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

This Agreement is entered into as of. the last
date on the signamre page hereof, by and between
DETSKA FAKULITNA NEMOCNICA
S POLIKLINIKOQU BRATISLAVA
Limbova 1
833 40 Bratisiava
ID number: 00607231
TAX ID: 2020848368
Tax/VA'l' 1I): SK 2020848368
Account number:’

IBAN -

BIC - SPSREKBA

Bank: Statna pokladnica Bratislava (P.O.BOX 13,
Radtinsk¢ho 32, 81005 Bratislava)

Represented by: Doc. MUDr. Ladislav KuZcla, CSc..
Director, (hercinafter called “Institution”)

and

MUDy. LUBOMIR BARAK, CSc.
IHead of L Detska klinika pre diabetologické centrum
(hereinafier called ,,Principal Investigator)

and

MERCK SHARP & DOHME, s.r.0., Mlynské nivy 43,
821 09 Bratislava, acting in its own name at the
request of Mcrck Sharp & Dohme Corp.. with its
address at 1 Merck Drive, Whitehousc Station, New
Jersey 08889 UISA

10D: 44393326

‘T'ax 1D: 2022688272

Tax/VAT ID: §K2022688272

Account number: &

IBAN:

Represented by: MUDr. Peter Musil, Managing
Director (hercinatier calied ~Sponsor™).

Sponsor desires Institution to study the safety
andior cfficacy of MK-0431 (thc “Study Drug”) and
Institution is willing to perform certain clinical trial
research (the “Study™). The partics hereto agree as
follows:

1. Scope of Work

‘I'he Institution and Principal Investigator shall
perform the Study in accordunce with the terms of this
Agrecment and the final protocol. including as it may be
amended in accordance with the terms of this
Agreement, for the Study cntitled “A Phase IIL
Multicenter, Double-Blind, Randomized, Placcbo- and
Metformin- Controlled Clinical Trial to Evaluaie the

ZMLLUVA O KLINICKOM SKUSANI
(Urdend na powsitie v Slovenskef republike @ uzatvorend
podla § 269 ods. 2 zikona ¢. 513/1991 Zb., Obchodného

zakonnika, v zreni neskorsich predpisov)

Tato Zmluva hala uzatvorena v defi uvedeny
ako posledny na podpisovej stranc ejlo Zmluvy medzi
DETSKA FAKUL'TNA NEMOCNICA
$ POLIKLINIKOU BRATISLAVA
[.imbova )

833 40 Bratislava

1C0: 00607231

DIC: 2020848368

IC/DPH: $K 2020848368

C. e

IBAN -

BIC - Sroranon

Rankové spojenic: Statna pokladnica DBratislava
(P.0.BOX 13, Radlinského 32, 81005 Bratislava)
Zastipeny: doc. MUDI. Ladislav Ku2ela, CSc.., riaditel’,
(dalej len ,Institicia™)

a

MUDr. EUBOMIR BARAK, CSc.
primar 1. Detskej kliniky pre diabetologické centrum
(d'alej len . Hlavny skusajoci)

a

MERCK SHARP & DOHME, s.r.0., Mlynské nivy
43, 821 09 Bratislava, konajica vo vlastnam menc na
¥iadost Merck Sharp & Dohme Corp.. adresa 1 Merck
Drive, Whitehouse Station, New Jersey 08889 USA
1CO: 44393326
DIC: 2022688272
1C/DP1L: SK IOIRKKIT?

C. 0%

IBAN:

BIC: CI1ISKBA

bankavé spojenie: Citibank
zastapena: MUDr, Peter Musil, Generélny riadite!’
(d'alcj len . Zadavatel™).

Zaddvatel ma zaujem, aby In3titicia
preskiimala bezpegnost a/alebo  GEinnost MK-0431
(dalcj len . .Skisany liek™), pritom Indtitdcia je ochotnd
vykonat' urtité klinické skosky (d'alej len LSradia™).
Zmluvné strany sa dohodli nasledovne:

1. Rozsah price

Instit(cia a Hlavny skid3ajuci uskutocnia Snadiu
v silade s podmienkami tjlo Zmluvy a koneSného
protokoly, vratane jeho zmien uskulotnenych v sulade s
podmicnkami tejto Zmluvy, na uskutotnenic Swdie s
nazvom .Klinické skuSanie hodnotiace bezpeinost' a
Géinnost sitagliptinu v lictbe pediatrickych pacientov s
diabetom typu 2, ktori maju nedostatotne kontrolovani

3579 1207¢




Safety and Cfficacy of Sitagliptin in Pediatric Paticnis
with Type 2 Diabetes Mellitus with Inadequatc
Glycemic Control” MK-0431-083, Sitc Number 0642
(the “Protocol”) . Institution certifies that, 10 its best
knowledge, its facilitics and patient population are
adequate (o perform the Study contemplatcd by this
Agreement and the Protocol. Institution and Principal
Tnvestigator agree that all aspects of the Study will be
conducted in conformity with all applicable laws and
regulations, in parficular Act No. 576/2004 Coll. on
Healthcare, as amended, Act No. 3622011 Coll. on
Drugs and Medical Devices, as amended, Implementing
fegal regulations of the Ministry of Health of the Slovak
Republic, in particular on Requirements for Clinical
‘I'ials and Good Clinical Practice and for the site where
clinical trials are carried out, as well as the International
Conlerence on  Harmmonisation ol  Technical
Requirements for Registration of Pharmaceuticals for
Human Use Good Clinical Practice: Consolidated
Guideline and other gencrally binding legal regulations
and standards of good clinical practice.

The Institution represents and watrants that its
facilities to be used for the Study meet all the conditions
of applicable laws and other guidelines specified herein
ahove and that they were approved by the Statc Institute
of Drug Control of the Slovak Republic (the “SIDC”).
‘The Institution agrces that a consultation place will be
available in those facilities throughout the duration of the
Study, where the Principal Investigator or the Sponsor’s
representatives may provide necessary information to all
human subjccts participating in the Study.

2. Principal Investigator

The Institution agrees, represents and warrants
that for the duration ol the Study Institution's Principal
Investigator will be assigned for the performance of tasks
specified in the Protacol, this Agreement and related
applicable laws and performance of thesc will be
considered as performance of his work tasks under
his/her applicable cmployment contract or fulfillment of
obligations under other cxisting contractual relationship.
Principal Investigator will be responsible for the
direction and supervision of all Study efforts in
accordance with the Protocol and this Agreement.
Principal Investigator and Institution shall provide all of
the services contemplated herein through fully trained
and competent Study Staff (as defined below) having a
skill level appropriate for the tasks assigned to them and
shalt ensure that all Studv Staff (as delined below)
comply with the terms of this Agreement and the
Protocol. “Study Stafl” means (i) employecs. officers,
and directors of Institution, including without limitation
the Principal Investigator, and (ii) any agents, contractors
or other third partics approved by Sponsor in writing in
accordance with Article 15. In the event thut Principal
Iovestigator leaves or is removed (rom the Institution,
then Institution shall, within ten (10) days of becoming
aware of the planncd departure by Principal Investigator,

glykémiu* MK-0431-083 gislo centra 0642 (dalej len
Protokol™). Institicia potvrdage, ¥ podfa jej
najlepsicho vedomia sil jej zariadenia a pacienti vhodni
na vykon Stidie zamyilancj touto Zmluvou a
Protokolom. Indtiticia a Hlavny skuSajuci sa zavazuju,
e vietky aspekty Stidie budi realizované v salade so
vietkymi platnymi zakonmi a predpismi, a to najmi
sakonom & 576/2004 Z. 2. o zdravoingj starostlivosti.
v zneni neskorsich predpisov, zakonom &. 362/2011 7. 7.

o lickoth azdravotnickych pomdckach, v zneni
neskorsich  predpisov, vykonavajicimi  predpismi

Ministerstva zdravotnictva Slovenskej republiky najmé o
poziadavkich na klinické skiSanie a spraviu klinicki
prax a na pracovisko, na ktorom sa vykonava klinické
skiianie, ako aj Konsolidovanou smemicou 0 spravngj
Kiinickej praxi Medzinarodnej konferencic o zosuladent
technickych pogiadaviek na registraciu furmaceutik na
huménne pouZitie aostatnymi vieobecne zAviznymi
pravoymi predpismi a platnymi poZiadavkami spravncj
kiinickej praxe.

Intiticia prehlasujc aruti, Zc jej variadenia, ktoré sa
majii pouzit’ na vykon Studie, riadne spifiaju podmienky
stanovené platnymi zékonmi aostainymi smermicami
$pecifikovanymi vySic, aZe boli schvalené Statnym
ustavom pre kontrolu liegiv Slovenskej republiky (dalej
len ,SUKL™). InStiticia sa zavézujc, 7e potas Stadie
bude viychio zariadeniach k dispozicii konzultatné

micsto, kde Tlavny skoSajici alcho zésmpcovia
ZadivateTa budi  mdcl  poskytnit  nevyhnuiné

informacie véetkym Gastnikom Stadic.
2. Hlayny skafajucei

Intiticia sa zaviizujc, prehlasuje a rugf za to, 7e
potas $tadie bude Hlavny skosajuci prideleny na vykon
tloh $pecifikovanych v Protokole, tejto  Zmluve
a prislutnych platnych zikonoch, pricom vykon tychto
dloh sa bude povazovat za plncnie pracovnych uloh
podra jeho platnej pracovnej zmluvy alebo za plnenie
zmluvnych  zévizkov podla  iného  existujiccho
zmluvného vztahu. Hlavny skusajici je zodpovedny za
riadenie a dohlad nad celou Stodiou v silade s
Protokolom a touto Zmluvou. Hlavny skuSajici a
Inditacia poskytni vietky vysiie predpokladané sluzby
prostrednictvom riadne vySkolenéha a kvalifikovaného
Personslu Stadie (definovany niZdie), ktory ma
kvalifikiciu na vrovni primerancj im pridelenym dloham
a zabezpedia, 3¢ Personal Stidie (definovany nizsie)
budc postupovat’ v silade s podmienkami tejto Zmluvy a
Protokolom. Za Personal Studie sa povaZuia (i)
zamestnanci, zastupcovia, ¢lenovia tatutameho organu
Institicie. vratane ale nie vyluéne Hlavny skuSajici a (ii)
akykolvek zastupca, dodavatel alebo tretie strany
pisomne schvalené Zad4vatciom v silade s Clénkom 15.
V pripade, Ze Hlavny skudajici ukonZi zmluvny vztah
alebo ho Indtitacia odvola, Indtiticia tito skutodnast
plsomne oznami Zaddvatelovi, a 10 do desiatich (10) dni
odo dita ako bola oboznamena s planovanym odchodom




provide written noticc of such event to Sponsor.  Any
successor to Principal Investigator must be approved, in
writing, by Sponsor and such succcssor shall be required
to agree 10 all the terms and conditions of the Protocol
and this Agreement and to sign ¢ach such document as
evidence of such agrcement (altbough failure ta so sign
will not rclieve such successor from abiding with all the
wrms and conditions of the Protocol and this
Agreement). In addition to this Agreement, Sponsor
may enter into a separate Contract for Work with
Principal Investigator or other applicable Study Stafi.
‘I'e Institution confirms that it has been notificd of such
fact and that it bas no objections against such possible
arrangement.

Institutjon’s Principal Investigator and other
applicable Study Staft’ are remuncrated for the
performance of the tasks under this Agreement by
Institution. Sponsor has no financial obligation towards
the Principal Investigator or other applicable Study Staff
for the performance of the tasks under this Agreement.

Institution represents and warranis that it will
not use in any capacity. in connection with any services
{0 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 rcgulations, including debarments under the
United States Federal Food. Drug and Cosmctic Act, or
exclusion from a United States federal healthcare
program,

Institution agrees to immediatcly inform
Sponsor in writing if any person who is performing
services hereunder is debarred (in particular loses
authorization to perform activities hcreunder) or i any
action, suit, claim, investigation or legal or
administrative proceeding is pending. or, to the best of
Institution's knowledge, is threatencd. rclating o the
debarment (in particular loss of authorization to perform
activitics hercunder) of Institution or any person
performing services hereunder.  Principal Investigator
represents and warrants that no action, suif, claim
investigation or legal or administrative proceeding is
pending or threatencd relating to Principal Investigator's
debarment and Principal Investigator agrees to
immediately inform Sponsor in writing il any such
action, suit, claim, investigation or legal or
administrative proceeding is threatened or commenced
for Principal Investigator's debarment (in particular loss
of authorization 1o perform activities hereunder).

Hlavného skifajuceho, Akykol'vek nastupca Hlavného
skaSajuceho musi byt schvileny Zadavarelom v
pisomnej forme, pricom sa od tohto nastupcu bude
vyzadoval. sby sa zaviazal k dodr¥iavaniu vietkych
podmicnok Protokolu a tejto Zmluvy, a aby kazdy 7
uvedenyeh dokumentov podpisal na vnak potvrdenia
svojho zaviizku (aj ked nepodpisanie tychto dokumentov
nisiupcom sa nebude povazoval za oslobodenic
nastupcu od povinnosti dodrZiavat vietky podmienky
Protokolu a tejlo Zmluvy). Okrem tejto Zmluvy je
Zadavate! opravncny uzavriet s Illavnym skasajucim
alebo inym prisluinym Persondlom Stadic osobitni
Zmluvu o dielo. Tndtitdcia potvrdzuje. e bola otejto
skutocnosti informovana a nema Ziadne namictky proti
takému moznému dojednaniu.

Hlavny skadajici Indtiticie ainy prislusny
Personal Stidic je odmeriovany za plnenie povinnosti
podla tejto Zmluvy Indtiticiou. Zadavatel’ nemé vodi
Hlavnému ski¥ajiccmu alebo inému  prislusnému
Personalu Stodic Ziaden finanény zavizok za vykon uloh
podla tejto Zmluvy.

Indtinicia prehlasuje a ruéi za to, Ze nevyufije
#iadnym spdsobom, ani v Ziadngj savislosti so sluZbami,
ktoré sa majii poskytit podla tejio Zmluvy, Ziadnu taka
osobu, ktora bola pozbavend povolenia vykonaval
nicktord  zdravoinicku  ¢innost, najmd  vykonavat
klinické skigky v solade s akymikolvek platnymi
zikonmi alebo predpismi, vratane vyladenia v zmysle
Federalneho zakona Spojenyeh Stilov o potravindch,
lickoch a kozmetickych pripravkoch, alebo vylatenia 2
fedcralneho  programu  zdravotnej  starostlivosti
Spojenych tatov.

Indtiticia sa zavizuje okamzite informovat
7Zadavatela v pisomnej forme v pripade, Ze ktordkolvek
osoba, klora poskytujc svoje sluzby podla tejio Zmuvy,
bola pozbavenis oprévnenia na  vykon miekiorc)
zdravotnickej &innosti, najmd innosti podla tejto
Zmluvy alebo v pripade, %e jo voli tejto osobe podand
saloba, alebo sa vodi nej vedie akykol'vek sidny spor.
uplatiiuje pravoy narok, vedic vySetrovanie alcbo pravie
& spravne konanie, pripadnc ak vy$Sie uvedené
skuto&nosti podla najlepieho vedomia InStitiicie takejto
osobe hrozia, pokial tielo sGvisia s pozbavenim
Institicie alcbo osoby, kiord poskytuje svoje sluzby
podfa tejto Zmluvy, oprévnenia na vykon niektorej
7dravotnickej Cinnosti, najmd &innosti podla tejto
Zmluvy. Hlavoy skasajici prehlasuje a ruci, Zc nie je
vodi nemu podand Ziadna Zaloba, ani sa voti nemu
nevedie Ziaden sadny spor, neuplatiiuje pravny ndrok,
nevedie vysetrovanie, ani pravne, ani spravne konanie, a
¢ tieto mu ani nchrozia, pricom sa Hlavny skuSajuci
zaviiznje okamzite informovat’ Zaddvatel'a v pisomnej
forme v pripade. ¢ bude voti Hlavnému skiSajicemu
podana Zaloba. alebo sa vodi nemu zalne sudny spor.
uplatiioval’ pravny nérok, viesC vyetrovanie alebo
pravne &i spravne konanie, alebo ak mu budi vyigic
uvedené skutodnosti hrozit’ v suvislosti so zanikom jeho




Institution will cause Principal Investigator or
other applicable Study Staff’ such as subinvestigators to
complete a certification and disclosure form conccrning
financial interests or other conflicts of interests they may
bave related to the Study or Sponsor. [f information
collecicd on the form changes during the coursc ol the
Study or within onc ycar afler 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
organizaiions (if any):

Principal Investigator or members of Principal
Investigator's immediate family relatives (including
married and unmarricd spouse; siblings. children,
parcnts, grandparents) are not employed or cngaged,
whether paid or unpaid, in any of the following in a
capacity that could allow the individual to influence the
busincss of the Sponsor or ijts afliliates: (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 scrving
in an offivial advisory capacity to any reimbursement
commitice, pricing committee. drug approval committee,
formulary or similar commitice; (¢) in any other
governmental pasition, including a position in an
international governmental health organization, such as
the WHO (World Health Organization) or UNICEF.
Principal Investigator will advise the Sponsor to the
extent Principal Investigator or Principal Investigator's
immediate family member’s status described in the prior
sentence changes during the term of this Agreement.

Without waiving confidentiality provisions,
Principal Investigator agrees 1o disclose the nature of
Principal Investigator's relationship with Sponsor to the
entitics listed above or any other such cntities and
comply with any conflict of interest policies of such
entities,  In addition, Principal lovestigator will as
dirccted by Sponsor: (a) refrain for a specified period of
time from pasticipating in decisions that could impact
Sponsor’s or its affilialcs business; (b) seek prior
approval from such entity before entering into this
Agreement; and/or (¢} disclose the business relationship
with the Sponsor to such cntity prior to cach time
parficipating in any decision which could have an impact
on the business of Sponsor or its affiliales.

opravneni na vykon nicklorej zdravotnickej Sinnosti,
{najmi &innosti podra tejlo Zmluvy).

Indtiticia zabersped!, aby Hlavny skisajici u prisludny
Persondl Stidie ako napr. ini skagajoci, vyplnili
potvrdenie a formular o zachovani ml€anlivosti tykajaci
sa finanénych zaujmov alcbo daldiecho konfliktu
zaujmov, kioré mdZu sivisiet so Stidiou alcbo
ZadavateTom. V pripade, ak sa informécie obsiahnuté
v tychto dokumentoch pogas trvania Stidic alebo podas
obdobia jedného roka odkedy posledny utasmik ukonéil
$tidiu ako je blizsic definované v Protokole zmenia,
Persondl Stidic je povinny informovat Zadavatcla
o takej zmene.

Hlavny skifajoci vyhlasuje azarufuje, Zze okrem
nasledujicich osdb aich vlastnych organizacii (ak
existuji):

Hlavny sko¥ajici alebo &lenovia jeho najbliZicj rodiny
(vratane  manZelky/man¥cla  alebo  druzky/druha,
siurodencov.  deti, rodiov, praroditov) nie je
v pracovnoprdvnom ani v inom odplatnom &
bezodplamom pravnom vzt'ahu, v Ziadnej z niZSie
uvedenych funkeii v postaveni, kioré by danej osobe
mohlo umoziovat’ ovplyviiovat podnikanie Zadivatela
alebo jeho doérskych spolognosti: (a) ako zamestnance
organu  verejnej  spravy  (vrdtane  vztahu 5o
zamestnancom  organu  verejngj spravy, v ddsledku
ktorého by mohlo dajst kovplyvneniu podnikania
Zadavatela): (b) nic je &lenom akejkolvek komisic
rozhodujicej o Ghradich liekov, cenich liekov, alcbo
schvalujlcej registraciu lickov, katcgorizalnej komisie
alebo incj podobnej komisie; (c) nezastava akiikolvek
ini verejnii funkciu vrdtanc funkcic v medzindrodnej
zdravolnickej organizacii ako je WHO (Svetova
zdravotnicka organizicia) alebo UNICEF. Hlavny
skuzajici sa zavazujc informovat’ Zadvatel'a v pripade,
ak sa postavenie Hlavného skisajiceho alebo ¢lena jeho
najblitcj rodiny vo vysSie uvedenom zmysle pocas
platnosti tejto Zmluvy zmeni.

ez toho aby sa 1ym ktorakolvek zo zmluvnych strin
vzlavala prava na zachovanic mianlivosti. Hlavny
skigajuici shlasi so zverejnenim povahy jeho vz¥ahu
so Zadavatelom ato subjcktom uvedenym vy3Sic
alebo akymkofvek inym podobnym subjcktom
azavizujc sa konaf vsulade spravidlami tychio
subjektov upravujicimi konflikt zdujmov. Okrem toho
Hlavoy skidajuci podla pokynov Zadivatela: (a) sa
vyhne po stanoveni dobu 1dusti na rozhodovani, ktoré
by mohlo mat vplyv na podnikanie Zadavatcla alebo
jeho dcérskych  spolotnosti, (b) si  vyZiada
predchadzajiici sGhlas od takéhoto subjektu pred
uzavretim tejto  Zmluvy a/alebo ()  zverejni
uvedenému subjektu existenciu obechodného vzlahu so
Zadavatel'om a to vopred zakazdym, ked’ sa zicastiiuje
na akomkolvek rozhodnuti, ktor¢ by mohlo ovplyvnit’



3. Project Monitor and Inspection Righis

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 afler completion, early termination of or
withdrawal from the Study., arrange with Principal
Investigator or histher designee:

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

(ii) subject to applicable patient confidentiality
considerations, to inspeet, audit, and to copy or
have copied. all data and work product rclating
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 applicablc
laws and regulations, including without
limitation, any applicable SIDC requirements,
the Intemational Conference on Harmonisation
of Technical Requirements for Registration of
Pharmaccuticals for Human Use Good Clinical
Practice: Consolidated Guideline and other
generally accepted standards of good clinical
practicc.

Institntion agrees to assist Sponsor in order 1o facifitate
Sponsor's  representatives’  cxamination, inspection,
auditing and copying of matcrials rclating 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 fowards the Institution and thc Principal
Investigator as provided herein above for tbe project
monitor(s) and any rights provided in applicable laws
and generally binding legal regulations.

4. Clinical Trial Approvals

A. Sponsor shall be responsible for obtaining
the following:

0] approval of the Study, including the Protacol.
any informed consent relating to the Study,
pertaining to the enrollment of subjects in the
Study, by the SIDC:

podnikanic  Zadavatela alebo jeho  dcérskych
spolo¢nosti.

3. Monitorovanie projekiu a priavo na in¥pekciu

Osoby urlené na monitorovanie projektu
{osoby poverené vykonavanim odbomého dohladu nad
klinickym skdsanim) a iné osoby uréené Zadavatefom
méXu potas Stidie a v primeranom obdobi po skondeni,
preddasnom ukonZeni alebo odsmipeni od Stidie
uskutoénit’ s Hlavnym skiSajGeim a/alebo osobou nim
ur&enou v terminoch prijatelnych pre obe strany:

(i) preskimanie a inSpekciu zariadeni [ndtiticie
pouzivanych na vykon Stidic v &asc riadncj
pracovnej doby; &

(ii) paodliehajic platnym ustanoveniam o ochrane
osobnych (0dajov pacienta, in§pekciu, audit
alebo  kopirovanie v§etkych Gdajov a
pracovnych v¥stupov vztahujiicich sa na Stidiu
vykonavani podfa tejto Zmluvy, a inipekciu
alcbo  kopirovanic victkych udajov, ktoré
Zadavatel' potrebuje na to, aby sa uistil, 2e
Studia prebicha v sulade s Protokolom a v
silade so vietkymi platmymi pravnymi
predpismi  vratane, avSak nic vyluinc,
akychkolvek plainyeh poziadaviek SUKL.,
Konsolidovanou smemicou o spravnej klinickej
praxi Medzindrodnej konferencie o zositadeni
technickych  poziadaviek na  registriciu
farmaceutik na humanne pouZitie a ostatnymi
vieobeene  platnymi  po¥iadavkami  spravnej
klinicke)j praxe

Indtiticia sa zavizujc poskytnit Zadavatelovi siginnost
s ciclom ul'ah¢it’ preskimanie. indpekciu, audit alebo
kopirovanic materialov tykajicich sa Stidic zéstupcami
Zadavateta a zaroveh pomdct pri uplatfiovani prav
udclenych Zadavatelovi v tomto ¢lanku 3.

Zadavatel vymenuje osobu zodpovedni za dovoz
a/alebo vyrobu Skasaného licku, ktord bude mat’ tic isté
prava voci Instinicii a Hlavnému skaSajicemu ako s
prava uvedené v tejio Zmluve vysSie platné pre osoby
uréené na monitorovanic projekiu, ako aj pradva uvedené
vprislusnych  zakonoch  avieobecne  zaviznych
pravaych predpisoch.

4. Povolenie na klinické sknsky

A. Zadavatel je zodpovedny za ziskanie:

(i) povolenia  Stidie,  vratane Protokolu,
akéhokolvek inlformavaného suhlasu
vztahujuceho sa na Stidiu a  zallenenia
Gtastnikov do Stodic zo strany SUKI.;




positive statcmen! on cthics of clinical trial
performed by the Srudy issued by the
appropriate Ethics Committec (the "EC™) prior
to beginning any Study an human subjects; and

(ii)

B. Tnstitution shall be responsible for obtaining
the following:

an informed consent following a consultation
with the Principal Investigator which complics
with all applicable laws and regulations,
including the International Conference on
FHamonisation of Technical Requirements for
Registration of Pharmaccuticals for Human Use
Good Clinical Practice: Consolidated Guideline
and other generally accepted standards of good
clinical practice signed by or on behall (where
pormitied under applicable lcgal regulation) of
cach human subject prior to (he subject's
participation in the Study, based on information
provided in full extent and compliance as
required by applicable laws. including any
necessary conscnl with data processing by the
Institution and the Sponsor and trans-border
flow «f data to the Sponsor and with the access
of project monitor(s) and others designated by
Sponsor lo their health data relating to the
Study.

@)

C. The form of the informed consent for the
Study must be approved in advance by Sponsor. In the
event the SIDC or EC requires changes in the Protocol,
informed consent, or in other aspect of the Study. and
such requirement is addressed to the Institution or
Principal Investigator, Sponsor shall be advised in
advance and all modifications to the Protacol and
informed consent must be made or approved by Spansor.
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 Agrcement shall be effective
on the last datc on the signature page hercof and shall
commence upon the date of its publication in the Central
Register of Contracts organized under (ovcrnment
Office of the Slovak Republic and afier obtaining all
Clinical Trial Approvals specified in Article 4, and shall
continue in eflect, unless earlier terminated in
accordance with Article 6, until the Study databasc is
focked and all final Study documentation requircd to be
provided under the Protocol is reccived and accepted by
Sponsor.  If at any ftime Institution or Principal
Investigator have reason 1o belicve that the Study will
not be initiated or completed as per the schedule initially
anticipatcd and agreed upon by he parties, Sponsor will
be advised, in wriling, of the reason(s) and length of
additional time required to commence or complete work,

kladného stanoviska k etike klinického skuSania
realizovaného Stadiou od prisluSncj Etickej
komisic (dalej len ,EK™) pred zalatim
ukejkolvek Stadie na pacientoch; a

(i)

B. Iniliicia je zodpovednd za ziskanie
nasledovného:
(i) informovaného  sthlasu  po  konzulticii
s1llavnym skafajicim, kiory je v sulade so
victkymi prislusnymi zdkonmi a predpismi,
vratanc Konsolidovancj smermice o spravnej
Klinickej praxi Medzinarodnej konfcrencie o
vosiladeni  technickych  pofiadavick na
registraciu farmaceutik na humdanne pouZitic
aostatnymi vieobecne plamymi poZiadavkami
spravnej klinickej praxe, podpisany kazdym
itastnikom alebo v jeho menc (v pripadoch,
ked to pravae predpisy pripastaji) pred jeho
Gcastou na Stadii azaloveny na informécidch
poskymutych v plnom  rozsahu av sulade
s prisludnymi zakonmi, vréatane akychkol'vek
nevyhnutnych sthlasov so spracovanim udajov
a  scezhraniénym  prenosom Udajov
Zadavatelovi a s pristupom 0sdb urdenych na
monitorovanie projekiu a inych osdb urécnych
Zaddvatclom k ddajom o zdravoinom  stave
svisiacim so Stadiou.

C. Formuldr informovaného sihlasu musi byt
vopred odsthlascny Zadévatefom. V pripade, Ze SUKI.
alecbo EK pozaduje zmeny v Protokole alebo
informovanom  suhlase alebo v akomkolvek inom
aspektc Suidie, aak je tito poZiadavka adrcsovand
Intitacii alebo Hiavnému skii$ajicemu, musl byt o tom
Zadavatel' informovany vopred, pritom victky upravy
Protokolu a informavaného stihlasu musi vykonat® alebo
schvalit Zadavatel. Inftitacia a Hlavny skisajtici nesmu
upravovat’ Stadiu opisany v Protokole po jeho finalizacii
a odsthlaseni TK bez predchadzajiceho pisomneho
sithlasu Zadavatel’a.

5. Doba platnosti zmluvy

Zmbhuva nadobida platnost’ poslednym dfiom
j¢j podpisu prisluinou zmluvnou stranou a (ginnost po
dni zverejnenia v Centralnom registri zmluv, ktory vedic
Urad vtady Slovenskej republiky, po obdrzani vietkych
Povoleni na klinické skisky ¥pecifikovanych v Clanku 4,
a bude trvaf, za predpokladu, Ze nebude ukoncena
v silade s Cléankom 6, a2 do uzavretia databdzy Stadie a
prijatia a schvalenia celej konetnej dokumentécic Stadie,
ktord ma byt v zmysle Protokolu o Stidii poskytnutd
ZadavatePovi. Ak ma Institicia alebo Hlavny skuSajoci
kedykolvek dovod domnicvat’ sa, 7e Stadia sa nezatne
alcbo neskonti podr'a harmonogramu, ktory pévodne
zmluvné  strany predpokladali a  schvalili, bude
ZadavatePovi v pisomnej forme ozndmeny déved a dizka
dodatotného fasu nevyhnutného pre zalatie alcho
dokonenic price, pricom tato Zmluvu mdze Zadavatel




and this Agreemenl may be terminated or withdrawn
from by Sponsor as provided in Article 6.

6. Termination and Enrollment Ca

A. Sponsor and Institution may terminate this
Agreement by giving thirty (30) days wrillen notice to
the other party. In the event a thirty (30) day notice
period is determined by Institution to be insuflicient
notice based upon cvaluation of risks Lo enrolled rescarch
subjcet(s) receiving the Study Drug, the partics will
cooperate to safely withdraw subjects from drug
treatment over a mutually agrecable period of time but in
no event shall Sponsor's obligation to supply Study Drug
hereunder cxtend beyond a reasonable period.
Notwithstanding the foregoing, in the event Sponsor or
Institution believes that immedialc termination is
necessary duc to its evaluation of risks to enrolled
research subjeci(s) or a decision of compctent body,
Sponsar or Institution may terminate this Agreement
immediately.

B. Either party may tcrminalc this Agreement
immediatcly upon writtcn 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 thirly (30) days of written
notice of such breach.

C. In the event of any termination or cxpiration
of or withdrawal from this Agrcement:

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

(ii) Institution shall return to Sponsor all

unused Sponsor provided materials,

including but not limited to, Study

Drug and equipment (unless written

authorization to retain or destroy them

is given by Sponsor in which case

Institution  shall comply with the

applicable provisions of Article 11

hereof);

(iit) cxeept in the event of withdrawal

because of a material breach by

Institution or Principal Investigator,

and unlcss otherwise specified in

writing between the  parties  or
otherwise required by the applicable
laws. the fotal sums payable by

Sponsor pursuant to this Agreement

«FF TR T RTEE & S

ukongit alebo od nej odstopit’ v sulade s &ldnkom 6,

6. Ukontenie zmluvv a ohmedzenie naboru

A. Zadavatel aIntiticia mbZe ukontit tito
Zmluvu tym, %e zadle druhej strane pisomnii vypoved' s
tridsatdiiovou (30) vypovednou dobou. V pripade, Ze
Intitacia bude povaZovat' tridsatdiiovi (30) vypovedna
dobu za nedostatoénii vzhladom na zhodnotenic rizik
hroziacich  prijatym  pacientom  zGlastfiujicim  sa
skitania. ktori v tom Case wzili SkuSany liek, budu
zmluvné strany spolupracovat, aby pacientov bezpetne
stiahli zo skuSania licku pofas vzijomne prijatelnej
lehoty, pri¢om povinnost’ Zadavatela dodavat’ Skusany
liek v zmysle tejto Zmluvy bude v kazdom pripade trvat
iba potas primerancj lehoty. Bez ohfadu na vy3iie
uvedené, ak Zadavatel’ alebo Indtitlicia s presveddent,
7 je nevybnumnd okamZitd vypoved vzhladom na
zhodnotenie  rizik  hroziacich utastnikom  alebo
rozhodnutic  prislu$ného  organu, Zadéavatel' alebo
Indtiticia s opravnen{ vypovedat ito Zmiuvu s
okamZitou platnostou.

B. Ktorakol'vek zmluvné strana md7e pisomne
odstapit’ od Zmluvy za predpokladu, Ze druhd zmluvnd
strana porud{ nicktord 7 povinnostf definovanych
v Zmluve ataké poruscnie povinnosti v pripade, ak je
odstranitené, nebolo odstrdnené v Ichote (30) tridsat’ dni
od dorutenia oznamcenia o porugeni povinnosti,

C. V pripadc akéhokolvek ukonienia,
uplynutia doby alebo odstipenia od Zmluvy:

(i) po zaslani alebo dorudeni vypovede alebo
oznémenia o odstipeni od tcjto  Zmluvy,
Institdcia ukondi nabor pacientov do Stidie
avsiulade spokynmi Zadavatela ukonci
uskutotfovanie Stadic;

Indtiticia  ZadavateFovi  vrati  vietok
Zadavatelom poskylnuty ncpouzity materidl
vratane, aviak nic vyluéne. SkdSany lick a
vybavenia (pokial’ Zadavatel’ neudelil pisomné
povolenie na ich poncchanie alebo znitenie,
prisom v takom pripade bude Institucia
postupoval v sulade s prisludnymi
ustanoveniami Elanku 11 tejto Zmluvy):

(i)

(iii) s vynimkou pripadu odstapenia od Zmluvy z
dovodu jej zavammého poruSenia Inititiciou
alebo Illavnym skiSajicim, a pokial nie je v
pisomnej  forme  zmluvnymi  stranami
3pecifikované inak alebo inak pozadované
pristu$nymi zakonmi, celkovd suma splatna
Zadavatelom na zéklade tejto Zmluvy bude
vypotilana pomerne ku skutolne vykonang




shall be pro-rated for actual work
performed in accordance  with the
Protocol o the date of delivery of
withdrawal or tcrmination notice.
including Protocol  required  non-
cancclable commitments marked as
such in the budget for the Study, with
any unexpended portion of funds
previously provided by Sponsor under
the terms of this Agreement being
refunded to Sponsor;

(iv) in the event of withdrawal as a result
of a material breach by Institution or
Principal Investigator, Lhe  partics
agree to make a good fuith effort to
reach agrccment to  compensate
Institution for actual work performed
in accordance with the Protocol to the
datc of delivery of withdrawal notice;
and

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

D. The terminalion or cxpiration of or
withdrawal from this Agreement shall not rclieve either
party of its obligation to the other in respect of:

0] retaining in  confidence  all
Conlidential Tnformation (as defincd
in Article 9 hereof):

(i) complying with rccord  keeping,
maintenance of identification codcs,
maintenance of medical
documentation, reporting obligations
and reporting obligations on behalf of
the Sponsor (under Article 7 hercof);

(iii)  complying with any publication
obligations (under Aricle 10 hereof)
and obtaining any writtien approval
and consents for any publicity and
promotional purposcs (under Article
17 hereof):

(ivy  compensation for services performed
to the date of delivery of termination
ar withdrawal nolice, except as sct
farth in Article 6.C (iv) hercof’

) complying with obligations relating to
the Study Drug and any other Sponsor
provided material when supplied

préci uskutoénenej v stlade s Protokolom pred
dhom dorudenia oznémenia o odstapeni od
Zmluyy alebo vypovede, vritane Protokolom
vyzadavanych nezniditelnych zdvdzkov takto
oznatenych v rozpodte uréenom na Stddiv.
pritcom  akakolvck  nevynaloZena dast’
prostriedkov vopred poskytnutych
7adavatefom v zmysle ustanoveni tejio Zmluvy
bude Zadavatel'ovi vratena spit’;

Giv) v pripade odstipenia od Zmluvy v dastedku jej
zavarného  poruscnia  Indtiticiou  alebo
Hlavnym ski%ajocim sa zmluvné  strany
zaviizuje v dobrej vicre vynaloZil' dsilic na
dosiahnutic dohody o kompenzacii InStithcic z4
skutoéne vykonanti pricu uskutognend v sulade
s Protokolom pred dfiom dorudenia oznamenia
o odstapeni od Zmluvy; a

v) Indtiticia a tllavny skigajuci vrati Zaddvatelovi
vietky Doverné informécie (definované v
Slanku 9 tejto Zmluvy), ktoré viastni alebo
kontroluje Zadavatel, a ktoré md v drzbe
Indtiticia alebo Hiavnym skiajicim.

D. Vypoved, uplynutie doby trvania, alebo
odstipenie od tejto Zmluvy nezbavuje Ziadnu zmiuvoa
stranu jej zaviizku voti drubej zmluvnej strane ohl'adom:

(i) sachovania mléanlivosti o vietkych Ddvernych
informaciach (definovanych v ¢lanku 9 tejto
Zmluvy).

(ii) dodriavania suladu s povinnostami v oblasti
vedenia ZAZnamov, uchovavania
identifikatnych kodov, uchovévania zdravotnej
dokumentécie, ohlasovacou  povinnoslou,
aoznamovacou  povinnostou v zastapeni
Zadavatcla (v zmysle &lanku 7 tejto Zmluvy);

(i)  dodrziavania  akychkolvek publikatnych
povinnostf (v zmysle ¢lanku 10 tejlo Zmluvy) a
obdrzania akychkolvek pisomnych schvdleni a
sthlasov na akékolvek  publikatné a
propagatné ugely (v zmysle glanku 17 tjto
Zmluvy);

{iv) kompenzcic za sluzby poskytout¢ pred diom
dorudenia vypovede alebo o/ndmenia  ©
odstipeni od Zmluvy, s vynimkou uvedenou v
&lanku 6 ods. C (iii) tejto Zmluvy;

v) dodr¥iavania  povinnosti  tykajicich  sa
Skigancho  lieku  aakéhokofvek  iného
ZadAvatelom poskyinutého materidlu (v zmysle




(under Article 11 hereof),

(vi) indemnification ~ and  insurance
obligations (under Atticle 12 hercof);

(vii)  inspection rights (under Article 3
hereof): and

(vili)  obligation to assign Inventions and

assist in obtaining patent protection
(under Article 13 hereof)

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

. Spomsor teserves the right to limit
enrollment by giving written notice, or by giving notice
by telephone {ollowed by written notice, 1o Institution or
Principal Investigator 1o cease further enroliment in the
Study (“Fnorollment Cap™). Upon receipt of such notice,
institution and Principal Investigalor agree 10 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 enroliment, the total sums payable
by Sponsor pursuant {0 this Agrecment shall be pro-rated
lor the number of patients enrolled to the date ol 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 and Institution shall
have the following record keeping and reporting
obligations:

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

(it} preparation  and submission 10
Sponsor {in a periodic and tlimely
manner) of all raw data for each
patient and other matetial called for
in the Protocol for administrative
processing in the form of properly
completed patient case report forms
(“Case Report Forms™) by Principal
Investigalor and  other applicable

¢lanku 11 tejto Zmluvy);

(vi)  odikodnenia a poistenia (v zmysle Yanku 12
tejto Zmluvy):

(vii) pravna vykonanic inpekcie (v zmysle ¥lanka 3
wjlo Zmluvy); a

(viii)  povinnosti postupit’ prava z Vynélezov a
poskytnat’ sieinnost’ pri ziskavani patentovej

ochrany (v zmysle Elanku 13 tejto Zmiuvy)

pricom vietky 2 hore uvedenych povinnosti si ZAVA/DE
pre prislu¥nd smluvnt stranu a ostavajl v pingj platnosti
a tinnosti tak, ako je 1o uvedené v icjto Zmluve.

E. Zadavatel si vyhradzuje pravo obmedzit
ndbor prastrednictvom pisomn¢ho oznamenia alcho

telefonického  oznamenia s nAslednym  pisomnym
oznamenim  zaslanym Indtitacii alebo Hlavnému

ska¥ajocemu, ktorym vadavatel pozastavi daldi nabor
pacientov pre Stadiu (dalej len _Obmedzenie néboru™).
Po obdrani tohto oznimenia sa Indtiticia a Hlavny
skiigajici  vaviiujd nepokratoval’ v nabore daldich
pacientov pre Stadiu. Pokial nebolo v pisomnej forme
zmluvnymi stranami $pecifikované inak, v pripade
1akého osndmenia o pozastaveni naboru d'aldich
pacicntov bude cclkovi suma splatméa Zadavatefom na
zaklade tejto Zmiuvy vypotitana pomeme K pottu
pacientov prijatych v nabore pred ditom dorutenia tohto
oznamenia,  vratanc Protokolom vyzadovanych
nezsusitetnych zaviizkov takio oznakenych v rozpodte
uréenom na Studiu, pricom akékolvek prostricdky
uréené na pacientov nad ramcc Obmedzenia niboru,
Kioré boli vopred poskytnuté Zadavatefom v sGlade
s ustanoveniami  tejto  Zmluvy, pudi Zadavatelovi
vratené spar.

7. ZAznamy a sprivy
A. Hiavny sko3ajici a Institicia so povinni

Jdodr¥iavaf’ nasledovns povinnost vedenia zdznamov a
ohlasovaciu povinnost:

W pripravovat’ a vicst Uplné a presné pfsomné
zéznamy, vykazy, pozndmky a tdaje tykajice
sa Stadie v zmysle tcjto Zmluvy vsulade
s prislusnymi pravaymi predpismi;

(it} pripravoval’  a predkladat’ Zadavatel'ovi

(pravidelnc a vZas) victky nespracované udaje
za kusdého pacienta a ostatné materidly

poZadované Protokolom na administrativne
spracovanie vo forme riadne vyplneného
individualneho z4znamu subjektu hodnotenia
(dalej len ,Zaznamy subjektu hodnotenia”)
ainym  prisluSnym
zéklade samostatnej

Hlavaym  SkuSajhcim
Persondlom  Stadie na




Study Staff based on scparatc

Contract for Work.
(iii) immediately notify the Sponsor ol any
adverse cvents, serious  adverse
cffects and unexpected serious
adverse cffects 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 dctailed written
report on the observed serious
adverse event, and on behalf of the
Sponsor, submit. at thc Sponsor’s
written request, to health insurance
companics information about all
scrivus  adverse events,  serious
adverse effects and uncxpected
scrious adverse effects.

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,

(iv)

B. Principal Investigator and Institution further
agree (b conduct the Study and maintain records and data
during and aficr the term or early termination of this
Agrcement in compliance with the Protocol and all
applicable legal and regulatory requircments. Principal
Investigator and Institution further agree to permit
Sponsor or Sponsot's represcnlalives to examine and
audit all records and reports, with prior writien
notification from Sponsor and during normal business
hours (subject to applicable paticnt confidentiality
considerations). Principal [nvestigalor and Institution
agree (0 take any action necessary, as reasonably
requested by Sponsor, to properly cotrect or address any
deficiencies noted during any audit and agree (o
cooperate with Sponsor with respect to any action taken
to address any such deficiencies.

C. Principal Investigator and Institution agree
(o notify Sponsor within twenty-four (24) hours in the
cvent that any regulatory authority notifies the Study site
of a pending inspection/audit. In addition, Principal
Investigator  will forward 1o Sponsor any written
communication reccived 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 responscs
shall be made within two (2) weeks of issuance of any
cilations or within any earlier deadline set by the issuing
rcgulatory authority. Principal Investigator shall also
provide o Sponsor copies of any documents provided to
any inspcctor or auditor. In the evenl the regulatory

Zmluvy o dielo.

(iii) bezodkladne oznamovat’ Zadavatelovi vyskyl
neZiaducich udalosti, zivainych neziaducich
utinkov  a  neofakdvanych  zévaZnych
neZiaducich G¢inkov, okrem (ych, ktor¢ su
uvedené v Protokole alebo v prirucke pre
skifapiccho ako nevyZadujicc ncodkladné
oznamenie, po  oznameni odovzdal’
Zadéavatefovi podrobnii pisommi  spravu o
zistenej  zavarnej neZiaducej  udalosti.
avzastapeni Zadavatela na jeho pisomny
Ziadost predkladat’ zdravotnym poistovniam
informacie o vietkych zavainych ncZiaducich
udalostiach, zivaznych neziaducich n&inkoch a
neacakdvanych #avaZnych neZiaducich
uginkoch.

omamil  zaradenic GCastika do  Studie
7dravotnej poislovni poskytujiicej jeho vergjné
zdravolné  poistenie  vrozsahu a v ase
stanovenom platnymi pravnymi predpismi.

(iv)

B. Hlavny skndajici a Inftinicia sa dalej
zaviizujil vykonavat Stidiu a viest ziznamy a udaje
pocas a po skon&enf alcbo preddasnom ukonéeni tejto
Zmluvy v sulade s Protokelom a so vietkymi platnymi
prdvnymi a rcguladnymi poZiadavkami. IHlavny
skafajiici a InStitdcia sa dalej zavizuji umoZnit
Zadavatclovi alebo jeho z&stupcom prezrief a
preskimat vietky zazmamy a spravy na zaklade
predebadzajoceho  pisomného  ozndmenia Zadavalcla
poas beznej pracovnej doby (podlichajic plamym
ustanoveniam o ochrane osobnych Gdajov pacienta).
Hlavny ska3ajici a Indtiticia sa zavizuji podniknit’
akékolvek nevyhnutné kroky, ktoré mdéze Zaddvatel
primerane Ziadat’ na to, aby riadne napravili aleho
odstranili  akékolvek nedostatky  zistené  polas
ktorchokol'vek auditu, pritom sa zavizujii spolupracovat’
so Zaddvatelom vo veci akychkolvek krokov na
odstranenie takych nedostatkov.

C. Hlavny sku3ajici a Indtitiicia sa zavizuja, ze
Zadavatclovi do dvadsiatich§tyroch (24) hodin oznamia,
ak regulatny organ oznami miestu vykonu Stidie 7atatie
inSpekeic/auditu, Okrem toho Hlavny skiSajict postapi
Zadavatelovi akakol'vek pisomnit komunikaciu prijata v
savislosti s indpckciow/auditom do dvadsiatich$tyroch
(24) hodin od prijatia takej komunikdcie, priom sa
zavizujc Zadavatefovi umo?nit G¢asl’ na priprave
adpovedi k nalezom indpekcie/auditu. ‘lieto odpovede
musia byt odoslan¢ do dvoch (2) tyzdfov odo dha
vydania akychkoPvek ndlczov inspekcie/auditu alebo v
akejkol'vek skorsej lehote stanovenc) reguladnym
organom, kiory vysledky vydal. Hlavny skosajici sie?.
Zadavatel'ovi poskytne kdpie akychkol'vek dokumentov,
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authority requests or requires any action to be taken to
address any citations, Principal Investigalor and
Institution agree, after consultation with Sponsor. to take
such action as necessary Lo 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 vears 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 rclated 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 Spansor’s request, on Sponsor’s
behall and to the extent specified by the
Sponsor, to the EC, SIDC and health insurance
company providing public health insurance of
the parlicipant any required data on the Study
and documentation on the Study; and

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

8. Cost and Payment

The budget for the Study is attached as Exhibit
A and incorporated into this Agreement by reference.
The payment(s) set forth in such budgel are
acknowlcdged by the parties hereto to be adequate
consideration for the work undertaken hereunder. ‘The
pavments 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

ktoré boli poskytnuté ktorémukolvek z in3pektoroy
alebo auditorov. V pripade, e regulatny organ Ziada
alebo poZaduje podnikmrie Kkrokov na riedenie
akychkolvek nalezov inSpekeie/auditu, Hlavny skisajuci
a Indtiticia sa zavizuji, Ze¢ po konzulticii so
ZadavateFom prijma také opatrenia, ktoré si nevyhnutné
pre rieenie tychto ndlezov, pricom sa zavizuji
spolupracovat’ so Zadavatelom, ak ten podnikne
akékolvek kroky a/alebo prijme opatrenia v suvislosti s
tymito nalezmi .

Hlavny skui$ajici a InStiticia sa zavizuja:

(i) uchovavat zoznam identifikatnych koédov
ucastnikov po dobu najmenej 15 rokov po
skonfeni  alcbo preruseni  Stadic, ak z
planych pravnych predpisov nevyplynie kratsia
doba;

(i) uchovévat alebo zabezpecit' aby sa zdravotna
dokumentécia (astnikov vztahujica sa na
klinické ska3anie, dokumentacia ¢ klinickom
skG8ani a dlaldic zadkladné udajc uchovévali
v Indtiticii alebo v rozsahu pripustnom podla
plammych  pravnych predpisov  u  iného
poskytovatel'a zdravotne] starostlivosti, pe dobu
najmenej 15 rokov po skonceni alebo preruseni
Swidie, ak z plainych pravnych predpisov
nevyplynie kratSia doba;

(iii) predkladat’ na Yiadost Zadavatela, v jeho
zastipeni, a v nim uréenom rozsahu EK, SUKI.
a zdravotnej poistovni, ktora vykondva verejné
«dravolné  poistenic  dastnika, poZadované
tidaje o $tudii a dokumentaciu o Stidii; a

(iv) pisomne informovat’ poskytovatel'a zdravotnej
starostlivosti, s ktorym ma ucasmnik uzatvoreni
dohodu o poskytovani zdravotnej starostlivosti
a je odhisny od Indtitucie, Z¢ ucastnik je
zaradeny do Stidie.

8. Nikladv a placby

Rozpocet na Stidiu tvori prilohu A ftejto
Zmluvy. Zmluvné strany pova’uja platby uvedené v
tomto rozpodle za adekvatnu odmenu 7a pracu vykonani
v zmysle tejto Zmluvy. Platby Zaddvatela za shuzby
poskytnut¢  Indtiticion  a Hlavnym  skdsajlicim
definované nizsie (i) predstavuju priemernu trhova cenu
pre také sluzby (ii) boli dohodnuié va obvyklych
podmienok a (ii)) neboli urCené spdsobom, ktory by
sohladifoval objem alcbo  cenu  akychkolvek
obchodnych pripadov alebo transakcii, ktoré boli
uskutoénené zmluvnymi stranami. Za vykonanu pracu
alecbo vydavky Zadavaicla, ktor¢ hradi Zadavatel,
Inftinicia aHlavny skoSajici nebudi  poZadovat
dodaton odmenu z in¢ho zdroja.
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another source.

9. Confidential Information

A. During and for a period of at least en (10)
years after thc cxpiration or early termination of or
withdrawal from this Agreemcnt, Institution and
Principal Investigator shall retain in confidence all test
articles und proprietary data and/or information obtained
from Sponsor or generated pursuant to the Study
including, but not limiled to, the Protocol, the
investigator's brochure, interim results and any other
information or material disclosed under confidential
disclosurc 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 applicd. ‘[his restriction shall not apply to
Conlidential Information that:

() is or becomes public knowledge (through no
tault of Tnstitution or Principal Investigator):

(¢1)] is lawfully made available to Institution or
Principal Investigator by an independent third
party owing no obligation of confidentiality to
Sponsor with regard thereto (and such lawful
right can be properly demonstrated by
Institution or Principal Investigator);

(iii) is alrcady in Institution’s or Principal
Investigator's possession at the time of receipt
from Sponsor (and such prior posscssion can be
properly demonstrated by Institution or
Principal [nvestigator); 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
v intervene by seeking a protective order or other similar
order, in order to limit ot prevent disclosurcs of
Confidential Information, Instittion 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
thereafier Instituion or Principal Tovestigator shall
disclose only thc minimum Confidential Information
required to be disclosed in order to comply, whether or
not a protective order or other similar order is obtaincd
by Sponsor. Upon any such disclosurc 10 a public

9. Dverné informéacie

A. Potas doby platnosti tejto Zmluvy a potas
doby najmencj desiatich (10} rokov po skoneni alebo
predtasnom ukondeni alebo odstipeni od tejto Zmluvy,
Indtiticia a Hlavny skisajici zachovaju miGanlivost o
vietkych skiSanych produktoch a $pecializovanych
udajoch a/alcbo informéciach ziskanych od Zadévatela
alcbo dosiahnutych potas Stadie vratanc, aviak nie
vylutne, o Protokole. prirutke pre  skaSajhceho,
pricbeznych  vysledkoch a  akychkolvek  inych
informaciach alebo matcridloch 7verenych v zmysle
predchadzajiicich  dohdd o  zachovani mlRanlivosti
wzatvorenych medzi zmluvnymi stranami (d’alcj len
Doverné informagcie”). V pripade, Zc prislulny pravny
poriadok ustanovuje dlhiu lehotu alebo neobmedzené
tasové obdobie pre zachovanic ml¢anlivosti (napr. pri
abchodnom tajomstve alebo zdravotnej dokumenticii),
bude platit’ tato dibdia lehota. Toto obmedzenie sa netyka
Dévernych informécii:

(i) kioré su alebo sa stali vercjnymi (inak ako
zverejnenim  Indtiticiou  alebo  Hlavnym
skugajacim); alebo

(i) ktoré boli pravoplatne poskytnuté Indtitdcii
alecbo  Tllavnému  skilajucemu  nezavislou
trcfou  stranou, ktord nie je  viazana
povinnostou zachovavat ml¢anlivost’ vodi
ZadavateFovi v savislosti s tymito informéciami
(ktor¢ plainé pravo moe Indtitacia alebo
Hlavny skaZajici riadne preukdzat’); alebo

(i)  ktorymi InStitdcia alebo Illavny skiSajaci uZ
disponujn v Sase ich prijatia od Zadavatcla (a
toto moZe Indtiticia alebo Hlavny skidajici
riadne preukdzat); alebo

(iv) kioré boli zverejnené v sulade s vyslovne
uvedenymi podmienkami tejto Zmluvy,

B. Intitocia mdZe zvercjnit Dovemné Informdcie
vrozsahu vakom to poZaduje pravny poriadok,
predpisy, zakony. nariadenia alebo prikazy akéhokolvek
vlddneho orgénu alebo indtiticie. Aby sa zabezpeCila
moZnost Zadavatcla zasiahnut' pri  zvercjfiovani
Dovermnych informicii prostrednictvom predbeZného
opatrenia alcbo iného podobného prikazu s cicfom
obmedvzit alebo zabranit zvercjneniu  Ddvemnych
informacii, je InStiticia alebo Hlavny skisajaci povinny
okamzite pisomne informovat’ Zadavatel'a o tom, % od
nich sidny prikaz, alcbo $tatny orgin poZaduje
zverejnenie Ddvernych informécii, kioré ma Institacia
aleho Hlavny skuSajici k dispozicii, pricom Institdcia
alebo Lllavny skasajuci nsledne zverginia iba minimum
Dévernych informécii, o zvercjncnie ktorych boli
poziadani tak, aby vyhoveli tcjto Ziadosli, a to bez



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 abligations under Aricle 7 hereof,
Institution and Principal fnvestigalor agree to promptly
return to Sponsor. upon its request, all Confidential
Information obtaincd from Sponsor or belonging to
Sponsor pursuant to this Agrcement; provided, however,
that Institution's legal counsel may rctain one copy of
Confidential Information in a secure location for
purposes of identifying Institution’s obligatians under
these confidentiality provisions.

D. Institution and Principal Investigator shall
limit disclosure of Conlidentia) Information received
hereunder to only those of its Study Staff who arc bound
by a written agreement with terms equivalent 10 or TOrC
stringent than this Agreement and who are directly
involved with the Study and only on a need to know
basis. Institution and Principal fnvestigator shall advise
its Swdy Staff upon discloswre  ta them of any
Confidential Information of the proprictary nalre
thereol’ and the terms and conditions of this Agreemcnl
and shall use all reasonable safeguards to prevent
unauthorized use or disclosure by such Study Staft.
Institution and Principal Investigator shall be responsible
for any breach of these confidentiality provisions by its
Study Staff.

C. Institution and Principal Investigator
acknowledge and expressly agrec that any disclosure ol
Confidential Information in violation of this Agreement
would be detrimental to Sponsor’s busincss and causc it
irteparable harm and damage. In accordance with
applicable law and in addition to any other rights and
remedies provided herein. Sponsor shall be entitled to
soek equitable reliel by way of injunction or vtherwise.

F. Institution shail neither disclose to Sponsor
nor inducc Sponsor to use any sceret or contidential
information or material belonging to others, including
other sponsors of uther clinical trials.

10. Data, Publications and Other Rights

In recognition of the importance  of
disseminating information relating to any novel or
important obscrvalions of results arising from the Study
and understanding that such peed must be balanced with

ohladu na to, & 7adavalel obdrzal ochranny prikaz
alebo iny podobny prikaz alebo nic. V pripade
poskytnutia Davernych  informacii orgnu  vercjne)
spravy, Indtitdcia alllavny skadajlici musia podniknit’
vietky nevyhnuing kroky, aby tieto Déavemné informécie
organ verejnej spravy neposkytol tretej osobc, alo
najmi tak, 7 Dévemné informacie riadne ornatia ako
predmet obthodného tajomstva, dutevného vlastniciva
a ochrany sukromia (casinikov.

C. Podlichajic  platnym pravnym a
regulatnym poziadavkam a povinnostiam podra tlanku
7 tejto Zmhnvy, iniitacia a Hlavoy sk(¥ajici sa
zavizujh 7ad4vatelovi urychlcne, na jeho Ziadost'. vratit
yietky Doverné informacic ziskané od Zadavatcla alebo
patriace Zadavatelovi v zmysle tejto Zmluvy: aviak
stou vynimkoy, Ze pravmy zastupca  Indtitdcie je
apravneny ponechat’ si na bezpetnom mieste jednu
képiu Davernych informécii na ugely identifikacie
Zaviizkov Institacic vyplyvajucich 2 tychto ustanoveni ¢
sachovani miSanlivost.

D. Institicia a Ilavny skaSajiici obmedzia
poskytnutie Dévemych informacii prijatych v stvislosti
s touto Zmluvou iba na ten Personal Stadie, ktory je
viazany pisomnou zmluvou s podmienkami, ktor¢ su
rovnaké alebo prisnejsie ako podmienky pre zachovanic
mitanlivosti uvedeng v tejto Zmluve, a ktory je priamo
Zzainteresovany na Stadii, a to iba v pripade potreby ich
poskytnutia. InSiiteia a Hlavny sktgajici  poutia
Personal Stadie o dovernom charaktere im poskymutych
Pavernych informacii a o podsmienkach tejto Zmluvy,
pritom  primeranc zabezpetia  ochranu proti
neopravncnému pouitiu alcbo zvercineniu Ddvemych
informacii Personglom  Studic. Inditacia a Hlavay
skidajici st zodpovedni za akékobvek porusenie tychio
ustanoveni o zachovani mlzanlivosti Persondlom Stidie.

E Indtiticia a Hlavny skikajoici potvrdzuja a
vyslovne suhlasia, 7¢ akekolvek zvercjnenic Davemych
informacii v rozporc § touto Zmiuvou by bolo pre
podnikanic Zadavatela Skodlive a mohlo by spbsabil
nenapraviteYné Skody. vV silade s platnym pravnym
poriadkom @ okrem akychkolvek inych prav a
opravnych prostricdkov uvedenyeh v 1ejto 7Zmiuve, je
Zadavatel opravneny pozadovat spravodlivil napravi
prostrednictyom sadneho prikazu alebo inak.

F. Inditicia neposkytne ZadavatePovi, ani
nebude navéadzat Zadavalel'a na poufitic akychkolvek
ingch tajnych alebo  dévernych informacii alcbo
materialu., ktoré patria inym, vratane inych zadavatelov
Klinickych skusok.

10. (:daje, publikacie a ostatné priva
7mluvné strany si si vedomé  dolezitosti
rozdirovania informacii tykajacich  sa akychkol'vek

novych alebo dolezityeh pozorovani alcbo vysledkov
vyplyvajiicich 2o Stadic, pricom su s tieZ vedomé
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Sponsor's  obligations to maintain contol 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 properly of Sponsor.
Principal Investigalor and Institution further agree lo
exceute any documents or undertake any further actions
if requested by Sponsor to evidence transfer of title to
such data and results,

B. Subject 1o 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 writicn notice to
Sponsor prior to submission [for publication or
prescntation lo permit Sponsor (o review drafts of
abstracts and manuscripts for publication (including,
without limitation. slides and texis of oral or other public
presentations and texts of any transmission through any
¢lectronic media, €.g. any compuier access system such
as the Internet, World Wide Web etc., collectively or
individually a “Public Prescntation™) which report any
results arising out of the Study. Sponsor shall have the
right (o review and comment on any Public Presentation.

C. No Public Presentarion 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 Swdy. 1f the partics disagree
concerning the accuracy and appropriateness of (he data
analysis and presentation, and/or confidentiality of
Sponsor's Confidential Information, Institution and/or
Principal Investigator agrce to meet with Sponsor's
representatives at the clinical Study sitc or as otherwise
agreed, prior to submission of a Public Presentalion, for
the purposc of making good faith efforts to discuss and
resolve any such issucs or disagreement. At Sponsor's
request, Sponsor shall be acknowledged as one of many
or as the sole financial Sponsor, as the casc may be, of
the Study reported in the Public Prescntation.

D. To the extent that the Institution's
participation in the Protocol is a part ol a mulli-center
study, Institution and Principal Investigator agrec that an
initial Public Presentation of their results shall occur only
together with the other sites unless specific written
permission is oblained in advance from Sponsor for
Public Prescntation of separatc resulls. Sponsor shall
advise as to the implications of timing of any Public

skutotnosti, ¢ tito potreba musi byt vyvéaicnd
zévizkami Zadavatcla pri zabczpetovani kontsoly nad
Dovernymi  informaciami, ako aj dodrZiavanim
prisludnych pravidiel a predpisov, a preto sa zmluvné
strany dohodli nasledovne:

A. Hlavny ski3ajtici a In3titdcia suhlasia s tym,
7¢ vietky udaje a vysledky vyskumu ziskané pocas
trvania  Stadie s0  majetkom Zadavatela. Hlavny
skofajuci a Indtiticia sa dalej zaviizujd vyhotovit
akékolvek dokumenty alebo podniknit’ také kroky. o
ktoré Zadavatel' mdZe poZiadat' na to, aby sa preukézal
prevod prav k takym udajom a vysledkom.

B. Podlichajic podmienkam tejto Zmluvy,
InSlitacia a Hlavny skiSajuci majd pravo publikovat
alebo vercjne prezentovat vysiedky Stidie. Hlavny
skisajiici a Intiticia sa zaviizuj nepublikovat ani
verejne neprezentoval ¥iadne pricbené vysledky Studie.
Hiavny skosajici a Indtiticia sa dale) zavizuji
poskytnut’ Zaddvatelovi $tryridsatpitdiiovii (45) lehotu
pred akymkolvek publikavanim alebo prezentaciou na
to, aby mal Zadavatel moZnost preskimat navrhy
7hrouti a materidlov uréenyeh na publikovanie (vratane,
aviak nic vylutne, grafickych prezentacii a textov
istnych alebo inych vercjnych prezentacii a textov
urécnych na prenos prostrednictvom elektronickych
médii, napr. akymikol'vek potitatovymi systémami s
volnym pristupom, ako je Internet, World Wide Web
atd’,, dalgj spolodne alebo jednotlivo ako .Verejna
prezcnticia®), ktoré obsahuja  vysledky Studie.
ZadAvatel' ma privo preskimat’ a podat’ pripomienky k
akejkolvek Vercjnej prezentacii,

C.  7iadna Verejnd prezenticia nesmie
obsahovat' Déverné informécie Zadavatefa (definované
v &lanku 9), ktoré na aéely tohto Elanku 10 nezahfiajil
vysicdky Stadie alebo udaje ziskané na ziklade Stodie.
Ak zmluvné strany zdieTajii rozdiclny nézor na presnost
alebo vhodnost analyzy Gdajov a prezentacie, a/alebo na
doverny charakter Dovemnych informécii Zadéavatela,
Inititicia a/alebo Hlavny skufajici sa zavdzujl stretnit
sa 50 zastupcami ZadavateFa na mieste vykonu klinicke
Studie alebo na inom dohodnuiom mieste pred
predloZenim Vercjnej prezentacic na publikovanic za
figelom vyvinutia Usilia v dobrcj viere prediskutovar a
vyricdit akékol'vek takéto zdleditosti alebo rozpory v
nazoroch. Na Ziadost Zadavatel'a by mal byt Zaddvatel
uvedeny ako jeden zmnohych, .resp, ako jediny
finantny sponvor Stadie, oktorej sa informuje vo
Verejnej prezentacii.

D. Ak je Ofast Indtiticie na Prowkole
sitastou  multicentrického  klinického  ski3ania,
Initacia a Hlavny skOSajioci sa zavizuj, Zc prva
Verejna prezentécia ich vysledkov prebehne iba siCasne
s prezentaciami ostatnych pracovisk, pokial' Inititicia
neziskala osobitné pisomné povolenie od Zadavaicla na
Verejna prezenticiu samostatnych vysledkov. Zadavatel
pouti Indtindciu © mosnych ddsledkoch natasovania
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Presentation in the cvent clinical trials are still in
progress at sitcs other than the Institution's and any
institution participating in a multi-center study shall
follow the Public Presentation review pracedures set
forth in this Aricle.  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 complction of the
Study at all Study sites and locking of the database.

E. If Sponsor believes therc is patentable
subject matter contained in any Public Presentalion
submitted for review, Sponsor shall promptly identify
such subject matter to Institution. 1 Sponsor requests
and at Sponsor's expense, Institution shall use its best
cfforts to assist Sponsor o filc a patent application
covering such subject marer with the United States
Patent and ‘Irademark 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 10 delay publication or presentation
of any Public Presentation for a period not to exceed
nincty (90) days after the initial review period if
publication or presentation of such Public Prescntation
would affect Sponsor’s ability to obtain patent protection
for any invention.

1. Institution is granted the right, subjcct to the
provisions of this Agreement. to usc 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 tcaching and research purposes,

11. Clinical Supplies

A. As applicable for thc Prolocol, Sponsor
shall make available sullicient quantitics of Study Drug
free of charge to carry out the Study, it being understood
that Institution and Principal Investigalor shall take
responsibility for and reasonable stcps 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 applicablc 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.

akejkofvek Vercinej prezentécie v pripade, Ze klinick¢
skudky stale prebichgjii na inych miestach ako je
In3titGeia, pritom akdkofvek indlinicia z0dasthujuca sa
multicentrického klinického ski¥ania sa mé riadit
pravidlami Verejncj prezentacic tak, ako s uvedene v
tomio <&lanku. Indtiticia a Hlavny skuSajici mdZu
publikovat’ svoje vysledky v salade s touto Zmluvou v
pripade, Ze do osemndstich (18) mesiacov ukonéeni
Stidie na vietkych pracoviskach vykonu E(t,ﬁdic a po
uzatvoreni databazy nebola pripravend spolotna
publikacia v¥sledkov.

F. Ak sa Zadavatel bude domnicvat, Ze vo
Verejnej prezentacii predlofencj na schvalenic existuje
patentovatelny obsah; Zadavatcl bude o tom okamZite
informoval Indtituciu. V pripade, Z¢ o to Zadavatel
poZiada a na néklady Zadévatela, vvvinie Indtithcia
maximalne Gsilic na to, aby Zaddvatclovi poskytla
sutinnost pri podani Ziadosti o #apis patentu, ktord sa
bude tykal' spominan¢ho obsahu, na paientovy urad
Spojenych $tatov (United States Patent and Trademark
Office), na Urad priemysclného vlastnictva Slovenske
republiky alebo prostrednictvom Zmluvy o patentovej
spoluprici, a to pred vydanim akejkolvek publikacic.
Zaddvatel ma pravo pozdriat zverginenic alebo
prezentaciu akcjkolvek Vercjng) Prezenticie na dobu,
ktora ncpresahuje devatdesiat (90) dni po pogiatodnej
lehote na preskamanic, ak zverejnenie alebo prezentécia
tejio Verejnej Prezentécic by mohla ovplyvnit' moznost
Zadavatcla ziskat patentovii ochranu pre akykolvek
vynalez.

F. Podlichajuc ustanovcniam tejto Zmiuvy,
Institicia ma pravo pouzivat vysledky Stadie ziskané na
zéklade tejio Zmluvy vratanc, aviak nie vylucne,
vysledkov testov a akychkol'vek Odajov o vstupnych
matcridloch a $tatistickych udajov ziskanych zo Stadie
pre vlastné interné $kolenia a vyskumné uely.

11. Klinické zdsob

A. Vpripade ak j¢ to vzmysle Protokolu
aplikovatelné, Zadavatel jc povinny bezodplatme
poskytnit’ dostatotné mnoZstvo  SkiSaného lieku
potrebné prc vykonanie Studie, priom sa rozumic, 7e
InStithicia a Hlavny skudajici su zodpovedni za prijatie
primeranych opatreni na vedenic prislusnych zaznamov
a zabezpedenie prislusnej dodavky, nakladania s,
skladovania, distribcie a pouZitia Skafaného Lieku
aakychkofvek inych Zadavatefom  poskytnutych
materidlov, vratanc ale nie vyludne i vybavenia v silade
s Prookolom a akymikolvek platnymi zdkonmi a
predpismi, kioré sa na ne vztahuji. InStitdcia a Hlavay
Skugajici nepouziji na iny el alebo nebudu
uskutodtiovat akékolvek iné vyskumné &innosti so
Skosanym Lickom poskytnutym v zmyslc tejlo Zmluvy
alebo s materidlom poskytnutym v zmysle tejto Zmluvy
neZ ako tie, ktoré su uvedené v Protokole.




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

12. Indemnification and Insurance

A. Sponsor shall indemnify, defend and hold
harmless Institution, its trustees, officers, apents.
employves 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 madc or instituted
against any of them by reason of personal injury
(including death) to any Study subjcct or damage to
properly that result directly from the  proper
administration of the Study Drug or thc proper
performance of any Study procedure required by the
Protocol.

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

failure of Indemnbitces to adhere to the torms
and provisions of this Agreement, the Protocol
or agreed amendments thereto or Sponsor's
written recommendations and  instructions
rclative 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;

M

(i) failure of Indemnitccs to comply with all
applicablc laws and regulations, including the
International Conference on Ilarmonisation of
Technical Requirements for Registration of
Pharmaceuticals for [luman Use Good Clinical
Practice: Consolidated Guidelinc and other
generally accepled standards of good clinical
practice;

B. Inititicia vyhlasuje a rudi, 7e Skudany lick

bude ulozeny vsilade s prisluinymi  zdkonmi
v nemocniéngj lekdni alebo inej uréenej Ickami za
podmienok  3pecifikovanych v Protokole.  Vietok

nepouzity Ski%any lick aZadavatefom poskymuté
materialy vrati Ingtiticia alebo Hlavny  ska3ajici
ZadavatcPovi pri skonéeni Studic alebo pri predéasnom
ukonteni alcbo odstopeni od tejto Zmiuvy, pokial
Zadavatel nevydal pisomn¢ opravnenie na znidenic
alebo ponechanic si tychto materidlov. V pripade, Ze
bolo vydané povolenic na znitenie ncpouZitcho
Skaganého lieku alebo Zadavatefom poskymut¢ho
matcrialu, InStificia alebo Hlavny skdsajici poskyine
Zadavatelovi dokumenticiu o spdsobe  znitenia
materialu. Zadavatel je viastnikom, ma zachované
vietky prava anaroky kakémukolvek avictkym
materialom nakapenym alcbo poskytnutym na naklady
Zadavatcla podFa tejto Zmluvy.

12. Ndhrada ¥kody a poistenie

A. Zadavatel odskodni Institiciu, jej spravcov,
zastupcov, zamestancov a Hlavného skidajuceho, (a
akéhokolvek uvedeného dalsicho skiajhecho) (spolu
len ,.Odskodncné osoba™) za akékol'vek Ziadosti, ndroky.
iikony, konania alebo naklady vyplyvajticc z rozhodnuti,
ktoré moZu byt prija¢ alebo vydané proti
ktorémukol'vek z nich 2 ddvodu poskodenia zdravia
(vratane smrti) zo strany uéastnika Stadie alcbo za Skodu
spasobenil na majetku, ktord vyplyva priamo z riadneho
nakladania so SkiSanym lickom alebo zriadncho
vykonu akejkobvek &innosti zabmute] do Stdie
a vyzadovangj Protokolom.

B. Bcz ohl'adu na vy3sic uvedené, Zadavatel’
nemd Zadnu povinnost ani zAvizok odSkodnit
Inétitaciv, pritom Indtivicia odikodni Zadavatela, jeho
materskii spolotnost’, dcérske spolotnosti, pridrufené
spolotnosti, ruditclov, zistupcov a zamestnancov za
stratu alebo $kodu sposobené:

0] porudenim povinnosti  Od¥kodnenej  osoby
dodrziavat podmicnky a ustanovenia ftejto
Zmluvy, Protokolu alcbo schvilené dodatky
Protokolu alcbo pisomné odporidania alebo
pokyny Zadavatela tykajice sa podania a
witia akychkolvek lietiv poufivanych v
Stidii vratanc, aviak nic vylugne, Skafancho
licku, akéhokolvek porovnatelnébo licku alebo
akéhokol'vek placcba;
() poruienim  povinnosti  Oddkodnenej  osoby
konat’ v stlade s plainymi pravnymi predpismi

anariadeniami,  vratane  Konsolidovanej
smemice o  spravnej  klinickej  praxi
Medzindrodnej  konferencie o zosdladeni
technickych  poZiadavick na  registriciu

farmaccutik na humanne pouZitic a ostatnych
vieobecene  platnyeh  poZiadaviek  sprdvnej
klinickej praxe;




(i) failure of Indemnitces io render professional
service or to conduct the Study in a normal,
qualified and prudent manner: or

(iv)  negligent act or omission or willlul misconduct

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

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

(i) immediate  notification to  Sponsor

whenever Indemnitees have information
from  which  Indemnitees  may
reasonably conclude an incident of
bodily injury or death or damage to
properly has occurred and  the
immediate reporting to Sponsor of all
pertinent  data  surrounding  such
incident;
(ii} compliance by Indemnitees with all of
their obligations with regard to adverse
events or adverse cifects reporting
procedures as set forth in the Pratocol
and any appendix or attachment thereto;

(iii) full cooperation and assistance by
Indemnitees in the investigation and
defense of the claim or action along with
authorization to Sponsor o carry out the
solc management and defensc of the
claim or action; and

(iv) indemnitees shall not compromise or
settle the claim or action without the
prior written approval ol Sponsor.

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

E. Sponsor will 1o the cxtent required comply
with applicable laws and rcgulations covering insurance
requirements of sponsor’s of clinical trials.

(i)  porusenim povinnosti OdSkodnenc osoby
poskytovat’ odborné sluzby alebo vykonaval’
Stadiu riadnym, kvalifikovanym a obozretnym
spdsobom; alebo

(iv) dkonom alebo pochybenim z nedbanlivosti
alebo Gmyselnym  nespravnym  konanim
Odgkodnenej osoby, vztahujicim sa na vykon
shuZich v zmysle tejto Zmluvy.

C. Zaviizok 7adavatel'a na odskodnenic vznikd
za spinenia nasledovnych podmienok:

o Zadavatel’ bude okamZite informovany
len ¢ Odtkodnend osoba obdrzi
informaciu, na zdklade ktorej moze
Odtkodnena osoba dovodne predpokiada’.
7e doslo k incidentu ubliZcnia na zdravi
alebo k smrti, alebo 3kode na majetku
anasledne okam¥ite informujc Z.addvatel'a
o victkych  relevantnych  adajoch
tykajacich sa tohto incidentu,

Od¥kodnena osoba bude konat™ v
stlade so svojimi zavizkami tykajiicimi sa
pripadov ohlasovacich postupov
neriaducich udalosti alchbo neZiaducich
adinkov tak, ako si uvedené v Protokole
av akykolvek ich dodatkech alebo
prilohéch.

(i)

(iii) Oddkodncna  osoba  poskytne  plni
sa&innost’ aspoluprdcu pri  vySetrovani
aobranc proti naroku alcbo Falobe spolu
s0 splnomocnenim  Zadavatela na vykon
vyhradného vedenia sporu a obhajoby
proti naroku alebo konaniu a

Odskodncna osoba nesmie uzavrict’ zmier,
ani uwmal akykolvek narok bez
predchadzajiceho  pisomného  sithlasu
Zadavatcla.

(iv)

D. Indtitacia prehlusuje, Ze poistenie, ako o
vyZaduja platné zakony tykajiice sa 7odpovednosti za
tkodu sovisiace s poskytovanim  zdravotnej
starostlivosti je zabezpetené a ¥c toto poistenie bude
udrziavat v platnosti po celi dobu trvania Stidie. Na
siadost Zadavatefa, predlozi kopie osvedicni
preukazujicich existenciu tohto poistenia aticto
spristupni  Zadévatelovi. V pripadc zruSenia alebo
akejkol'vek podstalnej zmeny v tomto poisieni Institucia
waleho Hlavny ska3ajici dorudia ZadavatePovi pisomné
oznamenie tridsat’ (30) dni vopred,

E. Zadavate! bude poisteny v rozsahu
pozadovanom  plamymi  zikonmi a  predpismi
obsahujacimi poziadavky poisincho krytia Zadavatefov
klinickych skaSok.
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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 reasanable 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 carricr
(return receipt requested) or personally delivered to the
appropriatc parly at the correspondence address indicated
below, or at such other place or places as cither party
may designate in a written notice to the other. Notice
shall be deemed to have been received upon receipt.

To Institution:  Detska  fakuling
poliklinikou Bratislava
Limbové 1, 833 40 Bratislava

Slovak Republic

ncmocnica s

‘To Sponsor: Merck Sharp & Dohme, s.r.o.
Mlynské nivy 43

821 09 Bratislava

Slovak Republic

Attn.: MUDr. Peter Musil

15. Assignment

The rights and obligations of Institution and
Principal Investigator under this Agreement may not be
assigned or subcontracted to others without Sponsor’s
prior written consent and any attempted assignment or
delegation in violation hereof shall be void. Institution
and Principal Investigator shall ensure that all third
partics who provide services on behal( of Institution or
Principal Investigator comply with thc terms and
conditions of this Agreement. Sponsor may assign this
Agreement 1o 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.

13. Yyndlezy a patenty

Vy¥luiné a vyhradné pravo k akymkoivek
vynilezom, objavom alcbo inovaciam, patentovatel'nym
alcbo nie, ktoré vyplyvajii z vykonu Protokolu a Stidie
podla tejlto Zmluvy, alebo ktoré inak vyplyvajii 7
pouZivania, zneuZitia alebo pravy Sko¥aného licku
poskytoutého pedla tejio Zmluvy (d’alej len ,,Vynalezy™)
patri ZadavateFovi. Indtiticia alebo Hlavny skiZajici
urychlene ozndmia Zadavatelovi pisomnou formou
akykolvek taky Vyndlcz a na Ziadost a naklady
Zaddvaicla Indtitdcia alllavny skudajici zabezpetia
prevod vietkych pray, titulov a podielov na akomkolyek
takomto Vyndleze na Zadavatela, pritom poskytnia
primerani st&innost’ pri ziskavani patentov, vratane
vyhotovenia akéhokolvek postipenia vynalezu alebo
invch dokumentov.

14. Oznimenie

Akékofvek oznamenie vyplyvajice z tejto
Zmluvy musi byt vyhotovené v pisomncj forme a
doruené komerénym cexpresnym  dorudovatclom (s
névratkou) alebo vsobne prisluinej zmluvnej strane na
kore$pondentna adresu uvedent niZdic alebo na také iné
migsto alebo miesta, ktoré ktorakol'vek zmluvna strana
oznami druhej zmluvnej stranc v pisomnej [(orme.
Osnamenie sa bude povaZovat za dorutené jcho
prijatim.

Institicia: Detska fakulind nemocnica s poliklinikou
Bratislava

Limbové 1. 833 40 Bratislava

Slovenskd republika

Zadavatel’: Merck Sharp & Dohme. s.ro.
Mlynské nivy 43

821 (9 Bratislava

Slovenska republika

K rukdam: MUDr. Peter Musil

15. Postupenie

Prava a povinnosti In3titacie 2 tejlo Zmluvy nic
su Indtitticia a Hlavny skasajici opravneni postipit’ bez
predchadzajiccho  pisomného suhlasu Zadavatela a
akykol'vek pokus o postipenie alebo delegovanie v
rozpore s loulo Zmluvou jc neplatny. Indtitacia a Hlavny
skiSayici zabozpedi, aby tretie strany, kiord poskytuju
slizby v mene Indtitucie alebo Illavného skudajuccho
konali v silade s podmienkami tejto Zmluvy. Zadavatel
ma4 pravo postlpit’ prava a povinnosti z tejto Zmluvy na
pridruzeni spolo¢nost’ bez predchadzajuccho pisomného
sihlasu Institicic alcho Hlavného skigajiiccho. Bez
ohfadu na také postipcnic bude Zadavatel' aj nad'alej
<odpovedny za vietky svaje zaviizky vyplyvajlce z tejto
Zmluvy.
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16. Applicable Law

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

17. Publicity

No party shall usc the name of another purty {or
the mame 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. Fxcept for Public Prescntations under Article
10, no news releasc, publicity or other public
announcement, either written or oral, rcgarding 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 arc acting in the capacity of
independent contractors hereunder and not as cmployees,
agents or joint venturers of or with Sponsas.  Neither
Institution nor Principal Investigator shall have any
authority to represcnt, bind or act on behalf of Sponsor.

19. Counterparts and Agreement Modifications

This agreement is cxecuted in four copies in
finglish language and Stovak language. In casc of any
discrepancy between the two language versions, the
Slovak language version shall prevail. Neither this
Agreement nor the Protocol may be altered, amended or
medificd except by written document signed by the
parties,

20. Severability

1f any term or condition of this Agreement, the
deletion of which would not adversely affect the receipt
of any material benefit by a party hercunder, shall be
held ilicgal, invalid or uncnforceable, the remaining
terms and conditions of this Agreement shall not be
affected thereby and such terms and conditions shall be
valid and enforccable to the fullest cxtent permitied by
law.

21. No Waiver

Failure on the part of a party to cxercisc or
enforce any right conterred upon it hereunder shall nat
be deemed to be a waiver of any such right nor operate to
bar the excreise or enforcement thereof at any time or

16. Plamé privo

Tato Zmluva sa bude vykladat v solade s
platnym pravnym poriadkom Slovenskej  republiky.
V pripade  akychkol'vek sporov  sa zmluvné  strany
vaviizujh vyricsit ich mimosiadnou ccstou. v opa¢nam
pripade budd o sporoch rozhodovat' prisluiné sudy
Slovenskej republiky.

17. Publicita

Ziadna strana nepowfije meno druhej strany
(alebo meno Zadavatela, akejkolvek divizic alebo
pridruzenych spolotnost) na propagatné Gtely bez
predchadzajuceho  pisomného suhlasu strany, ktorcj
meno sa ma pouzit, S vynimkou Verejnych publikécii v
zmysle &lanku 10, nesmi Indtitacia ani Hlavny skisajuci
vydal ziadnc spravy, propagatné ani iné verginé
ozndmenia, pisomné alebo Ustne, tykajucc sa tejto
Zmluvy alcbo vykonu povinnosti z nej vyplyvajocich,
ani spravy o vysledkoch Stidic bez predchadzujiceho
pisomného sublasu Zadavatela.

18. Nezdvisly dodévatel’

Zmlyvné strany sa dohodli, Ze Intiticia a
Hiavny skifajuci za (ychto podmicnok konaji ako
nezavisli dodavatelia a nie ako zamestnanci, zistupcovia
alebo spolotnici Zadavatel'a. Ani Ingtitcia ani Hiavny
ski¥ajuci nemaju Ziadne pravo zastupovat|, zaviizovat,
ani konat' v mene Zadéavatela.

19. Vyhotovenia a zmeny zmluvy

Tato mluva sa watvara v Styroch
vyhotoveniach v anglickom jazyku a slovenskom jazyku.
V pripade  akychkol'vek razporov medsi oboma
jazykovymi verziami je rozhodujiicou verzia vyholovend
v slovenskom jazyku. Tato Zmluva a Protokol moZu byt
zmenené, doplnené alebo upravené iba na zéklade
pisomného dodatku podpisancho zmluvnymi stranami.

20. Oddelitel’nost’

Ak sa ktorékolvek ustanovenie tcjlo Zmluvy,
vymaz kior¢ho by negativne ncovplyvnil  prijatie
akéhokolvek materidlncho prospechu zmluvnou stranou
v zmysle tejto Zmluvy, stane neczakonnym, neplatnym
alebo nevymozitelnym, ostainé ustanovenia  tejlo
Zmluvy nebudd tymto  ovplyvnens, pricom ticto
uslanovenia ostant aj nad’alej v planosti a budi
vymoZitelné v plnom rozsahu pavolenom pravnym
pariadkom.

21. Vzdapie sa prava

Neschopnost zmluvnej strany vykondvat' alebo
vymoct’ svoje pravo, ktoré jej prindleXi v zmysle tejto
Zmluvy, sa nepovaZuje za vzdanie sa tohto prava, ani sa
tymto nepozastavi vykon alebo vymoZitelnost tohto
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times thercaller.
22. Combating Bribery of Public Officials

Institution agrecs that it will not make any
payment, either dircctly 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
10 the subjcct matter of this Agrcement or any other
aspect of Sponsor’s business. ~Government Official™
means (i) any officer or employcc ol a government. or of
a public international organization, (i) any person acting
in an official capacity [or or on behall of any such
government or public international organization, and (iit)
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
agrecs to make all relevant rccords and other
documentation rclating to & violation available for
Sponsor and its representatives review.

23, Force Majeure

Noncompliance by a party with the obligations
of this Agrcement duc io force majeurc. (laws or
regulations of any government, war. civil commotion,
destruction of production facilitics and matcrials, fire,
flood, carthquake or storm, labor disturbances, shortage
of malerials, failire of public utilitics or common
carricrs), or any other causes beyond the reasonable
control of the applicable party, shall not constitute breach
of this Agreement and such party shall be excused from
performance hereunder to the extent and for the duration
of such prevention. provided it first notifies the other
party(ics) in writing of such prevention and that il uses
its best efforts to cause the cvent of the force majeure 10
terminate, be cured or otherwise ended.

[The following space intentionally left blank. ]

priva kedykolvek neskor.

22. Boj proti kerupii verejnych tinitelov

JnStiticia sublasi s tym. ?¢ nebude a to bud’ priamo.
alebo nepriamo vykondvat' Ziadne vyplaty, peiazi
alcbo ingch aktiv (sihmne "Platba”) pre akéhokol'vek
vergjného Einitel'a (ako je definované nizsie) ak je tato
Platba uskutotnend za  ulelom ovplyvnenia
rozhodnutia alebo konania s ohladom na predmet tejto
Zmluvy. alebo pa akykol'vek iny aspekt podnikania
Zadavatela. "Verejny Cinitel” znamend (i) ktorykol'vek
stitny uradnik alebo zamestnancc, alebo  Stétny
samestnance verejnej medzinarodnej organizacie. (ii)
akakoPvek osaba konajiica v Gradnc; funkcii pre alebo
na et ktoréhokofvek taincho organu alcbo verejnej
medzinarodne) organizacie, a (iii) akykolvek &len
politickej strany alebo kandidat na politicku funkeiu.
Indtitticia bude okamyitc hlasit’ akékolvek poruscnie
ustanoveni fohte ¢lanku Zad4vatelovi a sublasi s tym,
aby vietky prisluiné zdznamy 4 dalsie dokumenly
tykajiice sa poruSenia boli poskytnuté Zadavatelovi
alebo jeho zéstupcom za (Selom preskimania.

23. Vyd¥ia moc

Neplnenie zavizkov vyplyvajicich 7 tcjto
Zmiuvy zmluvnou stranou zapri¢inené vy$Sou mocou,
(zékonmi alcbo pravnymi predpismi akejkolvek vlady,
vojnou, obéianskymi nepokojmi, znitenim  vyrobnych
zariadeni alcbo materialov, poZiarom, zéplavami,
semetrasenim aleho burkami, pracovnymi nepokojmi,
nedostatkom  mageridlov,  pochybenim dodavatelov
verejnych sluZieb alebo vercjnych dopraveov), alcho 7
akychkolvek inych pridin mimo primeranej kontroly
prislusnej zmluvnej strany, sa nebude povaZoval za
porufenic lejto Zmluvy, pritom takato zmluvni strana
bude oslobodena od vykonu zévazkov vyplyvajicich z
tejto Zmbuvy v rozsahu a podas doby trvania tejto vydlej
moci, za predpokladu, Ze tato szmluvni sirana najprv
pisomne oznmi druhej zmluvnej strane vyskyt pripadu
vy§se] moci, pritom tdto zmluvnd strana vynalo¥i
maximélne tsilic na ukon&enie trvania pripadu vy33ej
moci, umo#nenie ndpravy alebo iné odstranenic.

[Prostor nize byl vimysiné ponechdn prdzdny. ]
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24. Entire Understanding

This Agreement, including any exhibits and
schedules hereto, constitutes the entirc agreement
between the partics with respect 1o the subject maticr
hereof, This Agreement supersedes and cancels all
previous agreements among the partics, written and oral
in respect of the subject matter hercof. In the event of
any inconsistency between this Agreement and the
Protocol MK-0431-083. Site Number 0642, the terms of
the Protocol shall have precedence with respect to Study
subject care maiters and the terms of this Agreement
shall have precedence with respect to all other matters.

IN WITNESS WHEREOF. the parties have caused this
Agreement lo be execuled, by duly authorized
representatives, as of the last date writien below.

DETSKA FAKULTNA
S POLIKI INIKOU BRATISLAVA

NEMOCNICA

A+

BY
NAMED

TITLE Director
74.10.2079

DATE

MERCK SHARP & DOHME. s.r.0

BY .

N

T

D 19- 201
ohms, 5.5.0.
iy 43
slava

24. Uplns zmluva

Tato Zmluva vratanc jej priloh a dodatkov
predstavuje @iplni zmluvu medzi zmluvnymi stranami
wkajicu sa predmetu tcjto Zmluvy. Tilo Zmluva
nahradza a rmudi vietky predchadzajoce dohody
wzatvorené medzi zmiuvnymi stranami, pisomné alcbo
fistne, vzfahujiice sa na predmet tejto Zmluvy. V pripade
akychkoPvek nezrovnalosti medzi touto Zmluvou a
Protokolom MK-0431-083, &islo centra 0642, budu vo
veciach starostlivosti o ttastikov Stidie rozhodujice
podmienky  Protokoln avo vietkych  ostainych
Zélcritostiach  budG  rozhodujéice  podmicnky  tejto
Zmluvy

NA ZNAK COHO zmluvné strany tito Zmiuvu

podpisali prostrednictvom riadne opravnenych zéstupcav
v deii uvedeny niz§ie ako posledny.

DETSKA _ FAKULINA . NEMOCNICA
S POLI T T T :
PODPI

MENQ doc. MUDr. Ladislav Kuzela, LdC.
TUNKCIA riaditel

pATUM 21 70 2u7h

MERCK SHARP & DOHME, s.r.0.

PODPIS o
¥ g
X tel
e 2 2 'ﬂg' 201‘
3.& Dohme, .10,
yuské nivy 43
09 Bratislava
i
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I hereby acknowledge that 1 have read and agree with the
terms of this Agreement, including the Protocol and
Investigator’s brochure with which T 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 I may otherwise havc
according to law. 1 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 countrics not
providing adequate personal data prolection according to
EU standards,

MUDr. L
Principal Investigator

Vermian Date: Slovak Repubhc Insutution Only 30 Jan 2013
Derska fakultnd Nenwcnica Barak ME-43 1-083-642 v2.

GLOBAL
AGR EEOM ENTS

Matthew Rogers

21 September

Tymto potvrdzujem, ¥¢ som si tito Zmluvu precital a
sihlasim s podmienkami v ngj uvedenymi, vratanc
podmienok uvedenych v Protokole aprirucke  pre
skiidajiceho, s ktorymi som sa obo/mamil, pri¢om sa
saviznjem, ¢ budem konal a vykondval svoje
povinnosti na Swidii v silade s vySie uvedenymi
podmienkami, ~ vritane  postipenia Zadavatclovi
akychkol'vek majetkovych prav tykajucich sa vysledkov
Sradic. ktoré mi inak méu zo zakona prindleZat. Tymto
tic potvedzujem, Zc sthlasim so spracovanim, prenosom
a poskytnutim mojich osobnych udajov na  cely
uvedené v lejto Zmluve alebo v Protokole, vrilane
cezhranitného toku tdajov do krajin, ktoré neposkytuj
adekvitnu ochranu osobnych ﬁdajo/ podla Standardov
ELL

MUDTr. CUBOMIR BARAK, CSc.
Hlavny skusajici

Lo.to. 1Y

DATUM __
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Exhibit A/Pfiloha A
Merck/MSD Study Site Budget / Rozpodet klinického skisania pre centrum
MK-0431-083-00
Pl Name/Meno hlavného
skuSajicého: MUDr. Lubomir Bardk, CSc.
Institution (Site)/Centrum;

The budget will be adjusted if the study design is modified and has a financial impact. MerckMSD (Sponsor) reserves the right to decrease or increase the
number of patients at any time during the anroliment period without renegotiating based on the per patient costs listed in this budget. Such notification shall
be in writing from an authorized person by the Sponsor.

V pripsde upravy dizajnu kiinického skusania s néslednym finanénym dopadom bude takejto zmene prispdsobeny | rozpotet. Merck/MSD (Zaddvatel) si
vyhradzuje prévo kedykolvek v obdobf zaradfovania 2vysit &i znifit pocet pacientov bez opatovneho prejednévania nékiadoy na Jjedného pacienta uvedenych

ah

v tomto rozpoéte. Ozndmenis o taksj tprave bude Zadsvatelfom poskytnute v pi. &j forme od opra ) pr .

Por Patient Visit Cost / Naklady na nadvitevy na 1 pacienta:
e iy o Vis ve Var v4 Vs V'] V7

€604,80 € 351,60 €736,80 € 277,20 €339,60 €324,00 €324,00
| |

Total ! Celkom na

va ve vio Vit V12 Vi3

j ; € 869,60 € 324,00 € 324,00] € 324,00 € 332,40'
Total Estimated number of Randomized Patients/ Celkovy odhadovany podet 2aradenych pacientov:

Total Per Patient Visit Cost based on Estimated Patients { Celkové néakiady na névitevy ne pacianta v zdvislosti od
odhadovaného podty pacien!bv:‘

Naklady na navsievu na 1 pacienta 2ahMaju naklsdy spojené s 1 iou kiinického skas, (K S} v pripade ka2dého pacienta tak, ako to vyzaduje
Protokol, vratane nakladov ne pracediiry, kde prebieha kiinicke skvsanie, administrativae nékiady v priebehu realizécie kiinického skusania {kopiravanie,

predstavuje procedury, ktoré je potrebne vykonat u ka2deho pacienta. Néklady zdravolnickeho zarisdenia s rozpisané nidie a zahfMaju; dodatocné
procedury, ktoré vyZaduje Protokol v pnpade 2viastnych prihod, a ktoré su schvélené Zadsvatefom, dalej procedury, ktoré vyzaduje Protokol v pripade
podsaboru pacientov, a néklady, ktoré mbau veniknut Zdravolnickemu zanadeniu z dovodu zacstia a realizécie Kinického skusania v danom
Zdravotnfckom zariaden! a2 do ukonéenia iéasti v8etkych pacientov a komplebzécie ich dokumentacie

s Supplies sourced from Spensor that are licensed or have a value greater than USD $100 per Sponsor calculations at study close-out will be sither
returned 1o Sponsor of purchased at current market value, or disposition as instructed by Sponsor.
Matendl poskytnuty Zadavatefom, ktory je licencovany alebo m3 podfa hodnotenia Zaddvatela p vzatvéran! klinického skugania hodnotu vy$siv ako 100
$ (USD), bude vréteny Zadavatelovi, alebo bude odkupeny za aktuéinu trhovt cenu, alebo s nim bude najotens podia pokynov Zadivatela,

For randomized patients who do not complete the study, the Site will be paid according 1o the per visit schedule noted above for those completed visits
documented by elecironic data capiure or ather approved dala input

Za randomizovanych pacientov, ktor! kiinické skusanie nedokondin, bude Zdravotnickemu zanadeniv poskyinuté uhrada podla rozpisu nakladov na
névitevu uvedeného vysdle za tie ndvtevy, GCast na ktorych je zdokumentovans elektronickym zaznamom g4t alebo inym schvélenym spGsobom
28pisu dal.




SITE COSTS * /| NAKLADY ZDRAVOTNICKEHO ZARIADENIA * TOTAL NOT TO EXGEED/CEL'KOVE MAXIMUM:I €71 m,ool

*Site Costs will be paid upon receipt of an invoice with documentation from the third party, when applicable, or upon receipt of other acceptable
documentation.
*Nénlady Zdravotnicheho zariadenia budt preplatené na 2éklade poskytnutia fektury s dokladom od tretef strany, ak sa fo hodf, pripadne na
zdkiade poskytnutia iného prijatefnéhc dokladu.

. Per Occurrence /
Quantity / Pocet Per pol MAXIMUM
1 500,00 € 500,00
tudy Start-Up F i -Up Fgg / P k ripravi nig K I I

Sponsor agrees to reimburse the site a Sludy Start-up Fee upon execution of the contract agreement.
Zaddévatel sthiasi s vhradenim poplatku za rozbehnutie kiinického skidania Zdravotnickemu zanadeniu po podpise zmiuvy.

Document Storage, Archiving Total Cost {per s id if documentaiton archived at

site) / Skladovanie a archivécia dokumenticie skudania - colkovs &i ng v 1 300,00 € 300,00
pripade archivécie na centrs]

Sponsor agrees to reimburse Document Storage at the end of the study to Site that enrcll patiente upon receipt of invoice.

Zadavatel suhlasf s uhradenim poplatku za archivéciu na konci $tidie, po obdriani faktury, tym centrdm, kloré zaradili pacientov .

g n Failures / v 4| 1 508,00 € 6 036,00

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, your site will be
paid 804,80Eur at V1, 351,60Eur at V2 and 552,60Eur at V3 dependable after which visit the failure happened. A screen failure is a patient who has entered
the study with a signed consent form and was not randomized info the active treatment period due to failure to meet the inclusion/exclusion criteria as
specified in the protocal. Screen failures will be paid in half year terms. If the site has been given written permission by a member of the Sponsors Clinical
Team {o enroll more patients, screen failures will be paid accordingly.

Zaddvatel suliasi, 2e Zdravotnickemu zariadeniu uhradi nékiady za nezdareny skrining v pomere 2 nezdarené skriningy vodi 1 randomizovanému
pacientovi. Za kaédy nezdareny skrining bude Vésmu Zdravotnickemu zanadeniu preplatenych 604,80Eur z névitevy V1 @ 351,60Eur z névitevy V2 a8
£52,60Eur z navstevy V3 v zévislosti na kiorej ndvsteve sa neuspesny skrining stane. Nezdareny skrining predstavuje pacient, ktery do kiinického sku$ania
vstiipil s podpisanym informovanym suhlasom a neboi randomizovany do Casti aktivnej ietby z dévodu, 2e nespinil kritérié pre zaradenieNyradenie tak, ako
50 urten® v Profokole. Nezdarené skriningy buda preplacané polrodne. Ak &len Klinického timu Zaddvatela piscmne udelil Zdravotnickemu zariadeniu
povoienie zaradit’ viac pacientov, vyplacani darenych skriningov bude podfa toho prislusne upravens.

P

Screen Visit - Fingerstick A1C / snalza A1C z krvi 2 prstu® | w0 10,00| €400,00|
Unscheduled Visits | Mimoradne ndvitevy — za ndvitevy* 10] 670,00] €6 700,00]

Rescue Visits | tova* 10| 929,00] €9 290,00|

X-Ray: wri vi m nuky a zapistia® §] 35,00 € 210,00|

l
[
Discontinuation Visit/ Néviteva - predéasné ukondenle® l 2 929,00] €1858,00]
l
l

X-Ray; Training/Education / RYG - Skofenis lsborants / rididloga * [ 25,00] €150,00|

Study mediation management: Fixed Costs {(Storage Cost) per month of active
ation in the study ! Fixné néklady {nékiady 2a skiadovanie) za celko 13 60,00 € 780,00
mana [ medikécie {za mesiac aktivnej utastiv »

|~n§uli.n treatment as rascus mc‘dlca‘ﬁon - putchase and handling {per package) / Liecba 10 35,00 €350,00
insulinom ako zéchranna medikicia (2a balenie)*

man|pul ény fast potravy: o as vanie krvi, vritane manipulécie 12 160,00 €1920,00

Hatsl; Hote! stay per 24 hours {childsparent) { Ubylovanie (dietasrodic)” | 40| 100,00] € 4 000,00|
Patient Reimbursement: Patient Travel, max per 1 visit {child+parent), {if car used- |
4

0,50Eusikm) / Paclent: za prokézané cestovné nihrady, za 1 ndvitever maximum
{diete+rodic) (v pripade poulitie auta - 0,50Eur’kan)*

Patient Reimbursement: Meal, per 1 visit {child+parent} ! Pacient: stravné
néhrady, 28 1 névitevu (dieta+rodié)* 40 16,00 € 640,00

100,00 € 4 000,00

Telephone call n tion or medical managemen r cal n 20 15,00 € 300,00
honfakt s pacientom - konzultdcia alebo kontroia zdravotného stavi (gs hovor)®
*Sponsor agrees to reimburse the site for site cost upon receipt of an invoice. Costs will be reviewed and approved through Sponsor,

“Zadavatef suhlasi s dhradou nakladov zdravotnickeho zanadenis ns zéklade poskytnutia faktury. Nakiady skontroluje a schvili Zadavate!.




Study Coordinator (per hour)  Studlovy koordindtor (za hodinu)™ L 1000] 25,00] € 25 000,00]

ning/Education, incl. EDC trainin r hour) / Skolenie vrétane EDC skolenia 40 25,00 € 1.000,00)
hodinu)*™
[+ jow - base review, incl. Referral bDr's / a ie v databéze - 200 zs'ool € 5 000,00
vrétane kontektov s doporyéyjucimi lekarmi (za hodinu}**

"Payments related to other work than work done during patient's visits and paid to the study team members in full amount according to real number of hours
performed, checked and approved by Sponsor.

"Platby vztahujice sa na ind pracu ako sa vykandva behom Studjinych névstev pacients a vyplatené &lenom $tudijiného timu v pinej vyske v zévislosh od
poctu skutonych hodin, skontrolovanych a schvafenych Zadavatefom.

Contingency Allotment, Pgr Site*! Uhrada v pripade nepredvidenych skutoénosti, per 1 000,00 €3000,00
zdravotnicke zariadenie*

Sponsor agrees to pay for unexpected costs for the site upon prior approval by Sponsor and upon receipl of an invoice or acceptable documentation.
Zadavatel sihlasi s tym, 2e uhradf neoakavané nékiady zdravotnickeho zariadenia na zéklade predchédzajiicaho schvélenia Zadavalefom a na zaklade

poskytnutia faktury alebo iného prjatefného doiladu.
Total Estimated Budget /Celkovy pidnovany rozpeéet pre centrum:

PAYME| EDULE: Per ent vis e due and able as foll :

PLATOBNY KALE : pdkdady na nd u na 1 paclents budii spiatné nasledovne;
Payments will be made in half-yearly instalments (30.4. and 30.10.) based on the number of completed visits per randorized patient. Patient visit data is
obtained in-hause according to information provided by the Electronic Data Capture System (EDC).

Platby budti vykondvané v polrocnych spiétkach (30.4. and 30.10.) na zékiade poltu vykonanych nsvitev na randomizovaného pecients. Udaje o

navstevach pacienta budeme ziskavat cez vnitropodnikovy Systém na zékiade informécil zadanych do Systému elekironického zéznamu dét (Electronic
Data Capture System, EDC).

The payments for any type of visit shall be paid to the Institution, which shall divide the total cost for visils by 30% for the Institution and by 70% to the
Investigator and the study team members. The Institution commits to send to the Investigator and the study team members their ramuneration within 30
days after receipt of the payment from the Sponsor.

Plattry za akykolvek typ navitevy sa hradia Zdravotnickemu zariadeniu, ktoré rozdeli cefkovu Giastku za névstevy v zmysle intermej smemice na 30% pre
Zdravotnicke 2ariadenie a 70% pre hlavného skissjiuceho a dalsich &enov Studiiného timu. Zdravomicke zanadenie sa zavéizuje poukézat odmenu
havnému skusajocernu a dalim lenom $tudijného timu do 30 dnf po obdriani piathy od Zadavafefa.

The amounis in the budget do not include value added tax, it shalt be added according 10 the Slovak Republic law.
Ciastky uvedené v rozpoéte nezahimaju dal z pridanej hodnoty, té bude pnpoditand podfa zakonov Sfovenskej republiky.

Remittance for the applicable amount is generally issued by Sponsor within 60 days.
Prikaz na uhradu prisiugnej Siastky vo vieobecnosti Zadévatel cdosiela do 60 dni po obdrianf faktory.

Invoice Submissions /Predkiadanie faktir :
Please direct all invoices to the contact provided by Sponsor. / VSelky fakiury prosim odosielajte na kontakt poskytnuty Zaddvatefom.

Sponsor’s inovicing detalls/Fakluracné (daje zad4dvatefa: |Merck Sharp 8 Dohme, s.r.0.
Miynské nivy 43
821092 Bratislava 2
Slevak Republic

Company (D / /C: 44393326

Tax ID / iC DPH: SK2022688272

Tax ID / DPH: 2022688272

Payee Name/Ndzev dodsvatele:

Detska fakultné nemacnica s poliklinikou

Bratislava
|Payee Address /Adresa dodavaiele: Limbova 1
833 40 Bratislava
Stovak Republic
Company ID / iC: 00607231
Tax D / IC DPH: SK 2020348368
Tax 1D / DPA: ININRARZRR

Bank account no../ &sio bankovného uéty:

13, Radlinského 32, 81005 Bratislava)

Bank: $t4tna pokladnica Bratisiava (P.0.BOX




