PPD Confidential Information

Zmluva o klinickom skusani

Clinical Trial Study

PPD Investigator Services LLC,

so sidlom 929 North Front St, Wilmington, NC 28401
USA

dalej len ‘PPD’

PPD Investigator Services LLC,

with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

further, ‘PPD’

a

and

Fakultna nemocnica Trertin,

so sidlom na adrese Legionarska 28, 91171 ¢lme
zastupend/é Ing. Maridnom JuruSom, generdl
riadite’'om, JUDr. Marekom Sedikom, ekonomicky
riadite’lom, MUDr. Stanislavom Pastvom, medicinsky
riaditelom

ICO: 00610470

DIC: 2021254631

d’alej len ,zdravotnicke zariadeni€

Fakultna nemocnica Trertin,
nwith its registered address at Legionarska 28, 91
nyirentin, represented by Ing. Marian Juru$, gen
ndirector, JUDr. Marek Sedik, financial director, Bl
rBtanislav Pastva, medical director

Company ID no.: 00610470

4Tax ID no.: 2021254631

further, the tnstitution “

17
pral

a

and

MUDr. Marek Ka ¢erik, PhD.,
s trvalym bydliskom na adrese
Datum narodenia:

dalej len ,skusajact

MUDr. Marek Ka éerik, PhD.,
permanent residence at

DOB:

further, the Principal Investigator*

d’alej jednotlivo ako zmluvnd strang” spolatne ako
»Zmluvné strany*

each a Party” and collectively the Parties”

uzatvaraju tuto zmluvu o klinickom skaSanzrfyluva®):

conclude this Clinical Trial Agreement4greement’):

l.
Predmet a el zmluvy

l.
Subject and purpose of the Agreement

1) Predmetom tejto zmluvy je klinické skuSar
skasaného ligva KSI-301 (d’alej len ,skisané ligivo®)
(d’alej len klinické skasanie'), ktora PPD vykonava ak
nezavisly dodavate v prospech farmaceutick
spolainosti Kodiak Sciences Inc.,2631 Hanover Streg
Palo Alto, CA 94304 Spojené Staty americké, ktora
vyrobcom skuSaného lwva, v ramci Eurdpskej uni
zastupeneRegResponse LtdLee View House, 12/1
South Cork, irsko, T12TOCTKalej jednotlivo i spoléne
len ,zadavatd™) v zmysle protokolwtislo KSI-CL-102:
Prospektivne, randomizované, dvojito maskované
multicentrické klinické skuSanie fazy 2 kontrolovaré
aktivnym komparatorom, za ielom zisti’ Géinnost’ a
bezpa&nost® skuSaného produktu KSI-301 po
opakovanom intravitredlnom podani u pacientov S

neovaskularnou (vlhkou) vekom podmienenoy
degeneraciou makuly (dalej len protokol®),
ktory podrobne charakterizujetinnosti  vykonavang

v rdmci klinického skuSania a ke zodpovednost
medzi zmluvnymi stranami.

2) Ucelom zmluvy je stanovipodmienky pre
vykonavanie Kklinického skdSania &ifr prava

nid) The subject of the Agreement is the clini
evaluation of the Study DrudKSI-301 (further, the
D“Study Drug”) (further, the ‘Study”), which PPD is
pjconducting as an independent contractor for thefitef
2tKodiak Sciences Inc.,2631 Hanover Street Palo Alt
JEA 94304 United States, being represented withen
eEuropean Union byRegResponse LtdJocated at Leg
BView House, 12/13 South Cork, Ireland, T12TO
(further individually and collectively, theSponsor)
pursuant to ProtocolKSI-CL-102: A Phase 2,
,Prospective, Randomized, Double-masked, Activ
Comparator- controlled, Multi-center Study to
Investigate the Efficacy and Safety of Repeate
Intravitreal Administration of KSI-301 in Subjects
with Neovascular (Wet) Age-related Macular
Degeneration (further, the Protocol”) which describes
in detail the activities conducted in the Study ahd
2 division of responsibilities among Parties.

i

2) The purpose of the Agreement is to set out
terms and conditions for conducting the Study, &g

a povinnosti zmluvnych stran v suvislos klinickym

cal

the

provide the rights and obligations of the Partin
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skasanim. Zdravotnicke zariadenie a skiSajuci |
klinické skdSanie vykonava vysoko profesiondln
a v sulade s podmienkami tejto zmlu¥gp,(okrem iného
zaltfia aj Wasné odovzdavanie vSetkych UdajaladSich

yushinnection with the Study. Institution and Printi
Investigator shall conduct the Study in a hig
professional manner and in accordance with thest@ma
conditions of thisAgreement (which shall include bot

informacii tykajucich sa klinického skuSania, vré&a be limited to, submitting all data and other infation

vSetkych zdznamovych formularo¢astnika klinickéha
skuSania (CRF) alebo elektronickych z&znamoy
formularov &astnika klinického skuSania (tzv. e-CRF)

3)
a skdSajuci disponujua skuseriasi, schopna@mmi,
primeranym p&tom (&astnikov klinického skuSan
(pacientov), ktorym poskytuje zdravotni starostiyq
ako aj prostriedkami, ktorymi sa, okrem iného, m
personal a vybavenie potrebné na prestiéné a rychle
profesionalne a kompetentné vykonavanie Kklinick
skiSania a Ze tieto prostriedky vzdy vyuZije tdky aa
klinické skusanie vykonavalo uvedenym spésobom.

4) SkuSajuci vyhlasuje, Ze nie je zamestnang
alebo zastupcom PPD.

5) Pokid’ by sa medzi podmienkami stanoveny
v protokole a v tejto zmluve vyskytla akdkek
nezrovnalog alebo konflikt, rozhodujicimi vo vahu
k vedeckym a klinickym aspektom vykonava
klinického skuSania budd podmienky protokolu
rozhodujucimi vo v#ahu k ostathym aspektom bu
podmienky tejto zmluvy.

Zdravotnicke zariadenie vyhlasuje, Ze ono sar@p

related to the Study in a timely manner, includitigase
yadport forms (CRFs), or electronic CRFs (also cabie
. CRFs).

The Institution declares that it, and the Princi

Investigator, have the experience, capability, adé
anumber of Study subjects in care and resourcesdimg,

but not limited to, personnel and equipment to eately,
ygfficiently and expeditiously perform the Study &
professional and competent manner and shall use
ehesources at all times to perform the Study in snahner.

le3) The Principal Investigator declares that he/sh
not an employee or agent of PPD.

ni) If there is any discrepancy or conflict between
terms contained in the Protocol and this Agreentiet
terms of the the Protocol shall govern and contritih
nieegards to the scientific and clinical aspectfiefdonduct
af the Study, and the Agreement shall govern amdrob
dvith respect to all other matters.

pa
hly

the

eis

the

.
Zadatie klinického skuSania

Il.
Commencement of the Study

1) Klinické skuSanie sa Zae na zaklade povolen
Statneho UGstavu pre kontrolu die a suhlasnéh
stanoviska prislusnej lokalnej etickej komisie elial
multicentrickej etickej komisied{alej spol@ne len
,SUKL / etické komisig).

2) Képie rozhodnutia a sthlasného stanov
v zmysle ods. 1 sa budl archivéva zdravotnickom
zariadeni, ato u skuSajuceho kudmwentacii
o vykonavani klinického skuSania.

al) The Study will be commenced on the basis

D permit from the State Institute for Drug Controldathe
concurring opinion of the relevant local ethics coittee
and/or multi-center ethical committee  (furth
collectively, the Regulatory Authority / Ethics

Committees).

sk Copies of the decision and of the concurr
opinion pursuant to par. 1 will be filed at thetlngion,
with the Principal Investigator, in the documertdat
about the conduct of the Study.

of a

er

ng

Il
Miesto a doba vykonavania klinického skiSania
a pracovisko klinického skuSania

I
Place and term of conducting the Study and the
Study Site

1) Klinické skuSanie sa bude vykon#&vaa oénej

klinike zdravotnickeho zariadeniddlej len pracovisko

klinického skuSanid’), nacele so skuSajacim dalSimi
zamestnancami a zastupcami poverenymi zdravotniq
zariadenim na vykonavanénnosti klinického skusani
(d’alej len tim Kklinického skdasanid’).

2) Zmeny pracoviska Kklinického skusat

1) The Study shall be conducted ggithalmology
clinic of the Institution (further, the Study Sité’),

headed by the Principal Investigator, and othereyegs
kynd agents authorized by Institution to conductd$t
aactivities (further, theStudy Teant).

nid) Changes to the Study Team, includ

vratane menovania alebo doplnenia poverenych

appointment or addition of authorized employees or
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zamestnancov alebo nahradenia skuSajuceho

vykona’ len po dohode medzi PPD, zdravotnickyanly after Agreement between PPD, the Institutiod the
zariadenim a skuSajucim. Pisomné vyhotovenie tycltoncipal Investigator is obtained. A written doamh

zmien sa musi zaevidav& dokumentacii o vykonava
klinického skuSania.

3) Klinické skuSanie sa na pracovisku klinické
skuSania nezae pred z&atkom platnosti tejto zmluv
a pokid@ nebudu splnenéalSie podmienky vyZadovar
prislusnymi pravnymi predpismi. Vyber ¢astnikov
klinického skuSania pre Klinické skudSania zEne
v priebehu xxxxxxx; ukortenie celého klinickéh
skdSania je naplanované xyaxxxxx. Dobu vykonavania
klinického skuSania méze PPD v mene zad&eatgeho
priebehu preidit alebo skrati. Zmeny doby vykonavani
klinického skuSania nebudl vyZzadéwdodatok k tejtg
zmluve a zdravotnicke zariadenie/ skuSajdci butkjto
zmene pisomne informovani; email je povazovany
vzajomne akceptovdisy.

4) S liecbou Ziadneho pacienta sa n&za skor, nez
bude zaobstarany suhlas vSetkych relevantnychyetic
komisii a vSetky dalSie povolenia potrebné
vykondavanie tohto klinického skdsania.

5) Pokid’ by v priebehu klinického skuSaniacato
byt zjavné, Ze Kklinické skuSanie nebude dokog
v termine, je skulSajuci povinny okamzite o t
informova’ PPD.

many other approvals required to conduct the Study.

oamacement of the Principal Investigator, can e

fabout such change(s) must be filed in the docurtient
about the conduct of the Study.

h8) The Study will not be started in the Study S
before this Agreement becomes valid and other tiondi
é&equired by relevant legal regulations are fuldillStudy
subject recruitment is scheduled to starkimxxxx; the
entire Study is scheduled to be completedxkyxxxx.
D The term of the Study may be extended or shortéye
A PPD on behalf of Sponsor during its course. 4
alteration of above mentioned timelines shall
anecessitate an amendment to this Agreement ande
communicated to Institution/Principal Investigator
writing; e-mail is mutually agreeable.
za

4) No subject treatments will be initiated prior
kreceipt of approval of all relevant Ethics Comn@#ieand

5) If, during the Study, it becomes apparent that
Study will not be completed on schedule, the Ppialg
pimvestigator has to notify PPD immediately.

ANy
not

to

the

V.
Zakladné podmienky vykonavania klinického
skuSania

V.
Basic conditions for conducting the Study

1) Paas vykonavania klinického skuSania
zdravotnicke zariadenie a skuSajlci povinny doslegia
vSetky pravne predpisy, pravidla a regulécie, viét
tych, ktoré suavisia s dodrziavanim protikotogch
zakonov, ako je blizSie Specifikované prilohe B

&) While conducting the Study, the Institution a

\ the Principal Investigator shall comply with alidipable

alaws, rules and regulations, including those rellédeanti-
corruption compliance as more specifically sethfamt
Exhibit B attached hereto and incorporated herein,

(priloZené ako priloha tejto zmluvy) najméd Zakén
362/2011 Z.z. o liekoch a zdravotnickych poméckaoh
zmene a doplneni niektorych zakonov, zakdv6/2004
Z.z. 0 zdravotnej starostlivosti, sluzbach suvisiacs
poskytovanim zdravotnej starostlivosti a 0 zmeng
doplneni niektorych zakonov, vyhlasku433/2011 Z.z.
0 poziadavkach na klinické skuSanie a spravnudkini
prax v zneni neskorSich predpisov, a {isulade
s pozZiadavkami etickych komisii; (i) kahav sulade
s informaciami a inStrukciami poskytnutymi PPD el
zadavatéom alebo v ich mene a (iii) v sulade

zakladnymi podmienkami a zasadami ustanovenymi:

a) v protokole klinického skusania ktory mozeths
z¢asu nacas meneny vyhradne zadavate,
s upovedomenim Statneho Gstavu pre kontrotivli
alebo po schvéleni zo strany Statneho Ustavu
kontrolu liggiv a so suhlasnym stanoviskom etick
komisie. SkuSajlci sa zavazuje, Ze na potvrdehie

also in particular Act no. 362/2011 Coll., on Druyxd
Health Devices, as amended, Act no. 576/2004 Gl

Requirements for Clinical Studies and Good Clini
2 Paactice, as amended; and (i) in accordance wigh
requirements of all relevant Ethics Committeesiii¢
information and instructions provided by or on Hébé
PPD and/or Sponsor; and (iii) in accordance with
basic conditions and principles provided by:

50

a) the Protocol , which may be be changed only
Sponsor from time to time, and with notification
the State Institute for Drug Control or an appro
pre from the State Institute for Drug Control and

ej concurring opinion of the Ethics Committee. T
je  Principal Investigator agrees, as an evidence 91

y

a)

Health Care, as amended, Decree no. 433/2011 Gol|.

nd

and

cal
th

by

val
he
he

hi

suhlasu s dodrZiavanim protokolu dor PPC
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podpisanu podpisovu stranu protokolu (Protocol
Signature Page);

b) v pokynoch zadavata s nazvonBrozZura pre
skuSajuceho ktoré obsahuju vSetky dopobizname

informéacie o skiSanom lizve a jeho vlastnostiach.

PPD alebo Zadavdtedoda tento dokument n
pracovisko klinického skdSania a tento sa pripo
dokumentacii o vykonavani klinického skuSania;

c) v pripadoch, kde sa takéto povolenie vyZaduj
povoleni vykonava klinické skdSanie vydanon
Statnym Gstavom pre kontrolu dig a v sthlasnon
stanovisku etickych komisii, ako je to uveden#.v
II. tejto zmluvy.

2) Zmluvné strany vyhlasuju, Ze budu kénasulade sg
zadkonom ¢. 211/2000 z.z o slobodnom pristy
k informaciam, v zneni neskorSich predpisov. Priskav
klinického skuSania suhlasi, Ze bude kbmasilade sq
vSetkymi  pravnymi predpismi a povinn@sni
vyplyvajlacimi zo zakona&. 211/2000 v mene vSetkyq
zmluvnych stran tejto zmluvy.

3) Klinické skiSanie sa bude vykondvar silade
s etickymi normami Slovenskej lekarskej sgolosti,
pod’a spravnej klinickej praxe, v sulade s podmienk
stanovenymi Helsinskou deklaraciou Svetovej lelgjr
asociacie a v sulade so Smernicou o0 spravnej képi
praxi prijatou Medzindrodnou konferenciou

harmonizéacii technickych poZiadaviek na registra
farmaceutickych vyrobkov na huméanne pouZitialéj
len ,Smernice ICH GCP*), americkym zakonom
zahrantnych korugnych praktikach z roku 1977
britskym zdkonom o Uplatkarstve z roku 201@aSimi
vSeobecne uznavanymi prislusnymi dokumentmi.

4) Pre prefiadnog, dokumenty uvedené v ods
(@ a (b) sa povazuju za "ddverné a informac
(definované nizsie) a mdzu hyoskytnuté lertlenom
pracoviska klinického skuSania, ktori ich potreb
vedig’ a su viazani nianlivog’ou a zavazkom nepouzit
minimalne tak prisnymi, ako tie, ktoré su absiuté
v tejto zmluve.

5) SkuSajuci safalej zavazuje, Zze PPD odovz
riadne vyplnené a podpisané&ie FDA 1572, pokiéto
zadavaté bude poZadova SkuSajuci zaisti, Ze (@
a spoluskusajuci vyplnia a predlozia formular
0 majetkovom priznani poskytnuty PPD a aktualiz
tento dokument po jeden (1) rok po ukeni klinického
skuSania v pripade, Ze sa vyskytli prislusné zmeny.

6) Zdravotnicke zariadenie a skdSajuci md
udrzZiava Uplné a presné primerana zaznamy oklinick
skuSani, a to vratane, okrem iného, evidencie tgegpa
identifikacie &astnikov klinického skiSania, klinickyd
pozorovani, laboratornych skuSok a predpin@/
a vydaja liekov v sulade so smernicou ICH GCP &ys

consent to follow the Protocol, to deliver to PRI
signed Protocol Signature Page;

b) the Sponsor's instruction titlednvestigator
Brochure which contains all presently know
information about the Study Drug and its qualiti

i k PPD or Sponsor shall deliver this document to
a Study Site and it shall be attached to

documentation about the conduct of the Study;
e,v

State Institute for Drug Control, in cases whepods
permit is required, and the concurring opiniorhef
Ethics Committees as specified in art. 1l. of
Agreement.

I3 All parties declare to comply with Act no 211/20
Coll. on Free Access to Information, as amendea
Study Site agrees to fufill and comply with all végfions
and obligations outlined in accordance with Act

h211/2000 on behalf of all Parties to this Agreement

3) The Study shall be conducted in accordance
the ethical standards of the Slovak Medical Asgimeia
aigood clinical practices, conditions under the W(g
siedical Association’s Declaration of Helsinki anget
cGuideline for Good Clinical Practices set by
dnternational Conference for Harmonization of Tdchh
cRequirements for the Registration of Pharmace stifzal
Human Use (further the “ICH GCP Guidelines”), th&
&oreign Corrupt Practices Act 1977 and the UK Byjildect
1,2010. and other generally accepted applicable dentsn

1) For clarity, the documents specified in par. 1
siehd (b) are deemed to be ,Confidential Informatiq
(defined below),and may be provided only to Studsm
Ljinembers who have a need to know and are boun
aconfidentiality and non-use obligations at least
stringent as those contained in this Agreement.

1) The Principal Investigator agrees further
deliver to PPD a duly completed and signed form H
1572, if the Sponsor requires so. Principal Ingegtr
will ensure that he and sub-investigators will ctete
ugind submit the financial disclosure forms providsd
PPD, and shall update such forms for one (1) yéar

completion of the Study in case of any applicablenge

6 Institution and Principal Investigator sh
Offlaintain complete and accurate Study records,dimudy)
without limitation, records relating to Study Sutij
hdentification, clinical observations, laboratoests, and
drug receipt and disposition, in accordance witt(
 GCF Guidelines anc in all case sufficient to enabl the

t

n
0S,
the
the
nd

c) the permit to conduct the Study issued by the

he
DO
Th

no

with
rld

he

(@)

)nu

d by
as

to
DA

<))

3%
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tieto zadznamy musia By dostaténé na to, aby
skdSajucemu a zdravotnickemu zariadeniu uiowedli
poskytov& zadavatiovi Uplné a presné informag

o vSetkych aspektoch a vysledkoch klinického skigsarBponsor shall be allowed to inspect and auditecends

PPD al/alebo zadavdite s opravneni evidenc
kontrolova’ a vykonava jej audit (a to vratane, okre
iného, evidencie tykajlcej sa identifikAci€adtnikov
klinického skusania, klinickych pozoroval
laboratérnych skusSok a predpisovania a vydaja Vlig
a kontrolové d’alSie informéacie tykajuce sa klinickét
skdSania, ptiom o takejto kontrole daju v primerang
¢ase avizo.

7) SkuSané ligivo sa bude dodavapriamo nal
pracovisko klinického skiSania a bude s nim zaadxig
poverenyglen timu klinického skiSania.

8)Zdravotnicke zariadenie je povinné zabéithea
by skuSajuci v sulade s platnymi pravnymi predpi
nahlasil zdravotnym paisvniam zaradeni
jednotlivych &astnikov klinického skuSania na dan
pracovisku klinického skusania bez zkiytého odkladu.

9) Zdravotnicke zariadenie/skuSajaci je povin
zabezpéit od kazdého dastnika klinického skuSan
sthlas s nahlasovanim svojich osobnych dd
zdravotnej poigovni.

10) V pripade, ak zdravotnicke zariadenie al
skdSajuci porusi niektord zo svojich povinng
uvedenych v tejto zmluve, alebo ak skuSajuci nés
niektord zo svojich povinnosti ptal tejto zmluvy riadné
a \Was, zdravotnicke zariadenie a sklSajlci zodpove
plnom rozsahu za akikeek Skodu vzniknuty
zadavatBovi v suvislosti s porusenim ktorejkek z
uvedenych povinnosti zdravotnickeho zariadenialdg
skuSajuceho. Zdravotnicke zariadenie a skuSajuci
takom pripade povinné nahrédiadavatbovi aj vSetky
pripadné sankcie uloZené zadavate prislusnymi
organmi Statnej spravy v slvislosti s poruse
povinnosti zdravotnickeho zariadenia a/al
skdsajuceho pdd tejto zmluvy.

Principal Investigator and Institution to furnisiet
Sponsor with complete and accurate informa
igegarding all aspects and results of the Study. &fellbr

u(including without limitation records relating totusly
mSubject identification, clinical observations, ladimry
tests, and drug receipt and disposition) and oftedy
nitelated information upon reasonable advance notice.

no
m

7) The Study Drug shall be delivered directly to
Study Site and handled by a delegated Study T|
Member.

8) The Institution shall cause the Principal Investgao
smaport to the health insurance companies, in aaocelwith
applicable law, Study subjects enrolled into thed@iatthe
niBtudy Site without any delay.

r® The Institution/Principal Investigator shall ensuinat
aeach Study subject provides consent for his/hesopet
ajdata to be provided to the health insurance company

=ld®) If either the Institution or Principal Investigatoreaks
stiny of its/his/her obligations listed in this paggh or fail
plo fulfil any of its/his/her obligations, pursuatd this
2 paragraph, properly and in time, the Institutiod Brincipal
diéavestigator shall be deemed fully responsible dory
I damage caused to the Sponsor in connection tordaeHh;
of any of the listed Institution's and/or Princi
| Investigator's responsibilities. In such a caserkgtution
jand Principal Investigator shall reimburse the Spoifior
any and all sanctions applied to the Sponsor biicapie
regulatory authority related to the breach of togtin's
niamd/or Principal Investigator's obligations pursuanthis
clAgreement.

ion

he
eam

pal

V.
Vyber G¢astnikov klinického skasania pre klinické
skdSanie a informovany suhlas

V.
Selection of Study subjects for Study and informed
consent

1) Predpokladany nabor subjektov klinického skigaa
zakina v mesiaci xxxxxxx; planovany konie(
celého klinického skudsania Yexxxxx.

Nébor do klinického skdSania prebieha na kompettir
z&klade. Zdravotnicke zariadenie zaradi priblizoe
subjektov klinického ski3ania. Ziadna zmena vy
uvedeného harmonogramu alebo ¢tpo zaradenych
subjektov klinického sklSania si nevyziada dodaltq
tejto zmluve a zdravotnickemu zariadeniu / skiugajic
mozZu by oznamena pisomne; e-mail je pre obe st

i 1) Study subject recruitment is scheduled to sian
t XXXXXXX; the entire Study is scheduled to
completed bKXXXxXX.

basis. Approximatelyxx Study subjects shall be enroll
S&ie the Institution. Any alteration of above mengdr
1 timelines, or number of enrolled Study subjectd| siat
knecessitate an amendment to this Agreement ande

communicated to Institution/Principal Investigator
anyiting; e-mail is mutually agreeable.

prijate’ny.

it
be

Enrollment to the Study is performed on competitive

ad

ay
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2) Uc¢astnici klinického skdania mézu tbydo
klinického skuSania zaradeni len:

a) s pisomnym informovanym suhlasom pa@ 29
Z&kona ¢. 362/2011 z.z. v zneni neskor$
predpisov a potonto boli riadne poteni; alebo

b) v sllade so z&konnymi podmienka
ustanovenymi v zakone 362/2011 Z.z. v zner
neskorsich predpisov.

3) Pri  spisovani, vyZadovani \iyiani
informovaného sudhlasu musia PPD, skd3ajlc
zdravotnicke zariadenie dodrzidvarislusné pravn
predpisy a odpotiania uvedené najma &. IV. tejto
zmluvy.

a

4) SkuSajuci si podpisany informovany suh
ponechd v zdznamoch klinického skuSania v sulad
smernicou ICH-GCP a zmysle predpisov a 2z§
zdravotnickeho zariadenia. Do klinického skulsa
nemozno zaradiziadneho dastnika klinického skusani
pokia’ sa nhezaobstaral takyto informovany suhlas.

5) Pokid’ skusajuci v priebehu klinického skusa
zisti, Ze @astnik klinického skuSania zaradeny

klinického skusania nefim jeho kritéria, je povinn
v zmysle protokolu takéhatéstnika klinického skasan

z klinického skuSania vyttt a bezodkladne o tomfrom the Study and immediately inform PPD or, as

informova’ PPD alebo, vo vynintmom pripade a p
dohode s PPD, mbze tohtdastnik klinického skiusan
v stlade s touto zmluvou a vynimkou v klinickom S&ai
poneché.

6) SkuSajuci, zdravotnicke zariadenie a PPD mg
zmysle prisluSnych pravnychpredpisov povinnas
v priebehu klinického sku3ania a po jeho dalem
zabezp&t ochranu osobnych Udajov ¢astnikov
klinického skuSania.

irdormed consent, PPD, the Principal Investigatut the

regulations and recommendations
particular, in art. IV. of this Agreement.

mentioned,

la) The Principal Investigator will retain signé
eirdormed consents as part of the Study records
sadcordance with ICH-GCP Guidelines and accordin
rtlee policies of the Institution. No Study subjechyrbe
aenrolled in the Study until such informed consext beer
obtained.

nid)
doourse of the Study that a Study subject inclugethe
Study does not meet its criteria, he/she shall
aaccordance with the Protocol, remove the Studyest

pexception, after Agreement with PPD, leave the 5t
asubject in the Study in accordance with this Agreen
and exception.

jby
PPD are required, during the Study and after i
completed, pursuant to the applicable legal regriat to
ensure protection of personal data and informatfaie
Study subjects.

b Institution have to comply with the relevant legal

2) The Study subjects may be included in the Sfudy
only:
a) with informed written consent pursuant to §|29
of Act no. 362/2011 Coll., as amended, and after
ch they have been duly instructed; or
mi  b) in compliance with the legal requirements
i stipulated in Act no. 362/2011 Coll.,, as
amended.
3) When drafting, requesting and filing the

In

2d
51N
g to

If the Principal Investigator discovers during the

in
Dj

an
ud
I

The Principal Investigator, the Institution, and

[ is

VL.
Monitorovanie a kontrola vykonavania klinického
skasania

VI
Monitoring and inspection of the conduct of the
Study

1) Vykonavanie klinického skdSania budui v sul
s pravnymi predpismi a odpam@niami uvedenyminajm
v ¢l V., ods. 1 tejto zmluvy kontrolo¥aa monitorové
povereni zamestnanci PPD, ktorym zdravotni
zariadenie a skuSajuci umozni pristup k vSeth
informaciam ziskanym v ramci klinického sk
a k vSetkym vysledkom laboratérnych skusok, vyt
a k dalSim zdznamom o ¢éstnikoch zaradenych ¢
klinického skusania.

2) Vykonavanie a vysledky klinického skusSar
méZu kontrolova aj auditori PPD a zadavéite tym nie
je dotknuté pravo kontroly zo strany prislusnycgéamov

1dl The conduct of the Study shall be inspected
amonitored in accordance with the legal regulatiang
recommendations stated, in particular, in art Bf. i of
cites Agreement by PPD’s authorized employees, torw
ythre Institution and the Principal Investigator $iparmit
access to all information acquired in the Study tndll
reesults of laboratory tests, examinations and atsords
jaabout the Study subjects included in the Study.

2) The conduct and results of the Study may als
nimspected by PPD’s or the Sponsor’s auditors; diiss
not affect the right of inspection of the relevauathorities
of the Slovak Republic and foreign inspection a$ic
The Institution and the Principal Investigator agte

Slovenske republiky azahranényck inSpeknyct

and

D be
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Uradov. Zdravotnicke zariadenie a skuSajlci sazzgurg
vySSie uvedenym auditorom poskytnusetky klinické
Udaje zapisané vo formularoch CRF/eCRF, akidatgie
relevantné informécie, vratane podpornych dat
informacii ziskanych ako vysledok klinického skiiag
na overovanie dat zaznamenanych v eCRF.

3) V pripade, Ze zdravotnicke zariadenie al
skiSajuci dostane oznamenie o tom, Ze pracoy
klinického skuSania bude podrobené inSpekcii a
auditu zo strany ktoréhokeek Statneho organu alel
kontrolného dradu, t4 zo zmluvnych stran, ktor&ta
oznamenie dostane, je povinna bezodkladne inforth
PPD. V pripade, Ze ktordkeek zo zmluvnych stra
nedostane o takejto inSpekcii alebo audite predb
oznadmenie, je takato zmluvna strana povinna |
upovedomt pri prvej moznej prileZitosti.

4) Kazdy @&astnik klinického skuSania musitb
poweny v zmysledl. V., ods. 2 tejto zmluvy a taktig
informovany o tom, Ze Udaje imm ziskané v priebeh
klinického skuSania mézu Byouzité na &ely kontroly
a predlozené prislusnym kontrolnym organom.

5) Klinické skuSanie m6Ze lBymonitorované na di&u
(remote monitoring). V tomto pripade je pracovig
klinického skuSania a skdSajuci povinné spoluprat(
s ugenym remote monitorom klinického skuSania
splnenie vSetkych svojich povinnosti spojenych s
monitoringom na digku.

A provide to the above-mentioned auditors all clihdata
recorded in the CRF/eCRF as well as other rele
information, including all supporting data a
irdormation generated as a result of the Studyeafyw

ndata recorded in the CRFs.

3) In the event that the Institution or Princifg
blvestigator receives notice that the Study Sitdl e the
iskinject of an inspection or audit by any governaleoit
elegulatory authority, the Party receiving such ceshall
panform PPD immediately. In the event that any o

Parties do not receive prior notice of such inspacor
peadit, the party shall notify PPD at the first dahbie
nopportunity.
ezn
PPD

4)
ypursuant to art. V. par. 2 of this Agreement arsb
Zinformed that the data acquired about him in thes® of
uthe Study may be used and submitted to the apptey

inspection authorities for purposes of inspection.

5) This Study may be monitored remotely (rem
monitoring). In this case, The Study Site and Rypizic
Investigator are obliged to cooperate with the glestied
Kstudy remote monitor to fulfil the obligation cormted
with remote monitoring.

na

Each of the Study subjects must be instru¢

vant
nd

al

th

ted
Al

i

pte

VII.
DalSie ustanovenia

VII.
Other provisions

1) Zadavaté prostrednictvom PPD poskytn
zdravotnickemu zariadeniu a skdSajucemu VS
materialy (vratane skuSaného c¢lie, poskytnutéhd
vybavenia af.) Specifikované v protokole, ktoré
potrebné na vykonavanie klinického skiSania, adndy
na naklady zadavdia.

2) Pracovisko Klinického skiSania a skusaj
pouZiju skuSané lievo a ostatny materidl, ktory in
poskytne PPD a ktorého S3pecifikacie saadasju
v protokole §l. IV., ods. 1 (a) tejto zmluvy), len n
vykonavanie klinického skuSania. VSetky materialy
Gcely Klinického skuSania a skudSané ¢ihe, ktoré
pracovisko klinického skiSania a skuSajuci v ra
klinického skuSania nepouziju, vratia PPD.

3) SkuSané ligivo mo6Zzu podavad len skusajuc
a ukeni ¢lenovia timu  klinického skdSan
zdravotnickeho zariadenia pod dladom a kontrolol
skdSajuceho, a to len v sulade s protokolom &edoin
vykonavanie klinického skudSania. SkuSané civie
nembze by premiestované k Ziadnej tretej stra
a mozno ho poutilen v sulade s protokolom.

€l) Sponsor, through PPD shall
otstitution and the Principal Investigator with
materials (including Study Drug, provided equipme
eetc.) specified by the Protocol, which are necgssar
conduct the Study, and solely at Sponsor's expense.

1)
nshall use the Study Drug and other material praliole
PPD, the specifications of which are provided ie
aProtocol (art. IV par. 1 (a) of this Agreement)/yofor

Investigator shall return to PPD all Study Drug &
meiaterials which are not used in the Study.

3) The Study Drug may be administered only by
aPrincipal Investigator or delegated Study Team nes)
I of the Institution under the supervision and cdntfdhe
Principal Investigator, and only in accordance vilb
Protocol for the purpose of conducting the Studlye
n&tudy Drug may not be transferred to any thirdyparid
may be used only in accordance with the Protocol.

rconducting the Study. The Study Site and the Ryaiagi

provide the

all
nt

The Study Site and the Principal Investigator

th

i
ind

the

—
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4) SkuSajuci a zdravotnicke zariadenie sa zavaz
Ze vSetku dokumentaciu o vykonavani klinické
skuSania (opisanu vysSie) v sulade s ICH-GCP zaiji
na dihSie obdobie z (i) na obdobie vyZadované yiatn
pravnymi predpismi alebo (ii) po dobu patéks) rokov
odo dia dokorenia klinického skuSania. PoKiasa
akékdvek zdrojové Udaje za ¢é@lom overovania
zdrojovych Udajov uchovavaju len v di&ovych
suboroch, skdSajuci sa zavézuje vyhatowiytlatok
vSetkych Udajov tykajucich sacastnikov klinickéhg
skdSania, ktoré su pre klinické skusanie relevantigto
vytlatky budi datované, podpisané skuSajucim a ri
archivované ako zdrojové dokumenty.

5) Zadavaté bude opravneny ponechsi originaly
vSetkych formuldrov CRF alebo e-CRF, ktoré sa s
majetkom zadavafa. Origindly vSetkych ostatnyg
zaznamov a materialov bude archivbovadravotnicke
zariadenie a tieto budld uchovavané v sulade sayuset

LI, The Principal Investigator and the Instituti
ragree to preserve all Study records (describedegland
oall Study documentation in accordance with ICH-G
for the longer of: (a) the period required by apglile
laws and regulations or (b) fifteen (15) years fiitbendate
the Study is completed. If any source data are ke
L computer files only, for the purpose of source ¢
verification, the Principal Investigator agreesntake a
print out of all data related to the Study subjeetevant
to the Study. These print-outs will be dated agdes by
the Principal Investigator and duly retained asre®
dieeuments.

5) The Sponsor will be entitled to keep originals
aalll CRFs or e-CRFs, which will be the property bé
hSponsor. The originals of all other records andenials
will be maintained by the Institution and will beld in
accordance with all applicable laws and regulatioghs

prislusnymi zakonmi a predpismi. Zadavatiwstane na copy of such materials will be provided to the Sy

poziadanie kopie tychto materiélov.

6) Zdravotnicke zariadenie a sku3ajlci sa zavaz
Ze pokid bude na vykonavanie analyz preely
klinického skdSania pouzité akdkek externé
laboratérium, postaraju sa o to, Ze toto laboramfude
na vykon takejto prace kvalifikované v zmysle za
spravnej laboratdrnej a klinickej praxe. Kvalifikég

upon request.

ugi),
agree that if any external laboratory is used twdope
analyses for the purposes of the Study, they wtluee
that the laboratory is qualified to perform suchrky
squlirsuant to the principles of good laboratory alimazl
practices. The qualification of the external labomna

externého laboratoria musi tbypreukazana prislusnymshall be proved by the appropriate certificatedsisio the

certifikatom vydanym tomuto laboratériu na vykondieg,
takychto analyz. Okrem toho, zdravotnicke zariaglen
skiSajuci sa zavazuju zabedipe Ze toto externd
laboratérium bude viazané takou istawmluvou
o0 mkanlivosti, uchovavani zaznamov, pristupe k uda
a zdznamom a podmienkam duSevného vlastnictva
su tie, ktoré su uvedené v tejto zmluve.

7) SkuSajuci a zdravotnicke zariadenie sazavaz
Ze nazov alebo produkty PPD alebo zad&easévisiace
s klinickym skdSanim nepouziju naialy propagacie
alebo reklamy bez prechadzajiceho suhlasu PPD
zadavatka.

8) PPD sa =zavazuje, Ze nezverejni m
skuSajuceho spojeného s tymto klinickym skuSanak
nez spésobom uvedenymdhanku X., ods. 4 tejto zmluvy

9) Skusajuci &len(ovia) timu klinického skisania su
poziadanie PPD/zadavéite povinni zdastiova’ sa
vSetkych ~ Skoleni  timu klinického  skus3ar
zabezp&vanych na pracovisku Kklinického skusa
i mimo neho. VSetky naklady na Skolenia tykajlce
klinického skuSania hradi PPD/zadavaté pripade, Z¢
je skusajuci &lenovia timu klinického skusania vyzva
na (ag’ na Skoleniach, dané Skolenie sa povaZuije
nevyhnutnu s€ag’ vykonavania klinického skisania.

laboratory to perform such analyses. In additidre
i Institution and the Principal Investigator agreestsure
2 that the external laboratory shall be bound bysthme
confidentiality, records retention, access to datal
aracords, and intellectual property terms as thoséained
akthis Agreement.

um, The Principal Investigator and the Instituti
agree not to use the name or products of PPD ans®p
connected with the Study for purposes of promotor
hlebweertising without their prior consent.

2180 PPD agrees not to make public the name of]
rPrincipal Investigator connected with the Studyeothan
. as provided in article X. par. 4 of this Agreement.

n8) The Principal Investigator and Study Team membeg
are required to attend any training of the Studwril
niprovided at Study Site and outside upon PPD/Sp&s
request. All costs for the training related to 8tady are
paid by PPD/Sponsor. In case Principal Investigatat
Study Team member/s are required to attend amincai
nguch training is considered the essential part hef
> (Exformance of the Study.

The Institution and the Principal Investigator

—

ata

of
[

D

DN

the

2r(S)

D

50r

VIIL.

VIII.

Neziaduce udalosti v priebehu klinického skdSania

Adverse events in the course of the Study
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1) SkusSajuci bezodkladne telefonicky, faxom al€
elektronickou poStou upovedomi PPD o vsetk
zavaznych neziaducich udalostiach a v3etk
neatakavanych zavaznych neZiaducickinkoch, ku
ktorym doSlo poas klinického skuSania. Pial § 44
Z&kona ¢. 362/2011 z.z. je skuSajdaci tieZz povin
informova’ zdravotné poi%vne.

2) Neziaduce udalosti, zavazné neziadlce udal
neziaduce &inky, zavazné neZiaddcecioky ako aj
neatakavané zavazné neziaduemiay su definované v

40 a § 41 zakong. 362/2011 z.z. v zneni neskor$
predpisov a skdsajuci ich palvysSie uvedeného zako
a pod'a Smernic ICH GCP ma evidava hlasf.

g8le)
yatiform PPD by telephone, fax or electronic mailaoiy
yslrious adverse events and unexpected adverse
reactions which occur during the Study. The Priak
Investigator is also obliged to inform health ireure
ngompanies according to § 44 of Act no. 362/2011Col

o2}, Adverse events, serious adverse events, ad

drug reactions, serious adverse drug reactionselisag/
3 unexpected serious adverse drug reactions areedsfin
cB 40 and 41 of Act no. 362/2011 Coll., as amended,
nare to be recorded and reported by the Pring
Investigator pursuant to the above Act and pursigeatfie
ICH GCP Guidelines.

The Principal Investigator shall, without delay,

drug
p

erse

ipal

IX.
Poistenie a odSkodnenie

IX.
Insurance and indemnification

1) Zadavatg v sulade s § 43 zdkona 362/2011

Z.z. v zneni neskorSich predpisov, zabézpmoistné
krytie (ako je poistenie zodpovednosti) a limitgilade
s lokalnymi predpismi na pokrytie svojich povinrig
tykajucich sa klinického skdsania, vratane kryfiayina

zdravi subjektov klinického skiSania a bude toigjuries, and shall maintain such insurance forehgre

poistenie udrZoua v platnosti po celycas trvania
klinického skusania.

2) Poistenie uvedené v ods. 1) sa mavwje na
pripady, k&’ G¢astnik skasania bol do klinického skisal
zaradeny bez toho, aby sa zaobstaral jeho informpo
suhlas alebo ak k ujmecastnika klinického skusan
doSlo v désledku nedbanlivosti skiuSajuceho aleBbdt
¢lena timu klinického skdSania alebo v dbsle
poruSenia protokolu alebo nedodrzania pokynov,éK
pracovisko klinického skuSania dostalo od PPD ated
zadavatéa.

3) Zdravotnicke zariadenie vyhlasuje, Ze
v zmysle § 79, ods. 1s zakorta 578/2004 z.z. (
poskytovatéoch zdravotnej starostlivosti uzavre
poistenie zodpovednosti, ktord by mu pri poskytdv
zdravotnej starostlivosti mohla vznikhiToto poistenie
je v sulade s prislusnymi zakonmi a nezafg povinné
poistenie zodpovednosti vo tahu k vykonavaniy
klinického skuSania. Pdéd & 79, ods. 1 zakona.
578/2004 z.z. musi Ioytoto poistenie platné po celd dok
po ktorl zdravotnicke zariadenie poskytuje zdrad
starostlivos.

4) SkaSajuci a zdravotnicke zariadenie sa zavazujli,44&he Principal Investigator and the Institution agte

budu PPD a zadavdte pisomne informovao kazdom
pripade reklaméacie vad skuSanéhcilia alebo inych
produktov pouzitych v ramci klinického skuasar
a poskytnutych zadavdtem alebo PPD.

1) In accordance with par. 43 of Act No. 362/2(
Coll. as amended, the Sponsor has arranged fogimse
coverage types (such as liability insurance) amitsiin
stompliance with local regulations to cover its ghtions
with respect to the Study, including coverage fidjsct

duration of the Study.

2) The insurance in par. 1) does not apply in ca
niehere a Study Subject was included without obtair
vanformed consent or where a Study subject was ed
adue to negligence of the Principal Investigatoawmother
n Study Team member, or violation of the Protocol
jkastructions given to the Study Site by PPD or Spen
tor
ol

3) The Institution declares that it has insural
D coverage in accordance with § 79 par. 1s of Act
t678/2004 Coll., on Medical Care Providers, withpext
aio liability it may have while providing medicalea This

insurance coverage is in correlation with the aylie

laws and does not include liability insurance wibpect

to conducting a Study. According to § 79 par. 1Act

no. 578/2004 Coll., this insurance coverage mustlie
uor the entire length of the Institution’s provigicof
ptmedical care.

inform PPD and Sponsor in writing about any inseeoig
recall of Study Drug or other products used in Sitedy
provided by the Sponsor or PPD.

5) The Parties agree to cooperate fully in resolv
the situations described in this Article hereof

11

ASES
n
LIr

or

nce
no.
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5) Zmluvné strany sa zavazuju, Ze budd pri rie
situécii opisanych v tomtélanku IX. tejto zmluvy plne
spolupracova

senfi

X.
Ochrana dévernych informécii

X.
Protection of confidential information

1) Vyraz déverné informacie pre&ély tejto zmluvy
znamend akéKweek informacie alebo dokumentag
poskytnuté PPD a zadaviden alebo v ich mene, alel
akékdvek informacie alebo dokumentéciu alebo d
vytvorené zdravotnickym zariadenim, skuSajucim @
¢lenom timu klinického skuSania pri vykone kliniclké
skuSania (spolme len ako ¢bverné informéacie’); ¢o
zaha najma protokol, brozaru skdSajuceho, d
klinického skuSania a informacie o vynaleze (akd
definované nizSie) o Struktare, zloZeni, ingredi&cit,
vzorkéach, know-how, technickych  sppoch
a procesoch, ako djalSie informéacie, a to dokonca
v tych pripadoch, kitieto PPD alebo zadavéiteyslovne
neozndil ako déverné. Déverny charakter chranen
informdcii, prava na ich publikovanie, prava du&hm
vlastnictva a prava na odSkodnenie za pripadnéys
trvaju aj po dokodeni klinického skusania.

2) Dévernymi informaciami nie su informaci
ktoré sa vcase ich odovzdania povazuju za dlhod
zname medzi odbornou verejios alebo ktoré uz bo
publikované.

3) Zdravotnicke zariadenie a skuSajuci nem
déverné informécie spristupntretim stranam ani ic
pouzt’ na el iny nez ukuja pokyny PPD. Dévern
informéacie su vylinym vlastnictvom PPD a zadavide
a zdravotnicke zariadenie a skuSajuci su povinhi
uchovavd v tajnosti na mieste &enom pre takét
informacie.

4) Ak zdravotnicke zariadenie a skiSajuci potreh
ma’ urgité ¢asti dovernych informacii k dispozicii pre s
prislusnej jurisdikcie alebo spravny orgamrgan Statne
spravy na zaklade prikazu alebo poziadavky s
prislusnej jurisdikcie, spravneho organu alebo \zuotrae]

poigovne), zdravotnicke zariadenie alebo skusajgach court of competent jurisdiction, administrativ

0 tom bezodkladne informuja PPD a spristupnia ib
¢ag’ doévernych informacii, ktoré su vyZzadované
zékonnych dévodov.

5) PPD, zdravotnicke zariadenie a skuSajuci
zavazuju, Zze vSetkyctlenov timu klinického skiSan
oktorym sa dobverné informacie spristupnia, b
informova” o povinnosti zachovéa mkanlivog’
v zmysle tejto zmluvy; takéto osoby si potom viaz
takou istou mianlivog’ou.

6) Zdravotnicke zariadenie a skuSajlci sa zavaz

1) Confidential Information means any informati
iwr documentation provided by or on behalf of PPB/an
dhe Sponsor, or any information, documentation ata
agenerated by Institution, Principal InvestigatorSiudy
ebeam members in performing the Study (collective
h"“ Confidential Information ™); it includes, in particular

the Protocol, the Investigator Brochure, Study datal
atgformation about any Inventions (defined below)e
$tructure, composition, ingredients, samples, khow;
technical procedures and processes, as well ag
information, even if it is not expressly identifiembs
agonfidential by PPD or the Sponsor. Confidentialtify
proprietary information, publication, publicity hg,
yehtellectual property rights and indemnification ah
survive the completion of this Study.
kod

e2) Confidential Information does not inclug
plaformation which is, at the time it is delivere
i considered to have been known for a long time antioa
expert public or which was published.

OA) The Institution and the Principal Investiga
nmay not make the Confidential Information availatie
Bthird parties, or use it for a purpose other thewepecified
> in PPD’s instructions. Confidential Information #h
tzelong exclusively to PPD and the Sponsor, and bba
D maintained in secrecy by the Institution and thedsal
Investigator at a place assigned for such inforonati

Wi If it becomes necessary for Institution a
Uerincipal Investigator to make certain portions
Confidential Information available to a court
Uclhmpetent jurisdiction or administrative agency
governmental body pursuant to an order or requintwie

adgency or other governmental body or health insig
awmpany, the Institution or the Principal Investiyahall
inform PPD of this without delay and shall disclasgy
the portion of Confidential Information it is legal
required to disclose.

Sh The Institution and the Principal Investiga
aagree to inform all Study Team members to wh
ud@onfidential Information is made available abot thuty
of secrecy in accordance with this Agreement; g
apersons are then bound by the same duty of secrecy.

Ui, The Institution and the Principal Investiga

Ze po dokoteni klinického skuSania Pl odovzdajt

DN

d

2ly,

othe

e

nd
of

of
or

an

or
om

uch

or

agree to deliver to PPD, after completion of Study all
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vSetky déverné informéacie, avSak mbze si pone@uany
képiu na zadkonom stanovené archivielyi

7) Zmluvné strany sa zavazuju, Ze zacho
doverny charakter vSetkych informécii tykajdcich
financnych dohéd medzi zmluvnymi stranami v tajng
a Ze ich budd uchovéfaoddelene od ostatnyg
dokumentov.

vaju

Confidential Information, except it may retain aropy
for legal archival purposes.

s§ The Parties agree to keep all documents
stiformation concerning the financial arrangeme
hbetween the Parties confidential and separate &tbrer
documents.

Xl.
Vlastnictvo, ochrana a publikovanie vysledkov
klinického skuSania

XI.
Ownership, protection, and publication of Study
results

1) Vysledky klinického skdSania su vyloym
vlastnictvom zadavata. VSetky vynalezy, objavy alel
zlepSenia vytvorené, vyvinuté alebo objavené&ap
klinického skuSania alebo skuSany liek (spoko
.vynalezy") bude vlastni zadavate Zdravotnicke
zariadenie a skuSajuci tymto prevedu a zabgapaby
vSetci¢lenovia timu klinického skiSania previedli vSet
ich prava, pravny titul a podiel na tychto vynalez
zadavatéovi.

2) Ani zdravotnicke zariadenie ani skuSaj
nemdzu publikovd vysledky klinického skudSani
vytvorené skisajlcim na pracovisku klinického skies
bez vopred udeleného pisomného suhlasu zadéav
Rozhodnutia o publikanych moZnostiach spadaju v plr
miere do zodpovednosti zadaJdate Zdravotnicke
zariadenie a sklSajuci sa zavazuja, Ze zverejn
akychkdvek publikacii alebo Ustnych prezenta
vratane, a bez obmedzenia, odbornych rukop
vytahov, resumé, plagatov a vizualnych diel o prieb
alebo vysledkoch klinického skuSania prediskutu
zadavatéom, a to najmenej Sedesiat (60) dni pre
zamy$anym odovzdanim pracovnych verzii takyc
diel.

3) Okrem toho, zadavdtena pravo pozadovaaby
ktorakd’vek publikacia alebo prezentacia tykajuca
aktivit Kklinického skuSania na zaklade tejto zmiy
obsahovala ocenenie podpory zaddaiate

4) Zdravotnicke zariadenie a skuS$ajuci nem
uverejnt’ Ziaden odborny rukopis o vynalezoch aleb
skasanom ligive skér, ako zadavditepoda patentov
prihlasku.

5) Zdravotnicke zariadenie mbze bez predchadzaju
stuhlasu zadavdta zverejnf akékdvek informacie
tykajuce sa klinického skuSania, ktoré su dostupas
stranke www.clinicaltrials.gov.

1) The results of the Study are owned exclusiv
dy the Sponsor. Any inventions discoveries,

D improvements generated, developed or discovere
Institution, Principal Investigator or Study Tearambers
in the course of the Study, or with use of the ltesafthe
Study, or the Study Drug (collectively, ,InventiGhsvill

kige owned by the Sponsor. Institution and Princ
b Investigator each hereby assigns, and shall catusly
Team members to assign, their entire right, tidad
interest in such Inventions to Sponsor.

(12) Neither the Institution nor the Princip
alnvestigator shall publish the Study results geteerdy
athe Principal Investigator at the Study Site withthe
at8ponsor's prior written consent. Decisions ab
gpublication opportunities are fully within the Spomn's
responsibility. The Institution and the Princif
dnieestigator agree that they will discuss publmanf any
Cipublications or oral presentations, including with
sbmitation expert manuscripts, abstracts, postensd
etisual works about the course or results of thelBiith
the Sponsor at least sixty (60) days prior to tteppsed
d submission of such drafts.
hto

3) In addition, the Sponsor shall have the righ
saquire that any publication or presentation comogy
e Study activities hereunder acknowledge the Suts
support.

64 The Institution and the Principal Investiga
poshall not issue any expert manuscript about thertions
I or the Study Drug before the Sponsor applies foerda
registration.

cého Institution may without prior consent from Spons
list any information regarding the Study which
2 available on www.clinicaltrials.gov website.

and

nts

ely
or

] by

out

al

to

s0r
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XIl.
Ochrana udajov

XIl,
Data Protection
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1) Vyklad pojmov:

.Zakony o ochrane Udajov a sukromid su vSetky

platné zakony, pravne predpisy, regul@ pozZiadavky

a usmernenia, ktoré suvisia s ochranou Udajov eBui

vo vSeobecnosti, vratane: (a) Smernice EU o och

osobnych udajo¢. 95/46/EC (smernicd’), ktora bola

nahradend 25 méja 2018 nariadendm 2016/679 @

ochrane fyzickych o0s6b pri spracivani osobnychaida
0 va'nom pohybe takychto Udajovn@riadenie’); (b)

vSetkych pravnych predpisov, ktorymi sa transpor
suvisiacich  pravn

smernica, nariadenie alebo
predpisov ktoréholivek ¢lenského Statu Eurdpske
hospodarskeho priestoru; alebo (c) iného zakowoay je
v slasnosti v platnosti alebo ktory moze vstlpio
platnosti v buduicnosti, v akejkeek jurisdikcii, ktorym
sa riadi spracovanie osobnych (dajov tykajlce
ktorejkd’vek zo zmluvnych stran tejto zmluvy

»,Osobné udajé, , postup/spracovanié, , kontrolér “,
.Spracovatd” a ,dotknutd osobd maju rovnaky
vyznam ako v nariadeni a budi obsaltmsjeieto vyrazy

alebo im zodpovedajuce vyrazy tak, ako su definéy
uds
a sukromia. Osobné Udaje zadiu Udaje a snimky

v akomkdvek inom zakone na ochranu

kddované kicom na Urovni pacienta.

2) Dodrziavanie: Zmluvné strany sa vzajom
zarleuju, Ze budu spracovét/asobné Udaje v sulade
vSetkymi zakonmi na ochranu osobnycldajav
a sukromia a v sulade s medzindrodnym harmeéniza
odpor&anim pre spravnu klinickd prax (ICH-GCP).

3) Vzajomné zodpovednosti pial nariadenia

1) Definitions:

“Data Protection and Privacy Law$ mean all

rghabally, including (a) the EU Data Protection Ritige
95/46/EC (Directive”), superseded by the General D
Protection Regulation 2016/679Rggulation”) on 25
May 2018; (b) any legislation transposing the Direx
Regulation or related legislation of any membetestd
ufee European Economic Area; or (c) any other law imo
yidrce or that may in future come into force, in aghgvant
ngurisdiction, governing the Processing of Persdbata
applicable to any party to this Agreement.

sa

“Personal Datd, “Process/Processirig “ Controller”,
“Processot and “Data Subject shall have the sam
meaning as in the Regulation and shall also incthdse
aterms, or corresponding terms, as defined undeotrey
jdvata Protection and Privacy Laws. Personal Datd
include patient-level key-coded data and images.

n2) Compliance: The parties warrant to each o
sahat they will Process Personal Data in complianite
all Data Protection and Privacy Laws, and in coerge
with the International Conference on Harmonisat
Guideline for Good Clinical Practice (ICH-GCP).

3) Mutual Responsibilities under the Regulation: The

Zmluvné strany potvrdzuju, Ze kazdéa z nich zdraiobin
zariadenie a zadavditsl spoloni prevadzkovateni a
Ze PPD je sprostredkovéifektory kona na zaklad
pokynov zadavat@a, pokid ide o spracivanie osobny
Udajov tykajucich sa sluzieb poskytovanych faotkjto
zmluvy. Clanok 26 nariadenia vyZaduje, aby sgoio
prevadzkovatelia stanovili svoje prislusné zodpoesti
za dodrziavanie predpisu vzajomnou dohodou.r®
tohto cida je dohodnuté, Ze vEddom na pristup

identite dotknutych os6b, bude zdravotnicke zaria
zarwtova® dodrZiavanie povinnosti pda predpisu
upravujucich ochranu Udajov dotknutych oséb. Dotén
osoby m6zu uplatiisvoje prava cez zodpovednl 0sg
uréend zdravotnickym zariadenim gad ¢lanku 37
nariadenia. Zodpovedna osoba zdravotnickeho zanie(
bude kontaktovazodpovednl osobu zadavadXavier
Gobert, Address: MyData-TRUST, Boulevard Initial
713 7000, Mons, Belgium, XXXXXXXV
pripade, Ze dotknuta osol
uplatni svoje prava.

Zadavaté uvedie informacie, ktoré je nutné poskyin

Parties acknowledge that each of the Institutiath an
Sponsor are joint Controllers and that PPD is aéssor
p acting under instructions from Sponsor with respetiie
cHProcessing of Personal Data relating to the segvice
provided under this Agreement. Article 26 of the
Regulation requires that joint Controllers shaliedmine
their respective responsibilities for compliancéwthe
pdRegulation through an arrangement between them.
Pursuant to this objective, it is agreed that beeau
e Institution will have access to the identity otrData
Subjects, it shall therefore ensure compliance thigh
wbligations under the Regulation as regards thecesxeg
bof the data protection rights of Data Sutsec Data
Subjects should seek to exercise their rights tiiahe
ddata Protection Officer that is be appointed by the
Institution under Article 37 of the Regulation. The
idnstitution’s Data Protection Officer shall contact
Sponsor’s Data Protection Officer (Xavier Gobert,
pahddress: MyData-TRUST, Boulevard Initialis, 7/3 -
7000, Mons, Belgium,
XXxxxxx when Data Subjects exercise
their rights.

USponsor shall include the information that must

dotknutym osobam pta poZiadaviek vélanku 13

applicable laws, regulations, and regulatory regqagnts
and guidance relating to data protection and pyy

ac

ata

ha

her

ion

be

provided to Data Subjects as required by Articlefithe
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nariadenia, vo formularoch informovanéhohlasu.
Zdravotnicke zariadenie ziska potrebné informoyv
suhlasy od dotknutych oséb, aby bola zaistena zé<n
spracovania udajov

4) Bezpé&nog® informécii: Spracovanie uUdajo
Zmluvné strany uznavajlu, Ze zdravotnicke zariade
skUSajuci a zadavdtesu kazdy samostatne nezavisly,
prevadzkovatémi a Ze PPD je sprostredkovitetory
kon& podla pokynov zadavate, ¢o sa tyka spracovani
osobnych  Udajov, ktoré suUvisia so sluzbag
poskytovanymi poth tejto zmluvy. Zmluvné stran
zaistia, aby osoby s opravnenim spracovagaobné
Udaje zartili dévernos’ alebo boli viazané prislusng
Statutdrnou  povinndsu  uchovavd  dovernos.
Zdravotnicke zariadenie zaisti striktnd  kontr
zabezpé&enia pobvodnej zdravotnej dokumenta
dotknutych osdb pred neopravnenym pristupom a
nadhodnou stratou. Zadavhtea/alebo PPD moz
pristupova k pdvodnym zdravotnym zdznamom rgalgy
monitorovania a budu pri praci s takymito dokumen
zachovava striktna dévernas

5) NaruSenie bezgaosti: Zdravotnicke zariaden
ponesie zodpovedn®sza preskimanie a napra
neopravneného pristupu, akvizicie alebo pred
osobnych Udajov uchovavanych v  pdévodny
zdravotnych zdznamoch (,naruSenie b&mpsti) alebo
akychkdvek dévernych Gdajov. Zdravotnicke zariade
vSak ihné upozorni zodpovednu osobu zadalatea
akékdvek takéto naruSenie bezpesti. Takéto
upozornenie bude obsahdva suhrn  rozumnych
podrobnosti 0 naruSeni beZpesti a napravné opatren
zaradené zdravotnickym zariadenim.

6) Ziadosti o ochranu Gdajov: Ziadosti sGvisiace

s ochranou Udajov: Zdravotnicke zariadenie a/a
skdSajaci budd bezodkladne pisomne inforntio
zodpovednu osobu zadavigev pripade, ak im bud
doruiena akékbvek informacia, ktora sa tyka ochra
Udajov v suvislosti so sluzbami, a to od dotknotgby,
organu na kontrolu ochrany osobnych tdajov alebbar
regul@&ného organu, a poskytni zodpovednej oS
zadavatBa pIn0d stinnog’ a podporu vo vahu
k akymkdvek tymto informacidm, a to bedalSich
nakladov pre PPD alebo zadavate

7 Prenosy udajov: Zdravotnicke zariadenie b
spracovava alebo inak prenagaosobné Udaje mim
Europskeho hospodarskeho priestotler(skych Statoy
Eurdpskej tnie plus Nérsko, Island a LichtenStagi$én
tak, ako je stanovené v tejto zmluve alebo v profek

8) Désledky uplynutia alebo ukoéenia platnosti:
Povinnosti obsiahnuté v tejiasti XIl. pretrvajli aj po
uplynuti alebo uko¥eni platnosti tejto zmluvy.

9) Osobné udaje skuSajucehglenov timu klinického
skdSania: Zadavdte mbze pozZiada aby mohol

Regulation in subject informed consent forms. tngtn
anBall gain necessary informed consents from Data
Subjects to ensure the lawfulness of data Proagssin

4) Information Security: All parties shall impleme
nég@propriate technical and organisational measuoe
nprotect the Personal Data and Confidential Inforomaas
required by ICH-GCP and Data Protection and Priv
aLaws. The parties shall ensure that persons aatfttd
\srfirocess Personal Data have committed themselv
yconfidentiality or are under an appropriate statu
obligation of confidentiality. Institution shall jparticular
uapply strict controls to ensure Data Subjects’ indf
medical documents are secured from unauthorizexba
nland accidental loss. Sponsor and/or PPD may a
cieriginal medical records to perform monitoring wsities
eod shall handle such documents in the strig
U confidence.

tm

eb) Security _Incidents: Institution shall [
wesponsible for investigating and remediating

animauthorised access, acquisition, or disclosuReafonal
dbata held within original medical records (“Secyr
Incident”) or of any Confidential Information. Hower,

nlastitution shall notify Sponsor's DPO immediatedy

in reasonable detail the Security Incident and
corrective action to be taken by Institution.
ie

6) Data Protection Requests: Institution sk
ehwmptly notify Sponsor’s DPO in writing if theyaeive
vany communication with regards to data protec
erelating to the services from a Data Subject, a
nyprotection authority or other regulatory authorapnd
provide Sponsor's DPO with full cooperation g
assistance in relation to any such communicatibmoa
obdditional cost to PPD or Sponsor.

Lde Data Transfers: Institution shall only Process
D otherwise transfer Personal Data outside the Earo
Economic Area (member states of the European U
plus, Norway, Iceland & Liechtenstein) as set aouthis
Agreement or the Protocol.

8) Consequences of Expiry or Termination: T
obligations contained in this Section XII. shalhsue the
termination or expiry of this Agreement.

9) Personal Data of Principal Investigator and St

any such Security Incident. Such notice shall surizaa

Team Members: Sponsor may request to collect Raks

S t

acy

s to

CcC
CCEeSS

test

e

any

it
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nall

tion
dat

nd
]

or
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nion

he

udy
o

zhromad'ova osobné Udaje skuSajlceh

oDPata from the Principal Investigator, sub-inigestors,
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spoluskusajucich  dalSich ¢lenov
skuSania, ktori sa pod@&l na vykonavani klinickéh
skiSania a mbézu Bypredmetom zakonov na ochra
osobnych (dajov a zachovani sukromia. Zdravotn
zariadenie  stUhlasi, Ze ziska od skidSajuc
spoluskisajucich adalSich ¢lenov timu klinického
skusania vyslovny suhlas, ktory mozZet byotrebny v
sulade s prislusnymi zakonmi na ochranu osobr
Udajov a zachovani sukromia, na spracovanie ty
osobnych Udajov zhromazdenych zaddi@te Tento

suhlas opravni prenos tychto osobnych Udajov dahin

krajin neZ je vlastna krajina zdravotnickeho zaad,
najma do Spojenych Statov americkych napriek tabau

timu klinického

other Study Team members involved in the condutti®
D Study which may be subject to Data Protection
nPrivacy Laws. Institution agrees to obtain any esp
ckensents, as may be necessary in accordance
clapplicable Data Protection and Privacy Laws, foe

f
and
A

with
th

processing of any such Personal Data collectedhby
Sponsor from the Principal Investigator, s
vidvestigators, other Study Team members. Such ab
clsteall authorize the transfer of such Personal Dat
countries other than the Institution's own coun

ub-

though data protection may not exist or be as dpesl
,in those countries as in the Institution’s own doyrfor

ochrana osobnych (dajov v tychto krajinach nemube following purposes:

existovad alebo nie je taka rozvinuta ako vo vlast
krajine zdravotnickeho zariadenia, a to na tig¢eya
a.
b. preskimanie orgdnmi Statnej
regul&nymi aradmi, zadavatem a jeho
zastupcami, polikami a spolupracovnikmi;
uspokojenie zakonnych alebo regingch

poZiadaviek vratane majetkového priznan
by poZadované prislusnyn

ktoré moézu
regula&nymi Gradmi;

publikovanie navww.clintrials.gova nad’alSich
internetovych strdnkach a databazach, k
slGzia na podobné&aly;

poskytnutie jednotlivym pacientom a lekaro
ktori mézu ma zaujem na &asti v klinickom
skuSani v zdravotnickom zariadent;

uchovanie v databazach zadavatea pouzitie

u vybranych centier v buducich Klinickyg

skuSaniach.

vykonavanie a interpretacia klinického skusar
spravy ale

na ziadog jednotlivych pacientov a lekaro

nej

ia;
2bo

a.the conduct and interpretation of the Study;

b.review by governmental or regulatory agenc

ia,

c.satisfying legal or regulatory

required by applicable regulatory authorities;

oré d.publication on www.clinicaltrials.gov and oth

<

purpose;
e.upon request of individual patients and doc

be interested in participating in a clinical trial
Institution;

f. storage in Sponsor’s databases for use in saje
sites in future clinical trials.

nse

vincluding without limitation the United States, ev

Sponsor, and its agents, affiliates and collabosato

requiremer
including disclosures of financial interests as rhay

websites and databases that serve a compd

provision to individual patients and doctors whan

try,

es,

er
rable

tors
na

XIll.
Cisté trestné registre / Zakazinnosti

X,
Clean criminal records/ Debarment Certification

1) SkusSajuci vyhlasuje a garantuje, Ze ani jemu
pod’a jeho najlepSieho vedomia, Ziadnemtienov timu
klinického ski3ania nebola nikdy zakaz&mnog’ a ani
nebol odsudeny za tresttifn, za ktory by lekarovi mohl
byt zakazan&innog’ v oblasti mediciny.

2)
¢lenov timu klinického skiSania nebol nikdy obving
vySetrovany alebo uznany vinnym v spojitosti
vykonavanim klinického skuSania.

3) Zdravotnicke zariadenie tymto potvrdzuje, Ze
zdravotnicke zariadenie, jeho zamestnanci, na
skusajuci, ani akakeek ina osob
zazmluvnena zdravotnickym zariadenim na vykonay
klinického skuSania (vratanélenov timu klinickéhag
skdsania) nie je vySetrovana kvoli zaka&mnosti alebg
ma v siasnosti vysloveny zakamnnosti, alebdiaka na

SkuSajuci vyhlasuje, Ze ani on ani Ziaden 23

’

[e

ah), The Principal Investigator represents
warrants that neither he nor, to the best of hs\edge,
any other member of the Study Team was ever prieii
a from practicing or was sentenced for a crime forolta
doctor may be prohibited from practicing in the meat
field.

The Principal Investigator declares that neit
npe nor any member of the Study Team has eve
&nnection with the conduct of a Study, been aaty
investigated or convicted.

aB) The Institution hereby certifies that neither Ihgion,
jitsiemployees, in particular the Principal Investixy, nor
aany other person retained by the Institution tdqyer the
alieidy (including all Study Team members) is un
investigation for debarment or is presently delthorehas
a disqualification hearing pending or has b
disqualified.

and

her
r, in
se

der

een
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prerokovanie ofadne zakaztinnosti, alebo bola
diskvalifikovana.

4) Zdravotnicke zariadeniefalej potvrdzuje, Ze an
zdravotnicke zariadenie, skiSajuci ani akéké& ina
osoba, pravnicka osoba ponechand zdravotnig
zariadenim na vykonavanie klinického skiSania &mé
¢lenov timu Kklinického skdSania) nie je ange@
v akejkdvek cinnosti alebo v aktivite, ktor4 by moh
vied” k vySSie uvedenej diskvalifikacii alebo konat
veducemu k zakaztinnosti.

5) Patas platnosti tejto zmluvy a potom eSte jeden (&)
v pripade, Ze sa zdravotnicke zariadenie dozvigkaze
¢innosti, hrozbe zikazdinnosti, diskvalifikacii aleba
hrozbe diskvalifikacie, alebo ®innosti alebo aktivite
ktoré by mohli vies k vysSie uvedenej diskvalifikac
alebo konaniam veducim k zakagianosti skiSajucehd
¢lenov timu vykonavajuceho klinické skasanie, al
akychkdvek takychto jedincov, bude zdravotnig
zariadenie o tomto bezodkladne informH®#PD.

[ which could lead to any of the above mentiol

4) Institution further certifies that neither Institrt,

i Principal Investigator nor any person or entitaieed by
Institution to perform the Study (including all 8gu

kysam members) have engaged in any conduct ortgc

disqualification or debarment actions.
i

XIV.
RieSenie sporov a zmierovacie konanie

1) Zmluvné strany sa dohodli, Ze pravnetfatzy
vyplyvajuce z tejto zmluvy sa riadia platnym prammn
poriadkom Slovenskej republiky, avSak za predpakl
Ze zmluvna strana mbZe poZihda sudne opatren
v ktorejkd’vek prislusnej jurisdikcii.

2) Zmluvné strany sa zavazuju navzajom si
vykonavani klinického skusania pométeavsetky spory

alebo nazorové nezhody tykajuce sa pracovnych pogtudifferences of opinion about work procedures

a metdd rie$ivzajomnym rokovanim v dobrej viere.

3) Zmluvné strany berd na vedomie a zavazuju
Ze akékdvek spory, ktoré sa nevyrieSia spoluprac
v zmysle ods. 2, spadaju pod sudnu pravomoc s
Slovenskej republiky, okrem toho, Ze poSkodenéatsal
modze domahasudneho zdkazu v ktorejkek vhodnej
jurisdikcii.

jurisdiction..

tivi
ned

niu

5)  During the term of this Agreement and for one|(1)

royear thereafter, if In the event that the Institntbecomes

aware of the debarment, threatened debarment,

disqualification or threatened disqualification, tre

conduct or activity that could lead to any of the

ilaforementioned disqualification or debarment astjiai

,or by the Principal Investigator, Stud Team members

clamy such individuals, the Institution will immecdsét

kaotify PPD.

XIV.
Dispute resolution and conciliation proceedings

1) The Parties have agreed that the legal

y relationships arising under this Agreement shall| be

adjoverned by the valid laws and regulations of thoeak

Republic, provided, however, that a Party may geek

injunctive relief in any appropriate jurisdiction.

[2) The Parties agree to assist each other in

conducting the Study and to resolve any disputes or
and

methods through their usual good-faith negotiations

8, The Parties take note of and agree that |any

disputes which are not settled through cooperation

(igovsuant to par. 2 shall come under the jurisdictibthe

courts of the Slovak Republic, except that an aygd

party may seek injunctive relief in any appropripte

XV.
Finanéné ustanovenia

XV.
Financial provisions

1) Za platby tretim stranam a za Uhrady svoj
vlastnych nakladov spojenych s Kklinickym skudsat
nesie plnd zodpovednibszdravotnicke zariadeni

s vynimkou nakladov refundovanych na zaklade tejwimbursed on the basis of this Agreement or atewr

zmluvy alebo jej pisomného dodatku.

2) Zdravotnicke zariadenie a skuSajuci berud
vedomie skuttnod’, Ze PPD je v zmysle zakona

ich
nito third parties and paying its own expenses cdede
ewith the Study, , with the exception of expen
amendment to it.

22 The Institution and the Principal Investigator tz
mote of the fact that PPD is required, in accordanith

The Institution is fully responsible for payments

C
5€S
t

ke

daniach a poplatkoépovinna hlasi prisluSnému

the act on taxes and fees, to report to the apiatepr
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financému Uradu vSetky platby, ktoré budu vyplatené nRinancial Office all payments, which will be paid the
zaklade tejto zmluvy. basis of this Agreement.
3) Platba sa uskudoi pod’a prilohy A k tejto| 3) Payment will be made as set outHihibit A
zmluve. hereto.
4) Spolainog’ PPD sa zavézuje zapta#dravotnickemu 4) PPD undertakes to reimburse Institution and Praigip
zariadeniu a skdSajucemu odmenu rpod prilohy| Investigator in accordance with Appendix A to this
A k tejto zmluve. PPD zaplati zdravotnickemu zagrad | Agreement. PPD shall reimburse 30% of the overall
30 % zcelkovej sumy splatnej ad prilohy A| remuneration paid in accordance with Appendix A to
a skdSajucemu denom timu klinického skisania 70 Pdnstitution and 70% of the overall remunerationdpii
z celkovej sumy, splatnej ptal prilohy A na ich accordance with Appendix A to the Principal Invgsator
individualne bankovédty. and Study Team Members to their individual bank
accounts
XVI. XVI.
Doba trvania zmluvy Term of the Agreement.
1) Tato zmluva sa uzatvara na dobu trvanig This Agreement is concluded for the duration of the
klinického skuSania. Study.
2) V nasledujdcich situaciach méze ktorékek zo| 2) In the following situations any of the Parties may
zmluvnych strdn  tdato zmluvu zrdiSi pisomnou terminate this Agreement by giving thirty (30) days
vypovedou s tridsé (30) diovou vypovednou lehotou,written notice, which begins to run on the day rafte
ktora z&ina plyn® v dei nasledujaci po dni dodenia| notice is delivered to the Parties:
vypovede zmluvnym stranam:
a) ak zmluvna strana, ktora sa dopustila poruSenia, a)if a breaching Party fails to cure a material bhegc
neodstrani zavazné porusenietg® tridsiatich (30 within thirty (30) days receipt of notice from the
dni od prijatia oznamenia od druhej zmluvnej strany  other Party specifying the nature of such breach;
ktoré konkretizuje povahu tohto poruSenia;
b) ak sa vyhlasi, Zze ktordkeek zo stran tejtc b) if it is declared that any Party to this Agreemisnt
zmluvy sa nachadza v konkurze; in bankruptcy proceedings;
c) ak ktordkdvek zmluvna strana strati svgje c¢) if any Party loses its authorization to practicg in
opravnenie na vyko#innosti v danej oblasti; the given field,;
d) ak sa bezpmostné riziko pre dastnikov d) if the safety risk for Study subjects increases
klinického skiSania neumerne zvySi mimo rozsah disproportionately outside the range identifiedhie
uréeny v protokole; Protocol;
e) ak dojde k zruSeniu potrebného opravnehia, e)ifa necessary authorization, notification, peroni
oznamenia, povolenia alebo s$pZatiu suhlasy consent necessary for conducting of the Study is
potrebného na vykonavanie klinického skiSania, ak revoked, its validity expires without appropriate
sa skoui jeho platnos a tato nie je primerane extension, the Study is suspended, prohibited or is
predzena, ak doéjde k pozastaveniu alebo zdkazu notcommenced within the statutory time period from
klinického skuSania alebo ak sa toto &ee the date that the authorization arose;
v zakonnej lehote odond, v ktorom vzniklo
opravnenie;
f) v pripade nedostainého tempa zad®vania f) in the event of an inadequate rate of adding Skeitab
vhodnych dastnikov klinického skdSania do  Study subjects to the Study which endangers| the
klinického skdSania, ktoré ohrozi dohodnuty agreed time schedule.
harmonogram;
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3) Okrem toho, PPD mb6ze klinické skuas
zastawW a zarové tuto zmluvu zrudi
vypovelou alebo prerusiklinické skuSanie pisomny
oznamenim s tridga(30) diovou lehotou, ktora zéna
plynit v dei nasledujaci po dni dotenia vypovede
skaSajucemu a zdravotnickemu  riadaniu,
z nasledujucich dévodov:

a) ak sa skafi zmluvny vz'ah medzi PPD aleb
ktoroukd'vek inou spolénog’ou skupiny PPD Grouj
— pod’a toho, ktora z tychto spainosti zmluvu so
zadavatbom uzatvorila, a zadavdtam;

b) ak bol uz celkovy ptet osdb zaradenych ¢
klinického skuSania dosiahnuty, avSakéeto oséb
zaradenych pracoviskom klinického skuSania
splneny nebol; alebo

c) ak bola skdsajucemu zakazati@nogs’ alebo bol
diskvalifikovany poda Zakona o presadzova
generickych ligiv z roku 1992 a skdsajuci |
zapisany nagjernu listinu“ vedenu FDA.

4) PPD mbze tuto zmluvu kedykeek zrusf
pisomnou vypowéou.

5) lhned po prijati vypovede zdravotnick
zariadenie a skuSajlci zastavia prijimanigaginikov
klinického skuSania do klinického skUSania; v mi
prijatelnej z lekarskeho Itadiska ukotia vykonavanie
proceddr u tastnikov klinického skuSania, ktoré uz b
do klinického skuSania zaradené, a v maximalnejmeg
miere sa zdrzZia vytvaranialSich nakladov a vydavkoy

6) Bez oltadu nacokol'vek tu uvedené v opaom
zmysle, poki#l by paias doby trvania tejto zmluvy PP
alebo zadavateziskali informaciu, ktora by vyvolava
pochybnosti o bezgeosti alebo &innosti skiSanéh
lieciva alebo suvisiaceho produktu, alebo ak skuis
lie¢ivo schvali FDA, vyjednajd zmluvné strany v dob
viere zmenu tejto zmluvy tak, Ze (i) sa znizi¢@g
Ucastnikov klinického skdSania, (i) sa ukorklinické
skUSanie a/alebo (iii) sa upravia ktorékek d’alSie
relevantné ustanovenia tejto zmluvy

7) Ihned” po dokorteni klinického skiSania alek
po jeho prediasnom ukoeni zdravotnicke zariaden
a/alebo skuSajaci vypracuju a odoSlu PPD z&wer
spravu obsahujucu vSetky relevantné mfanie
o klinickom skisSani, ako su charakterizované vgkole,
medzi nimi tiez vSetky Udaje a vysledky Klinické
skuSania. Okrem toho vratia PPD a zadd\mevsetky
déverné informacie, ktorych su tito vlastnikmi arktsu
takto definované v tejto zmluve.

8) Ihned” po dokorteni klinického skuSania alek
po jeho predasnom ukoteni bude vsetko nepouZi
skuSané ligivo, zmesi, zariadenia a materialy suvisiag

ani®) PPD may further terminate or interrupt the Sfu

Jl

pisomnou and at the same time terminate this Agreementjuirygy

thirty (30) days written notice, which begins tmmn the
day after the notice is delivered to the Princi
Investigator and the Institution for the followirgasons:

(@)

a) if the contractual relationship between PPD
any other company within the PPD Group, depen
on which of these companies has concluded

1=

o b) if the overall Study enrolment has been met
the enrolment in the Study Site has not been cdeg

bSteyet; or

c) if the Principal Investigator is debarred
disqualified under the Generic Drug Enforcement
of 1992 and is added to the “Black list” maintaitga
FDA.

ni
e

4)
notice at any time.

€b) Immediately upon receipt of a notice
termination, the Institution and the Principal Istigator
eshall cease entering Study subjects into the Stcelyse
conducting procedures to the extent medically pesitoie
obin subjects already entered into the Study, anciing
Zfrom incurring additional costs and expenses textent
. possible.

6) Notwithstanding anything herein to the contrary
Dduring the term of this Agreement, information bees
aavailable to PPD or Sponsor which places the saie
pefficacy of the Study Drug or related product irubdbor
sahthe Study Drug is approved by FDA, the partibals
rejegotiate, in good faith, a modification of thisr@gment
to (i) reduce the number of subjects to be studid
terminate the Study, and/or (iii) modify any othelevant
provisions of this Agreement.

o7) Upon completion of the Study or earli
igermination  thereof, Institution and/or Princig
> Investigator shall prepare and forward a final réj
containing all relevant information for the Studg
described in the Protocol, including all data aridd$
heesults to PPD, and shall return all PPD and Spo

Confidential Information, as defined herein, to
respective owner.
8) Upon completion of the Study or ea

dermination thereof, all unused Study Drug, computs,
télevices and related Study materials furnished
drsstitution and/or Principal Investigator by or leehalf of

contract with the Sponsor, and the Sponsor teregnat

dy

or
ing
the

but
e

or
Act

PPD may terminate this Agreement by written

of

al
DO
a

nso
its

ly

to

klinickym skdSanim, ktoré boli zdravotnicken

néponsor or PPD shall be returned to PPD.
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zariadeniu a/alebo skuSajucemu dodané zad@ratalebq
PPD alebo v ich mene, vratené PPD.

XVILI.
Etické spravanie

XVII.
Ethical Conduct

1) Zdravotnicke zariadenie a ski3ajlci sa zavaz
Ze nebud(¢i uz priamo alebo nepriamo, prostrednictv
akejkd'vek tretej strany poskytova ponuk& alebo
sfubova’ Ziadnu platbu, dar alebo inl cennu vec Ziag
osobe, aby takdto osobu nepate ovplyvnili alebo aby
tato osoba bola zdravotnickemu zariadeniu, skiéajig
PPD alebo zadavdwmvi napomocna pri ziskava
netestného zvyhodnenia.

2) Zdravotnicke zariadenie a skiSajuci sazavaz
Ze nebuddi uz priamo alebo nepriamo, prostrednictv
akejkd'vek tretej strany prijima schvdiova, ziskavd ¢i

pozadova Ziadnu platbu, dar alebo inG cennl vec
Ziadnej osoby, ktora im bude ponuknuta alebo d&iod
odmena za nepatrié ovplyvnenie alebo so zamera

skuSajuceho, PPD alebo zadaVate

nepatréného ovplyvnenia zdravotnickeho zariadenifgvestigator, PPD or the Sponsor.

ulg, Institution and Principal Investigator undert
pthat Institution and Principal Investigator shait,rdirectly
or indirectly through any third party, give, offer promise
Ireg)y payment, gift or other thing of value to anyspa in
order to improperly influence them or otherwiseists
Institution, Principal Investigator, PPD or the 8gar in
niobtaining an improper advantage.

uf), Institution and Principal Investigator undertg
biat Institution and Principal Investigator shait,rdirectly
or indirectly through any third party, accept, @yve receive
axt request any payment, gift or other thing of gdlom any|
gerson offered or given as a reward for or withittitention
nof improperly influencing Institution,  Princip

XVIII.
Zavereéné ustanovenia

1) Kazda zo zmluvnych stran berie na vedomie
kazdé poruSenie vyhlaseni alebo zaruk ketiydopaas
platnosti tejto zmluvy predstavuje v kazdom prip
porusenie tejto zmluvy so vSetkymi ddsledks
zakotvenymi v slovenskom pravnom poriadku pre i
nedodrzania zavazkov vyplyvajucich z tejto zmlu
NedodrZanie vyhlasenia alebo zaruky znamena, zé
vyhlasenie alebo zaruka nie je pravdivé/a, uplaédéo
spravne/a.

2) Vztahy, ktoré neupravuje tato zmluva, sa ria
zakonom¢. 513/1991 z.z. (Obchodny zakonnik) v je
platnom zneni, zdkonord. 362/2011 z.z. o liekoch
zdravotnickych pombdckach a o zmene a dopl
niektorych zakonov a vyhlaskow. 433/2011 z.z. ¢
poziadavkach na Klinické skuSanie a spravnu Kiliin
prax v zneni neskorsich predpisov.

3) Pod’a zakona¢. 40/1964 z.z. v jeho platno
zneni nadobdda zmluva uzatvorenad so Stat
zdravotnickym zariadenim platnosdiiom podpisu
vSetkymi  zmluvnymi stranami a ¢innog’ dinom
nasledujicim po dni zverejnenia zmluvy v Centréln
registri zmlav. V pripade, Ze sa na zdravotni
zariadenie tento zakonfeahuje, zavazuje sa zdravotnig

zmliv do desiatich (10) pracovnych dni odta,(
v ktorom bude zdravotnickemu zariadeniu dené

vedomé toho, Ze rozpet klinického skdsania protokol

zariadenie zverejtiitito zmluvu v Centralnom registr

UpIné vyhotovenie zmluvy. Zdravotnicke zariadenig ¢

XVIIL.
Closing provisions

Iy Each of the Parties acknowledge that any bre
of representations or warranties at any time dutirey
adealidity of this Agreement represents in any cabesach
of this Agreement with all consequences providadrfd
p&lovak law for the case of failure to fulfil obligens
vunder this Agreement. Breach of a representatioa
daarranty means that the representation or warramypt
true, complete or correct.

2) Relationships not covered by this Agreement
dgoverned by Act. no. 513/1991 Coll., of the Comrizr,
hGode, as amended, Act. no. 362/2011 Coll., on Damngk
aHealth Devices, as amended and Decree no. 433
n€@oll. on Requirements for Clinical Studies and G
b Clinical Practice, as amended.
ck
3)

Pursuant to Act no 40/1964 Coll as amended, th
m Agreement concluded with a state run Institution
nymbecomes valid upon the date of the signature by g

the Parties and effective the day following theedat

of the publication of the Agreement in the Centra
om Register of Contracts. In case this Act applies t
ckethe Institution, the Institution agrees to publibh
ke Agreement in the Central Registry of Contractg
within ten (10) business days from the date thg
Institution has received the fully executed
Agreement. The Institution takes into account th
the Study budget and the Protocol is confidenti
e and the intellectual property of Sponsor, and will

ke

ke

rach

are

2011
bod

(4]

1%

—

dévernou informaciou a je duSevnym vlastnicty

om not be published as an Appendix to the agreemen
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Zadavatéa, a e nebude zverejneny ako priloha k zmluBénding upon the Parties, their successors and ifieth

Tato zmluva je zavézna pre zmluvné strany, jejuptstv | assignees.
a jej schvalenych asignatarov.

Zdravotnicke zariadenie tymto vyhlasuje, Zeliigp The Institution declares to qualify for the defioit of the
podmienky definicie povinnej osoby v zmyslebliged person under section 2 subsection 2 of nict
ustanovenia 8 2 ods. 2 zakowra 211/2000 Z.z. ¢ 211/2000 Coll. on Free Access to Information,
slobodnom pristupe k informaciam v zneni neskor§i@mended. The Institution further declares that
predpisov, a Ze tato zmluva je uzatvorena v raeinbho| Agreement falls within its ordinary course of buesia ang
obchodného styku a v rozsahu jej predmetu podrakaits commercial activities (trades). The Institutishall
(opravnenia k vykondinnosti). Zdravotnicke zariadenjedlemonstrably inform the Sponsor reasonably in ack.
sa tymto zavazuje, Ze vy$Sie uvedené vyhlaserimsg| of any such situation and shall without undue delgree
uzatvorenia tejto zmluvy sl a g&s celého trvania tejtowith the Sponsor in a legally enforceable way oe
zmluvy ostanu pravdivé, Gplné a spravne. V pripdde,method to resolve this situation while this Agreetrand
nastalati nastane zmena, Gpraviina okolnos, ktora je| its purpose and scope will be fulfilled and comgheith
sposobila ovplyvni akikdvek skuténog’, na zaklade at the same or similar time frame and for the sam
ktorej zdravotnicke zariadenie urobilo vysSie uvedesimilar costs as agreed herein. Should any of
vyhlasenia, zavazuje sa zdravotnicke zariadenieno| tabovementioned undertakings of the Institution pray
vopred preukazafee informova zadavatta a bez be false, incorrect or incomplete and as a resuwithich
zbytaetného odkladu s nim dohodhrieSenie tejtq this Agreement would in particular be considereddd
situacie, ktoré musi platne &itine zabezpgt, aby bol| void or invalid, the Institution undertakes to reumse the
rozsah a &l zmluvy spineny v rovnakom, alehm | Sponsor for any and all damages.

najviac podobnontasovom obdobi a za rovnaké, alebo

¢o najviac podobné naklady ako je dohodnuté v
zmluve. V pripade, Ze sa aké&kek z vySSie uvedenyc
zavazkov zdravotnickeho zariadenia ukéZzu
nepravdivé, nelplné, alebo nespravne, v doslédko
bude okrem iného tato zmluva povazovana za nepl
zavazuje sa zdravotnicke zariadenie  nalir
zadéavatiovi vzniknut Skodu.

4) Ziadna zo zmluvnych stran nemézu tito zmluvd) This Agreement may not be assigned

previes alebo postugibez vopred udeleného pisomné
suhlasu ostatnych zmluvnych strdn tejonluvy
s vynimkou toho, Zze PPD mdzZe previeell zmluvu
alebo jej ¢a¥ na zadavataa bez
predchadzajuceho pisomného suhlasu zdravotnig
zariadenia. Zmluvné strany potvrdzuju a suhlagigng

Ze zadavateje opravnenou tt®u stranou tejto zmluvy.

Ak by bolo toto pravo z akéhokeek dévodu
nevyméhattné, bude PPD opravnena previesvoje
prava na vymahafaog’ tejto zmluvy na zadavdia, ako
sa zamyBa v tomto odseku.

5) Ziadne zrieknutie sa prava alebo zhovievavas
strany ktorejkbvek zmluvnej strany vo fahu
k poruSeniu ktoréhokwek z ustanoveni tejto zmluy
nemozno povazovaa take, Ze by zakladalo zrieknutie
prava vo vfahu k akémukivek d’alSiemu poruseni
niektorého z ustanoveni tejto zmluvy.

6) Zmluvné strany sa zavazuju, Ze budd dodriig
vSetky ustanovenia tejto zmluvy, ktoryclRinnog je
dihSia ako doba trvania zmluvy, a to aj po zru3
klinického skuSania.

7 Okrem zaruk vyslovne uvedenych v tejto zmld
nedava PPD ani zadavhteo vz'ahu ku klinickému
skdSaniu, skdSanému dieu alebo akymkbvek
materidlom alebo procesom upravenym touto zmiy

U

1V3)

Heansferred by any of the Parties without the pnidtten
consent of the other Parties to this Agreemenggixhat
PPD may assign all or part of this Agreement torfSpo

nutnosti without need for prior written consent from Instiitun.

k&he Parties acknowledge and agree that Sponsadhiislg
party beneficiary under this Agreement and shaletfall
right to enforce any and all obligations owed tcag
though it were a party to this Agreement. If foy amason
this right is unenforceable, PPD shall be entittedssign
its rights to enforce this Agreement to Sponsor
contemplated in this clause.

5) Any waiver or forbearance by any Party w
respect to a breach of any provision of this Agreein
yshall not be deemed to constitute a waiver witpeesto
sany subsequent breach of any provision hereof.

The Parties agree that they will observe all

provisions of this Agreement, which last longermthhe
gefm of the Agreement, even after termination of
Study.

Ve Except as expressly stated herein, PPD
Sponsor make no warranties, expressed or impliét,
respect to the Study, the Study Drug or any mdseoa

as
this

the

or

|

as

—

the

and
w

out

vprocesses provided hereunder, including with
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nijaké zaruky¢i uz vyslovné alebo implicitné; tym s
okrem iného, myslia aj akékeek zaruky predajnos
alebo vhodnosti na konkrétny cel. Okrem
pripadov,ktoré sa vyslovne uvadzaju v tejto zmiy
nezodpoveda PPD ani zadavatea nijaké nasledné
trestné, nepriame alebo iné Skody, ktoré by v difsie
klinického skaSania utrpeli zdravotnicke zariade
alebo skusajuci alebo ini.

8) Tato zmluva sa vyhotovuje v troch rovnopiso
po jednom pre zdravotnicke zariadenie, sk@shjo
a PPD.

9) Zmeny a doplnenia tejto zmluvy moZzno vyken
iba formou pisomnych dodatkov k nej, pdkiae je inak
dohodnuté.

aJimitation any warranties of merchantability omiss for

ia particular purpose. Except as expressly stategiré
PPD and Sponsor shall not be liable for any coresetigl,

vaunitive, indirect, or other damages suffered Istitation

2,0r Principal Investigator or any others as a resiuthe

2 Study.

nie

This Agreement is made in three counterparts
clivhich the Institution, the Principal InvestigatardaPPD
shall receive one.

Changes and supplements to this Agreement

otherwise agreed hereunder.

de made only by written amendment hereto, un

A1

of

may
less

Toto miesto sa zamerne ponechéva prazdne, podpis
zmluvnych stran su na nasledujlcej strane.

y This space has been intentionally left blank, the

signatures of the Parties are on the following pag

e
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Na dbkaz svojho suhlasu s touto zmluvou ju zmluvné

strany podpisuj.

In witness of their consent to this Agreement, the
Parties have signed below.

PPD

Podpis / Signature

Meno / Name:

Funkcia / Title:

Datum / Date;

Zdravotnicke zariadenie / Institution:

Podpis / Signature

Meno / Name:

Funkcia / Title:

Datum / Date:

SkusSajuci / Principal Investigator:

Podpis / Signature

Meno / Name:

Funkcia / Title:

Datum / Date;

Zoznam priloh k tejto zmluve:

Priloha A: Platobny kalendar
Priloha B: DodrZiavanie protikordpych zdkonov
Prilohe C: Tl&ivo autorizacie platby

List of exhibits to this Agreement

Exhibit A: Payment Schedule
Exhibit B: Anti-corruption compliance
Exhibit C: Payment authorisation form
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Priloha A - Platobny kalendar Exhibit A — Payment Schedule
K zmluve medzi: To an Agreement between:

PPD Investigator Services LLC. PPD Investigator Services LLC.

Zdravotnicke zariadenie: Fakultnd nemocnica Institution: Fakultn4 nemocnica Trenéin
Trenéin
Principal Investigator: MUDr. Marek Ka ¢erik,
SkuSajuci: MUDr. Marek K& ¢erik, PhD. PhD.
Zadavaté’: Kodiak Sciences Inc Sponsor: Kodiak Sciences Inc
Protokol ¢. KSI-CL-102 Protocol # KSI-CL-102

Platby:  Platby je potrebné poukazavaa Payments: Payment should be made to the
nasledujici Get prijemcu platiebdlalej len following account of the payee (further, the
»prijemca platieb®): “Payeé):

Prijemcami platieb pda tejto zmluvy sU Payee’s under this Agreement are Institution gnd
zdravotnicke zariadenie a sku3ajuci: Principal Investigator

Prijemca platieb- Zdravotnicke zariadenie / Paylestitution:

Prijemca platieb/Payee Name: Fakulth4 nemocnicatifre

DIC/Tax ID No.: 2021254631

N&zov a adresa banky/Bank name and address: $tttainica

IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SPSRSKBAXXX

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacigifacontact for payments and invoicing: (meno
zodpovedné osoby, telefon, email/Name of respomgibtson, phone, emaikxxxxxx

Prijemca platieb- SkuSajuci / Payee — Principagtigator:

Prijemca platieb/Payee Name: MUDr. Marek:&idk, PhD.

DIC/Tax ID No.:

Nazov a adresa banky/Bank name and addx@szxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacigifacontact for payments and invoicing: (meno
zodpovedné osoby, telefon, email/Name of respomgibtson, phone, emaikxxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@gsxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no

Kontakt prijemcu platieb pre platby a fakturacigiacontact for payments and invoicing: (meno
zodpovedné osoby, telefon, email/Name of respomgibtson, phone, emaikxxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@ggxxx
IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no.
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Kontakt prijemcu platieb pre platby a fakturacigiffacontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emakkxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxx

DIC/Tax ID No.: NA

Néazov a adresa banky/Bank name and addx@zgxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no.

Kontakt prijemcu platieb pre platby a fakturacig#acontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emaikxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@ggxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no

Kontakt prijemcu platieb pre platby a fakturacigffacontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emankkxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@szxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no

Kontakt prijemcu platieb pre platby a fakturacig#acontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emaikxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@ggxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no

Kontakt prijemcu platieb pre platby a fakturacig#acontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emaikxxxxx

Prijemca platieb/ Payee

Prijemca platieb/Payee Namexxxxxx

DIC/Tax ID No.: NA

Nazov a adresa banky/Bank name and addx@ggxxx

IBAN: XXXXXXX

SWIFT: XXXXXXX

VS/Reference No.: protocol no.

Kontakt prijemcu platieb pre platby a fakturacigffacontact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name oforesiple person, phone, emankkxxxxx
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Faktary: VSetky originaly faktdr tykajacich s
klinického skuSania musia tya Uhradu dortené
spolainosti PPD (ako odberd® a platcu je n
faktrach potrebné uvadz#PD) na nasledujig
adresu. K faktiram musi thypripojeny spravny
podrobny rozpis vSetkych poplatkov, podklad
dokumentacia a musia obsahtvé&slo faktary
pracoviska Splatngsfaktir je Sefdesiat (60) dn
odo dha vystavenia faktury:

Fakturaéna adresa

alnvoices: All original invoices pertaining to th
Study must be submitted for reimbursement to H

a (and must reference PPD as the invoicee) af

ufollowing address and shall include a corr
itemization for all fees, supporting documentati

D\aEnd a site invoice reference number. The inv
due date is sixty (60) days from the day thr ineq
is issued by Payee:

Invoicing address

e
PPD

the
ect
DN,
Dice
ic

XXXXXXX
XXXXXXX
XXXXXXX

Zasielatd’ska adresa

| Shipping address

XXXXXXX
XXXXXXX

Nabor pacientov: Zdravotnicke zariadenie
skdSajuci berd na vedomie, Ze ide o Klinig
skusanie, ktorého diem je vyhodnotenie vopre
dohodnutého pdu  &astnikov  klinickéhg
skiSania. Od skuSajuceho sa budekéva, ze
vynalozi vSetko potrebné Usilie na zaradd
Uc¢astnikov skuSania v zmysle tejto zmluvy.
dokorteni néboru ciového pdtu G&astnikov
skiSania pre celé Klinické skudSanie b
zdravotnicke zariadenie o tejto skirosti
informované a dostane pokyn, aby v Zareani
Ucastnikov skuSania uz nepokoxalo.

aEnroliment: The Institution and Principa
cHévestigator acknowledge that this is a St

Subjects. The Principal Investigator will
expected to apply best efforts for enrollment
nmeeovided for under the Agreement. Wh
Penroliment of the target number of Study Subje
for the entire Study is complete. The Institutiaifi
udee notified and instructed not to continue enrgll
Study Subijects.

|
Idy

ddesigned to evaluate a set number of Sfudy

be
as
en
bcts
v
in

Za Klinické skuSanie sa plati takto:

The Study shdbe payable as follows:

Naklady na jeden subjekt skuSania (pacienta
Prilemcovi patieb bude nahradené za kaZg
dokorteného a vyhodnotiteého @astnik
klinického skuSania, ako sa tento definuj@alSon
texte, podla sadzieb stanovenych v nij
uvedenych platobnych tatkéch. Platby bug
navysené o DPH, v pripadectdvania v sladg
s platnymi pravnymi predpismi, zniZzenych o df
percent (10%). Platby sa budl uskuiova]
polracne v eurach a budd sa nahritpa zéklad
dat vloZzenych do elektronickych zéznamoy
formularoch dastnika klinického skusania (eCl
a po prijati spravnej faktary s podrobnyazpison
poloziek. Dokogieny a vyhodnotitény Uastnil
klinického skuSania sa definuje takt@) vSetky
proceddry sa musia vykotigpod’a protokolu

Smernic ICH GCP, (ii) kazdyicastnik klinickéh
skuSania mbéZze Iy zaradeny jediea podg
zaralovacich / vyrg’ovacich kritérii a (i) vSetk
Udaje su presne aUplne zdokumentova

Cost Per Study Subject (patient):The Payee w
be paid per completed and evaluable Study Su
as defined below based on the rates set forthg
payment tables below, plus VAT if alged in
accordance with applicable legal regulations,
ten percent (10%) withholding. Payments wil
made on a bannualy basis in EURO and will

based on data entered in subject electronic
report forms (eCRF’'s) and receipt of correct
itemized invoice. A complete and evaluable S
Subjects is defined as follows: @] procedures mu
be performed according to the Protocol and

GCP guidelines, (ii) a patient shall only ineludec
according to the inclusion/exclusion criteria, gmg
all data are documented accurately, completelthd
eventthat a Study Subjects does not complet]
visits as specified in the Protocol, PPD shall

be obligated to make payment for such subject
pro-rated, completed visit, and eCRF basis.

né.

tudy

5

KSI-CL-102_Slovak Republic_PI Kacerik_PPD-Ii&tAgreemer

Template Version December 2017_xx_020ct19



PPD Confidential Information

V pripade, Ze dastnik klinického skuSani
neabsolvuje vSetky navstevy pad Specifikdc
protokolu, PPD je povinnd za takyto sub
skUSania aplatt’ len pomernas’ za absolvovar
navstevy na zaklade eCRF.

NeUspesné zaradeniePrijemcovi platieb bud
nahradena suma pkal tabwky platieb nizSie pr
maximalnom péte 5 nelispesnych alebo do vy§
50% z celkového @tu zaradenych ¢astnikov
klinického skdSania, pd@ toho, o je viac. Pr
Ucely tejto zmluvy sa pod pojmom neudsps
zaradenie rozumie kazdy castnik klinickéh
skuSania, ktory najskér zdanlivo spje kritériapre
skrining, podpiSe ttvo informovaného suhlas
absolvuje skrining, avSak do klinického ska§
zaradeny nie je. Platba za nelspeSné zaradg
vyplati vy3Sie uvedenému prijemcopiatieb p
dorweni spravnych faktar s podrobnym rozpi
poloziek

e Screer Failures: The Payee will be reimbursed f

5 Screen Failures per the table of payments bg
kgr up to 50% of total patients enrolled, whiche
is higher. For purposes of this Agreemerceee
Failure shall mean any Study Subjects,
initially appears to meet the criteria for screg
signs the informed consent form, completeg
screening visit but is not enrolled intoetfstudy,
Payment for Screen Failures will be payable t
above listed Payee based upon the receipbiwéc
and itemized invoices

Lekarenské poplatky: Prijemcovi platieb s;
vyplati kompenzécia pdd tabdky platieb nizSie
za lekarenské poplatky. Tato kompenzéacia
vyplaca kazdych $€¢6) mesiacov po dobu trvan
klinického skuSania, a to pouc zdpisom prvéh
Ucastnika klinického skiSania a beZatiu na pdet

n Pharmacy Fees: The Payee will

iaduration of the Study,
0 enrollment of the first Study Subject, regardles
the number of enrolled Study Subjects. Payment
ved

receiv
reimbursement as per table of payment below
Bharmacy fees, payable every six (6) months fo
beginning with t

zapisanych d&astnikov klinického skuSania. Platpavill be made upon receipt of a correct and itemi
sa vyplati po doreni spravnej faktary sinvoice.

podrobnym rozpisom poloZiek.

XXXXXXX XXXXXXX

Neplanované navstevyNeplanovana navsteva
definuje navsteva daastnika klinického skuSani
ktora nie je vyslovne predpisana protokolom, a\
inak je pre dely klinického skdSania nevyhnutn
Za neplanované navstevy sa bude vyplamama
pod’a tabwiky platieb niZSie po dotieni spravne
faktlry s podrobnym rozpisom poloZiek.

sdJnscheduled Visits: An Unscheduled Visit is

n

adefined as a Study Subjects visit which is
Sakpressly set forth in the Protocol, but is othee)
arequired for the Study. Unscheduled Visits will
reimbursed in the amount set forth in the bud
table below upon receipt of a correct and itemi
invoice.

Revizia zadznamov, poplatok za nébor
Prijemcovi platieb bude vyplatena suma za srj
Studijného koordinatora tykajuca sa vykdg
detailnej revizie  pacientskych  z&znam
Prijemcovi platieb bude vyplatend suma vo vy
pod’a rozp@tu a na zaklade dotania spravnej

Chart Review Recruitment Fee: Payee will
almceive payment for study coordinator effg
neelated to performing a thorough review of pati
oeharts. Payee will be reimbursed at the rate stt
Skethe budget and will be paid upon the recei

correct and itemized invoice by PPD.

faktdry s rozpisom poloZie
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PPD Confidential In

Non-IMP: zadavate mbZze polla vlastnéhd
uvaZzenia priamo alebo prostrednictvom P
preplati’ hlavnému skisajlcemu obstaranie non-I
pre klinické skdSanie. Po ukieni klinického
skuSania alebo préasnom ukogeni klinického
skuSania ma zadavéteravo rozhodnt) ¢i zvysné
non-INP budd zadavdievi vratené alebo nie. Platk
sa uskuttnia po prijati nespornych faktdr
podpornej dokumentécie.

yPayments will be made upon receipt of undisp

Non-IMP: Sponsor, at its reasonable discret
Rdirectly or through PPD, may reimburse Investig
MBr procuring non-IMP for the Study. Upg
completion of the Study or early termination of
Study, Sponsor shall have the right to decide veng¢
any remaining non-IMP is returned to Sponsor or

anvoices and supporting documentation.

Zabezpedenie vybavenia:  Zdravotnickemy
zariadeniu méze Iy poskytnuté vybavenie n
pouzitie v klinickom skiSani v sulade s Protokolg
Pokd to bude vyZadovtazadavatk a/alebo PPL
bude toto vybavenie po ukgni klinického skisani
vratené zdravotnickym zariadenim.

brRrotocol, for this Study. If requested by PPD an

alnstitution at the completion of the Study.

Equipment Allocation: Equipment may be provide
ato the Institution for use, in accordance with

Sponsor, such equipment shall be returned by

Eticka komisia: Odmenu etickej komisii hradi PP
nezavisle od tejto zmluvy.

D Ethics Committee: The Ethics Committee fee w

be paid by PPD apart from this Agreement.

Poplatky centralnemu laboratériu: Za naklady
Centralneho laboratéria zodpoveda zadavate
zadavate bude tieto naklady hratinezavisle od
tejto zmluvy.

Central Laboratory Fees:Central Laboratory cost
are the responsibility of the Sponsor and will b&lg
by the Sponsor apart from this Agreement.

Zaveretna platba: Zavergna platba, spolu s
zadrznym degapercent (10%) bude splatna ikdh
po zaverénej navsteve a ihdée po dordeni
nasledujuceho: (i) vSetkej dokumentacie
klinickom skuSani, (i) prelfadu za vSetk(
nepouzité skuSané tiwo, (i) vSetkych
vyplnenych z&znamovych formularowéastnika
klinického skdSania a spravne vyrieSenych ot
z tychto formularov a (iv) vSetkych doplneny
a opravenych poziadaviek zo strany PPD al
zadavatBa tykajucich sa Udajov a evideng
klinického skudSania. Prijemca platieb budet’r
lehotu trids& (30) dni odo #a prijatia zaverénej
platby na to, aby podal nhdmietkydrakymkd’vek
nezrovnalostiam v platbach, ku ktorym doslg
priebehu klinického skiSania.

oFinal Payment: The final payment to include th

eten percent (10%) withholding will be payak
upon completion of the close-out visit and uf
receipt of the following: (i) all Stud
b documentation, (ii) the accountability of all unds
Study Drug, (iii) all completed and corrg
eCRFs/queries and (iv) any clarification requg
zolade by PPD or Sponsor regarding Study dat
checords. The Payee will have thirty (30) days fr
ethe receipt of final payment to dispute any paym
igliscrepancies during the course of the Study.
na

\Y

Bez predchadzajiceho pisomného suhlg
zadavaté#a alebo spolénosti PPD sa nebudui bra
do dvahy Ziadne iné doddt@ Ziadost
o financovanie.

iIsMo other additional funding requests will b
considered without the prior written consent
Sponsor or PPD.

Taburky platieb /

Table of Payments

Taburka platieb pre zdravotnicke zariadeni

e / Table of pyment for Institution

Visit Cost in Euro /
Suma za navstevu v
Visit Name / Nazov navstevy Eurach
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
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PPD Confidential Information

XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
Total (v:ost, Per Co_mpleted Patient / Celkové nakladya 10257.00
dokonéeného pacienta
Name / Nazov Co$n1Ewp/Sumav
Eurach
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
Additional invoiced Procedures / Dodaténé poplatky Cost in Euro / Suma v
splatné na zaklade faktary Eurach
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX

(a) Applies to WOCBP only / Plati len pre pacigntkreproduknom veku

Taburka platieb pre skd3ajuceho / Table of payment for Encipal Investigator

XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
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XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXXXXXX XXXXXXX
XXX
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Priloha B
Dodrziavanie protikorup ¢nych zakonov

Exhibit B
Anti-Corruption Compliance

Zdravotnicke zariadenie a skuSajuci suhlasia, Ze
nepodniknl Ziadnwinnog’, ani nevyvolaju, nedovoli
podniknutie, priamo ani nepriamo prostrednictvoetefr
osoby, Ziadnej¢innosti, ktord (i) je nelegalna ptal
akéhokdvek zdkona, predpisu, alebo (ii) by spésobilal
PPD by poruSila zakon USA o zahramich korugnych
praktikach, zakon Spojeného Ro&stva o korupcii aleb
iné  platné  protikorummé  zdkony  (spolne
~protikorup ¢né zakony).

Zdravotnicke zariadenie a skiSajuci nebudd priamd
nepriamo prostrednictvom tretej osoby poskyto
ponuka ani dubova akukdvek platbu, dar alebo in
nepaiazné plnenie, a to Zziadnemu ,vliaddnemu Gradnik
(tak ako je definovany v tejto prilohe) ako osabeidom
neprimerane (i) ovplyvii akékdvek oficidlne konanié
alebo rozhodnutie tohto viadneho Uradnika, alepmék
napomahé. PPD alebo lokélnej pridruzenej spirosti
PPD pri ziskani alebo udrzani si obchodfieposti, pri
nasmerovani obchodné&innosti k inej osobe alebo p
zabezpe&eni si neopravnenej vyhody.

Zdravotnicke zariadenie a skuSajuci nezapoja aatk
nepouziju inych tretich zastupcov v suvislosti karjom
svojich¢innosti poda tejto zmluvy bez predchadzajlice
pisomného suhlasu zo strany PPD (ktory méze PPIag
svojho vlastného uvaZenia odopdie Zdravotnicke
zariadenie a skuSajudialej suhlasia s tym, Ze takym
tretim strandm neposkytnd bez predchadzaju
pisomného suhlasu PPD (ktory mdZze PPDIraayojho
vlastného uvazenia odopt)eZiadnu finaknu platbu, da
ani iné nep#azné plnenie v mene alebo v prospech R
alebo lokalnej pridruzenej speéloosti PPD.

Zdravotnicke zariadenie a skuSajuci prehlasuigia
a zavazuju sa, Ze ziadny zastupca, rifidigastnik ani
zamestnanec zdravotnickeho zariadenia
skuSajuceho nie je ,vladnym udradnikom* tak, ako
definovany v tejto prilohe. Zdravotnicke iadenie
a skd3ajuci sa zéroke zavazuju, Ze be
predchadzajuceho pisomného suhlasu PPD (ktory
PPD podla svojho vlastného uvazenia odopgyi
nezamestnajl ani nezapoja Ziadneho ,vladn
Uradnika“, aby konal pre PPD alebo v jej me
Zdravotnicke zariadenie a skiSajucidsdej zavazuja, Z¢
Ziadny ,vladny Uradnik” nema ani nebude thidadny
osobny prospeckij uz priamo alebo nepriamo, z odme
ktordt PPD  zaplati  zdravotnickemu iadniu
a skuSajucemu pdd tejto zmluvy.

Ak zdravotnicke zariadenie a skudSajuci pord
ktorékd'vek z vyhladseni, zaruk alebo zavazk
uvedenych v tejterilohe B, potom: (i) ma PPD prav
okamzite dévodne ukait platnos tejto zmluvy a pravd
uplatni’ vSetkyd'alSie dostupné napravné opatrenialipo
zakona alebo pded prirodzenej spravodlivosti; a (i

aleowl covenant that no officer, director, owner,ropkyee

bostitution and Principal Investigator agree tlnytshall
aneither undertake, nor cause, nor permit to be ntizkien,

directly or indirectly through any third party, aagtivity

which (i) is illegal under any laws, rules, or (Would
, bave the effect of causing PPD to be in violatibthe

U.S. Foreign Corrupt Practices Act, the U.K. Brip&ct
b or other applicable anti-corruption laws (colleetiy, the
“Anti-Corruption Laws ”).

bostitution and Principal Investigator shall natedtly or
andirectly through any third party, give, offer, promise
éany payment, gift, or other thing of value to amgividual
bvjovernment official” (as defined herein), in order
improperly (i) influence any official act or deasi of
> such government official, or (ii) otherwise as&$§tD, or
PPD local affiliate, in obtaining or retaining bosss, in
directing business to any person, or in securing
improper advantage.
r

innstitution and Principal Investigator shall nogage or
otherwise use any third party agents in conneetitimits
hperformance hereunder without the PPD’s advg
oglritten approval (which may be withheld by PPD t&
sole discretion). Institution and Principal Invgstior
tdurther agree that no payments of money, giftstbeig
cehimgs of value shall be made to any such thirdiggon
behalf of or for the benefit of PPD, or PPD lodtliate,
without PPD’s advance written approval (which may
PRIthheld by PPD in its sole discretion).

Institution and Principal Investigator represengrrant

@ the Institution or Principal Investigator is

“government official” as defined herein. The Instion
zand Principal Investigator also covenant that thlesll
mddeemploy or engage any “government official” & for
cor on behalf of PPD without PPD’s advance writ
ednoproval (which may be withheld by PPD in its g
neiscretion). Institution and Principal Investigafarther
> covenant that no “government official” is derivingwill

derive any personal benefit, directly or indirectisom
nyompensation paid by PPD to Institution and Prialc
Investigator hereunder.

Sifalnstitution and Principal Investigator breactesy of
ahe representations, warranties or covenants st ifo
othis Exhibit B, then: (i) PPD shall have the immedig
right to terminate this Agreement for cause andriet
dto exercise any other remedies availabldaat or in
i)equity; and (ii) all obligations of PPD tompensats

an
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PPD Confidential Information

vSetky povinnosti PPD odmehidravotnicke zariaden
a skuSajuceho za sluzby poskytnuté ljaotkjto zmluvy
zanikna.

Zdravotnicke zariadenie a skuSajaci budd th
odSkodnia a ochrania PPD (a jej zastupcov, ribmlite
zamestnancov, agentov a pridruzené spulsti) pred
pokutami, stratami, zodpovedmwos a vydavkami, ktoré
PPD wvzniknd v dobsledku poruSenia povinng
vyplyvajucich z tejtgrilohy B zo strany zdravotnickeh
zariadenia a skiSajuceho. PovinhazdSkodn? PPD
pod’a tejto prilohy B za poruSenia protikorgpého
zdkona nepodlieha obmedzeniu  zodpovedrn
uvedenému ¥lanku IX. zmluvy.

Pre ely tejto_prilohy B pojem ,vladny dradnik’
znamend (i) kazdého pracovnika, zamestnanca atéh
osobu, ktord kon& z Uradnej moci v mene viady ajep
rezortu, agentary alebo organizacie, alebo pre, figh
akéhokdvek pracovnika, zamestnanca alebo ind os
ktora kon& z Uradnej moci v mene verejnej medzilrdep
organizécie (ako su Spojené narody, Svetova baela
Svetova zdravotnicka organizécia) alebo pre (iii)
akukdvek politickl stranu alebo jej zastupcu, alg
kandidata na politicky Urad, a (iv) vSetkych rodioh
prislusSnikov alebo zastupcov uvedenych oséb.

elnstitution and Principal Investigator for servig
provided under this Agreement shall cease.
Institution and Principal Investigator shall defe

qjindemnify and hold PPD (and its officers, directq

2as a result of Institution and Principal Investiyat
ndifeach of any of its obligations under tRighibit B . The

pgovernment or any department, agency or instrurhignt
piju,an official capacity for or on behalf of a pub

aWorld Bank, or World Health Organization), (iii)

employees, agents and affiliates) harmless from
penalties, losses, liabilities and expenses indusyeP?PD

oobligation to indemnify PPD under thigxhibit B for
violations of an Anti-Corruption Law shall not babgect
to the limitation of liability set out in ArticleX. of the
o&treement

For the purpose of thigxhibit B, the term “governmen
official” means (i) any officer, employee or othgrson
cacting in an official capacity for or on behalf af
thereof, (ii) any officer, employee or other persating
international organization (such as the United oved]
political party or official thereof or any candidafor

bwolitical office, and (iv) any family members
representatives of any of the individuals listedah

hd

any
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