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CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

for Protocol GED-0301-UC-002

pre Protokol GED-0301JC-002

This Clinical

“Agreement) is by and between:

Trial Agreement (hereinafter, t

ndato zmluva o klinickom skiuSand’élej iba ,zmluvd) sa

uzatvara medzi:

Celgene Corporation having its principal office at 8

Morris Avenue, Summit, NJ 07901, USA (hereinafteady na adrese 86 Morris Avenue, Summit, NJ 07

called “Sponsot) represented for the purposes of t
Agreement byCelgene International S.a.r.] a limited
liability company organized under the laws
Switzerland having its principal office at Route
Perreux, 2017 Boudry, Switzerland and IBPD
Investigator Services LLC only for the purposes d
signing this Agreement in the name of the Sponaq
company organized under the laws of the Statg
Delaware having its principal office at 929 Norttoft

Street, Wilmington NC 28401, USA

b spola@nog’ou Celgene Corporationso sidlom spravne

hidSA (dalej iba ,zadavaté"), ktord na &ely tejto zmluvy

zastupuje Celgene International S.a.r] spol@&nog’
df rwdenim obmedzenym, organizovana fedSvagiar-
dekych zakonov, so sidlom na adrese Route de Per
2017 Boudry, Svajarsko a na &ely podpisu tejto zmlu
fvy v mene zadavaita zastupujePPD Investigator Ser-
ryices LLC, spol@nog’ organizovana pdd zakonov
> §pfitu Delaware, so sidlom na adrese 929 North R

Street, Wilmington NC 28401, USA.

D01,

reux

Front

AND

A

Fakultna nemocnica s poliklinikou F.D. Rooseveltg
Banska Bystrica located at Nam. L. Sbobodu 1, 9
17 Banska Bystrica, Slovak Republic (hereinafter

“Institution”);

Fakultna nemocnica s poliklinikou F.D. Roosevelts
7Banska Bystricaso sidlom na adrese Nam. L. Svobd
th, 975 17 Banska Bystrica, Slovenska republikalé]

iba ,inStitlcia®);

du

individually or collectively, as the case may leferred

hereto as theParty” or “Parties”.

jednotlivo alebo spolme, poda okolnosti,dalej ozna-

¢ovanymi ako strand' alebo ,strany".

This Agreement is valid as of the last date of aigre
below and effective the day after the date thereghis
published in central register of contracts of Slo
Republic (the Effective Daté).

Tato zmluva je platna odaid posledného podpisu niz§
a &inna odo da nasledujuceho po dni jej zverejne
var Centradlnom registri zmlav SR’élej iba ,dei G¢innos-
ti).

ie

i

a
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WHEREAS KEDZE
€)) The Sponsor conducts business in [tHa) zadavafie vedie podnikanie v odbore vyvo
development of therapeutic  products, terapeutickych produktov, zlénin acinidiel;

compounds, and reagents;

rax

U)

ark,

\1 %4

ces

O

(b) The Institution and the Investigator (as definef) Institacia a skuSajuci (ako je definovany rejsi
below) have acquired expertise in the conduct ziskali odborné znalosti pri vykonavani Klinic-
of clinical trials, and laboratory tesgt kych skaSani a hodnoteni laboratornych testov;
evaluations; they have appropriate facilities |for maju patréné vybavenie pre vykon tychto ak
the performance of those activities; vit;

(c) The Investigator (as defined below) is [afc) SkuSajuci (ako je definovany nizSie) je zamest-
employee of the Institution or practices nancom institacie alebo vykonava lekarsku p
medicine in the context of the Institution; v slvislosti s institUciou;

(d) Sponsor requested the Institution and [thd) zadavatk poziadal institdciu a skaSajuceho (ako
Investigator (as defined below) to conduct a je definovany nizSie) o vedenie fazy Il klinickg-
phase Il clinical trial “A PHASE 2, OPEN- ho skusania LODSLEPENE
LABEL, MULTICENTER STUDY TO MULTICENTRICKE KLINICKE SKUSANIE
EXPLORE THE EFFICACY AND SAFETY| FAZY 2 NA PRESKUMANIE UCINNOSTI A
OF MONGERSEN (GED-0301) INI BEZPECNOSTI SKUSANEHO PRODUKTU
SUBJECTS WITH ACTIVE ULCERATIVE MONGERSEN (GED-0301) U PACIENTOV
COLITIS” (hereinafter, the Study) in AKTIVNOU FORMOU ULCEROZNEJ
accordance with the following protoc@ED- KOLITIDY* ( dalej iba sku3ani¢) v stlade
0301-UC-002(hereinafter, theProtocol); s nasledujicim protokolonGED-0301-UC-002

(d’alej len ,protokol?);

(e) PPD Global Limited with address at Grant) PPD Global Limited s adresou na Granta P
Park, Great Abington, Cambridge, CB21 6GQ, Great Abington, Cambridge, CB21 6GQ, %a
UK and its affiliates, including, but not limited Britana, a jej pridruzené spdiaosti, vratane, al
to PPD Investigator Services LLC, 929 North bez obmedzenia na PPD Investigator Serv
Front Street, Wilmington NC 28401, US LLC, 929 North Front Street, Wilmington N
(hereinafter, the CRQO") is a clinical research 28401, USA (alej iba ‘CRQ’) je organizacia
organization principally engaged in the pre klinicky vyskum, ktora sa predovSetkym
management, on behalf of pharmaceutical mene farmaceutickych spélwosti zaobera ria
companies, of clinical trials, and other related denim klinickych skisSani dalSich suvisiacich
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services;

sluzieb;

® The Parties acknowledge that the Sponsor|h)s Strany berl na vedomie, Ze zadalVateluvne
contracted the CRO to perform on the zaviazal CRO, aby v mene zadavateykonava-
Sponsor’'s behalf some of the functions and la ursité funkcie a aktivity suvisiace so zadavate-
activities related to the  Sponsor's Povymi povinnogami za toto skdSanie;
responsibilities for this Study;

(9) The Parties acknowledge that Sponsor (h@p Strany berd na vedomie, Ze zadavped’a 8§19

appointed as Legal Representative under ar
19 of the EU Directive 2001/20/EC, Celge|
Europe Limited having its principal office at
Longwalk Road, Stockley Park, Uxbridg
Middlesex, UB11 1DB, England.

ticle
ne
1

e

Limited so sidlom na adrese 1 Longwalk Ro

1DB, Anglicko.

Smernice EU 2001/20/EC menoval ako svoj
pravneho zastupcu spolmg’ Celgene Europg

Stockley Park, Uxbridge, Middlesex, UB]

ho

\1%4

11

IT IS HEREBY AGREED AS FOLLOWS :

TYMTO JE DOHODNUTE NASLEDUJUCE:

1. Definitions 1. Definicie

1.1 Unless provided otherwise below, the.l Pokid sa nizSie neuvadza inak, platia definicie
definitions of the GCP Guideline (as defined belaovpokynov pre GCP (ako je definované nizSie).

apply.

1.2 In addition, the following terms shall bd.2 NavySe budu nasledujuce terminy definované na
defined for the purpose of this Agreement as follow | Gcéely tejto zmluvy nasledovne:

@ EMA: the European Medicines Agency. (@) EMA: Eurdpska liekova agentura.

(b) EU: the European Union. (b) EU: Europska Gnia

(c) Investigational Medicinal Product (or IMP): | (c) SkidSany liek (alebo IMP): farmaceuticka zlu
the pharmaceutical compound GED-0301 which isfafenina GED-0301, ktora sa skima pagrotokolu.

under investigation according to the Protocol.

(d) Protocol: the latest version of the protoco(d) Protokol: najnovSia verzia protokolu uvedena
mentioned in recital (d) as approved by the Stas#i-I| v Gvodnejéasti (d), ako ju schvalil Statny Gstav pre kon-

tute for Drug Control and ethics committee.

trolu lieciv a prisluSna eticka komisia.

Protocol: GED-0301-UC-002
CW2284445 Inst_Bil_Balaz_14Jan16_Final

CONFIDENTIAL

Site: 302
Page 3 of 35



(e)

guidelines or code of conduct which applies to

Regulations: any legislation,

conduct of the Study (for example, any legislat

transposing into national law of the EU Directiv

2001/20/EC and 95/46/EC, the GCP Guideline -
definition below).

regulation

,(e) Predpisy: vSetka legislativa, predpisy, pokyI)y
tladebo eticky kddex, ktoré sa tahuju na vedenie toh

wkiSania (napr. vSetka legislativa, ktor4d do narold
egakonov prenasa Smernice EU 2001/20/EC a 95/46
seekyny pre GCP — pozri definiciu niZSie).

N

(f)

Investigator conducts the Study under this Agregme|

Site any location at the Institution where t

Pracovisko: akakdvek lokalita v instittcii, kde

néh)

nskisajuci vykonava skasanie ffadejto zmluvy.

(g) Study Participant: any person who has bes
enrolled as study subject in the Study at the Site.

brig) Uéastnik klinického skidSania: 'ubovd’na oso-

ba, ktor4 bola zaradena ako Studijny subjekt ddahia

na pracovisku.

(h) GCP Guideline: the International Conference (

Harmonization E6 Guideline on Good Clinical Praetiqporax Medzinarodnej harmoniazej konferencie E6 uve

as set out in the latest version of CPMP/ICH/135/95

nr(h) Pokyny pre GCP: Pokyny pre Spravnu klinick

—

dené v najnovsej verzii CPMP/ICH/135/95.

(i) State Institute for Drug Control: State Institute fo
Drug Control, seated at Kvetna 1024/11, 82108iB

slava — Ruzinov, Slovak Republic.

(i)
rgire kontrolu ligiv, so sidlom Kvetna 1024/11, 821

Bratislava — Ruzinov, Slovenska republika.

Statny Ustav pre kontrolu lie¢iv: Statny Ustay
D8

() Investigator: Dr. Jozef Balaz, employed at tf
Hepatology - Gastroenterology and transplantal
department of the Institution located at Nam.
Svobodu 1, 975 17 Banska Bystrica, Slovak Repu
appointed in accordance with the applicable prons
of the Act No 362/2011 Coll. on Drugs and Medi

Devices, as amended.

ndj) SkuSajuci: MUDr. Jozef Balaz, zamestnany

tibtepatologicko - gastroenterologicko — transplamoan
lbddeleni institlcie, na adrese Nam. L. Svobodu/%, ¥
bIRanska Bystrica, Slovenska republika,, menovan
stlade s prislusnymi ustanoveniami zakén&62/2011
cal.z. o liekoch a zdravotnickych poméckach v platn

zneni.

13

shall be responsible towards the Sponsor for

The Parties have agreed that the Instity

fulfilment of any Investigator's statutory obligats
and/or obligations of the Investigator accordinghis
Agreement. For the avoidance of any doubts, if

Agreement refers to any obligation or responsibiti

tibrB

theXi zadavatBovi za splnenie akychKeek zakonnych

Strany sa dohodli, Ze institcia bude zodposs

a/alebo zmluvnych povinnosti skiSajliceho lpotejto
zmluvy. Pre odstranenie akychikek pochybnosti, a
th&to zmluva odkazuje na akdkek povinnog alebo

zodpovednas skisajlceho, ma sa za to, Ze ide o po

Protocol: GED-0301-UC-002
CW2284445 Inst_Bil_Balaz_14Jan16_Final

CONFIDENTIAL

Site: 302
Page 4 of 35

/EC,

dn

Vin-



the Investigator, it is deemed that it is an ollayaor
responsibility of the Institution, which fulfillmenis
performed through the Investigator, unless othexy

regulated by this Agreement.

nog’ alebo zodpovednésnstiticie zabezg®vanl pro-
strednictvom skuSajuceho, pokia tejto zmluve nie jg

vigstanovené inak.

Conduct of the Study and Compliance

2.

nia

Vykonavanie a dodrziavanie pokynov skisal

2.1 Conduct of the Study

2.1 Vykonavanie sklSania

2.1.1 The Investigator shall use his or her b
efforts to include the number of Study Participa
specified inAnnex 1 and to complete the Study

accordance with the timelines as set out in théoeob.

egtl.1
nekl
rv Prilohe 1 a dokowil skiSanie v sulade s terminmi uv

SkuSajuci vynalozi maximalnu snahu, aby z

pocet (Eastnikov klinického skdSania uvede

denymi v protokole.

2.1.2 The Institution and/or Investigator may enr
Study Participants in addition to the number ofdgt
Participants specified iAnnex 1, if the Institution or
the Investigator informed the Sponsor in writingopr
to the enrollment of any additional Study Particip
and the Sponsor did not oppose the enrolimen
additional Study Participants.

oR.1.2
unikov klinického skidSania navySe kdwo (Gastnikov

InStitlcia a/alebo skuSajuci mbze zaradast-

klinického skuSania uvedenémuPyilohe 1,pokid’ insti-
ticia alebo skdSajuci vopred pisomne informovatiaza
avatd’a o zaradeni kazdého dodatého @astnika Klinic-
t kitho skiSania a zadavateemal namietky proti zarads

niu dodaténych Eastnikov klinického skdSania.

2.1.3 The sh

immediately cease the enroliment of Study Partiuip

Institution and/or Investigator

upon the Sponsor’s request.

alR.1.3

nla okamzite uko&i zaralovanie @astnikov klinického

InStitlcia a/alebo skuSajuci na ziatdpadavate-

skdSania.

2.1.4 The Parties shall

accordance with the Regulations, the Protocol, theg

conduct the Study

Sponsor’s instructions.

in.1.4

protokolom a pokynmi zadavate

Strany budi viéskuSanie v sulade s predpisi

Subject to Section 4.5.2 of the GCP Guideline,
Investigator or the Institution shall immediatehfdrm
the Sponsor or the CRO in writing about any deoral

from the Protocol.

tha zakladeclanku 4.5.2 Smernice ICH GCP sklSaj
alebo institacia bude okamzite pisomne informioxza-
idavatdéa alebo CRO o akejkwek odchylke od protoko

lu.

(ICi

The Institution and the Investigator shall pseudmn

the data transferred to the Sponsor under

nilnStitdcia a skdSajuci zanonymizuju data odovzdav
temdavatéovi pod’a tejto zmluvy, aby sa zabezjle, Ze

a
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Agreement so as to ensure that the Sponsor ca

identify any related Study Participant.

irraatavatt nemoze identifikovd Ziadneho suvisiaceh

ucastnika klinického skusania.

2.1.5 The Investigator shall ensure that the C
Report Forms are completed accurately. When a §
Participant completed all visit procedures undes

Protocol, the Investigator shall send the relatese(

Report Forms to the Sponsor within five (5) dayeraf siace zdznamové formulareéastnika klinického skisan

completion of the visit procedures.

agel.5
tlahe (Eastnika klinického skdSania presne vyplnenéf

SkuSajlci zabezfieaby boli zaznamové formu

thcastnik klinického skuSania dokiinvSetky vySetrenie

C v rdmci navstev pda protokolu, skdSajuci odoSle su

zadavatkovi do piatich (5) dni po dokdeni vySetreni \

rdmci navstev.

L

2.1.6 During the term of this Agreement, tf
Institution and/or the Investigator shall not cocidany
other clinical trial, which may adversely affectet
availability of Study Participants or the ability the
Institution and/or the Investigator to perform th

obligations under this Agreement.

2.1.6
a/alebo skusajuci viéZiadne iné klinické skiSanie, kto

Pdas trvania tejto zmluvy nebude institlg

hby mohla zaporne ovplywhidostupnos Ggastnikov Kli-
nického skiSania alebo schopnasstitiicie a/alebo sk

eBajlceho pini svoje povinnosti pdt tejto zmluvy.

a

ra

2.1.7 The Investigator shall inform the Sponsor
the CRO if he/she delegated the administrativeedy
regarding the management of the Study at the 8ite
third person (the Study Coordinatof). The Study
Coordinator shall be appropriately qualified byirtiag
and experience to fulfill his/her duties.

a.1.7

ItCRO, kel deleguje administrativne povinnosti tykajy

SkuSajuci bude informatazadavatia alebo

tsa riadenia skdSania na pracovisku na tretiu o¢dblej
iba ,koordinator skasanid). Koordinator skiSania mu
riadnu  kvalifikaciu

ma’ svojim

a skusena®mmi pre plnenie svojich povinnosti.

preskolenim

D

2.1.8 The Investigator shall meet with the Sponsg
its representatives (including, the CRO) or in\gzdtrs
from other Study centers upon the Sponsor’s redqoe
order to discuss the conduct and the outcome of
that

Investigator participate in person to those mestitige

Study. Unless the Sponsor requested
Investigator may delegate an appropriate persan,

the Study Coordinator) to participate in the megsin

2,1.8
stupcami (vratane CRO) alebo skdSajacimi z inyah-

SkiSajuci sa stretne so zaddimte jeho za-

stier ski3ania na Ziaddsadavatka, aby prediskutoval
tleglenie a vysledok skuSania. Pdks zadavaté nevy-
thada, aby sa skdSajuci tychto schdédzokastnil osobne
modze skuSajuci delegotgoatricni osobu (napr. Koordi

enatora skuSania), aby satastnil tychto schédzok.

e

2.2 Prevention of bias

2.2 Prevencia zaujatosti

The Investigator shall complete (or update)

and

kasgjaci vyplni (alebo aktualizuje) a odo$

e

D
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return any declaration form provided by the Spon
regarding the financial interests in the Spons
business of the Investigator, his/her spouse asithdri
dependent children. This obligation shall applyilu

one (1) year after termination of the Study.

sakykd'vek formular s vyhlasenim, ktory mu poskyt
pradavatk a ktory sa tyka finaimych zaujmov skuiSajlce
ho, jeho partnera/partnerky a jeho zavislych dwi,za-
ndavatéovom podnikani. Tato povinnbplati do jednéhg

(1) roku po ukoteni skuSania.

ne

D

2.3 Compliance with anti-corruption rules

2.3 Dodaxanie protikorup?nych predpisov

2.3.1

which may cause another Party to

Neither Party shall engage in any beha
infringe

applicable anti-corruption laws.

vidi3.1
theni, ktoré by mohlo priméind stranu k poruSeniu pla

nych protikorugnych zakonov.

Ziadna strana sa nebude pbaiiea takom spra}

2.3.2
compensation payable under this Agreement to

The Parties represent and warrant that

Institution or the Investigator:

tha.2
tbed’a tejto zmluvy institacii alebo skdSajucemu:

Strany vyhlasuji a za&uju, Ze odmena splatn

@)

to be provided under this Agreement;

represents the fair market value of the sesv

ide)
poskytovanych pde tejto zmluvy;

predstavuje objektivnhu trhovld hodnotu sluz

ieb

(b)

negotiations between the Parties;

has been determined through arms-ler

dth)

vyjednavani medzi stranami;

bola stanovena na trhovej drovni na zakl

ade

(c) does not take into account the volume or va
of any business which the Sponsor maintained
obtained from or with the help of the Institutiontbe

Investigator.

Al ()

retho podnikania, ktoré zadavitedrzoval alebo zisks

neberie do Uvahy objem alebo hodnitbovd*-

od institlcie alebo skiSajlceho alebo s ich pomocou

3. the

Institution, Investigator and persons involved in he

Qualifications and availability of

conduct of the Study

3.

ceho aos6b zEastiujicich sa na vedeni skiSanig

Kvalifikacia a dostupnog’ institicie, skisaju-

Y

3.1 Warranties and representations 3.1 Zaruky a lagenia

Institution and Investigator represent dand Institlcia a skdSajuci vyhlasuju a zénju, ze:
warrant that:
(a) the Investigator has never been debarréd) skuSajuci nebol nikdy vykazany, diskvalifikey

disqualified, suspended or excluded under any irul

any jurisdiction;

eny, suspendovany alebo vgkny na zaklade Ziadneh

predpisu v ziadnej jurisdikcii;

a

(0]

to enter into t

(b)

Agreement under the Regulations and the interde$|

they are authorized

of the Institution.

Nigh)

usov a internych smernic institlcie.

sU opravneni uzaviigito zmluvu potla predpi-
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3.2
conduct of the Study

Exclusion of persons from involvement in th

€3.2 Vylléenie osbb z éasti na vedeni skiSania

3.2.1
should reasonably know that a person is not (of

If the Institution or the Investigator knows

longer) authorized to participate in the conducted
Study (for example because his/her license to ipea
medicine has been suspended or withdrawn),
Institution or the Investigator shall promptly exdé

that person from any involvement in the Study.

3.2.1
mwhol dévodne domnievaze niektora osoba nie je (al

Ak institacia alebo skiSajuci vie, alebo ey

bo uz nie je) opravnena &stiova’ sa na vedeni skis
ctnia (napr. preto, ze jeho licencia na vykonavaeiei-
glej praxe bola pozastavena alebo zruSend),inati
musi tdto osobu

alebo skuSajuci ifhevyllgit

z akejkdvek (asti na skusani.

3.2.2
Study, the Investigator (or the Institution if

If that person was previously involved in

Investigator in unable to do so) shall promptlyoimfi

the Sponsor.

he2.2

hai, skaSajlci (alebo institicia, ak nie je skuSaggbopny

Ak sa tato osoba predtymeastiovala na skisa

urobit’ to sam) o tom bude okamzite informéveadava-

tel'a.

3.2.3
shall certify compliance with this provision in wnig.

Upon the Sponsor’s request, the Investig

a®P.3
dodrziavanie tohto ustanovenia.

Na ziadaszadavatka skiSajlci pisomne potvr

3.3 Unavailability of the Investigator

3.3 Nedostupno#g skuSajuceho

331 If the is/will

absent, the Institution shall delegate the Invasigs

Investigator be temporari

responsibilities to a qualified sub-investigator.

y3.3.1 Ak skuaSajuci je/bude d@asne nepritomny, mu

inStiticia delegovapovinnosti skisajliceho na kvalifik

vaného zastupujiceho skasajuceho.

tic

—_

P-4

D

3.3.2

exceed seven (7) days, the Institution shall infolne

If the Investigator's absence exceeds ot

Sponsor in writing about the absence and the
investigator designated under Section 3.3.1. If
Sponsor does not approve the sub-investigator,
Institution  shall

designate another qualified s

investigator. The Sponsor shall not unreason
withhold its approval. Once the Sponsor has apput¢
the sub-investigator designated under Section ,3i3el,
Institution shall present to such sub-investigatos
Agreement and safeguard that such sub-investig

signs the declaration in the form as set fortthatend

vl 3.2

prekraii sedem (7) dni, bude institacia pisomne inforr

Kel’ nepritomnot skiSajuceho prektaje alebo

subf zadavatBa o svojej nepritomnosti a o zastupujuc
tekGSajacim ufenom podia ¢lanku 3.3.1. Ak zadavadte

#aesstupujiceho skiaSajuceho neschvdli, institdata ing-

aldy nebude neodbvodnene odmietavoj suhlas. P
\&ehvaleni zastupujiceho skuSajuceh@eného poth
¢lanku 3.3.1 zadavatem, institicia predlozi tomut
zastupujucemu skdSajucemu zmluvu a zah#zpaby
jdmto zastupujlci skisajlci podpisal prehlasenitorme

ako je uvedena na konci tejto zmluvy. Institacialedne

ubo kvalifikovaného zastupujuceho skusSajuceho. Zada

AV

of the Agreement. The Institution shall subseqye

nposkytne vysSie uvedené podpisané prehlasenie atad
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provide this executed declaration to the Spor

without undue delay. Section 1.3 shall apply toghbk-

dmvi bez zbyténého odkladuClanok 1.3 bude prislusn
platit pre zastupujuceho skuSajucehaiamého poth

D

investigator  designated under  Section  3J3fanku 3.3.1.

accordingly.

3.3.3 The Investigator and the Institution shal3.3 SkdSajuci a institucia budd zadavatpisomne
inform the Sponsor in writing if the Investigatoillw informova’, ked” skaSajuci budelje trvale neschopny vies
bel/is permanently unable to conduct the Study. skdSanie.

4, Materials 4. Materialy

4.1 Provision of materials by the Sponsor 4.1 Poskytnutie materialov zadavdtem

4.1.1 (1) Sponsor shall provide without chargg #l.1 (1) zadavatebez Uhrady poskytne skuSajucemu

the Investigator the Investigational Medicinal Rrog
comparator, placebo and the documents necessg

conduct the Study (e.g., Case Report Forms).

skuSany produkt, komparator, placebo a dokumenty
ryytinutné pre vedenie skdSania (napr. zaznamovéufo

lare Gtastnika klinického skuSania).

4.1.2

the materials provided by the Sponsor under Sed

The Institution and/or the Investigator shiak

4.1.1 above for the sole purpose of the Study an
accordance with the Protocol and this Agreement.

4.1.2
ititdly poskytnuté zadavdtem poda ¢lanku 4.1.1 vySSie

InStitlcia a/alebo skiSajuci bude pouZiveate-

dpre vyhradné &ely skiSania av sulade s protokolc

a touto zmluvou.

ne

rm

hm

4.1.3 The original Case Report Forms related to| #thd.3. Originalne Formulare pripadovych sprav sivi-
Study shall remain the Sponsor’s property. siace so skiSanim zostanu majetkom zadEaate

4.2 Receipt and storage of the IMP 4.2 Prijem a uskladnenie IMP

4.2.1 The Investigator shall verify and confifd.2.1  SkaSajdci overi a potvrdi prijem IMP podpispm
receipt of the IMP by signing the appropriatprisluSnej dokumentacie, ktord poskytne zaddvate
documentation provided by Sponsor.

4.2.2 The Investigator shall ensure that the IM&Igh4.2.2  SkaSajluci zabezfie aby bol IMP uskladneny
be stored in a restricted area where the Investigat uzavretom priestore, kde skuSajuci dohliada rw je
supervises its distribution. distribdciu.

423 If allowed under the Regulations, th4.2.3 Ak to povduju predpisy, moze skuSajlci alepo

Investigator or the Institution may assign somalbof

the Investigator's or the Institution’s duties ung

inStitacia previes niektoré alebo vSetky povinnosti sk

j&ajuceho alebo institacie péd clankov 4.2.1 a 4.2.]
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Sections 4.2.1 and 4.2.2 above or the |
accountability provisions of the Regulations to
appropriate pharmacist under the supervision of

Investigator or the Institution.

MB/SSie alebo ustanoveni predpisov o zodpovednas
divIP na prisluSného lekarnika pod dadom skuiSajuceh

thiebo institlcie.

O

5. Publication

5. Publikacia

5.1 Publication rights

5.1 Publika¢né prava

511

“publication” shall refer to any written (e.g. pape

For the purpose of this Agreement, the t

abstracts, posters, oral presentation materialralr
presentation regarding the Study addressed to =

who are not involved in the conduct of the Study.

el 1

s;ia“ vztahova na vSetky pisomné (naptanky, abstrak-

Na dely tejto zmluvy sa bude termimpyblika-

ty, plagaty, materialy pre Ustnu prezentaciu) alébme
rqurezentacie tykajlce sa skiSanigené osobam, ktoré s

nez&ashujl na vedeni skdSania.

a

5.1.2
publication regarding the outcome of the Study litsi

If the Sponsor coordinates a multicer

include input from all investigators involved inet
Study.

nterl.2
ciu tykajucu sa vysledku skuSanie, musi do nejditir

Ak zadavatekoordinuje multicentralnu publikg

hprispevky vSetkych skdSajucich éastiujlcich sa ng

skasani.

s3]

5.1.3 The
involved in the Study shall have the right to psibl

Investigator or any sub-investigg
information regarding the Study conducted at the
in a scientific medical journal or book, or at #&stific

event:

térl.3
| juci zashujuci sa na skdaSani bude fmaravo publiko-

SkuSajuci alebo ktorykeek zastupujlci skisa

Svat’ informacie tykajuce sa sklUSania vedenej na prag
sku vo vedeckom lekarskotasopise alebo v knihe alel

na vedeckej akcii:

|

ovi

DO

@)

Section 5.1.2 above;

after the first multicenter publication ung

ef@)
5.1.2 vySSie;

po prvej multicentralnej publikacii ptalclanku

(b)

termination of the Study at all sites; or

one (1) year after completion or premat

)

ukorgeni skiSania na vSetkych pracoviskach; alebo

jeden (1) rok po dok@eni alebo prethsnom

(©)

writing.

if the Sponsor authorized the publication

ifc)

kel zadavatk publikaciu pisomne autorizuje.

514

the preparation of a publication shall be acknogéetin

The authorship or contribution of any Pady
any publication in accordance with the Unifo
Requirements for Manuscripts Submitted to Bioméd
Journals of the International Committee of Medi

Journal Editors.

6.1.4 Autorstvo alebo prispevok ktorefkek strany
pri priprave publikacie bude uvedené v kazdej (aioii
ma stlade s jednotnymi  poziadavkami na rukop
iqgredkladané biolekarskyndasopisom Medzinarodnéh

cayboru Séfredaktorov lekarskychasopisov.

isy
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5.2 Review of draft publications by the Sponsor

5.2 Recenzia navrhu publikacii zadavdtem

5.21 The

publication to the Sponsor for its review at thtesa

Investigator shall send any d
sixty (60) days before its submission to a jouri

publisher or the organizer of a scientific event.

abt2.1

telovi na recenziu najmenej $egsiat (60) dni pred jeh

SkiSajuci zaSle kazdy navrh publikacie zad

ngdredloZenintasopisu, vydavatevi alebo organizatorov

vedeckej akcie.

Ava

()

5.2.2 The

Sponsor’s reasonable comments to a draft publita

Investigator shall ensure that

are taken into account provided those commentsod

jeopardize the scientific integrity of the publicai

the2.2

atfmomienky zadavata k navrhu publikacie vzaté do ava

SkiSajuci zabezge aby boli odévodnené pr

b pod podmienkou, Ze tieto pripomienky neohrozia eede

ki integritu publikacie.

hy

5.2.3
publication if it did not respond within sixty (6@gays
(the

publication.

The Sponsor shall be deemed to appro

“Review Periot) after receipt of a draf

je.

&.A.3

dni (alej iba ,Recenzné obdobik od prijmu navrhu

Ak zadavate neodpovie do Sédesiatich (60

t publikacie, ma sa za to, Zze zadaVgiablikaciu schviu-

524

necessary to protect its intellectual property tsgtthe

In order to enable the Sponsor to take g

Investigator shall postpone the aforementio
submission with another ninety (90) days upon
Sponsor’'s written request provided the Investigs
received the Sponsor’'s request before expiry of
Review Period. The ninety (90) days period stapisny

expiry of the Review Period.

tép8.4  Aby sa zadavditevi umoznilo prij@ kroky ne-
vyhnutné na ochranu svojich prav na dusSevné vigstni
neklsSajici odlozi vySSie uvedené predlozenigalSich
theva'desiat (90) dni na pisomnu ziadaadavatka pod
atpodmienkou, Ze skdSajuci dostane zadd'eaie zZiados
theed vyprSanim recenzného obdobia. Obdobie tidieva
siatich (90) dni z&na po vyprSani recenzného obdobia.

L

6. Monitoring, audits and inspections 6. Monitorovaie, audity a inSpekcie

6.1 Monitoring and audits 6.1 Monitorovanie a audity

6.1.1 The Institution and/or the Investigator shafl | 6.1.1  InStit(icia a/alebo skdSajuci po primeranoedp
reasonable prior notice, permit Sponsor or |ithadzajicom oznameni dovoli zadavew alebo jeho

representativese(g, CRO) to monitor or audit th
conduct of the Study at the Site during normal hess
hours. The Institution and/or the Investigator shaly

cooperate with the Sponsor and its represental
during those monitoring visits and audits.Monitgyri

and audits may include review and duplication

ezastupcom (napr. CRO), aby monitorovali alebo vyka
vali audit vedenia skdUSania na pracoviskdgsonormal-
nej pracovnej doby. Institicia a/alebo skuSajlcded
tipesas tychto monitorujicich navstev a auditov plne-s
nlupracova so zadavatem a jeho zastupcami. Monitor

whnie a audity mdézu zahrnavaeviziu a duplikaciu za

[w]

po
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essential documents, assessment of the relevaat]

processing systems and interviews with any pergwom|wnov spracovania dat a pohovory s ktordivak osobou

has been involved in the conduct of the Study.

ktor4 sa ztastiuje na vedeni skdSania.

HEdnych dokumentov, vyhodnotenie prislusnych systé

6.1.2 The Sponsor may conduct monitoring visits @&tl.2

the Site after inclusion of the first Study Papant.

zadavateméze vykonavamonitorujice navste

vy na pracovisku po zaradeni prvéiasinika klinickéhg

6.1.3 Any review by Sponsor or its representatiiv¢ 6.1.3

Kazda revizia zdrojovych dokumentov zo strany

source documents shall be performed with due repaediavatta alebo jeho zastupcu bude vykonavana

for Study Participant confidentiality.

s patretnym olfadom na doverndsUdajov &astnika
klinického skusania.

6.2 Inspections by and communication with |86.2

competent authority

InSpekcie prislusného dradu a komunikacia

6.2.1 The Institution and the Investigator shallyfu
cooperate with the State Institute for Drug Con&modl

any further competent authority which will be or

conducting an inspection of the Site regarding |thgkon&ava inSpekciu na pracovisku tykajucu sa skiaSan
Study. The Institution and the Investigator herebgstiticia a skiSajuci tymto autorizuju zadaVateaby s3

authorize the Sponsor to participate in thogécastioval na takychto inSpekciach.

inspections.

Institdcia a skdSajuci budl plne spoluprater
Statnym uUstavom pre kontrolu dig a s akymkévek
igalSim prisluSnym aradom, ktory bude vykortaaéebo

6.2.2 If appropriate in the light of the circumstas,
the Parties shall prepare in close cooperation
upcoming inspection or response to a query of
inspection report from a competent authority w

regard to the Study.

Ak je to vhodné viladom na okolnosti, strany
anyizkej spolupraci pripravia kazdd nadchadzajlucu
Hoekciu alebo odpodkna otazku alebo inSpé&hki spravu

ith prislusného Gradu tykajucu sa skiSania.

n

6.2.3  The Institution or the Investigator shalloirmh

Institdcia alebo skSajlci bude okamzite rinfo

the Sponsor promptly about any communication flomova’ zadavatka o kazdej komunikacii z kompetentného

or to a competent authority regarding the Studyadu alebo adresovanej tomuto Gradu tykajucejkaa
(including an inspection by an authority). They Ishaania (vratane inSpekcie Gradom). Képiu tychto koim

provide a copy of those communications to theécii predlozi zadavaltevi.

Sponsor.

(7]

-
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6.3 Monitoring, audit and inspection findings

6.3 Zavery monitorovania, auditu a inSpekcie

The Institution and the Investigator shall remedy
monitoring, audit or inspection finding regardiniget
Study within a reasonable time after they becamare
of the finding.

alnStitlcia a skdSajuci vykonaju napravu vSetkycherav

monitorovania, auditu alebo inSpekcie, tykajucich

wskusSania, v primeranej dobe po oboznameni so zaver

7. Confidentiality

7. Dévernog’

7.1 () Notwithstanding Sections 7.2 throu

7.4 below, either Party may disclose the conterthiaf

Agreement or any information received from the othalebolubovd’né informacie prijaté od inej strany pfad

Party under this Agreement or collected as a rasu
the Study to its personnel, subcontractors or agtn
the extent those persons must know that informatio

order to fulfill their duties.

ghl (1)

lttejto zmluvy alebo nazhromazdené ako vysledok t
t skiSania svojmu personalu, subdoddi@mtealebo agen
ntom do takej miery, v akej musia tieto osoby tietfwr-

macie pozng aby mohli pIni’ svoje povinnosti.

Nelitadiac naclanky 7.2 az 7.4 nizSie

ktorakd'vek strana méze oznatmbbsah tejto zmluvy

phto

)
to a third Party under Section 7.1 (1) above stradlure
by contract that this third party shall not diseahe

Either Party which discloses informati

information to another unauthorized person.

Kazda strana, ktord oznadmi informa

DI62)

zabezpét, aby tato tretia strana nevyzradila tieto inf

macied’alSej neopravnenej osobe.

tretej strane pdt ¢lanku 7.1 (1) vysSie, musi zmluvr

cie
e

or-

7.2

shall disclose the content of this Agreement to thirygl

party.

Unless required otherwise by law, no Pg

Arty2

nevyzradi obsah tejto zmluvy ziadnej tretej strane.

Pokid& zakon nevyzaduje inak, ziadna stra

\na

73 ()

the Institution nor the Investigator shall disclosey

Unless required otherwise by law, neit

information collected as a result of the Study .(e

Study data, inventions, discoveries) to a thirdypar

h&r3. (1) Pokié zakon nevyzaduje inak, ani instit

cia ani skdSajaci nevyzradi Ziadne informécie naz

vynalezy, objavy) tretej strane.

.nazdené ako vysledok skuSania (napr. data zo skij3

nr

»an

)

not disclose to any third party information which

The Institution and the Investigator sh

received from the Sponsor under this Agreement.

all (2) InStitdcia a skdSajuci nevyzradia ziad

tretej strane informécie, ktoré dostali od zaddieafd-

l'a tejto zmluvy.

nej

7.4 The Sponsor shall not disclose any proprieta

ry.4

zadavafenevyzradi ziadne vlastnicke informa
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information of the Institution or the Investigatora

cie o institdcii alebo skiSajlicom tretej strane.

third party.

7.5 Sections 7.3 (2) and 7.4 above shall not apply’.5 Clanky 7.3 (2) a 7.4 vySSie neplatiadke

if:

(a) information must be disclosed under [He) informacie musia by pod’a platného zakon

applicable law to a competent authority.g, in the
context of a registration or marketing authorizat

procedure) or another third party;

oznamené prisluSnému aradu (napr. v stvislostgs-r
dréciou alebo rozhodnutim o registracii lieku )oaenej

tretej strane;

(b)

made available to the general public; or

the information concerned had been lawful(yp)

dotyné informacie boli zakonne spristupng

Sirokej verejnosti; alebo

ne

(©)

the information concerned to a third party obtdittee

the Party which has disclosed or will disclg

same information also through a person which is
bound by any confidentiality obligation regardirfuet

information.

e

informacie tretej strane, ziskala tie isté informagro-

strana, ktor4 zverejnila alebo zverejni doty

redtednictvom osoby, ktora nie je viazana zavazkaém

vernosti v slvislosti s touto informaciou.

7.6

the disclosure of information in scientific publicans

The Sections 7.2, 7.3 and 7.4 shall not app

under Section 5 above provided that the disclg

information is relevant.

V6 Clanky 7.2, 7.3 a 7.4 sa nal&huju na zverép-
vanie informacii vo vedeckych publikaciach padlan-
dad 5 vySSie pod podmienkou, Ze tieto zverejnenérir

maéacie su relevantné.

7.7 No Party shall use information which it m
hold confidential under Sections 7.2 through 7.4vah
for another purpose than the performance of

Agreement.

Wst.7

uchovavd v dévernosti poth ¢lankov 7.2 az 7.4 vysSig

Ziadna strana nepouzije informacie, ktoré

tmia iny &el nez je plnenie tejto zmluvy.

7.8

information which

If a public authority orders a Party to disd
it must hold confidential und
Sections 7.2 through 7.4 above, that Party shalthé
extent allowed by law, immediately inform the ot

Party.

P

[«

D 7.8

eoznamila informécie, ktoré musi uchovéwadovernosti

Kel’ Statny organ nariadi niektorej strane,

pod’a¢lankov 7.2 az 7.4 vySSie, bude tato strana v m

grovolenej zakonom okamzite informavadruhd stranu.

8. Intellectual Property

DusSevné vlastnictvo

usi

by

iere
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8.1 Ownership of intellectual property rights

8.1 Vlastnictvo prav dusevného vlastnictvo

8.1.1 Subject to Section 5.1.4, neither Party Sl
the name of another Party in any form of pul

information, without that Party’s prior written ceent.

8.1.1 Potla ¢lanku 5.1.4 Ziadna strana nepouzije

leov druhej strany v ziadnej forme verejnych infooina

na-

i

bez predchadzajiceho pisomného suhlasu tejto sfrany

8.1.2 Subject to Sections 5 and 8.1.3 of
Agreement, any intellectual property right arisiimg
connection with the Studye(g, rights related to Stud

data, Case Report Forms, inventions, discoverigsyk

hs1.2 Vziadom nalanky 5 a 8.1.3 tejto zmluvy bud

yVv suvislosti so skdSanim (napr. prava tykajlice &t

v skisani, zaznamové formularéagtnikov klinického

how) or from the use of the IMP supplied by thekiSania, vynalezy, objavy, know-how)ale

Sponsor (or its representative) under this Agreen
shall be the exclusive property of the Sponsor.
Institution and/or the Investigator shall take
necessary measures in order to ensure that titthe
aforementioned intellectual property rights sha#

vested in the Sponsor.

nerpouzivania IMP dodaného zadavara (alebo jehg
Théstupcom)pdi tejtozmluvyvyldnym vlastnictvom
afladavatBa. Institacia a/alebo skiSajuci prijme vse
nnevyhnutné opatrenia pre zabefde, aby bol narok n
lvySSie uvedené prava na duSevné vlastnictvo pr

zarweny pre zadavafa.

kazdé pravo na duSevné Vvlastnictvo vznikaj[

ky
2]

avne

8.1.3 The source documents related to the Study
medical records of Study Participants) shall rentam
property of the Institution or the Investigator

determined by the applicable law. However,

Institution and the Investigator shall not use isclbse
the Study data contained in the source docum
without the Sponsor’s prior written approval tohird
party for any purpose other than the performandébisf
Agreement (for example publication under Sectio
above) or the provision of medical care to a St

participant.

(8.1.3 Zdrojové dokumenty tykajlce sa skiSania (n
lekarske zaznamy c¢astnikov  klinického  skisg
asia)zostanu vlastnictvom inStiticie alebo skusdjac
tteko stanovi platny zakon. Institicia a skiSajucaky
nepouziji ani nezverejnia Studijné data obsiahi
entadrojovych dokumentoch bez predchadzajuceho
somného suhlasu zadaitdretej strane na inyél nez
je plnenie tejto zmluvy (napr. publikacia gadilanku 5
nVySSie) alebo poskytnutie lekarskej starostlivégtistni-

Lpvi klinického skaSania.

apr

11

S
nuté

pi-

8.1.4 The Institution and the Investigator shait
involve in the conduct of the Study any third pers
who has not acknowledged the Sponsor’s rights u

this provision.

n8.1.4 Institdcia a skdSajuci nezahrni do vedenia
s@ania ziadnu tretiu osobu, ktord neuznava pravavaa(

nteda pod’a tohto ustanovenia.

sk

8.1.5 The Institution and the Investigator do reie

8.1.5 InStitdcia a skdSajuci nemaju zadrznévapr
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a retention right with regard to data, Case Reporins

or any other work product produced under thisckého skiSania alebo akékek iné pracovné produkt]

Agreement.

pokia’ ide o data, zaznamové formularéastnikov Kli-

vzniknuté podla tejto zmluvy.

8.2 Inventions

8.2 Vynalezy

8.2.1 (1) The Investigator shall promptly inforneth8.2.1 (1) SkuaSajlci bude okamzite informbdwada-

Sponsor about any invention which occurred in |thatd’a o kazdom vyndleze, ku ktorému déjde v kontg
context of the Study. skdsania.
(2) The Institution shall ensure that title in any (2) InStitacia zabez@é aby narok na akéke

intellectual property right related to an employe
invention conceived in the context of the Studyirof
connection with the IMP supplied under this Agream

shall be vested in the Sponsor.

evek pravo na duSevné vlastnictvo tykajuce sa vymil
na ktory niektory zamestnanec priSiel v suvislosbi
eskiSanim, alebo v suvislosti s IMP dodanymljpotdjto

zmluvy, bol pravne zateny zadavat@vi.

8.2.2 The Institution and the Investigator sh
further fully cooperate with the Sponsor, at

Sponsor’'s expense, in order to enable the Spoms
fully protect its intellectual property rights undthis
Agreement (for example, by preparing documenta

supporting those rights).

heova® so zadavatem na zadavafeve ndaklady, aby
pzadavatéovi umoznili plne chrarijeho prava na duse
né vlastnictvo pdé tejto zmluvy (napr. pripravou d

tikomentacie podporujlcej tieto prava).

9. Termination

9. Ukongenie

9.1 Conditions of termination

9.1 Podmienky ukoienia

9.1.1 This Agreement shall remain in effect uriti

closeout visit of the Site upon completion of thedy.

19.1.1 Tato zmluva zostane v platnosti az do z&ve

nej navstevy na pracovisku po dokeni skuSania.

#.2.2 Institacia a skdSajici budfalej plne spoluprat

9.1.2 However, the Sponsor may terminate

Agreement by notice with immediate effect if:

ti9s1.2  zadavate vSak moéze ukafit tdto zmluvu

oznamenim s okamzityntinkom, kef’:

€) it is no longer possible to conduct the Stuuy
accordance with GCP (e.g., because of the safetyeq

Study Participant; because the Study is no longklSania; pretoze skdSanie uz nie je vedecky neleaal

scientifically relevant, the Site has no longer

adequate resources);

(a) nie je dalej mozné vies skiSanie v sulad
fs GCP (napr. kvoli bezpeosti (&astnika klinickéhg

theracovisko uz nema primerané zdroje);

(b) the clinical trial authorization is revoked fuais

been suspended for more than three (3) months;

(b) schvalenie klinického skuSania bola zrus

alebo pozastavena na dihSie obdobie nez tri (3)acey

D
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(c)
Regulations so as to jeopardize the safety of thdyS

Participants or the integrity of the Study data;

the Institution or the Investigator violatedeth(c)

inStitlcia alebo skasSajuci porusili predpigim

ohrozili bezpénog’ Gcastnikov klinického skuSania al

bo integritu Studijnych dat;

192

=

(d) it appears that the Investigator is unable (d) je zjavné, ze skiSajuci nie je schopny dékd
complete the Study at the Site in a timely manoer; | skiSanie na pracoviskédasnym spdsobom;
(e) the Investigator fails to include any eligiblée) skuSajuci nedokaze zaradiadneho sposobilé

Study Participant in the Study within six (6) mao!
from the site initiation visit.

lhho (Fastnika klinického skdSania do skuSania v prieh
Siestich (6) mesiacov od &atoénej navstevy na pracq

visku;

ehu

(f)

(7) days and the Parties cannot agree withif

an absence of the Investigator exceeds s¢

reasonable time upon a suitable sub-investigato
whom the Investigator responsibilities will be dgléed

under Section 3.3.1 above.

]

1dai a strany sa nem6zu dohodnlprimeranej dobe n

nepritomnos skdsajiceho presiahne sedem

r vibdnom zastupujucom skdsajucom, na ktorého b
delegovali povinnosti skisajiceho padilanku 3.3.1

vySSie;

(7)

y sa

(9)

under this Agreement and the Sponsor and

the Investigator can no longer fulfill his desi

Institution fail to designate within a reasonabitee a

suitable person who will replace the Investigator.

(9)

ffee tejto zmluvy a zadavdievi a institlcii sa nepodar

v primeranej dobe it vhodnl osobu, ktora skasajid

ho nahradi.

skdSajlci uz nemodze plrsvoje povinnosti podr

—

9.1.3

Force Majeure (as defined below) has prevented

Either Party may terminate this Agreemerst

performance of this Agreement by another Party
more than one (1) month.

if9.1.3

ke’ vysSia moc (definovand nizSie)zabrani vykonéava

Kazda strana méze ukahtito zmluvu vtedy,

fmjto zmluvy druhou stranou po dobu dihSiu neznedg

mesiac.

iniu

9.1.4 This Agreement shall be terminated if a P
breached this Agreement and fails to remedy tresdir
(if remediable) within thirty (30) days of receipf a
notice from the other Party.

ndyl.4  Tato zmluva bude uk&ena, kd’ niektora strana
tuto zmluvu porusi a nedokaze toto poruSenie napi
(ak je napravittné)do tridsiatich (30) dni od prevzat

oznamenia od druhej strany.

|
av

ia

9.2.1 Consequences of termination

9.2.1 D6sledky ukowenia

921 (1)

the Institution and the Investigator shall:

Upon the effective date of terminati

08,2.1 (1)

cia a skusajuci:

Od platného datumu ukemia instita-

(a) stop the recruitment of Study Participants;

tastavia nabordastnikov klinického skisSania;

(b) cease, to the extent medically and ethic

permissible, any Study procedure;

ally  (b) ukondia v rozsahu lekarsky i eticky pripustng

vSetky vySetrenia skdSania;

m
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(c) refrain from incurring additional costs; (®restanu vytvartadodat@né naklady;

(d) return any materials and destroy unused (d) vratia vSetky materidly a zfia nepouzité lieky

medicines (including products returned |y (vratane produktov vratenychéastnikom Kkli-
Study Participant) provided under Section nického skuSania) poskytnuté fad ¢lanku
4.1.1; and 41.1;a
(e) unless required otherwise under the (e) pokid inak nevyzaduju predpisy, vratia vSetku

Regulations, return any documentation dokumentaciu poskytnutll zadavarei poda
provided by the Sponsor under this tejto zmluvy.
Agreement.

(2 The Institution and the Investigator do notdna (2) InStitdcia a skdSajuci nemaju ziadne zadrzné

any retention right with respect to the materialpravo vzifadom na materidly, lieky a dokumentagciu,
medicines and the documentation which must| kioré sa musia vratipod’a ¢lanku 9.2.1 (1) (d) a (€)

returned under Section 9.2.1 (1) (d) and (e) above. | vySSie.

9.2.2 If this Agreement is terminated prematurbly|t9.2.2 Ak je tadto zmluva prédsne ukodend, budd
amounts paid or payable under Section 11 below stsmy, preplatené alebo splatné fmdlanku 11 nizSie
be prorated, as detailed Amnex 1, based on the workUmerne rozdelené, ako je podrobne uvedeRélohe 1,
duly performed in accordance with the Protocol.eTlma zaklade prace riadne vykonanej v sulade
Institution shall promptly return any funds paid Imot | s protokolom. InStiticia okamzite vrati vSetkynp#né
due under this provision. prostriedky vyplatené, ale nie splatné fedohto ustai

novenia.

9.2.3 If the Agreement is terminated under Sectio®2.3 Ak je zmluva ukatena poda ¢lankov 9.1.2 (a)
9.1.2 (a), (b), (d) through (g) and 9.1.3, the Soon (b), (d) az (g) a 9.1.3, zadavhtehradi vSetky naklady

shall pay all third party costs incurred in accorh| tretej strany vzniknuté v sllade s touto zmluvoedd

=

with this Agreement prior to the effective date |afiiom &innosti ukortenia a splatné kund innosti
termination and falling due for payment up to énadn- | ukonienia, alebo ak nie su zrudime, i po tomto dni
cancellable, after the effective date of termimatiblo | Ziadna dodattna kompenzéacia nebude uhradené institd-
additional compensation shall be payable to Irt&titu| cii alebo skiSajucemu.

or Investigator.

9.2.4 Provisions which, by their nature, shall.2.4 Ustanovenia, ktoré svojou povahou zostanu
continue to apply after the term of this Agreensmll | v platnosti po ukogeni tejto zmluvy, preziju vyprSanie
survive expiry or termination of this Agreemestg, | alebo ukogienie tejto zmluvy: naprilanku 5 (Publika-

Sections 5 (Publication), 6 (Monitoring, Audits ania), 6 (Monitorovanie, audity a inSpekcie), 7 (Bbv
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Inspections), 7 (Confidentiality), 8 (Intellectuahog), 8 (DuSevné vlastnictvo), 10 (Nahrada Skody a
Property), 10 (Indemnification and Insurance), |Jiistenie), 12 (Vedenie zaznamov a dat) a 13 (@ehra
(Record and Data Keeping) and 13 (Data Protection).dat).

10. Indemnification and Insurance 10. Nahrada Skodwy poistenie

10.1 The Sponsor is obliged to pay any costs mlete 10.1 zadavateje povinny uhradi vSetky naklady spoje
the clinical trial including costs in connectiontivithe | né s klinickym skdSanim vratane nakladov spojenych
conclusion of an insurance agreement according stazavretim poistnej zmluvy ptal ¢lanku 10.3 nizSig
Section 10.3 below and costs relating to the treatrof | a nakladov spojenych sd&igou komplikacii alebo prit
complications or possible lasting effects for thad$y | padnych trvalych nasledkov vzniknutychiadtnikovi

Participant by the clinical trial. klinického skuSania v désledku klinického skuSania.

fud.2 a bude sile

a platnosti udrzova poistenie @Gastnikov klinického

10.2

force and effect insurance for the Study Partidipam

The Sponsor shall secure and maintain in zadavate zabezp& v plnej

case of health injuries occurred as a result otlinécal | skiSania pre pripad Skody vzniknutej na zdravi

trial, which covers its liability for the IMP in apnints| v dosledku klinického skuSania, ktoré kryje jehazo-
appropriate to the conduct of the Sponsor’s busies vednos za IMP v¢iastkach primeranych vedeniu zad
required under the Regulations. vatd’ovho podnikania alebo poZzadovanych faogdredpi-

SOV.

10.3

faile a platnosti udrzovagpoistenie, ktoré kryje ich odbo

10.3

and maintain in full force and effect insurance

The Institution and the Investigator shatiuse Institdcia a skdSajuci zabeg@ea budl v plne

-
1

injuries occurred to the Study Participant as eslab
their provision of medical care. The Institutionedanot,
carry insurance coverage specifically for conduftt
clinical trials. The costs related to the conclasend
maintaining of the appropriate insurance contraeils
be borne by the Sponsor for the entire realizadiothe
Study.

na a vSeobecnu zodpovedtfi@a Skodu vzniknutldast-
nikovi klinického skuSania v suvislosti s poskytoia
pdravotnej starostlivosti. Zdravotnicke zariadenama

[©°))

uzatvorené poistenie Specialne pre vykon klinick

skuSania. Néklady spojené s uzavretim a udrziavanim

prislusnej poistnej zmluvy po celias realizacie klinic

kého skusania hradi zadaJate

11. Institution Compensation 11. Odmena pre institdiu
11.1  Compensation 11.1  Odmena
11.1.1 In consideration of Institution’s servicexdar| 11.1.1 Ako nahradu za sluzby inStitacie pmdejto

this Agreement, the Sponsor shall pay to the payaeluvy bude zadavateplati' prijemcovi uvedeném

stated inAnnex 1 a fee per Study Participant as set

in the same Annex, provided that the Investigator:

outPrilohe 1 platbu za kazdéhocastnika klinického sk

Sania, ako je stanoveny v tej istej Prilohe, podngen-
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kou, ze skusajuci:

(@) evaluated the Study Participant (@  plne vyhodnotil dogného @astnika Kkli-
concerned fully in accordance with the nického skiSania v sulade s protokolom; a
Protocol; and

(b) completed accurately and sent all related (b)  presne vyplnil a zaslal vSetky suvi

CRFs to the Sponsor.

siace CRF zadavdwvi.

11.1.2
Study in accordance with the Protocol, the amg
payable to the Institution shall be prorated a<i§ipe
in Annex 1

If a Study Participant is withdrawn fromethl1.1.2 Ak je niektory éastnik klinického skiSania Z

wkiSania vyléeny v sulade s protokolom, bude su
splatn& institacii pomerne rozdelena, ako je uvéd
v Prilohe 1

ma

en

11.1.3 All taxes, except Value Added Tax (VAT)e
included in the amounts statedAmnex 1 All charges
and/or fees imposed by the Institution’s banks |dhel

solely for the account of the Institution.

arl1.1.3 VsSetky dane, okrem dane z pridanej hod
(DPH), su zahrnuté v sumach uvedenycRrilohe 1
VS8etky sadzby a/alebo poplatky ulozené bankamiting

cie pdjdu vyhradne naét institlcie.

hoty

11.1.4. Sponsor / CRO declare to have execute

Clinical Trial Agreement with the Investigat
regarding this Study, on the basis of which

Investigator and Study Team Members are remune
for conducting this Study. Sponsor hereby confir
that remuneration for the Investigator, as stijmaa
under a separate agreement with the Investigabail
not exceet 70% of overall remuneration dedicated

Sponsor for the Study performed at the Instituti

014n1.4 Zadavate/ CRO vyhlasuju, Zze so skuSajuc
pruzatvorili zmluvu o klinickom skaSani tykajucich

thimhto skdSania, na zaklade ktorej su skuSajdtrmovia
atedu tohto
medmeiovani. Zadavate tymto potvrdzuje, ze odmer

skiSania za vykonavanie skusd

zadavdiem klinické  skdsani
byalizované v inStitdcii. Siasne sa zavazuje pri podpi

otejto

svyhradenej na

zmluvy predloZi institdcii  képiu  zmluvy

m

Ania

a

it skiSajucemu nepresiahne 70 % z celkovej odmeny

11

DU
nena
2ho

Simultaniously, Sponsor undertakes to providezatvorenej so skuSajucim. Zmluvné strany vyhlastgd
Institution with copy of the executed Agreementhnitodmena poth tejto zmluvy je v plnej vySke odmen
Investigator.Parties declare that remunerationrdaog | pre zdravotnicke zariadenie a ze dohodnuta odn
this Agreement represents in full amount for losiin | nezalina odmenu pre skdSajuceho atim klinické
and that it does not include remuneration [f@kiSania.

Investigator and study team members.

11.2  Invoices 11.2  Faktary

11.2.1 The Institution shall submit all originavaices

under this Agreement to the Sponsor or

representative) for payment as specifiedmmex 1

11.21

(itsjto zmluvy zadavatevi (alebo jeho zastupcovi) 1

Institlcia predlozi vSetky originalne faltfmod’a

uhradenie, ako je uveden@xilohe 1

a
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11.2.2 The Institution shall reference the Spora®
invoicee. The invoices shall be issued in accorelavith
the applicable tax law (including VAT requiremenasid
contain an accurate itemization of all fees, suimpf

documentation and a Site invoice reference number.

r11.2.2
Faktary budda vystavené v sulade s platnymioggmi

InStiticia ozrth zadavatta ako platcu faktiry]

zakonmi (vratane poziadaviek DPH) abudd obsah
presny rozpis vSetkych poplatkov, sprievodnl dokuifie

ciu a referetnécislo faktdry pracoviska.

11.3 Payments 11.3  Plathy
11.3.1 Unless specified otherwisefinnex 1. 11.3.1 Pokiasa neuvadza inakRrilohe 1
€) payments shall be made quarterly upon recd(a} platby sa budu platstvitro¢ne po prijme faktiq

of an invoice in accordance with Section 11.2.1
11.2.2 above;

anglv stlade glankami 11.2.1 a 11.2.2 vySSie;

(b)

missed a scheduled visit shall be made up to

payments regarding Study Participants

including the last visit in accordance with the tBool.

vi§b) platby tykajlce sadastnikov klinického skusd
amd, ktori zameSkali planovani navstevu, sa budfit’
vsume za poslednd navStevu (vratane), v sU

s protokolom.

11.3.2 The Sponsor may withhold the payments (
part thereof) if the Investigator has not submitted
Study data in accordance with this Agreement or
Protocol. Final Payment, i.e. payment of the an®
withheld, shall occur after database lock in acanoe

with Annex 1 provided:

plh3.2 zadavatembze zadrzaplatby (alebo ickkag),
ak skaSajuci nepredlozil Studijné data v suladeutot
thmluvou alebo protokolom. Kotea platba, t.j. platba

v sullade $rilohou 1 pod podmienkou, Ze:

(a) the data provided by the Investigator pg(e) data poskytnuté skaSajucim su komplg
complete and consistent; a konzistentné;

(b) all related data queries are resolved; (b) kySetazky tykajice sa dat boli vyrieSené;
(c) the close-out visit of the Site has bedu) zaveréna navsteva na pracovisku bola vyko
completed; and na; a

(d) the Institution or the Investigator has readn (d) inStitlcia alebo skiSajuci vratili celé vybawen

any equipment, materials and unused medicines U
Section 9.2.1(d).

noeterialy a nepouzité lieky pbaclanku 9.2.1 (d).

11.3.3

violation which is jeopardizing data integrity dnet

If the Sponsor becomes aware of any Prbt

safety of Study Participants payments shall be g
to the Study Participant’s last visit before theo&gor
or the CRO became aware of the Protocol violat

oth.3.3 KeI' si zadavaté bude vedomy akéhokeek
poruSenia protokolu, ktoré ohrozuje integritu dibae
ebezpe&nod’ Ucastnikov klinického skiSania, budi platby

platené az do poslednej navstewastnika klinickéhd

wklSania, ktord sa uskdtola predtym nez sa zadévlaqe
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This provision applies without prejudice to thehtig of
the Study Participants under this Agreement (inoluic
the Regulations) or the Sponsor’s right to takeuese

to any additional remedy.

alebo CRO dozvedeli o poruseni protokolu. Totonmsta
| venie plati bez ujmy na pravackastnikov klinickéhg
skuSania pdkh tejto zmluvy (vratane predpisov) alebo
prave zadavate pouzi pravny prostriedok na dosiahn
tie akejkdvek dodatonej napravy.

12. Record and Data Keeping

12. Vedenie zaznamowlat

The Institution and the Investigator shall retailh
essential documents for the greater period of timger
the Regulations but not less than fifteen (15) yesdier

dnstitdcia a skdSajuci uchovaju vSetky nevyhnutrme
kumenty potla predpisov ptas dihSej doby, najmen

vSak péatns(15) rokov od prerusSenia alebo ukenia

discontinuation or completion of the Study. skuSania.

13. Data Protection 13. Ochrana udajov

13.1  Security 13.1  Zabezpéenie

13.1.1 (1) The Parties shall take all measures lwhit3.1.1 (1)  Strany prijmd vSetky opatrenia, ktoré

are necessary to protect personal data processkst

this Agreement against accidental or unlaw

destruction, loss or damage and unauthorized

unlawful disclosure, access or processing.

unevyhnutné na ochranu osobnych (dajov spracoy
ifalych poda tejto zmluvy pred nahodnym alebo nezak
nym zngenim, stratou alebo poskodenim a pred ich
opravnenym alebo nezdkonnym poskytnutim, pristu

alebo spracovanim.

(2) “Personal data” shall mean for the purp

of this Agreement any information related to

identified or identifiable natural person.

pse ,0sobné udaje“ znamenaju naely tejto

)
armluvy vSetky informacie tykajuce sa identifikovan

alebo identifikovattnej fyzickej osoby.

13.1.2 The Institution or the Investigator shafbrm

the Sponsor in writing within 24 hours of any aetithl

P

or unlawful destruction, loss or damage, @

unauthorized or unlawful disclosure, access
processing. The Institution and the Investigatoalls
fully cooperate with the Sponsor in order to adslithsit

security breach in accordance with the Regulations.

13.1.2

somne informovédo 24 hodin o akomKeek ndhodnom

InStiticia alebo skdSajuci bude zaddeatpi-

radebo nezakonnom zfani, strate alebo poSkodeni 4
peopravnenom alebo nezakonnom poskytnuti, prig
halebo spracovani. Institlcia a skaSajuci budd ppau-
pracovd so zadavat®om, aby vyrieSili toto poruSeni

bezpénosti v stlade s predpismi.

13.2 Requests from Study Participants

13.2 Pozidgawastnikov klinického skaSania

Either Party shall immediately inform the other t3

about any request received from a Study Participa

rKazda strana bude okamzite informtwvdruhl strany

o kazdej poZziadavke prijatej odéastnika klinickéhg
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[e

access, correct or delete personal data held
him/her in the context of the Study. The Institatiand

the Investigator shall handle those requests

accordance with the Sponsor’s reasonable instngtio

\skitSania na pristup, opravu alebo vymazanie ostb
Udajov, ktoré su @om/nej uchovavané v suvislosti
skdSanim. InStitdcia a skdSajuci budd tieto pozikga

vybavova v sulade s primeranymi pokynmi zadavate

13.3
the conduct of the Study

Personal data regarding persons involved

in3.3  Osobné Gdaje tykajlce sa 0sOb, ktoré séagtl

t/iuju na vedeni skdSania

13.3.1 With respect to personal data concernirggy
Investigator which the Sponsor collected under
Agreement, the Investigator hereby authorizes

Sponsor to:

18.3.1 Pokié ide o osobné (daje tykajuce sa skus
thisho, ktoré zadavdteazhromazdil pda tejto zmluvy,
the(iSajlci tymto zadavdi opraviuje, aby:

(@)

performance of this Agreement, the managemente

process and use those data for the purpos

Study and compliance with the Regulations

e&pf

[ tlenia tejto zmluvy, riadenia skaSania a dodrzovi

spracovaval a pouzival tieto Udaje rialyi pl-

predpisov;

(b)

(including, in the context of registration/ markefi

to disclose the data to competent author

authorization procedures, investigations or lifiga);

)

tane poskytnutia Udajov v slvislosti s registradiaoz-

oznamoval tieto Udaje prislusSnym Gradom (

hodnutim o registracii lieku, vySetrovanim alebdrsich

sporom);
(c) transfer those data to a third party whichl yilc) odovzdaval tieto data tretej strane, ktora b
process the data on behalf of the Sponsor | fifita spracovavav mene zadavafa na vySSie uveden
aforementioned purposes; acely;
(d) transfer those data to the United States gr|dd) vykonaval presun tychto dat do Spojenych
other country outside the European Economic Arasy americkych alebo ktorejKeek inej krajiny mimo
(EEA) for the same purposes. The InvestigatBurépskeho hospodarskeho priestoru (EHP) na rov

acknowledges that the United States and certaimoske
countries do not offer an adequate level of praiadn

the sense of the applicable legislation.

Gcely. SkusSajuci berie na vedomie, ze Spojené Star
rické a niektoré ztychto krajin neponukaju prinmerg

urovei ochrany v zmysle platnej legislativy.

ania

a-

=

ude

Sta-

naké

A

15

13.3.2 The Institution and the Investigator shait

involve in the conduct of the Study any person who:

n13.3.2

nia ziadnu osobu, ktora:

InStitlcia a skdSajuci nezapoji do vedekisa-

(@)

concerning himself/herself collected in the contekt

did not authorize in writing that personal d

this Agreement will be processed, used and traresfe

ata) pisomne nedala suhlas, aby osobné uUdaje,
sa jej tykaju a ktoré boli nazhromazdené v kontésite

srzmluvy, boli spracované, pouzité a odovzdané ték,

ktoré

a
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as described above; and

bolo popisané vysSie; a

(b)

under the Regulations and this Agreement.

has not been informed about his related righty

nebola informovana o svojich suvisiacich p

vach poda predpisov a tejto zmluvy.

13.3.3 The Investigator and any other data suk
involved in the conduct of the Study shall contéme
Sponsor at the address under Section 14 in ord
exercise his/her access, amendment and deletibts

under the Regulations.

j@& 3.3 SkuSajuci a kazddalSia dotknuta osoba p
dielajica sa na vedeni skiSania musi kontaktaeala-
bivdte’a na adrese &lanku 14, ak chce uplathsvoje pra-

iga na pristup, zmeny a vymazanie fmgredpisov.

14,

Notices

14. Oznamenia

Any Notice under this Agreement shall be in writi
and considered sufficient if delivered personafignt
by registered mail with return receipt, recogniz
overnight courier service, or by telefax, addresae

follows.

ngkékolvek oznadmenie pdd tejto zmluvy musi ky

ratbritené osobne, zaslané dopmmou postod

deti alebo faxom na nasledujlcu adresu:

If to the Institution or the Investigator:

Pre idtiu alebo skuSajuceho:

Fakultha nemocnica s poliklinikou F.D. Ra
svelta Banska Bystrica
Nam. L. Svobodu 1
975 17 Banska Bystrica
Slovak Republic

Fakultna nemocnica s poliklinikou F.D. Rod
velta Banska Bystrica
Nam. L. Svobodu 1
975 17 Banska Bystrica

Slovenska republika

Attention: Mgr. Dana Kolesarova

Do riuk: MUDr. Md@bana Kolesarova

Phone: 00421 48 423 0079

Tel.: 00421 48 423 0079

Email: dkolesarova@nspbb.sk

Email: dkolesarove@®h.s>

If to the Sponsor:

Pre zadavata:

Celgene International S.a.r.l.

Celgene Intermati®.a.r.l.

Route de Perreux 1

Route de Perreux 1

2017 Boudry, Switzerland

2017 Boudry, Sajsko

Attention: Director Outsourcing and Contract

S Dk: Riaditéd’ pre outsourcing a zmluvy

With a copy to: Vice President, Legal Counsel, Kopia na vedomie: Viceprezident, pravny g
at the same address. radca, na rovnakej adrese.
15. Relationship between the Parties 15. Vz’ahy medzi stranami

pisomné abude povazované za dagtee, ak bude
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15.1
any partnership, joint venture, employment or

Nothing herein shall be construed as creg

relationship of principal and agent between thenSpn
on one hand, and the Institution and the Invesiigain
the other hand.

i) 1

N& tu obsiahnuté sa nebude vykléd&o vytva-
ranie nejakého partnerstva, spwiého podniku, zames
nania alebo wahu vedliceho a agenta medzi zadav
om na jednej strane a institdciou a skdSajucimtramns
druhej.

t

ate-

15.2

other, nor the other’s representatives.

Neither Party has the authority to bind

tHe. 2

Ziadna strana nema opravnenie zavézduah(

stranu alebo jej zastupcu.

16. Assignment and delegation of 16. Postlpenie a delegovanie povinnosti
responsibilities
16.1  The Institution and the Investigator may n&6.1  Institicia a skdSajuci nesmi postupogxoje

assign their rights or obligations under this Agneat

without the Sponsor’s prior written consent.

prava alebo povinnosti ptal tejto zmluvy bez predcha-

dzajuceho pisomného suhlasu zaddeate

16.2
the Institution and the Investigator shall not dete

Unless provided otherwise in this Agreem

any of their responsibilities under this Agreemania

third party without the Sponsor’s prior written cemnt.

prii6.2 Ak v tejto zmluve nie je uvedené inak, inifia

skiSajuci nebudu delegavaziadne svoje povinnos
pod’a tejto zmluvy na tretiu stranu bez predchadzajdq

pisomného suhlasu zadavate

i
eh

17. Force Majeure

17. Vys&Sia moc

171

as a result of Force Majeure (as defined belowl) sba

A Party which fails to perform this Agreeme

be held liable for breach of contract if that Party

2rit7. 1

Strana, ktora nesplni tito zmluvu v dosle
vys3ej moci (ako je definovana niZSie), neponesipa-

vednos za poruSenie zmluvy, ak tato strana:

dku

(@) informs the other Party as soon as possiliée informuje druh( strantio najskér o svojej ne
about its inability to perform this Agreement; and schopnosti spltiitito zmluvu; a
(b) takes all reasonable precautions in order (to) prijme vSetky primerané opatrenia, aby minin

minimize the effect of the Force Majeure.

lizovala dopad vys$Sej moci.

17.2

Majeure’ shall mean any event beyond the reason

For the purposes of this Agreemerfprte

control of the non-performing Party which makes

performance of this Agreement impossible
excessively onerous (e.g., strikes, lockouts, riatsr,
fire, floods, storms, earthquakes, measures take

public authorities).

alola’ akikd'vek udalo§ mimo primeranej kontroly nep

threacej stranyg¢o splnenie tejto zmluvy znemizje alebo

nnto Gradmi).

17.2  Na del tejto zmluvy budevySSia mot zname-

atfazuje (napr. Strajky, vyluky, nepokoje, vojna, poz

povodne, burka, zemetrasenie, opatrenia prijatéjmer
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18. Waiver

18. Vzdanie sa prava

The fact that a Party does not exercise or enfanight
under this Agreement or the Regulations shall

amount to a waiver of that right.

Skutainog’, Ze strana neuplatje alebo nepresadzu
mutavo podia tejto zmluvy alebo predpisov, nebude z

mena’ vzdanie sa tohto prava.

19. Governing law and jurisdiction 19. Rozhodné pvo a stdna prisluSnog

19.1  This Agreement shall be governed by the [ad8.1  Tato zmluva sa bude riddiakonmi Slovenske
of Slovak Republic. republiky.

19.2  The Parties shall use reasonable effortsttie $619.2  Strany pouziji primerané snahy o piiské

amicably any dispute related to this Agreement.

vyrieSenie akéhoKwek sporu tykajuceho sa tejto zml

vy.

19.3
amicably in accordance with Section 19.2 abovel s

Any dispute which the Parties cannot s€

be submitted to the competent courts in the Slag

tl8.3
helly vyrieSt’ v stlade €lankom 19.2 vySSie, bude od

Akykd'vek spor, ktory strany nedokazu priate

Republic.
20. Miscellaneous 20. Rbzne
20.1  Severability 20.1 Oddeliteos’

The invalidity of any provision of this Agreemerttad
in no way affect the validity of any other provisiof
this Agreement.

Neplatnog akéhokdvek ustanovenia tejto zmluy
v ziadnom pripade neovplyvni plattiosiadneho inéhg
ustanovenia tejto zmluvy.

20.2  Entire Agreement - Amendments

20.2  Cela zralenwdodatky

vwatkdany kompetentnym sidom v Slovenskej republike|

j

D

20.2.1 This Agreement constitutes the entire emnt
between the Parties and replaces any prior rel

agreement between the Parties.

r20.2.1 Tato zmluva tvori Uplne zavaznu zmluvu me
astcinami a nahradzuje kazdi predchadzajicu slwi

dohodu medzi stranami.

2dzi

siac

20.2.2 Amendments to this Agreement shall
binding if and only if put in writing and signed lilye

Parties.

20.2.2 Dodatky k tejto zmluve budl zavazné vted

mi.

y a

iba vtedy, ak budlu podané pisomne a podpisanéasfran

20.2.3 In the event of discrepancy between theifm
and Slovak version of this Agreement, the Slo

9i20.2.3 V pripade rozporu medzi anglickym a slovgns}

vakienim tejto zmluvy je rozhodujuce slovenské znenie

Protocol: GED-0301-UC-002
CW2284445 Inst_Bil_Balaz_14Jan16_Final

CONFIDENTIAL

Site: 302
Page 26 of 35



version shall prevail.

Executed in three (3) original copies by the ausisal| Vyhotovené v troch (3) origindloch opravnenymi m@st

representatives of the Parties: cami stran:

CRO in the name of Sponsor / CRO v mene zadavadie

By / Podpis:

Name / Menao:

Title / Titul:

Date / Datum:

For Institution / za inStitGciu

By / Podpis:

Name / Meno: Ing.Miriam Lapunikova, MBA
Title / Titul: riadite’ / director

Date / Datum:

Protocol: GED-0301-UC-002 CONFIDENTIAL Site: 302
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Declaration of the Investigator

Prehlasenie skuSageho

By my signature below, | as the Investigator d

appointed for the conduct of the Study confirm tha

agree with my appointment as the Study's Investig

and that | was duly acknowledged with the contérthis
Agreement, which addresses also the cooperation

the Sponsor or its representative in order to perfthe

Study. | will assume all my statutory and contratturiadne oboznameny. Zaravepotvrdzujem, Ze buder

obligations. Furthermore, | hereby consent to

processing of my personal data in accordance i¢h

Act No 122/2013 Coll. on Personal Data Protectas

amended. | understand that some of the countriessdeu

the European Economic Area, to which my personta

may be transferred may not offer a similar level

protection with respect to the privacy of persatatia as

that granted in the European Economic Area.

ulsvojim podpisom ako skdSajuci riadne menovany
tuskut@nenie skdsSania potvrdzujem, Ze sihlasin

A

amojim menovanim ako skiSajuceho skuSania 3
obsah tejto zmluvy, ktory okrem iného upravuje
veipolupracu so zadavéten alebo jeho splnomocneny

zastupcom za d@lom uskutoénenia skdSania mi bg

tiplit' vSetky svoje zakonné a zmluvné povinno
Naviac suhlasim so spracovavanim mojich osobr
Udajov podla zakona¢. 122/2013 Z.z. o ochrar
| osobnych (dajov, v platnom zneni. Som si vedomy
daiektoré krajiny mimo Eurépskeho hospodarsks
pfiestoru  neposkytuji  podobnd  Urdve ochrany
osobnych Udajov aka je v Eurdpskom hospodars

priestore.

pre
n s
ze
CY

m

Sti.
ych

, Ze

2ho

kom

Investigator / skusajuci

By / Podpis:

Name / Meno:

Date / Datum:
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ANNEX 1
BUDGET AND PAYMENT TERMS

PRILOHA 1
ROZPOCET A PLATOBNE PODMIENKY

Celgene Protocol NoGED-0301-UC-002

Celgensslo protokolu GED-0301-UC-002

Investigator Name: MUDr. Jozef Balaz

Meno SkaSajuceho:MUDr. Jozef Balaz

Institution Name: Fakultnd nemocnica s polikliniko

F. D. Roosvelta Banska Bystrica

I Nazov Institlcie: Fakultna nemocnica s poliklinikou

F. D. Roosvelta Banska Bystrica

Number of Estimated Enrolled: 3

Predpokladany patet zaradenych subjektov 3

Payments shall be made quarterly, based upor
terms below. The amounts below are payable by
11

i.e.

Sponsor to Institution pursuant to

"Compensation" of this Agreement only,
consideration of the conduct of the Study
Institution under this Agreement. All sums are

“Euro” (EUR).

Ehatby sa vykonavaju Sttno¢ne, podla podmienok
tneedenych nizSie. Sumy uvedené nizSie su spl

.fadavatBom instittcii iba potla bodu 11.1 ,nahradaq

itejto zmluvy, t.j. vzliadom na vykonavanie skisani

bskUSajucim poth tejto zmluvy. VSetky sumy su uv

idené v ,€“ (Euro).

The following additional payments are permitted ruj
approval of submitted invoices. Invoice due date
sixty (60) days from the date the invoice is reedi
by Sponsor / CRO:

ndNasledovné dodatoé platby su povolené po schy
2 leni predlozenych faktir. Splatnofaktary je Setde-
vsiat (60) dni odo ith prijatia faktiry zadavatem /
CRO:

Screen Failure A Screen Failure shall be defined

Consent but could not be effectively included ie

Study under the inclusion/exclusion criteria or

shall be paid during the study at a rate of € 28@®

a Study Participant who has signed an Inforr

other reasons. A maximum of 2 (two) Screen Faill

aeuspeSné zaradenieNelspeSné zaradenie do s

n8enia je taky &astnik skiSania, ktory podpisal infq

thmovany slhlas, ale pta kritérii pre zarade
farie/vyradenie alebo zinych dévodov nemohok’
iregradeny do skdSania. Maximalny¢pb 2 nelspe§

nych zaradeni bude preplatenyas Studie vo vysk

19

atné

a-

U-

=

Py

U

hundred and thirty Euro) per Screen Failure Stué@y230 (dvestotridsa Eur) na neulspeSné zaradepie
Participant. G¢astnika skuSania.

Unscheduled Visits: For additional visits of Neplanované navstevyPri dalSich navstevach alebo
procedures that are unscheduled, payment shallpbeceduirach, ktoré su neplanované, sa platba vykona
made on a case-by-case basis, upon prior wrjtth pripadu k pripadu, na zaklade predchadzajuceho
authorization from Sponsor / CRO. Invoices fgrisomného suhlasu zadavae PPD. Faktlry za po-
authorized unscheduled visits must be provided| foslené neplanované navstevy musia’ ippskytnuté
reimbursement. na Uhradu.
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Laboratory Costs: A fee for collecting ang

processing samples is included in the patient kiug
The samples shall be analyzed in a central laborg

and no analytic costs shall therefore be incursethb

| Laboratérne naklady: poplatok za zber a spracov

igee vzoriek je zahrnuty v rozpte na pacienta. Vzor
atky budd analyzované v centralnom laboratériu a-z

ne naklady na analyzu nevzniknd skusajd

Institution/Investigator.

mu/institdcii.

a-

ad

HARMONOHRAM NAVSTEV A POLOZK

VISIT SCHEDULE & INVOICABLE ITEMS

Y SPLATNE NA ZAKLADE FA KTURY

Period Visit / Navsteva Week / Tyzd# Visit CO,S tv/ Suma
za navstevu

Screening Phase / . . 230.00

Skrl'ningogvé faza Visit 1/ Navsteva 1 (Week -4 to 0)

Induction Phase / Visit 2 / Navsteva 2 (Baseline, WO0) 151.00

Indukéna faza Visit 3/ Navsteva 3 (Week 4) 191.00
Visit 4 / Navsteva 4 (Week 8) 167.00

Observation Phase / Visit 5/ Navsteva 5 (Week 12) 148.00

Observana faza Visit 6 / Navsteva 6 (Week 16) 118.00
Visit 7 / Navsteva 7 (Week 20) 135.00
Visit 8 / Navsteva 8 (Week 24) 118.00
Visit 9 / Navsteva 9 (Week 28) 102.00
Visit 10 / Navsteva 10 | (Week 32) 156.00
Visit 11 / Navsteva 11 | (Week 36) 112.00
Visit 12 / Navsteva 12 | (Week 40) 118.00
Visit 13 / Navsteva 13 | (Week 44) 135.00
Visit 14 / Navsteva 14 | (Week 48) 111.00
Visit 15 / Navsteva 15 | (Week 52) 159.00
End of Treatment / 159.00

Ukonéenie ligtby
Follow Up / Nasledna| 4W after last visit / 4
faza tyzdne po poslendnej 129.00
navsteve
TOTAL / CELKOM 2439.00

Additional Assessments
per Protocol (only to be performed during schediul

visits as specified by Protocol):

eNa zaklade Protokolu (vykonané len v planovany

DalSie vy3etrenia

navstevach a tak, ako je Specifikované v Protokole

ch

Procedure Max Quantity Cost
Treatment Discontinuation (if occuring befgre 159.00
Visit 15) / PreruSenie liby (pokid sa 1 per visit / za
vyskytne pred navstevou 15) navstevu
Protocol: GED-0301-UC-002 CONFIDENTIAL Site: 302
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Intestinal Mucosal Biopsy (sample collecti

13.00

& processing only) / Biopsigrevnej sliznice 3 per visit / za

(odber tkaniva a spracovanie) navstevu
Additional 105.00
Procedures MDalSie | Colonoscopy / Kolonoskopia 3 per procedure /
vySetrenia za vySetrenie

Rectosigmoidoscopy / Rektosigmoidoskopig

52.00 per
procedure / za
vySetrenie

3

PAYEE INFORMATION / INFOR

Payment under this Agreement shall be made payablélatby potia tejto zmluvy budui vykonané na:

MACIE O PRIJEMCOVI PLATIEB

Payee (Institution): /
Prijemca platieb (institdcia)

Fakultna nemocnica s poliklinikou F.D. Rooseveltngka Bystrica

Address / Adresa:

Nam. L. Svobodu 1,

975 17 Banské Bystrica, Slovagulic

Payee Contact Name / AngelikaCiamporov
Kontaktna osoba prijemcu

platieb:

a

Telephone Number / 00421 48 4412371
Telefénneéislo:
VAT Registration Number | SK 2021 095670

(if applicable) / IC DPH (ak
sa to hodi):

DETAILS FOR PAYMENT BY BANK TRANSFER UDAJE PRE PLAT BU BANKOVYM
PREVODOM

Account holder / MajiteP

Fakultna nemocnica s poliklinikou F.D.Rooseveltasa Bystrica

Gétu:

Bank / Banka: Statna pokladnica

IBAN / IBAN: SK3581800000007000278282
BIC (SWIFT) Code / BIC SPSRSKBA

(SWIFT) kadd:

Invoice Information

Original invoices pertaining to this Study shall be
submitted for payment to the following address:

Celgene International Sarl

c/o PPD Investigator Services, LLC
929 North Front Street

Wilmington NC 28401

USA

If you have any queries relating to payments pléd
contact Paying Agent's Central Investigator Payrs¢
Group_Centrallnvestigator.PaymentsSM@ppdi.con

Fakturaéné udaje

Origindly faktur vrahujice sa k tomuto skiSaniu sa
predlozia na Uhradu na nasledovnu adresu:

Celgene International Sarl

c/o PPD Investigator Services, LLC
929 North Front Street

Wilmington NC 28401

USA

agepripade akychkivek otazok tykajucich sa platig
brosim kontaktujte zastupcu pre centralne platby
n vestigatorom:

1

n

Centrallnvestigator.PaymentsSM@ppdi.com
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All invoices must include the following information | VSetky faktiry musia obsahavaasledovné Gdaje

and corresponding receipts: a zodpovedajlice potvrdenia:

Protocol Number /Cislo protokolu: GED-0301-UC-002

Investigator Name / Meno skuSajucehMUDr. Jozef Balaz

Institution Name / Nazov institici¢zakultnd nemocnica s poliklinikou F.D. RoosveltanBi& Bystrica

Address / AdresalNam. L. Svobodu 1, 975 17 Banska Bystrica, Slovagu®lic

Payee Contact Information / Kontaktné informacie ipgmcu platiebAngelikaCiamporova

Name & Telephone Number / Meno a telefondislo: 00421 484412371

Institution / Investigator VAT Number (if applicatal)/ IC DPH Insstiticie/Skasajiceho (ak sa hodi):
XXXXX

Lawson number reference / Referémé &islo Lawson:614061001
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ANNEX 2

PRILOHA 2

EQUIPMENT PROVIDED TO THE INSTITUTION
OR THE INVESTIGATOR

VYBAVENIE POSKYTNUTE INSTITUCII ALE-
BO SKUSAJUCEMU

(Section 4.1.1 (2) )

Glanok 4.1.1 (2)

During the term of the Study at the Institution |geme
or designee may provide the following equipment
supplies for use by the Institution solely for peniance

of the Study:

1) eDiaries (LogPads)

2) Bioclinica materials for

the colonoscoy

Paas trvania skdSania v institcii, Celgene alebm |
amgdstupca mbze poskythiasledujice zariadenie a wy-
bavenie na pouzivanie institdciou vithe na vykon

skdSania:

1) Elektronické diare (LogPad-y)
oy  2) Materialy Bioclinica pre zaznamenanie kolo-

noskopie

recording
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ANNEX 3 PRILOHA 3
PROTOCOL PROTOKOL
(Recital (d) and 1.2) (Uvodn&as’ (d) a 1.2)
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