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ZMLUVA O KLINICKOM SKUSANI CLINICAL TRIAL AGREEMENT 

uzatvoren~ podla $ 269 ods. 2 a nasl. z~kona ¢. 

513/1991  Zb. Obchodny z~konnik v platnom 
zneni (dalej len ~obchodny zkonnik") 

(dalej len ,,Zmluva") 

concluded pursuant to Section 269 (2) of Act 
no. 5 13/ 1991  of Coll., the Commercial Code, as 
amended (hereinafter referred to as the 
"Commercial Code") 
(hereinafter referred to as the "Agreement") 

Medzi Between 

PPD Investigator Services LLC., PPD Investigator Services LLC, 
so sidlom 929 North Front St, Wilmington, NC with its registered address at 929 North Front St, 
28401, USA, Wilmington, NC 28401, USA 

(hereinafter referred to as the "CRO") 
( d'alej len "CRO") 

ktor~ vykon~va klinick~ sk~anie ako nez~visly 
subjekt v prospech farmaceutickej firmy F. 

Hoffmann-La Roche Ltd 
so sidlom: Grenzacherstrasse 124 
4070 Basel, Switzerland 
Zast~pen spolo~nostou PPD Slovak Republic 
s.r.o 
Bratislavsk~ cesta 100/D 
931 01 Samorin 
Slovak Republic 

(d'alej len "Zadvatel") 

acting on its behalf and as an independent 
contractor on behalf of Sponsor, and F. 

Hoffmann-La Roche Ltd 
Registered office: Grenzacherstrasse 124 
4070 Basel, Switzerland 
Represented by: PPD Slovak Republic s.r.o 
Bratislavska cesta 100/D 
931 01 Samorin 
Slovak Republic 
(hereinafter referred to as the "Sponsor") 

A AND 

Vchodoslovensk Onkologicky Ustav, a.s. 
so sidlom: Rastislavova 43, 041 91 Ko5ice 

I~O: 36 603 350 
DIC: SK 2022124159 
zapisan~ v obchodnom registri vedenom Okresny 
sud Ko5ice I, vloZka Cislo 1371/V 
konajca:  

 

( d'alej len "Centrum") 

Vchodoslovensk Onkologicky stav, a.s. 
with its registered seat at: Rastislavova 43, 041 91 
Ko5ice 

ID No.: 36 603 350 
VAT No.: SK 2022124159 
Registered with the Commercial Register kept 
by the District Court Ko5ice I Court, Insert 
number 1371/V 
Represented by:  

(hereinafter referred to as the "Center") 

A AND 

Hlavn~ho skaj(ceho 
- Slovenska republika 

(d'alej len "Hlavny skajci") 

principal investigator 
lovak Republie 
(hereinafter referred to as the "Principal 
Investigator") 
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(Centrum a Hlavny skaj~ci spolu dalej len 
"Zmluvni partneri", Zadavatel, CRO s 
Centrom a Hlavnym sk~5aj~cim kady z nich 
Zmluvna strana a spolu d'alej len ~Zmluvn~ 
strany") 

Preambula 

VZHEADOM K TOMU, ZE Zad~vatef, 
prostrednictvom CRO, poziadal Zmluvnych 
partnerov, aby vykonali klinick~ skanie so 
sk~5any liekom, [(dalej 
len ..Skan 

(d'alej len "Klinick~ sk~anie"), ktor% 
jei»are popisan4 v protool e.[«osy 
bude Zmluvnym partnerom odovzdany 
Zad~vatel'om/CRO a ktory m~ze byt' 
Zad~vatel'om jednostranne dopliovany (d'alej len 
~ Protokol"). 

VZHEADOM K TOMU, ZE Zmluvni partneri 
disponuj~ znalost'ami, sk~senost'ami a zdrojmi 
potrebnymi na vykonanie Klinick~ho skuania 
podl'a ich najlepieho vedomia maj pristup k 
poadovan~mu po~tu subjektov sk~sania podl'a 
krit~rii pre zaradenie alebo vyradenie tak, ako s~ 
vymedzen~ v Protokole, a s~ ochotni Klinick~ 
sk~anie vykonat'. 

I. 1-Predmet Zmluvy 

1 . 1  Predmetom tejto Zmluvy je vykonanie 
Klinick~ho skuania v Centre a rozdelenie 
povinnosti s~visiacich s Klinickym skuanim 
medzi Zad~vatel'a/CRO a Zmluvnych 
partnerov. Predmetom tejto Zmluvy s z~v~zky 
Zmluvnych partnerov tykaj~ce sa vykonania 
Klinick~ho sk~ania za podmienok dohodnutych 
v tejto Zmluve a zv~zok Zadvatel'a/CRO k 
~hrade odmeny za spr~vne vykonanie 
Klinick~ho sk~ania. Ak~kol'vek odchlk od 
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(the Center and the Principal Investigator 
hereinafter collectively referred to as the 
"Contracting Partners", the Sponsor, CRO 
with the Centre and tbe Principal investigator 
hereinafter each a "Contracting Party" and 
collectively referred to as tbe "Contracting 
Parties") 

Preamble 

WHEREAS, the Sponsor, through CRO, 
asked the Contracting Partners to conduct a 
clinical trial involvino the study drug 

(hereinafter called 
dicinal product") 

(neremnatter reterred 
to as the "Clinical Trial") as described in more 
detail in protocol no. - which will be 
provided to tbe Contracting Partners by the 
Sponsor/CRO and which may be unilaterally 
updated by the Sponsor (hereinafter referred to 
as the "Protocol"). 

WHEREAS, the Contracting Partners possess 
knowledge, experience and resources necessary 
for conducting the Clinical Trial, have - to the 
best of their knowledge - access to the required 
number of trial subjects based on the inclusion or 

exclusion criteria as laid down in the Protocol 
and are willing to conduct the Clinical Trial. 

Article 1 -  Subject of the Agreement 

1.1 The subject of tbe Agreement is the 
performance of the Clinical Trial at the Center 
and the division of Clinical Trial-related 
obligations among the Sponsor/CRO and the 
Contracting Partners. The subject of the 
Agreement are covenants of the Contracting 
Partners to conduct the Clinical Trial under tbe 
terms and conditions agreed herein and the 
covenant of the Sponsor/CRO to pay 
remuneration for a du! conducted Clinical 
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Protokolu a dodatky k Protokolu, vr~tane av5ak 
nielen ak~hokolvek vyetrovania alebo skuania 
dopliujcich klinickych i laboratornych 

parametrov, vyzaduj~ predch~dzajci pisomny 
s~hlas Zadavatel'a. 

1 .2  Klinick~ skuanie liekov sa vykon~va podl'a 
$29 a2 44 z~kona ~. 362/2011 Z.z. o liekoch a 
zdravotnickych pom~ckach a o zmene a doplneni 
niektorych z~konov (dalej len "zkon o 
liekoch"). 

I. 2 -  Povinnosti Zmluvnych partnerov 

2.1  Zmluvni partneri sa zav~zuju vykonat a 
zdokumentovat Klinick~ skuanie hospod~re a 
s n~leitou odbornou starostlivost'ou v prisnom 
slade s (a) Protokolom; a (b) podmienkami 
tejto Zmluvy; a(c) etickymi z~sadami Helsinskej 
deklarcie; a (d) Harmonizovanym trojstrannym 
usmernenim ICH pre spr~vnu klinick prax 
vr~tane jeho n~slednych zmien a veobecne 
akceptovanymi normami spr~vnej klinickej 
praxe; a (e) vetkymi prislunymi pr~vnymi 
predpismi; a (f) vetkymi prikazmi a 
smernicami prislunych org~nov verejnej moci 
a spr~vy, zdravotnych poistovni a etickych 
komisii, ak tak~ existuj; (g) intrukciou 
Zad~vatel'a nazvanej ~Priruka pre 
sksaj~ceho" (Investigator's Brochure) 
obsahuj~cej vetky v sasnej dobe zn~me 
inform~cie o produkte /lieku pouitom v Stdii a 
jeho vlastnostiach. Priruku pre skuajceho 
Zad~vatel odovzdal Hlavn~mu sk~aj~cemu a 
bude ju aktualizovat' v periodicite vyzaduj~cej 
stavom St~die alebo stanovej pr~vnymi 
predpismi. Priruka pre sk~ajceho bude 
pripojen~ k dokument~cii Stdie; (h) so 
veobecnymi podmienkami Zad~vatel'a (pokial 
ich Zad~vatel vydal a poskytol Centru) o 
vykon~vani klinickych sk~ani, s vynimkou tych 
podmienok, ktor~ s~ modifikovan~ touto 
Zmluvou. Centrum sa zav~zuje poskytnut 
primeran~ zdroje a vybavenie na vykon~vanie 
Klinick~ho sk~ania. 

2.2 Klinick~ skanie bude v Centre vykon~van~ 
pod dohladom Hlavn~ho sk~aj(ccho, ktory je 
zodpovedny za jej riadny priebch. Hlavny 
sk~aj~ci je zodpovednym ved~cim skupiny 
skuajucich v pripade, e Klinick~ sk~5anie je v 
Centre vykon~van~ viac ako jednym sk~ajcim 
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Trial. Any deviations from the Protocol or 
amendments of the Protocol, including without 
limitation, any investigation or evaluation of 
additional clinical or laboratory parameters, 
require the pnor written approval of the 
Sponsor. 

1 . 2  The Clinical Trial is performed pursuant to 
Sections 29 to 44 of No. 362/2011 Coll., on 
pharmaceuticals and medical devices and on 
amendments to certain acts (hereinafter the 
"Pharmaceuticals Act"). 

Article 2 - Obligations of the Contracting 
Partners 

2 . 1  The Contracting Partners shall conduct and 
document the Clinical Trial in a diligent and 
efficient manner in strict compliance with ( a) the 
Protocol; and (b) the terms and conditions of 
this Agreement; and ( c) the ethical principles of 
the Declaration of Helsinki; and ( d) the ICH 
Harmonised Tripartite Guideline for Good 
Clinical Practice as amended from time to time 
as well as generally accepted standards of Good 
Clinical Practice; and ( e) all applicable legal 
regulations; and (f) all orders and directives of 
competent public administration authorities, 
health msurance compames and ethics 
committees, if any; (g) an instruction issued by 
Sponsor entitled "Investigator's Brochure", 
which contains all currently known information 
on the product/medication used in the Clinical 
Trial and on its properties. Sponsor provided the 
Principal Investigator with the Investigator's 
Brochure and shall periodically update the 
Investigative Brochure as required by the status 
of the Clinical Trial or set out in the legal 
regulations. The Investigative Brochure will 
be appended to the Clinical Trial documents; 
(h) general terms and conditions of Sponsor 
(provided that Sponsor has issued them and 
submitted them to the Centre) on the conduct of 
clinical studies, except for the conditions 
modified by this Agreement. The Center shall 
provide adequate resources and facilities for the 
performance of the Clinical Trial. 

2.2 The Clinical Trial at the Center shall be 
conducted under the supervision of the Principal 
Investigator who shall be responsible for due 
course of the Clinical Trial. The Principal 
Investigator is the responsible head of the group 
of investigators in case the Clinical Trial is 
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(dalej len ~Skajci"). Hlavny skajci je 
zodpovedny za celkov pohodu subjektov 
sk~sania z~~astiuj~cich sa Klinick~ho skuania 
z hladiska poskytovania zdravotnickych sluieb 
na primeranej odbornej ~rovni. 

2.3 Hlavny sk~5aj(ci sasne m~e slit pre 
Zad~vatel'a/CRO ako kontaktn~ osoba v Centre 
vo vzt'ahu ku Klinick~mu sk~aniu, pokial nie je 
niie v tejto Zmluve stanoven~ inak. Hlavny 
sk~saj~ci vykon~va Klinick~ skuanie v r~mci 
svojho pracovn~ho pomeru k Centru. 

2.4 Centrum sa zav~zuje umonit' a Hlavny 
sk~ajci sa zav~zuje zabezpeit', aby Sk~5aj~ci 
a ostatn~ osoby zahrut~ do vykon~vania 
Klinick~ho skuania (dalej len ~Clenovia 
tudijn~ho timu") konali v s~lade s 
podmienkami tejto Zmluvy a protokolom. 
Centrum sa prostrednictvom Hlavn~ho 
skajceho zav~zuje zabezpe~it', e p~vodni aj 
novi Clenovia Studijn~ho timu s~ riadne 
prekoleni, kvalifikovani a vzdelani, obzvl~5t, 
e sa z~astiuj~ vetkych 5koliacich stretnuti o 
Klinickom sk~sani, vr~tane koleni na spr~vnu 
klinick~ prx vyzadovanych a zabezpe~ovanych 
Zad~vatel'om/CRO (Clenovia Studijn~ho timu 
vak nemusia Skolenie na spr~vnu klinick prax 
absolvovaf', ak sa preuk~u certifik~tom z 
absolvovan~ho 5kolenia spravnej klinickej praxe 
nie starim ako 3 roky odo da zaatia 
Klinick~ho sk~ania). Zad~vatel/CRO m pr~vo 
odmietnut' konkr~tnych Clenov tudijn~ho timu, 
ak sa Zad~vatel/CRO domnieva, e nie s~ 
prislune vzdelani a / alebo kvalifikovani. 
Clenovia Studijn~ho timu s~ zamestnanci 
Centra. Clenovia tudijn~ho timu a Hlavny 
sk~aj~ci sa bud z~~astiovat kolcni, ktor~ v 
s~vislosti s Klinickym sk~5anim pre tieto osoby 
Zad~vatel/CRO zorganizuje a Centrum je 
povinn~ tak~to (cast' umonit'. Zad~vatel, 
prostrednictvom CRO, nahradi primeran~ 
cestovn~ a ubytovacie n~klady svisiace so 
vzdel~vanim podla tohto l~nku, ak to bude 
potrebn~, ale za ~ast' na tomto vzdelvani 
nen~lei ~astnikom ani nikomu in~mu ziadna 
odmena. 

2.5 Centrum sa zav~zuje umo~nit' Hlavn~mu 
skaj~cemu, Sk~ajcim a Clenom Studijn~ho 
timu, z~astiovat' sa podl'a potreby stretnutia 
sk~ajcich a telekonferencii uskutoiovanch v 
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conducted at the Center by several investigators 
(hereinafter referred to as "Investigators). The 
Principal Investigator is responsible for the well 
being of the trial subjects participating in the 
Clinical Trial in terms of professional medical 
services provided. 

2.3 The Principal Investigator may also serve as 
the contact person for Sponsor/CRO with regard 
to the Clinical Trial at the. Center, unless this 
Agreement specifies otherwise. The Principal 
Investigator shall conduct the Clinical Trial as 
part of his or her employment at the Center. 

2.4 The Center shall allow and the Principal 
Investigator shall ensure that the Investigators 
and other persons involved with the Clinical 
Trial (hereinafter ref erred to as "Clinical Trial 
Team Members") comply with the terms and 
conditions of this Agreement and the Protocol. 
The Center shall ensure through the Principal 
Investigator that original and new Clinical Trial 
Team Members are appropriately trained, 
qualified and educated, in particular that they 
participate in all training sessions regarding the 
Clinical Trial, including any good clinical 
practice training required and organized by the 
Sponsor/CRO (Clinical Trial Team Members, 
who have a good clinical practice certificate that 
is not older than 3 years as of the first day of the 
Clinical Trial, are not required to participate in 
good clinical practice training). The 
Sponsor/CRO shall have the right to reject 
specific Clinical Trial Team Members, if the 
Sponsor/CRO deems them not appropriately 
educated and/or qualified. Clinical Trial Team 
Members are employees of the Center. Clinical 
Trial Team Members and the Principal 
Investigator shall attend trainings organized for 
them by the Sponsor/CRO in connection with 
the Clinical Trial, and the Center shall allow 
such persons to attend. The Sponsor, through 
CRO, shall reimburse reasonable travel and 
accommodation costs, if applicable related to 
the trainings under this article, but no 
remuneration shall be provided to participants or 
any other persons for attending such trainings. 

2 .5 The Center shall make it possible for the 
Principal Investigator, Investigators and Clinical 
Trial Team Members, as required, to participate 
in Investigators' meetings and teleconferences 
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priebchu Klinick~ho sk~ania v rozsahu held in the course of the Clinical Trial to the 
pozadovanom Zad~vatelom/CRO. extent requested by the Sponsor/CRO. 

2.6 Kad~ uzatvorenie subdod~vatel'skej 
zmluvy, ktorej predmet plnenia tretej strany sa 
bude tykat' ktorejkolvek z povinnosti Centra na 
z~klade tejto Zmluvy si vyzaduje predch~dzajci 
pisomny shlas Zad~vatel'a/CRO. Udelenie 
tak~hoto shlasu je na vylunom rozhodnuti 
Zad~vatel'a/CRO. V pripade udelenia tak~hoto 
shlasu zo strany Zad~vatel'a Centrum: 

2.6 Any subcontracting of any of the Center's 
obligations under this Agreement to a third party 
requires the pnor written consent of the 
Sponsor/CRO. Granting of such consent shall be 
within the Sponsor/CRO's sole discretion. In the 
case that such Sponsor's consent is granted, the 
Center shall: 

2 .6 . 1  je povinn~ zabezpeit' u subjektu, na 
ktor~ho svoju povinnost' pren~a, dodriavanie 
podmienok, (a) ktor~ st vzhl'adom k charakteru 
poadovanej sluby relevantn~ a podobn~ 
podmienkam tejto Zmluvy vr~tane, avak nielen, 
leh~t na plnenie povinnosti, (b) na z~klade 
ktorych tretia strana post~pi vetky pr~va k 
vysledkom svojej innosti / Stdie na Centrum 
alebo Zadvatel'a a (c) podla ktorych tretia 
strana umoni Zad~vatelovi/CRO alebo tretim 
stran~m Zmluvne opr~vnenym Zad~vatel'om a 
prislunym regulanym ~radom vykonanie 
auditov a inpekcii u takejto tretej strany, o 

stasne neznamen~ obmedzenie povinnosti 
Centra vo vzt'ahu k auditom a inspekcie; a 

2 .6 .1  make sure that such subcontractors observe 
the terms and conditions (a) that are relevant to 
the nature of requested services and similar to the 
terms and conditions of this Agreement, 
including - without limitation - the timelines for 
fulfilling obligations, (b) based on which the 
third party shall assign all rights with regard to the 
results of its performance of the Clinical Trial to 
the Center or the Sponsor and ( c) based on which 
the third party shall allow the Sponsor/CRO or 
third parties contracted by the Sponsor and 
competent regulatory authorities to perform 
audits and inspections at such a third party's site, 
whereas this shall not limit the Center's 
obligations with respect to audits and 
inspections; and 

2 .6.2 bude niest' zodpovednost' za riadne plnenie 
vetkych povinnosti, ktor~ bud~ predmetom 
subdod~vatel'skych zmlv. 

2.6.2 be responsible for due performance of all 
subcontracted duties. 

2.7 Zmluvni partneri sa zav~zuj vynaloit 
vetko ~silie na zaradenie subjektov skuania do 
Klinick~ho sk~ania v slade s poiadavkami na 
zarad'ovanie a lehotami ustanovenymi v 
Protokole. Centrum sa zav~zuje zaradit 
priblinelsubjektov sk~ania. Su~asn~ lehoty 
vzfahujce sa k vykon~vaniu Klinick~ho 
skuania s~ nasledovn~: 

2. 7 The Contracting Partners agree to make 
maximum efforts to enroll trial subjects in the 
Clinical Trial in accordance with the inclusion 
requirements and timelines set forth in the 
Protocol. Center agrees to enroll approximate I 
trial subjects. The current timelines for 
conducting the Clinical Trial are as follows: 

2.7.1 Predpokladany zaiatok n~boru subjektov 
skania je a predpokladan~ 
koneemie [ Nabor s»bicktov 
sk~ania sa vzdy riadi aKtuainymi podmienkami 
Protokolu. 

2 .7.1 Recruitment of trial subjects is expected 
to begin on and to be completed by 

[ Recruitment of trial subjects is 
always governed by current terms and 
conditions of the Protocol. 

2.7.2 Hlavny sk~ajci a Centrum shlasia, ze 
Zad~vatel/CRO m~ze jednostranne kedykolvek 
zmenit' poet subjektov sk~ania, ktorych 
Hlavny sk~5aj(ci do St~die m~e zaradit 
a/alebo asovy harmonogram n~boru, a to 
prostrednictvom vydania prislun~ho pokynu ku 

2 .7 .2 The Principal Investigator and Center 
agree that the Sponsor/CRO may unilaterally 
change the number of trial subjects that the 
Principal Investigator shall include in the 
Clinical Trial and/or the recruitment timeframe 
by issuing a relevant written instruction for the 

-:.__Slovakia_ CRO-Center-PI CT A 
Page 5 ot 5u 

Template version July 2019_Approved for signature 13Apr2022 



Klinick~mu skuaniu. Takyto pokyn sa nebude 
vzt'ahovat' na u zaradenych subjektov skuania. 

2.8 Hlavny skuajci sa zav~zuje do Klinick~ho 
sk~ania zaradit' iba riadne sp~sobil~ subjekty 
sk~5ania v s~lade s Protokolom a ozn~mit' 
zaradenie subjektu skuania do Klinick~ho 
sk~ania s uvedenim isla rozhodnutia o 
Klinickom skusani a d~tumu zaradenia subjektu 
sk~ania do Klinick~ho skuania zdravotnej 
poistovni vykon~vaj~cej verejn~ zdravotn~ 
poistenie subjektu skuania bezodkladne po 
zaradeni subjektu skuania do Klinick~ho 
skania v s~lade s ustanovenim $ 44 pism. o) 
z~kona o liekoch. 

2.9 Zmluvni partneri sa zav~zuj zabezpeit, e 

Klinick~ skanie bude vykon~van~ v slade s 
povolenim alebo shlasom k ohl~seniu vydanym 
St~tnym stavom pre kontrolu lie~iv a s~hlasmi 
prislunych etickych komisii. Zmluvni partneri 
sa zav~zuj~ poskytnt' Zad~vatelovi/CRO 
s~innost' pri priprave dokumentov tykajcich 
sa Klinick~ho skania a odovzdaf' 
Zad~vatel'ovi alebo tretej strane urenej 
Zad~vatel'om bezodkladne vetky vyhl~senia 
potrebn~ na povolenie Klinick~ho sk~ania 
regulanymi organmi a / alebo etickymi 
komisiami, vr~tane av5ak nielen (i) Vyhl~senie 
o finannych z~ujmoch, (ii) CV a (iii) 
potvrdenie o zodpovedaj~com vybaveni miesta 
sk~5ania. Zmluvni partneri sa zav~zuj 

zabezpe~it', e poskytut~ dokumenty tykaj~ce 
sa Klinick~ho skuania s~ pln~ a spr~vne. 
Napriklad, Vyhl~senie o finannych z~ujmoch 
musi obsahovat' vetky finann~ vztahy medzi 
Hlavnym sk~ajcim a ktorymkolvek Clenom 
tudijn~ho timu, a ich finann~ z~ujmy, na 
jednej strane a Zad~vatel'om/CRO alebo 
ktoroukolvek spolo~nost'ou prepojenou so 
Zad~vatel'om, na strane druhej, vr~tane - avak 
nielen - odmeny alebo in~ho finan~n~ho 
prospechu prijat~ho kadym z nich od 
Zad~vatel'a alebo ktorejkolvek zo spolo~nosti 
prepojenych so Zad~vatel'om za konzultan~ 
innosti alebo in~ sluby nepokryt~ touto 
Zmluvou. Potvrdenia o finan~nych z~ujmoch by 
mali byt' predloen~ v priebehu Klinick~ho 
skuania, pri jeho zmene a jeden rok po 
skoneni Klinick~ho sk~ania. ~Prepojenou 

osobou" je ak~kolvek pr~vnick~ osoba alebo 
spolo~nost', ktor~ (a) je ovl~danou osobou v 
zmysle $ 66a ods. 1 Obchodn~ho z~konnika, (b) 
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Clinical Trial. Such an instruction shall not 
concern the already included trial subjects. 

2.8 The Principal Investigator agrees to include 
in the Clinical Trial only such trial subjects that 
are duly suitable for the Clinical Trial in 

compliance with the Protocol and announce the 
inclusion of the trial subject to the Clinical Trial 
specifying the decision number of the Clinical 
Trial and the date of inclusion of-the trial subject 
in the Clinical Trial to the health insurance 
company conducting the Public Health Insurance 
of trial subject immediately after inclusion of the 
trial subject to Clinical Trial in accordance with 
the provisions of Section 44 letter o) of the 
Pharmaceuticals Act. 

2.9 The Contracting Partners agree to ensure 
that the Clinical Trial shall be conducted in 
compliance with the approval or consent with 
notification issued by the State Institute for 
Drug Control and approvals of the competent 
ethics committees. The Contracting Partners 
agree to cooperate with the Sponsor/CRO in 
preparing documents concerning the Clinical 
Trial and to immediately provide the Sponsor or 
a third party specified by the Sponsor with all 
declarations necessary for the approval of the 
Clinical Trial by regulatory authorities and/or 
ethics committees, including without limitation, 
if applicable, (i) Financial Interest Declarations, 
(ii) CVs and (iii) confirmation of adequate trial 
site facilities. The Contracting Partners shall 
ensure that the provided Clinical Trial 
documents are complete and correct. For 
example, the Financial Interest Declarations 
shall contain all financial relations between, and 
financial interests of, the Principal Investigator 
and any Clinical Trial Team Member, on one 
hand, and the Sponsor/CRO or any of the 
Sponsor's affiliates, on the other hand, 
including - but not limited to - remuneration or 
other financial benefits received by each of them 
from the Sponsor or any of the Sponsor's 
affiliates for consultations or other services not 
covered in this Agreement. The Financial 
Interest Declarations should be submitted in 
the course of the Clinical Trial, upon a change 
m the Clinical Trial and one year after 
completion of the Clinical Trial. "Affiliate" 
shall mean any legal entity or company, which 
(a) is a controlled person pursuant to Section 
66a para. 1 of Commercial Code, (b) is a 
controlling person pursuant to Section 66a, para. 
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je ovl~dajcou osobou v zmysle $ 66a ods. 2 
Obchodn~ho z~konnika, (c) je osobou 
ovl~danou tou istou ovl~dajcou osobou, (d) je 
lenom tej istej skupiny, alebo (e) ktor~ priamo 
alebo nepriamo, prostrednictvom jedn~ho alebo 
viacerych sprostredkovatelov, vykon~va 
kontrolu, je kontrolovan~ alebo je pod 
spolonou kontrolou so Zmluvnou stranou. 

2 of Commercial Code, ( c) is a person contra lied 
by the same controlling person, (d) is a member 
of the same group, or (e) which directly or 
indirectly, through one or more intermediaries, 
controls, is controlled by or is under joint control 
with a Contracting Party. 

2 . 10  Hlavny skuajci sa zav~zuje vetky 
subjekty sk~sania zodpovedajcim sp~sobom 
informovat' o ciel'och, met~dach, 
predpokladanych prinosoch a potencialnych 
rizik~ch Klinick~ho sksania a o okolnostiach, za 
ktorych by ich osobn~ daje mohli byt' 
spristupnen~ Zad~vatel'ovi/CRO, jeho 
Prepojenym osob~m, prislunym org~nom, tretim 
stran~m, ktor~ poskytuju sluby 
Zad~vatel'ovi/CRO a / alebo etickym komisi~m. 
Hlavny skajci sa zav~zuje zabezpe~it', e 

subjekty skuania sa zastnia Klinick~ho 
sk~ania az potom, o podpiu informovany 
shlas subjektu skuania poskytnuty 
Zad~vatel'om/CRO. Hlavny sk~ajci uchov% 
origin~l tak~ho shlasu v zdravotnickej 
dokument~cii subjektu skania. Ak subjekt 
sk~ania svoj s~hlas v priebehu Klinick~ho 
sk~ania odvol~, Zmluvni partneri nesm~ vo 
vzt'ahu k tomuto subjektu vykonat' iadne dalie 
postupy v r~mci Klinick~ho skania okrem 
pripadnych opatreni tykajcich sa d'al5ieho 
sledovania predpisanych Protokolom, s ktorymi 
subjekt sk~ania s~hlasil. N~sledn~ lieba 
subjektu, ktor~ nes~visi s Klinickym sk~anim, 
je vyhradnou lek~rsku zodpovednost'ou a 
pr~vnou zodpovednost'ou Zmluvnych partnerov. 

2. 1 0  The Principal Investigator agrees to 
appropriately inform all trial subjects of the 
aims, methods, expected benefits and potential 
risks of the Clinical Trial and the circumstances 
under which their personal data might be 
disclosed to the Sponsor/CRO, its Affiliates, 
competent authorities, third parties providing 
services for the Sponsor/CRO and/or ethics 
committees. The Principal Investigator agrees to 
ensure that the trial subjects shall not participate 
in the Clinical Trial until after they sign their 
informed consent provided by the Sponsor/CRO. 
The Principal Investigator shall keep the original 
of such consent in the trial subjects' medical 
records. If such consent is revoked in the course 
of the Clinical Trial, no further Clinical Trial 
related procedures may be performed by the 
Contracting Partners with regard to the 
respective trial subject, except for any Clinical 
Trial-related follow-up monitoring laid down in 
the Protocol and consented to by the trial subject. 
Subsequent treatment of the trial subject, which 
is not related to the Clinical Trial, lies in the sole 
medical responsibility and legal liability of the 
Contracting Partners. 

2 . 1 1  Zmluvni partneri sa zav~zuj zabezpeit', e 

subjektom sk~sania zaradenym do Klinick~ho 
skuania sa v Centre nebudu pod~vat' in~ 
neregistrovan~ lieky podla $ 46 z~kona o 
liekoch a v zmysle Vyhl~5ky Ministerstva 
zdravotnictva SR c. 507/2005 Z.z., ktorou sa 
upravuj~ podrobnosti o povolovani 
terapeutick~ho pouzitia hromadne vyr~banych 
liekov, ktor~ nepodliehaju registr~cii, a 
podrobnosti o ich ~hrade na z~klade verejn~ho 
zdravotn~ho poistenia, ani sa nebud~ 
z~astiovat' in~ho klinick~ho sk~ania, pri 
ktorom by subjekty sk~ania dost~vali v 
Slovenskej republike neregistrovany lick v 
priebehu Klinick~ho skuania bez 
predch~dzajceho pisomn~ho shlasu 
Zadvatel'a. 

2 . 1 1  The Contracting Partners shall ensure that 
the trial subjects included in the Clinical Trial 
do not receive other unregistered medicinal 
products according to Section 46 of 
Pharmaceuticals Act and within the meaning of 
Decree of Ministry of Health of the SR no. 
507 /2005 Coll., regulating details on 
authorization of the therapeutic use of mass 
produced medicines which are not subject to 
registration and details of their payment on the 
basis of public health insurance, nor shall they 
participate in any other clinical trial in which 
the trial subjects would use medicinal products 
not registered in the Slovak Republic in the 
course of the Clinical Trial without the prior 
written consent of the Sponsor. 
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2 . 1 2  Ak po~as Klinick~ho skuania v Centre 
d~jde k pokodeniu zdravia subjektu sk(ania, 
Zmluvni partneri sa zav~zuju informovat' o 
kadej takcjto udalosti Zad~vatela/CRO (i) v 
pripade z~van~ho neiaduceho ~inku a/alebo 
z~vanej neiaducej udalosti a/alebo v pripadoch 
tehotenstva, ak tak~ existuj~, najnesk~r do 24 
hodin a (ii) v pripade neiaduceho inku 
a/alebo neiaducej prihody bezodkladne v r~mci 
leh~t stanovenych v Protokole a inych 
pokynoch danych Zad~vatel'om/CRO o hl~seni 
dajov tykajcich sa bezpe~nosti. Sastou 
tak~ho hl~senia musi byt' tie posdenie 
priinnej svislosti. O akomkolvek inom 

pokodeni zdravia subjektu sk5ania alebo 
akomkolvek z~vanom porueni Protokolu 
alebo pokynov sprvnej klinickej praxe, musia 
Zmluvni partneri informovat' Zadvatel'a/CRO 
bez zbyton~ho odkladu. Zmluvni partneri bud 
vdy spolupracovat' so Zad~vatel'om/CRO pri 
jeho hl~seniach vetkych z~vaznych neziaducich 
udalosti a podozreni na neziaduce inky 
produktov alebo liekov S~KL, Etickej komisii, 
prislunej zdravotnej poist'ovni vykon~vaj~cu 
verejn~ zdravotn~ poistenie subjektu skuania, 
pripadne prislunym org~nom lenskych t~tov, 
na ktorych ~zemi sa vykon~va multicentrick~ 
klinick~ sk~anie, a v pripade ak to stanovuj~ 
pr~vne predpisy alebo o to poziada 
Zad~vatel'/CRO, poskytn~ prislunym org~nom 
aj pozadovan~ inform~cie. Zmluvni partneri s 

povinni poskytovat' Zad~vatelovi/CRO 
s~~innost' s plnenim povinnosti tykaj~cich sa 
hl~seni neiaducich inkov. 

2 . 1 3  Zmluvni partneri sa zav~zuju bez 
zbyton~ho odkladu zodpovedat' vetky ot~zky 
Zad~vatel'a alebo os~b poverenych Zad~vatel'om 
tykaj~ce sa dokument~cie neiaducej udalosti. 
Toto zahiia najm~ aktivne n~sledn~ sledovanie 
a objasnenie prislusnych nezrovnalosti v 
hl~seniach neziaducich udalosti a udalosti 
tehotenstva. Na ~~el hl~senia neziaducich 
udalosti a udalosti tehotenstva st Zmluvni 
partneri povinni pouivat' formul~re poskytnut~ 
Zad~vatel'om/CRO, ak tak~ existuj~. 

2 . 14 Po~as a po skon~eni Klinick~ho 
sk~sania sa zav~zuj( Zmluvni partneri predloit' 
Zad~vatel'ovi/CRO v5etky dokumenty prijat~ od 
t~tnych org~nov, etickych komisii a/alebo 
prislunych regula~nych organov tykajce sa 
akychkol'vek s~hlasov alebo povoleni alebo 

Sponsor/PPD Confidential Information 

2. 12 If in the course of the Clinical Trial at the 
Center trial subjects' health is harmed, the 
Contracting Partners shall inform the 
Sponsor/CRO of any such event (i) in case of any 
serious adverse effect and/or serious adverse 
events and/or, if applicable, in case of 
pregnancy, within 24 hours at the latest and (ii) 
in case of any adverse effect and/or adverse 
event immediately within the timelines specified 
in the Protocol and other instructions on safety 
related data reporting provided by the 
Sponsor/CRO. Such reporting must also include 
an assessment of causality. Any other harm to 
health of trial subjects or any serious breach of 
the Protocol or good clinical practice guidelines 
must be reported to the Sponsor/CRO without 
undue delay. The Contracting Partners will 
always cooperate with Sponsor/CRO in his 
reports of all serious adverse events and adverse 
effect suspected of products or medicines to 
SUKL, the Ethics Committee, the relevant health 
insurance company performing public health 
insurance of Study Subjects, or the competent 
authorities of the Member States in whose 
territory is performed the multicentre clinical 
trial, and in case it is stipulated by the legislation 
or required by Sponsor/CRO, will provide to the 
relevant authorities also requested information. 
The Contracting Partners are obliged to 
cooperate with Sponsor/CRO with the reporting 
of adverse effects. 

2 . 1 3  The Contracting Partners agree to 
immediately answer any questions of the 
Sponsor or persons authorized by the Sponsor 
regarding adverse event documentation. This 
includes - but is not limited to - active follow-up 
monitoring and clarification of relevant 
inconsistencies in adverse event and pregnancy 
reports. For the purposes of adverse event and 
pregnancy reporting, the Contracting Partners 
must use the forms provided by the 
Sponsor/CRO, if applicable. 

2. 1 4 During and after completion of the Clinical 
Trial, the Contracting Partners shall submit to the 
Sponsor/CRO all documents received from 
authorities, ethics committee/s, and/or 
competent regulatory authorities regarding any 
consent or authorization or safety- related 
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prislusnej komunik~cie o bezpenosti vo vzt'ahu 
ku Klinick~mu skuaniu do 24 (dvadsiatich 
tyroch) hodin od ich obdrzania. 

2 . 1 5  Zmluvni partneri sa zav~zuj~ pouivat' 
Skt5any liek vylune na ~cly vykon~vania 
Klinick~ho sk~5ania a iba sp~sobom 
pecifikovanym v Protokole. Zmluvni partneri 
s~ zodpovedni za riadne prijimanie, pouZivanie, 
nakladanie, skladovanie a vedenie d~kladnej a 
presnej evidencie zaobch~dzania so Sk5anym 
liekom v priebehu Klinick~ho skania v s~lade 
s poiadavkami spr~vnej klinickej praxe, 
spr~vnej lek~renskej praxe a Protokolom. 
Naviac sa Zmluvni partneri zav~zuj vr~tit' alebo 
zabezpeit' riadnu likvid~ciu nepouit~ho 
Sk5an~ho lieku, ak si Zad~vate'/CRO likvid~ciu 
vyiadal (na n~klady Zadvatela), a t~to 
likvid~ciu riadne zdokumentovat. V pripade 
naat~ho a nespotrebovan~ho Sk5an~ho lieku, 
ktor~ho forma podania je inf~zia, zaistia 
Zmluvni partneri likvid~ciu ihned po priprave ~i 
~prave Sk5an~ho lieku. 

2 . 1 6  Centrum sa tymto zav~zuje zabezpeit' 
uskladnenie, pripravu, kontrolu a distribciu 
Sk~an~ho lieku v s~lade s ustanovenim 
Protokolu, ako aj v s~lade so veobecne 
z~v~znymi pr~vnymi predpismi a v s~lade so 
vetkymi ustanoveniami pokynov pre klinick~ 
skanie lickov St~tneho stavu pre kontrolu 
lie~iv. Zmluvni partneri nebud~ vyadovat 
zaplatenie Skan~ho lieku alebo akejkolvek 
sluby hradenej Zad~vatel'om/CRO podl'a tejto 
Zmluvy od subjektu skania alebo od tretej 
strany, ako je napriklad zdravotn~ poist'ova. 

2 . 1 7  Centrum sa zav~zuje menovat' 
dostatony po~et z~stupcov, ktori splhaj 
kvalifikan~ poziadavky na vykon povolania 
farmaceuta alebo farmaceutick~ho laboranta v 
zmysle z~kona ~. 578/2004 Z.z, 0 

poskytovatel'och zdravotnej starostlivosti, 
zdravotnickych pracovnikoch, stavovskych 
organiz~ci~ch v zdravotnictve a o zmene a 
doplneni niektorych z~konov, v zneni neskorich 
predpisov a v zmysle nariadenia vl~dy • 
296/2010 Z.z. o odbornej sp~sobilosti na vykon 
zdravotnickeho povolania, sp~sobe d'alieho 
vzdelvania zdravotnickych pracovnikov, 
s~stave Specializanvch odborov a s~stave 
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communication with respect to the Clinical Trial 
within 24 (twenty-four) hours following their 
receipt. 

2 . 15  The Contracting Partners agree to use the 
Investigational medicinal product exclusively for 
the purposes of conducting the Clinical Trial and 
only as specified in the Protocol. The Contracting 
Partners are responsible for the proper receipt, 
use, handling, storage and keeping detailed and 
accurate records of handling of the 
Investigational medicinal product in the course 
of the Clinical Trial pursuant to the requirements 
of good clinical practice, good pharmacy 
practice and Protocol. The Contracting Partners 
agree to return any unused Investigational 
medicinal product or properly liquidate any 
unused Tnvestigational medicinal product, 
provided that the Sponsor/CRO requested such 
liquidation (at the expense of the Sponsor), and 
properly document such liquidation. The 
Contracting Partners shall immediately liquidate 
any unfinished or unused Investigational 
medicinal product administered by infusion 
immediately after its preparation or 
modification. 

2 . 16  The Center hereby agrees to ensure that the 
Investigational medicinal product ts stored, 
prepared, inspected and distributed m 
compliance with the Protocol, the applicable law 
and all provisions of the instructions for the 
clinical trials of drugs issued by the State 
Institute for Drug Control. The Contracting 
Partners shall not charge any trial subject or third 
party, such as a health insurance company, for 
the lnvestigational medicinal product or for any 
services paid for by the Sponsor/CRO under this 
Agreement. 

2.1  7 The Center agrees to appoint a sufficient 
number of representatives who meet 
qualification requirements for the position of a 
pharmacist and pharmacist laboratory assistance 
pursuant to Act no. 578/2004 Coll., on healthcare 
providers, healthcare workers, health 
organizations, and amendments to certain acts, as 
amended, and within the Government Decree no. 
296/20 IO Coll. on the professional competence 
for the performance of the medical profession, on 
the training method of health workers, on the 
system of specialized branches and on the system 
of certified work activities, as amended. These 
representatives shall be responsible for handling 
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certifikovanych pracovnych innosti, v zneni 
neskorich predpisov. Tito z~stupcovia bud 
zodpovedni za nakladanie so Sk5anym liekom a 
za vedenie s~visiacich z~znamov a 
dokument~cie. Ihned po vymenovani tohto 
z~stupcu alebo z~stupcov, ozn~mi Centrum 
Zad~vatelovi/CRO pisomne meno a priezvisko 
poverenych os~b spolu s prislusnymi 
kontaktnymi inform~ciami. 

2 . 1 8  Hlavny sk~ajci sa zav~zuje odoberat' 
Sk5any liek v slade s Protokolom, a to v 
d~vkovani potrebnom pre kad jednotliv 
n~vtevu subjektu skania. 

2 . 19  Kedykolvek o to Zad~vatel/CRO poiada, 
zav~zuj~ sa Zmluvni partneri podat' hl~senie o 
postupe v Klinickom skuani v Centre vr~tane 
~dajov o zarad'ovani subjektov sk~ania. 

2.20 Hlavny skuajci je povinny zhromadovat' 
~daje a vkladat' ich do[ pracovnch dni od 
ich vytvorenia do elektronickych CRFov (d'alej 
len "CRF") v s~lade s n~leitostami 
stanovenymi v Protokole. Hlavny skajci sa 
zav~zuje pravidelne odovzd~vat 
Zad~vatelovi/CRO CRF a vetku dokument~ciu 
vyadovan Protokolom, aby ich 
Zad~vatel/CRO mohol priamo alebo 
prostrednictvom in~ho subjektu priebene 
spracov~vat'. V pripade omekania dlhom ako 
Ila«cos«riot a«ts oaair tdaie 
Zadavatef/CRO opr~vneny, na z~klade 
pisomn~ho oznamenia doru~en~ho Hlavn~mu 
skajcemu, zastavit zarad'ovanie subjektov 
sk~5ania Hlavnym sk~ajcim a do doby, kedy 
bude vkladanie (dajov aktualizovan~. Pokial 
bude mat toto za n~sledok omekanie 
vzarad'ovani subjektov sk~ania, 
Zad~vatel'ovi/CRO prin~leia pr~va stanoven~ v 

a 12.4 «ei zmo». v o ho [  
pracovnych dni po oetreni posledneho zo 
subjektov sk~sania musi byt' dokon~en~ vloenie 
vetkych zost~vaj~cich CRF, svisiacej 
dokumentcie a takisto nepouzit~ CRF v listinnej 
podobe, ak tak~ existuj~, musia byt odovzdan~ 
Zad~vatelovi/CRO alebo na poziadanie 
Zad~vatel'a/CRO znien~. Zmluvni partneri sa 
zav~zuj~ poskytovat' s~~innost' pri 
bezodkladnom objasovani akychkolvek ot~zok 
tykajcich sa ~dajov v CRF a venovat sa tymto 
ot~zkam a zodpovedat' ich najnesk~r v lehotel 

Iloracovych ni. zaivatel/CRo me 
poadovat' odpovede aj v kratom asovom ~seku 
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the Investigational medicinal product and for 
keeping related records and documentation. 
Immediately after the appointment of the 
representative(s), the Center shall notify the 
Sponsor/CRO in writing about the first and last 
name and contact details of such appointees. 

2 . 18  The Principal Investigator agrees to draw 
the Investigational medicinal product in 
compliance with the Protocol and m doses 
required for every visit of the trial subject. 

2 . 1 9  The Contracting Partners agree to report on 
the progress of the Clinical Trial at the Center, 
including information about the enrolment of 
trial subjects, upon the Sponsor/CRO's request. 

2.20 The Principal Investigator must collect data 
and enter them wion[] working days of 
their generation in the electronic case report 
forms (hereinafter referred to as "CRFs") in 
accordance with the requirements set forth in the 
Protocol. The Principal Investigator agrees to 
regularly forward CRFs and any documentation 
required in the Protocol to the Sponsor/CRO so 
that the Sponsor/CRO could process them 
directly or through another entity on a 
continuous basis. In case of a delay with data 
an«me tr more o[loom days. 
the Sponsor/CRO shall have the right by giving 
written notice to the Principal Investigator to stop 
the recruitment of trial subjects by the Principal 
Investigator until data entering is up to date. If 

this results in a delay with recruiting trial 
subjects, the Sponsor/CRO shall have the rights 
set forth in Article 12.4 of this Agreement. 
Within - working days of the last trial 
subject's treatment, all outstanding CRFs must 
be entered and related documentation as well as 
unused paper CRFs, if applicable, must be 
forwarded to the Sponsor/CRO or destroyed 
upon the Sponsor/CRO's request. The 
Contracting Partners agree to assist in promptly 
clarifying any questions concerning CRF data 
and to address and answer such questions within 
Io.kine days. Te sponsor/cRo may 
request answers sooner than that due to key 
Clinical Trial milestones, such as a clean 
database. Furthermore, the Contracting Partners 
agree to reasonably assist in preparing the 
overall Clinical Trial report upon the 
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s ohl'adom na kl~~ov~ St~dia Klinick~ho 
sk~5ania, ako napr. ist~ datab~za. Zmluvni 
partneri sa dalej na ziadost Zad~vatel'a/CRO 
zav~zuj~ poskytovat' primeran~ s~innost' pri 
priprave celkovej spravy o Klinickom skuani. 
Centrum zabezpei, e CRF nebud pristupn~ 
nikomu in~mu ako Clenom tudijn~ho timu a 
Hlavn~mu skuaj~cemu a pristup k nim, ak bud~ 
v elektronickej podobe, bude chr~neny 
pristupovym menom a heslom. 

2.21 Hlavny sk~ajuci je povinny zabezpe~it', e 

vetky CRF poskytnut~ Zad~vatelovi/CRO s 

pravdivo, presne a riadne vyplnen~ a ze s 
vernym odrazom skuto~nych vysledkov 
Klinick~ho skKania. Hlavny sk~ajci sa tie 
zav~zuje odovzdat' Zad~vatelovi/CRO k~pie 
vetkych spr~v, vr~tane vetkych aktualiz~cii a 
zmien, ktor~ si vyiadala etick~ komisia. 

2.22 Centrum sa zav~zuje uchov~vat' vetku 
elektronick~ aj in~ dokument~ciu, vr~tane 
zdrojovej dokument~cie a zlozky Sk5ajceho, 
zoznamu identifika~nych k~dov subjektov 
skuania a zdravotnej dokument~cie subjektov 
skania vzt'ahujcej sa ku Klinick~mu skaniu, 
ktor~ s~ vyzadovan~ na z~klade ICH predpisov a 
ostatnych prislunch pr~vnych predpisov 
upravuj~cich vykon~vanie Klinick~ho sk~sania, 
po dlh5ej z nasledujcich dvoch d~b: 1) 1 5  
(p~tn~st') rokov po skoneni alebo prerueni 
Klinick~ho skania alebo 2) akkolvek dlhsiu 
dobu pre archiv~ciu dokument~cie stanoven~ 
prislunymi pr~vnymi predpismi. Dokument~cia 
o Klinickom sk5ani musi byt' uchov~van~ na 
vhodnom mieste a vhodnym sp~sobom a Centrum 
je povinn~ viest' z~znamy o mieste, kde je 
dokument~cia o Klinickom skani uchov~van~, 
aby t~to bola okamite k dispozicii na poZiadanie 
poveren~ho z~stupcu Zad~vatel'a, etickej komisie, 
auditora alebo prislunych t~tnych organov. 
Centrum je povinn~ Zad~vatel'a/CRO infommovat' 
v pripade, ze pl~nuje archivovat' dokument~ciu o 
Klinickom sk~ani v inych priestoroch ako s~ tie, 
ku ktorym m~ Centrum vlastnicke alebo in~ 
uivacie pr~vo. 
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Sponsor/CRO's request. The Center shall ensure 
that CRFs shall not be available to any persons 
other than Clinical Trial Team Members and the 
Principal Investigator and that access to CRFs, if 
they are in electronic form, shall be protected by 
user name and password. 

2.21 The Principal Investigator shall ensure that 
all CRFs submitted to the Sponsor/CRO are true, 
complete, correct and accurate and reflect the 
actual results of the Clinical Trial. The Principal 
Investigator also agrees to provide the 
Sponsor/CRO with copies of all reports, 
including all updates and changes, that were 
requested by the ethics committee. 

2.22 The Center shall keep all electronic and 
other documents, including without limitation, 
source documents and the Investigator's files, 
list of the trial subjects identification numbers 
and trial subjects health documentation related 
to the Clinical Trial required by ICH guidelines 
and applicable laws regulating Clinical Trial 
performance for the longer of the two following 
periods: 1)  15  (fifteen) years after the end or 
suspension of the Clinical Trial or 2) any longer 
documentation archiving period laid down in 
applicable legal regulations. Clinical Trial 
documentation must be kept in a suitable 
location and manner, and the Center must keep 
record of the location where Clinical Trial 
documentation is stored to ensure that it is readily 
available upon the request of the Sponsor's 
appointed representative, the ethics committee, 
an auditor or competent authorities. The Center 
must notify the Sponsor/CRO in the event that 
the Center plans to archive Clinical Trial 
documentation outside of its own premises to 
which the Center has proprietary or other right of 
use. 

2.23 Zmluvni partneri s si vedomi, ze Zad~vatel' 2.23 The Contracting Partners understand that the 
alebo v jcho mene tretia strana d~kladne Sponsor or a third party on behalf of the Sponsor 
monitoruje vykon~vanie Klinick~ho skuania a, closely monitors the performance of the Clinical 
pravidelne navtevuje Centrum. Zmluvni partneri Trial and regularly visits the Center. The 
sa zav~zuj primerane podporovat tieto Contracting Partners agree to appropriately 
monitorovacie aktivity, vr~tane ale bez support such monitoring activities, including 
obmedzenia, poskytnutim pristupu poveren~mu without limitation, by providing the Sponsor's 
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z~stupcovi Zad~vatela do priestorov a k dajom 
podl'a potreby a dalej sa zav~zuj~ spolupracovat' 
so Zad~vatel'om/CRO alebo prislunou trefou 
stranou v tomto ohlade. Na iadost 
Zad~vatel'a/CRO s Hlavny sk~ajci a Clenovia 
tudijn~ho timu povinni sa z~~astnit osobnej 
diskusie. 

appointed representative with access to the 
facilities and data as necessary and further agree 
to cooperate with the Sponsor/CRO or the 
relevant third party in this regard. The Principal 
Investigator and Clinical Trial Team Members 
must participate in personal discussions upon the 
request of the Sponsor/CRO. 

2.24 Zadvatel'/CRO a t~tne organy, ako je napr. 
~rad Spojenych St~tov americkych pre potraviny 
a lieky (dalej len "FDA") maj pr~vo vykon~vat' 
audit alebo kontrolu z~znamov Zmluvnych 
partnerov, ktorychkolvek inych dokument~cii a 
priestorov s~visiacich s vykon~vanim Klinick~ho 
sk5ania, a to kedykolvek v priebehu a / alebo po 
dobu 25 (dvadsiatich piatich) rokov po skoneni 
Klinick~ho sk~5ania a bez akychkolvek n~rokov 
Zmluvnych partnerov na zvl~5tne finan~n~ 
plnenie. Takto audit alebo kontrolu je 
Zad~vate/CRO povinny primerane vopred 
ohl~sit' v pripade, e je vykon~vany 
Zad~vatel'om/CRO. Zmluvni partneri s~ povinni 
poskytovat' Zad~vatelovi/CRO, nim poverenym 
z~stupcom alebo vetkym t~tnym org~nom 
sinnost' pri plneni ich loh v slade s 
Protokolom a podniknt' v5etky primeran~ kroky 
poadovan~ Zad~vatelom/CRO alebo t~tnymi 
org~nmi na (~ely odstr~nenia nedostatkov 
zistenych po~as auditu alebo kontroly. 

2.24 The Sponsor/CRO and government 
authorities, such as for example the United 
States of America Food and Drug 
Administration (the "FDA") have the right to 
audit or inspect the Contracting Partners' 
records, any and all other documentation and 
the facility relating to the Clinical Trial at any 
time during the Clinical Trial and/or for another 
25 (twenty-five) years after completion of the 
Clinical Trial and without the Contracting 
Partners' right to special payment. The 
Sponsor/CRO must announce such audit or 
inspection sufficiently in advance, provided 
that it is carried out by the Sponsor/CRO. The 
Contracting Partners must assist the 
Sponsor/CRO, its designated representatives or 
all government authorities in performing their 
tasks pursuant to the Protocol and take any and 
all reasonable actions requested by the 
Sponsor/CRO or government authorities to 
remedy deficiencies noted during an audit or 
inspection. 

2.25 Zmluvni partneri sa zav~zuj, e po~as a 
po skoneni Klinick~ho skuania umonia a 
bud~ podporovat' vetky kontroly zodpovednych 
t~tnych org~nov bez akychkolvek n~rokov na 
osobitnu odmenu i n~hradu. Zmluvni partneri 
s~ povinni informovat' Zad~vatel'a/CRO o 
kadej takejto kontrole i z~mere tak~to kontrolu 
vykonat' ihned' potom, co sa o nich dozvedia. 
Zmluvni partneri sa zav~zuj~ umonit, aby 
Zad~vatel/CRO mohol byt' pritomny na kadej 
kontrole vykon~vanej St~tnymi org~nmi alebo 
podobnymi intit~ciami. Pred vyjadrenim sa k 

vsledkom takejto kontroly , ak nejak~ bud~, st 
Zmluvni partneri povinni odpoved' posdit a 
prediskutovat' so Zad~vatel'om/CRO. Zmluvni 
partneri bez zbyton~ho odkladu poskytn 
Zadvatel'ovi/CRO k~pie akychkolvek zisteni 
alebo kontrol zodpovednych radov vo vzt'ahu 
ku Klinick~mu sk~aniu. 

2.25 The Contracting Partners shall, during and 
after the Clinical Trial, allow and support any 
inspections of responsible authorities without 
any right to special payment or reimbursement. 
The Contracting Partners must inform the 
Sponsor/CRO about any such inspection or the 
intent to conduct such inspection as soon as the 
Contracting Partners learn about it. The 
Contracting Partners shall allow the 
Sponsor/CRO to be present at any inspection 
conducted by authorities or similar institutions. 
Prior to responding to the findings of any such 
inspection, if any, the Contracting Partners must 
review and discuss such response with the 
Sponsor/CRO. The Contracting Partners shall 
promptly provide the Sponsor/CRO with copies 
of any findings or inspections of responsible 
authorities in relation to the Clinical Trial. 

2.26 Zmluvni partneri nesmu vedome 
vyuivat' sluby, bez ohladu na ich rozsah, 
iadnej osoby, ktorym bolo poskytovanie tychto 

2.26 The Contracting Partners may not 
knowingly use the services, regardless of their 
volume, of any person prohibited to provide 
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sluieb zak~zan~ FDA alebo ktorymkolvek 
inym prislusnym org~nom v priebehu 
vykon~vania Klinick~ho sk~ania. Zmluvni 
partneri dalej z~v~zne vyhlasuj~, ze podla ich 
vedomosti ani im ani ich zamestnancom, 
splnomocnencom alebo z~stupcom, ktori sa 
z~~ast~uju vykon~vania Klinick~ho skuania, 
nebolo zak~zan~ vykon~vat' innosti, ktor~ s 

vykon~van~ v r~mci Stdie, zo strany FDA 
alebo in~ho organu, ani podl'a ich najlepieho 
vedomia v suasnosti neprebieha ziadne konanie 
tykajce sa tak~hoto z~kazu vo vzt'ahu k tymto 
osob~m, najm~ na z~klade nasledujcich 
pnivnych predpisov: (i) United States 21 USC 
$ 335a a/alebo (ii) Hlavy 21 Code of Federal 
Regulation $ 312.70.  Zmluvni partneri sa 
zav~zuj v priebehu Klinick~ho sk~ania a po 
dobu 3 rokov po jeho ukon~eni ihned 
informovat' Zad~vatela/CRO, ak sa dozvedia, e 

sa zane tak~to konanie vo vzt'ahu k Hlavn~mu 
sk~saj~cemu, Centru i jeho zamestnancovi. 
Zmluvni partneri dalej zaruuj a zav~zuj~ sa, 
e podl'a ich vedomosti nie s~ subjektom 
predch~dzajcich ani prebiehajcich 
vyetrovani, vyziev, upozorneni alebo 
nepodliehaj~ vykonu rozhodnuti orgnov t~tnej 
sprvy vztahujcich sa ku klinickym sk~5kam, 
ktor~ by neboli ozn~men~ Zad~vatel'ovi/CRO. V 
pripade, ze nastane skutonost' podl'a 
predch~dzajcej vety vo vzfahu ku Klinick~mu 
sk~aniu, Zmluvni partneri to bez zbyton~ho 
odkladu ozn~mia Zad~vatelovi/CRO. 

such services by the FDA or any other 
competent authority in the course of the Clinical 
Trial. Furthermore, the Contracting Partners 
represent and warrant that, as far as they know, 
upon due inquiry, neither them nor their 
employees, agents or representatives, who are 
involved in the Clinical Trial, have been 
prohibited by the FDA or any other competent 
authority to perform the activities that are 
performed during the Clinical Trial, nor that 
they are currently, to the best of their 
knowledge, the subject of proceedings 
concerning such prohibition by the FDA or any 
other authority, in particular on the basis of 
following legislative acts (i) United States 2 1  
U.S .C. Section 335a and (ii) Title 21 Code of 
Federal Regulation, Section 3 12 .70 .  During the 
Clinical Trial and for a period of 3 years after 
its completion, the Contracting Partners agree to 
promptly notify the Sponsor/CRO about any 
such proceedings initiated against the Principal 
Investigator, the Center or its employees. 
Furthermore, the Contracting Partners represent 
and warrant that, as far as they know, they are 
not the subject of any past or current 
investigations, inquiries, warnings or enforced 
decisions of public administration authorities 
that concern the clinical trial and have not been 
disclosed to the Sponsor/CRO. The Contracting 
Partners shall notify the Sponsor/CRO about the 
fact described in the previous sentence without 
undue delay. 

2.27 V pripade, Ze Hlavny skajci v 
priebehu Klinick~ho skania ukoni 
pracovnopr~vny vzt'ah s Centrom, Centrum je 
povinn~ o tejto skutonosti informovat 
Zad~vatel'a/CRO bezodkladne potom, ako sa o 
tom dozvie, a sasne navrhnt riadne 

kvalifikovan~ osobu ako nov~ho hlavn~ho 
sk~aj~ceho. Zad~vatel/CRO m~ pr~vo podat' 
n~mietku voi nov~mu Hlavn~mu sk~aj~cemu. 
Centrum sa zav~zuje s vynalozenim 
maxim~lneho ~silia pozadovat' po novom 
hlavnom skuaj~com, aby sa pisomne zaviazal k 
dodriavaniu podmienok dohodnutych v tejto 
Zmluve. Ak Centrum a Zad~vatel/CRO nie s 

schopni dohodnut' sa na osobe nov~ho hlavn~ho 
sk~5ajceho alebo ak novy hlavny sk~ajci nie 
je ochotny zaviazat' sa k podmienkam 
stanovenym v tejto Zmluve, Zad~vatel/CRO je 
opr~vneny vypovedat' t~to Zmluvu v s~lade s l. 

12.5 tejto Zmluvy. Centrum a Hlavny skuaj~ci 
s~ povinni bezodkladne pisomne informovat' 

2.27 In the event that the Principal Investigator 
terminates his or her employment at the Center, 
the Center shall inform the Sponsor/CRO as 
soon as it learns about it and shall propose a duly 
qualified person acting as a new principal 
investigator. The Sponsor/CRO shall have the 
right to object to such replacement. The Center 
shall make maximum efforts to require the new 
principal investigator to agree in writing to the 
terms and conditions stipulated in this 
Agreement. If the Center and the Sponsor/CRO 
are unable to agree on the new principal 
investigator or if the new principal investigator 
is unwilling to agree to the terms and conditions 
stipulated in this Agreement, the Sponsor/CRO 
shall have the right to terminate this Agreement 
in accordance with Article 12.5 .  The Center and 
the Principal Investigator must immediately 
inform the Sponsor/CRO in writing about any 
and all changes having an impact on the 
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Zad~vatela/CRO o vetkych zmen~ch, ktor~ 
maj vplyv na dostupnost' zdrojov a / alebo 
Clenov Studijn~ho timu vykon~vajcich 
Klinick~ skuanie. 

Sponsor/PPD Confidential Information 

availability of resources and/or Clinical Trial 
Team Members conducting the Clinical Trial. 

$ $ t  't    

partneri sa zav~zuju priamo a 
informovat' 7ad#vatel'a/CRO 

2.28 The Contracting Partners agree to inform 
the Sponsor/CRO 

directly and 
1mmediately in the case that a trial subject 
participating in the Clinical Trial announces or 
opines that his or her health has been damaged 
due to his or her participation in the Clinical Trial 
and that he/she is therefore entitled to financial 
compensation. 

v pripade, ze subjekt skuania 
zu~astujci sa Klinick~ho sk~5ania ozn~mi i 

vyjadri n~zor, ze dolo k pokodeniu jeho zdravia 
v d~sledku ~~asti na Klinickom skiani, a ze m~ 
preto pr~vo na finann~ odkodnenie. 

2.29 Zmluvni partneri sa zav~zuj~ umonit' 
vyskumnym organizaciam, ktor~ majt 
uzatvoren~ zmluvu so Zad~vatel'om/CRO 
alebo ktorejkolvek z Prepojenych os~b, aby v 
mene Zad~vatel'a/CRO vykon~vali ktor~kol'vek 
z pr~v a povinnosti Zad~vatel'a/CRO na z~klade 
takejto Zmluvy, v pripade, ze sa preuk~u 
poverenim i plnomocenstvom, z ktor~ho 
vyplyva ich opr~vnenie vykon~vat pr~va 
a povinnosti Zad~vatel'a/CRO. Zmluvni partneri 
sa zav~zuju spolupracovat' s takymito 
vyskumnymi organiz~ciami. 

2.30 Zmluvni partneri sa zav~zuj 
poskytovat' zdravotn~ sluby subjektom, ktorych 

ast' v na Klinickom skuani neskonila, v 
pripade iaston~ho uzatvorenia Klinick~ho 
sk~ania, a dalej tie subjektom zaradenym 
do n~sledn~ho sledovania po skoneni 
Klinick~ho skuania, v s~lade s etickymi 
pravidlami, protokolom a politikou sponzora 
tykaj~ce sa nepretrzit~ho pristupu k liekom. 

2 .3 1  V pripade, ze pri Klinickom sk~5ani 
pouiva Centrum, Hlavny skuajci alebo 
Clenovia tudijn~ho timu pristrojov~ vybavenie, 
ktor~ vyaduje servis, kalibr~ciu alebo in~ 
osobitn~ starostlivost', Centrum sa zav~zuje 
udriavat' tak~ pristrojov~ vybavenie sp~sobil~ 
riadnej prev~dzky, o om je povinn~ 
Zad~vatel'ovi/CRO na vyiadanie poskytnt 
zodpovedajcu dokument~ciu. 

• 3 -  Povinnosti Zad~vatel'a 

2.29 The Contracting Partners agree to allow 
research organizations contracted by the 
Sponsor/CRO or any of its Affiliates to exercise 
any of the Sponsor/CR O's rights and to perform 
any of the Sponsor/CRO's obligations under this 
Agreement on behalf of the Sponsor, provided 
that they have authorization or a power of 
attorney to exercise the Sponsor's rights and to 
perform the Sponsor/CRO's obligations. The 
Contracting Partners agree to cooperate with 
such research organizations. 

2.30 The Contracting Partners undertake to 
provide medical services to trial subjects whose 
participation in the Clinical Trial has not yet 
ended, in the case of a partial closure of the 
Clinical Trial, as well as to subjects included in 
the post Clinical Trial follow-up in compliance 
with ethics rules, the Protocol, and Sponsor's 
policies on continued access to drug. 

2 .3 1  In the case that the Center, the Principal 
Investigator or Clinical Trial Team Members use 
in the course of the Clinical Trial devices that 
require servicing, calibration or any other special 
care, the Center agrees to maintain such devices 
in due operational condition and to provide 
relevant documentation thereof to the 
Sponsor/CRO upon the request of the 
Sponsor/CR 0. 

Article 3 --  Obligations of the Sponsor 

3.1Kontaktnymi osobami Zadvatela/CRO vo 3 . 1  The Sponsor/CRO's contact persons 
vzt'ahu ku Klinick~mu sk~aniu s: regarding the Clinical Trial are: 

Hoffmann-La Roche Ltd Hoffmann-La Roche Ltd 

.so«a coca«me 
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Grenzacherstrasse 124 
4070 Basel, Switzerland 
Telephone: 
Fax: 
PPD Investigator Services LLC 

so sidlom 929 North Front St, Wilmington, NC 
28401, USA Zastpeny spolo~nost'ou PPD 
Slovak Republic s.r.o 
Bratislavsk~ cesta 100/D 
931 01 amorin 
Slovak Re ublic 

Grenzacherstrasse 124 
4070 Basel. _ S w i t z e r l a n d  

Telephone: 
Fax: 
PPD Investigator Services LLC 
with its registered address at 929 North Front St, 
Wilmington, NC 28401, USA Represented by: 
PPD Slovak Republic s.r.o 
Bratislavsk~ cesta 100/D 
931 01  Samorin 
Slovak Re ublic 

alebo ktor~kolvek dal5ie osoby ozn~men~ or any other person announced to the Principal 
Hlavn~mu sk~aj~cemu. Investigator. 

3.2 Zad~vatel', prostrednictvom CRO, sa 
zav~zuje Zmluvnym partnerom poskytnt' 
bezplatne v mnozstve a asovych intervaloch na 
riadne vykonanie Klinick~ho sk~ania Sk~5any 
liek, nevyhnutn~ vzory CRF a dalie inform~cie 
a dalie lie~ivo / placebo vyadovan~ na 
vykon~vanie Klinick~ho sk~sania, napr. Priruka 
sk~aj~ceho, Dokument~cia o Hodnotenom lieku 
a S~hrn (dajov o pripravku - S P C .  

3.2 The Sponsor, through CRO, agrees to 
provide the Contracting Partners with the 
Investigational medicinal product, necessary 
CRF templates, other information and other 
drugs/placebo required for the performance of 
the Clinical Trial free of charge and in the 
quantity and frequency necessary for the proper 
performance of the Clinical Trial, for example: 
the Investigator's Brochure, Investigational 
medicinal product Documentation and Summary 
of Product Characteristics (SPC. 

3.3 Sk5any liek (ako aj dalie lie~ivo, placebo, 
ak je vyzadovan~ Protokolom) bude dodvan~ na 
nasleduj~cu adresu: 

Vchodoslovensky onkologicky stav, a.s. 
Nemocnin~ lek~reh VITAE 
Rastislavova ~.43 
041 91 Ko5ice 
Slovensk~ republika 

3 .3 The Investigational medicinal product (as 
well as any other drugs, placebo, if required by the 
Protocol) shall be delivered to the following 
address: 
Vychodoslovensky onkologicky ~stav, a.s. 
Nemocnin~ lek~reh VITAE 
Rastislavova .43 

041 91 Ko5ice 
Slovensk~ republika 

3.4 Sk5any liek, nevyhnutn~ vzory CRF a d'al5ie 
inform~cie vyzadovan~ na vykon~vanie 
Klinick~ho sk~ania poskytnut~ Centru s~ a 
zost~vaj vlastnictvom Zad~vatel'a. Zad~vatel', 
prostrednictvom CRO prehlasuje, ze s splnen~ 
vetky podmienky stanoven~ prislunymi 
pr~vnymi predpismi na vyrobu (dovoz) 
dod~van~ho Sk5an~ho lieku a jeho distribciu 
do Centra. 

3 .4 The Investigational medicinal product, 
necessary CRF templates and other information 
required for the performance of the Clinical Trial 
and provided to the Center are and shall remain 
the Sponsor's property. The Sponsor, through 
CRO, declares that all conditions stipulated in 
applicable laws regulating the production 
(import) of the provided Investigational 
medicinal product and the distribution of the 
Investigational medicinal product to the Center 
have been met. 

3.5 Zad~vatel', prostrednictvom CRO sa zav~zuje 
poskytovat' Hlavn~mu skaj~cemu prislu5n~ 
nov~ inform~cie o bezpenosti tykaj~ce sa 
Sk5an~ho lieku bez zbyton~ho odkladu. 

3 .5 The Sponsor, through CRO, agrees to 
provide the Principal Investigator with new 
information regarding the safety of the 
Jnvestigational medicinal product without undue 
delay. 

I stosa Lo-cane+m cu 
Page 15  of SO 

Template version July 2019 _Approved for signature /l 3Apr2022 



• 4 -  Odmena 

Zad~vatel sa zav~zuje, prostrednictvom CRO 
zaplatit' Zmluvnym partnerom za riadne 
vykonan~ ~innosti na z~klade tcjto Zmluvy, 
vr~tane prevodu pr~v podl'a ~l. 5 tejto Zmluvy 
odmenu vo vyke, sp~sobom a za podmienok 
uvedenych v tomto l~nku Zmluvy a v prilohe • 
1 .  Prislun~ asti odmien Centru a Hlavn~mu 
skajcemu bud Zad~vatelom, 
prostrednictvom CRO vyplaten~ obom 
Zmluvnym partnerom oddelene na ich oddelen~ 
individulne bankov~ ty. 

4.2 Zmluvni partneri nemaj~ n~rok na 
iadnu in odmenu i n~hradu okrem tych, ktor~ 
s~ uveden~ v tejto Zmluve alcbo v prilohe • 1 
alebo inych zmluv~ch uzatvorenych so 
Zad~vatel'om, ibae ich vopred pisomne schv~li 
Zad~vatel'. 

4.3 Vetky odmeny a finann~ n~hrady, 
ktor~ mai_ht' zanlaten~ Centru, s splatn~ v 
lehote dni odo da, kedy 
bude Zaaauvr'RO dorueny 
zodpovedaj~ci daovy doklad (faktra) so 
vetkymi n~leitost'ami podfa prislu5nych 
pr~vnych predpisov upravuj~cich dai z pridanej 
hodnoty, a to v prospech bankov~ho (tu 

Centra: 

Fakt~ry musia byt' zasielan~ Zad~vatel'ovi/CRO 
s uvedenim ~isla protokolu, isla objedn~vky a 
mena zodpovednej osoby za Zad~vatel'a/CRO: a 
to na adresu, KW 

k6pii 
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Article 4 -  Remuneration 

For the activities properly performed based on 
this Agreement and for the transfer of rights 
under Article 5, the Sponsor, through CRO , 
agrees to provide the Contracting Partners with 
remuneration in the amount, by means and under 
the terms stated below herein and in Appendix 1 .  
The relevant parts of the remuneration of the 
Center and the Principal Investigator shall be 
paid by the Sponsor, through CRO, to both 
Contracting Partners separately to their separate 
individual bank accounts. 

4.2 The Contracting Partners are not entitled 
to any remuneration or reimbursement other than 
that set forth in this Agreement and its Appendix 
1 or other agreements concluded with the 
Sponsor, unless approved in advance by the 
Sponsor in writing. 

4.3 Any remuneration and reimbursement 

for the Center must be paid within - 
days of the day the Sponsor/CRO • Y E  a@  

relevant tax document (invoice), which meets 
all requirements stipulated in applicable laws 
regulating value-add tax, to the following bank 
account of the Center: 

Invoices must be addressed to the 
Sponsor/CRO, must include Protocol number, 
order number and the name of the 
Sponsor/CRO's responsible person: insert and 

he sent to the address 
O Z n c .  p i ~ ~ i ii ,  i i i ~ i i  [0Dy 

sk~aj~ceho, meno PPD monitora St~die (pokial' [with following 
je zn~me) de@ais: Frotocoi mumber, name of the Principal 
. Odmeny a finan~n~ n~hrady podla tejto Investigator, PPD Clinical Trial monitor name 
Zmluvy a prilohy • I (s vynimkou odmien a (if known). Any remuneration and 
finannych n~hrad, u ktorych je splatnost zvla5t' reimbursement based on this Agreement and 
upraven~ v prilohe ~. 1 Zmluvy) bud Centru a Appendix I (except for remuneration and 
Hlavn~mu sk~saj~cemu uhraden~ takto: Sp~tne reimbursement, the due date of which is 
za bezprostredne u n il  ·nul~ doteraz spec ified  seraratel in Ar endix l to the 
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nefakturovan~ obdobie vdy za 
Klinick~ St~die si 
o Zad~vatel'om/CRO 

navz~jom pisomne alebo formou e-mailu 
ods~hlasia prehlad po~tu, druhu a im 
odpovedajce hodnoty jednotlivych konov 
vykonanych Hlavnym sk~ajcim a / alebo inymi 
Clenmi tudijn~ho timu, ktor~ maj byt podl'a 
tejto Zmluvy Zad~vatel'om, prostrednictvom 
CRO hraden~ (tzv. n~vrh faktry), zaslany 
osobou poverenou Zad~vatel'om. Tento prehl'ad 
musi byt' spracovany zvl~5t' pre kady subjekt 
Klinick~ho sk~ania a musi zahfat' polokovit~ 
vy~tovanie vetkych n~vtev, vyetreni a 
d'al5ich sluieb vykonanych v prislusnom 

Na z~klade 
vz~jomn~ho ods~hlasenia nvrhu fakt~ry vystavi 
Centrum fakt~ru na odmenu a pripadn~ finan~n~ 
n~hrady, ktor dorui Zad~vatelovi/CRO. 
Zad~vatel, prostrednictvom CRO, zaplati Centru 
na z~klade riadne vystavenej a riadne doru~enej 
faktry prislu5n~ odmenu a pripadn~ opr~vnene 
fakturovan~ finann~ n~hrady za obdobie, pre 
ktor~ bol predmetny nvrh faktry podla tohto 
l~nku odshlaseny. 

V pripade, e Zad~vate/CRO nezale Centru 
vyie uvedeny prehlad (n~vrh fakt~ry) na 
odshlasenie v lehote dni odo 
da ukonenia zale 
Centrum Zad~vatel'ovi/CRO pisomn~ vyzvu a ak 

Zad~vatel'/CRO nezale uvedeny prehl'ad (n~vrh 
faktry) ani v lehote dni od 
doruenia takejto vyzvy, je Centrum opr~vnen~ 
vystavit' fakt~ru a Zad~vatel', prostrednictvom 
CRO, je povinny uhradit' Centru odmenu a 
finann~ n~hrady za vetky fakturovan~ kony 
vykonan~ v obdobi 
Hlavnym sk~ajcim a/alebo inymi Clenmi 
tudijn~ho timu. 

V pripade, ze Centrum zisti, Ze s~ v prehlade 
(n~vrhu faktry) nedostatky, tieto oz~mi bez 
zbyton~ho odkladu Zadavatel'ovi/CRO, ktory 
je povinny ich odstr~nit'. Ak m Zadvatel/CRO 
zato, e v prehlade (n~vrhu faktry) iadne 
nedostatky nie s~, ozn~mi toto Centru. Centrum 
a Zad~vate/CRO s n~sledne povinni si 
navz~jom poskytnut s~innost' nevyhnutn~ na 
odstr~nenie pripadnych rozporov. 
Neposkytnutie s~~innosti sa povazuje za 
nepodstatn~ poruenie Zmluvy. 

Sponsor/PPD Confidential Information 

Agreement) shall be paid to the Center and the 
Principal Investigator in the following manner: 
retroactively for the past and not yet invoiced 
period of  of the Clinical 
Trial, the Contracting Partners and the 
Sponsor/CRO shall approve in writing or bye   
mail an overview of the number, type and value 
of individual activities, which were performed 
by the Principal Investigator and/or other 
Clinical Trial Team Members and which are to be 
paid by the Sponsor, through CRO, based on this 
Agreement (i.e. draft invoice), sent by a person 
authorized by the Sponsor. Every overview must 
be prepared separately for each trial subject and 
must include an itemized list of all visits, 
examinations and other services provided in the 
relevant Based on the mutually 
approved draft invoice, the Center shall issue an 
invoice for remuneration and potential 
reimbursement and shall send it to the 
Sponsor/CRO. Based on the duly issued and 
delivered invoice, the Sponsor, through CRO, 
shall pay the Center the relevant remuneration 
and potential justified financial reimbursement 
for the period for which the draft invoice has been 
approved pursuant to this article. 

In the case that the Sponsor/CRO does not send 
the Center the aforesaid overview ( draft invoice) 
for approval within - days of the end of 
the , the Center shall send the 
Sponsor/CRO a written reminder and if the 
Sponsor/CRO does not send the aforesaid 
overview ( draft invoice) within - days 
of receipt of the reminder, the Center shall have 
the right to issue an invoice and the Sponsor, 
through CRO, shall pay the Center the 
remuneration and financial reimbursement for 
all invoiced activities performed during the 

by the Principal Investigator 
and/or other Clinical Trial Team Members. 

The Center must immediately report any 
potential deficiencies in the overview ( draft 
invoice) to the Sponsor/CRO, and the 
Sponsor/CRO must remedy such deficiencies. In 
the case that the Sponsor/CRO believes that the 
overview (draft invoice) has no deficiencies, the 
Sponsor/CRO shall announce it to the Center. 
The Center and the Sponsor must then cooperate 
as necessary to rectify such discrepancies. 
Failure to cooperate shall be considered a minor 
breach of this Agreement. 

#_Slovakia CRO-Center-PT CTA 
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Ak neodstrni Zad~vatel/CRO nedostatky y 

prehrade @av«hu faktr9) ni t ehote[ 
dni odo da doruema 

oznamem1a podla predch~dzaj~ceho odseku, 
alcbo v tej istej lehote neozn~mi Centru, ze v 
prchlade (nvrhu faktry) iadne nedostatky 
nevidi, plati, ze rozhodny pre vystavenie faktry 
je prehlad (n~vrh faktry) v zneni pripomienok 
Centra, na z~klade ktor~ho je Centrum 
opr~vnen~ vystavit' fakt~ru a Zad~vatel, 
prostrednictvom CRO, je povinn odmenu a 
finann~ n~hrady za fakturovan~ vykony 
vykonan~ v obdobi 
Hlavnym skajcim a / alebo inymi Clenmi 
tudijn~ho timu centru uhradit'. 

In the case that the Sponsor/CRO fails to remedy 
deficiencies in the overview (draft invoice), or 
fails to inform the Center that the Sponsor 
believes that the overview ( draft invoice) has no 
deficiencies, within days of 
announcement based u, previous paragraph, 
the Center shall use its version of the overview 
( draft invoice), based on which the Center shall 
issue an invoice and the Sponsor, through CRO, 
shall have to pay the remuneration and financial 
reimbursement for invoiced activities performed 
during the the Principal 
Investigator and/or other Clinical Trial Team 
Members. 

44 Zad~vatel/CRO m~ pr~vo zadrat a 

E »las»ei sums odrery a oboe 

, (dalej len ~Z~drn~"). 
Zad~vatel', prostrednictvom CRO, sa zav~zuje 
uhradit' Centru Z~drZn~ potom, o bud~ 
predloen~ vetky prislun~ CRF, bud 
zodpovedan~ vetky otzky s ohladom na d~ta 
obsiahnut~ v tychto CRF a bud odstr~nen~ 
vetky nespr~vnosti a nedostatky v dajoch v 
databze. 

4.4 The Sponsor/CRO has the right to retain 
up tc .. ,f the remuneration for the 

 (hereinafter referred to th
"Retainer"). The Sponsor, through CRO, agrees 
to pay the Center the Retainer after all relevant 
CRFs were submitted, all questions concerning 
CRF data were answered and all incorrect or 
incomplete data in the database were rectified. 

4.5 Pokial t~to Zmluva neustanovi inak, 
vetky sumy uveden~ v tejto Zmlve a v ich 
priloh~ch s uveden~ bez DPH. Ak niektor~ 
platby za sluby podliehaj DPH, Zad~vate', 
prostrednictvom CRO, zaplati prislun sumu 
DPH vo vke podla pr~vnych predpisov 

innych ku du uskutonenia zdaniteln~ho 
plnenia na z~klade prislun~ho dahov~ho 
dokladu (faktry), ktor~ bude splat' vetky 
n~leitosti predpisan~ prislunymi pr~vnymi 
predpismi. Centrum nesie zodpovednost' za 
uhradenie vetkych ostatnych dani v s~vislosti s 
platbami na z~klade tejto Zmluvy. 

4.5 Unless otherwise stated m this 
Agreement, no amounts specified in this 
Agreement and its Appendices include VAT. In 

the case that any payment for services is subject 
to VAT, the Sponsor, through CRO, shall pay the 
relevant VAT amount stipulated in legal 
regulations effective as of the date of taxable 
supply based on the relevant tax document 
(invoice) that shall meet the requirements laid 
down in applicable legal regulations. The Center 
shall be responsible for paying any other tax with 
respect to the payments made based on this 
Agreement. 

4.6 The Contracting Partners understand that 
the Sponsor/CRO may disclose on the central 
website of the F. Hoffmann-La Roche Ltd 
group any payment and any transfer of value 

relating to research and development, i .e. ( 1)  
payments made by Sponsor/CRO under this 
Agreement and (2) any cost of accommodation, 
refreshments and travel of the Contracting 
Partners, which Sponsor covers, through CRO, 
under this Agreement and (3) any congress 
registration or participation fees or similar fees, 
which Sponsor, through CRO, covers under this 
A reement all this in an anon ized wa , i.e. on 

4.6 Zmluvni partneri s~ si vedomi, e 

Zad~vate/CRO m~e zverejnit na centr~lnej 
webovej str~nke koncernu F. Hoffmann-La 
Roche Ltd 

platby a in~ plnenia tykaj~ce sa vyskumu a 
vyvoja, tj. (1)  platby vykonan~ zo strany 
Zad~vatel'a/CRO na z~klade tejto Zmluvy a (2) 
vetky vydavky na ubytovanie, s~visiace 
vydavky na oberstvenie a na dopravu 
Zmluvnych partnerov, ktor~ Zadavatel uhradi, 
prostrednictvom CRO, na z~klade tejto Zmluvy 
a (3) vetky kongresov~ registran~ poplatky, 
~astnicke op »l a tk  alebo obdobn~ o p l at k ·,  
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ktor~ Zad~vatel, prostrednictvom CRO, uhradi 
na z~klade tejto Zmluvy, a to anonymnym 
sp~sobom, tj. na agregovanej rovni. Tieto 
inform~cie m~u byt' tie publikovan~ ako 
s~ast' tejto Zmluvy v registri zml~v na z~klade 
ustanovenia 85a a $ 5b z~kona ~. 211/2000 Z.z., 
o slobodnom pristupe k inform~ci~m a o zmene 
a doplneni niektorych z~konov v zneni z~kona 
~. 546/2010 Z.z. (zkon o slobode inform~ci1). 

Bez ohladu na vyiie uveden~ m~e 
Zad~vatel/CRO zverejnit' prevod akejkolvek 
hodnot · o s k t n u t e i  v  r~mci teito Zmlu . 

aggregated level. This information may also be 
disclosed as a part of this Agreement in the 
Agreements Register pursuant to section 5a and 
section 5b of Act No. 211/2000 Coll., on free 
access to information and on amendments to 
certain acts, as amended by Act No. 546/2010 
Coll. (Freedom of Information Act). 
Notwithstanding the aforementioned, the 
Sponsor/CRO may also disclose any transfer of 
value under this Agreement. 

4.8 The Contracting Parties agree that the 
compensation being paid hereunder is fair market 
value for the services being provided, and that no 
payments are being provided for the purpose of 
inducing anyone to purchase or prescribe any 
drugs, devices or products. In addition, 
Contracting Partners shall not (i) bill any patient, 
insurer, or governmental agency for any items, 
visits, services or expenses provided or paid for 
by, or on behalf of, Sponsor, or (ii) provide any 
money or item of value to any government official 
or representative to improperly influence 
government actions. 

4.7 Payments to trial subjects shall be made 
by the Center in compliance with this Agreement 
and_ the Protocol. Payment rules are specified in 

4.7 V5etky peran~ plnenia subjektu sk5ania st 
vypl~can~ Centrom v s~lade s touto Zmluvou a 
Protokolom. Pravidl~ pre vypl~canie s bli5ie 

raven~ v informovanon sdhlaseI 

4.8 Zmluvn~ strany sa dohodli, e kompenz~cia 
vypl~can~ podla tychto ustanoveni je re~lnou 
trhovou hodnotou za poskytovan~ sluby a ze sa 
neposkytuj( iadne platby s ciel'om prin~tit' 
kohokol'vek, aby kupoval alebo predpisoval 
ak~kolvek lieky, pristroje alebo vrobky. 
Zmluvni partneri navy5e nebud~ (i) fakturovat' 
iadnemu pacientovi, poisf'ovatelovi alebo 
vl~dnej agent~re iadne poloky, n~vtevy, 
sluby alebo vydavky poskytovan~ alebo 
hraden~ sponzorom alebo v jeho mene, ani (ii) 
neposkytovat' iadne peniaze alebo predmety m~ 
hodnotu pre ktor~hokolvek vl~dneho radnika 
alebo z~stupcu, aby nespr~vne ovplyvhoval 
kro vlad 

CI. 5 -  Pr~va k vsledkom Article 5 - Rights to Results 

5 . 1  Zadvatel'ovi patria vyhradn~ pr~va ku 
vetkym vysledkom, dajom zisteniam, 
objavom, vyn~lezom a Specifik~ci~m, bez 
ohl'adu na to i s sp~sobil~ byt' predmetom 
patentovej ochrany alebo nie, ktor~ vznikli, boli 
vytvoren~, odvoden~, vyprodukovan~, objaven~, 
vymyslen~ alebo inak uroben~ Centrom, 
Hlavnym skuaj~cim a/alebo Clenmi 5tudijn~ho 
timu alebo tret'ou zazmluvnenou stranou v 
svislosti s vykon~vanim St'die (dalej len 
"Vsledky"). Zmluvni partneri tymto vopred 
postupuj~ vetky svoje majetkov~ pr~va k 
Vysledkom na Zad~vatel'a a Zad~vatel' tieto 
post~pen~ pr~va prijima. Post~penie 
vlastnickych pr~v k vysledkom sponzora zo 
strany zmluvnych str~n bude bez d'alej 
kompenz~cie a je zahrnute v odmene 
Zmluvnych partnerov podl'a ~l. 4 tejto Zmluvy. 
Zmluvn~ partneri neziskavaju k Vysledkom 
Inenim teito Zmluv iadne r~va. Zmluvni 

5 . 1  The Sponsor shall own the exclusive 
rights to all results, data, findings, discoveries, 
inventions and specifications, whether 
patentable or not, that were originated, 
conceived, derived, produced, discovered, 
invented or otherwise made by the Center, the 
Principal Investigator and/or Clinical Trial Team 
Members or third party contracted by Contracting Partners 
in connection with conducting the Clinical Trial 
(hereinafter referred to as "Results"). The 
Contracting Partners hereby assign all of their 
proprietary rights to Results to the Sponsor in 
advance and the Sponsor accepts such assigned 
rights. The Contracting Parties' assignment of 
proprietary rights to the Results to the Sponsor 
shall be without additional compensation to the 
remuneration of the Contracting Partners under 
Article 4 of this Agreement. The Contracting 
Partners shall not acquire any rights to Results 
b erformin this A ·eement. Contractin 
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partneri, zamestnanci centra alebo in~ strany 
zahrut~ do klinick~ho sk~ania zmluvnymi 
partnermi neziskaj~ Ziadny z~ujem o existujce 
vyn~lezy, technologie alebo in~ duevn~ 
vlastnictvo sponzora. 

Partners, employees of the Center or other 
parties included in the Clinical Trial by the 
Contracting Partners shall not gain any interest in 
the existing inventions, technologies or other 
intellectual property of Sponsor. 

5.2 V5etky zdravotnicke dokument~cie a 
p~vodn~ zdrojov% dokument~cia zostan 
majetkom Centra; avsak, Zad~vatel je 
opr~vneny ich pouit' v slade s touto Zmluvou 
a ;na z~klade s~hlasu, ktory udelia subjekty 
sk~ania. Spristupnenie Vysledkov 
ak~mukolvek subjektu, vr~tane Zmluvnej 
vyskumnej organiz~cie i etickej komisie alebo 
regulan~ho organu nebude povaovan~ za 
udelenie vlastnickeho pr~va k tymto inform~ci~m 
tychto subjektov. 

5 .2 All medical records and original source 
documents shall remain the property of the 
Center; however, the Sponsor shall be permitted 
to use them in accordance with this Agreement 
and based on the consent of trial subjects. 
Disclosure of Results to any subject, including a 
contracted research organization, ethics 
committee or regulatory authority, shall not be 
deemed as granting the ownership of such 
information to these entities. 

5.3 Zmluvni partneri zabezpeia, aby vetky 
pr~va duevn~ho vlastnictva k vysledkom boli 
pr~vne prideliteln~ sponzorovi. V 
nepravdepodobnom pripade, e zmluvni 
partneri nebud~ schopni leg~lne pridelit' pr~va 
na duevn~ vlastnictvo k vysledkom sponzorovi, 
udel'uj tymto Zmluvni partneri Zad~vate'ovi 
vyhradn, neodvolateln~ v mieste a ase 
ncobmedzen~ licenciu s pr~vom udelovat 
sublicencie, a to na vetky sp~soby pouzitia 
tychto Vysledkov. V takom pripade udelenie 
vyhradnej licencie zmluvnymi stranami 
spolonosti zad~vatela bude bez dalej 
kompenz~cie pre spolonost' a je uz zahrnut~ v 
odmene Zmluvnych partnerov podla l. 4 tejto 
Zmluvy. Centrum sa zav~zuje vyvint' 
maxim~lne ~silie na to, aby skutoni vlastnici 
tychto pr~v duevn~ho vlastnictva, t.j.. 
zamestnanci Centra a / alebo zainteresovan~ 
tretie strany, umonili Centru udelit' vyie 
uveden licenciu Zadvatel'ovi. 

5 .3 Contracting Partners shall ensure that all 
intellectual property rights to Results are legally 
assignable to the Sponsor. In the unlikely event 
that Contracting Partners are unable to legally 
assign intellectual property rights to Results to 
Sponsor, the Sponsor is hereby granted by the 
Contracting Partners an exclusive, worldwide, 
sub- licensable, time-unlimited and irrevocable 
license for unlimited use of these Results. In that 
event, the Contracting Parties' grant of the 
exclusive license to Sponsor shall be without 
additional compensation to the remuneration of 
the Contracting Partners under Article 4 of this 
Agreement. The Center shall make maximum 
efforts so that the actual owners of the 
intellectual property rights, i.e. employees of the 
Center and/or involved third parties, would allow 
the Center to grant the aforementioned license to 
the Sponsor. 

5.4 Pre odstr~nenie pochybnosti plati, e 

vyn~lezy, ktor~ st vylepeniami, alebo novym 
pouitim i novymi liekovymi formami 

Sk5an~ho lieku s vylu~nym vlastnictvom 
Zad~vatela. 

5.4 To eliminate any doubts, an invention 
that is an improvement, a new use or a new drug 
form of the Investigational medicinal product 
shall be the sole property of the Sponsor. 

5.5 Zmluvni partneri sa zav~zuj zabezpe~it', Ze 
vetky Vysledky (dalej len "Vyn~lezy), 
dosiahnut~ zamestnancami Centra alebo inymi 
stranami zahrnutymi Zmluvnymi partnermi do 
vykon~vania Klinick~ho skuania, bud 
bezodkladne ozn~men~ Zadvatel'ovi. 

5 .5 The Contracting Partners agree to ensure 
that all Results made by Principal Investigator, 
and employees of the Center or other parties 
included in the Clinical Trial by the Contracting 
Partners shall be reported to the Sponsor 
without undue delay. 

5.6 Zadvatel alebo ktor~kol'vek s nim 
Prepojen~ osoba s opr~vneni podat' prihl~5ku 

5 .6 The Sponsor or any of its Affiliates shall 
have the right to file a patent application for such 
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patentu pre tieto Vyn~lezy vo svojom mene 
alebo v mene urenej tretej strany, na vlastn~ 
n~klady, s uvedenim mena vyn~lezca (-ov) v 
prihl~ke patentu. Zmluvni partneri sa zav~zuj 
podpisat' a zabezpe~it, aby zamestnanci Centra 
a dalie subjekty zahrut~ Zmluvnymi partnermi 
do vykon~vania Klinick~ho sk~ania podpisali 
vetky listiny a poskytli tak~ svedectv~, ak~ 
Zad~vatel' uzn~ za potrebn~ na el podania 
prihl~ky patentu a ziskania patentu s ciel'om 
ochr~nit' oprvnen~ z~ujmy Zad~vatel'a tykajce 
sa duevn~ho vlastnictva, ktor~ vzniknu v 
svislosti s Klinickym skanim. 

5.7 Zad~vate! a jeho Prepojen~ osoby 
m~u uivat', rozmnoovat a prev~dzat 
anonymizovan~ r~diologick~ / diagnostick~ 
snimky zhotoven~ v priebehu Klinick~ho 
skania v rozsahu uvedenom v informovanom 
s~hlase na vetky ely, vedeck~ a/alebo 
komern~, v akejkolvek podobe a akymkolvek 
sp~sobom, elektronickym alebo mechanickym, 
vr~tane vyhotovovania fotok~pi, 
elektronickych z~znamov (napr. na CD-ROM), 
mikro-k~pii, alebo prostrednictvom syst~mov 
uchov~vania a obnovovania ~dajov, vr~tane 
datab~nk a internetu. Na tento ~~el udeluju 
Zmluvni partneri Zad~vatel'ovi vyhradn, 
miestom neobmedzen~ a neodvolateln 
licenciu, vr~tane pr~va udelit sublicencie 
Prepojenym osob~m Zad~vatel'a, na uivanie 
vyie uvedenych snimok. Udelenie tejto 
vylunej licencie zad~vatel'ovi zmluvnymi 
stranami bude bez dodato~nej kompenz~cie a je 
u zahrnut~ v odmene Zmluvnych partnerov 
podla l. 4 tejto Zmluvy. Ak nie s~ Centrum 
alebo Hlavny sk~ajci vlastnikmi pr~v k 
tymto snimkam, Centrum a/alebo Hlavny 
sk~5ajci sa zav~zuj zabezpeit, aby skutony 
vlastnik tychto pr~v, tzn. zamestnanci Centra 
a/alebo tretie osoby zahrnut~ do vykon~vania 
Klinick~ho sk~ania, umonili Zmluvnym 
stran~m udelit' vy~ie uveden licenciu 
Zad~vatelovi. Zmluvni partneri potvrdzuj, ze 
vetky tak~to snimky bud~ ziskan~ so shlasom 
subjektu, ktory Centru odovzd Zad~vatel a e 

nebud obsahovat' iadne inform~cie, 
prostrednictvom ktorych by mohol byt' 
identifikovany konkr~tny subjekt sk~ania. 

5.8 Zmluvni partneri m~u zverejnit 
Vysledky vytvoren~ v Centre v publik~ci~ch v 
s~lade s l~nkom 7 niie a m~zu tieto Vysledky 
pouzit' na intern~ nekomer~n~ vyskumn~ a 
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Results under its own name or under the name of 
a designated third party and at its own expense, 
with the inventor(s) named in the patent 
application. The Contracting Partners agree to 
sign and to have employees of the Center and 
other parties involved in the Clinical Trial by the 
Contracting Parties sign all documents and give 
such testimony as the Sponsor deems necessary 
for filing a patent application and for obtaining a 
patent in order to protect its intellectual property 
interests arising from the Clinical Trial. 

5 .7 The Sponsor and its Affiliates may 
utilize, reproduce and transform anonymized 
radiological/diagnostic images made m the 
course of the Clinical Trial, in compliance with 
the provisions of the informed consent and to the 
extent specified in the informed consent, for any 
scientific and/or commercial purposes, in any 
form and by any means, electronic or 
mechanical, including making photocopies, 
electronic recordings (e.g. on CD-ROM), 
micro-copies, or by any data storage and 
retrieval systems, including data banks and the 
Internet. The Contracting Partners hereby grant 
to the Sponsor an exclusive, worldwide and 
irrevocable license, with the right to grant a 
sub license to the Sponsor's Affiliates, for the use 
of aforementioned images. The Contracting 
Parties' grant of this exclusive license to the 
Sponsor shall be without additional 
compensation to the remuneration of the 
Contracting Partners under Article 4 of this 
Agreement. In the case that the Center or the 
Principal Investigator is not the owner of these 
rights to such images, the Center and/or the 
Principal Investigator agree to ensure that the 
actual owner of these rights, i .e. employees of 
the Center and/or third parties involved in the 
Clinical Trial, would allow the Contracting 
Partners to grant the aforementioned license to 
the Sponsor. The Contracting Partners confirm 
that all such images shall be obtained with trial 
subjects' consent that shall be submitted to the 
Center by the Sponsor and that the images shall 
not contain any information, through which the 
relevant trial subject could be identified. 

5 .8 The Contracting Partners, may disclose 
Results created at the Center in publications in 
accordance with Article 7 below, may use such Results 
for internal non- commercial research and 
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vzdelvacie ~ely v publik~ci~ch v s~lade s 
lnkom 7 niz5ie a m~u tieto Vysledky pou'it'. 
Tak~to pouitie je povolen~ vylu~ne pre zmluvn~ 
strany. 

€. 6 - Zachov~vanie d~vernosti 

6.1  Zmluvni partneri sa zav~zuj 
zaobch~dzat' so vetkymi ~dajmi , inform~ciami 
a materialmi prijatymi od Zad~vatela alebo v 
jeho mene alebo od Prepojenych os~b 
Zad~vatcl'a v svislosti s Klinickym skanim, 
Sk5any liekom, Protokolom alcbo touto 
Zmluvou a ~dajmi, inform~ciami a 
materi~lmi generovanymi v klinickom 
skuani vr~tane. Vsledkov (dalej len 
~D~vern~ inform~cie") prisne dovere. 
Zmluvni partneri sm pouivat' D6vern~ 
inform~cie iba na ely plnenia tejto Zmluvy a 
zav~zuj sa nespristupnit' tak~to D~ver~ 
inform~cie iadnej tretej strane mimo str~n 
poverenych Zad~vatelom bez predch~dzaj(ceho 
pisomn~ho shlasu Zad~vatcla. Zmluvni 
partneri sa zav~zuj umonit pristup k 
d~verym inform~ci~m len osob~m, ktor~ sa s 
D~vernymi inform~ciami maj~ potrebu 
zoznamovat' na el poskytovania sluieb na 
z~klade tejto Zmluvy, a aj to len vtedy, ak tieto 
osoby boli Zmluvnymi partnermi preuk~zatel'ne 
zaviazan~ k repektovaniu podmienok aspoi tak 
prisnych, ako s~ podmienky podl'a tohto l. 6. 

6.2 Povinnost' na zachov~vanie d~vernosti 
sa nevztahuje na tie pripady, ked' Zmluvni 
partneri s~ opr~vneni publikovat' D~vern~ 
inform~cie v s~lade s &l. 7. 

6.3 Pojem D~ver~ inform~cie, ako je 
pouZivany v tejto Zmluve, sa nevztahuje na 
~daje a inform~cie, pri ktorych m~zu Zmluvni 
partneri preuk~zat', e (i) nimi Centrum alebo 
Hlavny skuajci disponovali bez povinnosti 
zachov~vat' o nich ml~anlivost' v ase, ked im 
boli spristupnen~ Zad~vatel'om alebo jeho 
Prepojenymi osobami, alebo menom niektorych 
z nich, (ii) s~ alebo sa stanu s~ast'ou verejnych 
inform~cii inak ako konanim alebo opomenutim 
Centra alebo Hlavn~ho sk~ajuceho, (iii) ich 
Centrum alebo Hlavny skuajuci pr~vom 
nadobudli od tretej strany, ktor~ nie je vo~i 
Zad~vatel'ovi alebo jeho Prepojenym osob~m 
viazan vyslovnou alcbo implicitnou 
povinnost'ou ml~anlivosti, alebo (iv) boli 
vytvoren~ nez~visle Centrom alebo Hlavnm 

Sponsor/PPD Confidential Information 

following publication of the Results in 

accordance with Article 7 ,  may use such 
Results for educational purposes. Such use is 
permitted solely for the Contracting Parties. 

Article 6-Confidentiality 

6. 1 The Contracting Partners agree to treat 
as strictly confidential all data, information and 
materials received from or on behalf of the 
Sponsor or any of its Affiliates in relation to the 
Clinical Trial, the Investigational medicinal 
product, the Protocol or this Agreement as well 
as data, information, and materials generated in 
the Clinical Trial, including the Results 
(hereinafter referred to as "Confidential 
Information"). The Contracting Partners may 
use Confidential Information only for the 
purposes of performance of this Agreement and 
agree not to disclose such Confidential 
Information to any third party other than parties 
authorized by the Sponsor without the 
Sponsor's pnor written consent. The 
Contracting Partners agree to provide access to 
Confidential Information only to persons that 
need to know Confidential Information for the 
purpose of providing services based on this 
Agreement and only if such persons were 
provably bound by the Contracting Partners to 
observe conditions that are at least as stringent 
as the conditions under this Article 6. 

6.2 The confidentiality obligation shall not 
apply as long as the Contracting Partners have 
the right to publish Confidential Information in 
accordance with Article 7. 

6.3 The term Confidential Information, as 
used in this Agreement, does not apply to data 
and information where the Contracting Partners 
can prove that such data and information (i) were 
already in possession of the Center or the 
Principal Investigator without the confidentiality 
obligation at the time of their disclosure to them 
by or on behalf of the Sponsor or any of its 
Affiliates, (ii) are or become a part of public 
information by means other than by an act or 
omission on the part of the Center or the 
Principal Investigator, (iii) were legally acquired 
by the Center or the Principal Investigator from 
a third party not bound to the Sponsor or its 
Affiliates by an explicit or implied 
confidentiality obligation or (iv) were created 
independently by the Center or the Principal 
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sk~aj~cim bez odkazovania sa na D~vem~ 
inform~cie alebo ich pouzitie. 

6.4 Navye s~ Zmluvni partneri opr~vneni 
spristupnit' D~vern~ inform~cie v takom 
rozsahu, v akom je tak~to zverejnenie 
vyzadovan~ z~konom alebo vykonatelnym 
s~dnym rozhodnutim, avSak za podmienky, e 

Zmluvni partneri o tejto skutonosti v 
primeranom asovom predstihu informuj~ 
Zad~vatel'a/CRO a na jeho ziadost' s nim bud 
spolupracovat' v snahe dosiahnut' opatrenia na 

ely ochrany alebo in~ho primeran~ho 
pr~vneho prostriedku. Zmluvni partneri sa 
zav~zuj~ vyvint vetko primeran~ ~silie, aby 
zabezpeili d~vern~ zaobch~dzanie s 
ktoroukolvek z D~vernych inform~cii, ktor% 
bude spristupnen~. 

6.5 Tieto povinnosti zachov~vat' 
mlanlivost' a z~kaz pouivania D~vernych 
inform~cii podla tejto Zmluvy zostan~ v 
platnosti aj po skoneni tejto Zmluvy. 

6.6 Zmluvni partneri sa zav~zuj~ na ziadost 
Zad~vatel'a/CRO zlikvidovat' a zmazat Dover~ 

inform~cie, ktorymi disponuj alebo ich vr~tit' 
Zad~vatel'ovi. 

6.7 V5etky dohody existujce pred 
uzavretim tejto Zmluvy, ktor~ sa tykaj~ 
povinnosti zachov~vat' mlanlivost' vo vzt'ahu 
ku Klinick~mu skuaniu, sa nahr~dzaj~ touto 
Zmluvou a len pokial sa tykaj( Klinick~ho 
skt5ania. 

6.8 Zad~vatel/CRO sa zav~zuje zachov~vat' 
ml~anlivost' o skuto~nostiach mimo D~vernych 
inform~cii., ktor~ Centrum oznai pisomne ako 
skutonosti dovern~. 

I. 7 - Publikovanie, tlaov~ sprvy a 
verejn~ oznamenia 

7.1  Zad~vatel uzn~va z~ujem Zmluvnych 
partnerov na nekomer~nom vedeckom 
publikovani Vysledkov, bez ohladu na to, i 

vysledok Klinick~ho sk~ania je pozitivny alebo 
negativny. S ohladom na opr~vnen~ z~ujmy 
Zad~vatel'a sa Zmluvni partneri zav~zuj 
dodriavat' nasledujce povinnosti a podmienky 
na publikovanie: 

Sponsor/PPD Confidential Information 

Investigator without reference to Confidential 
Information or its use. 

6.4 Furthermore, the Contracting Partners 
may disclose Confidential Information to the 
extent required by law or an enforceable court 
order, provided, however, that the Contracting 
Partners shall give the Sponsor reasonable 
advance notice and shall cooperate with the 
Sponsor/CRO to seek a protective order or any 
other appropriate remedy upon the request of the 
Sponsor. The Contracting Partners agree to make 
maximum reasonable efforts to ensure 
confidential treatment of any Confidential 
Information that shall be disclosed. 

6.5 This confidentiality obligation and the 
prohibition to use Confidential Information as 
specified in this Agreement shall remain in 
effect even after this Agreement is terminated. 

6.6 The Contracting Partners agree to 
liquidate and delete any Confidential 
Information in their possession or to return it to 
the Sponsor upon the request of the 
Sponsor/CRO. 

6. 7 All pre-existing agreements regarding 
the confidentiality obligation with regard to the 
Clinical Trial shall be superseded by this 
Agreement and only with regard to the Clinical 
Trial. 

6 .8 The Sponsor/CRO agrees not to disclose 
any fact, outside of the Confidential Information, 
that the Center designates, in writing, as 
confidential. 

Article 7-Publication, Press Releases and 
Public Announcements 

7. I The Sponsor acknowledges the interest of 
the Contracting Partners in the non-commercial 
scientific publication of Results, regardless of 
whether the outcome of the Clinical Trial is 
positive or negative. Considering the Sponsor's 
reasonable interests, the Contracting Partners 
agree to comply with the following publication 
obligations and terms: 
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7 . 1 . 1  Zmluvni partneri sa zav~zuj~ poskytovat' 
Zad~vatelovi vetky n~vrhy na publikovanie 
alebo (stne prezent~cie tykajce sa Klinick~ho 
sk~5ania alebo Sk5an~ho lieku alebo 
Vysledkov (dalej len ~Publikicie") najmenej 

dni pred zamy5lanym 
predloenim alebo prezent~ciou Publik~cie, aby 
ich Zad~vatel' mohol skontrolovat'. 

7 . 1 . 2  Pokial Zad~vatel neozn~mi Zmluvnym 
partnerom v r~mci lehoty [dni 
odo dia, ked mu bola a~ref zamysi an~ 
Publik~cia, Zmluvni partneri sa zav~zuj~ 
pripomen~t' Zad~vatelovi predpokladany d~tum 
Publik~cie. Zmluvni partneri nie s~ opr~vneni 
publikovat' Publik~cie bez vyslovn~ho shlasu 
Zad~vatel'a. 

7 . 1 . 3  Zmluvn~ strany ber na vedomie a 
s~hlasia, ze v pripade multicentrickych 5tdii sa 
Vsledky Klinick~ho skuania publikuj iba 
prostrednictvom koordin~cie so Zad~vatel'om na 
~el kombinovania vysledkov zo vetkych 
centier z~astnenych Klinick~ho skania. 
Zmluvni partneri s~ opr~vneni publikovat 
Vysledky ich Centra za podmienkv, ze celkov~ 
vysledky ncboli publikovan~ do 
mesiacov od dokonenia Klinickeho sk~ania, a 
s~asne za podmienky postupovania v s~lade s 
podmienkami stanovenymi v tomto l~nku. 

7 . 1 . 4  Zad~vatel' a Zmluvni partneri sa zav~zuj~ 
prediskutovat vetky rozdiely v n~zoroch na 
zamyl'any obsah Publik~cie s ciel'om n~jst' 
rieenie uspokojiv~ pre Zad~vatel'a aj pre 
Zmluvnych partnerov. Zadavatel je opr~vneny 
navrhnut' ak~kolvek zmeny Publik~cie, ktor~ 
od~vodnene povazuje za potrebn~ na vedeck~ 
(ely. Zmluvni partneri sa zav~zuj~, e 

implement~cia takychto odpor~~anych zmien 
nebude bezd~vodne odmietnut~. 

7 . 1 .5  Ak mono oak~vat', e tak~to Publik~cia 
by mohla mat' neiaduci ~inok na zachovanie 
d~vernosti ktorejkolvek z D~vernych inform~cii 
Zad~vatel'a, Zmluvni partneri sa zav~zujt 
zabr~nit' takejto Publik~cii, ibae by predmetn 
D~vcrn~ inform~cia nemohla byt' vymazan~ z 
Publik~cie bez ujmy vedeckej spr~vnosti 
Publik~cie. 

Sponsor/PPD Confidential Information 

7 . 1 . 1  The Contracting Partners agree to provide 
the Sponsor with all proposed publications or oral 
presentations relating to the Clinical Trial or the 
Investigational medicinal product or Results 
(hereinafter referred to as the "Publication") at 

least - days prior to the intended 
submission or presentation of the Publication in 
order to allow the Sponsor to review it. 

7 . 1 .2 If the Sponsor does not notify . the 
Contracting Partners within days 
of the Sponsor's receipt or me mtended 
Publication, the Contracting Partners agree to 
remind the Sponsor of the intended date of the 
Publication. The Contracting Partners are not 
allowed to publish Publications without the 
explicit consent of the Sponsor. 

7 . 1 .3  The Contracting Parties acknowledge and 
agree that, in case of multi-center studies, 
Results of the Clinical Trial are published only 
through coordination with the Sponsor in order 
to combine the results of all centers participating 
in the Clinical Trial. The Contracting Partners 
may publish Results of their Center on the 
condition that overall results were not published 
within months of the completion 
of the overall mut-center Clinical Trial, subject 
to the compliance with the terms set forth in this 
Article. 

7 . 1 .4  The Sponsor and the Contracting Partners 
agree to discuss any difference of opinion with 
regard to the intended content of the Publication 
in order to find a solution satisfactory for the 
Sponsor and the Contracting Partners. The 
Sponsor may recommend any changes in the 
Publication, which the Sponsor reasonably 
deems necessary for scientific purposes. The 
Contracting Partners agree that the 
implementation of such recommended changes 
shall not be unreasonably refused. 

7 .1. 5  If such Publication is expected to have 
an adverse effect on the confidentiality of any of 
the Sponsor's Confidential Information, the 
Contracting Partners shall prevent such 
Publication, unless the Confidential Information 
can be deleted from the Publication without 
detriment to the scientific correctness of the 
Publication. 

7 . 1 . 6  Ak by Publik~cia z pohl'adu Zad~vatel'a 7 . 1 .6  If the Publication may - in the Sponsor's 
mohla mat' neiaduci (inok schonost' view - have an adverse effect on the abilit to 
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ziskat' patentov~ ochranu pre ktorykolvek 
Vysledky, Zad~vatel' ma pr~vo pozadovat' 
odklad Publik~cie na primerant dobu na el 
pripravy a podania ziadanej patentovej prihl~sky 
Zad~vatel'om alebo v jeho mene, av5ak t~to doba 
mesmie pres+ah[es+aco od dam, 
kedy bola Zad~vat~Tovf F~olik~cia doruen~ na 
kontrolu. Zad~vatel m pr~vo pozadovat' d'al5i 
odklad Publik~cie, ak patentov prihl5ka bola 
podan~ a ak prihl~ka s pr~vom prednosti je 
neiplnd a v r~mci oka od podania 
prihl~sky s pr~vom prednosti musi byt' do 
iadosti doplnen predmet patentovej prihlky. 
V tomto pripade m~ Zad~vatel pr~vo poadovat' 
odklad akejkolvek Publik~cie a do doplnenia 
prihl~5ky s pr~vom prednosti. Zad~vatel nebude 
zakazovat' Publikciu v pripade, ked inform~cia, 
ktor~ je sp~sobil byt' predmetom patentovej 
ochrany, bola z pl~novanej Publik~cie 
odstr~nen~. 

obtain patent protection for any Results, the 
Sponsor may request a delay of the Publication 
for a reasonable period of time in order to enable 
the preparation and filing of any desired patent 
application by, or on behalf of, the Sponsor; such 
period, however, may not to exceed - 
months from the day the Sponsor received the 
intended Publication for review. The Sponsor 
may request a further delay of the Publication in 
the case that the patent application has been filed 
and the priority application is incomplete, and the 
subject-matter must be added to the application 
during the priority year. In such case, the Sponsor 
has the right to request a postponement of any 
Publication until completion of the priority 
application. The Sponsor shall not prohibit the 
Publication if the patentable information was 
removed from the planned Publication. 

7.1.7Zmluvni partneri sa zav~zuj~ zahr~t' do 
kadej Publik~cie ustanovenia informuj~ce, e 

vytvorenie ~dajov bolo podporen~ Zadvatel'om 
a s~asne sa Zmluvni partneri zav~zuj 
informovat' o svojej miere angazovanosti na 
Klinickom sk~ani i a prospechu, ktory im z 
Klinick~ho skuania plynul. Autorstvo a uznanie 
za vedeck~ publikovanie by mali byt v s~lade s 
jednotnymi poiadavkami na rukopisy 

7 . 1 .  7  The Contracting Partners agree to include 
in every Publication information that the creation 
of data was supported by the Sponsor as well as 
information about their involvement in the 
Clinical Trial and their benefits from the Clinical 
Trial. Authorship and acknowledgements for 
scientific publications should be consistent with 
the Uniform Requirements for Manuscripts 
issued by the International Committee of 
Medical Journal 
Editors (ICMJE). 

7.2 Zmluvni partneri sa zav~zuj~ zaviazat' 
rovnakymi povinnost'ami a poziadavkami na 
publikovanie, ktor~ s stanoven~ v ~l. 7 . 1  tie 
vetkych Clenov tudijn~ho timu. 

7 .2 The Contracting Partners agree to impose 
the same obligations and requirement s for 
publications as set forth in Article 7 . 1  on all 
Clinical Trial Team Members. 

7.3 Povinnosti stanoven~ v l 7.1  zostan~ 
v platnosti dalich rokov po 
predasnom ukoneni alebo po ukoneni tejto 
Zmluvy. 

7 .3 The obligations set forth in Article 7 . 1  
shall remain in effect for another - 
years after early termination or expiration of 
this Agreement. 

7.4 The Sponsor may publish Results of the 
Clinical Trial in any manner it deems 
appropriate, both during, and following 
termination of this Agreement; the Sponsor may 
also post information about the Clinical Trial and 
Results on the Internet, e.g. on 
www.ClinicalTrials.gov (register posting) and 
on websites for results posting, on the Sponsor's 
company website (register and results posting) 
and in any other database and/orregistry required 

7.4 Zad~vatel je opr~vneny zverejnit' 
vysledky Klinick~ho sk~ania sp~sobom, ktory 
uzn~ za vhodny, a to ako po cel~ dobu trvania 
tejto Zmluvy, tak aj po jej ukoneni, d'alej je 
Zad~vatel opr~vneny umiestnit inform~cie o 
Klinickom sk~ani a o Vysledkoch na internet, 
napr. na str~nky www.Clinical[rials.gov 
(zverejnenie registra) a na str~nky pre 
zverejnenie vsledkov, na firemn~ stranky 
Zad~vatel'a (zverejnenie registra a vysledkov) a 
v ktoreikolvek databze a/alebo 
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s~lade s pr~vnymi predpismi a s prislunymi 
nonnami vo vzt'ahu k rozsahu, forme a obsahu. 

7.5 Zmluvni partneri sa zav~zuj 
nepublikovat' iadne tlaov~ spr~vy alebo in~ 
verejn~ ozn~menia o Klinickom skani, 
Vysledkoch Klinick~ho skt5ania a/alebo 
Skanom lieku bez predch~dzajceho 
pisomn~ho s~hlasu Zad~vatel'a, s vynimkou 
opr~vnene uverejnenych a verejne dostupnych 
inform~cii. 

7.6 N~zov Zad~vatel'a/CRO nesmie byt 
pouivany v Ziadnom reklamnom alebo inom 
materi~li Zmluvnych partnerov bez 
predch~dzajccho pisomn~ho schv~lenia 
Zad~vatel'om. 

I. 8 - Zodpovednost a odkodnenie 

8 . 1  Zmluvni partneri sa zav~zuj~ 
Zad~vatel'ovi/CRO nahradit' ujmu (vr~tane ujmy 
nemajetkovej a smrti subjektu sk~5ania) 
vzniknutej z d~vodu (i) nedbanliv~ho alebo 
~myseln~ho protipr~vneho konania alebo 
opomenutia a / alebo (ii) poruenia ktorejkolvek 
z povinnosti prijatych na z~klade tejto Zmluvy 
ako aj (iii) poruenia pr~vnych predpisov 
ktorymkolvek z nich, alebo ktorymkolvek zo 
zamestnancov Centra alebo Zmluvnych 
partnerov, ktori bud~ participovat' na plneni 
tejto Zmluvy. Nrok na n~hradu kody 
nevznik~, pripadne vznik~ len v pomemej 
vyke, ak ujma na zdravi (vr~tane smrti) bola 
sp~soben~ zavinenim i spoluzavinenim 
subjektu sk~sania i jeho z~konn~ho z~stupcu, 
co aj z nedbanlivosti. 

8.2 Zad~vatel je Zmluvnym partnerom 
(Centrum alebo Hlavny sk~ajci dalej 
oznaovani len ~Odkodiovan strana") 
povinny nahradit ujmu (vr~tane ujmy 
nemajetkovej) v rozsahu, v akom je voi nim na 
prislunom s~de subjcktom sk~ania alebo 
inymi, na to podla platnych pr~vnych predpisov 
oprvnenymi osobami, ~spene uplatneny najm~ 
n~rok na n~hradu ujmy na zdravi (vr~tane smrti) 
vzniknutej z d~vodu uivania Sk5an~ho lieku 
alcbo ak~hokolvek vykonu alebo postupu 
vykonan~ho na subjekte sk5ania podla 
poiadaviek Protokolu, a to za podmienky, e 

t~to ujma: 

Sponsor/PPD Confidential Information 

by laws in accordance with applicable standards 
regarding scope, form and content. 

7 .5 The Contracting Partners agree not to 
publish any press release or any other public 
announcements about the Clinical Trial, Results 
of the Clinical Trial and/or the Investigational 
medicinal product without the Sponsor's pnor 
written consent, except for justifiably disclosed 
and publicly available information. 

7.6 The name of the Sponsor/CRO may not 
be used in any advertising or any other material 
of the Contracting Partners without the Sponsor's 
prior written authorization. 

Article 8 -  Liability and Indemnity 

8 . 1  The Contracting Partners agree to indemnify 
the Sponsor/CRO for any damage (including 
non- pecuniary damage and death of trial 
subject) incurred as a result of (i) a negligent or 
willful illegal act or omission and/or (ii) a breach 
of any obligations assumed under this 
Agreement as well as (iii) breach of legal 
regulations by either of them or any employee of 
the Center or contractors used for the purposes 
of fulfilment of this Agreement. Claim for 
damages does not arise, or arises only in a 
proportional amount, if health-related harm 
(including death) occurred due to the fault or 
contributory fault of the trial subject or his/her 
legal representative, also due to negligence. 

8 .2 The Sponsor must indemnify the 
Contracting Partners (hereinafter the Center and 
the Principal Investigator collectively referred to 
as the "Indemnified Party") for damage 
(including non-pecuniary damage) to the extent 
to which a trial subject or any other under law 
entitled person successfully claims namely 
damage to health (including death) as a result of 
using the lnvestigational medicinal product or 
any clinical intervention or procedure required 
by the Protocol in a competent court of justice, 
provided that such damage: 
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8.2 .1  nevznikla z d~vodu, Ze Od5kodiovan~ 
strana a / alebo jeho lenovia timu pre klinick~ 
skanie nekonala v slade (a) s podmienkami 
tejto Zmluvy; a/alebo (b) Protokolom; a/alebo ( c) 
vetkymi prislusnymi pr~vnymi predpismi a 
pravidlami upravujcimi vykon~vanie 
Klinick~ho sk~ania; a/alebo (d) 
bezpenostnymi opatreniami a pisomnymi 
pokynmi Zad~vatel'a alebo jeho Prepojenych 
osb; a/alebo 

8.2.2 nevznikla z dvodu nedbanlivostn~ho 
alebo ~myseln~ho protipr~vneho konania alebo 
opomenutia Odkodiovanej strany a / alebo jeho 
lenovia timu re klinick~ skanie; a/alebo 

8.2.3 nie je plne hraden~ z poistenia dohodnut~ho 
v s~lade s pr~vnymi predpismi v prospech 
Od5kodovanej strany a / alebo jeho lenovia 
timu pre klinick~ skuanie. 

8.3 Dalej plati, e ak vznikne tak~ ujma iba 
sasti z d~vodov na strane Odkodrovanej strany 
uvedenych v l. 8 .2 . 1 ,  alebo 8.2.2, 
Od5kodovanej strane vznik~ n~rok na n~hradu 
ujmy voi Zad~vatelovi v rozsahu, v akom 
vznikla kodu mimo d~vodov uvedenych v l. 
8 .2 .1 a/alebo 8 .2.2. 

8.4 Pr~vo Zmluvnych partnerov a / alebo 
jeho lenovia timu pre klinick~ skuanie na 
n~hradu ujmy podl'a l. 8.2 dalej nevznikne a 
Zad~vatel nebude mat povinnost' n~hradu ujmy 
poskytnt', s vynimkou ods. 8.4.3, len v rozsahu, 
v ktorom bude mat' poruenie niektorej z ni5ie 
uvedenych povinnosti zo strany Zmluvnych 
partnerov negativny vplyv na monost' ~spesne 
sa br~nit' proti uplatnen~mu n~roku na nhradu 
ujmy: 

8 .4.1 Zmluvni partneri sa zav~zuj~ pisomne 
informovat' Zad~vatel'a/CRO o kadom n~roku 
a/alebo zalobe v maxim~lnom moznom rozsahu, 
podla tychto ustanoveni o n~hrade ujmy, a to 
do Dini odo dia, kcd' sa o nich 

dozvedia, a s~~asne sa zav~zuj~ umonit 
Zad~vatel'ovi/CRO, aby schval'oval vetky 
~kony a obranu proti takto uplatnen~mu n~roku 
alebo alobe vr~tane rozhodovania o urovnani 
sporu;a 
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8 .2 . 1  did not anse from the failure of the 
Indemnified Party and/or its Clinical Trial Team 
Members to comply with (a) the terms ofthis 
Agreement; and/ or (b) the Protoco 1, and/ or (c) all 
applicable laws and regulations governing the 
performance of the Clinical Trial, and/or (d) 
safety measures and written instructions of the 
Sponsor or its Affiliates; and/or 

8 .2 .2 does not arise from a negligent or willful 
illegal act or omission of the Indemnified Party 
and/or its Clinical Trial Team Members; and/or 

8 .2 .3 is not fully covered by insurance taken out 
in compliance with applicable laws for the 
benefit of the Indemnified Party and/or its 
Clinical Trial Team Members. 

8 .3 In the case that such damage incurs only 
in part due to reasons on the part of the 
Indemnified Party as specified in Article 8 .2.1 
or 8.2 .2, the Indemnified Party shall be entitled to 
indemnification from the Sponsor to the extent 
to which the reasons indicated in Article 8.2.1 
and/or 8.2.2 did not contribute to the damage. 

8.4 The Contracting Partners and/or its 
Clinical Trial Team Members shall not be 
entitled to indemnification under Article 8.2 and 
the Sponsor shall not provide indemnification, 
with the exception of Paragraph 8.4.3, if the 
Contracting Partners breach any of the following 
obligations and such breach has a negative 
impact on the possibility of successful defense 
against the lodged claim: 

8.4 . 1  The Contracting Partners agree to notify 
the Sponsor/CRO in writing and as much as 
possible about a claim and/or lawsuit according 

-
oth"'""' nrovisions on indemnification within• 

days of learning about such a claim 
or lawsuit and to allow the Sponsor/CRO to 
approve all acts and defense against such a claim 
or lawsuit, including the right to decide on its 
settlement; and 

8.4.2 Zmluvni partneri s~ povinni 8.4.2 The Contracting Partners must cooperate 
spolupracovat' so Zad~vatel'om/CRO a jeho and require its employees to cooperate, with the 
pr~vnymi z~stupcami a poist'ovatel'mi pri obrane Sponsor/CRO and its attorneys and insurers in 

roti tak~mu n~roku alebo zalobe, a zabezpe~it' the defense of such a claim or lawsuit; and 
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zamestnancov; a 

8.4.3 Zmluvni partneri nesm~ uznat' ani 
uspokojit' iadny takyto nrok mimo alebo v 
r~mci s~dneho konania bez predch~dzaj~ccho 
pisomn~ho s~hlasu Zad~vatel'a/CRO. 

8.5 Zad~vatel je Odkodhovanej strane 
povinny nahradit' ujmu na zdravi (vr~tane smrti), 
ktor~ vznikla subjektu sk(sania vyhradne v 
d~sledku uivania Sk~an~ho lieku pouit~ho v 
r~mci Klinick~ho skKania a to za predpokladu, 
e nrok nevznikol v d~sledku nedbalosti, 
~myseln~ho zneuitia ~radnej moci alebo 
poruenia povinnosti Zmluvnych partnerov a 
/alebo lenov timu klinickeho sk~ania podla 
tejto dohody alebo protokolu. 

• 9-Poistenie 

9.1  Zad~vatel zodpoved~ za zabezpe~enie 
poistenia na ~el Klinick~ho sk~ania v s~lade s 
prislunymi pr~vnymi predpismi. Na tento ~el 
Zad~vatel' prehlasuje, e zabezpeil poistenie 
zodpovednosti Zad~vatel'a a Centra za kodu 

(vr~tane nemajetkovej ujmy, okrem 
nemajetkovej ujmy sp~sobenej porusenim pr~v 
na ochranu osobnosti i mena, ur~kou na cti, 
ohov~ranim, Sikanovanim, obtazovanim, 
nerovnakym zaobch~dzanim i inymi sp~sobmi 
diskrimin~cie), prostrednictvom ktor~ho je 
zabezpeen~ aj odkodnenie v pripade smrti 
subjektu skuania alebo v pripade ujmy 
vzniknutej na zdravi subjektu skania v 
d~sledku vykon~vania Klinick~ho sk~ania v 
s~lade s $ 43 pism. h) bod 3 z~kona o liekoch. 
Zad~vatel' dalej prehlasuje, e zabezpe~il 
poistenie zodpovednosti Centra za kodu, ktor~ 
m~e byt' sp~soben~ subjektu skania v s~lade s 
$ 43 pism. h) bod 4. z~kona o liekoch. Pre 
vy~enie pochybnosti Zad~vatel' a Zmluvni 
partneri vyhlasuj~, ze poistenie podl'a tohto 
odseku nenahr~dza poistenie vztahuj~ce sa k 
aktivit~m, ktor~ nes~visia s Klinickym skuanim 
Stdiou, napr. ben~ poskytovanie zdravotnych 
sluieb. 

€. 10 - Ochrana a spristupnenie osobnych 
dajov 

1 0 . 1  Zmluvni partneri s~ si vedomi, e Zad~vatel 
alebo tretia osoba Zad~vatel'om poveren~ bud 
vkladat' Vysledky Klinick~ho skania a vetky 

8.4 .3 The Contracting Partners may not 
recognize or settle any such claim or lawsuit 
without the pnor written consent of the 
Sponsor/CRO. 

8 .5 The Sponsor is obliged to indemnify the 
Indemnified Party for health damage (including 
death) to trial subject as a result of using the 
Investigational medicinal product in the 
Clinical Trial provided that such claim was not 
due to the negligence, wilful misconduct or 
breach of the Contracting Partners' and/or its 
Clinical Trial Team Members obligations under 
this Agreement or the Protocol. 

Article 9 Insurance 

9 . 1  The Sponsor shall be responsible for 
taking out insurance for the purposes of the 
Clinical Trial in compliance with applicable legal 
regulations. For these purposes, the Sponsor 
represents and warrants that it took out insurance 
of liability of the Sponsor and the Institution for 
damage (including the non- pecuniary damage, 
with the exception of non- pecuniary damage 
caused by violation of personality or name 
protection rights, by defamation, slander, 
bullying, harassment, unequal treatment or by 
any other way of discrimination), including 
indemnification in case of death of a trial subject 
or damage to health to a trial subject due to the 
Clinical Trial performance pursuant to Section 
43, letter h) point 3 of Pharmaceuticals Act. The 
Sponsor further represents and warrants that it 
took out insurance of liability of the Centre for 
damage that may be caused to the trial subject 
pursuant to Section 43 letter h) point 4 of 
Pharmaceuticals Act. In order to eliminate any 
doubts, the Sponsor and the Contracting Partners 
represent and warrant that this insurance does not 
replace insurance covering activities which are 
not related to the Clinical Trial, e.g. a regular 
provision of medical services. 

Article 10 -Personal Data Protection and 
Disclosure 

10 .  1  The Contracting Partners understand that 
the Sponsor or a third party authorized by the 
Sponsor shall enter Results of the Clinical Trial, 
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spr~vy s~visiace s Klinickym skuanim, 
z~znamy o koleniach v mieste realizacie 
Klinick~ho sk~5ania a vystupy z akychkolvek 
auditov vykonanych Zad~vatel'om alebo v jeho 
mene podl'a pravidiel spr~vnej klinickej praxe 
alebo inpekcii do internych elektronickych 
datab~z Zad~vatel'a, jeho pridruzenych 
spolonosti a / alebo tretich os~b poverenych 
Zad~vatel'om. V r~mci tejto spr~vy dajov m~zu 
byt' v slade s poiadavkami pravidiel spr~vnej 
klinickej praxe a prislunych pr~vnych 
predpisov na ~seku ochrany osobnych dajov 
uchov~van~, spracovan~ a pouit~ Zad~vatel'om, 
jeho Prepojenymi osobami a poverenymi tretimi 
stranami osobn~ (daje Hlavn~ho skuajceho, 
ako s~ meno, priezvisko a adresa, finann~ 
z~ujmy podla Potvrdenia o finannych 
z~ujmoch, a dalej tie osobn~ daje inych 
zamestnancov Centra, Clenov tudijn~ho timu a 
ich zaangazovanie v Klinickom skani a 
vystupy auditov vykonanych Zad~vatel'om/CRO 
podl'a pravidiel spr~vnej klinickej praxe alebo 
inpckcii (d'alcj len ~~daje") a pr~vnych 
predpisov vztahuj~cich sa k ochrane osobnych 
~dajov. Zad~vatel/CRO bude poskytovat' tieto 
Udaje externym verejnym datab~zam, ako je 
napr. clinicaltrials.gov a v  nevyhnutnom rozsahu 
na z~klade prislunych pr~vnych predpisov tie 
org~nom verejnej moci. daje bud 
spracov~van~ pre plenie pr~vnych povinnosti 
Zad~vatel'a/CRO a pre manazment klinickych 
sk~ok. Udaje bud~ spracov~van~ po dobu 
neur~it~, najdlhie vak do naplnenia ~elu. 

all reports related to the Clinical Trial, site 
training records and outcomes of all audits 
performed by, or on behalf of, the Sponsor into 
internal electronic databases of the Sponsor, its 
Affiliates and/or third parties authorized by the 
Sponsor in compliance with good clinical 
practice rules or inspections. As part of such data 
management, the personal data of the Principal 
Investigator, such as first and last name, address 
and financial interests according to the Financial 
Interests Declaration, as well as the personal data 
of other employees of the Center, Clinical Trial 
Team Members and their involvement in the 
Clinical Trial and outcomes of audits performed 
by the Sponsor/CRO in compliance with good 
clinical practice rules or inspections (hereinafter 
referred to as "Data") and personal data 
protection laws may be stored, processed and 
used by the Sponsor, its Affiliates and authorized 
third parties in compliance with good clinical 
practice rules and applicable personal data 
protection laws. The Sponsor/CRO shall provide 
Data to external public databases, such as 
clinicaltrials.gov, as well as, to the extent 
necessary under applicable law, to government 
authorities. Data shall be processed for the 
purposes of compliance with the Sponsor/CRO's 
legal obligations and for the management of 
clinical trials. Data shall be processed for an 
indefinite period of time, however, no longer 
than until the purpose, for which they are 
processed, is fulfilled. 

10.2 Zmluvni partneri sa zav~zuj zabezpeit, e 

do vykon~vania Klinick~ho sk~Kania 
nebud~ zaangazovan~ iadne fyzick~ osoby, 
kym tieto osoby neudelia shlas so spracovanim 
svojich osobnych dajov v rozsahu podl'a 
prilohy • 2 tejto Zmluvy a kym Zmluvni partneri 
nezal tento shlas Zad~vatel'ovi/CRO. 

10.2 The Contracting Partners agree not to enroll 
any natural persons in the Clinical Trial until 
such persons grant their consent to the 
processing of their personal data to the extent 
specified in Appendix 2 to this Agreement and 
until the Contracting Partners send such consents 
to the Sponsor/CRO. 

10.3 Zmluvni partneri sa zav~zuj~ bezodkladne a 
pisomne informovat' Zad~vatela/CRO o 
akomkolvek porueni ustanoveni o bezpenosti 
osobnych ~dajov, v kadom pripade vak 
najnesk~r dcl dni od d~tumu tak~hoto 
poruenia. 

10 .3 The Contracting Partners agree to inform 
the Sponsor/CRO in writing about any breach of 
personal data protection provisions without 

undue delay; however, no later than - 
days following such breach. 

10.4 Zmluvni partneri a Zad~vatel/CRO sa 
zav~zuj~ konat' v s(lade s prislu5nymi pr~vnymi 
predpismi na ~seku ochrany osobnych (dajov, 
najm~ s Nariadenim Eur~pskeho parlamentu a 
Rady (E~) 2016/679 z 27. aprila 2016 o ochrane 

10.4 The Contracting Partners and the 
Sponsor/CRO agree to adhere to applicable 
personal data protection laws, especially 
Regulation (EU) 2016/679 of the European 
Parliament and of the Council of 27 April 2016 
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fyzickych os~b pri spracovan osobnych ~dajov 
a vol'nom pohybe tychto ~dajov a o zrueni 
smernice 95/46/ES (veobecn~ nariadenie o 
ochrane osobnych ~dajov), dalej so z~konom ¢. 

18/2018 Z.z. o ochrane osobnych dajov a o 
zmene a doplneni niektorych z~konov v platnom 
zneni a v s~lade s prislunymi pokynmi St~tneho 
~stavu pre kontrolu lie~iv, najm~ pokynom MP 
131/2018,  ak sa uplatni. 

Cl. 11 - Trvanie Zmluvy 

1 1 . 1  T~to Zmluva nadobda (innost' di1om 
nasleduj~cim po dni jej zverejnenia v centrlnom 
registri zmlv na www.crz.gov.sk, a skoni 
diom kedy (a) bude dokon~en~ celkov spr~va 
o Klinickom sk~5ani, alebo (b) bude vykonan~ 
posledn~ platba Zad~vatel'om, prostrednictvom 
CRO, priom rozhodujca je t z tychto 
skuto~nosti, ktor~ nastane nesk~r. 

1 1 . 2  Pr~va a povinnosti Zadvatcla/CRO a 
Zmluvnych partnerov stanoven~ v tejto Zmluve, 
ktor~ vzhladom na svoju povahu maj~ pretrvat' 
aj po skoneni tejto Zmluvy (vr~tane pr~v s 
ohladom na vlastnictvo, Vyn~lezy, 
zachov~vanie ml~anlivosti, publik~cic, 
protikorupnych ustanoveni, zodpovednosti a 
odkodnenie), zost~vaj~ v platnosti aj po 
skon~eni tejto Zmluvy. 

I. 12-  Ukonenie 

Sponsor/PPD Confidential Information 

on the protection of natural persons with regard 
to the processing of personal data and on the 
free movement of such data, and repealing 
Directive 95/46/EC (General Data Protection 
Regulation), the Act. No. 18/2018 Coll. on 
Protection of Personal Data and on 
Amendments to Certain Laws, as amended and 
relevant guidelines of the State Institute for 
Drugs Control, in particular guideline MP 
13 1 /2018,  if applicable. 

Article 1 1 -  Term of the Agreement 

1 1 . 1  This Agreement shall come into force on 
the day following the day of its publication in 
the central register of contracts on 
www.crz.gov.sk and shall end on the day (a) the 
overall Clinical Trial report is completed or (b) 
the Sponsor, through CRO, makes its last 
payment, whichever occurs later. 

1 1 . 2  The rights and obligations of the 
Sponsor/CRO and the Contracting Partners that 
are set forth in this Agreement and by nature are 
to survive this Agreement (including, without 
limitation, rights with respect to ownership, 
Inventions, confidentiality, publication, anti 
bribery, liability and indemnification) shall 
remain in effect even after this Agreement is 
terminated. 

Article 12-Termination 

1 2 . 1  Bez ohladu na ak~kolvek in~ pr~vo 12 . 1  Notwithstanding any other termination 
ukon~it t~to Zmluvu, ktor~ m~e byt stanoven~ right set forth in this Agreement or in the 
v tejto Zmluve alebo vyplyva zo veobecne applicable generally binding legal regulations, 
z~v~znych pr~vnych predpisov, Zad~vatel m% the Sponsor reserves the right to terminate this 
pr~vo ukonit' t~to Zmluvu kedykolvek aj bez Agreement at any time without cause based on 
veenia svoduna zatade »isomnei w o e «e E a sy  widen nonce Te nonce period 
$ dovou vypovednou doba. begms on the first day of the month following 
Vypovedna doba za~ne plynut prvym diom the month in which the written notice was 
mesiaca nasleduj~com po mesiaci, v ktorom delivered to the other Contracting Partners. 
bola pisomn~ vypoved doru~en~ ostatnym Immediately upon receipt of the written notice 
zmluvnym stran~m. Ihned' po dorueni pisomnej by the Contracting Partners based on any 
vypovede tejto Zmluvy druhej zmluvnej strane provision of this Agreement, the Center and the 
na z~klade ktor~hokolvek ustanovenia tejto Principal Investigator agree to () cease 
Zmluvy, sa Centrum a Hlavny skajci recruiting and enrolling trial subjects in the 
zav~zuj~ (i) zastavit' n~bor a zarad'ovanie Clinical Trial, (ii) cease all procedures to the 
subjcktov sk~ania do Klinick~ho skuania, (ii) extent medically permissible on trial subjects 
zastavit' vykon~vanie vetkych postupov, u u already enrolled in the Clinical Trial and (iii) 
zahrutych jedincov sk~sania, a to v miere, v refrain as much as possible from incurring 
akej to dovol'uje lek~rske hladisko, a (iii) zdrat' additional costs and expenses. In the case that 
sa v maxim~lnei monei v~rania the Center or the Sonsor/CRO announces that 
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d'al5ich n~kladov a vydavkov. V pripade, e 

Centrum alebo Zad~vatel/CRO ozn~mi, e 

vpovedn doba v dlzkc dni je 
nedostatone dlh~ doba na vyhodnotenie rizik 
pre zaraden~ subjekty sksania, ktorym sa 
pod~va Sk5any liek, bud Zmluvn~ strany 
spolupracovat' na tom, aby bola bezpene 
ukonen~ lie~ba tychto subjektov sk5ania 
tymto Skanym liekom v priebehu vz~jomne 
dohodnutej doby, ale v iadnom pripade nebude 
z~v~zok Zad~vatela dod~vat' Sk5any liek 
podl'a tejto Zmluvy trvat' dlh5ie ako primeran~ 
dobu. 

12.2 Zmluvni partneri a Zad~vatel/CRO, kady 
z nich, maj~ pr~vo ukonit' t~to Zmluvu s 
okamitym inkom formou pisomnej vypovede 
doruenej druhej Zmluvnej strane v pripade, e 

vykon~vanie Klinick~ho sk~sania v Centre 
musi byt ukon~en~ z lek~rskych alebo etickych 
d~vodov. inky takejto vypovede nastan~ 
dom jej doru~enia poslednej zo Zmluvnych 
str~n. Ukon~enie Zmluvy Zmluvnymi partnermi 
podl'a predch~dzajcej vety je Hlavny skuajci 
povinny vopred prekonzultovat so 
Zad~vatel'om/CRO. Ihned' po dorueni 
pisomnej vypovede tejto Zmluvy druhej 
zmluvnej strane na z~klade ktor~hokolvek 
ustanovenia tejto Zmluvy, sa Centrum a Hlavny 
sk~aj~ci zav~zuj~ (i) zastavit' n~bor a 
zarad'ovanie subjektov sk~ania do Klinick~ho 
sk~ania, (ii) zastavit' vykon~vanie vetkych 
postupov, u uz zahmutych subjcktov sk~ania, a 
to vmiere, v akej to dovoluje lek~rske hladisko, 
a (iii) zdrat' sa v maxim~lnej moznej miere 
vytv~rania dalich n~kladov a vydavkov. 
Zmluvn~ strany bud~ spolupracovat' na tom, aby 
bola bezpene ukon~en~ lie~ba subjektov 
sk~sania Sk~5anym liekom v priebchu 
vz~jomne dohodnutej doby, ale v iadnom 
pripade nebude z~v~zok Zad~vatel'a/CRO 
dod~vat' Sk5any liek podla tejto Zmluvy trvat' 
dlhie ako primeran~ dobu. Bez ohladu na 
predch~dzaj~ce ustanovenie, v pripade 
kritickych alebo d~leitych zisteni v r~mci 
auditu alebo inpekcie tykaj~cich sa spr~vnej 
klinickej praxe, dohl'adu nad liekmi alebo 
regulanych z~leitosti, praxe alebo postupu, 
ktor~ maj~ nepriaznivy vplyv na pr~va, 
bezpenost', alebo celkov~ pohodu subjektov 
sk~ania alebo ktor~ mu predstavovat' 
potenci~lne riziko pre verejn~ zdravie alebo 
ktor~ m~u mat' za n~sledok neprijatelnost' 
~daiov z Klinick~ho skuania alebo ktor~ 
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the does not provide enough 
time to evaluate nsks for enrolled trial subjects 
who receive the Investigational medicinal 
product, the Contracting Parties shall cooperate 
so that the treatment of the trial subjects with the 
Investigational medicinal product would be 
safely terminated during a mutually agreed 
period of time; however, the Sponsor shall not 
be required to provide the Investigational 
medicinal product based on this Agreement for 
an unreasonable period of time. 

12 .2 The Contracting Partners and the 
Sponsor/CRO each have the right to terminate 
this Agreement with immediate effect by giving 
written notice to the other party in the case that 
the Clinical Trial at the Center needs to be 
terminated due to medical or ethical reasons. 
Such termination becomes effective on the date 
of its receipt by the last of the Contracting 
Parties. The Principal Investigator must consult 
termination of this Agreement by the 
Contracting Partners under the previous 
sentence with the Sponsor/CRO beforehand. 
Immediately upon receipt of the written notice 
by other Contracting Parties based on any 
provision of this Agreement, the Center and the 
Principal Investigator agree to (i) cease 
recruiting and enrolling trial subjects in the 
Clinical Trial, (ii) cease all procedures to the 
extent medically permissible on trial subjects 
already enrolled in the Clinical Trial and (iii) 
refrain as much as possible from incurring 
additional costs and expenses. The Contracting 
Parties shall cooperate so that the treatment of 
the trial subjects with the investigational 
medicinal product would be safely terminated 
during a mutually agreed period of time; 
however, the Sponsor/CRO shall not be required 
to provide the investigational medicinal product 
based on this Agreement for an unreasonable 
period of time. Without prejudice to the 
foregoing, in the event of critical or important 
findings from an audit or inspection related to 
good clinical practice, pharmacovigilance or 
regulatory matters, practice or procedure that 
have a negative impact on the rights, safety or 
well-being of trial subjects or that may pose a 
potential risk to public health or that may render 
Clinical Trial data inadmissible or that seriously 
violate applicable legal regulation and rules, the 
S onsor/CRO reserves the ri st at its own 
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predstavuj~ v~ne poruenie prislunych 
pr~vnych predpisov a pravidiel, m~ 
Zad~vate/CRO pr~vo (podfa svojej vof'by) s 
okamitym ~inkom do~asne zastavit' nbor 
subjektov sk~sania, kym nebud predmetn~ 
zistenia plne pos~den~ alebo s okamitym 
~~inkom pisomne vypovedat t~to Zmluvu. 

discretion) to temporarily stop the recruitment of 
trial subjects with immediate effect until the 
relevant findings are fully assessed or to 
terminate by written notice this Agreement 
with immediate effect. 

12.3 V pripade, ze ktor~kolvek z povoleni alebo 
s~hlasov potrebnych na vykonvanie Klinick~ho 
sk~ania je (i) s pr~voplatne zamietnut~ alebo 
(ii) pr~voplatne ruen~, skon~i t~to Zmluva 
automaticky drom doruenia ozn~menia 
(rozhodnutia) o takomto pr~voplatnom 
zamietnuti alebo pr~voplatnom zrueni. 

12 .3 In the case that any authorization or consent 
necessary for the performance of the Clinical 
Trial is (i) finally rejected or (ii) withdrawn, this 
Agreement shall be automatically terminated on 
the day of receipt of notification (decision) of 
such final rejection or withdrawal. 

12.4 Ak sa Zad~vatel/CRO primerane 
domnieva, e Zmluvni partneri nebud~ schopni 
zaat' n~bor alebo plnit svoje povinnosti 
tykaj(ce sa n~boru v r~mci dohodnutej lehoty, 
m~ Zad~vatel'/CRO pr~vo na z~klade ozn~menia 
doru~en~ho Zmluvnym partnerom (a) s 
okamzitym (~inkom zniit' poet subjektov 
sk~ania, ktori sa maj zaradit' do Klinick~ho 
sk~ania; alebo (b) predlit' dobu n~boru; alebo 
(c) ukonit' t~to Zmluvu vypovedou. Podf'a 
pismena c) m~e Zad~vatcl/CRO pisomne 
vypovedat Zmluvu s okamitym inkom, av5ak 
len ak vopred pisomne upozornil Zmluvnych 
partnerov na ich ome5kania s n~borom subjektov 
sk5ania a poiadal ich o n~pravu v dodatonej 
primeranej lehote, ktor im na tento ~el 
stanovuje, a Zmluvni partneri am v takej 
dodatonej lehote n~pravu neurobia. Zmluvni 
partneri musia byt o monosti Zad~vatel'a/CRO 
vypovedat' tto Zmluvu s okamitym inkom v 
pripade, ak Zmluvni partneri nezjednaj n~pravu 
ani v dodatone stanovenej lehote, n~leite 
pisomne poueni. 

12.4 In the case that the Sponsor/CRO 
reasonably believes that the Contracting Partners 
shall be unable to start recruitment or to fulfil 
their recruitment obligations by the agreed 
deadline, the Sponsor/CRO shall have the right, 
by sending written notice to the Contracting 
Partners, to (a) decrease with immediate effect 
the number of trial subjects to be recruited; or (b) 
extend the recruitment deadline; or (c) terminate 
this Agreement. According to ( c ), the Sponsor 
may terminate this Agreement by written notice 
with immediate effect, provided that the 
Sponsor/CRO informed the Contracting Partners 
about their delay with recruiting trial subjects in 
writing beforehand and asked them to remedy 
this delay within an additional reasonable time 
limit and the Contracting Partners failed to 
remedy this delay within such additional 
reasonable time-limit. The Contracting Partners 
must be duly informed in writing about the 
Sponsor/CRO's possibility to terminate this 
Agreement with immediate effect if the 
Contracting Partners do not remedy the situation 
even within an additional period of time. 

12.5 V pripade, ze Zad~vate!/CRO neschv~li 
nov~ho Hlavn~ho sk~5ajceho podl'a ~l. 2.27 
alebo sa tento novy Hlavny skuaj~ci pisomne 
nezaviae k povinnostiam podl'a tejto Zmluvy, 
Zad~vatel/CRO je opr~vneny t~to Zmluvu 
ukonit vypoved'ou ku diu doruenia vypovede 
Centru. V pripade, e Hlavny sk~ajci a 
Zad~vate/CRO maj z~ujem pokra~ovat' v 
spolupr~ci pri vykon~vani Klinick~ho sk~5ania v 
inom zdravotnickom zariadeni, Centrum sa 
zav~zuje poskytnt' s~innost' pri prevedeni 
relevantnych dajov, inform~cii a materilu, 

12 .5 In the case that the Sponsor/CRO does not 
approve a new Principal Investigator pursuant to 
Article 2.27 or a new Principal Investigator does 
not accept in writing the obligations under this 
Agreement, the Sponsor/CRO may terminate 
this Agreement as of the day of delivery of the 
termination notice to the Center. In the case that 
the Principal Investigator and the Sponsor/CRO 
wish to continue to cooperate with regard to the 
Clinical Trial in another medical facility, the 
Center agrees to cooperate with transferring 
relevant data, information and materials that are 
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ktor~ nie s~ vlastnictvom Centra, v prospech 
nov~ho 
centra. 

12 .6 V pripade, ze po~as auditu alebo inpekcie 
regulanych org~nov bude zisten~ porusenie 
ustanoveni tejto Zmluvy alebo Protokolu zo 
strany Centra alebo Hlavn~ho sk~5ajceho 
(alebo nedodrzanie ustanoveni tejto Zmluvy zo 
strany ktor~hokolvek in~ho Clena 5tudijn~ho 
timu), ma Zadvatel/CRO pr~vo t~to Zmluvu 
pisomne vypovedat s okamitou ~~innostou, 
pri~om ~~inky takejto vypovede nastan dhom 
jej doru~enia poslednej zo Zmluvnych str~n. 

12.7 Zad~vatel je povinny, prostrednictvom 
CRO, uhradit' v5etky dln~ iastky za riadne 
poskytnut~ sluby Zmluvnymi partnermi na 
z~klade tejto Zmluvy a n~klady, ktor~ im 
od~vodnene vznikli, ku du doruenia vypovede 
alcbo v pripade ukon~enia tejto Zmluvy podl'a 
~l. 12 . 1  k  posledn~mu du vypovednej lehoty 
alebo v pripade ukonenia tejto Zmluvy podla 
~l. 12.3 ku diu doru~enia pr~voplatn~ho 
zamietnutia. Ak Centrum preuk~zatelne 
obdralo vyiu sumu odmeny a n~kladov, na 
ktor~ mu podl'a skutone vykonanych innosti 
vznikol n~rok v s~lade s touto Zmluvou, 
Centrum sa prisluny rozdiel zav~zuje zaplatit 
sp~t' Zad~vatelovi/CRO bez zbyton~ho 
odkladu. 

12 .8 Pri skoneni Zmluvy sa Zmluvni partneri 
zav~zuj~ vr~tit' Zad~vatel'ovi/CRO vetok 
nespotrebovany material a predmety, ktor~ im 
boli poskytnut~ v svislosti_ s Klinickvm 
sk~anim, a to najnesk~r do 
pracovnych dni od d~tumu ukon~enia Zmluvy. 

€I. 13 - R~zne ustanovenia 

1 3 . 1  Uzatvorenie tejto Zmluvy nie je 
podmienen~ iadnym existuj~cim alebo bud~cim 
obchodnym vzt'ahom medzi Zmluvnymi 
partnermi a Zad~vatel'om/CRO ani iadnym 
obchodnym rozhodnutim, ktor~ Zmluvni 
partneri urobili alebo urobia voi 
Zad~vatelovi/CRO alebo vyrobkom 
obchodovanym Zad~vatel'om. 

Sponsor/PPD Confidential Information 

not owned by the Center to such a medical 
facility. 

12.6 In the case that an audit or inspection of 
supervising authorities discovers a breach of this 
Agreement or the Protocol on the part of the 
Center or the Principal Investigator ( or failure by 
any Clinical Trial Team Members to observe the 
provisions of this Agreement), the Sponsor/CRO 
shall have the right to terminate this Agreement 
by written notice with immediate effect, and 
such termination becomes effective on the date 
of its delivery to the last of the Contracting 
Parties. 

12.7 The Sponsor, through CRO, must pay all 
outstanding amounts for the services properly 
provided by the Contracting Partners based on 
this Agreement and all reasonably incurred 
costs, as of the day of receipt of the notice or, in 
the case that this Agreement is terminated 
pursuant to Article 12 . 1 ,  as of the last day of the 
termination period or, in the case that this 
Agreement is terminated pursuant to Article 
12 .3 ,  as of the day of receipt of the final 
rejection. In the case that the Center provably 
received higher payments than the payments due 
according to the work actually performed based 
on this Agreement, the Center shall refund the 
balance to the Sponsor/CRO without undue 
delay. 

12.8 Upon termination of this Agreement, the 
Contracting Partners shall return to the 
Sponsor/CRO all unused materials and items 
provided to the Contracting Partners in relation 
to the Clinical Trial within working 
days of the day of termination of this Agreement. 

Article 13 - Miscellaneous 

13 . 1  The conclusion of this Agreement is not 
contingent on any existing or future business 
relationship between the Sponsor/CRO and the 
Contracting Partners or on any business decision 
that the Contracting Partners made or shall make 
with respect to the Sponsor/CRO or the products 
sold by the Sponsor. 

13 .2 Zmluvni partneri sa zav~zuj~ plnit svoje 
povinnosti podl'a tejto Zmluvy sp~sobom, 
ktory bude v s~lade s rislu5n 
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13 .2 The Contracting Partners agree to perform 
their obligations under this Agreement in 
com liance with a licable anti-briber and 



predpismi zameranyrm proti korupcii a 
podpl~caniu a v slade s prilohou • 3. Zmluvni 
partneri z~v~zne vyhlasuj~, ze v svislosti s 
Klinickym skuanim neposkytli ani neposkytn 
iadnu platbu ani prospech, priamo alebo 
nepriamo, radnej osobe, z~kaznikom, 
obchodnym partnerom, odbornikom v 
zdravotnictve ani iadnej inej osobe na (el 
ziskania nedovolen~ho prospechu alebo nekalej 
obchodnej vyhody, nebud .ovplyvhovat' 
rozhodovanie v s~kromnej ani verejnej sf~re, 
predpisovanie, ani nebud nikoho podnecovat' k 
poruovaniu profesijnych povinnosti alebo 
pravidiel. Zmluvni partneri sa zav~zuj~ 
bezodkladne pisomne ozn~mit' 
Zad~vatel'ovi/CRO kad~ podozrenie i zisten~ 
poruenie vyie uvedenych z~sad v svislosti s 
obchodnou innost'ou Zad~vatel'a/CRO a bud 
v tychto pripadoch spolupracovat' so 
Zad~vatel'om/CRO pri preetreni takej 
z~leitosti. 

13 .3  Zmluvn~ strany vyhlasuju, e nemaj~ v 
s~asnosti uzatvoren~ iadnu zmluvu am 
z~v~zok, ktorych plnenie by negativne 
ovplyvnilo plnenie povinnosti vo~i Zad~vatelovi 
na z~klade tejto Zmluvy a sasne sa zav~zuj 
po cel dobu priebehu Klinick~ho skuania 
iadnu tak~to zmluvu neuzavriet' ani iadny 
takyto z~v~zok neprijat'. Hlavny sk~ajci rui

za to, e ziadny z Clenov 5tudijn~ho timu nem~ 
v s~~asnej dobe uzatvoren iadnu tak~to 
Zmluvu, a zav~zuje sa zabezpeit, e iadny z 
Clenov tudijn~ho timu takto zmluvu 
neuzavrie. 

13.4T~to Zmluva obsahuje ~pln~ dojednanie o 
predmete Zmluvy a vetkych n~leitostiach, 
ktor~ Zmluvn~ strany mali a chceli v Zmluve 
dojednat', a ktor~ povauj za dle'it~. Sasne 
Zmluvn~ strany vyhlasuj, ze si vz~jomne 
ozn~mili vetky inform~cie, ktor~ povauj~ za 
dole:it~ a podstatn~ na uzatvorenic tejto Zmluvy. 

13 .5  Zmluvn~ strany prejavili v~lu neuplatiovat' 
ak~kolvek pr~va a povinnosti Zmluvnych str~n 
vyvoden~ z doterajej alebo bud~cej praxe 
zavedenej medzi nimi alebo zvyklosti 
udriavanych veobecne i v odvetvi tykaj~com 
sa predmetu plnenia tejto Zmluvy, pokial t~to 
Zmluva neustanovuje inak. 

Sponsor/PPD Confidential Information 

anti-corruption laws and in compliance with 
Appendix 3 .  The Contracting Partners represent 
and warrant that in connection with the Clinical 
Trial they did not provide and shall not provide 
any payment or benefit, directly or indirectly, to 
government officials, customers, business 
partners, healthcare professionals or any other 
persons in order to secure an improper benefit or 
unfair business advantage, shall not influence 
private or. official decision-making, shall not 
influence prescribing and shall not instigate 
anyone to breach professional duties or rules. 
The Contracting Partners agree to immediately 
report to the Sponsor/CRO in writing any 
suspected or detected violation of the above 
principles in connection with the 
Sponsor/CRO's business activity and, in such 
cases, shall cooperate with the Sponsor/CRO in 
reviewing the matter. 

13 .3 The Contracting Partners represent and 
warrant that they are not presently under any 
agreement or obligation that would negatively 
affect the performance of their obligations with 
respect to the Sponsor based on this Agreement 
and agree not to enter into any such agreement 
or accept any such obligation in the course of the 
Clinical Trial. The Principal Investigator 
warrants that no Clinical Trial Team Member is 
presently under any such agreement and agrees 
to ensure that no Clinical Trial Team Member 
shall enter into any such agreement. 

13.4 This Agreement represents an entire 
agreement about the subject-matter hereof and 
all matters that the Contracting Parties were and 
wished to negotiate herein and consider 
important. The Contracting Parties represent and 
warrant that they provided to each other all 
information they consider important and 
substantial for entering into this Agreement. 

13 .5 The Contracting Parties do not wish to have 
any of their rights and obligations implied from 
current or future practice established between 
them or from usages observed in general or in the 
industry related the subject-matter of this 
Agreement, unless explicitly agreed in the 
Agreement. 
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13 .6 Kad~ zo Zmluvnych str~n kon ako 
nez~visly subjekt a na ziadne ely nie je v 
postaveni partnera, sprostredkovatel'a, 
zamestnanca ani z~stupcu druhej Zmluvnej 
strany. 

1 3 . 7  Zad~vatel/CRO m~ pr~vo post~pit' tto 
Zmluvu ~plne alebo sasti na ktor~kolvek zo 
svojich Prepojenych os~b. Okrem vyie 
uveden~ho nie je ziadna zo Zmluvnych str~n 
opr~vnen~ post~pit' svoje pr~va a / alebo 
povinnosti ~plne ani sasti na tretiu stranu bez 
predch~dzajceho pisomn~ho shlasu ostatnych 
Zmluvnych str~n. T~to Zmluva zav~zuje 
Zmluvn~ strany, ako aj ich pr~vnych n~stupcov a 
osoby, na ktor~ bud~ pr~va a z~v~zky Zmluvnych 
str~n v s~lade s tymto lnkom post~pen~. 

13 .8  Neplatnost alebo nevym~hatelnost' 
konkr~tneho ustanovenia tejto Zmluvy nem~ 
vplyv na platnost' ostatnych ustanoveni. 
Zmluvn~ strany sa zav~zuj~ nahradit' neplatn~ a 
nevym~hateln~ ustanovenie platnym a 
vym~hatel'nym ustanovenim, podl'a potreby, 
ktorym bude o mono najbliie dosiahnuty 
~mysel, ktory strany mali v case uzavretia tejto 
Zmluvy. 

13 .9  Jednostrann~ vzdanie sa pr~va alebo tichy 
s~hlas alebo nespen~ dovolania sa poruenia 
ktor~hokolvek ustanovenia tejto Zmluvy 
Zmluvnou stranou nezaklad~ jednostrann~ 
vzdanie sa pr~va v svislosti s akymkol'vek 
n~slednym porusenim ktor~hokolvek 
ustanovenia tejto Zmluvy. 

13 . 10  Pokial nie je v tejto Zmluve dohodnut~ 
inak, povazuie sa za kontaktn~ osobu Centra 
MUDr. '~kon urobeny voi 
Centru sa povazuje za nadne urobeny aj voi 
Hlavn~mu skajcemu, resp. Clenom 
Studijn~ho timu. 

1 3 . 1 1  Zmluvn~ strany sa dohodli, ze t~to Zmluva 
m~e byt s dalej uvedenou vynimkou menen~ 
iba pisomne prostrednictvom vzostupne 
o~islovanych dodatkov podpisanych vetkymi 
Zmluvnymi stranami. Zmluvn~ strany nemusia 
uzavriet' dodatok k tejto Zmluve v pripade tzv. 
nepodstatnych zmien Protokolu. Nepodstatnou 
zmenou Protokolu sa pritom rozumie tak~ 
zmena Protokolu, ktor nemeni rozsah ~i sp~sob 
vykon~vania ~konov (najm~ vyetrenie) 

kon~van'ch Zmluvn i 
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13.6 Each Contracting Party shall act as an 
independent entity and shall not be construed for 
any purposes as a partner, agent, employee or 
representative to the other Contracting Party. 

13 .  7  The Sponsor/CRO shall have the right to 
assign this Agreement, in whole or in part, to any 
of its Affiliates. Save for the foregoing, no 
Contracting. Party may assign its rights or 
obligations under this Agreement, in whole or in 
part, to a third party without the prior written 
consent of the other Contracting Parties. This 
Agreement is binding for all Contracting Parties 
as well as their legal successors and parties to 
which the rights and obligations of the 
Contracting Parties shall be assigned in 
com l iance with this Article. 
13 .8  The invalidity or unenforceability of a 
particular provision of this Agreement shall not 
prejudice the validity of the remammg 
provisions. The Contracting Parties agree to 
replace the invalid or unenforceable provision 
with a valid or enforceable provision that shall 
correspond as much as possible to the intent of 
the Contracting Parties at the time they entered into 
this Agreement. 

1 3 .9 A unilateral waiver of a right or 
acquiescence or failure to claim a breach of any 
provision of this Agreement by either 
Contracting Party shall not establish a unilateral 
waiver of such right with respect to any 
subsequent breach of any provision of this 
Agreement. 

13 .10 Unless otherwise agreed in this 
Agreement, the Center's contact person shall be 

MUDr. --■ All actions taken with 
respect to the Center shall be deemed as actions 
taken respect to the Principal Investigator or 
Clinical Trial Team Members as well. 

13 . 1 1  The Contracting Parties have agreed that 
this Agreement may be changed, excluding the 
exception mentioned below, only through 
written consecutively numbered amendments 
signed by all Contracting Parties. The 
Contracting Parties are not obliged to execute an 
amendment to this Agreement in case of so 
called minor changes in the Protocol. A minor 
change in the Protocol means a change in the 
Protocol that does not change the scope or manner 
of rocedures in articular examination 

#_Slovakia_ ,CRO-Center-PI CTA 
Page 35 of SO 

Template version July 2019_Approved for signature /13Apr2022 



Sponsor/PPD Confidential Information 

Klinick~ho sk~5ania a nem~ teda akykolvek 
vplyv na vyku odmeny za vykon~vanie 
Klinick~ho skania ~i inej ceny uvedenej v tejto 
Zmluve. Nepodstatn~ zmeny Protokolu s inn~ 
dom ich doruenia Centru. 

performed by the Contracting Partners as part 
of the Clinical Trial and has no impact on 
remuneration for performing the Clinical Trial or 
on any other prices specified in this Agreement. 
Minor changes in the Protocol shall come into 
effect on the day of their delivery to the Center. 

1 3 . 1 2  T~to Zmluva je vytvoren a riadi sa 
slovenskym pr~vom. Zmluvn~ strany sa v s~lade 
s ustanovenim $ 262 ods. I a 2 Obchodn~ho 
z~konniku vslovne dohodli, e ich z~v~zkovy 
vzt'ah upraveny touto Zmluvou sa bude riadit' 
Obchodnym z~konnikom. Zmluvn~ strany sa 
dalej dohodli, e vetky spory vzniknut~ z tejto 
Zmluvy bud rieen~ vecne a miestne 
prislunymi sdmi Slovenskej republiky. 

1 3 . 1 2  This Agreement is construed and governed 
by the Slovak law. The Contracting parties, in 
accordance with the provision of Section 262 
para. 1 and 2 of Commercial Code, expressly 
agree that their contractual relationship regulated 
by this Agreement shall be governed by the 
Commercial Code. The Contracting Parties have 
further agreed that any dispute arising from this 
Agreement shall be decided by materially 
and locally competent courts of the Slovak 
Republic. 

1 3 . 1 3  T~to Zmluva je vyhotoven~ v slovenskom 
a v anglickom jazyku, priom Zmluvn~ strany 
povazuj~ obe jazykov~ verzie za rovnocenn~, 
avak pre pripad vykladovych nezrovnalosti 
medzi jednotlivymi verziami sa Zmluvn~ strany 
dohodli, e prednost' m~ slovensk~ verzia 
Zmluvy. T~to Zmluva a vetky jej prilohy 
predstavuj~ ~pln~ dohodu Zmluvnych str~n o 
predmete tejto Zmluvy. 

13 . 13  This Agreement has been drawn up in 
the Slovak and English language, and the 
Contracting Parties consider both language 
versions to be equal; however, in case of any 
interpretation discrepancy between the 
individual versions, the Slovak version shall 
prevail as agreed by the Contracting Parties. This 
Agreement and all of its Appendices represent 
an entire agreement of the Contracting Parties 
with respect to the subject-matter of this 
Agreement. 

CI. 14 - Prilohy Article 14--  Appendices 

Nasledujce prilohy tvoria neoddelitelm s~ast 
tejto Zmluvy, pokial nie je v tejto Zmluve 
stanoven~ inak: 

The following Appendices constitute an integral 
part of this Agreement, unless set forth otherwise 
herein: 

Priloha • 1 :  Finann~ podmienky 
Priloha &. 2: Protikorup~n~ pravidla 

Appendix 1 :  Financial Terms 
Appendix 2: Anti-Bribery Rules 
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CRO/CRO 

Podpis / Signature: 

Miesto I Place: 

D~tum / Date: 

Meno a priezvisko / 

Funkcia / Position: 

4 

Miesto I Place: 

D~tum / Date: 

Podpis / Signature:_ 

Jm~no /Name:_ 

Datum / Date:_ 

SPONSOR 
PPD Investigator Services LLC on-behlf of F. Hoffmann-La Roche Ltd. 

Podpis / Sinature:_ 

Funkce / Title:  

Centrum / Center 

Meno a priezvisko / First and last name: _ 

Funkcia / Position: 
--------------- 

Hlavny sk~ajci / Principal Investigator 

Podpis / Signature: 

Miesto I Place: 

D~tum / Date: 

Meno a priezvisko / First and last name:_ 
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Priloha • 1: Finan~n~ podmienky 

PPD Investigator Services LLC (CRO) v 
zastupeni F. Hoffmann-La Roche Ltd (Zad~vatel) 
Cislo an~zov protokolu klinick~ho sk~Kania:

 

 

ZDRAVOTN[CKE ZARIADENIE 
KLINICK~HO SK~ANIA: 
Vchodoslovensky onkologicky ~stav, a.s. 

Sponsor/PPD Confidential Information 

Appendix 1: Financial Terms 

PPD Investigator Services LLC (CRO) on behalf 
ofF. Hoffmann-La Roche Ltd S onsor 

Protocol Number and Title: 

 

INSTITUTION: Vchodoslovensky 
onkologicky stav, a.s. 

ililiil""i  
==-.�--------,r---r----;----------------,-------------1 

MENO PRIJEMCU a BANKOVE AJE: PA YEE NAME and REMITTANCE 
INFORMATION: 

INVESTIGATOR: 

1 .  CAST SECTION I. 

Nasleduj~ce platby sa uskuto~nia na z~klade The following payments will be made based on the 
nasleduj~cich podmienok. following terms. 

Platby za nivteyy astnikoy klinick~ho Subject Visit Payments: C

CRO bez predch~dzaj~ceho pisomn~ho s~hlasu CRO will not make any additional payments to 
nevyplati Prijemcovi platieb podl'a tejto Zmluvy Payee pursuant to this Agreement without prior 
iadne dalie platby. written approval. 

Ne~spen~ zaradenie: Screen Failures; 

I sea co-can«re1 c1 
Page 38 of SO 

Template version July 2019_Approved for signature 13Apr2022 



Sponsor/PPD Confidential Information 

Nepl~novan~ nvtevy; 

 

Unscheduled Vis-its: 

 

Zvere~ni platba a vvr nanie: 

 

 

Final Pavment and Reconciliation: 

 

2. €As SECTION II. 

Nasledujce platby sa uskuto~nia po prijati a 
schv~leni primerane podrobnej faktry a pripadne 
sprievodnej dokument~cie  V5etky tu 
uveden~ platby zahfaj reijn~ n~klady. 

Faktur~cia: Vetky faktry musia byt vystaven~ a 

zaslan~ podl'a tychto pokynov: 

The following payments will be made following 
receipt and approval by of a reasonably 
detailed invoice and, when relevant, supporting 
documentation. All payments referenced herein 
are inclusive of overhead. 

Invoicing: All invoices must be issued and 
forwarded to the following as instructed: 

I so·as« P Mt Icno-cane+mcr 
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Faktry bud uv~dzat' meno Hlavn~ho Invoices shall reference the Principal Investigator's 
sk5aj~ceho, islo Protokolu a v pripade zasielania name, Protocol number and, if sent to , "F. 

musia uv~dzat 'F. Hoffmann-La Roche Hoffmann-La Roche Ltd", and be sent to: 

Ltd a bud sa zasielat na adresu: 

Vk~pii:] oznaenim: isla protokolu, meno Hlavn~ho skuaj~ceho, meno 
PPD monit okial je zn~me) 
Copy to: with following details: Protocol number, name of the Principal 
Investigator, PPL CImm1cal Tral monitor name (if known) 

 

N~klady Centra: Center Costs: 

b) Ethics Committees Fees. 

 

c) Subject Stipends and Travel 
Reimbursement: 

r 
d) Additional Invoiced Procedures: 

a) Start-Up Payments: a) Poplatkyza zaatie klinick~ho skania: 

b) Platby Etickym Komisiim. 

c) N~hrada vdavkov a cestovnch 
nkladov astnikov klinick~ho 
sk5ania: 

. 
d) Dalie fakturovan~ procedury: 

fakturovat' CRO alebo odl'a 

I] st«a« lcocan-etc 

age u of 50 

Template version July 2019_Approved for signature 13 Apr2022 



A RM S A & B /  
RamenoA&B 

Screening / Skrining 

Cycle 1 Day 1 /  Cyklus I Deh 1 

Cycle 2 Day 1 /Cyklus 2 De 1l 

Cycle 3 Day 1 /  Cyklus 3 Deh 1 

Cycle 6 Day 1I/Cyklus 6 Dei 1 

Cycle 9 Day 1 /Cyklus 9 De 1 

Cycle 12  Day 1/Cyklus 12  De 1 

Cycle 15 Day 1/Cyklus 15 De I 

Cycle 1 8  Day 1 /  Cyklus 1 8  Dei 1 

Cycle 21  Day 1/Cyklus 2 1  De 1 

Cycle 24 Day 1/Cyklus 24 Dei 1 

Cycle 27 Day 1/Cyklus 27 De I 

Cycle 30 Day 1 /  Cyklus 30 Deh 1 

Cycle 33 Day 1/Cyklus 33 Dei 1 

Cycle 36 Day 1 /  Cyklus 36 Deh I 

Cycle 39 Day 1/Cyklus 39 De 1 

Cycle 42 Day 1 /  Cyklus 42 Deh 1 

Cycle 45 Day 1 /  Cyklus 54 Dei l 

Cycle 48 Day 1 /Cyklus 48 Dei 1 

Cycle 5 1  Day 1/Cyklus 51  Deh I 

Sponsor/PPD Confidential Information 

Visit Total (incl. of OIH) -EURO / 
Ciastka za nvtevu celkom (vr~tane 
r~ie) - EURO 
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Cycle 54 Day 1 /  Cyklus 54 Deh 1 

Cycle 57 Day 1/Cyklus 57 Deh 1 

Cycle 60 Day 1 /  Cyklus 60 Deh I 

End of Tx/Early DIC I 

Koniec lieby /Predasn~ D/C 1 

Long-term Follow-Up (Q6M) I 

DIhodob~ sledovanie (Q6M) 

TOTAL/ CELKOM 

Unscheduled Visit / Nepl~novan~ n~vtevy 

Mobile Nursing Visit 

Invoiceable Items I 

Fakturovateln~ poloky 

Mammogram (bilateral) / Mamogram (obojstranny) 

Breast MRI (bilateral) without Contrast I MRI prsnikov 

(obojstrann~) bez kontrastu 

Combined Chest, Abdomen, Pelvic CT Scan with Contrast 

/Kombinovan~ CT vyetrenie hrudnika, brunej dutiny, 

panvy, s kontrastom 

Combined Chest, Abdomen, Pelvic CT Scan without 

Contrast / Kombinovan~ CT vyetrenie hrudnika, brunej 

dutiny, panvy, bez kontrastu 

Chest CT Scan with Contrast / CT vy5etrenie hrudnika na 

postdenie vhodnosti 

Pelvic CT Scan with Contrast / CT vy5etrenie panvy s 

kontrastom 

Abdomen CT Scan with Contrast / CT vyetrenie brunej 

dutiny s kontrastom 

Chest CT Scan without Contrast / CT vyetrenie hrudnika 

na pos~denie vhodnosti 

Abdomen CT Scan without Contrast / CT vyetrenie 

brusnej dutiny bez kontrastu 

Pelvic CT Scan without Contrast / CT vyetrenie panvy bez 

kontrastu 

Chest MRI with Contrast I MRI hrudnika s kontrastim 
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Unit Cost in EURO I 

Cena za jednotku v EURO 
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Abdomen MRI with Contrast / MRI brunej dutiny 

Pelvic MRI with Contrast/ MRI vy5etrenie panvy s 

kontrastom 

Bone Scan/Gamagrafia kosti 

Whole Body MRI/celotelove MRI 

X-Ray Skeletal Survey; Limited (for metastases)/ RTG 

vyetrenie kostry; obmedzen~ (na metast~zy) 

Dual-energy X-ray absorptiometry (DXA), axial skeleton/ 

Dvoj(roviov~ RTG absorpciometria (DXA), axi~lny skelet 

Center Costs /N~klady Centra Unit Cost in EURO / Cena za 

jednotku v EURO 

Start-Up Fee: Study Set-Up at Site/ Start-Up poplatok, 

Aktiv~cia Klinick~ho skuania na Centre 

PLATBY CLENOM STUDIJN~HO TiMU STUDY TEAM MEMBERS PAYMENTS 
MENO PRiJEMNCU A BANKOV~ ~DAJE PA YEE NAME AND REMITTANCE 

: INFORM A TlON: 
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Uvedeni ~lenovia tdijn~ho timu m~zu dostat' percento z platby splatnej podl'a tejto dohody 

z finan~nych zdrojov rozpo~tu uveden~ho niie podl'a ick aktu~lne odvedenej pr~ce na klinickom 
skani . Pred kadou platbou hlavny sk~ajci ur~i prostrednictvom formulra ~Deleg~cia platby" 

konkr~tnych lenov 5tdijneho timu (neobmedzuje sa len na nich) a percento sm, ktor~ by im mali 

byt' preveden~. Sumy pre jednotlivych lenov timu uri hlavny skajci. 

/ THE FOLLOWfNG MEMBERS OF THE STUDY TEAM may receive a percentage of the payment 

due under this Agreement FROM THE BUDGET LISTED BELOW ACCORDfNG TO THEIR 
CURRENT WORK ON CLINICAL TRIALS. Before each payment the Investigator shall define 
through a "Delegation of Payment Form" the specific Trial team members (not being restricted to 
include himself too) and the percentage of the sums , that should be transferred to them. THE 

AMOUNTS FOR INDIVIDUAL MEMBERS WILL BE DETERMINED BY THE PRINCIPAL 

INVESTIGATOR. 

Ilsa lcnoc=ace1 ct 
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A RM S A & B /  

RamenoA&B 

Screening / Skrining 

Cycle 1 Day 1 /  Cyklus 1 De 1 

Cycle 2 Day 1 / Cyklus 2 Deii 1 

Cycle 3 Day 1 /Cyklus 3  De 1 

Cycle 6 Day 1 / Cyklus 6 Deii 1 

Cycle 9 Day 1 /  Cyklus 9 Deh I 

Cycle 12 Day 1/Cyklus 1 2  De 

Cycle 15 Day 1 /  Cyklus 15 Dei 1 

Cycle 18 Day 1 /  Cyklus 1 8  Dei I 

Cycle 21 Day 1 /Cyklus 2 1  Dei 1 

Cycle 24 Day 1 / Cyklus 24 Dei 1 

Cycle 27 Day 1/Cyklus 27 Dei I 

Cycle 30 Day 1 / Cyklus 30 Dei I 

Cycle 33 Day 1/Cyklus 33 De 1 

Cycle 36 Day 1 /Cyklus 36 De 1 

Cycle 39 Day 1 /  Cyklus 39 Dei 1 

Cycle 42 Day 1 /  Cyklus 42 Dei 1 

Cycle 45 Day 1 / Cyklus 54 Dei 1 

Cycle 48 Day 1 /Cyklus 48 Deh 1 

Cycle 5 1  Day 1/Cyklus 5 1  Dei I 

Cycle 54 Day 1 / Cyklus 54 De 1 

Cycle 57 Day 1 /  Cyklus 57 Dei 1 

Cycle 60 Day 1 / Cyklus 60 De 1 

End of Tx/Early DIC I 

Koniec lie~by /Pred~asn~ D/C 1 

Long-term Follow-Up (Q6M) / 

Dlhodob~ sledovanie (Q6M) 

Payments for study 

team members except 

pharmacist / Platba 

lenom tdijn~ho 

timu okrem lekarnika  

EURO 

Sponsor/PPD Confidential Information 

Payments for 

Pharmacist / platba 

pre lekarnika- EURO 
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TOT AL/ CELKOM 

Unscheduled Visit / Nepl~novan~ 

n~vtevy 

Mobile Nursing Visit 

674,82 

Invoiceable Items / 

Fakturovateln~ poloky 

Unit Cost in EURO / 

Cena za jednotku v EURO 

Screen Failure (Day -28 to -1)/N~vteva TOC (-28. a   

1 .  dei1) 

Long-Term Follow-Up/ Dlhodob~ n~sledn~ sledovanie 

Unscheduled Visit / Nepl~novan~ n~vteva 

Mobile Nursing Visit / Mobiln~ oetrovatel'sk~ n~vteva 

Mobile Nursing Informed Consent / Informovany shlas s 

mobilnou oetrovatel'skou n~vtevou 

Re-consent / Op~tovny shlas 

EORTC QLQ-C30 

EQ-5D-5L / Dotaznik EQ-5D-5L 

Single-item GP5 / Jednopolozkov GP5 

Patient Interviews ( optional) / Pohovory s pacientom 

(volitel'n~) 

Limited Physical Examination / Skr~ten~ lek~rska 

prehliadka 

Single 12-Lead ECG/ 12-zvodov~ EKG 

Triplicate 12-Lead ECG 

El s%«a coca«a-m cr 
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Interpretation and Report; Mammogram (bilateral) / Popis a 

spr~va, mamogram (obojstranny) 

Interpretation and Report; Breast MRI (bilateral) without 

Contrast / Popis a spr~va; MRI prsnikov (obojstrann~) bez 
kontrastu 

Interpretation and Report; Combined Chest, Abdomen, 

Pelvic CT Scan with Contrast / Popis a spr~va; 

Kombinovan~ CT vy5etrenie hrudnika, brunej dutiny, 
panvy, s kontrastom 

Interpretation and Report; Combined Chest, Abdomen, 

Pelvic CT Scan without Contrast / Popis a spr~va; 

Kombinovan~ CT vy5etrenie hrudnika, brunej dutiny, 

panvy, bez kontrastu 

Interpretation and Report; Chest CT Scan with Contrast / 

Popis a spr~va; CT vy5etrenie hrudnika s kontrastom 

Interpretation and Report; Pelvic CT Scan with Contrast I 

Popis a spr~va; CT vyetrenie panvy s kontrastom 

Interpretation and Report; Abdomen CT Scan with Contrast 

/Popis a spr~va; CT vyetrenie brunej dutiny s kontrastom 

Interpretation and Report; Chest CT Scan without Contrast 

/Popis a spr~va; CT vyctrenie hrudnika bez kontrastu 

Interpretation and Report; Abdomen CT Scan without 

Contrast / Popis a spr~va; CT vyetrenie brunej dutiny bez 

kontrastu 

Interpretation and Report; Pelvic CT Scan without Contrast 

/Popis a spr~va; CT vy5etrenie panvy bez kontrastu 

Interpretation and Report; Chest MRI with Contrast/ Popis 

a spr~va MRI vyetrenia s kontrrastom 

Interpretation and Report; Abdomen MRI with Contrast I 

Popis a spr~va MRI brunej dutiny s kontrastom 

Interpretation and Report; Pelvic MRI with Contrast/ 

Interpret~cia a spr~va MRI vuetrenia panvy s kontrastom 

Interpretation and Report; X-Ray Skeletal Survey; Limited 

(for metastases) / Popis a spr~va; RTG vyetrenie kostry; 

obmedzen~ (na metast~zy) 

Interpretation and Report; Dual-energy X-ray 

absorptiometry (DXA), axial skeleton / Popis a spr~va; 

Dvojrovhov~ RTG absorpciometria (DXA), axi~lny skelet 

Fresh Tumor Biopsy/ Biopsia n~doru 
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Central Laboratory: Blood Draw and Sample Collection of 
Specimens / Centrlne laboratrium: Odber krvi a odber 

vzoriek 

Central Laboratory: Lab Handling and Shipping / Centrlne 

laborat~rium: Manipulan~ a prepravn~ n~klady laboratoria 

__ Slovakia_ _CRO-Center-PJ CTA 
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Priloha • 2: Protikorupn~ pravidl% Appendix 2: Anti-Bribery Rules 

Centrum a hlavny skaj~ci s~hlasia, e ani 
nepodnikn~ iadnu innost', ani nevyvolaj~, nedovolia 
podniknutie, priamo ani nepriamo prostrednictvom 
tretej osoby, iadnej innosti, ktor~ (i) je neleg~lna 
podl'a ak~hokolvek z~kona, predpisu, alebo (ii) by 
sp~sobila, e Zad~vatel' by poruil z~kon USA 
o zahraninych korupmych praktik~ch, z~kon 
Spojen~ho kr~lovstva o korupcii alebo in~ platn~ 
protikorup~n~ z~kony (spolone ~protikorupn~ 
z~kony"). 

Center and Principal Investigator agree that they shall 
neither undertake, nor cause, nor permit to be 
undertaken, directly or indirectly through any third 
party, any activity which (i) is illegal under any laws, 
rules, or (ii) would have the effect of causing Sponsor 
to be in violation of the U.S. Foreign Corrupt Practices 
Act, the U.K. Bribery Act or other applicable anti 
corruption laws ( collectively, "the Anti-Corruption 
Laws"). 

Centrum a Hlavny skuajci nebud priamo ani 
nepriamo prostrednictvom tretej osoby poskytovat', 
ponkat ani slubovat' akkolvek platbu, dar alebo in~ 
nepeiazn~ plnenie, a to ziadnemu ~vl~dnemu 
~radnikovi" (tak ako je definovany v tejto prilohe) ako 
osobe, s cielom neprimerane (i) ovplyvnit' ak~kolvek 
ofici~lne konanie alebo rozhodnutie tohto vl~dneho 
~radnika, alebo (ii) inak napom~hat' Zad~vatel'ovi, 
CRO alebo jej loklnej pridruenej spolo~nosti pri 
ziskani alebo udrzani si obchodnej innosti, pri 
nasmerovani obchodnej innosti k inej osobe alebo pri 
zabezpe~eni si neopr~vnenej vyhody. 

Centrum a Hlavny skaj~ci nezapoja ani inak 
nepouij~ inych tretich z~stupcov v s~vislosti 

s vykonom svojich ~innosti podla tejto zmluvy bez 
predch~dzaj~ceho pisomn~ho s~hlasu zo strany 
Zadvatel'a alebo CRO (ktory m~ze Zad~vatel podl'a 
svojho vlastn~ho uvenia odopriet). Centrum 
a Hlavny skaj~ci dalcj s~hlasia s tym, ze takymto 
tretim stranam neposkytn bez predch~dzaj~ceho 
pisomn~ho s~hlasu Zad~vatel'a alebo CRO (ktory m~e 

Zad~vatel podl'a svojho vlastn~ho uv~Zenia odopriet) 
iadnu finan~n platbu, dar ani in~ nepeian~ plnenie 
v mene alebo v prospech Zad~vatel'a, CRO alebo ich 
lok~lnej pridruzenej spolonosti. 

Centrum a Hlavny skusaj~ci prehlasuj~, ru~ia 
a zav~zuj~ sa, ze ziadny z~stupca, riaditel, vlastnik ani 
zamestnanec zdravotnickeho zariadenia alebo 
sk~aj~ceho nie je ~vl~dnym ~radnikom" tak, ako je 
definovany v tejto prilohe. Centrum a Hlavny 
skajci sa z~roveh zav~zuj~, e bez 

predch~dzaj~ceho pisomn~ho shlasu Zad~vatel'a 
alebo CRO (ktory m~ze Zad~vatel' alebo CRO podl'a 
svojho vlastn~ho uv~Zenia odopriet') nezamestnaj~ ani 
nezapoja iadneho ~vldneho radnika", aby konal pre 
Zad~vatela alebo CRO alebo v ich mene. Centrum 
a Hlavny sk~5ajtci sa dalej zav~zuju, e iadny 
~vl~dny radnik" nem~ ani nebude mat' ziadny osobny 

Center and Principal Investigator shall not, directly or 
indirectly through any third party, give, offer, or 
promise any payment, gift, or other thing of value to 
any individual "government official" (as defined 
herein), in order to improperly (i) influence any official 
act or decision of such government official, or (ii) 
otherwise assist Sponsor, CRO or its local affiliate, in 
obtaining or retaining business, in directing business to 
any person, or in securing an improper advantage. 

Center and Principal Investigator shall not engage or 
otherwise use any third party agents in connection with 
its performance hereunder without the Sponsor's or 
CRO's advance written approval (which may be 
withheld by Sponsor in its sole discretion). Center and 
Principal Investigator further agree that no payments of 
money, gifts or other things of value shall be made to 
any such third parties on behalf of or for the benefit of 
Sponsor or CRO, or Sponsor local affiliate, without 
Sponsor's or CRO's advance written approval (which 
may be withheld by Sponsor in its sole discretion). 

Center and Principal Investigator represent, warrant 
and covenant that no officer, director, owner, or 
employee of the Center or Principal Investigator is a 
"government official" as defined herein. The Center 
and Principal Investigator also covenant that they shall 
not employ or engage any "government official" to act 
for or on behalf of Sponsor or CRO without Sponsor's 
or CRO's advance written approval (which may be 
withheld by Sponsor or CRO in its sole discretion). 
Center and Principal Investigator further covenant that 
no "government official" is deriving or will derive any 
personal benefit, directly or indirectly, from 
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prospech, i u priamo alebo nepriamo, z odmeny, compensation paid by Sponsor or CRO to Center and 
ktor Zad~vatel' alebo CRO zaplati Centru Principal Investigator hereunder. 
a Hlavn~mu skuaj(cemu podl'a tejto Zmluvy. 

Ak Centrum a Hlavny sk~aj~ci poruia ktor~kolvek 
z vyhl~seni, z~ruk alebo z~v~zkov uvedenych v tejto 
prilohe 3, potom: (i) m~ Zadavatel a CRO pr~vo 
okamite d~vodne ukonit' platnost' tejto Zmluvy a 
pr~vo uplatnit vetky d'al5ie dostupn~ n~pravn~ 
opatrenia podla z~kona alebo podl'a prirodzenej 
spravodlivosti; a (ii) vetky povinnosti Zad~vatel'a 
alebo CRO odmenit Centrum a Hlavn~ho skajceho 
za sluby poskytnut~ podl'a tejto Zmluvy zanikn. 

Centrum a Hlavny skuajci bud h~jit, odkodnia 
a ochr~nia Zadavatel'a (a jej z~stupcov, riaditelov, 
zamestnancov, agentov a pridruen~ spolonosti) pred 
pokutami, stratami, zodpovednost'ou a vydavkami, 
ktor~ Zad~vatel'ovi vznikn v d~sledku poruenia 
povinnosti vyplyvaj~cich z tejto prilohy 3 zo strany 
Centra a Hlavn~ho sk~ajceho. Povinnost' odkodnit 
Zad~vatel'a a CRO podla tejto prilohy 3 za poruenia 
protikorupn~ho zkona nepodlieha obmedzeniu 
zodpovednosti uveden~mu v l~nku 8 Zmluvy. 

Pre ~ely tejto prilohy 3 pojem ~vl~dny radnik" 
znamen (i) kad~ho pracovnika, zamestnanca alebo 
in~ osobu, ktor~ kon~ z ~radnej moci v mene vlady 
alebo jej rezortu, agentry alebo organiz~cie, alebo pre 
nich, (ii) ak~hokolvek pracovnika, zamestnanca alebo 
in~ osobu, ktor~ kon~ z radnej moci v mene verejnej 
medzin~rodnej organiz~cie (ako s~ Spojen~ n~rody, 
Svetov~ banka alebo Svetov% zdravotnicka 
organizicia) alebo pre iu, (iii) ak~kolvek politick 
stranu alebo jej z~stupcu, alebo kandid~ta na politicky 
(rad, a (iv) vetkych rodinnych prislunikov alebo 
z~stupcov uvedenych os~b. 

If Center and Principal Investigator breaches any of the 
representations, warranties or covenants set forth in this 
Appendix 3 ,  then: (i) Sponsor and CRO shall have the 
immediate right to terminate this Agreement for cause 
and the right to exercise any other remedies available 
at law or in equity; and (ii) all obligations of.Sponsor 
or CRO to compensate Center and Principal 
Investigator for services provided under this 
Agreement shall cease. 

Center and Principal Investigator shall defend, 
indemnify and hold Sponsor (and its officers, directors, 
employees, agents and affiliates) harmless from any 
penalties, losses, liabilities and expenses incurred by 
Sponsor or CRO as a result of Center and Principal 
Investigator's breach of any of its obligations under this 
Appendix 3 .  The obligation to indemnify Sponsor and 
CRO under this Appendix 3 for violations of an Anti 
Corruption Law shall not be subject to the limitation of 
liability set out in Article 8 of the Agreement. 

For the purpose of this Appendix 3, the term 
"government official" means (i) any officer, employee 
or other person acting in an official capacity for or on 
behalf of a government or any department, agency or 
instrumentality thereof, (ii) any officer, employee or 
other person acting in an official capacity for or on 
behalf of a public international organization (such as 
the United Nations, World Bank, or World Health 
Organization), (iii) any political party or official 
thereof or any candidate for political office, and (iv) 
any family members or representatives of any of the 
individuals listed above. 

I 
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