alebo
jeho  dcérskych  spolo¢nosti, (b) si vyziada
predchadzajici sthlas od takéhoto subjektu pred
uzavretim tejto Zmluvy a / alebo (c) zverejni
uvedenému subjektu existenciu obchodného vztahu so
Zadavatel'om a to vopred zakazdym, ked’ sa zG¢astiiuje
na akomkol'vek rozhodnuti, ktoré by mohlo ovplyvnit
podnikanie = Zadavatela alebo jeho dcérskych
spolo¢nosti.

3. Monitorovanie projektu a pravo na inSpekciu

Osoby urcené na monitorovanie projektu a iné
osoby uréené Zadavatelom moézu podas Stadie a v
primeranom obdobi po skonéeni, predéasnom ukonéeni
alebo odstapeni od Stidie uskutoénit s Hlavnym
ski§ajicim a/alebo osobou nim uréenou v terminoch
prijatel'nych pre obe strany:

(i) preskiimanie a inSpekciu zariadeni Institucie
pouzivanych na vykon Stidie v Case riadnej
pracovnej doby; a

(if) podliehajiic platnym ustanoveniam o ochrane
osobnych udajov pacienta, inSpekciu, audit
alebo kopirovanie vsetkych udajov a
pracovnych vystupov vztahujicich sa na
Stadiu vykonavani podla tejto Zmluvy, a
inSpekciu alebo kopirovanie vSetkych
udajov, ktoré Zadavatel' potrebuje na to,
aby sa uistil, ze Stadia prebieha v siilade s
Protokolom a v sulade so vsetkymi
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Sponsor to confirm that the Study is
being conducted in conformance with
the Protocol and in compliance with
all applicable laws and regulations,
including without limitation, any
applicable SIDC requirements, the
International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use Good

Clinical ~ Practice:  Consolidated
Guideline and other generally
accepted standards of good clinical
practice.

Institution agrees to assist Sponsor in order to facilitate
Sponsor's  representatives' examination, inspection,
auditing and copying of materials relating to the Study
and in order to enforce the rights granted to Sponsor in
this Article 3.

Sponsor will appoint a person responsible for
the import and/or production of Study Drug, having the
same rights towards the Institution and the Principal
Investigator as provided herein above for the project
monitor(s) and any rights provided in applicable laws
and generally binding legal regulations.

4. Clinical Trial Approvals

A. Sponsor shall be responsible for obtaining
the following:

0] approval of the Study, including the Protocol,
any informed consent relating to the Study,
pertaining to the enrollment of subjects in the
Study, by the SIDC;

(i) positive statement on ethics of clinical trial
performed by the Study issued by the
appropriate Ethics Committee (“EC”) prior to
beginning any Study on human subjects; and

B. Institution shall be responsible for obtaining
the following:

() an informed consent following a consultation
with the Principal Investigator which complies
with all applicable laws and regulations,
including the International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use
Good Clinical Practice: Consolidated Guideline
and other generally accepted standards of good
clinical practice signed by or on behalf (where
permitted under applicable legal regulation) of
each human subject prior to the subject's
participation in the Study, based on information
provided in full extent and compliance as
required by applicable laws, including any

platnymi pravnymi predpismi vratane,
avsak nie vylucne, akychkol'vek platnych
poziadavieck ~SUKL, Konsolidovanou
smernicou o spravnej klinickej praxi
Medzinarodnej konferencie o zosuladeni
technickych poziadaviek na registraciu
farmaceutik na  humanne  pouzitie
a ostatnymi vSeobecne platnymi
poziadavkami spravnej klinickej praxe

Institacia sa zavéizuje poskytnut’ Zadavatel'ovi suc¢innost’
s cielom ul'ah¢it’ preskumanie, inSpekciu, audit alebo
kopirovanie materidlov tykajtcich sa Stidie zastupcami
Zadavatela a zarovenn pomdct pri uplatiovani prav
udelenych Zadavatel'ovi v tomto ¢lanku 3.

Zadavatel vymenuje osobu zodpovednii za dovoz
a/alebo vyrobu Skusaného lieku, ktora bude mat’ tie isté
prava voci Institucii a Hlavnému skusajicemu ako su
prava uvedené v tejto Zmluve vysSie platné pre osoby
ur¢ené na monitorovanie projektu, ako aj prava uvedené
v prislusnych ~ zdkonoch  avSeobecne  zavéznych
pravnych predpisoch.

4. Povolenie na klinické skiasky

A. Zadavatel je zodpovedny za ziskanie:

(i) povolenia  Stidie,  vritane  Protokolu,
akéhokol'vek informovaného sthlasu
vztahujiceho sa na Stadiu a zaclenenia

tcastnikov do Studie zo strany SUKL;

(i) kladného stanoviska k etike klinického skuSania
realizovaného Stidiou od prislusnej Etickej
komisie (d’alej len ako ,,EK”) pred zaCatim
akejkol'vek Stidie na pacientoch; a

B. [Institicia je =zodpovedna za ziskanie
nasledovného:

0] informovaného  sthlasu  po  konzultacii
s Hlavnym skuasajucim,, ktory je v sulade so
vSetkymi prislusSnymi zdkonmi a predpismi,
vratane Konsolidovanou smernicou 0 Spravnej
klinickej praxi Medzinarodnej konferencie o
zosuladeni  technickych  poziadaviek na
registraciu farmaceutik na humanne pouzitie
a ostatnymi vSeobecne platnymi poziadavkami
spravnej klinickej praxe podpisanymi kazdym
ucastnikom alebo v jeho mene (v pripadoch,
ked’ to pravne predpisy pripistaju) pred jeho
Gi¢astou na Studii a zalozeny na informaciach
poskytnutych v plnom rozsahu av stlade
S prislusnymi zdkonmi, vratane akychkol'vek
nevyhnutnych stihlasov so spracovanim udajov
a S cezhrani¢nym prenosom udajov
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necessary consent with data processing by the
Institution and the Sponsor and trans-border
flow of data to the Sponsor and with the access
of project monitor(s) and others designated by
Sponsor to their health data relating to the
Study.

C. The form of the informed consent for the
Study must be approved in advance by Sponsor. In the
event the SIDC or EC requires changes in the Protocol,
informed consent, or in other aspect of the Study, and
such requirement is addressed to the Institution or
Principal Investigator, Sponsor shall be advised in
advance and all modifications to the Protocol and
informed consent must be made or approved by Sponsor.
Institution and Principal Investigator shall not modify the
Study described in the Protocol once finalized and after
approval by the EC without the prior written approval of
Sponsor.

5. Term of Agreement

The term of this Agreement shall become valid
and effective on the date it is signed by the last party
hereof, however in case the Agreement is a mandatorily
published contract pursuant to the Act on the Contract
Register it shall become effective on the day after of its
publication. Study shall commence upon obtaining all
Clinical Trial Approvals specified in Article 4, and shall
continue in effect, unless earlier terminated in
accordance with Article 6, until the Study database is
locked and all final Study documentation required to be
provided under the Protocol is received and accepted by
Sponsor.  If at any time Institution or Principal
Investigator have reason to believe that the Study will
not be initiated or completed as per the schedule initially
anticipated and agreed upon by the parties, Sponsor will
be advised, in writing, of the reason(s) and length of
additional time required to commence or complete work,
and this Agreement may be terminated or withdrawn
from by Sponsor as provided in Article 6. The Study is
expected to be completed in April 2030.

6. Termination and Enrollment Cap

A. Sponsor may terminate this Agreement by
giving thirty (30) days written notice to Institution. In
the event a thirty (30) day notice period is determined by
Institution to be insufficient notice based upon evaluation
of risks to enrolled research subject(s) receiving the
Study Drug, the parties will cooperate to safely withdraw
subjects from drug treatment over a mutually agreeable
period of time but in no event shall Sponsor's obligation
to supply Study Drug hereunder extend beyond a
reasonable period. Notwithstanding the foregoing, in the
event Sponsor believes that immediate termination is
necessary due to its evaluation of risks to enrolled

Zadavatel'ovi a s pristupom osdb urcenych na
monitorovanie projektu a inych osoéb uréenych
Zadavatelom kudajom o zdravotnom stave
stvisiacim so Studiou.

C. Formular informovaného sthlasu musi byt
vopred odsthlaseny Zadavatelom. V pripade, ze SUKL
alebo EK pozaduje zmeny v Protokole alebo
informovanom suhlase alebo v akomkol'vek inom
aspekte Studie, aak je tato poziadavka adresovana
Institacii alebo Hlavnému skisajiicemu, musi byt’ o tom
Zadavatel' informovany vopred, priCom vsetky tpravy
Protokolu a informovaného suhlasu musi vykonat’ alebo
schvalit' Zadavatel’. Institucia a Hlavny skasajici nesmi
upravovat’ Stidiu opisant v Protokole po jej finalizacii a
odsthlaseni EK bez predchddzajuceho pisomného
sthlasu Zadévatel’a.

5. Doba platnosti zmluvy

Zmluva nadobuda platnost’ a u¢innost’ dilom jej
podpisu poslednou Zmluvnou stranou, avSak v pripade,
ze je Zmluva povinne uverejiiovanou zmluvou podla
Zakona o registri zmliv, nadobuda UCinnost diiom
nasledujicim po dni zverejnenia v Centralnom registri
zmlav SR. Stadia za¢ne po obdrzani vietkych Povoleni
na klinické skusky Specifikovanych v ¢lanku 4, , a bude
trvat, za predpokladu, ze nebude ukoncena v sulade
s Clankom 6, az do uzavretia databazy Stidie a prijatia a
schvalenia celej kone&nej dokumentacie Stidie, ktora ma
byt v zmysle Protokolu o Stadii poskytnuta
Zadavatelovi. Ak ma Institicia alebo Hlavny skusajuci
kedykol'vek dévod domnievat sa, ze Studia sa nezatne
alebo neskon¢i podla harmonogramu, ktory pdvodne
zmluvné strany predpokladali a schvalili, bude
Zadavatelovi v pisomnej forme oznameny dovod a dizka
dodatocného c¢asu nevyhnutného pre zacatie alebo
dokoncenie prace, pricom tuto Zmluvu moéze Zadavatel
ukoncit’ alebo od nej odstupit’ v stlade s ¢lankom 6.
Odhadovany koniec $tidie je april 2030.

6. Ukoncenie zmluvy a obmedzenie naboru

A. Zadavatel moze ukoncit’ tito Zmluvu tym,
ze Institacii zasle pisomnt vypoved’ s tridsatdiiovou (30)
vypovednou dobou. V pripade, Ze Institicia bude
povazovat’ tridsatdiiova (30) vypovedni dobu za
nedostatocni vzhl'adom na zhodnotenie rizik hroziacich
prijatym pacientom zdcastiiujicim sa skisok, ktori v tom
Case wzili Skusany liek, budu zmluvné strany
spolupracovat’, aby pacientov bezpec¢ne stiahli zo skusok
lieku pocCas vzajomne prijatelnej lehoty, pricom
povinnost’ Zadéavatel'a dodavat’ Skusany liek v zmysle
tejto Zmluvy bude v kazdom pripade trvat’ iba pocas
primeranej lehoty. Bez ohl'adu na vyssie uvedené, ak je
Zadéavatel' presvedCeny, ze je nevyhnutné okamzita
vypoved’ vzhl'adom na zhodnotenie rizik hroziacich

research subject(s), Sponsor may terminate this ucastnikom, Zadavatel' je opradvneny vypovedat tuto
Agreement immediately. Zmluvu s okamzitou platnostou.
Page 6 of 20
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B. Either party may terminate this Agreement

immediately upon written notice to the other party if the
other party breaches any of its material obligations under
this Agreement and such breach, if capable of being
cured, is not cured within thirty (30) days of written
notice of such breach.

C. Inthe event of any termination or expiration

of or withdrawal from this Agreement:

0] upon providing or receiving a notice
of termination of this Agreement,
Institution shall stop enrolling patients
in the Study and shall in accordance
with Sponsor’s instructions cease
conducting the Study;

(ii) Institution shall return to Sponsor all
unused Sponsor provided materials,
including but not limited to, Study
Drug and equipment (unless written
authorization to retain or destroy them
is given by Sponsor in which case
Institution shall comply with the
applicable provisions of Article 11
hereof);

(iii) except in the event of withdrawal
because of a material breach by
Institution or Principal Investigator,
and unless otherwise specified in
writing between the parties or
otherwise required by the applicable
laws, the total sums payable by
Sponsor pursuant to this Agreement
shall be pro-rated for actual work
performed in accordance with the
Protocol to date of notice of
withdrawal, including  Protocol
required non-cancelable commitments
marked as such in the budget for the
Study, with any unexpended portion
of funds previously provided by
Sponsor under the terms of this
Agreement being refunded to
Sponsor;

(iv) in the event of withdrawal as a result
of a material breach by Institution or
Principal Investigator, the parties
agree to make a good faith effort to
reach agreement to compensate
Institution for actual work performed
in accordance with the Protocol to
date of notice of withdrawal; and

(V) Institution and Principal Investigator
shall  return to  Sponsor all
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B. Ktorakol'vek zmluvna strana méze pisomne

odstupit’ od Zmluvy za predpokladu, ze druha zmluvna

strana  porusi

niektorlh  z povinnosti  definovanych

v Zmluve ataké porusenie povinnosti v pripade, ak je
odstranitel'né, nebolo odstranené v lehote (30) tridsat’ dni
od dorucenia oznamenia o poruseni povinnosti.

C. V pripade akéhokol'vek ukoncenia,

uplynutia doby alebo odstipenia od Zmluvy:

(i)

(i)

(iii)

(iv)

v)

XXX

po =zaslani alebo dorudeni vypovede tejto
Zmluvy , Institacia ukonéi nabor pacientov do
Stadie a v sulade s pokynmi Zadavatel'a ukonéi
uskuto¢iovanie Stadie;

Institucia Zadavatelovi vrati vsetok
Zadavatelom poskytnuty nepouZzity material
vratane, avSak nie vylucne, Skusany liek a
vybavenia (pokial’ Zadavatel’ neudelil pisomné
povolenie na ich ponechanie alebo znienie,
pricom v takom pripade bude Institucia
postupovat v stlade s  prisluSnymi
ustanoveniami ¢lanku 11 tejto Zmluvy);

s vynimkou pripadu odstiipenia od Zmluvy z
dovodu jej zavazného porusenia Institiiciou
alebo Hlavnym skusSajucim, a pokial’ nie je v
pisomnej  forme  zmluvnymi  stranami
$pecifikované inak alebo inak pozadované
prislusnymi zakonmi, celkova suma splatna
Zadavatelom na zaklade tejto Zmluvy bude
vypocitand pomerne ku skutone vykonanej
praci uskutocnenej v stlade s Protokolom pred
dilom podania oznamenia o odstipeni od
Zmluvy, vratane Protokolom vyzadovanych
nezrusitelnych zavédzkov takto oznacenych v
rozpoéte uréenom na Stadiu, priom akakol'vek
nevynaloZzend  Cast  prostriedkov  vopred
poskytnutych ~ Zadavatel'om v zmysle
ustanoveni tejto Zmluvy bude Zadavatelovi
vratena spat’;

v pripade odstiipenia od Zmluvy v dosledku jej
zavazného  porusenia  InStiticiou  alebo
Hlavnym skusajucim sa zmluvné strany
zavazuju v dobrej viere vynalozit' usilie na
dosiahnutie dohody o kompenzacii Institicie za
skuto¢ne vykonanu pracu uskuto¢nenu v sulade
s Protokolom pred ditom podania oznamenia o
odstipeni od Zmluvy; a

Institucia a Hlavny skusajuci vrati Zadavatel'ovi
vSetky Doverné informacie (definované v
clanku 9 tejto Zmluvy), ktoré vlastni alebo
kontroluje Zadavatel, a ktoré ma v drzbe
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Confidential Information (as defined
in Article 9 hereof) owned or
controlled by Sponsor and in the
possession of Institution or Principal
Investigator.

D. The termination or expiration of or
withdrawal from this Agreement shall not relieve either
party of its obligation to the other in respect of:

(i) retaining in confidence  all
Confidential Information (as defined
in Article 9 hereof);

(i) complying with record keeping and
reporting obligations (under Article 7
hereof);

(iii) complying with any publication

obligations (under Article 10 hereof)

and obtaining any written approval
and consents for any publicity and
promotional purposes (under Article

17 hereof);

(iv) compensation for services performed

to date of notice of termination or

withdrawal, except as set forth in

Axrticle 6.C (iv) hereof;

(V) complying with obligations relating to
the Study Drug and any other Sponsor
provided material when supplied
(under Article 11 hereof);

indemnification and insurance
obligations (under Article 12 hereof);

(vi)

(vii)

inspection rights (under Article 3
hereof); and

(viii)  obligation to assign Inventions and
assist in obtaining patent protection
(under Article 13 hereof)

all of which obligations are binding on the appropriate
party and shall remain in full force and effect as set forth
in this Agreement.

E.  Sponsor reserves the right to limit
enrollment by giving written notice, or by giving notice
by telephone followed by written notice, to Institution
and Principal Investigator to cease further enrollment in
the Study (“Enrollment Cap”). Upon receipt of such
notice, Institution and Principal Investigator agree to
enroll no further patients in the Study. Unless otherwise
specified in writing between the parties, in the event of
such a notice to cease further enrollment, the total sums
payable by Sponsor pursuant to this Agreement shall be
pro-rated for the number of patients enrolled to the date

Institucia alebo Hlavnym skusajucim.

D. Vypoved, uplynutic doby trvania, alebo
odstipenie od tejto Zmluvy nezbavuje ziadnu zmluvnu
stranu jej zavézku voci druhej zmluvnej strane ohl'adom:

0] zachovania ml¢anlivosti o vSetkych Dovernych
informaciach (definovanych v ¢lanku 9 tejto
Zmluvy);

(i) dodrziavania stladu s povinnostami v oblasti

vedenia zaznamov a ohlasovacou povinnostou
(v zmysle ¢lanku 7 tejto Zmluvy);
(i) dodrziavania  akychkol'vek  publika¢nych
povinnosti (v zmysle ¢lanku 10 tejto Zmluvy) a
obdrzania akychkol'vek pisomnych schvaleni a
suhlasov na akékol'vek publikacné a
propagacné ucely (v zmysle ¢lanku 17 tejto
Zmluvy);
(iv) kompenzacie za sluzby poskytnuté pred dnom
podania oznamenia o ukonceni alebo odstupeni
od Zmluvy, s vynimkou uvedenou v ¢lanku 6
ods. C (iii) tejto Zmluvy;

(V) dodrziavania  povinnosti  tykajucich  sa
Skuasaného  lieku  aakéhokolvek  iného
Zadavatel'om poskytnutého materialu (v zmysle
¢lanku 11 tejto Zmluvy);

(vi) odskodnenia a poistenia (v zmysle ¢lanku 12

tejto Zmluvy);

(vii)  prav na vykonanie in$pekcie (v zmysle ¢lanku 3

tejto Zmluvy); a

(viii)  povinnosti postipit prava z Vynalezov a

poskytnit’ sucinnost’ pri ziskavani patentovej

ochrany (v zmysle ¢lanku 13 tejto Zmluvy)

pricom vsetky z hore uvedenych povinnosti st zavazné
pre prislu$ni zmluvna stranu a ostavaji v plnej platnosti
a ucinnosti tak, ako je to uvedené v tejto Zmluve.

E. Zadavatel' si vyhradzuje pravo obmedzit
nabor prostrednictvom pisomného oznamenia alebo
telefonického  oznamenia s naslednym pisomnym
oznamenim  zaslanym  InStiticii a  Hlavnému
skiisajucemu, ktorym Zadavatel' pozastavi d’alsi nabor
pacientov pre Stadiu (dalej len ,,Obmedzenie néaboru”).
Po obdrzani tohto ozndmenia sa InStitucia a Hlavny
skuSajuci zavdzuju nepokracovat’ v nabore d’alSich
pacientov pre Stadiu. Pokial’ nebolo v pisomnej forme
zmluvnymi stranami Specifikované inak, v pripade
takého oznamenia na pozastavenie naboru dalsich
pacientov bude celkova suma splatnd Zadavatelom na
zéklade tejto Zmluvy vypocitand pomerne k poctu
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of such notice including Protocol required non-
cancelable commitments marked as such in the budget
for the Study, with any funds for patients beyond the
Enrollment Cap previously provided by Sponsor under
the terms of this Agreement being refunded to Sponsor.

7. Records and Reports

A. Principal Investigator and Institution shall
have the following record keeping and reporting
obligations:

(i) preparation and maintenance of
complete, accurately written records,
accounts, notes, reports and data
relating to the Study under this
Agreement in compliance with the
applicable laws; and

(i) preparation and  submission to
Sponsor (in a periodic and timely
manner during the term of this
Agreement) of all raw data and other
material called for in the Protocol in
the form of properly completed
patient case report forms (“Case
Report Forms™) or into an electronic
database (i.e., remote data entry)
supplied by Sponsor for each patient
as provided in the Protocol. Case
Report Forms and the electronic
database shall be the exclusive
property of Sponsor.

B. Principal Investigator and Institution further
agree to conduct the Study and maintain records and data
during and after the term or early termination of this
Agreement in compliance with the Protocol and all
applicable legal and regulatory requirements. Principal
Investigator and Institution further agree to permit
Sponsor or Sponsor's representatives to examine and
audit all records and reports, with prior written
notification from Sponsor and during normal business
hours (subject to applicable patient confidentiality
considerations).  Principal Investigator and Institution
agree to take any action necessary, as reasonably
requested by Sponsor, to properly correct or address any
deficiencies noted during any audit and agree to
cooperate with Sponsor with respect to any action taken
to address any such deficiencies.

C. Principal Investigator and Institution agree

pacientov prijatych v nabore pred dilom podania tohto
oznamenia, vratane  Protokolom  vyzadovanych
nezrusitelnych zavizkov takto oznaCenych v rozpocte
uréenom na Stadiu, priom akékolvek prostriedky
urené na pacientov nad ramec Obmedzenia naboru,
ktoré boli vopred poskytnuté Zadéavatelom v sulade
s ustanoveniami tejto Zmluvy , budd Zadavatelovi
vratené spat’.

7. Zaznamy a spravy

A. Hlavny skuSajuci a Institicia st povinni
dodrziavat’ nasledovnu povinnost’ vedenia zdznamov a
ohlasovaciu povinnost’:

0] pripravovat’ a viest Gplné a presné pisomné
zaznamy, vykazy, poznamky a udaje tykajice
sa Studie v zmysle tejto Zmluvy v stlade s
prislusnymi zakonmi; a
(i) pripravovat a  Zadavatelovi  predkladat
(pravidelne a nacas pocas celej doby trvania
platnosti tejto Zmluvy) vSetky nespracované
udaje a ostatné materidly poZadované
Protokolom vo forme riadne vyplneného
individudlneho zéznamu subjektu hodnotenia
(dalej len ,,Zaznamy subjektu hodnotenia™)
alebo vo forme elektronickej databazy (t.].
zapisov udajov) dodanej Zadavatelom pre
kazdého pacienta tak, ako je to uvedené v
Protokole. Zaznamy subjektu hodnotenia a
elektronickd databaza st vyluénym majetkom
Zadavatel'a.

B. Hlavny skusajuci a Institicia sa dalej
zavizuji vykonavat' Stidiu a viest' zaznamy a tdaje
pocas a po skonceni alebo predéasnom ukonceni tejto
Zmluvy v sulade s Protokolom a so vSetkymi platnymi
pravnymi a regulaénymi poziadavkami. Hlavny
skisajici a InStiticia sa dalej zavazuju umoznit’
Zadavatelovi alebo jeho zastupcom prezriet a
preskimat’” vSetky zaznamy a spravy na zaklade
predchadzajuceho pisomného oznamenia Zadavatela
pocas beznej pracovnej doby (podliehajuc platnym
ustanoveniam o ochrane osobnych udajov pacienta).
Hlavny skuSajuci a InStiticia sa zavizuju podniknit
akékol'vek nevyhnutné kroky, ktoré moéze Zadavatel
primerane Zziadat' na to, aby riadne napravili alebo
odstranili  akékol'vek nedostatky zistené pocas
ktoréhokol'vek auditu, pricom sa zavézuju spolupracovat’
so Zadavatelom vo veci akychkol'vek krokov na
odstranenie takych nedostatkov.

C. Hlavny skusajuci a Institucia sa zavézuju, ze
Zadavatelovi do dvadsiatichstyroch (24) hodin oznamia,
ak regulaény organ oznami miestu vykonu Stidie zacatie
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to notify Sponsor within twenty-four (24) hours in the
event that any regulatory authority notifies the Study site
of a pending inspection/audit. In addition, Principal
Investigator will forward to Sponsor any written
communication received as a result of the
inspection/audit within twenty-four (24) hours of receipt
of such communication and agrees to allow Sponsor to
assist in responding to any citations. Such responses
shall be made within two (2) weeks of issuance of any
citations or within any earlier deadline set by the issuing
regulatory authority. Principal Investigator shall also
provide to Sponsor copies of any documents provided to
any inspector or auditor. In the event the regulatory
authority requests or requires any action to be taken to
address any citations, Principal Investigator and
Institution agree, after consultation with Sponsor, to take
such action as necessary to address such citations, and
agree to cooperate with Sponsor with respect to any such
citation and/or action taken with respect thereto.

8. Cost and Payment

The budget for the Study is attached as Exhibit
B and incorporated into this Agreement by reference.
The payment(s) set forth in such budget are
acknowledged by the parties hereto to be adequate
consideration for the work undertaken hereunder. The
payments from Sponsor for the services provided by
Institution and Principal Investigator hereunder (i)
represent the fair market value for such services, (ii)
were negotiated in an arm’s length transaction, and (iii)
have not been determined in a manner that takes into
account the volume or value of any referrals or business
otherwise generated between the parties. For work
performed or expenses incurred that Sponsor is obligated
to make payment on, Institution and Principal
Investigator will not seek additional reimbursement from
another source.

9. Confidential Information

A. During and for a period of at least ten (10)
years after the expiration or early termination of or
withdrawal from this Agreement, Institution and
Principal Investigator shall retain in confidence all test
articles and proprietary data and/or information obtained
from Sponsor or generated pursuant to the Study
including, but not limited to, the Protocol, the
investigator's brochure, interim results and any other
information or material disclosed under confidential
disclosure agreements previously entered into between
the parties (“Confidential Information”). Should
applicable law provide for a longer period or indefinite
time period for keeping confidentiality (e.g. as applicable
for business secrets or patients’ records), such period
shall than be applied. This restriction shall not apply to

inSpekcie/auditu. Okrem toho Hlavny skisajuci postapi
Zadavatel'ovi akukol'vek pisomnii komunikaciu prijata v
suvislosti s inSpekciou/auditom do dvadsiatichStyroch
(24) hodin od prijatia takej komunikécie, pricom sa
zavizuje Zadavatelovi umoznit ucast na priprave
odpovedi k nadlezom inSpekcie/auditu. Tieto odpovede
musia byt odoslané do dvoch (2) tyzdinov odo dna
vydania akychkol'vek nalezov inSpekcie/auditu alebo v
akejkol'vek skorSej lehote stanovenej regulacnym
organom, ktory vysledky vydal. Hlavny skusajtci tiez
Zadavatelovi poskytne kopie akychkol'vek dokumentov,
ktoré boli poskytnuté ktorémukol'vek z inSpektorov
alebo auditorov. V pripade, ze regulacny organ ziada
alebo pozaduje podniknutie krokov na rieSenie
akychkol'vek nalezov in$pekcie/auditu, Hlavny skiisajuci
a InStiticia sa zavdzuju, ze po konzulticii so
Zadavatel'om prijmu také opatrenia, ktoré su
nevyhnutné pre rieSenie tychto nalezov, pricom sa
zavazuju spolupracovat so Zadavatelom, ak ten
podnikne akékol'vek kroky a/alebo prijme opatrenia v
stvislosti s tymito nalezmi .

8. Naklady a platby

Rozpotet na Stadiu tvori prilohu B tejto
Zmluvy. Zmluvné strany povazuju platby uvedené v
tomto rozpocte za adekvatnu odmenu za pracu vykonanu
v zmysle tejto Zmluvy. Platby Zadavatela za sluzby
poskytnuté  InStiticiou  a Hlavaym  skusajucim
definované nizsie (i) predstavuju priemernu trhova cenu
pre také sluzby (ii) boli dohodnuté za obvyklych
podmienok a (iii) neboli uréené spdsobom, ktory by
zohladinoval objem alebo cenu  akychkol'vek
obchodnych pripadov alebo transakcii, ktoré boli
uskuto¢nené zmluvnymi stranami. Za vykonanu pracu
alebo vydavky Zadavatela, ktoré hradi Zadavatel,
InStiticia a Hlavny SkuSajici nebudi pozadovat
dodato¢ntt odmenu z iného zdroja.

9. Ddverné informacie

A. Pocas doby platnosti tejto Zmluvy a pocas
doby najmenej desiatich (10) rokov po skonceni alebo
pred¢asnom ukonceni alebo odstupeni od tejto Zmluvy,
Institacia a Hlavny skusajuci zachovaju mlcanlivost’ o
vSetkych skuSanych produktoch a $pecializovanych
udajoch a/alebo informaciach ziskanych od Zadavatela
alebo dosiahnutych pocas Studie vratane, aviak nie
vyluéne, o Protokole, prirucke pre skusSajuceho,
priebeznych  vysledkoch a  akychkol'vek inych
informaciach alebo materialoch zverenych v zmysle
predchadzajucich dohéd o zachovani mlcanlivosti
uzatvorenych medzi zmluvnymi stranami (d’alej len
»Doverné informacie™). V pripade, Ze prislus$ny pravny
poriadok ustanovuje dlhsiu lehotu alebo neobmedzené
Casové obdobie pre zachovanie mlCanlivosti (napr. pri
obchodnom tajomstve alebo zdravotnej dokumentacii),
bude platit’ tato dlhsia lehota. Toto obmedzenie sa netyka
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Confidential Information that:

0] is or becomes public knowledge (through no

fault of Institution or Principal Investigator);
(i) is lawfully made available to Institution or
Principal Investigator by an independent third
party owing no obligation of confidentiality to
Sponsor with regard thereto (and such lawful
right can be properly demonstrated by
Institution or Principal Investigator);

(iii) is already in Institution's or Principal
Investigator's possession at the time of receipt
from Sponsor (and such prior possession can be
properly demonstrated by Institution or
Principal Investigator); or

(iv) is published in accordance with the express

terms of this Agreement.

B. Institution may disclose Confidential
Information to the extent it is required by law,
regulation, rule, act or order of any governmental
authority or agency. To permit Sponsor an opportunity
to intervene by seeking a protective order or other similar
order, in order to limit or prevent disclosures of
Confidential Information, Institution or Principal
Investigator shall immediately notify Sponsor, in writing,
if it is requested by a court order or a governmental
authority or agency to disclose Confidential Information
in Institution's or Principal Investigator's possession and
thereafter Institution or Principal Investigator shall
disclose only the minimum Confidential Information
required to be disclosed in order to comply, whether or
not a protective order or other similar order is obtained
by Sponsor. Upon any such disclosure to a public
authority, the Institution and the Principal Investigator
shall take all necessary steps to make sure Confidential
Information is not disclosed by that authority to third
parties, in particular by properly marking the
Confidential Information as being subject of business
secret, intellectual property and privacy of human
subjects.

C. Subject to applicable legal and regulatory
requirements, Institution and Principal Investigator agree
to promptly return to Sponsor, upon its request, all
Confidential Information obtained from Sponsor or
belonging to Sponsor pursuant to this Agreement;
provided, however, that Institution's legal counsel may
retain one copy of Confidential Information in a secure
location for purposes of identifying Institution's
obligations under these confidentiality provisions.

Dovernych informacii:

0] ktoré st alebo sa stali verejnymi (inak ako
zverejnenim Institiciou alebo Hlavnym
skusajucim); alebo

(i) ktoré boli pravoplatne poskytnuté Institacii

alebo Hlavnému skusajicemu nezavislou

tretou stranou, ktord nie je viazana
povinnostou zachovavat mlcanlivost voci

Zadavatel'ovi v suvislosti s tymito informaciami

(ktoré platné pravo moéze Institucia alebo

Hlavny skasajtci riadne preukazat); alebo

(i) ktorymi Institicia alebo Hlavny skuSajici uz

disponuju v case ich prijatia od Zadavatel'a (a

toto moéze Institucia alebo Hlavny skuSajuci

riadne preukazat); alebo

(iv) ktoré boli zverejnené v silade s vyslovne

uvedenymi podmienkami tejto Zmluvy; alebo

B. Institicia m6Ze zverejnit’ Déverné Informacie
vrozsahu vakom to pozaduje pravny poriadok,
predpisy, zakony, nariadenia alebo prikazy akéhokol'vek
vladneho organu alebo institiicie. Aby sa zabezpecila
moznost Zadavatela zasiahnut pri zverejiiovani
Dévernych informacii prostrednictvom predbezného
opatrenia alebo iného podobného prikazu s cielom
obmedzit' alebo zabranit zverejneniu Dovernych
informacii, je Institicia alebo Hlavny skusajuci povinny
okamzite pisomne informovat” Zadavatel’a o tom, Ze od
nich sudny prikaz, alebo Statny organ pozaduje
zverejnenie Ddvernych informacii, ktoré ma Institicia
alebo Hlavny skusajuci k dispozicii, pricom Institicia
alebo Hlavny skusajici nasledne zverejnia iba minimum
Dovernych informacii, o zverejnenie ktorych boli
poziadani tak, aby vyhoveli tejto ziadosti, a to bez
ohl'adu na to, ¢i Zadavatel' obdrzal ochranny prikaz
alebo iny podobny prikaz alebo nie. V pripade
poskytnutia Dovernych informacii organu verejnej
spravy, Institacia a Hlavny skaSajaci musia podniknit
vsetky nevyhnutné kroky, aby tieto Doverné informacie
organ verejnej spravy neposkytol tretej osobe, ato
najmi tak, ze Doverné informacie riadne oznacia ako
predmet obchodného tajomstva, duSevného vlastnictva
a ochrany sukromia ucastnikov.

C. Podlichajuc platnym pravnym a regulaénym
poziadavkam, Institiicia a Hlavny skusajuci sa zavizuji
Zadavatel'ovi urychlene, na jeho ziadost, vratit’ vSetky
Doéverné informacie ziskané od Zadavatela alebo
patriace Zadavatelovi v zmysle tejto Zmluvy; avSak
stou vynimkou, Ze pravny zastupca Institicie je
opravneny ponechat si na bezpeCnom mieste jednu
kopiu Doévernych informécii na ucely identifikacie
zavazkov Institicie vyplyvajicich z tychto ustanoveni o
zachovani ml¢anlivosti.

D. Institicia a Hlavny skuSajuci obmedzia
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D. Institution and Principal Investigator shall
limit disclosure of Confidential Information received
hereunder to only those of its Study Staff who are bound
by a written agreement with terms equivalent to or more
stringent than this Agreement and who are directly
involved with the Study and only on a need to know
basis. Institution and Principal Investigator shall advise
its Study Staff upon disclosure to them of any
Confidential Information of the proprietary nature
thereof and the terms and conditions of this Agreement
and shall use all reasonable safeguards to prevent
unauthorized use or disclosure by such Study Staff.
Institution and Principal Investigator shall be responsible
for any breach of these confidentiality provisions by its
Study Staff.

E. Institution and Principal Investigator
acknowledge and expressly agree that any disclosure of
Confidential Information in violation of this Agreement
would be detrimental to Sponsor's business and cause it
irreparable harm and damage. In accordance with
applicable law and in addition to any other rights and
remedies provided herein, Sponsor shall be entitled to
seek equitable relief by way of injunction or otherwise.

F. Institution shall neither disclose to Sponsor
nor induce Sponsor to use any secret or confidential
information or material belonging to others, including
other sponsors of other clinical trials.

10. Data, Publications and Other Rights

In  recognition of the importance of
disseminating information relating to any novel or
important observations or results arising from the Study
and understanding that such need must be balanced with
Sponsor's  obligations to maintain control over
Confidential Information as well as to comply with
appropriate rules and regulations, the parties hereby
agree to the following:

A. Principal Investigator and Institution agree
that all research data and results generated during the
course of the Study shall be the property of Sponsor.
Principal Investigator and Institution further agree to
execute any documents or undertake any further actions
if requested by Sponsor to evidence transfer of title to
such data and results.

B. Subject to the terms and conditions of this
Agreement, Institution and Principal Investigator have
the right to publish or publicly present the results of the
Study. Principal Investigator and Institution agree not to
publish or publicly present any interim results of the
Study.  Principal Investigator and Institution further
agree to provide forty-five (45) days written notice to

poskytnutie Dovernych informécii prijatych v stvislosti
s touto Zmluvou iba na ten Personal Studie, ktory je
viazany pisomnou zmluvou s podmienkami, ktoré st
rovnaké alebo prisnejsie ako podmienky pre zachovanie
mléanlivosti uvedené v tejto Zmluve, a, ktory je priamo
zainteresovany na Studii, a to iba v pripade potreby ich
poskytnutia. Institicia a Hlavny skiSajuci poucia
Personal Studie o dévernom charaktere im poskytnutych
Dévernych informacii a o podmienkach tejto Zmluvy,
pricom  primerane  zabezpeCia  ochranu  proti
neopravnenému pouzitiu alebo zverejneniu Dovernych
informacii Persondlom Studie. Ingtiticia a Hlavny
skusajuci su zodpovedni za akékol'vek porusenie tychto
ustanoveni o zachovani mi¢anlivosti Persondlom Stidie.

E. Institdcia a Hlavny skusajuci potvrdzuju a
vyslovne sthlasia, Ze akékol'vek zverejnenie Dovernych
informacii v rozpore s touto Zmluvou by bolo pre
podnikanie Zadavatel'a $kodlivé a mohlo by spdsobit’
nenapravitelné skody. V stlade s platnym pravnym
poriadkom a okrem akychkol'vek inych prav a
opravnych prostriedkov uvedenych v tejto Zmluve, je
Zadavatel' opravneny pozadovat' spravodlivii napravu
prostrednictvom stidneho prikazu alebo inak.

F. Institucia neposkytne Zadavatelovi, ani
nebude navadzat' Zadavatela na pouzitie akychkol'vek
inych tajnych alebo doévernych informacii alebo
materidlu, ktoré patria inym, vratane inych zadavatel'ov
klinickych skusok.

10. Udaje, publikicie a ostatné priva

Zmluvné strany su si vedomé dolezitosti
rozSirovania informacii tykajicich sa akychkol'vek
novych alebo dolezitych pozorovani alebo vysledkov
vyplyvajicich zo Studie, pricom su si tiez vedomé
skutoCnosti, ze tato potreba musi byt vyvazena
zaviazkami Zadéavatel'a pri zabezpecovani kontroly nad
Dévernymi  informaciami, ako aj dodrziavanim
prislusnych pravidiel a predpisov, a preto sa zmluvné
strany dohodli nasledovne:

A. Hlavny skti$ajici a Institlicia suhlasia s tym,
ze vSetky udaje a vysledky vyskumu ziskané pocas
trvania Stidie si majetkom Zadavatela. Hlavny
skusajuci a Institicia sa dalej zavdzuju vyhotovit’
akékol'vek dokumenty alebo podniknut’ také kroky, o
ktoré Zadavatel moéze poziadat’ na to, aby sa preukazal
prevod prav k takym tidajom a vysledkom.

B. Podliehajuc podmienkam tejto Zmluvy,
Institicia a Hlavny skiSajuci maju pravo publikovat’
alebo verejne prezentovat vysledky Stadie. Hlavny
skuSajuci a InStiticia sa zavdzuju nepublikovat’ ani
verejne neprezentovat’ Ziadne priebezné vysledky Stadie.
Hlavny sktSajici a  Intiticia sa dalej zavizuju
poskytniit” Zadavatelovi Stryridsatpatdiova (45) lehotu
pred akymkol'vek publikovanim alebo prezenticiou na
to, aby mal Zadavatel moznost’ preskimat navrhy
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Sponsor prior to submission for publication or
presentation to permit Sponsor to review drafts of
abstracts and manuscripts for publication (including,
without limitation, slides and texts of oral or other public
presentations and texts of any transmission through any
electronic media, e.g. any computer access system such
as the Internet, World Wide Web etc., collectively or
individually a “Public Presentation”) which report any
results arising out of the Study. Sponsor shall have the
right to review and comment on any Public Presentation.

C. No Public Presentation shall contain any
Confidential Information of Sponsor (as defined in
Article 9) which for the purposes of this Article 10 shall
be deemed to not include the results of the Study or data
generated pursuant to the Study. If the parties disagree
concerning the accuracy and appropriateness of the data
analysis and presentation, and/or confidentiality of
Sponsor's Confidential Information, Institution and/or
Principal Investigator agree to meet with Sponsor's
representatives at the clinical Study site or as otherwise
agreed, prior to submission of a Public Presentation, for
the purpose of making good faith efforts to discuss and
resolve any such issues or disagreement. At Sponsor's
request, Sponsor shall be acknowledged as one of many
or as the sole financial Sponsor, as the case may be, of
the Study reported in the Public Presentation.

D. To the extent that the Institution's
participation in the Protocol is a part of a multi-center
study, Institution and Principal Investigator agree that an
initial Public Presentation of their results shall occur only
together with the other sites unless specific written
permission is obtained in advance from Sponsor for
Public Presentation of separate results. Sponsor shall
advise as to the implications of timing of any Public
Presentation in the event clinical trials are still in
progress at sites other than the Institution's and any
institution participating in a multi-center study shall
follow the Public Presentation review procedures set
forth in this Article. Institution and Principal
Investigator may publish their results in accordance with
this Agreement if a joint publication is not completed
within eighteen (18) months after completion of the
Study at all Study sites and locking of the database.

E. If Sponsor believes there is patentable
subject matter contained in any Public Presentation
submitted for review, Sponsor shall promptly identify
such subject matter to Institution. If Sponsor requests
and at Sponsor's expense, Institution shall use its best
efforts to assist Sponsor to file a patent application
covering such subject matter with the United States
Patent and Trademark Office, Office of the Industrial
Property of the Slovak Republic or through the Patent

zhrnuti a materidlov ur¢enych na publikovanie (vratane,
avSak nie vylucne, grafickych prezentacii a textov
ustnych alebo inych verejnych prezentacii a textov
uréenych na prenos prostrednictvom elektronickych
médii, napr. akymikol'vek pocitacovymi systémami s
volnym pristupom, ako je Internet, World Wide Web
atd’., d’alej spolocne alebo jednotlivo ako ,,Verejna
prezenticia”), ktoré obsahuji  vysledky Studie.
Zadavatel’ ma pravo preskumat’ a podat’ pripomienky k
akejkol'vek Verejnej prezentacii.

C. Ziadna Verejni prezenticia nesmie
obsahovat’ Déverné informacie Zadavatela (definované
v Clanku 9), ktoré na ucely tohto ¢lanku 10 nezahinaju
vysledky Stidie alebo udaje ziskané na zaklade Studie.
Ak zmluvné strany zdiel’aji rozdielny ndzor na presnost’
alebo vhodnost’ analyzy tidajov a prezentacie, a/alebo na
doverny charakter Dovernych informacii Zadavatela,
Institacia a/alebo Hlavny sku$ajtci sa zavizujt stretniit
sa so zastupcami Zadavatel’a na mieste vykonu klinicke;j
Stidie alebo na inom dohodnutom mieste pred
predlozenim Verejnej prezenticie na publikovanie za
uéelom vyvinutia usilia v dobrej viere prediskutovat’ a
vyrieSit' akékol'vek takéto zalezitosti alebo rozpory v
nazoroch. Na ziadost’ Zadavatel'a by mal byt Zadavatel’
uvedeny ako jeden z mnohych, .resp. ako jediny
finanény sponzor Studie, oktorej sa informuje vo
Verejnej prezentacii.

D. Ak je ucast’ Institicie na Protokole sucast'ou
multicentrického klinického skuSania, InStitGcia a
Hlavny skuaSajuci sa zavdzuju, ze prva Verejna
prezentacia ich vysledkov prebehne iba sicasne s
prezentaciami ostatnych pracovisk, pokial’ Institicia
neziskala osobitné pisomné povolenie od Zadavatel'a na
Verejmi  prezentaciu ~ samostatnych  vysledkov.
Zadavatel' pou¢i Institiciu o moznych doésledkoch
nacasovania akejkol'vek Verejnej prezentacie v pripade,
ze klinické skisky stale prebiehajii na inych miestach
ako je InStitcia, priCom akakol'vek institucia
zhcastnujica sa multicentrického klinického skusania sa
ma riadit’ pravidlami Verejnej prezentacie tak, ako s
uvedené v tomto ¢lanku. Institicia a Hlavny skuSajuci
mozu publikovat’ svoje vysledky v salade s touto
Zmluvou v pripade, ze do osemnastich (18) mesiacov po
ukonceni Stadie na vietkych pracoviskach vykonu
Stadie a po uzatvoreni databdzy nebola pripravena
spolo¢na publikacia vysledkov.

E. Ak sa Zadavatel bude domnievat, Ze vo
Verejnej prezentacii predloZenej na schvalenie existuje
patentovatelny obsah; Zadavatel' bude o tom okamzite
informovat’ InStiticiu. V pripade, ze o to Zadavatel
poziada a na naklady Zadavatela, vyvinie InStiticia
maximalne usilie na to, aby Zadavatel'ovi poskytla
sucinnost’ pri podani ziadosti o zapis patentu, ktord sa
bude tykat spominaného obsahu, na patentovy urad
Spojenych statov (United States Patent and Trademark
Office), na Urad priemyselného vlastnictva Slovenskej
republiky alebo prostrednictvom Zmluvy o patentovej
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Cooperation Treaty prior to any publication. Sponsor
shall have the right to delay publication or presentation
of any Public Presentation for a period not to exceed
ninety (90) days after the initial review period if
publication or presentation of such Public Presentation
would affect Sponsor’s ability to obtain patent protection
for any invention.

F. Institution is granted the right, subject to the
provisions of this Agreement, to use the results of the
Study provided by Institution under this Agreement,
including but not limited to, the results of tests and any
raw data and statistical data generated therefrom, for its
own internal teaching and research purposes.

11. Clinical Supplies

A. As applicable for the Protocol, Sponsor
shall make available sufficient quantities of Study Drug
free of charge to carry out the Study, it being understood
that Institution and Principal Investigator shall take
responsibility for and reasonable steps to maintain
appropriate records and assure appropriate supply,
handling, storage, distribution and usage of the Study
Drug and any other Sponsor provided materials,
including but not limited to equipment, in accordance
with the Protocol and any applicable laws and
regulations relating thereto. Institution and Principal
Investigator will not use for any other purpose or
conduct any other research activities with the Study Drug
provided under this Agreement or the materials provided
under this Agreement than that stated in the Protocol.

B. [Institution represents and warrants that the
Study Drug will be stored in compliance with the
applicable laws, in a hospital pharmacy or other
designated pharmacy under the conditions specified in
the Protocol. All unused Study Drug and Sponsor
provided materials will be returned to Sponsor by
Institution or Principal Investigator at the conclusion of
the Study, or upon earlier termination of or withdrawal
from this Agreement, unless written authorization to
destroy at Sponsor’s reasonable expense or retain them is
given by Sponsor. If authorization to destroy unused
Study Drug or Sponsor provided material is given,
Institution or Principal Investigator shall provide
Sponsor with documentation of the method of
destruction. Sponsor shall own all right, title and interest
in any and all material purchased or provided at the
expense of Sponsor under this Agreement.

12. Indemnification and Insurance

A. Sponsor shall indemnify, defend and hold

spolupraci, a to pred vydanim akejkol'vek publikacie.
Zadavatel ma pravo pozdrzat zverejnenie alebo
prezentaciu akejkol'vek Verejnej Prezenticie na dobu,
ktora nepresahuje devdtdesiat (90) dni po pociatocnej
lehote na preskiimanie, ak zverejnenie alebo prezenticia
tejto Verejnej Prezentacie by mohla ovplyvnit moznost’
Zadavatel'a ziskat' patentovi ochranu pre akykol'vek
vynalez.

F. Podliehajuc ustanoveniam tejto Zmluvy,
Intiticia ma pravo pouzivat vysledky Stidie ziskané na
zaklade tejto Zmluvy vratane, avSak nie vylucne,
vysledkov testov a akychkol'vek tidajov o vstupnych
materialoch a $tatistickych tdajov ziskanych zo Studie
pre vlastné interné $kolenia a vyskumné tcely.

11. Klinické zasoby

A. V pripade ak je to v zmysle Protokolu
aplikovatelné, Zadavatel je povinny bezodplatne
poskytnit’ dostatoéné mnozstvo SkuSaného lieku

potrebné pre vykonanie Studie, priom sa rozumie, e
Institicia a Hlavny skusajuci st zodpovedni za prijatie
primeranych opatreni na vedenie prisluSnych zdznamov
a zabezpeCenie prislusnej dodavky, nakladania s,
skladovania, distribucie a pouzitia SkuSané¢ho Lieku
a akychkol'vek inych Zadéavatelom poskytnutych
materialov, vratane ale nie vyluéne i vybavenia v sulade
s Protokolom a akymikol'vek platnymi zdkonmi a
predpismi, ktoré sa na ne vztahuji. Institicia a Hlavny
Skusajuci nepouziji na iny tucel alebo nebudu
uskutoc¢niovat’ akékol'vek iné vyskumné cinnosti so
Skuganym Liekom poskytnutym v zmysle tejto Zmluvy
alebo s materidlom poskytnutym v zmysle tejto Zmluvy
nez ako tie, ktoré si uvedené v Protokole.

B. Institacia vyhlasuje a ruci, ze Skusany
lick bude ulozeny v stlade s prisluSnymi zakonmi
v nemocni¢nej lekarni alebo inej urcenej lekarni za
podmienok  Specifikovanych v Protokole.  Vsetok
nepouzity Skusany liek a Zadavatelom poskytnuté
materidly vrati Institicia alebo Hlavny Skusajuci
Zadavatelovi pri skonéeni Stidie alebo pri predéasnom
ukonceni alebo odstapeni od tejto Zmluvy, pokial
Zadavatel’ nevydal pisomné opravnenie na zni¢enie na
naklady zadavatel'a v primeranej vySke alebo ponechanie
si tychto materidlov. V pripade, Ze bolo vydané
povolenie na zniCenie nepouzitétho Skusaného lieku
alebo Zadavatelom poskytnutého materialu, InStitacia
alebo Hlavny SkiSajuci poskytne Zadavatelovi
dokumentaciu o sposobe znicenia materialu. Zadavatel
je vlastnikom, ma zachované vsetky prava a naroky
k akémukol'vek a vSetkym materidlom nak(ipenym alebo
poskytnutym na naklady Zadéavatel’a podl’a tejto Zmluvy.

12. Nahrada Skody a poistenie

A. Zadavatel’ odskodni Institiciu, jej spravcov,
zastupcov, zamestnancov a Hlavného skusajuceho, (a
akéhokol'vek uvedeného d’alsicho skusajiiceho) (spolu
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harmless Institution, its trustees, officers, agents,
employees and Principal Investigator, (and any named
co-investigator) (collectively “Indemnitees”) from and
against any demands, claims, actions, proceedings or
costs of judgments which may be made or instituted
against any of them by reason of personal injury
(including death) to any Study subject or damage to
property that result directly from the proper
administration of the Study Drug or the proper
performance of any Study procedure required by the
Protocol.

B. Notwithstanding the foregoing, Sponsor
shall have no indemnification obligation or liability, and
Institution shall indemnify, defend and hold harmless
Sponsor, its parent corporation, subsidiaries, affiliates,
officers, directors, agents, and employees, for loss or
damage resulting from:

(i) failure of Indemnitees to adhere to the terms
and provisions of this Agreement, the Protocol
or agreed amendments thereto or Sponsor's
written recommendations and instructions
relative to the administration and use of any
drug substances involved in the Study,
including, but not limited to, the Study Drug,
any comparative drug and any placebo;

(ii) failure of Indemnitees to comply with all
applicable laws and regulations, including the
International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Good Clinical
Practice: Consolidated Guideline and other
generally accepted standards of good clinical

practice;

(iii) failure of Indemnitees to render professional
service or to conduct the Study in a normal,
qualified and prudent manner; or

(iv) negligent act or omission or willful misconduct

by Indemnitees related to the performance of
services under this Agreement.

C. Sponsor's indemnity obligation is subject to
the following conditions:

notification to

whenever
Indemnitees have
information from  which
Indemnitees may reasonably
conclude an incident of
bodily injury or death or
damage to property has

0] immediate
Sponsor

len Odskodnena osoba®) za akékol'vek ziadosti, naroky,
ukony, konania alebo néklady vyplyvajuce z rozhodnuti,
ktoré mbézu byt prijaté alebo vydané proti
ktorémukol'vek z nich z doévodu poskodenia zdravia
(vratane smrti) zo strany G¢astnika Studie alebo za $kodu
spdsobent na majetku, ktord vyplyva priamo z riadneho
nakladania so SkuSanym liekom alebo z riadneho
vykonu akejkolvek ¢&innosti zahrnutej do Studie
a vyzadovanej Protokolom.

B. Bez ohl'adu na vysSie uvedené, Zadavatel’
nemd ziadnu povinnost ani zavdzok odSkodnit’
Institaciu, priCom Institicia odSkodni Zadavatel'a, jeho
materskt spolocnost, dcérske spoloc¢nosti, pridruzené
spolo¢nosti, riaditelov, zastupcov a zamestnancov za
stratu alebo Skodu sposobené:

0] porusenim povinnosti Odskodnenej osoby
dodrziavat’ podmienky a ustanovenia tejto
Zmluvy, Protokolu alebo schvalené dodatky
Protokolu alebo pisomné odporucania alebo
pokyny Zadavatela tykajuce sa podania a
pouzitia akychkol'vek lieciv pouzivanych v
Stadii vratane, aviak nie vylucne, Skusaného
lieku, akéhokol'vek porovnatelného lieku alebo
akéhokol'vek placeba;

(i) porusenim povinnosti Ods$kodnenej osoby
konat’ v sulade s platnymi pravnymi predpismi

anariadeniami,  vratane Konsolidovanej
smernice o  spravnej  klinickej  praxi
Medzinarodnej  konferencie o zosuladeni
technickych  poziadaviek na  registraciu

farmaceutik na humanne pouzitie a ostatnych
vseobecne platnych poziadaviek spravnej
klinickej praxe;
(iii) porusenim povinnosti OdSkodnenej osoby
poskytovat’ odborné sluzby alebo vykonavat
Stidiu riadnym, kvalifikovanym a obozretnym
sposobom; alebo
(iv) tkonom alebo pochybenim z nedbanlivosti
alebo Umyselnym nespravnym  konanim
Odskodnenej osoby, vztahujicim sa na vykon
sluzieb v zmysle tejto Zmluvy.

C. Zavizok Zadavatel'a na odSkodnenie vznika
za splnenia nasledovnych podmienok:

0) Zadavatel’ bude okamzite informovany
len ¢o Odskodnena osoba obdrzi
informéaciu, na zéklade ktorej moze
Odskodnena osoba doévodne predpokladat’,
7e doslo k incidentu ublizenia na zdravi
alebo k smrti, alebo Skode na majetku
a nasledne okamzite informuje Zadéavatel'a
0 vietkych relevantnych udajoch tykajuce
sa tohto incidentu,
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occurred and the immediate
reporting to Sponsor of all
pertinent data surrounding
such incident;
(D) compliance by Indemnitees
with all of their obligations
with regard to adverse event
reporting procedures as set
forth in the Protocol and any
appendix or  attachment
thereto;
(iii) full cooperation and
assistance by Indemnitees in
the investigation and defense
of the claim or action along
with authorization to
Sponsor to carry out the sole
management and defense of
the claim or action; and

Indemnitees  shall not
compromise or settle the
claim or action without the
prior written approval of
Sponsor.

(iv)

D. The Institution declares insurance coverage
as required by applicable law covering liability for
damage associated with health care provided and shall
maintain this insurance active through the entire duration
of the Study. Upon request of Sponsor, copies of
certificates evidencing such insurance coverage will be
made available to Sponsor. Institution and/or Principal
Investigator shall provide thirty (30) days' prior written
notice to Sponsor in the event of cancellation or any
material change in such insurance.

E. Sponsor will to the extent required comply

with applicable laws and regulations covering insurance
requirements of sponsor’s of clinical trials.

13. Inventions and Patents

The sole and exclusive right to any inventions,
discoveries or innovations, whether patentable or not,
arising from the performance of the Protocol and Study
under this Agreement, or otherwise arising out of use,
misuse or modification of the Study Drug provided
under this Agreement (the “Inventions™), shall be the
property of the Sponsor. Institution or Principal
Investigator will promptly notify Sponsor in writing of
any such Inventions, and at Sponsor's request and
expense Institution and Principal Investigator will cause
to be assigned to Sponsor all right, title and interest in
and to any such Inventions and provide reasonable
assistance to obtain patents, including causing the

Odskodnena osoba bude konat v
stlade so svojimi zavéizkami tykajicimi sa
pripadov ohlasovacich postupov
neziaducej udalosti tak, ako st uvedené v
Protokole av akykol'vek ich dodatkoch
alebo prilohach.

(i)

(iii) Odskodnend osoba poskytne plnt
stcinnost’ a spolupracu pri vySetrovani
a obrane proti naroku alebo zalobe spolu
SO splnomocnenim Zadévatel'a na vykon
vyhradného vedenia sporu a obhajoby

proti naroku alebo konaniu a

Odskodnena osoba nesmie uzavriet
zmier, ani uznat akykol'vek narok bez
predchadzajuceho  pisomného  stihlasu
Zadavatela.

(iv)

D. Institicia prehlasuje, Ze poistenie, ako to
vyzaduju platné zdkony tykajice sa zodpovednosti za
Skodu stvisiace s  poskytovanim  zdravotnej
starostlivosti je zabezpelené a Ze toto poistenie bude
udrziavat’ v platnosti po celii dobu trvania Stadie. Na
ziadost’ Zadavatela, predlozi kopie osvedCeni
preukazujucich existenciu tohto poistenia a tieto
spristupni Zadavatelovi. V pripade zruSenia alebo
akejkol'vek podstatnej zmeny v tomto poisteni Institicia
a/alebo Hlavny skusajuci dorucia Zadavatel'ovi pisomné
oznamenie tridsat’ (30) dni vopred.

E.  Zadavatel bude poisteny v rozsahu
pozadovanom  platnymi zdkonmi a  predpismi
obsahujticimi poziadavky poistného krytia Zadavatel'ov
klinickych skusok.

13. Vynalezy a patenty

Vyluéné a vyhradné pravo k akymkol'vek
vynalezom, objavom alebo inovaciam, patentovatelnym
alebo nie, ktoré vyplyva z vykonu Protokolu a Stidie
podla tejto Zmluvy, alebo ktoré inak vyplyva z
pouzivania, zneuzitia alebo Upravy SkuSaného lieku
poskytnutého podl'a tejto Zmluvy (d’alej len ,,Vynalezy™)
si majetkom Zadavatela. Institicia alebo Hlavny
skuSajuci urychlene ozndmia Zadavatel'ovi pisomnou
formou akykol'vek taky Vynalez a na ziadost’ a naklady
Zadavatel'a Institucia a Hlavny skuSajuci zabezpecia
prevod vsetkych prav, titulov a podielov na akomkol'vek
takomto Vyndleze na Zadavatela, pricom poskytni
primeranu sucinnost’ pri ziskavani patentov, vratane
vyhotovenia akéhokol'vek postiipenia vynalezu alebo
inych dokumentov.
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execution of any other

documents.

invention assignment or

14. Notice

Whenever any notice is to be given hereunder,
it shall be in writing and commercial overnight carrier
(return receipt requested) or personally delivered to the
appropriate party at the address indicated below, or at
such other place or places as either party may designate
in a written notice to the other. Notice shall be deemed
to have been received upon receipt.

To Institution:  Fakultnd nemocnica s poliklinikou
F.D.Roosevelta Banskd Bystrica,
Néam. L. Svobodu 1, Banska Bystrica
975 17, Slovakia

Attn.: XXX

To Sponsor: Merck Sharp & Dohme, s.r.o.,, Na
Valentince 3336/4, 150 00 Praha 5,
Czech Republic

Attn.: Clinical Study Department

15. Assignment

The rights and obligations of Institution and
Principal Investigator under this Agreement may not be
assigned or subcontracted to others without Sponsor’s
prior written consent and any attempted assignment or
delegation in violation hereof shall be void. Institution
and Principal Investigator shall ensure that all third
parties who provide services on behalf of Institution or
Principal Investigator comply with the terms and
conditions of this Agreement. Sponsor may assign this
Agreement to an affiliated company without the prior
consent of Institution or Principal Investigator.
Notwithstanding any such assignment by Sponsor,
Sponsor shall remain liable for all of its obligations
under this Agreement.

16. Applicable Law

This Agreement shall be construed in
accordance with the law of the Slovak Republic. In case
of any disputes, the parties agree to solve these amicably,
otherwise any disputes should be decided by the
competent courts of the Slovak Republic.

17. Publicity

No party shall use the name of another party (or
the name of Sponsor or any division or affiliated
companies) for promotional purposes without the prior
written consent of the party whose name is proposed to
be used. Except for Public Presentations under Article
10, no news release, publicity or other public

14. Oznamenie

Akékol'vek oznamenie vyplyvajuce z tejto
Zmluvy musi byt vyhotovené v pisomnej forme a
dorucené komercnym expresnym dorucovatelom (s
navratkou) alebo osobne prislusnej zmluvnej strane na
adresu uvedenu nizSie alebo na také iné miesto alebo
miesta, ktoré ktorakol'vek zmluvna strana oznami druhej
zmluvnej strane v pisomnej forme. Oznamenie sa bude
povazovat’ za dorucené jeho prijatim.

Institacia: Fakultnd nemocnica s poliklinikou
F.D.Roosevelta Banska Bystrica, Nam.
L. Svobodu 1, Banska Bystrica 975 17,
Slovensko

K rukdm: XXX

Zadavatel’: Merck Sharp & Dohme, s.r.o0., Na
Valentince 3336/4, 150 00 Praha 5,
Ceska republika

K rukam: Oddéleni klinickych studii

15. Postiipenie

Prava a povinnosti Institicie z tejto Zmluvy nie
je Institicia a Hlavny Skd$ajici opravneni postiipit’ bez
predchadzajuceho pisomného suthlasu Zadavatela a
akykol'vek pokus o postipenie alebo delegovanie v
rozpore s touto Zmluvou je neplatny. Institicia a Hlavny
Skuisajtici zabezpeéi, aby tretie strany, ktoré poskytuju
sluzby v mene Institicie alebo Hlavného Skusajiceho
konali v stulade s podmienkami tejto Zmluvy. Zadavatel
ma pravo postupit’ prava a povinnosti z tejto Zmluvy na
pridruzent spolo¢nost’ bez predchadzajiceho pisomného
sthlasu Institacie alebo Hlavného SkuSajuceho. Bez
ohl'adu na také postipenie bude Zadavatel' aj nadalej
zodpovedny za vsetky svoje zavizky vyplyvajice z tejto
Zmluvy.

16. Platné pravo

Tato Zmluva sa bude vykladat’ v sulade s
platnym pravnym poriadkom Slovenskej republiky.
V pripade akychkol'vek sporov sa zmluvné strany
zavazuju vyriesit' ich mimostdnou cestou, v opaénom
pripade budi o sporoch rozhodovat prislusné sudy
Slovenskej republiky.

17. Publicita

Ziadna strana nepouzije meno druhej strany
(alebo meno Zadavatela, akejkol'vek divizie alebo
pridruzenych spolo¢nosti) na propagacné ucely bez
predchadzajuceho pisomného suhlasu strany, ktorej
meno sa ma pouzit. S vynimkou Verejnych publikécii v
zmysle ¢lanku 10, nesmu InStitacia ani Hlavny skasajuci
vydat' ziadne spravy, propaga¢né ani iné verejné
oznamenia, pisomné alebo ustne, tykajuce sa tejto
Zmluvy alebo vykonu povinnosti z nej vyplyvajucich,
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announcement, either written or oral, regarding this
Agreement or performance hereunder or results arising
from the Study, shall be made by Institution or Principal
Investigator without the prior written approval of
Sponsor.

18. Independent Contractor

It is agreed by the parties that Institution and
Principal Investigator are acting in the capacity of
independent contractors hereunder and not as employees,
agents or joint venturers of or with Sponsor. Neither
Institution nor Principal Investigator shall have any
authority to represent, bind or act on behalf of Sponsor.

19. Counterparts and Agreement Modifications

This agreement is executed in two copies in
English and two copies in Slovak language. In case of
any discrepancy between the two language versions, the
English language version shall prevail. Neither this
Agreement nor the Protocol may be altered, amended or
modified except by written document signed by the
parties.

20. Severability

If any term or condition of this Agreement, the
deletion of which would not adversely affect the receipt
of any material benefit by a party hereunder, shall be
held illegal, invalid or unenforceable, the remaining
terms and conditions of this Agreement shall not be
affected thereby and such terms and conditions shall be
valid and enforceable to the fullest extent permitted by
law.

21. No Waiver

Failure on the part of a party to exercise or
enforce any right conferred upon it hereunder shall not
be deemed to be a waiver of any such right nor operate to
bar the exercise or enforcement thereof at any time or
times thereafter.

22. Combating Bribery of Public Officials

Institution agrees that it will not make any
payment, either directly or indirectly, of money or other
assets (collectively ‘“Payment”) to any Government
Official (as defined below) if such Payment is for the
purpose of influencing decisions or actions with respect
to the subject matter of this Agreement or any other
aspect of Sponsor’s business. “Government Official”
means (i) any officer or employee of a government, or of
a public international organization, (ii) any person acting
in an official capacity for or on behalf of any such
government or public international organization, and (iii)
any official of a political party or candidate for political

ani spravy o vysledkoch Stidie bez predchadzajiiceho
pisomného suhlasu Zadavatela.

18. Nezavisly dodavatel’

Zmluvné strany sa dohodli, Ze InStitucia a
Hlavny skuSajuci za tychto podmienok konaju ako
nezavisli dodavatelia a nie ako zamestnanci, zastupcovia
alebo spolocnici Zadavatel'a. Ani Institicia ani Hlavny
skisajici nemaju ziadne pravo zastupovat, zavdzovat,
ani konat’ v mene Zadavatela.

19. Vyhotovenia a zmeny zmluvy

uzatvara v dvoch
jazyku a dvoch
jazyku. V pripade

zmluva  sa

vyhotoveniach v anglickom
vyhotoveniach v slovenskom
akychkol'vek rozporov medzi oboma jazykovymi
verziami  je  rozhodujucou verzia  vyhotovena
v anglickom jazyku. Tato Zmluva a Protokol mézu byt
zmenené, doplnené alebo upravené iba na zaklade
pisomného dodatku podpisaného zmluvnymi stranami.

Tato

20. Oddelitelnost’

Ak sa ktorékol'vek ustanovenie tejto Zmluvy,
vymaz ktorého by negativne neovplyvnil prijatie
akéhokol'vek materialneho prospechu zmluvnou stranou
v zmysle tejto Zmluvy, stane nezdkonnym, neplatnym
alebo nevymozitelnym, ostatné ustanovenia tejto
Zmluvy nebudi tymto ovplyvnené, priCom tieto
ustanovenia ostani aj nad’alej v platnosti a budu
vymozitelné v plnom rozsahu povolenom pravnym
poriadkom.

21. Vzdanie sa prava

Neschopnost’ zmluvnej strany vykonavat’ alebo
vymoct’ svoje pravo, ktoré jej prinalezi v zmysle tejto
Zmluvy, sa nepovazuje za vzdanie sa tohto prava, ani sa
tymto nepozastavi vykon alebo vymozitelnost’ tohto
prava kedykol'vek neskor.

22. Boj proti korupcii verejnych CinitePov

Institicia suhlasi s tym, Ze nebude a to bud’ priamo,
alebo nepriamo vykonavat ziadne vyplaty, penazi
alebo inych aktiv (sthrnne "Platba") pre akéhokol'vek
verejného Cinitel'a (ako je definované nizSie) ak je tato
Platba  uskutocnend za  Ufelom  ovplyvnenia
rozhodnutia alebo konania s ohl'adom na predmet tejto
Zmluvy, alebo na akykol'vek iny aspekt podnikania
Zadavatel’a. "Verejny Cinitel" znamena (i) ktorykol'vek
Staitny Uradnik alebo zamestnanec, alebo Statny
zamestnanec verejnej medzindrodnej organizicie, (ii)
akakol'vek osoba konajtca v tradnej funkcii pre alebo
na ucet ktoréhokol'vek Stdtneho organu alebo verejnej
medzinarodnej organizacie, a (iii) akykol'vek clen
politickej alebo kandidat na politicky urad. Instittcia
bude okamzite hlasit’ akékol'vek porusenie ustanoveni
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office.  Institution will report any violation of the
requirements of this Article to Sponsor immediately and
agrees to make all relevant records and other
documentation relating to a violation available for
Sponsor and its representatives review.

23. Force Majeure

Noncompliance by a party with the obligations
of this Agreement due to force majeure, (laws or
regulations of any government, war, civil commotion,
destruction of production facilities and materials, fire,
flood, earthquake or storm, labor disturbances, shortage
of materials, failure of public utilities or common
carriers), or any other causes beyond the reasonable
control of the applicable party, shall not constitute breach
of this Agreement and such party shall be excused from
performance hereunder to the extent and for the duration
of such prevention, provided it first notifies the other
party(ies) in writing of such prevention and that it uses
its best efforts to cause the event of the force majeure to
terminate, be cured or otherwise ended.

24. Entire Understanding

This Agreement, including any exhibits and
schedules hereto, constitutes the entire agreement
between the parties with respect to the subject matter
hereof. This Agreement supersedes and cancels all
previous agreements among the parties, written and oral
in respect of the subject matter hereof. In the event of
any inconsistency between this Agreement and the
attached Protocol XXX (Exhibit A), the terms of the
Protocol shall have precedence with respect to Study
subject care matters and the terms of this Agreement
shall have precedence with respect to all other matters.

[The following space intentionally left blank.]

tohto ¢lanku Zadévatel'ovi a sthlasi s tym, aby vSetky
prislusné zaznamy a d’alSie dokumenty tykajuce sa
porusenia boli poskytnuté Zadavatel'ovi alebo jeho
zastupcom za ucelom preskiimania.

23. VysSia moc

Neplnenie zavizkov vyplyvajicich z tejto
Zmluvy zmluvnou stranou zapri¢inené vysSou mocou,
(zdkonmi alebo pravnymi predpismi akejkol'vek vlady,
vojnou, obcianskymi nepokojmi, zni¢enim vyrobnych
zariadeni alebo materidlov, poziarom, zaplavami,
zemetrasenim alebo burkami, pracovnymi nepokojmi,
nedostatkom materidlov, pochybenim dodéavatel'ov
verejnych sluzieb alebo verejnych dopravcov), alebo z
akychkol'vek inych pri¢in mimo primeranej kontroly
prislusnej zmluvnej strany, sa nebude povazovat za
porusenie tejto Zmluvy, pricom takato zmluvna strana
bude oslobodena od vykonu zavizkov vyplyvajicich z
tejto Zmluvy v rozsahu a pocas doby trvania tejto vyssej
moci, za predpokladu, ze tato zmluvna strana najprv
pisomne oznami druhej zmluvnej strane vyskyt pripadu
vy$§ej moci, pricom tato zmluvnd strana vynaloZzi
maximalne usilie na ukoncenie trvania pripadu vyssej
moci, umoznenie napravy alebo iné odstranenie.

24, Uplné zmluva

Tato Zmluva vratane jej priloh a dodatkov
predstavuje uplni zmluvu medzi zmluvnymi stranami
tykajucu sa predmetu tejto Zmluvy. Tato Zmluva
nahrddza a ru$i vSetky predchadzajuce dohody
uzatvorené medzi zmluvnymi stranami, pisomné alebo
ustne, vztahujuce sa na predmet tejto Zmluvy. V pripade
akychkol'vek nezrovnalosti medzi touto Zmluvou a
prilozenym Protokolom XXX (Priloha A), budu vo
veciach starostlivosti o Gcastnikov Studie rozhodujuce
podmienky Protokolu avo vSetkych ostatnych
zalezitostiach budi rozhodujiice podmienky tejto
Zmluvy

Page 19 of 20
XXX



Confidential

NA ZNAK COHO zmluvné strany tato Zmluvu

IN WITNESS WHEREOF, the parties have caused this  podpisali prostrednictvom riadne opravnenych zastupcov

Agreement to be executed, by duly authorized
representatives, as of the last date written below.

MERCK SHARP & DOHME s.r.o.

BY/PODPIS

NAME/MENO: XXX

v deil uvedeny nizSie ako posledny.

, DATE/DATUM

TITLE/FUNKCIA: Clinical Research Director CZ & SVK, GCTO

Fakultna nemocnica s poliklinikou F.D.Roosevelta Banska Bystrica

BY/PODPIS

NAME/MENO: Ing. Miriam Lapunikova, MBA

TITLE/FUNKCIA: riaditel’ka

, DATE/DATUM

PRINCIPAL INVESTIGATOR / HLAVNY SKUSAJUCI

| hereby acknowledge that | have read and agree with
the terms of this Agreement, including the Protocol,
and that | will act and perform my duties in the Study
in accordance therewith, including but not limited to
the assignment to Sponsor of any proprietary rights
relating to the Study results that I may otherwise have
according to law. | hereby also confirm that | agree to
the processing, transfer and export of my personal data
for the purpose as described in this Agreement or the
Protocol, including trans-border flow to countries not
providing adequate personal data protection according
to EU standards.

BY/PODPIS

NAME/MENO: XXX

Tymto potvrdzujem, Zze som si tito Zmluvu precital a
sthlasim s podmienkami v nej uvedenymi, vratane
podmienok uvedenych v Protokole, pricom sa zavizujem,
7e budem konat’ a vykonavat’ svoje povinnosti na Stadii v
sulade s vysSie uvedenymi podmienkami, vratane
postupenia Zadavatel'ovi akychkol'vek majetkovych prav
tykajiicich sa vysledkov Stadie, ktoré mi inak modzu zo
zakona prindlezat. Tymto tiez potvrdzujem, Ze suhlasim
so spracovanim, prenosom a poskytnutim mojich
osobnych tdajov na cely uvedené v tejto Zmluve alebo v
Protokole, vratane cezhrani¢ného toku udajov do krajin,
ktoré neposkytuju adekvatnu ochranu osobnych tudajov
podra standardov EU.

, DATE/DATUM

Version Date: 01 MAY 2022

EXHIBIT A (Protocol) / PRILOHA A (Protokol)

EXHIBIT B (Budget) /

PRILOHA B (Rozpocet)
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Study Site Budget - INSTITUTION / Rozpodet centra na klinické skusanie - INSTITUCIA
Pl Name:
Jméno hlavniho
zkousejiciho:
Site:
Centrum: Fakultnd nemocnica s poliklinikou F.D.Roosevelta Bansk& Bystrica

The target number of study subjects for your site is X . For the purpose of trial planning and management, this Budget encompasses an enrollment range between X and X
However, as you approach your target range, if you wish to continue to enroll, you must be proactive and contact the CRA for approval to continue erolling up to X . The budget will
be adjusted if the study design is modified and has a financial impact. Sponsor reserves the right to decrease or increase the number of study subjects at any time during the
enroliment period without renegotiating based on the costs listed in this budget. Such notification shall be in writing from a person authorized by the Sponsor.

Cielovy pocet subjektov pre vase centrum je X . Pre ucely planovania a riadenia $tudie tento rozpocet zahiria rozsah nakladov na X az X subjektov. Ak naplnite cielovy pocet X
subjektov a budete chciet’ zaradit d'alSie subjekty, musite proaktivne kontaktovat’ monitora $ttidie alebo iného zastupcu Zadavatela a ziskat suhlas s pokrac¢ovanim naboru aZ do
celkového poctu X subjektov. Ak bude potrebné upravit’ design $Studie a tato Gprava by mala vplyv na rozpocet $tudie, rozpocet sa upravi taktiez. Zadavatel si vyhradzuje pravo
kedykolvek pocas naboru znizit alebo zvysit cielovy pocet subjektov bez dalsieho prerokovania nékladov na subjekt v ramci tohto rozpocétu. Pisomné oznéamenie o takejto
skutocnosti vam zasle povereny zastupca Zadavatela.

Per Study Subject (PSS) Visit Costs/Naklady za navstevy subjektu zaradeného do klinického skusani: XXX Period

Total, Per Patient/
Celkem za SH

2448 €

Per Study Subject (PSS) Visit Costs/Naklady za navstevy subjektu zaradeného do klinického skusani: XXX Period

Total, Per Patient/
Celkem za SH

2175€

Per Study Subject (PSS) Visit Costs/Naklady za navstevy subjektu zaradeného do klinického sktsani: XXX Period

Total, Per Patient/
Celkem za SH

2160 €

Per Study Subject (PSS) Visit Costs/Naklady za navstevy subjektu zaradeného do klinického skusani: XXX Period




Total, Per Patient/
Celkem za SH

4023 €

The Per Study Subject Visit Cost includes study-related costs for each study subject as required in the Protocol, including procedure costs, administrative fees during
performance of the study (copying, shipping preparation, labels, etc.), lab draws, and indirect costs and overhead. All of the study related costs are included in the costs outlined
above. The Per Study Subject Visit Costs section of the budget represents procedures required to be performed on every study subject. The Site Costs are outlined below and
include: Additional procedures which are required by the Protocol for specific events and approved by the Sponsor, procedures that are required by the Protocol for a sub-set of
study subjects, and costs which may be incurred by the Site in support of initiating and supporting the study at the Site until completion of all study subjects and documentation.

Naklady za navstevy subjektu zahfriaji néklady spojené s klinickym sku$anim (KS) podla protokolu, vratane nakladov na jednotlivé vysetrenia, administrativnych nékladov
pocas KS (kopirovanie, priprava zasielok, oznac¢ovanie atd’), nakladov na laboratérne odbery, nepriamych a rezijnych nékladov. Vsetky néklady na KS su rozpisané v tabulke
vysésie. Naklady za navstevy subjektu zahffiaji vysetrenia, ktoré protokol vyZaduje pre vsetky subjekty. Dalsie naklady centra s rozpisané nizsie a zahfriaju: dodatoéné
vySetrenia, ktoré vyZaduje protokol v osobitnych pripadoch a st schvalené Zadavatelom; vySetrenia, ktoré vyZaduje protokol pre podskupinu subjektov; naklady, ktoré centru
vznikli pri inicidcii KS a poc¢as jeho prevadzania aZ po ukoncenie vietkych subjektov a poskytnutie relevantnej dokumentacie.

Supplies sourced from Sponsor that are licensed or have a value greater than USD $100 per Sponsor calculations at study close-out will be either returned to Sponsor or
. purchased at current market value, or disposition as instructed by Sponsor at Sponsor’s reasonable expense.

Materidl, ktory poskytol Zadavatel a bol zapozicany na zaklade licencie alebo presahuje po ukonceni KS hodnotu 100 USD (vypocitanti sponzorom), bude vrateny sponzorovi,

odkupeny za aktuélnu trhovd hodnotu alebo zni¢eny podfa pokynov Zadavatela na néklady Zadavatela v primeranej vyske.

For randomized study subjects who do not complete the Study, the Site will be paid according to the per visit schedule noted above for those completed visits documented by

electronic data capture or other approved data input.

Néklady za zrandomizované subjekty, ktori Stiidiu nedokonéia, budd uhradené podfa poctu absolvovanych a v elektronickej databaze zaznamenanych navstev, ako je uvedené
v tabulke vy$sie.

TOTAL NOT TO EXCEED:/CELKOVE MAXIMUM:
PROVIDER OF HEALTHCARE COSTS * / NAKLADY POSKYTOVATELA*

*Provider of Healthcare Costs will be paid upon receipt of an invoice with documentation from the third party, when applicable, or upon receipt of other acceptable
documentation.

*Naklady poskytovatel'a budi uhradené na zaklade prijatia faktiry a prislusnej dokumentdcie od tretej strany alebo po prijati inej ak I'nej

P




Notwithstanding the provisions set in the Exhibit B in cases that Sponsor deems reasonable Sponsor may decide to pay an additional fee or costs in particular unexpected costs as
well as set any additional settlement deadline. The Parties agree that the above does not require an amendment to the Agreement however it requires written Sponsor’s pre-
approval under the pain of invalidity. These payments require relevant documentation such as e.g. invoice, the fee is due to regular payment installement according to the
Agreement.

Bez ohladu na ustanovenia uvedené v Prilohe B, Zadévatel sa méze v odévodnenych pripadoch rozhodnut uhradit dal$ie konktrétne neocékavané néklady, ako aj nastavit' dal$i
termin vysporiadania. Strany sa dohodli, Ze vy$sie uvedené nevyZaduje dodatok k zmluve, aviak vyZaduje pisomné schvélenie zadavatela, inak je poziadavka neplatna. Platby
budu vykonané na zéklade prislusnej dokumentéacie, ako je napr. faktira, splatné v intervaloch stanovenych touto zmluvou.

Total Estimated Budget / Celkovy pldnovany rozpocet: :
PAYMENT SCHEDULE: Per study subject visit costs shall be due and payable as follows:

ROZVRH PLATIEB: Néklady za ndvstevy subjektov hodnotenia budu splatné podl'a nasledujiceho:

Payments will be made in half-yearly installments. Data closure necessary for settlement of payment will be always made on 15.5. and 15.10. Data on completed visits and
procedures is obtained in-house according to information provided by the Electronic Data Capture System (EDC).

Platby budu uskutoénené v polroénych intervaloch. Uzavretie tdajov potrebnych na platby sa vykona 15.5. a 15.10.. Udaje o névstevach a vykonanych postupoch ziska verejny
obstaravatel z informéacii v EDC.

All payments are without value added tax (VAT), the VAT shall be added according to the Slovak law./
Sumy v tomto rozpocte nezahffiaju dan z pridanej hodnoty. Dari bude pripo¢itand v zakonom stanovenej vyske.

Remittance for the applicable amount is generally issued by Sponsor within 45 days.
Uhrada na prislu$nu ciastku je zaistena Zadavatelom do 60 dni po obdrzani faktury.

Invoice Submissions / Odoslanie faktar:
Please direct all invoices to the contact provided by Sponsor. / Prosim, odosielajte vSetky faktiry k rukam kontaktu ur¢enému Zadavatelom.

Sponsor’s invoicing details/Fakturacni udaje Zadavatele: Merck Sharp & Dohme, s.r.o.
Na Valentince 3336/4
150 00 Praha 5

Czech Republic

Company ID/ IC:

28462564

Tax ID/DIC:

CZ28462564

Payee's invoicing details/ Fakturacné udaje Poskytovatela:

Fakultnd nemocnica s poliklinikou F.D.Roosevelta Banska

Payee Address /Adresa Poskytovatela:

Nam. L. Svobodu 1

Banska Bystrica 975 17

Slovak Republic

Company ID/ IC:

00165549

Tax ID/DIC:

SK2021095670

Bank account number/ Cislo bankového Gétu:

IBAN:

SWIFT:




