(For Use in Slovak Republic and conq[irded pursuant to
Section 269 para 2 of Act No. 5 13/1991 Coll, the
Commercial Code, gs amended)

This Agreement is entered into as of the last
date on the signature page hereof, by and between
Detska fakultna nemocnica Kosice
Trieda SNP 1
040 11 Kosice
ID number: 00606715
TAX ID: 2020777880
Tax/VAT ID:

Account number: 7000280825/8180

IBAN - SK50 8180 0000 0070 0028 0825

BIC - SPSRSKBA

Bank: Stitna pokladnica

Represented by: MUDTF. Ingrid Urbangikova, MPH,
Director (hereinafter called “Institution™)

and Merck Sharp & Dohme, sr.0., Mlynské nivy 43,
821 09 Bratislava, acting in its own name at the
request of Merck Sharp & Dohme Corp., with its
address at 1 Merck Drive, Whitehouse Station, New
Jersey 08889 USA

ID: 44393326

Tax ID: 2022688272

Tax/VAT ID: SK2022688272

Account number: 2002 880 004/8130

IBAN: SK88 8130 0000 0020 0288 0004

BIC: CITISKBA

Bank: Citibank

Represented by: MUDr. Peter Musil, Managing
Director (hereinafter called “Sponsor™).

Sponsor proposes the Institution to study the
safety and/or efficacy of MK-0431 (the “Study Drug”)
and Institution obliges to perform certain clinical trial
research (the “Study™). The parties hereto agree as
follows:

1. Scope of Work

The Institution and Principal Investigator
MUDr. Adriana Dankovéikova, born 7. Apu %(7,
out-patient doctor of Diabetological Department at
Detskd fakultnd nemocnica KoSice (hereinafter called
"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 “A Phase HI, Multicenter, Double-Blind,
Randomized, Placebo- and Metformin- Controlled
Clinical Trial to Evaluate the Safety and Efficacy of
Sitagliptin in Pediatric Patients with Type 2 Diabetes
Mellitus with Inadequate Glycemic Control” MK-0431-
083- Site Number 0639 (the “Protocol™) which is
attached as Exhibit A and incorporated into this
Agreement by reference. Institution certifies that it is a
training facility — faculty hospital and to its best
knowledge, its facilities and patient population are

vional

. 2/ POdpis

ZMLUVA O KLINICKOM SKUSANi
(Uréend na pouZitie v Slovenskej republike q uzarorend
podla § 269 ods. 2 =gkona ¢ 513/ 1991 Zb., Obchodného

=dkonnika, v zneni neskorich predpisov)

Tato Zmluva bola uzatvorens v deit uvedeny
ako posledny na podpisovej strane tejto Zmluvy medzi
Detskd fakultni nemocnica Kosice
Trieda SNP |
040 11 Kosice
ICO: 00606715
DIC: 2020777880
IC/DPH:

C. ttu: 7000280825/8180

IBAN - SK50 8180 0000 0070 0028 0825

BIC - SPSRSKBA

Bankove spojenie: $tétna pokladnica

Zastipeny: MUDr. Ingrid Urbanéikova, MPH, riaditer
. (d'alej len »Indtiticia®)

a spolo¢nostou Merck Sharp & Dohme, 8.1.0., Mlynské
nivy 43, 821 09 Bratislava, konajiica vo vlastnom
mene na Ziadost’ Merck Sharp & Dohme Corp., adresa
1 Merck Drive, Whitehouse Station, New Jersey 08889
UsA

ICO: 44393326

DIC: 2022688272

IC/DPH: SK2022688272

C. Gétu: 2002 880 004/8130

IBAN: SK88 8130 0000 0020 0288 0004

BIC: CITISKBA

bankové spojenie: Citibank

Zastipena: MUDr. Peter Musil, Generélny riadite
(d'alej len wZadavate™),

Zadavatel' navrhuje, aby Intitiicia preskumala
bezpednost'  a/alebo iinnost MK-0431 (dalej len
»Skusany liek™), pridom Indtiticia sa zavi je vykonat'
urCité klinické skusky (dalej len ,Stﬂdia”). Zmluvné
strany sa dohodli nasledovne:

1. Rozsah price

Institucia aHlavny skasajici MUDr. Adriana
Dankovéikova, narodens 77 4P JHT ambulantny
lekar Diabetologickej ambulandie v Detskej fakultnej
nemocnici  Kosice (dalej len »Hlavny skiiajuci«)
uskutognia Stidiu v silade s podmienkami tejto Zmluvy
a  kone¢ného protokolu,  vratane jeho  zmien
uskutoCnenych v stilade s podmienkami tejto Zmluvy, na
uskutonenie Stidie s nazvom ,Klinjcks skisanie
hodnotiace bezpecnost’ a u&innost sitagliptinu v liegbe
pediatrickych pacientov s diabetom typu 2, ktori majii
nedostatodne kontrolovani glykémiu“ MK-0431-083-
Cislo centra 0639 (dalej len »Protokol™), ktory tvorf
Prilohu A tejto Zmluvy. Inititacia potvrdzuje, Ze je
vyuebovou zikladfioy — fakultnou nemocnicou a podla



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, Healthcare-related services, as amended, Act
No. 362/2011 Coll. on Drugs and Medical Devices, as
amended, Implementing legal regulations of the Ministry
of Health of the Sloyak Republic, in particular on
Requirements for Clinical Trials and Good Clinical
Practice and for the site where clinical trials are carried
out, as well as the Intemnational Conference on
Harmonisation  of Technical Requirements  for
Registration of Pharmaceuticals for Human Use Good
Clinical Practice: Consolidated Guideline and other
generally binding legal regulations and standards of good
clinical practice.

The Institution represents and warrants that jts
facilities to be used for the Study meet al] 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 (the “SIDC™),
The Institution agrees that a consultation place will be
available in those facilities throughout the duration of the
Study, where the Principal | nvestigator or the Sponsor’s
representatives may provide nhecessary information to all
human subjects participating in the Study.

At minimum 2 Study subjects shall participate in the
Study and be enrolled by the Principal Investigator,

Planned enrolment period of subject into this
from June 2014 unti] October 2016.

2. Principal Investigator

The Institution represents and certifies that for
the duration of the Study Institution’s Principal

Study is

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 Jevel 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, List of Study Staff
is attached to this Agreement as Exhibit C. In the event

vietkymi platnymi zakonmi a predpismi, a to najmi
zdkonom ¢&. 576/2004 Z. z. ozdravomej starostlivosti,
sluzbach  suvisjacich s poskytovanim zdravotnej
starostlivosti, v zneni neskorgich predpisov, zakonom &
362/2011 Z. z. o liekoch a zdravotnickych pomdckach
V zneni neskorsich predpisov, vykonavajiicimi predpismi
Ministerstva zdravotnictva Slovenskej republiky najm4 o
poZiadavkach na klinické skisanie a spravny klinicka
Prax a na pracovisko, na ktorom sa vykonava klinické
skisanie, ako aj Konsolidovanou smernicoy 0 spravnej
klinickej praxi Medzinérodnej konferencie o zosiiladeni
technickych poziadaviek na registrdciu farmaceutik na
huménne pouzitie aostatnymi vieobecne zavaznymi
pravnymi predpismi a platnymi poZiadavkami Spravnej
klinickej praxe.

Institiicia prehlasuje arugi, ze Jej pracoviské, ktoré sa
majii pouZit’ na vykon gtﬂdie, riadne spliiaji podmienky
Stanovené platnymi zikonmi aostatnymi smemicami
Specifikovanymi vyigie, aze boj; schvilené Statnym
Ustavom pre kontroly liegiy Slovenskej republiky (dalej
len ,,§UKL”). Indtiticia sa Zavizuje, e poéas Stidie
bude v tychto zariadeniach k dispozicii  konzultagné
miesto, kde Hlavny  skogajiici  alebo zastupcovia
Zadavatela  budy méet  poskytnat nevyhnutné
informacie vietkym ucastnikom Studie.

Stadie sa zigastni a do $tidie bude Hlavnym skugajiicim
vsilade s Protokolom zaradenych  minim4lne 2
Ui¢astnikov,

Plénovana doba naboru eastnikoy Stidie bude trvat po
dobu od jiina 2014 do oktdbra 2016,

2 Hlavny skisajici

Institacia prehlasuje apotvrdzuje, 7e pogas
Studie bude Hlavny skugajuci plnit’ tlohy Specifikované
Vv Protokole, tejto  Zmluve a prislugnych platnych
zékonoch, pricom vykon tychto tiloh sa bude realizovat
vsilade s Protokolom, Hlavy i
pracujicou pre Indtitteiy podla jeho existujiceho
pracovnopravneho s Intituciou, Hlavny
skiigajiici bude zodpovedny za riadenie 3 dohl'ad nad
celou Studiou v sulade s Protokolom g touto Zmluvou,
Hlavny skusajici a Institicia Poskytnt vietky vyssie
predpokladané sluzby prostrednictvom
vyskoleného a kvalifikovaného

Persondl  Stidie sa Povazujli (i)  zamestnanci,
zastupcovia, &lenovia Statutdreho organu Institiicie,
vritane ale npje vyluéne Hlavny skiidajuci a (ii)
akykol'vek zastupca, dodéavatel alebo  tretie strany
pisomne schvilené ZadavateFom v stlade s Clankom 15,
Zoznam ,,Persongly Studie“ tvori Prilohu C k tejto



that Principal Investigator leaves or is removed from the
Institution, then Institution shall, within ten ( 10) days of
becoming aware of the planned 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 with
Principal Investigator or other applicable Study Staff in
which the Principal Investigator or other Study Staff
shall be remunerated. The Institution confirms that it has
been notified of such fact and that it has no objections
against such possible arrangement.

Institution’s  Principal Investigator and other
applicable Study Staff are not remunerated for the
performance of the tasks under this Agreement by
Institution. Sponsor has no financial obligation towards
the Principal Investigator or other applicable Study Staft
for the performance of the tasks under this Agreement,

Institution represents and certifies that it will
not knowingly after diligent research and inquiry 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 it has information available that any
person 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

Zmluve. V pripade, e Hlavny skigajuci ukongi zmluvny
vztah alebo ho Institicia odvold, Institicia tito
skutoénost’ pisomne ozndmi Zaddvatelovi, a to do
desiatich (10) dni odo diia ako bola oboznimens s
pldnovanym  odchodom Hlavného  skisajriceho.
Akykol'vek nastupca Hlavného skiiSajuceho musi byt
schvéleny Zadavatel'om v pisomnej forme, pri¢om sa od
tohto néstupcu bude VyZadovat, aby sa zaviazal k
dodrziavaniu vietkych 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’ vietky
podmienky Protokoly a tejto Zmluvy). Okrem tejto
Zmluvy je Zadavatel opravneny uzavriet s Hlavnym
skiiSajicim alebo inym prislusnym Persondlom $tidie
osobitni Zmluvu, na ziklade ktorej budn hlavny
skiSajici, ako aj iny Personal Studie odmefiovani,
[nstitdcia  potvrdzuje, ze bola otejto  skutognosti
informovanad anema Ziadne namietky proti takému
moznému dojednaniu,

Hlavny skisajici ainy prislusny Personal
Studie nebude odmefiovany za plnenie povinnosti podla
tejto Zmluvy Institticiou. Zadavatel' nebude mat’ vog
Hlavnému  skisajicemu alebo inémuy prislunému
Persondlu Studie akykolvek financny zavizok za vykon
uloh podra tejto Zmluvy,

Indtiticia prehlasuje a potvrdzuje, e nevyuzije
Ziadnym spésobom, anj v Ziadnej savislosti so sluzbami,
ktoré sa majii poskytnit’ podra tejto Zmluvy, Ziadnu taky
osobu, o ktorej by mala vedomost po dékladnom
preskiimani, e bola pozbavend povolenia vykonavat
niektord  zdravotnicku ¢innost’, najma vykonavar’
klinické skigky v salade s akymikol'vek platnymi
zékonmi alebo predpismi, vritane vyludenia v zmysle
Federalneho zékona Spojenych $tatov o potravinach,
liekoch a kozmetickych pripravkoch, alebo vyladenia z
federalneho programu  zdravotnej  starostlivosti
Spojenych statov.

Indtiticia sa zavézuje okamzite informovar
Zadavatela v pisomnej forme Vpripade dostupnych
informacii o tom, ze ktorékol'vek osoba, ktora poskytuje
svoje sluzby podra tejto Zmluvy, bola pozbavens
opravnenia na vykon niektorej zdravotnickej Cinnosti,
najmé ¢innosti podra tejto Zmluvy alebo v pripade, Ze je
voi tejto osobe podana Zaloba, alebo sa vogi nej vedie
akykol'vek stidny spor, uplatfiuje pravny narok, vedie
vySetrovanie alebo pravne & spravne konanie, pripadne
ak vy§sie uvedeng skutoCnosti  podra najlepsieho
vedomia Inititicie takejto osobe hrozia, pokial’ tieto
stvisia s pozbavenim Indtiticie alebo osoby, ktora
poskytuje svoje sluzby podra tejto Zmluvy, opravnenia
na vykon niektorej zdravotnickej &innosti, najmi &innosti
podra tejto Zmluvy. Hlavny skusajtici prehlasuje a rugi,
Ze nie je vo&i nemu podand Ziadna Zaloba, anj sa vodi
neému nevedie Ziaden sudny spor, neuplatiiuje pravny
narok, nevedie vySetrovanie, anj pravne, anij spravne



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. The Sponsor will
provide the Institution with required cooperation in this
matter. 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,
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 A greement.

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

konanie, a Ze tieto mu ani nehrozia, pricom sa Hlavny
skiSajici zavizuje okamszite informovat’ Zaddvatela v
pisomnej forme v pripade, Ze bude vo&i Hlavnémy
skisajicemu podana Zaloba, alebo sa vogi nemu zagne
sudny spor, uplatiiovat pravny narok, viest’ vysetrovanie
alebo pravne ¢&i spravne konanie, alebo ak mu budi
vy$Sie uvedené skutofnosti hrozif v sivislosti  so
zéanikom  jeho oprévneni na vykon  niektorej
zdravotnickej cinnost, (najméd Cinnosti podra tejto
Zmluvy).

Indtiticia zabezpedi, aby Hlavny skusajici a prislusny
Persondl Studie ako napr. inj skiajici, vyplnili
potvrdenie a formular o zachovani micanlivosti tykajtici
sa finanénych ziujmov alebo d’aldieho  konfliktu
zaujmov, ktoré moézu stvisiet so Stadiou  alebo
Zadéavatel'om. Zad4vatel poskytne v tejto veci Institicii
potrebnil  st&innost’, Vopripade, ak sa informécie
obsiahnuté v tychto dokumentoch pocas trvania Stadie
alebo potas obdobia jedného roka odkedy posledny
ucastnik ukonil Stidiu ako je blizsie definované v
Protokole ~zmenia, Personal Studie Jje  povinny
informovat’ Zadavatel'a o takej zmene.

Hlavny  sktgajuci vyhlasuje a zaruduje, ze okrem
nasledujicich oséb a ich vlasmych organizacii (ak
existujg):

-
—_—

Hlavny skisajici alebo &lenovia Jjeho najblizsej rodiny

(vritane  manzelky/manzela alebo druzky/druha,
stirodencov, deti, rodiCov, prarodiZov) nie je
Vpracovnopravnom ani v  inom odplatnom &

bezodplatnom  pravnom vztahu, vZiadnej z nixie
uvedenych funkcii vV postaveni, ktoré by danej osobe
mohlo umoztiovat ovplyviiovat’ podnikanie Zadavatel'a
alebo jeho dcérskych spoloCnosti: (a) ako zamestnanec
organu  verejnej Spravy  (vritane  vztahu so
Zamestnancom  organu verejnej spravy, v ddsledku
ktorého by mohlo déjst’ k ovplyvneniu podnikania
Zadavatel'a); (b) nie je &lenom akejkol'vek komisie
rozhodujicej o uhradsch liekov, cenach liekov, alebo
schval'ujiicej registraciu liekov, kategorizacnej komisie
alebo ingj podobnej komisie; (c) nezastava akikol'vek
ind verejnt funkciu vritane funkcie v medzindrodnej
zdravotnickej organizicii ako je WHO (Svetova
zdravotnicka organizacia) alebo UNICEF. Hlavny
skasajlici sa zavizuje informovat’ Zadgvatel'a v pripade,
ak sa postavenie Hlavného skdsajiiceho alebo &lena jeho
najbliziej rodiny vo vySSie uvedenom zmysle podas
platnosti tejto Zmluvy zmenj,

Bez toho aby sa tym ktorakol'vek zo zmluvnych stran
vzdavala prava na zachovanie mléanlivosti, Hlavny
skusajuci sthlasi so zverejnenim povahy jeho vztahy
so Zadévatel'om ato subjektom uvedenym vyssie
alebo  akymkol'vek inym  podobnym subjektom
azavizuje sa konat vsilade s pravidlami tychto
subjektov upravujiicimi konflikt zaujmov. Okrem toho



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) (persons
authorized to exercise professional supervision over
clinical trials) 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:

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

(ii) 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 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.

Hlavny skasajuci podl'a pokynov Zadavatela: (a) sa
vyhne po stanovent dobu t&asti na rozhodovani, ktoré
by mohlo mat’ vplyv na podnikanie Zadavatel'a alebo
jeho  dcérskych  spolo&nosti, (b) si wvyziada
predchadzajici suhlas od takéhoto subjektu pred
uzavretim  tejto  Zmluvy a/alebo  (c) zverejni
uvedenému subjektu existenciu obchodného vzfahu so
Zadavatel'om a to vopred zakazdym, ked’ sa zidastriuje
na akomkol'vek rozhodnuti, ktoré by mohlo ovplyvnit
podnikanie  Zadavatela alebo  jeho dcérskych
spolocnosti.

3. Monitorovanie projektu a priavo na inSpekciu

Osoby uréené na monitorovanie projektu
(osoby poverené vykonavanim odborného dohladu nad
klinickym skusanim) a iné osoby uréené Zadavatelom
mdzu polas Stadie a v primeranom obdobi po skongeni,
predfasnom ukonéeni alebo odstipeni od Stadie
uskutoénit’ s Hlavnym skiiajicim a/alebo osobou nim
uréenou v terminoch prijatelnych pre obe strany:

(i) preskimanie a inépekcig zariadeni In3titicie
pouZivanych na vykon Studie v &ase riadnej
pracovnej doby; a

(ii) podliehajiic platnym ustanoveniam o ochrane
osobnych idajov pacienta, inSpekciu, audit
alebo  kopirovanie  vietkych Udajov  a
pracovnych vystupov vzt'ahujicich sa na Stadiu
vykondvani podla tejto Zmluvy, a inspekciu
alebo  kopirovanie vietkych udajov, ktoré
Zadéavatel' potrebuje na to, aby sa uistil, e
Studia prebieha v silade s Protokolom a v
silade so vietkymi platnymi pravnymi
predpismi  vratane, aviak nie vyluéne,
akychkolvek platnych poziadaviek SUKL,
Konsolidovanou smernicou o spravnej klinickej
praxi Medzindrodnej konferencie o zosiiladeni
technickych  poZiadaviek na registraciu
farmaceutik na huméanne pouzitie a ostatnymi
vieobecne platnymi poziadavkami spravnej
klinickej praxe

Indtiticia sa zavizuje poskytnit Zadavatel'ovi stéinnost’
s cielom ul'ahtit’ preskimanie, inspekciu, audit alebo
kopirovanie materidlov tykajiicich sa Studie zastupcami
Zadavatela a ziroveii poméct’ pri uplatiiovani prav
udelenych Zadavatel'ovi v tomto &lanku 3.

Zadavatel' vymenuje osobu zodpovednit za dovoz
a/alebo vyrobu Skusaného lieku, ktora bude mat’ tie isté
prava voéi Ingtiticii a Hlavnému skii¥ajucemu ako sii
prava uvedené v tejto Zmluve vyisie platné pre osoby
urené na monitorovanie projektu, ako aj prava uvedené
vprislusnych  zédkonoch  a veobecne zavéznych
pravnych predpisoch.



4. Clinical Trial Approvals

A. Sponsor shall be responsible for obtaining
the following:

(i) 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;

(ii) positive statement on ethics of clinical trial

performed by the Study issued by the

appropriate Ethics Committee (the “EC”) prior
to beginning any Study on human subjects; and

B. Principal Investigator shall be responsible
for obtaining the following:

(i) an informed consent 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 and provided after the
mandatory information is given to the Study
participant in full extent and compliance as
required by applicable laws, including any
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 that is
approved in advance by the SIDC and appropriate
Ethical Committee is provided for the Study purposes by
the 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
on the last date of signature by last of the contractual
parties and shall become effective on the date following
its publication in the Central Registry of Contracts and
shall commence upon obtaining all Clinical Trial

4. Povolenie na klinické skusky

A. Zadavatel je zodpovedny za ziskanie:

(i) povolenia  Studie,  vrtane Protokolu,
akéhokol'vek informovaného sthlasu
vzfahujiceho sa na Stidiu a zatlenenia
ndastnikov do Stidie zo strany EUKL;

kladného stanoviska k etike klinického skigania
realizovaného Studiou od prisludnej Etickej
komisie (dalej len ,EK”) pred zadatim
akejkol'vek Stidie na pacientoch; a

(ii)

B. Hlavny skisajuci zodpoved4 za ziskanie
nasledovného:

(i) informovaného stthlasu ktory je v silade so
vietkymi prislusnymi zdkonmi a predpismi,
vratane Konsolidovanej smernice o spravnej
klinickej praxi Medzinarodnej konferencie o
zosuladeni  technickych  poziadaviek na
registraciu farmaceutik na huméanne pouzitie
a ostatnymi vSeobecne platnymi poZiadavkami
spravnej klinickej praxe, podpisany kazdym
ucastnikom alebo v jeho mene (v pripadoch,
ked to pravne predpisy pripastaji) pred jeho
G¢astou na Studii a poskytnuty po povinnom
pouceni Ulastnika Studie vplnom rozsahu

avsulade sprisluSnymi zikonmi, vratane
akychkolvek nevyhnutnych sthlasov  so
spracovanim  Udajov a s cezhrani¢énym

prenosom tdajov Zadavatelovi as pristupom
0s6b uréenych na monitorovanie projektu
ainych oséb urcenych Zadavatefom k (idajom
o zdravotnom stave stivisiacim so Stidiou.

C. Formular informovaného sthlasu, ktory je
vopred odsithlaseny SUKL a prislusnej EX , je pre udely
tejto Stadie dodany Zadavatefom. V pripade, 7e SUKL
alebo EK poZaduje zmeny v Protokole alebo v
informovanom siihlase alebo v akomkolvek inom
aspekte Stidie, aak je tito poziadavka adresovani
Inititicii alebo Hlavnému skusajicemu, musi byt o tom
Zadavatel' informovany vopred, pri¢om vietky Upravy
Protokolu a informovaného sithlasu musi vykonat alebo
schvalit’ Zad4vaterl’. Ingtiticia a Hlavny skii$ajlici nesmu
upravovat’ Stdiu opisanii v Protokole po jeho finalizécii
a odsuhlaseni EK bez predchadzajuceho pisomného
stthlasu Zadavatel’a.

5. Doba platnosti zmluvy

Zmluva nadobiida platnost’ diiom jej podpisu
poslednou zo zmluvnych stran a Gginnost’ nasledujiicim
diiom po dni zverejnenia tejto Zmluvy v Centralnom
registri zmliv a po obdrzani vietkych Povoleni
uvedenych v Clanku 4. T4to zmluva sa uzatvara na dobu



Approvals specified in Article 4, and shall continue in
effect, until termination of the last included Study
participant or 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. This Agreement shall terminate at the latest
on the date of Study termination as resulting from the
Protocol, as possibly amended.

6. Termination and Enrollment Cap

A. Sponsor may terminate this Agreement by
giving thirty (30) days written notice to Institution which
shall commence on the day following the day of delivery
to the 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 written (at
least by e-mail) between the Principal Investigator and
the Sponsor, necessary for the protection of the Study
participant. Notwithstanding the foregoing, in the event
Sponsor believes that immediate termination is necessary
due to its evaluation of risks to enrolled research
subject(s) or a decision of competent body, Sponsor may
terminate this Agreement to the date of written
termination notice sent to the Institution.

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 by any of the
contractual parties in accordance with this Agreement:

(i) upon providing or receiving a notice
of termination of or withdrawal from
this Agreement, Institution shall stop
enrolling patients in the Study and
shall in accordance with Sponsors
instructions cease conducting the
Study;

do ukoncenia posledného zaradeného Gcastnika Stadie
alebo do doby ukoncenia tejto zmluvy podla Clanku 6,
az do uzavretia databazy Studie a prijatia a schvélenia
celej koneZnej dokumentacie Studie, ktorda ma byt v
zmysle Protokolu o Stadii poskytnuta ZadavatePovi. Ak
ma Institicia alebo Hlavny skugajici kedykol'vek dévod
domnievat' sa, e Stidia sa nezaéne alebo neskongi
podlia harmonogramu, ktory pévodne zmluvné strany
predpokladali a schvalili, bude Zadavatel'ovi v pisomnej
forme ozndmeny dévod a dizka dodatoéného Zasu
nevyhnutného pre zalatie alebo dokondenie préace,
priCom tito Zmluvu méze Zadavatel’ ukon&it alebo od
nej odstipit’ v silade s ¢lankom 6. Tato Zmluva musi
byt ukondend najneskér v deii ukondenia Stadie ako
vyplyva z Protokolu, v zneni jeho pripadnych zmien.

6. Ukondenie zmluvy a obmedzenie niboru

A. Zadavatel méZze ukonit’ tito Zmluvu tym,
Ze Institicii zadle pisomnd vypoved® s tridsatdiiovou (30)
vypovednou dobou, ktord zane plynit nasledujicim
diiom po dni jej pisomného dorugenia Instithcii. V
pripade, Ze Institicia bude povazovat® tridsatdfiovii (30)
vypovednil dobu za nedostatoéni vzhPadom na
zhodnotenie rizik hroziacich prijatym pacientom
ZUCastiujicim sa skiSania, ktori v tom d&ase uzili
Skudany liek, budd zmluvné strany spolupracovat, aby
pacientov bezpeéne vylicili zo skiifania lieku podas
vzajomne prijatelnej lehoty, pricom povinnost
Zadavatel'a dodévat’ Skusany liek v zmysle tejto Zmluvy
bude v kazdom pripade trvat iba po&as primeranej lehoty
pisomne (minimélne e-mailom) odsuhlasenej medzi
Hlavnom skuSajicim a Zadavatel'om, nevyhnutnej na
ochranu G¢astnika Stidie. Bez ohladu na vyssie
uvedené, ak je Zadavatel presved&eny, Ze je nevyhnutna
okamZitd vypoved’ vzhPadom na zhodnotenie rizik
hroziacich ucastnikom alebo rozhodnutie prislusného
organu, Zadavatel’ je opravneny odstipit’ od zmluvy ku
diiu pisomného oznamenia o odstiipeni Institticii.

B. Ktordkol'vek zmluvna strana méze pisomne
odstupit’ od Zmluvy za predpokladu, Ze druha zmluvna
strana  porusi niektori zpovinnosti definovanych
v Zmluve ataké poruienie povinnosti v pripade, ak je
odstranitelné, nebolo odstranené v lehote (30) tridsat’ dni
od dorucenia oznamenia o poruseni povinnosti.

C. V pripade akéhokol'vek ukonéenia,
uplynutia  doby alebo odstipenia od Zmluvy
ktoroukolvek zo zmluvnych stran vstilade s touto
Zmluvou:

(i) po zaslani alebo dorugeni vypovede alebo
oznamenia o odstipeni od tejto Zmluvy,
Indtiticia ukon&i nabor pacientov do Stidie
avsulade spokynmi Zadavatela ukongi
uskuto&iiovanie Studie;



(i1)

(i)

(iv)

)

D.

Institution shall return to Sponsor all
unused Sponsor provided materials,
including but not limited to, Study
Drug and equipment if provided
(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);

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 to the Institution pursuant to
this Agreement shall be pro-rated for
actual work performed in accordance
with the Protocol to the date of
delivery of withdrawal or termination
notice, 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;

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 the
date of delivery of withdrawal notice;
and

Institution and Principal Investigator
shall return to  Sponsor all
Confidential Information (as defined
in Article 9 hereof) owned or
controlled by Sponsor and in the
possession of Institution or Principal
Investigator.

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);

complying with record keeping,
maintenance of identification codes,
maintenance of medical
documentation, reporting obligations

(if)

(iii)

(iv)

(v)

Intiticia ~ Zadavatelovi vrati vietok
Zadavatefom poskytnuty nepouzity materil
vratane, aviak nie vyludne, Skugany liek
avybavenie ak bolo poskytnuté (pokial
Zadavatel’ neudelil pisomné povolenie na ich
ponechanie alebo znidenie, pritom v takom
pripade bude Institucia postupovat’ v silade s
prislunymi ustanoveniami &lanku 11 tejto
Zmluvy);

s vynimkou pripadu odstiipenia od Zmluvy z
ddvodu jej zivainého porugenia Institiiciou
alebo Hlavnym skusajicim, a pokial nie jev
pisomnej  forme  zmluvnymi  stranami
Specifikované inak alebo inak pozadované
prislusnymi  zakonmi, celkova odplata pre
Institiciu vypocitand ZadavatePom na zaklade
tejto Zmluvy pomeme ku skutodne vykonanej
préci uskutoénenej v siilade s Protokolom pred
diiom dorucenia oznidmenia o odstiipeni od
Zmluvy alebo vypovede, vratane Protokolom
vyZadovanych nezruditelnych zavizkov takto
oznacenych v rozpotte uréenom na Studiu,
pri€om  akakoPvek  nevynaloend  Zast
prostriedkov vopred poskytnutych
Zadavatelom v zmysle ustanoveni tejto Zmluvy
bude Zadavatel'ovi vratena spat’;

v pripade odstiipenia od Zmluvy v désledku jej
zavazného  porusenia  InStiticiou  alebo
Hlavnym skuigajuocim  sa  zmluvné strany
zavizuji v dobrej viere vynalozit Usilie na
dosiahnutie dohody o kompenzacii Intiticie za
skuto¢ne vykonanu pracu uskutoénent v siilade
s Protokolom pred diiom doru&enia oznamenia
0 odstipeni od Zmluvy; a

Institicia a Hlavny skosajlici vrati Zadavatelovi
vietky Dévemné informacie (definované v
Clanku 9 tejto Zmluvy), ktoré vlastni alebo
kontroluje Zadavatel, a ktoré ma v drbe
Institiicia alebo Hlavny skusajiici.

D. Vypoved, uplynutie doby trvania, alebo

odstipenie od tejto Zmluvy nezbavuje Zadnu zmluvnt
stranu jej zdvazku vogi druhej zmluvnej strane ohl'adom:

(1)

(ii)

zachovania micanlivosti o vietkych Dévernych
informaciach (definovanych v &lanku 9 tejto
Zmluvy);

dodrZiavania siladu s povinnostami v oblasti
vedenia zaznamov, uchovavania
identifika&nych kédov, uchovavania zdravotnej
dokumentacie,  ohlasovacou povinnostou,



and reporting obligations on behalf of

the Sponsor (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 the date of delivery of termination
or withdrawal notice, except as set
forth in Article 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 the 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 of delivery
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 shall have the
following record keeping and reporting obligations:

a0znamovacou  povinnostou v zastiipeni

Zadévatel'a (v zmysle &lanku 7 tejto Zmluvy);
(iii) dodrziavania  akychkol'vek publikaénych
povinnosti (v zmysle &lanku 10 tejto Zmluvy) a
obdrZania akychkol'vek pisomnych schvaleni a
suhlasov. na  akékolvek publikatné a
propagacné Ucely (v zmysle &lanku 17 tejto
Zmluvy),
(iv) kompenzécie za sluzby poskytnuté pred diiom
dorugenia vypovede alebo oznamenia o
odstipeni od Zmluvy, s vynimkou uvedenou v
clanku 6 ods. C (iii) tejto Zmluvy:
v) dodrZiavania  povinnosti  tykajicich  sa
Skianého  lieku  aakéhokoPvek  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 inspekcie (v zmysle ¢lanku 3
tejto Zmluvy); a
(viii)  povinnosti postipit’ prava z Vynélezov a
poskytniit’ suginnost pri ziskavani patentovej
ochrany (v zmysle ¢lanku 13 tejto Zmluvy)

pri¢om vietky z hore uvedenych povinnosti si zavizné
pre prislusni zmluvnu stranu a ostavaji v plnej platnosti
a cinnosti tak, ako je to uvedené v tejto Zmluve.

E. Zadavatel si vyhradzuje pravo obmedzit’
nabor prostrednictvom pisomného ozndmenia alebo
telefonického  ozndmenia s nslednym pisomnym
oznamenim zaslanym Hlavnému skuSajicemu, ktorym
Zadavatel' pozastavi d’al§i nabor pacientov pre Studiu
(dalej len ,,Obmedzenie naboru™). Po obdr¥ani tohto
oznamenia sa Indtiticia a Hlavny skasajici zavizuji
nepokratovat’ v nabore dalsich pacientov pre Stadiu,
Pokial’ nebolo v pisomnej forme zmluvnymi stranami
Specifikované inak, v pripade takého oznimenia o
pozastaveni ndboru dalsich pacientov bude celkovi
suma splama Zadavatelom na zéklade tejto Zmluvy
vypotitand pomeme k podtu pacientov prijatych v
nabore pred diiom dorugenia tohto oznamenia, vratane
Protokolom vyZadovanych nezrusitelnych zavizkov
takto oznacenych v rozpod&te uréenom na ﬁtﬁdiu, pri¢om
akékol'vek prostriedky urdené na pacientov nad ramec
Obmedzenia naboru, ktoré boli vopred poskytnuté
Zadéavatelom v silade s ustanoveniami tejto Zmluvy,
buda Zadavatelovi vratené spit.

7. Zaznamy a spravy

A. Hlavny skasajuci zabezpedi dodrzanie nasledovnych
povinnosti vedenia zdznamov a ohlasovaciu povinnost’



(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;

(ii) preparation and  submission to
Sponsor (in a periodic and timely
manner) of all raw data for each
patient and other material called for
in the Protocol for administrative
processing in the form of properly
completed patient case report forms
(*Case Report Forms™) by Principal
Investigator and other applicable
Study Staff based on separate
Contract for Work
(iii) immediately notify the Sponsor of any
adverse events, serious adverse
effects and unexpected serious
adverse effects other than those stated
in the Protocol or in the Investigator’s
brochure as not requiring immediate
notification, deliver, after notification,
to the Sponsor a detailed written
report on the observed serious
adverse event, and on behalf of the
Sponsor, submit, at the Sponsor’s
written request, to health insurance
companies information about all
serious adverse events, serious
adverse effects and unexpected
serious adverse effects.
(iv) notify the inclusion of a human
subject into the Study to the health
insurance company providing his
public health insurance in the extent
and time as provided by applicable
law.

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.

(i) pripravovat’ a viest Gplné a presné pisomné
zaznamy, vykazy, pozndmky a udaje tykajace
sa Stidie v zmysle tejto Zmluvy v silade
s prisluSnymi pravnymi predpismi;

(i) pripravovat a  predkladat Zadavatelovi
(pravidelne a véas) vetky nespracované tdaje
za kaZdého pacienta a ostatné materigly
poZzadované Protokolom na administrativne
spracovanie vo forme riadne vyplneného
individudlneho zdznamu subjektu hodnotenia
(dalej len ,Zaznamy subjektu hodnotenia”)
Hlavnym ~ SkiSajicim ainym  prislusnym
Persondlom Stadie na zaklade samostatnej
Zmluvy o dielo.

(iii) bezodkladne oznamovat' Zadavatelovi vyskyt
neziaducich udalosti, zdvaznych neZiaducich
Winkov a  neofakévanych  zavasnych
neZiaducich G¢inkov. okrem tych, ktoré st
uvedené v Protokole alebo v prirutke pre

skafajiceho ako nevyzadujiice neodkladné

oznamenie, po oznameni odovzdat’
Zadavatefovi podrobnii pisomnii spravu o
zistenej  zdvamej  neZiaducej  udalosti,

avzastipeni Zadavatela na jeho pisomnit
Ziadost' predkladat’ zdravotnym poistovniam
informécie o vietkych zavainych neziaducich
udalostiach, zavaznych neZiaducich G&inkoch a
neocakavanych zavaznych neZiaducich
uginkoch.

ozndmit' zaradenie Glastnika do Stadie
zdravotnej poistovni poskytujiicej jeho verejné
zdravomé poistenie vrozsahu a v &ase
stanovenom platnymi pravnymi predpismi.

(iv)

B. Hlavny skiSajici a Indtiticia sa dalej
zavizuji vykonavat' Stidiu a viest zaznamy a udaje
pocas a po skondeni alebo predéasnom ukondeni tejto
Zmluvy v siilade s Protokolom a so vietkymi platnymi
pravnymi a reguladnymi poZiadavkami. Hlavny
skidajici a Indtiticia sa dalej ZavAzuji  umoZnit
Zadavatelovi alebo jeho zastupcom prezriet a
preskumat’ vietky zdznamy a spravy na zaklade
predchadzajiiceho pisomného oznamenia Zadavatel'a
potas beinej pracovnej doby (podliehajuc platnym
ustanoveniam o ochrane osobnych tdajov pacienta),
Hlavny skusajuci a Institucia sa zavazujii podniknit’
akékol'vek nevyhnutné kroky, ktoré méze Zadavatel
primerane Ziadat' na to, aby riadne napravili alebo
odstranili  akékol'vek nedostatky  zistené pocas
ktoréhokol'vek auditu, priom sa zavizujt spolupracovat’
so Zadavatefom vo veci akychkolvek krokov na
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C. Principal Investigator and Institution agree
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.

The Principal Investigator and the Institution agree that
they shall:

(i) maintain a list of participants’ identification
codes for the period of at least 15 years after
termination or suspension of the Study, unless a
shorter period is prescribed by applicable laws;

(ii) maintain or ensure maintenance of participants”
medical documentation related to clinical trials,
documentation on clinical trials and other basic
data in the Institution or to the extent permitted
under applicable laws with any other health
care provider for the period of at least 15 years
after termination or suspension of the Study,
unless a shorter period is prescribed by
applicable laws;

(iii) submit, at the Sponsor’s request, on Sponsor’s
behalf and to the extent specified by the
Sponsor, to the EC, SIDC and health insurance
company providing public health insurance of
the participant any required data on the Study
and documentation on the Study; and

(iv) inform in writing the health care provider, with
whom the participant has concluded an
agreement on health care provision and is
different from the Institution, that the
participant is included in the Study.

odstranenie takych nedostatkov.

C. Hlavny ska3ajici a Indtiticia sa Zavizuju, 7e
Zadavatelovi do dvadsiatichityroch (24) hodin ozndmia,
ak regulaény organ ozndmi miestu vykonu Studie zagatie
inSpekcie/auditu. Okrem toho Hlavny sktiSajiici postapi
Zadavatel'ovi akiikol'vek pisomnti komunikaciu prijati v
savislosti s inSpekciow/auditom do dvadsiatichstyroch
(24) hodin od prijatia takej komunikécie, pri¢om sa
zavizuje Zadavatelovi umo?nit G&ast na priprave
odpovedi k nalezom in3pekcie/auditu. Tieto odpovede
musia byt odoslané do dvoch (2) tyzdiiov odo dia
vydania akychkol'vek nélezov in3pekcie/auditu alebo v
akejkol'vek skorSej lehote stanovenej reguladnym
organom, ktory vysledky vydal. Hlavny skusajiici tieZ
Zadévatelovi poskytne képie akychkol'vek dokumentov,
ktoré boli poskytnuté ktorémukolvek z indpektorov
alebo auditorov. V pripade, Ze regulany organ Ziada
alebo poZaduje podniknutic krokov na riefenie
akychkol'vek nélezov inspekcie/auditu, Hlavny skigajici
a Institicia sa zavdizuj, Ze po konzultacii so
Zadavatel'om prijmi také opatrenia, ktoré si
nevyhnumé pre rieenie tychto nalezov, priom sa
zavdzuji  spolupracovat so Zadévatelom, ak ten
podnikne akékol'vek kroky a/alebo prijme opatrenia v
stvislosti s tymito nalezmi .

Hlavny skusajuci a Inititiicia sa zaviizuji:

(i) uchovévat' zoznam identifikadnych kédov
uéastnikov po dobu najmenej 15 rokov po
skoneni alebo preruseni Su’ldie, ak z
platnych pravnych predpisov nevyplynie kratsia
doba;

(ii) uchovavat’ alebo zabezpecit' aby sa zdravotna

dokumenticia Gastnikov vztahujiica sa na

klinické skisanie, dokumenticia o klinickom
skiSani a dalie zakladné tdaje uchovévali

v Inétiticii alebo v rozsahu pripustnom podla

plamych pravnych predpisov u  iného

poskytovatel'a zdravotnej starostlivosti, po dobu
najmenej 15 rokov po skon&eni alebo preruseni

Studie, ak z platnych pravnych predpisov

nevyplynie kratSia doba;

(iii) predkladat’ na Ziadost Zadavatela, v jeho

zastlpeni, a v nim uréenom rozsahu EK, SUKL

a zdravotnej poistovni, ktora vykonava verejné

zdravoté poistenie G&astnika, poZadované

udaje o Studii a dokumentéciu o Stadii; a

(iv) pisomne informovat’ poskytovatel’a zdravotnej
starostlivosti, s ktorym ma Gdastnik uzatvorent
dohodu o poskytovani zdravotnej starostlivosti
a je odlisny od Indtiticie, Ze tlastnik je
zaradeny do Stadie.
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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.

Invoicing details:

Merck Sharp & Dohme, s.r.0.
Mlynské nivy 43

821 09 Bratislava

Slovak Republic

ID: 44393326

Tax ID: 2022688272

Tax/VAT ID: SK2022688272
Account number: 2002 880 004/8130
IBAN: SK88 8130 0000 0020 0288 0004
BIC: CITISKBA

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
Confidential Information that:

(i) is or becomes public knowledge (through no
fault of Institution or Principal Investigator);

(ii) 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

8. Niklady a platby

Rozpotet na Stidiu tvori prilohu B tejto
Zmluvy. Zmluvné strany povazujui platby uvedené v
tomto rozpocte za adekvétnu odmenu za pricu vykonana
v zmysle tejto Zmluvy. Platby Zadavatela za sluzby
poskytnuté  Institiciou  a Hlavnym skugajacim
definované niZsie (i) predstavujii priemema trhovi cenu
pre také sluzby (ii) boli dohodnuté za obvyklych
podmienok a (i) neboli uréené spdsobom, ktory by
zohladfioval ~ objem alebo cenu  akychkolvek
obchodnych pripadov alebo transakcii, ktoré boli
uskutotnené zmluvnymi stranami. Za vykonant pracu
alebo vydavky Zadévatela, ktoré hradi Zadavatel’,
Indtiticia aHlavny skigajici  nebudt pozadovat’
dodatoéni odmenu z iného zdroja.

Fakturaéna adresa:

Merck Sharp & Dohme, s.r.0.
Mlynské nivy 43

821 09 Bratislava

Slovenska republika

ICO: 44393326

DIC: 2022688272

IC/DPH: SK2022688272

C. Gétu: 2002 880 004/8130
IBAN: SK88 8130 0000 0020 0288 0004
BIC: CITISKBA

9. Déverné informacie

A. Potas doby platnosti tejto Zmluvy a potas
doby najmenej desiatich (10) rokov po skondeni alebo
predZasnom ukonceni alebo odstiipeni od tejto Zmluvy,
Indtiticia a Hlavny skusajici zachovaju ml&anlivost’ o
vietkych sktSanych produktoch a Specializovanych
tidajoch a/alebo informaci4ch ziskanych od Zadavatel'a
alebo dosiahnutych potas Stidie vratane, aviak nie
vylucne, o Protokole, prirutke pre skii$ajuceho,
pricbeznych  vysledkoch a  akychkol'vek inych
informaciach alebo materidloch zverenych v zmysle
predchadzajicich dohéd o zachovani mlzanlivosti
uzatvorenych medzi zmluvnymi stranami (d'alej len
»DOvemné informécie™). V pripade, Ze prisludny pravny
poriadok ustanovuje dlh$iu lehotu alebo neobmedzens
¢asové obdobie pre zachovanie ml&anlivosti (napr. pri
obchodnom tajomstve alebo zdravotnej dokumentigii),
bude platit’ této dlhia lehota. Toto obmedzenie sa netyka
Dévernych informécii:

(i) ktoré si alebo sa stali verejnymi (inak ako
zverejnenim  Indtiticiou alebo  Hlavnym
skiiajacim); alebo

(i) ktoré boli pravoplatne poskytnuté Institicii

alebo Hlavnému skasajicemu nezavislou

tretou stranou, ktord nie je viazana
povinnostou zachovavat miganlivost vo&i
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right can be properly demonstrated by
Institution or Principal Investigator);

(ii) 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 and obligations under Article 7 hereof,
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.

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

Zadévatelovi v siivislosti s tymito informaciami
(ktoré platmé pravo méZe Institicia alebo
Hlavny skuigajiici riadne preukazat); alebo
(iii) ktorymi Institiicia alebo Hlavny skigajici uz
disponuju v ¢ase ich prijatia od Zadavatel'a (a
toto mbze Institiicia alebo Hlavny skusajici
riadne preukazat); alebo

(iv)

ktoré boli zvergjnené v silade s vyslovne
uvedenymi podmienkami tejto Zmluvy.

B. Indtiticia méZe zverejnit Déverné Informacie
vrozsahu vakom to poZaduje pravny poriadok,
predpisy, zdkony, nariadenia alebo prikazy akéhokolvek
vladneho orgénu alebo inititacie. Aby sa zabezpetila
moznost’ Zadéavatela zasiahnut pri  zverejfiovani
Dévernych informécii prostrednictvom predbeiného
opatrenia alebo iného podobného prikazu s cielom
obmedzit' alebo zabranit' zverejneniu Dévernych
informécif, je Institicia alebo Hlavny skugajiici povinny
okamzite pisomne informovat’ Zadévatel'a o tom, e od
nich sidny prikaz, alebo Statny orgin pozaduje
zvergjnenie Dévernych informacii, ktoré ma Inititicia
alebo Hlavny skidajici k dispozicii, prigom Initittcia
alebo Hlavny skusajici nasledne zverejnia iba minimum
Dévernych informécif, o zverejnenie ktorych boli
poZiadani tak, aby vyhoveli tejto Ziadosti, a to bez
ohfadu na to, ¢i Zadavatel obdrzal ochranny prikaz
alebo iny podobny prikaz alebo nie. V pripade
poskytnutia Dévemnych informécii organu verejnej
spravy, Inititiicia a Hlavny skusajici musia podniknat
vetky nevyhnutné kroky, aby tieto Déverné informécie
organ verejnej spravy neposkytol tretej osobe, ato
najmé tak, ze Doverné informacie riadne oznadia ako
predmet obchodného tajomstva, dusevného vlastnictva
a ochrany sitkromia u¢astnikov.

G Podliehajic  platnym pravnym a
regulaénym poziadavkdm a povinnostiam podl'a &lanku
7 tejto Zmluvy, Indtiticia a Hlavny skagajuci sa
zavizujl Zadavatel'ovi urychlene, na jeho Ziadost, vratit’
vietky Déverné informécie ziskané od Zadavatel'a alebo
patriace Zadavatelovi v zmysle tejto Zmluvy; aviak
stou vynimkou. Ze pravny zastupca Intiticie je
opravneny ponechat’ si na bezpetnom mieste jednu
képiu Dévemnych informacii na tely identifikicie
zévazkov Indtitlicie vyplyvajicich z tychto ustanoveni o
zachovani ml¢anlivosti.

D. Indtiticia a Hlavny skudajici obmedzia
poskytnutie Dévernych informacii prijatych v stvislosti
s touto Zmluvou iba na ten Personal Studie, ktory je
viazany pisomnou zmluvou s podmienkami, ktoré sii
rovnakeé alebo prisnejsie ako podmienky pre zachovanie
mi¢anlivosti uvedené v tejto Zmluve, a ktory je priamo
zainteresovany na Studii, a to iba v pripade potreby ich
poskytnutia. Institicia a Hlavny skugajici pousia
Personal Studie o dévernom charaktere im poskytnutych
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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
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.

Dévernych informacii a o podmienkach tejto Zmluvy,
priom  primerane  zabezpedia  ochranu proti
neopravnenému pouZitiu alebo zverejneniu Dévernych
informdcii Persondlom Stadie. Institicia a Hlavny
skusajiici st zodpovedni za akékol'vek porugenie tychto
ustanoveni o zachovani ml&anlivosti Personalom Stidie.

E. Institicia a Hlavny skuajici potvrdzuji a
vyslovne siihlasia, Ze akékol'vek zverejnenie Dévernych
informacii v rozpore s touto Zmluvou by bolo pre
podnikanie Zadavatela Skodlivé a mohlo by spésobit
nenapravitelné Skody. V silade s platnym pravnym
poriadkom a okrem akychkolvek inych prav a
opravnych prostriedkov uvedenych v tejto Zmluve, je
Zadavatel' opravneny pozadovat' spravodlivii népravu
prostrednictvom stidneho prikazu alebo inak.

F. Indtiticia neposkytne Zadavatelovi, ani
nebude navidzat' Zadavatel'a na pouzitie akychkol'vek
inych tajnych alebo dévemnych informacii alebo
materidlu, ktoré patria inym, vratane inych zadavatelov
klinickych skagok.

10. Udaje, publikicie a ostatné priva

Zmluvné strany st si vedomé déleZitosti
rozirovania informécii tykajiicich sa akychkolvek
novych alebo dbleZitych pozorovani alebo vysledkov
vyplyvajicich zo Stidie, pricom st si tie? vedomé
skutofnosti, ¢ tato potreba musi byt vyvéazena
zavizkami Zadévatela pri zabezpedovani kontroly nad
Dévernymi  informaciami, ako aj dodrZiavanim
prislusnych pravidiel a predpisov, a preto sa zmluvné
strany dohodli nasledovne:

A. Hlavny skidajici a Institicia suhlasia s tym,
Ze vietky udaje a vysledky vyskumu ziskané podas
trvania Stadie su majetkom  Zadavatel'a. Hlavny
skiajuci a Institicia sa dalej zavizuji vyhotovit’
akékol'vek dokumenty alebo podniknut také kroky, o
ktoré Zadavatel' méze poziadat na to, aby sa preukézal
prevod préav k takym tdajom a vysledkom,

B. Podliehajic podmienkam tejto Zmluvy,
Institicia a Hlavny skasajiici majii pravo publikovat
alebo verejne prezentovat' vysledky Stadie. Hlavny
skisajici a Institicia sa zavizuju nepublikovat’ ani
verejne neprezentovat’ Ziadne priebené vysledky Studie.
Hlavny ski3ajici a Inititicia sa dalej zavazuji
poskytnit’ Zadavatelovi $tryridsatpitdiiovia (45) lehotu
pred akymkolvek publikovanim alebo prezenticiou na
to, aby mal Zadavatel moznost’ preskiimat navrhy
zhmutf a materidlov ur&enych na publikovanie (vrétane,
aviak nie vyluéne, grafickych prezentacii a textov
ustnych alebo inych verejnych prezentacii a textov
uréenych na prenos prostrednictvom elektronickych
médii, napr. akymikol'vek pogitatovymi systémami s
volnym pristupom, ako je Internet, World Wide Web
atd’, dalej spolotne alebo jednotlivo ako »Verejna
prezentacia®), ktoré obsahuju vysledky  Studie.



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
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.

Zadavatel' ma pravo preskumat’ a podat’ pripomienky k
akejkol'vek Verejnej prezentacii.

C. Ziadna Verejnd prezenticia nesmie
obsahovat” Ddverné informacie Zadavatel'a (definované
v ¢lanku 9), ktoré na ucely tohto &lanku 10 nezahrmiaju
vysledky Stidie alebo udaje ziskané na zaklade Studie.
Ak zmluvné strany zdielaji rozdielny nazor na presnost
alebo vhodnost analyzy udajov a prezentdcie, a/alebo na
déverny charakter Dévernych informacii Zadavatela,
[ndtiticia a/alebo Hlavny skusajici sa zavizujl stretnat’
$a so zastupcami Zadavatela na mieste vykonu klinickej
Stidie alebo na inom dohodnutom mieste pred
predloZenim Verejnej prezentacie na publikovanie za
Ucelom vyvinutia usilia v dobrej viere prediskutovat’ a
vyrieSit' akékol'vek takéto zaleZitosti alebo rozpory v
nazoroch. Na Ziadost' Zaddvatel'a by mal byt Zadavatel
uvedeny ako jeden zmnohych, resp. ako jediny
finanény sponzor Studie, o ktorej sa informuje wvo
Verejnej prezentacii.

D. Ak je ugast Inititicie na Protokole
sucastou  multicentrického  Kklinického skusania,
Indtiticia a Hlavny skasajici sa zavizujl, Ze prva
Verejna prezentacia ich vysledkov prebehne iba stidasne
§ prezentaciami ostatnych pracovisk, pokial’ Institiicia
neziskala osobitné pisomné povolenie od Zadavatel’a na
Verejni prezentéciu samostatnych vysledkov. Zadavatel’
poudi Institiciu o moZnych désledkoch natasovania
akejkol'vek Verejnej prezentacie v pripade, Ze klinické
skisky stile prebiehaji na inych miestach ako je
Indtiticia, pricom akakol'vek ingtitacia ZiCastiiujlca sa
multicentrického klinického skisania sa ma riadit
pravidlami Verejnej prezenticie tak, ako st uvedené v
tomto Clanku. Indtiticia a Hlavny skifajuci mozu
publikovat’ svoje vysledky v silade s touto Zmluvou v
pripade, Ze do osemnéstich (18) mesiacov po ukonéeni
Stidie na vietkych pracoviskdch vykonu Stidie a po
uzatvoreni  databazy nebola pripravena spolo¢na
publikacia vysiedkov.

E. Ak sa Zadavatel’ bude domnievat’, Ze vo
Verejnej prezentécii predlozenej na schvalenie existuje
patentovatelny obsah; Zadavatel' bude o tom okamzite
informovat’ Institiciu. V pripade, Ze o to Zadavatel
poZiada a na naklady Zadgvatela, vyvinie Inititicia
maximalne Usilie na to, aby Zadavatelovi poskytla
siéinnost’ pri podani Ziadosti 0 zépis patentu, ktora sa
bude tykat'" spominaného obsahu, na patentovy trad
Spojenych $tétov (United States Patent and Trademark
Office), na Urad priemyselného vlastnictva Slovenskej
republiky alebo prostrednictvom Zmluvy o patentovej
spolupraci, a to pred vydanim akejkol'vek publikacie.
Zadavatel ma privo pozdrzat zverejnenie  alebo
prezentaciu akejkol'vek Verejnej Prezenticie na dobu,
ktord nepresahuje devatdesiat (90) dni po poliatonej
lehote na preskiimanie, ak zverejnenie alebo prezenticia
tejto Verejnej Prezentécie by mohla ovplyvnit’ mozmost’
Zadévatel'a ziskat' patentovii ochranu pre akykol'vek
vynélez.
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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 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 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
ndemnification and Insurance

A, Sponsor shall indemnify, defend and hold
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.

F.  Podliehajiic ustanoveniam tejto Zmluvy,
[ndtitticia m4 préavo pouZivat vysledky Studie ziskané na
zéklade tejto Zmluvy vratane, aviak nie vyluéne,
vysledkov testov a akychkolvek udajov o vstupnych
materidloch a $tatistickych tdajov ziskanych zo Studie
pre vlastné interné $kolenia a vyskumné adely.

1. Klinické zisoby

A. Vpripade ak je to vzmysle Protokolu
aplikovatelné, Zadavatel je povinny bezodplatne
poskytnat’ dostatoéné mnozstvo Skiianého licku
potrebné pre vykonanie Stadie, pricom sa rozumie, Ze
Institdcia a Hlavny skuajuci sa zodpovedni za prijatie
primeranych opatreni na vedenie prisludnych zdznamov
a zabezpetenie prisluinej dodavky, nakladania S,
skladovania, distribiicie a pouZitia Skusaného Lieku
aakychkol'vek inych Zadavatelom poskytnutych
materialov, vratane ale nie vyluéne i vybavenia v stilade
s Protokolom a akymikolPvek platnymi zikonmi a
predpismi, ktoré sa na ne vzt'ahuji. Indtiticia a Hlavny
Skusajici nepouzijii na iny el alebo nebudii
uskutotfiovat’ akékol'vek iné vyskumné &innosti so
Skusanym Liekom poskytnutym v zmysle tejto Zmluvy
alebo s materidlom poskytnutym v zmysle tejto Zmluvy
nez ako tie, ktoré sit uvedené v Protokole.

B. Indtiticia vyhlasuje arudi, 7e Skusany liek
bude ulozeny v siilade s prislusnymi pravnymi predpismi
za podmienok Specifikovanych v Protokole, Vietok
nepouZity SkuSany liek a Zadavatelom poskytnuté
materidly vrati Inititicia alebo Hlavny skdsajiici
Zadavatel'ovi pri skonceni Stidie alebo pri predéasnom
ukonéeni alebo odstipeni od tejto Zmluvy, pokial
Zadavatel' nevydal pisomné opravnenie na zmicenie
alebo ponechanie si tychto materialov. V pripade, ze
bolo vydané povolenie na znigenie nepouZitého
Skusaného lieku alebo Zadavatelom poskytnutého
materidlu, Institicia alebo Hlavny skidajlici poskytne
Zadavatelovi  dokumentaciu o spdsobe  znidenia
materidlu. Zadavatel' je vlastnikom, mé zachované
vietky prava anaroky k akémukol'vek a vietkym
materidlom nakiipenym alebo poskytnutym na néklady
Zadavatel'a podra tejto Zmluvy.

12. Nahrada Skody a poistenie

A. Zadavatel’ odskodni Initituciu, Jj&j spravcov,
zastupcov, zamestnancov a Hlavného skiisajuceho, (a
akéhokol'vek uvedeného dalgieho skusajiiceho) (spolu
len ,,Odskodnena osoba“) za akékolvek Ziadosti, naroky,
lkony, konania alebo néklady vyplyvajlice z rozhodnuti,
ktoré mézu byt prijaté alebo  vydané proti
ktorémukol'vek z nich z dévodu poskodenia zdravia
(vratane smrti) zo strany éastnika Stadie alebo za kodu
spdsobenil na majetku, ktora vyplyva priamo z riadneho
nakladania so Skdfanym liekom alebo zriadneho
vykonu akejkol'vek &innosti zahmutej do Studie
a vyZadovanej Protokolom,
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B. Notwithstanding the foregoing, Sponsor

shall have no indemnification obligation or liability, and
Institution shall indemnify, defend and hold harmless

Sponsor,

officers,

its parent corporation, subsidiaries, affiliates,
directors, agents, and employees, for loss or

damage resulting from:

(i)

(ii)

(iii)

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;

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;

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:

(1)

(i)

(iii)

immediate notification to Sponsor
whenever Indemnitees have information
from  which  Indemnitees  may
reasonably conclude an incident of
bodily injury or death or damage to
property has occurred and the
immediate reporting to Sponsor of all
pertinent data  surrounding  such
incident;

compliance by Indemnitees with all of
their obligations with regard to adverse
events or adverse effects reporting
procedures as set forth in the Protocol
and any appendix or attachment thereto;

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

nema Ziadnu povinnost ani

B. Bez ohl'adu na vysSie uvedené, Zadavatel
zavazok odskodnit

Indtiticiu, pridom Intitticia odskodni Zadavatela, jeho
materskii spoloCnost’, dcérske spolognosti, pridruzené
spolognosti, riaditel'ov, zastupcov a zamestnancov za
stratu alebo Skodu spdsobené:

(i)

(ii)

(iif)

poruSenim povinnosti Odskodnenej osoby
dodrziavat’ podmienky a ustanovenia tejto
Zmluvy, Protokolu alebo schvalené dodatky
Protokolu alebo pisomné odporidania alebo
pokyny Zadévatela tykajuce sa podania a
pouzitia akychkol'vek lie¢iv pouZivanych v
Studii vratane, aviak nie vylu¢ne, Skuganého
lieku, akéhokol'vek porovnatelného lieku alebo
akéhokol'vek placeba;

porusenim povinnosti Od3kodnenej osoby
konat’ v stilade s platnymi prAvnymi predpismi

a nariadeniami, vratane Konsolidovanej
smernice o  spravnej  klinickej  praxi
Medzinarodnej konferencie o  zostladeni
technickych  poZiadaviek na registraciu

farmaceutik na huménne pouZitie a ostatnych
vieobecne platnych poZiadaviek spravnej
klinickej praxe;

tikonom alebo pochybenim z nedbanlivosti
alebo Umyselnym nespravnym konanim
Odskodnenej osoby, vzt'ahujiicim sa na vykon
sluzieb v zmysle tejto Zmluvy.

C. Zavizok Zadavatela na od$kodnenie vznika

za splnenia nasledovnych podmienok:

(1)

(i)

(iif)

Zadavatel’ bude okamZite informovany
len & Odskodnena osoba obdrzi
informaciu, na zéklade ktorej méZe
Od3kodnena osoba dévodne predpokladat’,
Ze doSlo k ubliZeniu na zdravi alebo k
smrti, alebo ku Skode na majetku
anasledne okamzite informuje Zadavatel'a
o  vietkych  relevantnych  adajoch
tykajicich sa takejto udalosti;

Odgkodnend osoba bude konat v
sulade so svojimi zavizkami tykajucimi sa
pripadov ohlasovacich postupov
neziaducich udalosti alebo neZiaducich
a¢inkov tak, ako st uvedené v Protokole
av akykol'vek ich dodatkoch alebo
prilohach.

Odskodnena osoba poskytne plnu
si¢innost’ a spolupracu pri vySetrovani
aobrane proti naroku alebo Zalobe spolu
so splnomocnenim Zadévatel'a na vykon
vyhradného vedenia sporu a obhajoby
proti naroku alebo konaniu a
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(iv) Indemnitees shall not compromise or
settle the claim or action without the

prior written approval of Sponsor.

D. The Institution declares insurance coverage
as required by applicable Jaws, concerning insurance of
liability for damage to individuals, 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 without
undue delay 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™), belongs to 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 execution of any
invention assignment or other documents,

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 correspondence 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:  Detsk4 fakultna nemocnica Kogice
Trieda SNP |

040 11 Kosice

Slovak Republic

Attn.: Principal Investigator

MUDr. Adriana Dankové&ikova

Odskodnend osoba nesmie uzavriet
zmier, ani uznat akykolvek ndrok bez
predchddzajiceho  pisomného  sihlasu
Zadéavatela.

(iv)

D. Indtiticia prehlasuje, e poistenie, ako to
vyZaduji platné zakony, tykajice sa poistenia
zodpovednosti  za  $kodu spdsobenti  osobam
v stvislosti s poskytovanim zdravotnej starostlivosti je
zabezpetené aZe toto poistenie bude udrZiavat'
v platnosti po celit dobu trvania $tadie. Na Ziadost’
Zadavatela, predlozi kopie dokladov preukazujiicu
existenciu  tohto  poistenia  a tieto spristupni
Zadavatelovi. V pripade zrusenia alebo akejkolvek
podstatnej zmeny v tomto poisteni Ingtitiicia a/alebo
Hlavny = skuSajici dorusia Zadavatelovi pisomné
ozndmenie bez zbyto&ného odkladu.

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

13. Vyndlezy a patenty

Vylutné a vyhradné pravo k akymkol'vek
vynalezom, objavom alebo inovaciam, patentovatel'nym
alebo nie, ktoré vyplyvaji z vykonu Protokolu a Stadie
podla tejto Zmluvy, alebo ktoré inak vyplyvaji z
pouZivania, zneuzitia alebo Upravy Skiganého lieku
poskytnutého podra tejto Zmluvy (d'alej len ., Vynalezy™)
patri Zadavatelovi. Indtitiicia alebo Hlavny skuagajici
urychlene ozndmia Zadavatelovi pisomnou formou
akykolvek taky Vynalez a na Zadost a naklady
Zadavatel'a Intitiicia aHlavny skugajaci zabezpetia
prevod vietkych prav, titulov a podielov na akomkol'vek
takomto Vynéleze na Zadéavatel'a, priom poskytni
primeran(l st&innost’ pri ziskavani patentov, vratane
vyhotovenia akéhokol'vek postipenia vynalezu alebo
inych dokumentov.

14. Oznimenie

Akékolvek oznamenie vyplyvajlice z tejto
Zmluvy musi byt vyhotovené v pisomnej forme a
doru¢ené komerénym expresnym dorudovatel'om (s
navratkou) alebo osobne prisludnej zmluvnej strane na
kore$pondenéni adresu uvedent: nixsje alebo na také iné
miesto alebo miesta, ktoré ktorakol'vek zmluvna strana
omami druhej zmluvnej strane v pisomnej forme.
Ozndmenie sa bude povazovaf za dorucené jeho
prijatim.
Institicia: Detskd fakultna nemocnica Kogice
Trieda SNP 1
040 11 Kogice

Slovenska republika
Krukdm hlavného skiidajiceho
MUDr. Adriana Dankovéikova
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To Sponsor: Merck Sharp & Dohme, s.r.o.
Mlynské nivy 43

821 09 Bratislava

Slovak Republic

Attn.: MUDr. Peter Musil

15. Assisnment

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 take responsibility for all
third parties (if applicable) who provide services on
behalf of Institution or Principal Investigator for
compliance 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 governed and
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
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 language and Slovak language. In case of any

Zadavatel: Merck Sharp & Dohme, s.r.0.
Mlynské nivy 43

821 09 Bratislava

Slovenska republika

K rukdm: MUDr. Peter Musil

15. Postiipenie

Prava a povinnosti Intitiicie z tejto Zmluvy nie
st Institicia a Hlavny skugajlici opravneni postapit’ bez
predchddzajiceho pisomného sthlasu Zadivatela a
akykolvek pokus o postipenie alebo delegovanie v
rozpore s touto Zmluvou je neplatny. Institiicia a Hlavny
skusajiici zabezpedi, aby tretie strany (v pripade ak budi
VYUZité tretie strany), ktoré poskytuji sluzby v mene
Institicie alebo Hlavného skusajiceho konali v silade
s podmienkami tejto Zmluvy. .Zadavatel ma pravo
postiipit’ préava a povinnosti z tejto Zmluvy na pridruZeni
spolotnost’ bez predchadzajiiceho pisomného sihlasu
Institicie alebo Hlavného skusajiceho. Bez ohlFadu na
také postipenie bude Zadavatel’ aj nadalej zodpovedny
za vetky svoje zévizky vyplyvajice z tejto Zmluvy.

16. Platné pravo

Této Zmluva sa bude riadit’ a vykladat v siilade
s platnym pravnym poriadkom Slovenskej republiky.
V pripade akychkol'vek sporov sa zmluvné strany
zavézujh vyriesit' ich mimostdnou cestou, v opaénom
pripade budi osporoch rozhodovat prislusné sidy
Slovenskej republiky.

7. Publicita

Ziadna strana nepouZije meno druhej strany
(alebo meno Zadavatela, akejkolvek divizie alebo
pridruZenych spolofnosti) na propagalné GZely bez
predchadzajiceho  pisomného  sithlasu strany, ktorej
meno sa ma pouZit. S vynimkou Verejnych publikacii v
zmysle Elanku 10, nesmi Institicia ani Hlavny skuasajuci
vydat' Ziadne sprévy, propagané ani iné verejné
oznamenia, pisomné alebo ustne, tykajice sa tejto
Zmluvy alebo vykonu povinnosti z nej vyplyvajacich,
ani spravy o vysledkoch Stidie bez predchadzajiceho
pisomného sthlasu Zadavatel'a.

18. Nezavisly dodavatel’

Zmluvné strany sa dohodli, e Inititicia a
Hlavny skisajici za tychto podmienok konaji ako
nezavisli dodavatelia a nie ako zamestnanci, zastupcovia
alebo spoloénici Zadavatel'a. Ani Ingtiticia ani Hlavny
ski$ajici nemaju Ziadne pravo zastupovat, zavdzovat,
ani konat’ v mene Zadavatela,

19. ¥Yyhotovenia a zmeny zmluvy

Tato  zmluva sa uzatvara v  dvoch
vyhotoveniach v anglickom jazyku a slovenskom jazyku.
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discrepancy between the two language versions, the
Slovak 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 thereafier,

22, Combaﬁng 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 thijs 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
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 Ma jeure

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

V pripade  akychkol'vek rozporov. medzi oboma
Jjazykovymi verziami Je rozhodujlicou verzia vyhotovena
v slovenskom jazyku . T4to Zmluva a Protokol mézu byt
zmenene, doplnené alebo upravené iba na zaklade
pisomného dodatku podpisaného zmluvnymi stranami.

20. Oddelitel’nost’

Ak sa ktorékolvek ustanovenie tejto Zmluvy,
vymaz ktorého by negativne neovplyvnil prijatie
akéhokol'vek materialneho prospechu zmluvnou stranoy
v zmysle tejto Zmluvy, stane nezakonnym, neplatnym
alebo nevymozitelnym, ostatné ustanovenia tejto
Zmluvy nebudg tymto  ovplyvnené, priom tieto
ustanovenia ostani aj nad’alej v platosti a budy
vymoZitelné v plnom rozsahu povolenom pravnym
poriadkom.

21. Vzdanie sa priva

Neschopnost’ zmluvnej strany vykonavar alebo
vymoct' svoje pravo, ktoré jei prinalezi v zmysle tejto
Zmluvy, sa nepovazuje za vzdanie sa tohto prava, ani sa
tymto nepozastavi vykon alebo vymoZitelnost’ tohto
prava kedykol'vek neskér.

22. Boj proti Korupeii vereinych Einitel’oy

Institicia sihlasi s tym, Ze nebude a to bud’ priamo,
alebo nepriamo vykonavat Ziadne vyplaty, peniazi
alebo inych aktiv (sahrnne "Platba") pre akéhokol'vek
verejného &initel’a (ako je definované nizdie) ak je tato
Platba  uskutodnens = za Ucelom  ovplyvnenia
rozhodnutia alebo konania s ohl'adom na predmet tejto
Zmluvy, alebo na akykol'vek iny aspekt podnikania
Zadavatel'a, "Verejny &initel" znamen4 (i) ktorykol'vek
Statny dradnik  alebo zZamestnanec, alebo Statny
Zamestnanec vergjnej medzindrodne;j organizacie, (ii)
akakol'vek osoba konajica v Uradnej funkcii pre alebo
na ucet ktoréhokol'vek $tatneho organu alebo verejnej
medzinarodnej organizicie, a (iii) akykol'vek &len
politickej strany alebo kandidat na politicka funkciu,
Institicia bude okamzite higsit akékolvek porusenie
ustanoveni tohto ¢lanku Zadévatel'ovi a sthlasi s tym,
aby vietky prisluing zaznamy a daldie dokumenty
tykajlce sa porugenia bol; poskytnuté Zadavatelovi
alebo jeho zastupcom za ticelom preskiimania,

23. Vy&8ia moc

Neplnenie zavizkov vyplyvajiicich z tejto
Zmluvy zmluvnou stranou zapri¢inené vysSou mocou,
(zékonmi alebo pravnymi predpismi akejkol'vek vlady,
vojnou, obdianskymi nepokojmi, znigenim vyrobnych
zariadeni alebo materidlov, poZiarom, zaplavami,
zemetrasenim alebo biirkami, pracovnymi nepokojmi,
nedostatkom materidlov, pochybenim dodéavatel'ov
verginych sluzieb alebo verejnych dopravcov), alebo z
akychkol'vek inych pri¢in mimo primeranej kontroly
prislusne; zmluvnej strany, sa nebude povaZovat za
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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.

[The following space intentionally left blank.]

porusenie tejto Zmluvy, pricom takato zmluvna strana
bude oslobodena od vykonu zavizkov vyplyvajucich z
tejto Zmluvy v rozsahu a pogas doby trvania tejto vysej
moci, za predpokladu, 7e tito zmluvna strana najprv
pisomne oznami druhe; zmluvnej strane vyskyt pripadu
VvysSej moci, pricom tito zmluvna strana vynaloZi
maximélne Usilie na ukongenie trvania pripadu vyssej
moci, umoZnenie napravy alebo iné odstranenie.

[Prostor niZe byl iimysiné ponechén pra=dny. |
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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 MK-0431-083- Site Number 0639
(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,

IN WITNESS WHEREOQF, the parties have caused this

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

Detska fakultnd nemocnica Kosice

NAME MUDr. Ingrid Urbané&ikova, MPH
TITLE Director

DATE

n

MERCK S‘TR & DOHME, s r.0.

24, ljplné Zzmluva

Tato Zmluva vratane jej priloh a dodatkov
predstavuje Uplnt zmluvu medzj zmluvnymi stranami
tykajlicu sa predmetu tejto Zmluvy. Tito Zmluva
nahradza a rugi vietky  predchadzajice dohody
uzatvorené¢ medzi zmluvnymi Stranami, pisomné alebo
listne, vztahujlice sa na predmet tejto Zmluvy. V pripade
akychkol'vek nezrovnalosti medzi touto Zmluvou a
prilozenym Protokolom MK-0431-083- (islo centra
0639 (Priloha A), budi vo veciach starostlivosti o
teastnikov Studie rozhodujice podmienky Protokolu
avo vietkych ostatnych zaleZitostiach budi rozhodujice
podmienky tejto Zmluvy

NA ZNAK COHO zmluvné strany tito Zmluvu
podpisali prostrednictvom riadne opravnenych zéstupcov
Vv defi uvedeny niZie ako posledny,

Detska fakultna nemocnica Kosice

PODPIS

MENO MUDr. Ingrid Urbanéikova, MPH
FUNKCIA Riaditer

DATUM __ 77 0¢. Lo

MERC fi\s ARP & DOHME, s r.0.
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[ hereby acknowledge that I have read and agree with the
terms of this Agreement, including the Protocol and
Investigator’s brochure with which | have familiarized
myself, and that I 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 | 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.

(]

/
MUDr. Adriana Dénkovéikova
Principal Investigator

pate 7F €. R0ty

Version Date: Slovak Republic Institution Only 30 Jan 2013
Detska fakultna nemocnica Kosice Dankoveikova Mk-0431-083-639 vé

GLOB AL
AGCGREEMENTS

Matthew Rogers

29 May 2014

Tymto potvrdzujem, Ze som si tito Zmluvu precital a
sthlasim s podmienkami v nej uvedenymi, vratane
podmienok uvedenych v Protokole aprirucke pre
skddajiiceho, s ktorymi som sa oboznémil, priom sa
zavdzujem, Ze budem konat a vykondvat' svoje
povinnosti na Stidii v silade s vyisie uvedenymi
podmienkami,  vritane postipenia  Zadavatelovi
akychkol'vek majetkovych prav tykajucich sa vysledkov
Stidie, ktoré mi inak mozu zo zédkona prindleZat’. Tymto
tieZ potvrdzujem, Ze sthlasim so spracovanim, prenosom
a poskytnutim mojich osobnych udajov na Gcely
uvedené v tejto Zmluve alebo v Protokole, vratane
cezhrani¢ného toku tidajov do krajin, ktoré neposkytuji
adg:kvétnu ochranu osobnych tdajov podla Standardov

EU.
7

MUDr. Adriana Danké¢¢ikova
Hlavny skasajuci

DATUM 77 ¢. W /47

oy ,:/u.b}.‘ v JAA AL

7o
) }/77 A gév. g
* J Fi X0/
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EXHIBIT A /PRILOHA A
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Priloha B (Exhibit B)

Rozpoéet klinického skusSania pre pracovisko klinického skti§ania DFN Kosice
(Study Site Budget)

MK-0431-083-00

Pracovisko/Centrum

(Institution-Site): Detska fakultna nemocnica Kosice, Trieda SNP 1,040 11 Kosice, Slovenska republika
Meno hlavného

skusajlicého (P/ Name):  MUDr. Adriana Dankovéikova

Ugast jedného pacienta v klinickom skusani MK-0431-083 trva priblizne jeden rok. Za tuto dobu absolvuje pacient 13
navstev. Platba nemocnici za vSetky uskutoénené navstevy je 2.344,32 EUR rozdelenych nasledovne podra jednotlivych
navstev:

Participation of one patient in clinical trial MK-0431-083 will last approximately 1 year. During the study course the patient will complete 13
visits. Fee for the Institution for all completed visits is 2. 344,32 EUR, splitinto individial visits as stated here-

Platba za navstevy za 1 pacienta (Per Patient Visit Cost):

Platba za navstevy za 1 pacienta] Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 7
(Per Patient Visit Costs)
€241,92] €140,64| € 294,72 €110,88 €135,84 €129,60 €129,60
Platba za navstevy za 1 pacienta e o o ¢ w .. Celkom na 1
(Per Patient Visit Go sts) Visit 8 Visit 9 Visit 10 Visit 11 Visit 12 Visit 13 pacienta (Total
€267,84] €12960] € 129,60 €129,60 € 132,96 € 371,52 € 2 344,32

Platba za vetky navstevy za 1 pacienta (Per Patient Visit Gosts)

. ;o - ; ) 2
Celkovy od hadovany poéet zaradenych pacientov (Total Estimated number of Randomized Patients):
Platba za navstevy na pacienta v zavislosti od odhadovaného Poctu pacientov (Per Patient Visit € 4 688,64
Cost based on Estimated Patients ):

Cast’ rozpoétu ,,Platba za navstevy za 1 pacienta” predstavuje procedury, ktoré Jje potrebné vykonat' u kazdého
pacienta. Ostatné naklady zdravotnickeho zariadenia st rozpisané nizsie a zahffiaju: dodatoéné procedury, ktoré
vyZaduje Protokol v pripade zviastnych prihod, a ktoré s schvaleng Zadavatel'om, d'alej naklady, ktoré mézu
vzniknat Zdravotnickemu zariadeniu z dévodu zaéatia a realizacie klinického skisania az do ukonéenia igasti

The Per Patient Visit Cost includes study-related costs for each patient as required in the Protocol, including procedure costs, administrative
fees during performance of the study, indirect costs and overhead. All of the study related costs are included in the costs outlined above.

The Per Patient Visit Costs section of the budget represents procedures required to be performed on every patient. The Other Site Costs
are outlined below and include: Additional procedures which are required by the Protocol for Specific events and approved b v the Sponsor

and costs which may be incurred by the Site in support of initiating and supporting the study at the Site untif completion of all patients and
documentation,

e Material poskytnuty Zadavatelom, ktory Je licencovany alebo mg podra hodnotenia Zadavatel'a pri uzatvarani
klinického skisania hodnotu vy$Siu ako 100 $ (USD), bude vrateny Zadavatelovi,



e Za randomizovanych pacientov, ktori klinické skusanie nedokonéili, bude Zdravotnickemu zariadeniu poskytnuta
thrada podra rozpisu nakladov na navstevu uvedeného vyssie za tie navstevy, Géast na ktorych je zdokumentovana
elektronickym zaznamom dat alebo inym schvalenym sp6sobom zapisu dat,

For randomized patients 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.

OSTATNE NAKLADY ZDRA VOTNICKEHO ZARIADENIA * (OTHER SITE COSTS %)

CEL'KOVE MAXIMUM (TOTAL NOT TO EXCEED) [ € 15 183,60

*Ostatné naklady Zdravotnickeho zariadenia budd preplatené na zaklade vystavenych faktar Zadavatelovi.
*Other Site Costs of the Institution will be paid upon receipt of issued invoice to the Sponsor.

Poget Per polozka
(Quantity ) (Per MAXIMUM
—Occurrence)
Poplatok za pripravulspustenie KS Study Start-Up Fee/Site Set-Up Fee 1 500,00 € 500,00

Zadavatel sthlasi s uhradenim poplatku za rozbehnutie klinického skusania Zdravotnickemu zariadeniu po podpise zmiuvy.
Sponsor agrees to reimburse the site a Study Start-up Fee upon execution of the contract agreement.

Skladovanie a archivacia dokumenticie skii§ania - celkova Ciastka

{platené v pripade archivacie na centre) ! 200,00 € 300,00

Document Storage. Archiving Total Cost {per study. paid if documentaiton archived at site)
Zadavatel suhlasi s uhradenim poplatku za archivaciu na konci &tddie centram, ktoré zradi pacientov po obdzani faktury.
Sponsor agrees to reimburse Document Storage at the end of the study to Site that enroll patients upon receipt of invoice.

Nezdareny skrining (Screen Failures) | 4 603,60 € 2 414,40|

The Sponsor agrees to reimburse the site for screen failures at a rate of 2 screen faiures to 1 randomized patient. For each screen failure,
site

Mimoradne navstevy - za navstevu* (Unscheduled Visits)

10| 268,00 € 2 680,00|

L

Zachranné navsteva* (Rescue Visits) [ 10| 371,60| € 3 716,00
L
[

Néavéteva - predéasné ukoncenie* _(Discontinuation Visit)

Analyza A1C z krvi z prstu** (Screen Visit - Fingerstick A1C)

Toleranény test potra : odbery a spracovanie krvi vratane
manipulacien o e soracovanie kv, vritane 12 6400  e7es,00

Meal Challenge test and TC: blood draws and processing. incl. Handlin
**Zadévatel zabezpeé&i na svoje néklady prepravu a balné vzoriek odosielanych do centralneho laboratéria
**Sponsor will secure on its own costs the shippment and packaging of samples to the central laboratory.

2| 371,60| € 743,20|

40| 10,00| € 400,00|




Fixné naklady (naklady za skladovanie) za celkovy mana¥ment Stidiovej

13 24,00 €312,00
medikacie (za mesiac aktivnej Giéasti v KS)* . L
Study mediation management: Fixed Costs (Storage Cost) per month of active

participation in the study.
Lie€ba insulinom ako zichranna medikacia (za balenie)* | 10| 35,00) € 350,00

Insulin treatment as rescue medication - purchase and handling (per package)

*Sponsor agrees to reimburse the site for site cost upon receipt of an invoice and back up documentation. Costs will be reviewed and
approved through Sponsor.

*Zadévatef suhlasi s tihradou nakladov zdravotnickeho zariadenia na z4klade poskytnutia faktiry a potvrdzujicich dokladov. Naklady
skontroluje a schvéli Zadgvater

Uhrada v pripade nepredvidanych skutoénosti, zdravotnicke zariadenje* | 1| 3 000,00 €3 ooo,o_o|

Contingency Allotment, Per Site*

Zaddvatel sthlasi s tym, Ze uhradi neogakavans naklady zdravotnickeho zariadenia na zaklade predchédzajliceho schvalenia Zadavatelom a
na zaklade poskytnutia faktury alebo iného prijatelného dokladu.

Sponsor agrees to pay for unexpected costs for the site upon prior approval by Sponsor and upon receipt of an invoice or acceptable

Celkovy planovany rozpotet pre centrum (Total Estimated Budget): € 19 872,24

PLATOBNY KALENDAR: néklady na navstevu na 1 pacienta budii splatné nasledovne:
PAYMENT SCHEDULE: Per patient visit costs shall be due and payable as follows:

Platby budia vykonavané v polroé&nych splatkach (30.4. and 30.10.) na zéklade po&tu vykonanych navstev na
randomizovaného pacienta. Udaje o navitevach pacienta bude Sponzor ziskavat' cez vnutropodnikovy systém na
zaklade informécii zadanych do Systému elektronického zaznamu dat (Electronic Data Capture System, EDC) =
podkiad pre platbu. Monitorom skontrolované a hlavnym skasajicim schvalené podkiady pre platbu zasle Zadavatel
Zdravotnickemu zaradeniu spolu so Ziadost'ou o vystavenie faktary.

Payments will be made in half-yearly installments (30.4. and 30.10.) based on the number of completed visits per randomized patient.
Patient visit data is obtained in-house according to information provided by the Electronic Data Capture System (EDC) = base for payment.
Bases for payment will be checked by study monitor and approved by the Principal Investigator and sent by the Sponsor to the Institution
togeher with request for invoice issue.

Ciastky uvedené v rozpoéte nezahfiaja daii z pridanej hodnoty, ta bude pripoéitana podra zakonov Slovenskej
republiky.
The amounts in the budget do not include value added tax, it shall be added according to the Slovak Republic law.

Prikaz na Ghradu prislusnej éiastky vo vieobecnosti Zadavatel odosiela do 60 dni po obdrzani faktury.
Remittance for the applicable amount is generally issued by Sponsor within 60 days.



Predkladanie faktir (Invoice Submissions):

Vsetky faktiry prosim odosielajte na kontakt poskytnuty Zadavatelom.
Please direct all invoices to the contact provided by Sponsor.

Sponsor’s inovicing details/ Fakturacné Udaje zadéavatela:

Merck Sharp & Dohme, s.r.o.

Miynské nivy 43

821 09 Bratislava 2

Slovak Republic

Company ID/ IC: 44393326
Tax ID / IC DPH: SK2022688272
Tax ID / DPH: 2022688272

Payee Name/Nézev dodavatele:

Detska fakultna nemocnica Kosice

Payee Address /Adresa dodavatele:

Trieda SNP 1

040 11 KosSice
Slovak Republic
Company ID/ IC: 606715
Tax ID / IC DPH:
Tax ID / DPH: 2020777880
fbank account no.:/ &islo bankovného tétu: 7000280825/8180

|Attention/ K rukam:




