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ZMLUVA O KLINICKOM SKUSANI
C5215

Medzi

The French National Institute for
Health and Medical Research (Institut
National de Ila Santé et de Ia
Recherche Médicale, ‘Inserm”)
verejny vedecky a technicky institut
so sidlom: 101 rue de Tolbiac, 75013
Pariz

DIC: FR 31180036048

SIRET n° 180 03 60 48 000 15
konajuca: zastupena jej predsedom a
generalnym riaditelom panom Gilles
BLOCH

(dalej len “Zadavatel™)

A

Univerzitna nemocnica Martin

so sidlom: Kollarova 2, 036 59 Martin
1ICO.: 00 365 327

DIC: 2020598019

Zastupena Radou riaditelov v zlozeni:
MUDr. DusSan Krkoska, PhD., MBA,
generalny riaditel

Doc. MUDr. Dalibor Murgas, PhD.,
medicinsky riaditel

Ing. Stanislav Skorfia, ekonomicky
riaditel

V mene organizacie su opravneni konat
najmenej dvaja Clenovia Statutarneho
organu.

(dalej len “Centrum”)
A
MUDr. Dus$an Krkoska, PhD., MBA,

(dalej len “Hlavny skusajuci’)

(Centrum a Hlavny skusajuci spoloCne
oznacovani dalej “Zmluvni partneri”)

From science to health

CLINICAL TRIAL AGREEMENT
C5215

Between

The French National Institute for Health
and Medical Research (Institut National
de la Santé et de Ila Recherche
Meédicale, “Inserm”) a public scientific
and technological institute Registered
office: 101 rue de Tolbiac, 75013 Paris
VAT No.:FR 31180036048

SIRET n°® 180 03 60 48 000 15
Represented by represented by its
Chairman and General Manager, Mr.
Gilles BLOCH

(hereinafter referred to as the “Sponsor”)

AND

Univerzitna nemocnica Martin

with its registered seat at: Kollarova 2,
036 59 Martin

ID No.: 00 365 327

VAT No.: 2020598019

Represented by the Board of Directors,
consisting of:

MUDr. DuSan Krko8ka, PhD., MBA,
general director

Doc. MUDr. Dalibor Murgas, PhD.,
medical director

Ing. Stanislav Skorfia, economic director
At least two members of the statutory
body are authorized to act on behalf of the
organization.

(hereinafter referred to as the “Center”)
AND

MUDr. Du$an Krkoska, PhD., MBA,
(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator

hereinafter collectively referred to as the
“Contracting Partners”)



dalej len ,Zmluvna strana“ a spolocne
ako ,Zmluvné strany”

Preambula

VZHLADOM K TOMU, ZE Zadavatelom
je spolo¢nost’ Inserm, ktora je verejnou
vyskumnou organizaciou zameranou na
ludské zdravie;

Od 22. marca 2020 spolo¢nost’ Inserm
realizuje vyskum pod referenCnym
Cislom C20-15, ktory sa zaobera
ucastou fudskych subjektov v niekolkych
krajinach, s nazvom ,Multicentricke,
adaptivne, randomizované  Kklinické
skuSanie bezpecnosti a ucinnosti lieCby
ochorenia COVID-19 u
hospitalizovanych dospelych pacientov®,
na ktory odkazuje skratka DisCoVeRy, a
v ktorom bolo a je pouzitych niekolko
produktov. Pre uskutoCnenie tohto
klinického skuS$ania spoloCnost Inserm
uzavrela a bude musiet uzavriet dohody
s priemyselnymi partnermi o dodavke
vyrobkov.

WP1 tohto navrhu a Projektu je
pokrac¢ovanim klinického  skuSania
DisCoVeRy sponzorovaného
spolo¢nostou Inserm od 22. marca
2020.

V ramci Dohody o konzorciu bude
spolo¢nost Inserm Specifikovat alebo
dopifiat  zavdzné povinnosti  popri
ustanoveniach konkrétnej Dohody o

grante (dalej len ,Dohoda o grante®).

Samostatné dohody budu uzatvorené
medzi Zadavatefom a dotknutymi
stranami, pripadne tretimi stranami
zapojenymi do klinického skuSania, s

ciefom Specifikovat podmienky
vykonavania  uvedeného  klinického
sku$ania.

Zadavatel zabezpeci, aby ustanovenia
suCasnej Zmluvy neboli v rozpore s
ustanoveniami Dohody o konzorciu.

hereinafter each referred to individually as
a “Party”’and collectively as “the Parties”

Preamble

WHEREAS the Sponsor is Inserm, which
is a public research organization
dedicated to Human Health;

Since march 22 2020, Inserm s
implementing a research that involves the
participation of human subjects in several
countries, entitled “Multi-centre, adaptive,
randomized trial of the safety and efficacy
of treatments of COVID-19 in hospitalized
adults”, referenced under the acronym
DisCoVeRy and under reference C20-15,
in wich several products were and are
used. For the performance of this clinical
trial, Inserm entered into and will have to
enter into agreements with industrial
partners for the supplying of the products.

The WP1 of this proposal and of the
Project is the continuation of the clinical
trial DisCoVeRy sponsored by Inserm
since March 22, 2020.

With a Consortium Agreement, Inserm will
specify or supplement binding
commitments in addition to the provisions
of the specific Grant Agreement
(“hereinafter “Grant Agreement”).

Separate agreements will be concluded
by and between the Sponsor and the
concerned parties and as the case may
be, third parties involved in the Clinical
Trial to specify the terms and conditions
for performance of the said Clinical Trial.

The Sponsor shall ensure that the
provisions of the current Agreement are
not in discrepancy with the provisions of
the Consortium Agreement.



PRETO sa Zmluvné strany (dalej len THEREFORE, the parties (hereinafter
“Strany” alebo “Zmluvné strany’) referred to as the “Parties” or the
dohodli nasledujuco: “Contracting Parties”) have agreed as

Cl. 1 - Predmet Zmluvy

1.1Predmetom tejto Zmluvy su zavazky

Zmluvnych partnerov na vykonanie
Studie za podmienok dohodnutych v
tejto Zmluve a zavazok Zadavatela k
Uhrade  odmeny za  spravne
vykonanie Studie.

1.2 Akékolvek dodatky k Protokolu,

vratane, nie vSak vyluéne,
akychkolvek vySetreni alebo
hodnoteni dalSich klinickych alebo
laboratérnych parametrov, Si
vyZaduju predchadzajuci pisomny
suhlas Zadavatela.

1.3Studia je klinickym skuganim, ktorym

je akékolvek skumanie [udskych
subjektov, ktorého cielom je zistit
alebo overit’ klinické, farmakologické
al/alebo iné  farmakodynamické
ucCinky jedného alebo viacerych
sku$anych liekov al/alebo
identifikovat akékolvek neziaduce
reakcie na jeden alebo viac
skusanych liekov a/alebo skumat
absorpciu, distribuciu, metabolizmus
a vyluCovanie jedného alebo
viacerych sku$anych liekov s cielom
zistit  ich  bezpe€nost  al/alebo
ucinnost v zmysle  smernice
2001/20/ES Europskeho parlamentu
a Rady zo 4. Aprila 2001 a Studia je
zaroven aj biomedicinskym
vyskumom na zdaklade zdravotnej
indikacie podfa § 26 az 34 zakona C.
576/2004 Zz. o] zdravotnej
starostlivosti, sluzbach suvisiacich s
poskytovanim zdravotne;j
starostlivosti a o zmene a doplneni
niektorych ~ zdkonov v zneni

follows:

Article 1 — Subject of the Agreement

1.1The subject of the Agreement are
covenants of the Contracting Partners
to conduct the Study under the terms
and conditions agreed herein and the
covenant of the Sponsor to pay
remuneration for a duly conducted
Study.

1.2Any amendments of the Protocol,
including  without limitation, any
investigation or evaluation of additional
clinical or laboratory parameters,
require the prior written approval of the
Sponsor.

1.3The Study is a clinical trial which is any
investigation in  human subjects
intended to discover or verify the
clinical, pharmacological and/or other
pharmacodynamic effects of one or
more investigational medicinal
product(s), and/or to identify any
adverse reactions to one or more
investigational medicinal product(s)
and/or to study absorption, distribution,
metabolism and excretion of one or
more investigational medicinal
product(s) with the object of
ascertaining its (their) safety and/or
efficacy according to the Directive
2001/20/EC of the European
Parliament and of the Council of 4
April 2001 and is a biomedical
research in humans based on a
medical indication according to
Sections 26 to 34 of Act No. 576/2004
Coll. on Healthcare, Services Related
to Healthcare and on Amendments to
Certain Slovakian Laws as amended
and a clinical trial of medicines in



neskorSich predpisov a klinickym
skuSanim liekov podla § 29 az 44
zakona €. 362/2011 Z.z. o liekoch a
zdravotnicych poméckach a o zmene
a doplneni niektorych zakonov (dalej
len “zakon o liekoch”) v Slovenskej
republike.

Cl. 2 - Povinnosti Zmluvnych
partnerov

a zdokumentovat' Studiu hospodarne
a S nalezitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto
Zmluvy; a (c) etickymi zasadami
Helsinskej deklaracie; a (d)
Harmonizovanym trojstrannym
Guideline ICH pre spravnu Klinicku
prax vratane jeho naslednych zmien
a vSeobecne akceptovanymi
normami spravnej klinickej praxe; a
(e) vSetkymi prisluSnymi pravnymi
predpismi; a (f) vSetkymi prikazmi a
smernicami  prislusnych  organov
verejnej moci a spravy a etickych
komisii, ak také existuju; (g)
inStrukciou  Zadavatefa nazvanej
~Prirucka pre skusajuceho*
(Investigator’s Brochure) obsahujucej
vSetky v suCasnej dobe zname
informacie o produkte / lieku
pouzitom v  Stadi a jeho
vlastnostiach. PriruCku Zadavatel
odovzdal Hlavnému skusajucemu a
bude ju aktualizovat v periodicite
vyZadujucej stavom Studie alebo
stanovej pravnymi predpismi.
Prirucka bude pripojena k
dokumentécii  Studie; (h)  so
vSeobecnymi podmienkami
Zadavatela (pokial ich Zadavatel
vydal a poskytol Centru) o
vykonavani klinickych skuSani, s
vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou.
Centrum sa zavazuje poskytnuat
primerané zdroje a vybavenie na
vykonavanie Studie.

accordance with Sections 29 to 44 of
No. 362/2011 Coll., on
pharmaceuticals and medical devices
and on amendments to certain
Slovakian acts (hereinafter  the
‘Pharmaceuticals Act”).

Article 2 — Obligations of the
Contracting Partners

2.1Zmluvni partneri sa zavazuju vykonat 2.1 The Contracting Partners shall conduct

and document the Study 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 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 Study
and on its properties. Sponsor
provided the Principal Investigator with
the Brochure and shall periodically
update the Brochure as required by
the status of the Study or set out in the
legal regulations. The Brochure will be
appended to the Study 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 Study.



2.3Hlavny skuSajuci

pod dohladom Hlavného
sku$ajuceho, ktory je zodpovedny za
jej riadny priebeh. Hlavny skusSajuci
je zodpovednym veducim skupiny
skusajucich v pripade, ze Studia je v
Centre vykonavana viacero nez
jednym  skuSajucim  (taki  dalSi
skuSajuci sa dalej oznacCuju ako
"Skudajuci"). Hlavny skuSajuci je
zodpovedny za blaho ucastnikov
ski$ania zu&astriujucich sa Studie z
hladiska poskytovania
zdravotnickych sluzieb na primeranej
odbornej urovni.

suCasne moze
sluzit pre Zadavatela ako kontaktna
osoba v Centre vo vztahu k Studii,
pokial nie je nizSie v tejto Zmluve
stanovené inak. Hlavny skusSajuci
vykonava Stadiu v ramci svojho
pracovného pomeru k Centru.

2.4Centrum sa zavazuje umoznit a

Hlavny  skuSajuci sa zavazuje
zabezpecit, aby Skusajuci a ostatné
osoby zahrnuté do vykonavania
Studie (dalej len "Clenovia $tudijného
timu") konali v sulade s podmienkami
tejto Zmluvy a v sulade s Protokolom.
Centrum sa prostrednictvom
Hlavného skuSajuceho  zavazuje
zabezpecCit, ze pbvodni aj novi
Clenovia $tudijného timu su riadne
preSkoleni, kvalifikovani a vzdelani,
obzvlast, Ze sa zuc€astnuju vsetkych
Skoliacich stretnuti o Studii, vratane
vyzadovanych S$koleni na spravnu
klinicki prax (Clenovia $tudijného
timu vSak nemusia Skolenie na
spravnu klinicku prax absolvovat, ak
sa preukazu certifikatom z
absolvovaného Skolenia spravnej
klinickej praxe nie starSim ako 2 roky
k datumu zadatia Studie). Zadavatel
ma pravo odmietnut konkrétnych

2.2Studia bude v Centre vykonavana 2.2The Study at the Center shall be

conducted under the supervision of the
Principal Investigator who shall be
responsible for due course of the
Study. The Principal Investigator is the
responsible head of the group of
investigators in case the Study is
conducted at the Center by several

investigators (such additional
investigators hereinafter referred to as
“Investigators”). The Principal

Investigator is responsible for the well-
being of the trial participants
participating in the Study in terms of
professional medical services
provided.

2.3The Principal Investigator may also

serve as the contact person for
Sponsor with regard to the Study at
the Center, unless this Agreement
specifies otherwise. The Principal
Investigator shall conduct the Study as
part of his or her employment at the
Center.

24The Center shall allow and the

Principal Investigator shall ensure that
the Investigators and other persons
involved with the Study (hereinafter
referred to as “Study Team Members”)
comply with the terms and conditions
of this Agreement and with the
Protocol. The Center shall ensure
through the Principal Investigator that
original and new Study Team
Members are appropriately trained,
qualified and educated, in particular
that they participate in all training
sessions regarding the  Study,
including any good clinical practice
training required (Study Team
Members, who have a good clinical
practice certificate that is not older
than two years as of the first day of the
Study, are not required to participate in
good clinical practice training). The
Sponsor shall have the right to reject
specific Study Team Members, if the



2.5Centrum sa

2.6Kazdé

Clenov $tudijného timu, ak sa
Zadavatel domnieva, zZe nie suU

prislusne vzdelani a / alebo
kvalifikovani. Clenovia Studijného
timu su zamestnanci Centra.

Clenovia $tudijného timu a Hlavny
skuSajuci sa budu zuclastriovat
Skoleni, suvisiacich so Studiou a
Centrum je povinné takuto ucast
umoznit.

zavazuje umoznit
Hlavnému skusajucemu, SkusSajucim
a Clenom  $tudijného  timu,
zuCastnovat sa podla potreby
stretnutia sku$ajucich a
telekonferencii uskutoCfiovanych v
priebehu  Studie v  rozsahu
poZzadovanom Zadavatelom.

Zmluvné zaistenie
ktorejkolvek z povinnosti Centra na
zaklade tejto Zmluvy tretou stranou si
vyzaduje predchadzajuci pisomny
suhlas Zadavatela. Udelenie
takéhoto suhlasu je na vyluénom
rozhodnuti Zadavatefa. V pripade
povoleného Zmluvného zaistenia
povinnosti Centrum:

2.6.1 je povinné zabezpecCit u subjektu,

na ktorého svoju povinnost
prenasa, dodrziavanie
podmienok, (a) ktoré su vzhladom
k charakteru pozadovanej sluzby
relevantné a podobné
podmienkam tejto Zmluvy
vratane, avSak nielen, lehét na
plnenie povinnosti, (b) na zaklade
ktorych tretia strana postupi
vSetky prava k vysledkom svojej
ginnosti / Studie na Centrum
alebo Zadavatela a (c) podfa
ktorych tretia strana umozni
Zadavatelovi alebo tretim
stranam Zmluvne opravnenym
Zadavatelom a prisluSnym
regulatnym uradom vykonanie
auditov a inSpekcii u takejto tretej
strany, ¢o sufasne neznamena

Sponsor deems them not appropriately
educated and/or qualified. Study Team
Members are employees of the
Center. Study Team Members and the
Principal Investigator shall attend
trainings in connection with the Study,
and the Center shall allow such
persons to attend

2.5The Center shall make it possible for

the Principal Investigator, Investigators
and Study Team Members, as
required, to participate in Investigators’
meetings and teleconferences held in
the course of the Study to the extent
requested by the Sponsor.

2.6 Any subcontracting of any of the

Center's  obligations under this
Agreement to a third party requires the
prior written consent of the Sponsor.
Granting of such consent shall be
within the Sponsor’s sole discretion. In
the case that such consent is granted,
the Center shall:

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/the
Study to the Center or the Sponsor
and (c) based on which the third
party shall allow the Sponsor or
third parties contracted by the
Sponsor and competent regulatory
authorities to perform audits and
inspections at such a third party’
site, whereas this shall not limit the
Center’s obligations with respect to



2.7 Zmluvni

2.7.1 Zaciatok

2.7.2 Hlavny skuSajuci

obmedzenie povinnosti Centra vo
vztahu k auditom a inSpekcie; a

2.6.2 bude niest zodpovednost za

riadne plnenie vSetkych
zaistenych alebo delegovanych
povinnosti.

partneri sa  zavazuju
vynalozit' vSetko usilie na zaradenie
ugastnikov sku$ania do Studie v
sulade s poziadavkami na
zaradovanie a lehotami
ustanovenymi v Protokole. Sucasné
lehoty vztahujuce sa k vykonavaniu
Studie su nasledovné:

naboru  uclastnikov
skuSania je predpokladany vtedy,
ak sa ziskaju vSetky pozadované
opravnenia a ukonCenie je
predpokladané vtedy, ak sa
dosiahne globalny pozadovany
pocet ucastnikov skusania. Nabor
subjektov skuSania sa vzdy riadi
aktualnymi podmienkami
Protokolu.

suhlasi, ze

Zadavatel mbze jednostranne
kedykolvek zmenit pocet
ucastnikov  sku$ania, ktorych
Hlavny skusajuci do Studie méze
zaradit al/alebo Casovy
harmonogram naboru, a to
prostrednictvom vydania

prislusného pokynu k Studii.
Takyto pokyn sa nedotkne uz
zaradenych ucastnikov skusania.

2.8Hlavny skuSajuci sa zavazuje do

Studie zaradit iba riadne spdsobilych
UcCastnikov skuSania v sulade s
Protokolom a oznamit zaradenie
Udastnika skusania do Studie s
uvedenim &isla rozhodnutia o Studii

a datumu zaradenia ucastnika
skudania do Studie zdravotnej
poistovni  vykonavajucej verejné
zdravotné  poistenie  ucastnikov

2.7.1 Recruitment of

audits and inspections; and

2.6.2 be responsible for due performance

of all delegated or subcontracted
duties.

2.7The Contracting Partners agree to

make maximum efforts to enroll trial
participants in the Study in accordance
with the inclusion requirements and
timelines set forth in the Protocol. The
current timelines for conducting the
Study are as follows:

participants is
expected to begin when all the
required authorisations will be
obtained and to be completed
when the global required number of
trial participants will be reached.
Recruitment of trial participants is
always governed by current terms
and conditions of the Protocol.

2.7.2 The Principal Investigator agrees

that the Sponsor may unilaterally
change the number of trial
participants that the Principal
Investigator shall include in the
Study and/or the recruitment
timeframe by issuing a relevant
instruction for the Study. Such an
instruction shall not concern the
already included trial participants.

2.8The Principal Investigator agrees to

include in the Study only such trial
participants that are duly suitable for
the Study in compliance with the
Protocol and announce the inclusion of
the trial participant to the Study
specifying the decision number of the
Study and the date of inclusion of the
trial participant in the Study to the
Health Insurance Company conducting



skuSania bezodkladne po zaradeni
ugastnikov skl$ania do Studie v
sulade s ustanovenim § 44 pism. o)
zakona o liekoch.

Zmluvni partneri sa zavazuju
zabezpetit, Zze Studia bude vykonavana
v sulade s povolenim alebo suhlasom k
ohlaseniu vydanym Statnym Ustavom

pre  kontrolu lieCiv a suhlasmi
prislusnych etickych komisii. Zmluvni
partneri sa  zavazuju poskytnut
Zadavatelovi sucinnost pri  priprave

dokumentov tykajicich sa Stadie a
odovzdat Zadavatelovi alebo tretej
strane uréene;j Zadavatelom
bezodkladne vSetky vyhlasenia potrebné
na povolenie Studie regulagnymi
organmi a / alebo etickymi komisiami,
vratane avSak nielen (i) Vyhlasenie o
finanCnych zaujmoch, (i) CV a (iii)
potvrdenie o zodpovedajucom vybaveni
miesta skusSania. Zmluvni partneri sa
zavazuju zabezpecdit, Ze poskytnuté
dokumenty tykajuce sa Studie su upiné
a spravne. Napriklad, Vyhlasenie o
finanCnych zaujmoch musi obsahovat
vSetky finan¢né vztahy medzi Hlavnym
skusajucim a ktorymkolvek Clenom
Studijného timu, a ich financné zaujmy,
na jednej strane a Zadavatelom alebo
ktoroukolvek spoloCnostou prepojenou
so Zadavatefom, na strane druhej,
vratane - avSak nielen - odmeny alebo
iného finanéného prospechu prijatého
kazdym z nich od Zadavatela alebo
ktorejkolvek zo spolo€nosti prepojenych
so Zadavatelom za konzultacné Cinnosti

alebo iné sluzby nepokryté touto

Zmluvou.

29HIlavny skuSajuci sa zavazuje
vSetkych ucastnikov skusania
zodpovedajucim spbésobom
informovat o ciefoch, metddach,
predpokladanych prinosoch a

potencidlnych rizikach Studie a o
okolnostiach, za ktorych by ich
osobné udaje mohli byt spristupnené

the Public Health Insurance of trial
participants immediately after inclusion
of the trial participants to Study in
accordance with the provisions of
Section 44 of the Pharmaceuticals Act.

The Contracting Partners agree to
ensure that the Study 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 in preparing documents
concerning the Study and to
immediately provide the Sponsor or a
third party specified by the Sponsor
with all declarations necessary for the
approval of the Study by regulatory
authorities and/or ethics committees,

including without limitation, if
applicable, (i) Financial Interest
Declarations, (i) CVs and (iii)

confirmation of adequate trial site
facilities. The Contracting Partners shall
ensure that the provided Study
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 Study Team Member, on one
hand, and the Sponsor 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.

2.9The Principal Investigator agrees to

appropriately inform all trial
participants of the aims, methods,
expected benefits and potential risks
of the Study and the circumstances
under which their personal data might
be disclosed to the Sponsor, its
Affiliates, competent authorities, third



Zadavatelovi, jeho  Prepojenym
osobam, prislusnym organom, tretim
stranam, ktoré poskytuju sluzby
Zadavatelovi a / alebo etickym
komisiam. Hlavny skuSajuci sa
zavazuje zabezpelit, Ze ucastnici
ski$ania sa zUdastnia Studie az
potom, ¢o podpiSu informovany
suhlas subjektu skuSania poskytnuty
Zadavatelom.  Hlavny  sku$ajuci
uchova original takého suhlasu v
zdravotnickej dokumentacii u¢astnika
skuSania. Ak ucastnik skuSania svoj
sthlas v priebehu Studie odvola,
Zmluvni partneri nesmu vo vztahu k
tomuto uc€astnikovi vykonat Ziadne
dalSie postupy v ramci Studie okrem
pripadnych opatreni tykajucich sa
dalSieho sledovania predpisanych
Protokolom, s ktorymi ucastnik
skusSania suhlasil. Nasledna lieCba
ucastnika, ktora nesuvisi so Studiou,

je vyhradnou lekarsku
zodpovednostou a pravnou
zodpovednostou Zmluvnych
partnerov.

210 Zmluvni partneri sa zavazuju

zabezpecit, Ze ucastnikom skuSania
zaradenym do Studie sa v Centre
nebudu podavat iné neregistrované
lieky podla § 46 zakona o liekoch a
v zmysle Vyhlasky MZ SR ¢.
507/2005 Z.z. Slovenskej republiky
ani sa nebudu zucasthovat iného
klinického skusania, pri ktorom by
uCastnici skuSania dostavali v
Slovenskej republike neregistrovany
liegivy pripravok v priebehu Studie
ani podas doby prerusenia Studie
Specifikovanej v Protokole bez
predchadzajuceho pisomného
suhlasu Zadavatela.

2.11 Ak podas Studie v Centre dojde k

poskodeniu zdravia ucastnika
skusania, Zmluvny Partner sa
zavazuje informovat’ o kazdej takejto
udalosti Zadavatela (i) v pripade
zavazného neziaduceho ucinku

parties providing services for the
Sponsor and/or ethics committees.
The Principal Investigator agrees to
ensure that the trial participants shall
not participate in the Study until after
they sign their informed consent
provided by the Sponsor. The Principal
Investigator shall keep the original of
such consent in the trial participants’
medical records. If such consent is
revoked in the course of the Study, no
further Study-related procedures may
be performed by the Contracting
Partners with regard to the respective
trial participant, except for any Study-
related follow-up monitoring laid down
in the Protocol and consented to by
the trial participant. Subsequent
treatment of the trial participant, which
is not related to the Study, lies in the
sole medical responsibility and legal
liability of the Contracting Partners.

210 The Contracting Partners shall
ensure that the trial participants
included in the Study do not receive
other unregistered medicinal products
according to Section 46 of Slovakian
Pharmaceuticals Act and within the
meaning of Decree of MH SR no.
507/2005 Coll., nor shall they
participate in any other clinical trial in
which the trial participants would use
medicinal products not registered in
the Slovak Republic in the course of
the Study or during any suspension
period specified in the Protocol
without the prior written consent of the
Sponsor.

211 If in the course of the Study at the
Center trial participants' health is
harmed, the Contracting Partner shall
inform the Sponsor of any such event
(i) in case of any serious adverse
effect and/or serious adverse events



al/alebo zavaznej neziaducej
udalosti a/alebo v  pripadoch
tehotenstva, ak také existuju,

najneskér do 24 hodin a (i) v
pripade neziaduceho ucinku a/alebo
neziaducej prihody bezodkladne v
ramci leh6t stanovenych v Protokole
a inych pokynoch danych
Zadavatelom o  hlaseni  dat
tykajucich sa bezpec€nosti. Sucastou
takého hlasenia musi byt tiez
posudenie pri¢innej suvislosti. O
akomkolvek inom poskodeni zdravia
ucastnikov skusania alebo
akomkolvek zavaznom poruseni
Protokolu alebo pokynov spravnej
klinickej praxe musi byt Zadavatel
informovany bez zbyto€ného
odkladu.

212 Zmluvni partneri sa zavazuju bez

zbytocného odkladu zodpovedat
vSetky otazky Zadavatefa alebo
oséb  poverenych  Zadavatelom
tykajuce sa dokumentacie
neziaducej udalosti. Toto zahfha
najma aktivne nasledné sledovanie
a objasnenie prislusnych
nezrovnalosti v hlaseniach
neziaducich udalosti a udalosti
tehotenstva. Za ucCelom hlasenia
neziaducich udalosti a udalosti
tehotenstva su Zmluvni partneri
povinni pouzivat formulare
poskytnuté Zadavatelom, ak také
existuju.

2.13 Po&as a po skon&eni Studie sa

zavazuju Zmluvni partneri predlozit
Zadavatelovi vSetky dokumenty
prijaté od uradov, etickych komisii
a/alebo prislusnych regulacnych
organov tykajuce sa akychkofvek
suhlasov alebo povoleni alebo
prislusne;j komunikacie o
bezpednosti vo vztahu k Studii do
24 hodin od ich obdrzania.

214 Zmluvni partneri sa zavazuju

pouzivat Hodnoteny liek vylu¢ne na

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.
Such reporting must also include an
assessment of causality. Any other
harm to health of trial participants or
any serious breach of the Protocol or
good clinical practice guidelines must
be reported to the Sponsor without
undue delay.

212 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, if applicable.

2.13 During and after completion of the

Study, the Contracting Partners shall
submit to the Sponsor all documents
received from authorities, ethics
committee/s, and/or competent
regulatory authorities regarding any
consent or authorization or safety-
related communication with respect to
the Study within 24 hours following
their receipt.

2.14 The Contracting Partners agree to

use the Study Drug exclusively for the



2.15 Centrum

ugely vykonavania Studie a iba
spdsobom Specifikovanym %
Protokole. Zmluvni partneri su
zodpovedni za riadne prijimanie,
pouZzivanie, nakladanie, skladovanie

a vedenie dobkladnej a presnej
evidencie zaobchadzania S
Hodnotenym liekom v priebehu

Studie v sulade s poziadavkami
spravnej klinickej praxe, spravnej
lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju
vratit alebo zabezpelit riadnu
likvidaciu nepouzitého Hodnoteného
lieku, ak si Zadavatel likvidaciu
vyziadal (na naklady Zadavatela), a
tuto likvidaciu riadne
zdokumentovat. V pripade nacatého
a nespotrebovaného Hodnoteného

lieku, ktorého forma podania je
infuzia, zaistia Zmluvni partneri
likvidaciu ihned po priprave i

uprave Hodnoteného lieku.

sa tymto zavazuje
zabezpecCit uskladnenie, pripravu,
kontrolu a distribuciu Hodnoteného
lieku v sulade s ustanovenim
Protokolu, platnych zakonov a v
sulade so vSetkymi ustanoveniami
pokynov pre klinické skuSanie liekov
Statneho Ustavu pre kontrolu liegiv.
Zmluvni partneri nebudu vyZzadovat
zaplatenie Hodnoteného lieku alebo
akejkolvek sluzby hradenej
Zadavatelom podla tejto Zmluvy po
ucastnikovi skuSania alebo tretej
strane, ako je napriklad zdravotna
poistovna.

2.15 The Center

11

purposes of conducting the Study 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
Study Drug in the course of the Study
pursuant to the requirements of good
clinical practice, good pharmacy
practice and Protocol. The
Contracting Partners agree to return
any unused Study Drug or properly
liquidate any unused Study Drug,
provided that the Sponsor requested
such liquidation (at the expense of the
Sponsor), and properly document
such liquidation. The Contracting
Partners shall immediately liquidate
any unfinished or unused Study Drug
administered by infusion immediately
after its preparation or modification.

hereby agrees to
ensure that the Study Drug is stored,
prepared, inspected and distributed in
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
participant or third party, such as a
health insurance company, for the
Study Drug or for any services paid
for by the Sponsor under this
Agreement.



2.18 Kedykolvek o to

219 Tim

dostatony pocet zastupcov, ktori
spinaju kvalifikaéné poziadavky na
vykon povolania farmaceuta alebo
farmaceutického laboranta v zmysle
zdkona ¢&. 578/2004 Z.z, o

poskytovateloch zdravotnej
starostlivosti, zdravotnickych
pracovnikoch, stavovskych

organizaciach v zdravotnictve a o
zmene a doplneni niektorych
zakonov, v zneni neskorSich
predpisov a v zmysle nariadenia
viady €. 296/2010 Z.z. o odbornej

sposobilosti na vykon
zdravotnickeho povolania, spdsobe
dalSieho vzdelavania

zdravotnickych pracovnikov,
sustave Specializaénych odborov a
sustave certifikovanych pracovnych
C¢innosti, v  zneni  neskorSich
predpisov. Tito zastupcovia budu
zodpovedni za nakladanie s
Hodnotenym liekom a za vedenie

suvisiacich zaznamov a
dokumentacie. Ihned po
vymenovani tohto zastupcu alebo
zastupcov, oznami Centrum
Zadavatelovi pisomne meno a
priezvisko poverenych o0séb (i

osoby, spolu s prislusnymi
kontaktnymi informaciami.

217 Hlavny sku$ajuci sa zavazuje

odoberat’ Hodnoteny liek v sulade s
Protokolom, a to v davkovani
potrebnom pre kazdu jednotliva
navstevu u€astnika skusania.

Zadavatel
poziada, zavazuju sa Zmluvni
partneri podat’ hlasenie o postupe v
Studii v Centre vratane Udajov o
zarad'ovani u€astnikov skusania.

hlavného skusajuceho
zabezpeci, aby sa udaje
zhromazdovali a vkladali v lehote 7
(sedem) dni od ich generovania vo

216 Centrum sa zavazuje menovat 2.16 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. 296/2010 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 the Study
Drug and for keeping related records
and documentation. Immediately after
the appointment of the
representative(s), the Center shall
notify the Sponsor in writing about the
first and last name and contact details
of such appointees.

2.17 The Principal Investigator agrees to

draw the Study Drug in compliance
with the Protocol and in doses
required for every visit of the trial
participant.

2.18 The Contracting Partners agree to

report on the progress of the Study at
the Center, including information
about the enrolment of trial
participants, upon the Sponsor’s
request.

219 The Principal Investigator's team’

shall ensure that data shall be
collected and entered within 7 days of
their generation in the electronic case



forme elektronickych zaznamovych
listov (dalej len “CRF”) v sulade s
nalezitostami stanovenymi Vv
Protokole. Hlavny skuSajuci sa
zavazuje pravidelne odovzdavat
Zadavatelovi CRF a  vSetku
dokumentaciu vyzadovanu
Protokolom, aby ich Zadavatel
mohol priamo alebo prostrednictvom
iného subjektu priebezne
spracovavat. V pripade omeskania
dlhdom ako 10 pracovnych dni s
vkladanim udajov je Zadavatef
opravneny, na zaklade pisomného
oznamenia doru¢eného Hlavnému
skusajucemu, zastavit zaradovanie
uCastnikov  skuSania Hlavnym
skuSajucim az do doby, kedy je
vkladanie udajov aktualizované.
Pokial bude mat toto za nasledok
omeskanie v zaradovani ucastnikov
subjektov skuSania, Zadavatelovi
prinalezia prava stanovené v Ccl.
12.4. V lehote 7 (sedem) dni po
oSetreni posledného z ucastnikov

skusania musi byt dokoncené
vlozenie vSetkych zostavajucich
CRF, suvisiacej dokumentacie a

takisto nepouzité CRF v listinnej
podobe, ak také existuju, musia byt
odovzdané Zadavatelovi alebo na
poziadanie Zadavatela zniCené.
Zmluvni  partneri sa zavazuju
poskytovat’ sucinnost pri pohotovom
objasnovani akychkolvek otazok
tykajucich sa udajov v CRF a
venovat sa tymto otazkam a
zodpovedat ich najneskér v lehote 7
(sedem)dni. Zadavatel moze
pozadovat odpovede aj v kratSom
Casovom useku s ohladom na
kludové &tadia Studie, ako napr.
Cista databaza. Zmluvni partneri sa

dalej na Ziadost Zadavatela
zavazuju poskytovat  primeranu
suCinnost pri  priprave celkovej

spravy o Studii. Centrum zabezpeéi,
ze CRF nebudu pristupné nikomu
inému ako Clenom $tudijného timu a
Hlavnému skusajucemu a pristup k
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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 so that the
Sponsor could process them directly
or through another entity on a
continuous basis. In case of a delay
with data entering for more than 10
working days, the Sponsor shall have
the right by giving written notice to the
Principal Investigator to stop the
recruitment of trial participants by the
Principal Investigator until data
entering is up to date. If this results in
a delay with recruiting trial
participants, the Sponsor shall have
the rights set forth in Article 12.4.
Within 7 days of the last trial
participant’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 or
destroyed upon the Sponsor’s
request. The Contracting Partners

agree to assist in promptly clarifying
any questions concerning CRF data
and to address and answer such
questions within 7 days. The Sponsor
may request answers sooner than that
due to key Study milestones, such as
a clean database. Furthermore, the
Contracting  Partners agree to
reasonably assist in preparing the

overall Study report upon the
Sponsor’s request. The Center shall
ensure that CRFs shall not be

available to any persons other than
Study 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.



nim, ak budu v elektronickej podobe,
bude chraneny pristupovym menom
a heslom.

2.20 Hlavny skuSajuci je povinny
zabezpeCit, Ze  vSetky CRF
poskytnuté Zadavatelovi su

pravdivo, presne a riadne vyplnené
a ze su vernym odrazom skuto€nych
vysledkov Studie. Hlavny skusajuci
sa tiez zavazuje  odovzdat
Zadavatelovi kopie vSetkych sprav,
vratane vSetkych aktualizacii a
zmien, ktoré si vyzZiadala eticka
komisia.

2.21 Centrum sa zavazuje uchovavat

vSetku elektronicku aj inu
dokumentaciu, vratane zdrojovej
dokumentacie a zlozky
Skusajuceho, zoznamu

identifikacnych kodov ucastnikov
skusania a zdravotnej dokumentacie
ucastnikov skuSania vztahujucej sa
k Stadii  vyzadovanych  ICH
predpismi a prislusSnymi pravnymi
predpismi upravujucimi vykonavanie
Studie, po dihdej z nasledujlcich
dvoch dob: 1) patnast (15) rokov po
skondeni alebo preruseni Studie
alebo 2) akukolvek dlhSiu dobu pre
archivaciu dokumentacie stanovenu
prisluSnymi  pravnymi predpismi.
Studijnd dokumentacia musi byt
uchovavana na vhodnom mieste a
vhodnym spésobom a Centrum je
povinné viest zaznamy o mieste,
kde je dokumentacia Studie
uchovavana, aby tato bola pohotovo
k dispozicii na poziadanie
povereného zastupcu Zadavatela,
etickej komisie, auditora alebo
prislusnych uradov. Centrum je
povinné Zadavatefa informovat v
pripade, Zze planuje archivovat
dokumentaciu Studie mimo svoje
vlastné priestory.

2.22 Zmluvni partneri su si vedomi, ze

Zadavatel alebo v jeho mene ftretia
strana dokladne monitoruje

2.22 The

2.20 The Principal Investigator shall

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

2.21 The Center shall keep all electronic

and other documents, including
without limitation, source documents
and the Investigator’s files, list of the
trial participants identification numbers
and trial participants health
documentation related to the Study
required by ICH guidelines and
applicable laws regulating Study
performance for the longer of the two
following periods: 1) fifteen (15) years
after the end or suspension of the
Study or 2) any longer documentation
archiving period laid down in
applicable legal regulations. Study
documentation must be kept in a
suitable location and manner, and the
Center must keep record of the
location where Study 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 in the event
that the Center plans to archive Study
documentation outside of its own
premises.

Contracting Partners
understand that the Sponsor or a third
party on behalf of the Sponsor closely



vykonavanie Studie a pravidelne
navstevuje Centrum. Zmluvni
partneri sa zavazuju primerane
podporovat  tieto  monitorovacie
aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatela
do priestorov a k datam podla
potreby a  spolupracovat so
Zadavatelom  alebo  prislusnou
tretou stranou v tomto ohlade. Na
Ziadost Zadavatela su Hlavny
skusajici a Clenovia $tudijného timu
povinni sa  zuCastnit  osobnej
diskusie.

2.23 V pripade, Ze Hlavny skuSajuci v

priebehu Studie ukong&i
pracovnopravny vztah s Centrom,
Centrum je povinné o tejto
skuto€nosti informovat Zadavatela
bezodkladne potom, ako sa o tom
dozvie, a su€asne navrhnut riadne
kvalifikovani osobu ako nového
hlavného skuSajuceho. Zadavatel
ma pravo namietat voCi tomuto
nahradeniu. Centrum sa zavazuje s
vynalozenim maximalneho usilia
pozadovat po novom hlavhom
skusajucom, aby sa pisomne
zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak
Centrum a Zadavatel nie su schopni
dohovorit sa na osobe nového
hlavhého skuSajuceho alebo ak
novy hlavny skusajuci nie je ochotny
zaviazat  sa Kk podmienkam
stanovenych touto Zmluvou,
Zadavatel je opravneny vypovedat
tuto Zmluvu v sulade s ¢&l. 12.5.
Centrum a Hlavny skuSajuci su
povinni bezodkladne pisomne
informovat Zadavatela o vSetkych
zmenach, ktoré maju vplyv na
dostupnost zdrojov a / alebo Clenov
Studijného  timu  vykonavajucich
Studiu.

2.24 Zmluvni partneri sa zavazuju

priamo a bezodkladne informovat

monitors the performance of the Study
and regularly visits the Center. The
Contracting  Partners agree to
appropriately support such monitoring
activities, including without limitation,
by providing the Sponsor’s appointed
representative with access to the
facilities and data as necessary and to
cooperate with the Sponsor or the
relevant third party in this regard. The
Principal Investigator and Study Team
Members must participate in personal
discussions upon the request of the
Sponsor.

2.23 In the event that the Principal

Investigator terminates his or her
employment at the Center, the Center
shall inform the Sponsor as soon as it
learns about it and shall propose a
duly qualified person acting as a new
principal investigator. The Sponsor
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 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 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
in writing about any and all changes
having an impact on the availability of
resources and/or Study Team
Members conducting the Study.

2.24 The Contracting Partners agree to

inform the Sponsor [see contact in



2.25 Zmluvni

2.26 Zmluvni

Zadavatela [mena kontaktnych oséb
su uvedené v C¢lanku 3 Zmluvy] v
pripade, ze ucCastnik skuSania
zO&asthujuci sa Studie oznami &i
vyjadri nazor, ze doslo k poskodeniu
jeho zdravia v dbésledku ucasti v
Studii, a Ze ma preto pravo na
finan€nu nahradu.

partneri sa zavazuju
umoznit  Zmluvnym  vyskumnym
organizaciam zmluvne zaistenym
Zadavatelom alebo ktorejkolvek z
Prepojenych o0sbb, aby v mene
Zadavatela vykonavali ktorékolvek z
prav a povinnosti Zadavatela na
zaklade tejto Zmluvy, v pripade, ze
sa preukazu poverenim ¢i plnou

mocou, z ktorej vyplyva ich
opravnenie vykonavat prava a
povinnosti  Zadavatefa. Zmluvni

partneri sa zavazuju spolupracovat
s tymito Zmluvnymi vyskumnymi
organizaciami.

partneri sa zavazuju
poskytovat zdravotné sluzby
ugastnikom, ktorych agast v Studii
neskoncCila, v pripade Cciastocného
uzatvorenia Studie, a dalej tiez
ucastnikom zaradenym do
nasledného sledovania po skonceni
Studie, v sulade s etickymi
pravidlami.

2.27 Zmluvni partneri nesmu vedome

vyuzivat’ sluzby, bez ohladu na ich
rozsah, Ziadnej osoby, ktorym bolo
poskytovanie tychto sluzieb
zakazané FDA alebo ktorymkolvek
inym prislusSnym organom
v priebehu vykonavania Klinického
skusania. Zmluvni partneri dalej
zavazne vyhlasuju, Ze podla ich

vedomosti ani  im ani ich
zamestnancom, splnomocnencom
alebo zastupcom, ktori sa
zucastnuju vykonavania Klinického
skusania, nebolo zakazané
vykonavat  Cinnosti, ktoré su

article 3.] directly and immediately in
the case that a trial participant
participating in the Study announces
or opines that his or her health has
been damaged due to his or her
participation in the Study and that
he/she is therefore entitled to financial
compensation.

2.25 The Contracting Partners agree to

allow research organizations
contracted by the Sponsor or any of
its Affiliates to exercise any of the
Sponsor’s rights and to perform any of
the Sponsor’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’s obligations. The
Contracting  Partners agree to
cooperate  with  such  research
organizations.

226 The Contracting Partners

undertake to provide medical services
to trial participants whose participation
in the Study has not yet ended, in the
case of a partial closure of the Study,
as well as to participants included in
the post Study follow-up in
compliance with ethics rules.

2.27 The Contracting Partners may not
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knowingly use the services,
regardless of their scope, of any
person who has been prohibited from
providing such services by the FDA or
any other appropriate authority during
the conduct of a Clinical Trial. The
Contracting Parties further declare
that, to the best of their knowledge,
neither they nor their employees,
agents or representatives participating
in the Clinical Trial have been
prohibited from performing the
activities of the Study by the FDA or
any other body or to the best of their



vykondvané v ramci Studie, zo
strany FDA alebo iného organu, ani
podla ich najlepSieho vedomia v
sucasnosti neprebieha Ziadne
konanie tykajuce sa takéhoto
zakazu vo vztahu k tymto osobam,
najma na zaklade nasledujucich
pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (ii)
Hlavy 21 Code of Federal
Regulation § 312.70. Zmluvni
partneri sa zavazuju v priebehu
Klinického sku$ania a po dobu 3
rokov po jeho ukonc&eni ihned
informovat Zadavatela, ak sa
dozvedia, Ze sa zalne takéto
konanie vo vztahu k Hlavnému
skusajucemu, Centru & jeho
zamestnancovi. Zmluvni partneri
dalej zaruCuju a zavazuju sa, ze
podfa ich vedomosti nie su
subjektom predchadzajucich  ani
prebiehajucich vySetrovani, vyziev,
upozorneni  alebo  nepodliehaju
vykonu rozhodnuti organov Statnej
spravy vztahujucich sa ku klinickym
skuskam, ktoré by neboli oznamené
Zadavatelovi. V pripade, ze nastane
skutoCnost’ podfa predchadzajuce;j
vety vo vztahu ku Klinickému
skusaniu, Zmluvni partneri to bez
zbyto¢ného odkladu oznamia
Zadavatelovi.

Cl. 3 - Povinnosti Zadavatela

Zadavatel sa zavazuje dodrziavat
ustanovenia Dohody o grante a
ustanovenia Dohody o konzorciu.
Toto ustanovenie je povinné pre
spolo¢nost’ Inserm ako zadavatela.

alebo ktorékolvek dalSie osoby
oznamené Hlavnému skuSajucemu.

ability. There is currently no action in
respect of such prohibition in relation
to such persons, in particular under
the following legislation: (i) United
States 21 USC § 335a and / or (ii)
Title 21 of the Code of Federal
Regulation § 312.70. The Contracting
Partners undertake to inform the
Sponsor immediately during the
Clinical Trial and for a period of 3
years after its completion, if they learn
that such proceedings will be initiated
in relation to the Principal Investigator,
the Center or its employee. The
contractual partners further guarantee
and undertake that, to the best of their
knowledge, they are not the subject of
previous or ongoing investigations,
appeals, warnings or are not subject
to enforcement of decisions of state
administration bodies relating to
clinical trials that would not be notified
to the Sponsor. In the event that a fact
occurs in accordance with the
previous sentence in relation to the
Clinical Trial, the Contracting Partners
will notify the Sponsor without undue
delay.

Article 3 — Obligations of the Sponsor

3.1The Sponsor has to comply with the
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provisions of the Grant Agreement and
the provisions of the Consortium
Agreement.

This will be mandatory for Inserm as
Sponsor

or any other person announced to the
Principal Investigator.



3.2 Zadavatel sa zavazuje Zmluvnym 3.2The Sponsor agrees to provide the

3.3 Hodnoteny

partnerom poskytnat bezplatne v
mnoZstve a ¢asovych intervaloch pre
riadne vykonanie Studie Hodnoteny
liek, nevyhnutné vzory CRF a dalSie
informacie a dalSie lie€ivo / placebo
vyzadované pre vykonavanie Studie,
napr. [Vyberte podla potreby:
Prirucka skuSajuceho (Verzia 4 zo
dna 12.2.2021) a Suhrn
charakterovych vlastnosti o placebe.

liek (ako aj dalSie
lieCivo, placebo, ako je vyzadované
Protokolom) bude dodavané na
nasledujucu adresu:

Univerzitna nemocnica Martin,
Kollarova 2, 036 59 Martin,
Slovenska republika

3.4 Hodnoteny liek, nevyhnutné vzory

CRF a dalSie informacie vyzadované
pre vykonavanie Studie poskytnuté
Centru su a zostavaju vlastnictvom
Zadavatela. Zadavatel prehlasuje, ze

su splnené vsetky podmienky
stanovené  prisluSnymi  pravnymi
predpismi na vyrobu (dovoz)

dodavaného Hodnoteného liediva a
jeho distribuciu do Centra.

3.5 Zadavatel sa zavazuje poskytovat
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Hlavnému skuSajucemu prislusné
nové informacie o bezpelnosti
tykajuce sa Hodnoteného lieku bez
zbyto¢ného odkladu.

Cl. 4 - Odber vzoriek, ich prenos,
analyza a sprava

Jednotlivé Zmluvné strany sa zavazuju 4.1All

pouzivat vzorky v sulade s informacnym
harkom  subjektu a  formularom
obsahujucim suhlas uGc¢astnika, a to v
sulade so zakonmi a inymi pravnymi
predpismi platnymi v prislusnej krajine.

3.4The Study Drug,

Contracting Partners with the Study
Drug, necessary CRF templates, other
information and other drugs/placebo
required for the performance of the
Study free of charge and in the
quantity and frequency necessary for
the proper performance of the Study,
for example [select as applicable:
Investigator brochure (Version 4 of the
12 February 2021 and Summary of
Product Characteristics of the Placebo.

3.3The Study Drug (as well as any other

drugs, placebo, as required by the
Protocol) shall be delivered to the
following address:

University Hospital Martin,
Kollarova 2, 036 59 Martin, Slovakia

necessary CRF
templates and other information
required for the performance of the
Study and provided to the Center are
and shall remain the Sponsor’s
property. The Sponsor declares that all
conditions stipulated in applicable laws
regulating the production (import) of
the provided Study Drug and the
distribution of the Study Drug to the
Center have been met.

3.5The Sponsor agrees to provide the

Principal  Investigator with  new
information regarding the safety of the
Study Drug without undue delay.

Article 4 — Samples collection-transfer-

analysis and management

Parties undertake to use the
Samples in compliance with the
participant information sheet and

consent form and in-country laws and
regulations.

4.2 Pokial sa jedna o odber a spravu 4.2With regard to the sample collection



vzoriek, vratane nielen spracovania a
analyz vzoriek, prenosu vzoriek a
uskladfiovania vzoriek, Zmluvné strany
sa dohodli na nasledujucom:

Centrum bude zodpovedna za
vykonavanie odberu,
oznacovania, vytvarania a
udrziavania inventara vzoriek a
sledovania pohybu vzoriek v
sulade s Laboratérnou priruckou.
Dokumentacia bude na
poziadanie spristupnena vSetkym
Zmluvnym stranam.

Zmluvné strany su zodpovedné
za vSetky skriningové testy a za
vSetky testy na hodnotenie
bezpecnosti.

Vyskumné laboratoria su
zodpovedné za  skladovanie
vzoriek v sulade s Laboratornou
priruckou.

Vzorky  budu na  ziadost
Zadavatela zlikvidované / zni¢ené
v sulade s platnymi pravnymi
predpismi a protokolom.

4.3 Zmluvné strany sa dohodli:

O zni€eni vzoriek rozhodne
Zadavatel po konzultacii so
vSetkymi Zmluvnymi stranami. Ak
Zmluvna strana uz nie je schopna
uchovavat vzorky, informuje o
tom Zadavatefa a Zadavatel
zabezpecCi primerané rieSenie. Ak
bude potrebny dodatoCny suhlas
v krajine na uskladnenie vzoriek
pocCas vysSie uvedeného obdobia,
Zadavatel sa zaviaZe, Ze ziska
takyto suhlas a Centru bude
poskytnuta jeho kopia.

Vyuzivat uloZzené vzorky
vyhradne na ucely Klinického
skusania. Akékolvek  dalSie
pouzitie vzoriek pre dalSi vyskum
musi byt predmetom suhlasu
prisluSnych organov.

Nedistribuovat' ani neodovzdavat
uloZzené vzorky tretim stranam,
ktoré sa za ziadnym ucCelom

and management, including, but not

limited to, samples processing and

analyses, samples transfer and
samples storage activities, the Parties
agree with the following :

- The Site will be responsible to
conduct the Sample collection,
labelling, creating and maintaining
Samples inventory, and tracking
Samples movement in accordance
to the Laboratory Manual. The
documentation will be made
available to all Parties upon
request.

- The Parties shall be responsible for
all screening assays and all
assays for the assessment of
safety.

- The Research Laboratories shall
be responsible for carrying out the
storage of Samples in accordance
to the protocol Laboratory Manual.

- The Samples will be disposed
of/destroyed in accordance with
the applicable legislation(s) and
the protocol on request of the
Sponsor.

4.3 The Parties agree:
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e The decision on destroying the
Samples shall be made by the
Sponsor in consultation with all
Parties. If a Party is no longer able
to store the Samples it shall notify
the Sponsor accordingly and the
Sponsor will arrange for a
reasonable resolution.  Should
additional in-Country approval be
required to store the Samples for
the afore-mentioned duration in a
Country, the Sponsor shall
undertake to obtain such approval
and a copy shall be provided to the
Center.

e To use the stored Samples solely
for purpose of the Clinical Trial.
Any other use for further research
has to be subject to the
authorization of the Authorities.

e Not to distribute or release the



nepodielaju na uskutoChovani
klinického skuSania, pokial sa
Zadavatel nedohodne inak a v
rozsahu povolenom podpisanym
suhlasom ucastnikom skusania.

e Nepouzivat ulozené vzorky v
pripade [fudskych subjektov, v
pripade klinickych skusani alebo
na diagnostické ucely, ktoré sa
nachadzaju mimo ucelu
klinického sku$ania zahffiajuceho
ludské subjekty;

e Pouzivat ulozené vzorky v sulade
so v8etkymi platnymi zakonmi a
pravnymi predpismi.

e Vydavky spojené s manipulaciou
alebo prepravou dodanych
vzoriek su hradené Zadavatelom.

4.4 Strany vyhlasuju, Ze su uzrozumené

a suhlasia s tym, ze vzorky mézu
obsahovat’ infek¢né latky a / alebo
potencialne nebezpecneé latky.
Ziadna Zmluvna strana preto neméze
byt zodpovedna za akékolvek Skody
spbsobené akymkolvek infekénym
Cinitelom a / alebo potencialne
nebezpecnym Cinitefom, ktoré
vzniknu pri preprave, skladovani,
pouzivani alebo manipulacii so
vzorkami, pokial Skoda nevyplyva z
umyselného alebo nedbanlivostného
porusenia  povinnosti  Zmluvnou
stranou, ako je definované v
nasledujucom odseku, tykajucom sa
poskytovania informacii druhej
Zmluvnej strane.

45Ak sa Zmluvna strana dozvie o

pritomnosti infekCnych latok a / alebo
potencialne nebezpeénych latok vo
vzorkach, dana strana poskytne
druhej Zmluvnej strane o najskér
prislusné informacie tykajuce sa
bezpec&nosti a ochrany vzoriek.

stored Samples to any third parties
not involved in the performance of
the Clinical Trial for any purpose,
unless otherwise agreed by the
Sponsor and to the extent
authorized by the signed trial
participant consent.

e Not to use the stored Samples in
human subjects, in clinical trials, or
for diagnostic purposes outside the
Clinical Trial purposes involving
human subjects;

e To use the stored Samples in
compliance with all laws and
regulations applicable.

e Expenses arising from the handling
or transport of the Samples
supplied will be covered by the
Sponsor.

4.4Each Party expressly acknowledges

and agrees that the Samples may
contain infectious agents and/or
agents potentially dangerous.
Therefore, no Party can be held liable
for any damages, due to any infectious
agent and/or agent potentially
dangerous, arising from the transport,
storage, use or handling of Samples,
unless the damage results from a wilful
or negligent breach by a Party of its
obligation, as defined in the following
paragraph, to provide information.

45If a Party becomes aware of the
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presence of infectious agents and/or
agents potentially dangerous in
Samples, the said Party shall provide
the other Party with relevant
information in relation with the safety
and security of the Samples, as soon
as possible.



4 6AKk su vzorky poskytnuté stranou
(,poskytovatel™) ingj strane
(sprijemca“):

e S vynimkou pripadu spésobeného
nedbanlivostnym konanim
poskytovatela alebo jeho
umyselnym  zavinenim, bude
prilemca chraneny a bude branit
poskytovatela vratane jeho
zamestnancov a riadiacich
pracovnikov pred a proti
akymkolvek narokom
vyplyvajucim z dotknutého
uCastnika alebo z jemu zavislych
osbb, a to v takom rozsahu, v
akom su také naroky zaloZené na
nedbanlivostnom poruseni
platnych zakonov a pravnych
predpisov alebo ustanoveni tejto
Zmluvy zo strany prijemcu
tykajucich sa spdsobov pouZitia
vzoriek.

e Podobne, poskytovatel
poskytujuci  prijemcovi  vzorky
nebude zodpovedny a bude
branit prijemcu vratane jeho
zamestnancov a riadiacich
pracovnikov pred a vo i
akymkolvek  narokom, najma
takym, ktoré vyplyvaju z &innosti
dotknutého ucastnika, ktoré by
boli zalozené na nesulade
poskytovatela s  prisluSnymi
zakonmi a nariadeniami alebo
ustanoveniami Zmluvy, Dohody o
konzorciu a Dohody o grante
(CISLO - 777389 - c4c) tykajucimi
sa odberu vzoriek.

4.7V pripade predCasného ukoncenia
klinického skuSania urCi Zadavatel so
suhlasom ostatnych Zmluvnych stran
podmienky  skladovania  vzoriek
zhromazdenych v ramci klinického
sku$ania.

CL. 5 - Dodavka a pouzitie pripravku

5.1dodavka, distribucia a pouzitie
pripravku

4.6When Samples are provided by a
Party (“provider’) to another Party
(“recipient”):

e Except to the extent caused by
provider's negligence or wilful
misconduct, the recipient shall hold
harmless and defend the provider,
including its staff and directors,
from and against any claims arising
out from the concerned trial
participant or their dependents, to
the extent that such claims are
based on negligent non-
compliance by the recipient with
applicable laws and regulations or
provisions of this Agreement
regarding modalities of use of the
Samples.

e Similarly, the provider providing to
the recipient with Samples shall
hold harmless and defend the
recipient, including its staff and
directors, from and against any
claims notably arising from the
concerned Participant, that would
be based on a non-compliance by
the provider with applicable laws
and regulations or provisions of the
Agreement, Consortium Agreement
and Grant Agreement (NUMBER
— 777389 — c4c) regarding the
collect of the Samples.

4.7Upon early termination of the Clinical
Trial, the Sponsor, with the agreement
of the other Parties, shall define the
terms and conditions of the storage of
the Samples collected in the
framework of the Clinical Trial.

Article 5 — Product supply and use :

5.1 supply, distribution and use of the
product

The Sponsor is responsible for purchasing
the Product, labelling, packaging and
shipping to the Parties.
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Zadavatel je zodpovedny za nakup,
oznaCovanie, balenie a dopravu
pripravku Zmluvnym stranam.

Zadavatel poveri  farmaceutického
poskytovatela (Theradis Pharma)
nakupovanim pripravkov, ich
oznaCovanim, balenim a dodavkou
Zmluvnym stranam. Zadavatel

prehlasuje, Ze v Case dodania pripravku
na klinické pracoviska bude pripravok: (i)
zakupeny, naplneny, zabaleny,
skladovany a odoslany v sulade s
platnymi regulaCnymi schvaleniami a
vSetkymi  prislusnymi  zakonmi a
predpismi; (ii) bude vyhovovat vSetkym
Standardom a Specifikaciam stanovenym
pre dany pripravok; a ze (iii) zaznamy o
vyrobe Sarzi a vysledky vSetkych testov
tykajucich sa zabezpecenia kvality budu
skontrolované a schvalené personalom
pre vyrobu a zaistenie kvality
autorizovanym spolo¢nostou Theradis.
Zadavatel dalej prehlasuje, Ze bude
ziskavat, udrziavat a usilovat sa o to,
aby jeho poboCky a externi dodavatelia
ziskavali a udrziavali vSetky potrebné
prevadzkové licencie, povolenia alebo
suhlasy pozadované prislusnymi
zakonmi a predpismi v suvislosti s
vyrobou, plnenim, balenim, testovanim a
skladovanim pripravku, bez obmedzeni,
vratane povoleni tykajucich sa
vyrobnych zariadeni.

5.2 stabilita, Studium, exspiracia a
stiahnutie Sarze pripravku

Zadavatel je zodpovedny za
farmaceuticku kvalitu pripravku az do
datumu jeho  exspiracie. Datum

exspiracie pripravku musi umoznit jeho
pouzitie poCas predpokladaného trvania
klinického skusania.

V  pripade oneskorenia vykonania
klinického skuSania Zadavatel suhlasi s
vymenou exspirovaného pripravku, a to
v€as tak, ako to vyzaduje Klinické
sku$anie.

Sponsor will mandate to a Pharmaceutical
Provider (Theradis Pharma), for
purchasing the Products, labelling,
packaging and shipping to the Parties.
Sponsor represents that, at the time of
shipment of the Product to the clinical
sites, the Product: (i) will have been
purchased, filled, packaged, stored and
shipped in accordance with applicable
regulatory approvals and all applicable
laws and regulations; (ii) will meet all
standards and specifications set forth for
the Product; and that (iii) batch
manufacturing records and the results of
all quality assurance tests will have been
reviewed and approved by Theradis-
authorized manufacturing and quality
assurance personnel. Sponsor further
represents that it shall obtain and
maintain, and use efforts to cause its
affiliates and outside contractors to obtain
and maintain, all necessary facility
licenses, permits or approvals required by
applicable laws and regulations in
connection with the manufacture, filling,
packaging, testing and storage of the
Product including, without limitations,
permits related to manufacturing facilities.

5.2 stability, study, expiry and recalling
of the product batch

Sponsor shall be responsible for the
pharmaceutical quality of the Product until
its expiration date. The expiration date of
the Product must allow it to be used for
the expected duration of the Clinical Trial.
In the event of a delay in the execution of
the Clinical Trial, Sponsor agrees to
replace the expired Product in a timely
manner required by the Clinical Trial.

In the event of a batch recall, and in
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V pripade stiahnutia Sarze a v sulade s
cGMP (suCasna spravna vyrobna prax)
je Zadavatel zodpovedny za stiahnutie
tejto Sarze pripravku z klinického
sku$ania: Zadavatel sa zavazuje
okamzite poslat e-mailom oznamenie
hlavhému kontaktu Centra. V pripade
stiahnutia Sarze chybného pripravku a /
alebo  pripravku, o ktorom sa
predpoklada, ze je chybny, Zadavatef
vynalozi vSetko usilie v dobrej viere na
to, aby nahradil chybajuce pripravky v
primeranom ¢asovom ramci a Vv
dostatoChom mnoZstve pre potreby
klinického skusania.

5.3zodpovednost’ Zmluvnych stran
vocéi Zadavatelovi a spravhemu
pouzivaniu pripravku

Ak je pripravok poskytnuty Zmluvnej
strane, dana Zmluvna strana suhlasi, ze
bude pouzivat poskytnuty pripravok
vyluCne na ucely klinického skuSania, v
zmysle tejto Zmluvy. Jednotlivé Zmluvné
strany sa osobitne dohodli, Ze pripravok
nebudd pouzivat mimo klinického
skuSania alebo akékolvek iné
pouzitie pripravku mimo klinického
skuSania alebo na akukolvek inu
realizaciu. Zmluvné strany zabezpedia,
aby bol pripravok primerane skladovany
v sulade s podmienkami skladovania
stanovenymi Zadavatefom, a aby ziadny
pripravok nebol poskytnuty ziadnemu
inému ucastnikovi skuSania po uplynuti
jeho exspiracie.

na

5.4 nepouzité pripravky

Na konci Kklinického skuSania alebo
kedykolvek, ak dojde k jeho preruseniu
alebo  ukonCeniu z  akychkolvek
doévodov, vSetky nepouzité pripravky
budu plne vykazané. Nasledne budu
bud zniCené na mieste alebo zni¢ené u
Zadavatela alebo u poskytovatela liekov,
podlfa pokynov Zadavatela a bez toho,
aby doSlo k exspiracii pripravkov, a na
naklady Zadavatela.

accordance with cGMP (current Good
Manufacturing Practices), Sponsor shall
be responsible for recalling that batch of
Product from the Clinical Trial: Sponsor
undertakes to immediately send notice by
email to the main contact of Site. In the
event of a recall of batch of defective
Product and/or Product assumed to be
defective, Sponsor shall use good faith
efforts to replace the missing Product(s),
within an appropriate time frame and in
sufficient quantity to meet the needs of
the Clinical Trial.

5.3responsibilities of the Parties
towards the Sponsor and using the
Product properly

When the product is provided to a Party,
the said Party agrees, as the case may
be, to use the Product provided only for
the needs to conducting the Clinical Trial
for which it is inteneded under this
Agreement. All Parties agree in particular,
not to use the product outside the Clinical
Trial or for any other use the Product
outside the Clinical Trial or for any other
dispensation of any kind. The sites will
ensure that the Product will be stored
adequately in accordance to the storage
condition provided by the Sponsor and
that no expired Product will be given to
any trial participant.

5.4fate of the unused vials

At the end of the Clinical Trial, or at any
time if the Clinical Trial is interrupted or
terminated for any reason whatsoever,
any unused Products shall be fully
accounted for. They shall then be either
destroyed on site or destroyed at the
Sponsor or at the pharmaceutical
provider, as instructed by the Sponsor
and that no expired Product and at the
Sponsor’'s expense.
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Cl. 6 — Audit

6.1Zadavatel a vladne organy maju

pravo vykonat audit alebo
skontrolovat zaznamy Zmluvnych
partnerov, vSetku dalSiu

dokumentaciu a zariadenie suvisiace
so Studiou kedykolvek pocas Studie a
/ alebo dalSich 15 rokov po ukon&eni
Studie a bez naroku zmluvnych
partnerov na S$pecialne platby.
Zadavatel musi oznamit’ takyto audit
alebo inSpekciu v dostatoCnom
Casovom  predstihu, pokial ich
vykonava. Zmluvni partneri musia
pomahat Zadavatefovi, nim urCenym
zastupcom alebo vsetkym viadnym
organom pri plneni ich uloh podla
Protokolu a vykonavat akékolvek
primerané kroky, ktoré vyZaduje
Zadavatel alebo vladne organy, s
cielom napravit nedostatky zistené
pocas auditu alebo inSpekcie.

6.2Zmluvni partneri pocas Studie a po jej

ukoneni umozZnia a podporia
akékofvek  kontroly zo  strany
zodpovednych organov bez naroku
na osobitnu platbu alebo nahradu.
Zmluvni partneri musia informovat
Zadavatela o kazdej takejto kontrole
alebo o umysle vykonat takuto
kontrolu, len ¢o sa o nej dozvedia.

Zmluvni partneri umoznia
Zadavatelovi byt pritomny  pri
akejkolvek kontrole vykonavanej

Statnymi organmi alebo podobnymi
inStituciami. Pred odpovedou na
zistenia takejto kontroly, ak existuju,
musia zmluvni partneri preskumat’ a
prediskutovat takuto odpoved so
Zadavatelom. Zmluvni  partneri
bezodkladne poskytnu Zadavatelovi
kopie akychkolvek zisteni alebo
kontrol zodpovednych organov v

6.1The

Article 6 —Audit

Sponsor and  government
authorities, have the right to audit or
inspect the Contracting Partners’
records, any and all other
documentation and the facility relating
to the Study at any time during the
Study and/or for another 15 years after
completion of the Study and without
the Contracting Partners’ right to
special payment. The Sponsor must
announce such audit or inspection
sufficiently in advance, provided that it
is carried out by the Sponsor. The
Contracting Partners must assist the
Sponsor, 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 or government
authorities to remedy deficiencies
noted during an audit or inspection.

6.2 The Contracting Partners shall, during
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and after the Study, allow and support
any inspections of responsible
authorities without any right to special
payment or reimbursement. The
Contracting Partners must inform the
Sponsor about any such inspection or
the intent to conduct such inspection
as soon as the Sponsor learns about
it. The Contracting Partners shall allow
the Sponsor 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. The Contracting Partners
shall promptly provide the Sponsor
with copies of any findings or
inspections of responsible authorities
in relation to the Study.



stvislosti so Studiou.

Cl. 7- Finanéné podmienky

Cl. 8 - Prava k vysledkom

Cl. 9 - Zachovavanie ddvernosti

9.1Zmluvni  partneri  sa
zaobchadzat SO vSetkymi
informaciami oznacenymi ako

"Dbéverné" a prijatymi od Zadavatela
alebo v jeho mene alebo od
Prepojenych os6b Zadavatela v
suvislosti so Studiou, Hodnotenym
liekom, Protokolom alebo touto
Zmluvou a s Vysledkami (dalej len
"Déverné informacie") prisne
doverne. Zmluvné strany sa zaroven
dohodli, ze su Zmluvni partneri
povinni  zaobchadzat ako S
dovernymi aj s tymi informaciami,
ktoré sice ako "Dbéverné" nie su
oznacené, ale mdézu byt povazované
za Dobverné informacie, a to na
zaklade ich povahy alebo
podmienok, ktoré sa vztahovali k ich
poskytnutiu alebo  spristupneniu,
vratane vSetkych udajov tykajucich
sa Studie, udajov pre vnutornu
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Article 7 —Financial Terms

Article 8 — Rights to Results

Article 9 — Confidentiality

zavazuju 9.1The Contracting Partners agree to

treat as strictly confidential all
information marked as “Confidential”
and received from or on behalf of the
Sponsor or any of its Affiliates in
relation to the Study, the Study Drug,
the Protocol or this Agreement as well
as Results (hereinafter referred to as
“‘Confidential Information”). The
Contracting Parties agree that the
Contracting Partners must also treat
as strictly confidential any information
that is not marked as “Confidential” but
can be considered Confidential
Information based on its nature or
conditions under which it was provided
or disclosed, including any data
concerning the Study, information for
internal use only or information created
based on the Study, for example
including the Protocol, the dataset for
the investigator or preliminary results



potrebu, alebo informacii vytvorenych
na zaklade Studie, a to napriklad
vratane Protokolu, suboru informacii
pre skuSajuceho ¢&i predbeznych
vysledkov Studie. Zmluvni partneri
smu pouzivat Déverné informacie iba
na ucely plnenia tejto Zmluvy a
zavazuju sa nespristupnit takéto
Déverné informacie Ziadnej tretej
strane mimo stran poverenych
Zadavatelom bez predchadzajuceho
pisomného suhlasu Zadavatela.
Zmluvni partneri sa zavazuju umoznit
pristup k dévernym informaciam len
osobam, ktoré sa s Dovernymi
informaciami maju potrebu
zoznamovat pre ucely poskytovania
sluzieb na zaklade tejto Zmluvy a aj
to len vtedy, ak tieto osoby boli
Zmluvnymi partnermi preukazatelne
zaviazané k reSpektovaniu
podmienok aspon tak prisnych, ako
su podmienky podla tohto ¢lanku. 6.

9.20slobodenie od povinnosti
zachovavat’ mi¢anlivost je mozné na
zaklade pisomného suhlasu

poskytovatela dévernych informacii.

9.3Pojem Débverné informacie, ako je

pouzivany v tejto Zmluve, sa
nevztahuje na data a informacie, pri
ktorych mbézu  Zmluvni  partneri
preukazat, ze (i) nimi Centrum alebo
Hlavny sku$ajuci disponovali bez
povinnosti mi¢anlivosti v Case, ked
im boli spristupnené Zadavatelom
alebo jeho Prepojenymi osobami ,
alebo menom niektorych z nich, (ii)
su alebo sa stanu sucastou
verejnych informacii inak ako
konanim alebo opomenutim Centra
alebo Hlavného sku$ajuceho, (iii) ich
Centrum alebo Hlavny skuSajuci
pravom nadobudli od tretej strany,
ktora nie je voCi Zadavatelovi alebo
jeho Prepojenym osobam viazana
vyslovhou alebo predpokladanou
povinnostou micanlivosti, alebo (iv)

of the Study. 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 prior 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.

9.2The confidentiality obligation shall be

waived by written authorization of the
confidential information holder.

9.3The term Confidential Information, as
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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,
(i) 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



boli
alebo

vytvorené nezavisle Centrom
Hlavnym skuSajucim bez

odkazovania sa na  Déverné

informacie alebo ich pouzitie.
9.4NavySe su  Zmluvni  partneri

opravneni spristupnit’ Déverné

informacie v takom rozsahu, v akom
je takéto zverejnenie vyzZadované
zadkonom alebo vykonatelnym
sudnym rozhodnutim, avSak za
podmienky, ze Zmluvni partneri o
tejto skutoCnosti v  primeranom
Casovom predstihu informuju
Zadavatela a na jeho Ziadost s nim
budu  spolupracovat v  snahe
dosiahnut opatrenia za ucCelom
ochrany alebo iného primeraného
pravneho prostriedku. Zmluvni
partneri sa zavazuju vyvinut vSetko
primerané usilie, aby zabezpecili
doverné zaobchadzanie S
ktoroukolvek z Dovernych informacii,
ktora bude spristupnena.

9.5Tieto povinnosti k zachovavaniu
mli¢anlivosti a zakazu pouzivania
Dévernych informacii podlfa tejto
Zmluvy zostanu v platnosti aj po
skoncCeni tejto Zmluvy.

9.6Zmluvni partneri sa zavazuju na
Ziadost Zadavatela =zlikvidovat a
zmazat Déverné informacie, ktorymi

disponuju alebo ich vratit
Zadavatelovi.
9.7VSetky dohody existujuce pred

uzavretim tejto Zmluvy a ktoré sa
dotykaju zachovania mil€anlivosti vo
vztahu k Studii, sa nahradzaju touto
Zmluvou a len vo vztahu k Stadii.

9.8Zadavatel sa zavazuje zachovavat
mlicéanlivost o skutoénostiach, ktoré
Centrum oznaéi ako skutoénosti
dbéverné.

Cl. 10 - Publikovanie a publicita

or the Principal Investigator without
reference to Confidential Information
or its use.

9.4 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 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.

9.5This confidentiality obligation and the
prohibition to use  Confidential
Information as specified in this
Agreement shall remain in effect even
after this Agreement is terminated.

9.6 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.

9.7 All pre-existing agreements regarding
the confidentiality obligation with
regard to the Study shall be
superseded by this Agreement and
only with regard to the Study.

9.8The Sponsor agrees not to disclose
any fact that the Center designates as
confidential.

Article 10 — Publication, and Publicity
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10.1  Spolo¢nost Inserm, ako
Zadavatef DisCoVeRYy, Si
vyhradzuje pravo ako prva zverejnit
vSetky alebo Cast udajov
DisCoVeRy a vysledkov DisCoVeRy
v akomkolvek druhu média.

10.2 Meno, logo alebo registracia
Zadavatela sa nesmu bez
predchadzajuceho suhlasu

Zadavatela pouzit' v Zziadnej reklame

ani v Zziadnom inom materiali

zmluvnych partnerov.

Cl. 11 - Zodpovednost’

11.1 Zadavatel v sulade s platnymi
zakonmi prebera zodpovednost za
akukolvek 8kodu vzniknutd v
priamej alebo nepriamej suvislosti s
klinickym skusanim, ktora vznikne
ucastnikovi alebo v pripade smrti
jeho opravnenym Ziadatelom, a
poskytne im preto nahradu Skody.

11.2 Ni¢ v tomto ustanoveni nesmie
pdsobit tak, Zze obmedzuje alebo
vyluCuje zodpovednost Zmluvnej
strany vo vztahu k zakonnej alebo
regulacnej zakonnosti (okrem iného

vratane porusenia pravnych
predpisov o ochrane udajov), smrti
alebo urazu spdsobeného

nedbanlivostou alebo umyselnym
konanim tejto Zmluvnej strany alebo
konanim jej zastupcu (zastupcov),
podvod alebo nepravdivé vyhlasenie
alebo obmedzenie alebo vylucenie
akejkolfvek  inej  zodpovednosti
Zmluvnej strany, ktoré nemozno tak
obmedzit’ alebo vylucit zakonom.

11.3 Zadavatel chrani Centrum, jeho
zamestnancov a zastupcov vratane
skusajucich a poverenych
pracovnikov proti vSetkym narokom
a konaniam, ktoré boli podané alebo
su podané
- ucCastnikmi

alebo \Y; mene

10.1 Inserm, as Sponsor of DisCoVeRYy,
reserves the right to be the first to
disclose all or part of the DisCoVeRy
Data and DisCoVeRy Results on any

and all media.

10.2 The name, logo or registered of the
Sponsor may not be used in any
advertising or any other material of
the Contracting Partners, without the
Sponsor’s prior authorization.

Article 11 - Liability
11.1 In accordance with applicable laws,
the Sponsor shall assume the
responsibility or any damage incurred
by a Participant or, in the case of
death, his rightful claimants, that
arises either in direct or indirect
connection with the Clinical Trial and
shall provide compensation therefore.

11.2 Nothing in this clause shall operate
as to restrict or exclude the liability of
a Party in relation to statutory or
regulatory libality (including but not

limited to breach of the Data
Protection Legislation), death or
personal injury caused by the

negligence or willful misconduct of
that Party or its Agent (s), fraud or
fraudulent misrepresentation or to
restrict or exclude any other liability of
a Party wich cannot be so restricted or
excluded inlaw.

11.3 The Sponsor holds harmless the
Center, its employees and Agents,
including the Investigators and
designate(s), against all claims and
proceedings made or brought

- by or on behalf of Participants,taking
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uCastnikov zucastnujucich sa na
klinickom skusani (alebo ich
rodinnymi  prislusnikmi)  proti
Centru, jeho zamestnancom
alebo zastupcom vratane
skusajucich a poverenych
zastupcov, za zranenie (vratane
smrti) ucCastnikov spdsobeného
alebo suvisiaceho ]
administrativou skusaného
(nych) Studijného (-ych) lieku (-
ov) alebo akymkolvek klinickym
zasahom alebo postupom
stanovenym alebo vyzadovanym
Protokolom, ktorému by ucastnici

neboli vystaveni, ak by sa
nezucastnili na klinickom
skusani.

- Centrom, jeho zamestnancami
alebo zastupcami vratane
skusajucich a poverenych
zastupcov alebo v  mene

uCastnika skusania (alebo jemu
zavislych osbéb) za vyhlasenia
tykajuce sa zaobchadzania s
ucastnikom, ktory utrpel takuto
ujmu na zdravi.

11.4 VySSie uvedené ustanovenie sa

nevztahuje na taky narok alebo
konanie:
- v rozsahu, v akom je toto zranenie

(vratane smrti) spbsobené
nedbanlivostou alebo
protipravnym  konanim  alebo

opomenutim alebo porusenim
zakonnych povinnosti Centra,
jeho zamestnancami a inymi
zastupcami vratane skuSajucich
a poverenych os0b;

rozsahu, v akom je takéto
zranenie (vratane smrti)
spbsobené zlyhanim Centra, jeho
zamestnancov alebo zastupcov

vratane skusajucich a
poverenych o0séb vykonanim
klinickej skusky v sulade s
Protokolom;

Pokial' je to uskutoCnitelné, Centrum o
vysSie

uvedenom konani pisomne

part in the Clinical Trial (or their
dependants) against the Center, its
employees or Agents including the
Investigators and designate(s) for
personal injury (including death) to
Participants arising out or relating to
the administration of the Study
Drug(s) under investigation or any
clinical intervention or procedure
provided for or required by the
Protocol to which the Participants
would not have been exposed but for
their participation in the Clinical Trial.

-by the Center, its employees or Agents

11.4 The above stipulation shall
apply to such claim or proceeding:

including the Investigators and
designate(s) by or on behalf of a trial
participant (or his dependants) for a
declaration concerning the treatment
of a Participant who has suffered
such personal injury.

not

- to the extent that such personal injury

(including death) is caused by the
negligent or wrongful acts or
omissions or breach of statutory duty
of the Site its employees ott Agents
including the Investigators and
designate(s);

-to the extent that such personal injury

(including death) is caused by the
failure of the Center, its employees
or Agents including the Investigators
and designate(s) to conduct the
Clinical Trial in accordance with the
Protocaol,

Unless as soos as reasonably practicable
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following receipt of notice, of such
claim or proceeding, the Center shall
have notified the Sponsor in writing
of it and shall, upon the Sponsor’s
request, and at the Sponsor’s cost,
have permitted the Sponsor to have



upovedomi Zadavatefa a na Ziadost
Zadavatela a na jeho naklady umozni
Zadavatelovi  uplnd  kontrolu  nad
konanim  tykajucim sa  pravneho
zastupenia podfa vlastného vyberu.

11.5 Bez toho, aby boli dotknuté

ustanovenia odsekov uvedenych
vysSie, Centrum vyvinie primerané
usilie na to, aby bezodkladne

informovalo Zadavatela o]
akejkofvek okolnosti, o ktorej sa
odbévodnene predpoklada, ze

povedie k uplatneniu takéhoto
naroku alebo ku konaniu, o ktorom
vie, a bude ho o tom primerane
informovat.  Zadavatel  rovnako
vyvinie primerané usilie na to, aby
informoval Zmluvné strany alebo
Centrum o akychkolvek
okolnostiach, a zarovenin bude
Centrum primerane informovat o
vyvoji v suvislosti s akymkolvek
takymto narokom alebo konanim,
ktoré sa proti Zadavatelovi v
suvislosti s klinickym skusanim proti
nemu zacne.

11.6 Centrum a Zadavatel si navzajom

poskytnu pomoc, ktora sa mobze
primerane vyzadovat na efektivne
vykonanie a rychle vybavenie
akejkolvek staznosti alebo v pripade
konania ucCastnika (alebo jemu
zavislych osb6b) alebo v jeho mene
alebo tykajuceho sa vyhlasenia
uvedeného v odsekoch vysSie.

11.7 Centrum je opravnené odpovedat

na presnost vSetkych informacii,
ktoré mu boli poskytnuté v mene
Zadavatela alebo v jeho mene
tykajuce sa skuSanych liekov, a
nevyzaduje sa nezavislé overenie
alebo poskytnutie informacie.

CL. 12 Nahrada ujmy

Zmluvni partneri sa zavazuju

full care and control of the claim and
proceeding using legal
representation of its own
choice/choosing.

11.5 Without prejudice to the provisions
of the paragraphs above, the Center
will use its reasonable endeavours to
inform the Sponsor promptly of any
circumstance reasonably thought
likely to give rise to any such claim or
proceedings of wich it is aware and
shall keep the Sponsor reasonably
informed of developments in relation
to any such claim or proceedings.
Likewise the Sponsor shall use its
reasonable endeavours to inform the
Parties or the Center of any
circumstances and shall keep the
Center reasonably informed of
developments in relation to any such
claim or proceedings made or brought
against the Sponsor in connection
with the Clinical Trial.

11.6 The Center and the Sponsor will
give each other such help as may
reasonably be required for the
efficient conduct and prompt handling
of any claim or proceeding by or on
behalf of Participants (or their
dependants) or concerning such a
declaration as is referred in the
paragraphs above.

11.7 The Center is entitled to reply fully
upon the accuracy of all information
supplied to it by or on behalf of the
Sponsor concerning the Study Drugs
and Is not required to obtain
independent  verification or any
information supplied

Article 12 - Indemnity

12.1 The Contracting Partners agree to
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12.2 Zadavatel je

12.2.1 nevznikla z

Zadavatelovi nahradit ujmu (vratane
ujmy nemajetkovej) vzniknutej z
dévodu (i) nedbanlivého alebo
umyselného protipravneho konania
alebo opomenutia a / alebo (ii)
porusenia ktorejkofvek z povinnosti
prijatych na zaklade tejto Zmluvy
ktorymkolvek  z  nich, alebo
ktorymkofvek zo zamestnancov
Centra alebo Zmluvnych partnerov,
ktorych pouziju na ucCely plnenia
tejto Zmluvy.

Zmluvnym
partnerom (Centrum, Hlavny
skusajuci dalej oznaCovani len ako
"Odskodnovana strana") povinny
nahradit  ujmu  (vratane ujmy
nemajetkovej) v rozsahu, v akom je
voCi nim na prislusnhom sude
ucastnikom skusania alebo inymi na
to podfa  platnych pravnych
predpisov opravnenymi osobami
uspesSne uplatneny najma narok na
nahradu ujmy na zdravi (vratane
smrti) vzniknutej z dévodu uzivania
Hodnoteného lieku alebo
akéhokolvek vykonu alebo postupu
vykonaného na ucastnikovi
skusSania podfla poziadaviek
Protokolu, a to za podmienky, Ze
tato ujma:

dévodu, Ze
OdsSkodrnovana strana nekonala v
sulade (a) s podmienkami tejto
Zmluvy; alalebo (b) Protokolom;
al/alebo (c) vSetkymi prislusnymi
pravnymi predpismi a pravidlami
upravujucimi vykonavanie Studie;
alalebo  (d)  bezpecnostnymi
opatreniami a pisomnymi
pokynmi Zadavatela alebo jeho
Prepojenych osbb; a/alebo

12.2.2 nevznikla z doévodu nedbalého

alebo umyselného protipravneho
konania alebo opomenutia
Odskodnovanej strany; a/alebo

indemnify the Sponsor for any
damage (including non-pecuniary
damage) 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 by either of them or any
employee of the Center or contractors
used for the purposes of fulfilment of
this Agreement.

12.2 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 participant
or any other under law entitled person
successfully claims namely damage to
health (including death) as a result of
using the Study Drug or any clinical
intervention or procedure required by
the Protocol in a competent court of
justice, provided that such damage:

12.2.1 did not arise from the failure of the

Indemnified Party to comply with
(a) the terms of this Agreement;
and/or (b) the Protocol, and/or (c)
all applicable laws and regulations
governing the performance of the
Study, and/or (d) safety measures
and written instructions of the
Sponsor or its Affiliates; and/or

12.2.2 does not arise from a negligent or

willful illegal act or omission of the
Indemnified Party; and/or



12.4.2 Zmluvni

12.3 Dalej plati, ze ak vznikne taka

ujma iba s€asti z dovodov na strane
Odskodnovanej strany uvedenych v
cl. 12.2.1, alebo 12.2.2,
Odskodnovanej strane vznika narok
na nahradu ujmy voci Zadavatelovi
v rozsahu, v akom sa na vzniku
Skody nepodielali dévody uvedené v
¢l. 12.2.1 a/alebo 12.2.2.

12.4 Pravo Zmluvnych partnerov na

nahradu ujmy podla Cl. 12.2 dalej
nevznikne a Zadavatel nebude mat
povinnost’ nahradu ujmy poskytnut,
S vynimkou ods. 12.4.3, len v
rozsahu, v ktorom bude mat
porusenie  niektorej z  nizSie
uvedenych povinnosti zo strany
Zmluvnych  partnerov  negativny
vplyv na moznost’ uspesne sa branit
proti  uplathenému naroku na
nahradu ujmy:

12.4.1 Zmluvni partneri sa zavazuju

pisomne informovat Zadavatela o
kazdom naroku a/alebo zalobe v
maximalnom moznom rozsahu,
ktoré patria alebo by monhli spadat
pod tieto ustanovenia o nahrade
ujmy, a to do patnastich (15) dni
odo dna, ked sa o nich dozvedia,
a sucasne umoznit Zadavatelovi,
aby schvaloval vsetky ukony a
obranu proti takémuto naroku
alebo zalobe vratane
rozhodovania o jeho urovnani; a

partneri su  povinni
spolupracovat so Zadavatelom a
jeho pravnymi zastupcami a
poistovatelmi pri obrane proti
takému naroku alebo Zalobe, a
zabezpedit' takuto spolupracu tiez
svojich zamestnancov; a

12.4.3 Zmluvni partneri nesmu uznat' ani

urovnat' Ziadny takyto narok alebo

12.3 In the case that such damage

incurs only in part due to reasons on
the part of the Indemnified Party as
specified in Article 12.2.1 or 12.2.2,
the Indemnified Party shall be entitled
to indemnification from the Sponsor to
the extent to which the reasons
indicated in Article 12.2.1 and/or
12.2.2 did not contribute to the
damage.

12.4 The Contracting Partners shall not

be entitled to indemnification under
Article 12.2 and the Sponsor shall not
provide indemnification, with the
exception of Paragraph 12.4.3, 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:

12.4.1 The Contracting Partners agree to

notify the Sponsor in writing and as
much as possible about a claim
and/or lawsuit that falls or could fall
under these  provisions on
indemnification within fifteen (15)
days of learning about such a claim
or lawsuit and to allow the Sponsor
to approve all acts and defense
against such a claim or lawsuit,
including the right to decide on its
settlement; and

12.4.2 The Contracting Partners must

cooperate and require its
employees to cooperate, with the
Sponsor and its attorneys and
insurers in the defense of such a
claim or lawsuit; and

12.4.3 The Contracting Partners may not

recognize or settle any such claim



13.1 Zadavatel

sudne konanie bez
predchadzajuceho pisomného
suhlasu Zadavatela.

l. 13 — Poistenie

zodpoveda za
zabezpecCenie poistenia pre ucely
Studie v sulade s prislusnymi
pravnymi predpismi. Za tymto ucelom
Zadavatel prehlasuje, Zze zabezpecil
poistenie zodpovednosti Zadavatela
a Skusajuceho za Skodu (vratane

nemajetkovej ujmy, okrem
nemajetkovej ujmy  spdsobenej
porusenim prav.. na  ochranu

osobnosti €i mena, urazkou na cti,
ohovaranim, Sikanovanim,
obtazovanim, nerovnakym
zaobchadzanim ¢&i inymi spdsobmi
diskriminacie), prostrednictvom
ktorého je zabezpecCené aj
odskodnenie v  pripade smrti
ucastnika skusSania alebo v pripade
ujmy vzniknutej na zdravi ucastnika
skuSania v dbsledku vykonavania
Studie v sulade s § 43 pism. h) bod
3. zakona o liekoch. Zadavatel dalej
prehlasuje, Ze zabezpecil poistenie
zodpovednosti Centra za Skodu,
ktora mobze byt spbsobena
ucastnikovi skusania v sulade s § 43
pism. h) bod 3. zakona o liekoch. Pre
vylu€enie pochybnosti Zadavatel a
Zmluvni  partneri  vyhlasuju, ze
poistenie  podla tohto odseku
nenahradza poistenie vztahujuce sa
k aktivitam, ktoré nesuvisia so
Studiou, napr. bezné poskytovanie
zdravotnych sluzieb. Poistny certifikat
je uvedené v prilohe 3 tejto Zmluvy.

or lawsuit without the prior written
consent of the Sponsor.

Article 13 — Insurance

13.1 The Sponsor shall be responsible

for taking out insurance for the
purposes of the Study 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 Investigator 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 participant or damage to health to
a trial participant due to the Study
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
participant pursuant to Section 43
letter h) point 3 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 Study, e.g. a
regular provision of medical services.
The certificate of insurance is in
appendix 3 of this agreement.

Article 14 — Data Collection-Protection
and Transfer

Cl. 14 - Ochrana a spristupiiovanie
udajov

14.1  OCHRANA UDAJOV 14.1 DATA PROTECTION

Zmluvné strany sa dohodli, Ze pri The Parties agree to comply with all Data
spracuvani osobnych a inych citlivych Protection Regulations in processing the
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udajov ucastnika budu dodrziavat vSetky
pariadenia-0 ochrane udajov, a Zze budu
dodrziavat’ zasady lekarskeho tajomstva
vo vztahu k ucastnikom zapojenym do
Studie.

Zadavatel je prevadzkovatelom pri
spracuvani osobnych udajov a Zmluvné
strany su sprostredkovatelia osobnych
udajov; vSetci konaju v sulade s platnymi

zékonmi 0 ochrane U(dajov. Dalej
navzajom spolupracuju pri  prijimani
vSetkych  potrebnych  opatreni na

dosiahnutie suladu s platnymi zékenmi o
ochrane udajov.

Ochrana udajov sa riadi podla pravidiel
Dohody o konzorciu a tejto Zmluvy.

Zmluvné strany sa dohodli, ze Zadavatel
je zodpovedny za ziskanie suhlasu od
Hlavného skusajuceho, vsetkych spolu-
sku$ajucich a pripadne aj od ostatnych
pracovnikov, so spracovanim ich
osobnych udajov Zadavatelom. Aby sa
prediSlo pochybnostiam, spracovanie
osobnych udajov Hlavného skusajuceho,
vSetkych spolu-sku$ajucich a ostatnych
pracovnikov musi byt vzdy v sulade s
pravnymi predpismi o ochrane udajov.
Zmluvné strany sa dohodli, ze v tejto
suvislosti poskytnu Zadavatelovi
primeranu pomoc. V pripade, ze Hlavny
skuSajuci, ktorykolvek spolu-skusajuci
alebo ktorykolvek ¢len  personalu
odmietne poskytnut takyto suhlas,
Zmluvné strany sa dohodli, ze sa
nebude podiefat na studii.

14.2 Spracovanie
Spracovatel udajov

udajov

14.2.1 VSeobecné zasady

Ako je uvedené v Clanku 7.2 tejto
Zmluvy, spoloCnost’ Inserm kona v ramci
Studie ako prevadzkovatel ako je
definované v ¢lanku 4 nariadenia
Eurépskeho parlamentu a Rady (EU)

personal and sensitive personal data of
Participant and to adhere to the principles
of medical confidentiality in relation to trial
participants involved in the Study.

The Sponsor is considered the controller
for the processing of the personal data
and the Parties shall be the processor;
they will both act in accordance with the
applicable data protection law.
Furthermore, they will cooperate with
each other to take the necessary
measures in order to comply with the
applicable data protection law.

Data Protection shall be governed
according to the rules of the Consortium
Agreement and the current agreement.

The Parties agree that the Sponsor shall
be responsible for collecting consent from
the Principal Investigator, all Sub-
Investigators and all Personnel (as
applicable) to the processing of their
personal data by the Sponsor. For the
avoidance of doubt, all processing of the
personal data of the Principal Investigator,
all Sub-Investigators and all Personnel
shall at all times be in accordance with the
Data Protection Legislation. The Parties
agrees to provide reasonable assistance
to the Sponsor in this regard. In the event
that the Principal Investigator, any Sub-
Investigator or any member of Personnel
refuses to provide such consent, the
Parties agree that he/she will not engage
in the Study duties.

14.2 Data processing - Processor

14.2.1 General principles

As stipulated in article 7.2 of the current
Agreement, Inserm acts in the framework
of the Study as the controller as defined in
Article 4 of Regulation (EU) 2016/679 of
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2016/679 z 27. aprila 2016 o ochrane
fyzickych oséb pri spracuvani osobnych
udajov a o volnom pohybe takychto
udajov, a ktorou sa zruSuje smernica
95/46/ES (VSeobecné nariadenie o
ochrane udajov - GDPR).

Spolo¢nost  Inserm  sa  zavazuje
dodrziavat vSetky pravne a regulacné
ustanovenia tykajuce sa spracovania
udajov v ramci vyskumu.

Centrum a Hlavny skusSajuci vystupuju
ako sprostredkovatelia v zmysle ¢lanku
4 GDPR. Uvedena Zmluvna strana
suhlasi s tym, Ze bude dodrziavat' vSetky
pravnhe a regulacné ustanovenia
tykajuce sa spracovania udajov v ramci
vyskumu, najma GDPR a francuzsky
zakon o ochrane udajov z roku 1978 v
zneni neskorsich zmien a doplneni, a ze

bude viest vSetky zaznamy, ako to
vyzaduju uvedené nariadenia.

14.2.2 Opis spracovania udajov

Ugely  spracovatelskych  &innosti,

spracuvané osobné udaje a kategorie
dotknutych os6b su uvedené v protokole

Studie, ktory poskytuje spoloCnost
Inserm Centru a Hlavnému
skusajucemu.

14.2.3 Zavazok Centra a Hlavného

skusajuceho

Bez toho, aby boli dotknuté operacie
tykajuce sa spracovania udajov, za ktoré
zodpoveda v ramci svojej Cinnosti, sa
kazda Zmluvna strana zavazuje:
 Udaje spracuvat vyluéne na ucely,
na ktoré sa vztahuje tato Zmluva
a Protokol.
e Udaje spracuvat iba na zaklade
pokynov spolo¢nosti Inserm tak,
ako su definované v Protokole a v
SOP zriadenom pre Studiu a
poskytnutom spolo¢nostou

the European Parliament and of the
Council of 27 April 2016 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 - GDPR).

Inserm agrees to comply with all legal and
regulatory provisions applicable to the
processing operations implemented as
part of the Research.

The Center and Principal Investigator acts
as a processor as defined in Article 4 of
the GDPR. The said Party agrees to
comply with all legal and regulatory
provisions applicable to the processing
operations implemented as part of the
Research, especially the GDPR and
France's Data Protection Act 1978, as
amended, and to maintain any records as
required by the said regulations.

14.2.2 Description of the entrusted

processing operations

The purposes of the processing activities,
the personal data processed and the
categories of data subjects are specified

in the Study Protocol provided to the
Center and Principal Investigator by
Inserm.

14.2.3 The Center and Principal

Investigator 's commitment

Without prejudice to the data processing
operations under its responsibility as part
of its activity, the Site agrees to:

e Process the data solely for the
purposes subject to this agreement
and the protocol.

e Process the data only on Inserm's
documented instructions as defined
in the Protocol, and in the SOP set
up for the Study and provided by
Inserm in the framework of the
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Inserm v ramci Studie.

¢ bezodkladne informovat’
spoloCnost’ Inserm, ak podla jej
nazoru prikaz porusuje europske
nariadenie o ochrane udajov
alebo akékolvek iné ustanovenie
o ochrane udajov Unie alebo
Clenského Statu.

e Ak sa od Centra a Hlavného
skusajuceho vyzaduje, aby
preniesli udaje do tretej krajiny
alebo medzinarodnej organizacie
na zaklade pravnych predpisov
Unie alebo &lenskych statov,
ktorym podliehaju, informovat
prevadzkovatela o tejto pravnej
pozZiadavke pred spracovanim
udajov, pokial zakon nezakazuje

prenos takejto informacie o
dolezitych  veciach  verejného
zaujmu.

e ZaruCit dbvernost spracuvanych
osobnych udajov v ramci tejto
Zmluvy.

e Zaistit, aby osoby opravnené
spracuvat osobné udaje na

zaklade tejto Zmluvy (1), ktoré su
zaviazané k micanlivosti alebo sa
na ne vztahuje prislusna zakonna
povinnost micanlivosti, (2)
absolvovali prislusné Skolenie o
ochrane osobnych udajov.

e Zaclenit principy ochrany udajov uz
v §tadiu navrhu ako Standardy do
svojich  nastrojov, produktov,
aplikacii alebo sluzieb.

14.3 Ostatni spracovatelia

Centrum a Hlavny sku$ajuci neplanuju
zapojit do vykonavania pridelenych
Cinnosti  dalSich  sprostredkovatelov
udajov. Centrum a Hlavny skusSajuci
nesmu zapojit dalSich
sprostredkovatefov udajov bez
predchadzajuceho pisomného suhlasu
spolo¢nosti Inserm.

14.3.1 Povinnost poskytovat informacie
dotknutym osobam

Study.

¢ shall immediately inform Inserm if, in
its opinion, an instruction infringes
the European Data Protection
Regulation or any other Union or

Member State data protection
provisions.
o If the Center and Principal

Investigator is required to transfer
data to a third country or
international organisation by Union
or Member State law to which it is
subject, it shall inform the controller
of that legal requirement before

processing, unless that law
prohibits such information on
important  grounds  of  public
interest.

e Guarantee the confidentiality of all
personal data processed as part of
this agreement.

e Ensure that persons authorised to
process the personal data in
pursuance of this contract (1) have
committed themselves to
confidentiality or are under an
appropriate statutory obligation of
confidentiality, (2) have received
the appropriate personal data
protection training.

¢ Incorporate the principles of data
protection by design and by default
into its tools, products, applications
or services.

14.3 Other processors

The Center and Principal Investigator has
no plans to engage other processors to
carry out the assigned activities. The
Center and Principal Investigator may not
engage other processors without prior

written authorisation from Inserm.

14.3.1 Duty to provide information to data
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Pri.  zhromazdovani  udajov  musi
Centrum a Hlavny skuSajuci poskytnut
osobam, ktorych osobné udaje sa budu
spracuvat, informacie o cinnostiach
spracuvania vykonavanych v sulade s
informovanym suhlasom (povodné a

zmenené znenie) dodanym
spolocnostou Inserm a schvalenym
indtitucionalnou  kontrolnou  komisiou

ustanovenou francuzskym zakonnikom o
verejnom zdravi.

14.3.2 Vykon prav tykajucich sa udajov
subjektov

Centrum a Hlavny skuSajuci pomahaju
prevadzkovatelovi pri  plneni jeho
povinnosti odpovedat na Ziadosti
dotknutych os6b tykajucich sa vykonu
ich prav: pravo na pristup, pravo na
opravu, pravo nha vymazanie, pravo
namietat, pravo na obmedzenie
spracuvania udajov, pravo na prenos
udajov a pravo nebyt predmetom
rozhodnutia zalozeného vylu€ne na
automatizovanom spracovani udajov
(vratane profilovania).

Ked dotknuté osoby predlozia Ziadost o

uplatnenie  svojich prav prislusnej
Zmluvnej strane, sprostredkovatel ju
hned po prijati posSle e-mailom
uradnikovi pre ochranu udajov
spolocnosti Inserm na adresu

dpo@inserm.fr.

KonkrétnejSie, Zmluvna strana pomaha
prevadzkovatelovi tym, Zze v mene a na
ucet prevadzkovatela a v lehote
stanovenej v eur6épskom nariadeni o
ochrane udajov odpovie na Ziadosti
dotknutych osdb o uplatnenie ich prav,
pokial ide o udaje, na ktoré sa vztahuje
dohoda o Ciastkovom spracovani v tejto
Zmluve.

14.3.3 Oznamenie o poruseni ochrany
osobnych udajov

subjects

When collecting data, the Center and
Principal Investigator must provide the

persons whose personal data will be
processed with information on the
processing activities carried out in
accordance with the information and

consent document (original and amended
version) supplied by Inserm and approved
by the institutional review board provided
for by the French Public Health Code.

14.3.2 Exercise of the
subjects

rights of data

The Center and Principal Investigator
shall assist the controller in fulfilling its
obligation to respond to requests from
data subjects to exercise their rights: right
to access, right to rectification, right to
erasure, right to object, right to restriction
of processing, right to data portability, and
right not to be subject to a decision based
solely on automated processing (including
profiling).

When data subjects submit a request to
exercise their rights to the Site, the
processor shall forward such requests
upon receipt by email to Inserm's data
protection officer at dpo@inserm.fr.

Most specifically, the Site shall assist the
controller by responding, in the name of
and on behalf of the controller and within
the period of time specified in the
European Data Protection Regulation, to
requests from data subjects to exercise
their rights, with regard to the data
covered by the sub-processing
arrangement in this contract.

14.3.3 Notification
breaches

of personal data

The Center and Principal Investigator
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Centrum a Hlavny skuSajuci su povinni
informovat’ prevadzkovatela o}
akomkolvek poruseni ochrany osobnych
udajov bezodkladne po tom, ako sa o
takom porusSeni dozvedia. K takémuto
oznameniu musia byt prilozené vsetky
dokumenty, ktore mozu
prevadzkovatelovi poméct v pripade
potreby oznamit porusenie ochrany
osobnych udajov prislusnému
dozornému organu.

Po suhlase spoloc¢nosti Inserm mézu
Centrum a Hlavny sku$ajuci v mene a

na ucet spolo¢nosti Inserm
(prevadzkovatel) bez zbytocného
odkladu oznamit dotknutej osobe

porusenie ochrany osobnych udajov, ak
je pravdepodobné, Ze toto poruSenie
osobnych udajov bude mat za nasledok
vysoké riziko tykajuce sa prav a slobdd
fyzickej osoby.

V komunikacii s dotknutou osobou musi
byt jasne a zrejme opisana povaha
porusenia ochrany osobnych udajov a
zaroven:

e Popisana povaha porusenia
ochrany osobnych udajov,
vratane, pokial je to mozné,
kategérii a priblizného poctu

dotknutych oséb, ktorych sa udaje
tykaju, a kategorii a priblizného
poCtu dotknutych zaznamov o
osobnych udajoch.

e Oznamené meno a kontaktné
udaje zodpovedného uradnika
pre ochranu udajov alebo iného
kontaktného miesta, kde je
mozné ziskat viac informacii.

e Opisané pravdepodobné nasledky

porusenia ochrany osobnych
udajov.

e Opisané opatrenia, ktoré
prevadzkovatel prijal alebo
navrhuje prijat na rieSenie
porusenia ochrany osobnych
udajov, vratane pripadnych
opatreni na zmiernenie jeho

moznych nepriaznivych ucinkov.

shall notify the controller of any personal
data breaches whitout any delay after
having become aware of such a breach.
This notification must be accompanied by
any documents that can help the
controller notify the personal data breach
to the supervisory authority if necessary.

Following consent from Inserm, the
Center and Principal Investigator may
communicate, in the name of and on
behalf of Inserm (the controller), to the
data subject a personal data breach,
without undue delay, where that personal
data breach is likely to result in a high risk
to the rights and freedoms of the natural
person.

The communication to the data subject
shall describe in clear and plain language
the nature of the personal data breach
and shall at least:

e Describe the nature of the personal
data breach including where
possible, the categories and
approximate number of data
subjects concerned and the
categories and approximate
number of personal data records
concerned.

e Communicate the name and contact
details of the data protection officer
or other contact point where more
information can be obtained.

e Describe the likely consequences of
the personal data breach.

e Describe the measures taken or
proposed to be taken by the
controller to address the personal
data breach, including, where
appropriate, measures to mitigate
its possible adverse effects.
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14.3.4 Podpora a pomoc zo strany
InStitutu

Centrum a Hlavny skusSajuci poskytuju
spolo¢nosti  Inserm vSetku potrebnu
pomoc pri dodrziavani ustanoveni
tykajucich sa spracuvania osobnych
udajov vratane nariadenia Europskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 ochrane fyzickych oséb pri
spracuvani osobnych udajov a o volnom
pohybe takychto udajov, ktorym sa
zruSuje smernica 95/46/ES (VSeobecné
nariadenie o ochrane udajov) a
francuzsky Zakon o ochrane udajov z
roku 1978 v platnom zneni.

14.3.5 BezpecCnostné opatrenia

Centrum a Hlavny sku$ajuci suhlasia s
implementaciou bezpecnostnych
opatreni uvedenych v Protokole.

14.3.6 Nakladanie s osobnymi udajmi

Po skonCeni platnosti Zmluvy a na
zaklade pokynov spolocnosti Inserm sa
Centrum a Hlavny skuSajuci zavazuju:
e ZnicCit vSetky osobné udaje, alebo
o Vratit vSetky osobné udaje
prevadzkovatelovi, alebo
e Vratit osobné udaje do ktorejkolvek
prevadzky uréenej
prevadzkovatelom

Okrem vratenia osobnych udajov Institut
zniCi vSetky existujuce kopie vo svojich
informacnych systémoch. Po zni€eni
udajov  poskytne InStitut pisomné
potvrdenie o ich zniceni.

Zmluvné strany sa dohodli, Ze toto
ustanovenie sa musi posudzovat z
hladiska cinnosti Institutu a operacii
spracovania udajov, za ktoré je Institut
zodpovedny ako prevadzkovatel, ako je
definované v ¢lanku 4 GDPR.

14.3.4 Support and assistance from the
Institute

The Center and Principal Investigator
shall provide Inserm with all necessary
assistance in complying with the
provisions relating to the processing of
personal data, including Regulation (EU)
2016/679 of the European Parliament and
of the Council of 27 April 2016 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), and France's
Data Protection Act 1978, as amended.

14.3.5 Security measures

The Center and Principal Investigator
agrees to implement the security
measures described in the Protocol.

14.3.6 Fate of personal data

Upon expiration of the agreement and on
instructions from Inserm, the Center and
Principal Investigator agrees to:
¢ Destroy all personal data, or
e Return all personal data
controller, or
e Return the personal data
establishment designated
controller

to the

to any
by the

In addition to returning the personal data,
the Institute shall destroy all existing
copies in its information systems. Once
data have been destroyed, the Institute
shall provide written evidence of such
destruction.

The Parties agree that this provision must
be assessed with regard to the Institute's
activity and the processing operations for
which the Institute is responsible, as
Controller, as defined in Article 4 of the
GDPR.

14.3.7 Data Protection Officer
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14.3.7 Uradnik pre ochranu udajov

Zmluvné strany si navzajom zaslu meno
a kontaktné udaje svojich prislusnych
uradnikov  pre  ochranu udajov.
Akakolvek komunikacia uréena pre
uradnika pre ochranu udajov spolo¢nosti
Inserm musi byt zaslana na adresu
dpo@inserm.fr.

14.3.8 Dokumentacia

Centrum a Hlavny skuSajuci spristupnia
spolo¢nosti  Inserm vSetku potrebnu
dokumentaciu sluZziacu na preukazanie
suladu s ich povinnostami a umoznia
pristup k auditom vratane inSpekcii,
ktoré vykonava prevadzkovatel alebo iny
auditor povereny prevadzkovatelom.

14.3.9 Zaznam o)
¢innostiach

spracovatelskych

Sprostredkovatel sa zaruCuje, Ze vedie
pisomny zaznam o vSetkych kategériach
spracovatelskych €innosti vykonavanych

V  mene prevadzkovatela, ktory
obsahuje:
e Meno a kontaktné udaje

prevadzkovatela, v mene ktorého
kona sprostredkovatel, vSetkych
sprostredkovatefov a pripadne

zodpovedného  uradnika pre
ochranu udajov.

e Kategorie  spracuvania  udajov
vykonavané Y mene

prevadzkovatefla.

¢ Pripadne prenosy osobnych udajov
do tretej krajiny alebo
medzinarodne;j organizacie
vratane identifikacie tejto tretej
krajiny alebo  medzinarodnej
organizacie a v pripade prenosov
uvedenych v €¢lanku 49 ods. 1 v
druhom odseku GDPR, aj
dokumentaciu vhodnych
bezpeénostnych opatreni.

e Ak je to mozné, vSeobecny popis

The Parties shall send each other the
name and contact details of their
respective data protection officers. Any
communication intended for Inserm's data
protection officer must be sent to
dpo@inserm.fr.

14.3.8 Documentation

The Center and Principal Investigator
shall make available to Inserm all
documentation necessary to demonstrate
compliance with its obligations and allow
for and contribute to audits, including
inspections, conducted by the controller or
another auditor mandated by the
controller.

14.3.9 Record of processing activities

The processor warrants that it maintains a
written record of all categories of
processing activities carried out on behalf
of the controller, containing:

e The name and contact details of the
controller on behalf of which the
processor is acting, of any
processors and, where applicable,
the data protection officer.

e The categories of processing carried
out on behalf of the controller.

e Where applicable, transfers of
personal data to a third country or
an international organisation,
including the identification of that
third country or international
organisation and, in the case of
transfers referred to in the second
subparagraph of Article 49(1) of the
GDPR, the documentation of
suitable safeguards.

e Where possible, a general
description of the technical and
organisational security measures,
including inter alia as appropriate:
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technickych a  organizacnych

bezpe&nostnych opatreni,
zahfnajuci okrem iného aj:

o Pseudonymizaciu a
Sifrovanie osobnych
udajov.

o Schopnost zabezpecit
nepretrzitu dévernost,
integritu, dostupnost a

odolnost  systémov a
sluzieb spracovania.

o Schopnost v€as obnovit
dostupnost a pristup k
osobnym udajom v pripade
fyzického alebo
technického incidentu.

o Proces pravidelného
testovania, posudzovania a
vyhodnocovania ucinnosti

technickych a
organizacnych opatreni na
zaistenie bezpelnosti

spracovania.

14.3.10
Inserm

Zavazok spolo¢nosti

Inserm sa zavazuje:

e Poskytnut' (doplnit nazov Zmluvnej
strany) dokumenty a informacie tu
uvedené.

e Pisomne zdokumentovat vSetky
pokyny tykajuce sa spracovania
osobnych udajov (doplnit nazov
Zmluvnej strany).

e Zabezpecit, aby Institut dodrziaval
povinnosti stanovené %
europskom nariadeni o ochrane
udajov pred a pocCas obdobia
spracuvania.

¢ Dohliadat’ na operacie spracovania,
vratane auditov a inSpekcii
Institatu.

Cl. 15 - Trvanie Zmluvy
15.1 Tato Zmluva nadobuda ucinnost
svojim zverejnenim v registri zmluv
a skon&i dnom kedy (a) bude
dokon&ena celkova sprava o Studii,

o The pseudonymisation and
encryption of personal data.
o The ability to ensure the

ongoing confidentiality,
integrity, availability and
resilience of processing

systems and services.

o The ability to restore the
availability and access to
personal data in a timely
manner in the event of a
physical or technical
incident.

o A process for regularly
testing, assessing and
evaluating the effectiveness
of technical and
organisational measures for
ensuring the security of the
processing.

14.3.10 Inserm's commitment

Inserm agrees to:

e Provide the (name of the party to be
completed) with the documents
and information specified herein.

e Document any instructions in writing
concerning the personal data
processing operation by the (name
of the party to be completed).

e Ensure the Institute's compliance
with the obligations stipulated in
the European Data Protection
Regulation before and during the
processing period.

e Supervise processing operations,
including audits and inspections of
the Institute.

Article 15 — Term of the Agreement

15.1 This Agreement shall come into
force upon its disclosure in the
agreements register and shall end on
the day (a) the overall Study report is
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alebo (b) bude vykonana posledna
platba Zadavatelom, pricom
rozhodujuca je ta z tychto
skuto€nosti, ktora nastane neskoér.

15.2 Prava a povinnosti Zadavatela a

Zmluvnych partnerov stanovené v
tejto Zmluve, ktoré vzhfadom na
svoju povahu maju pretrvat aj po
skonCeni tejto Zmluvy (vratane prav
s ohfadom na vlastnictvo, Vynalezy,

zachovavanie mi¢anlivosti,
publikacie, protikorupCnych
ustanoveni, zodpovednosti a

odskodnenie), zostavaju v platnosti
aj po skonCeni alebo splneni tejto
Zmluvy.

Cl. 16 - Ukonéenie

Bez ohladu na akékolvek iné
pravo ukon it tato Zmluvu, ktoré
mobze byt stanovené v tejto Zmluve
alebo vyplyva zo vSeobecne
zavaznych pravnych predpisov,
Zadavatel ma pravo ukondit tuto
Zmluvu kedykolvek aj bez uvedenia
dévodu na =zaklade vypovede s
tridsatdriovou  (30) vypovednou
lehotou. lhned po  doruceni
vypovede tejto Zmluvy na zaklade
ktoréhokolvek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny
skusajuci zavazuju (i) zastavit nabor
a zaradovanie ugastnikov do Studie,
(i) zastavit vykonavanie vSetkych
postupov, u uz zahrnutych
uCastnikov skuSania, a to v miere, v
akej to dovoluje lekarske hladisko, a
(iii) zdrzat sa v maximalnej moznej
miere vytvarania dalSich nakladov a
vydavkov. V pripade, Ze Centrum
alebo  Zadavatel @ oznami, ze
vypovedna lehota v dizke tridsiatich
(30) dni je nedostatoCne dlha doba
na vyhodnotenie rizik pre
zaradenych ucCastnikov skusSania,
ktorym sa podava Hodnoteny liek,
budd Zmluvné strany spolupracovat
na tom, aby bola bezpectne

completed or (b) the Sponsor makes
its last payment, whichever occurs
later.

15.2 The rights and obligations of the

16.1
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Sponsor 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 s
terminated or completely performed.

Article 16 — Termination

Notwithstanding
termination right set forth in this
Agreement or in the applicable
generally binding legal regulations,
the Sponsor reserves the right to
terminate this Agreement at any time
without cause based on thirty-day
notice. Immediately upon receipt of
the notice based on any provision of
this Agreement, the Center and the
Principal Investigator agree to (i)
cease recruiting and enrolling trial
participants in the Study, (ii) cease all
procedures to the extent medically
permissible on trial participants
already enrolled in the Study and (iii)
refrain as much as possible from
incurring  additional costs and
expenses. In the case that the Center
or the Sponsor announces that the
thirty-day notice does not provide
enough time to evaluate risks for
enrolled trial participants who receive
the Study Drug, the Contracting
Parties shall cooperate so that the
treatment of the trial participants with
the Study Drug would be safely
terminated during a mutually agreed
period of time; however, the Sponsor
shall not be required to provide the

any other



16.2  Zmluvni

16.3 V pripade,

ukoncena lieCba tychto ucCastnikov
skusania tymto hodnotenym liekom
v priebehu vzajomne dohodnutej
doby, ale v Zziadnom pripade nebude
zavazok Zadavatela dodavat
Hodnoteny liek podla tejto Zmluvy
trvat’ dlhSie ako primeranu dobu.

partneri a Zadavatel,
kazdy z nich, maju pravo ukongit
tuto Zmluvu s okamzitym uc€inkom
formou vypovede doru€enej druhej
Zmluvnej strane v pripade, Zze
vykonavanie Studie v Centre musi
byt ukonCené z lekarskych alebo
etickych dévodov. UkoncCenie
Zmluvy Zmluvnymi partnermi podla
predchadzajucej vety je Hlavny
skusajuci povinny vopred
prekonzultovat so Zadavatelom.
Bez ohladu na predchadzajuce
ustanovenie, v pripade kritickych
alebo délezitych zisteni v ramci
auditu alebo inSpekcie tykajucich sa
spravnej klinickej praxe, dohfadu
nad liekmi alebo regulaénych
zalezitosti, praxe alebo postupu,
ktoré maju nepriaznivy vplyv na
prava, bezpecCnost, alebo blaho
uCastnikov skuSania alebo ktoré
mbdzu  predstavovat  potencialne
riziko pre verejné zdravie alebo
ktorée moézu mat za nasledok
neprijatelnost dat zo Studie alebo
ktoré predstavuju vazne poruSenie
prislusnych pravnych predpisov a
pravidie, ma Zadavatel pravo
(podla svojej volby) s okamzitym
ucinkom docCasne zastavit nabor
ucastnikov skusania, kym nebudu
predmetné zistenia uplne posudené
alebo s okamzitym ucinkom ukongit
tuto Zmluvu.

Ze ktorékolvek z
povoleni alebo suhlasov potrebnych
na vykonavanie Studie je (i) s

koneCnou platnostou zamietnuté
alebo (i) zruSené, skoncCi tato
Zmluva automaticky driom

Study Drug based on this Agreement
for an unreasonable period of time.

16.2 The Contracting Partners and the

16.3
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Sponsor each have the right to
terminate  this  Agreement with
immediate effect by giving written
notice to the other party in the case
that the Study at the Center needs to
be terminated due to medical or
ethical reasons. The  Principal
Investigator must consult termination
of this Agreement by the Contracting
Partners under the previous sentence
with the Sponsor beforehand. 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 participants or that may pose a
potential risk to public health or that
may render Study data inadmissible
or that seriously violate applicable
legal regulation and rules, the
Sponsor reserves the right (at its own
discretion) to temporarily stop the
recruitment of trial participants with
immediate effect until the relevant
findings are fully assessed or to
terminate  this Agreement with
immediate effect.

In the case that any authorization
or consent necessary for the
performance of the Study is (i) finally
rejected or (i) withdrawn, this
Agreement shall be automatically
terminated on the day of receipt of



16.4 Ak sa

doru€enia oznamenia (rozhodnutia)
o takomto koneénom zamietnuti
alebo zruseni.

Zadavatel primerane
domnieva, ze Zmluvni partneri
nebudud schopni zacat nabor alebo
splnit svoje povinnosti tykajuce sa
naboru v ramci dohodnutej lehoty,
ma Zadavatel pravo na zaklade
oznamenia doruc¢eného Zmluvnym
partnerom (a) s okamzitym u€inkom
znizit pocCet ucCastnikov skuSania,
ktori sa maju zaradit do Studie;
alebo (b) predizit dobu naboru;
alebo (c) ukoncCit tuto Zmluvu
vypovedou. Podla pismena c) mdze
Zadavatel vypovedat Zmluvu s
okamzitym ucinkom, avSak len ak
vopred pisomne upozornil
Zmluvnych  partnerov.  na ich
omeskania s naborom ucastnikov
skuSania a poziadal ich o napravu v
dodato¢nej primeranej lehote, ktoru
im na tento ucCel stanovuje, a
Zmluvni partneri ani v takej
dodato¢nej lehote napravu neurobia.

16.5 V pripade, Ze Zadavatel neschvali

nového Hlavného skuSajuceho
podla Cl. 2.27 alebo sa tento novy
hlavny skuSajuci pisomne nezaviaze
k povinnostiam podla tejto Zmluvy,
Zadavatel je opravneny tuto Zmluvu
ukonéit  vypovedou ku driu
doru€enia vypovede Centru. V
pripade, Ze Hlavny skuSajuci a
Zadavatel maju zaujem pokracovat
v spolupréci pri vykonavani Studie v
inom  zdravotnickom  zariadeni,
Centrum sa zavazuje poskytnut
sucinnost pri prevedeni
relevantnych dat, informacii a
materialu, ktoré nie su vlastnictvom
Centra, v prospech nového centra.

16.6 V pripade, ze poCas auditu alebo

inSpekcie regulaénych organov bude
zistené porusenie ustanoveni tejto
Zmluvy alebo Protokolu zo strany

notification (decision) of such final
rejection or withdrawal.

16.4 In the case that the Sponsor

reasonably believes that  the
Contracting Partners shall be unable
to start recruitment or to fulfil their
recruitment obligations by the agreed
deadline, the Sponsor shall have the
right, by sending written notice to the
Contracting Partners, to (a) decrease
with immediate effect the number of
trial participants to be recruited; or (b)
extend the recruitment deadline; or (c)
terminate this Agreement. According
to (c), the Sponsor may terminate this
Agreement with immediate effect,
provided that the Sponsor informed
the Contracting Partners about their
delay with recruiting trial participants
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.

16.5 In the case that the Sponsor 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 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 wish to continue to cooperate
with regard to the Study in another
medical facility, the Center agrees to
cooperate with transferring relevant
data, information and materials that
are not owned by the Center to such a
medical facility.

16.6 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



16.9 Ustanovenia

Centra alebo Hlavného skusajuceho
(alebo nedodrzanie ustanoveni tejto
Zmluvy zo strany ktoréhokolvek
iného Clena $tudijného timu), ma
Zadavatel pravo tuto Zmluvu
vypovedat s okamzitou u€innostou.

16.7 Zadavatel je povinny uhradit

vSetky dlzné Ciastky za riadne
poskytnuté sluzby Zmluvnymi
partnermi na zaklade tejto Zmluvy a
naklady, ktoré im oddovodnene
vznikli, ku dnu dorucenia vypovede
alebo v pripade skonCenia tejto
Zmluvy podfa €l. 12.1 k poslednému
driu vypovednej lehoty alebo v
pripade skoncCenia tejto Zmluvy
podla €¢l. 12.3 ku diu dorucenia tam
uvedeného konecného zamietnutia.
Ak Centrum preukazatelne obdrzalo
vyS$Siu sumu odmeny a nakladov, na
ktoré mu podla skutocne
vykonanych cinnosti vznikol narok v
sulade s touto Zmluvou, Centrum sa
prislusny rozdiel zavazuje zaplatit
spat Zadavatelovi bez zbytocného
odkladu.

16.8 Pri skonceni Zmluvy sa Zmluvni

partneri zavazuju vratit Zadavatelovi
vSetok nespotrebovany material a
predmety a skusané lieky, ktoré im
boli poskytnuté v suvislosti so
Stadiou, a to najneskér do tridsiatich
(30) pracovnych dni od datumu
ukonc€enia Zmluvy.

tykajuce sa
vlastnictva vysledkov, klinické data
platia aj po ukonceni platnosti
Dohody o konzorciu, Dohody o
grante a tejto Zmluvy v sulade so
vSetkymi podmienkami, ktoré platia
v zmysle Dohody o grante a Dohody
o konzorciu.

Cl. 17 - Rdzne ustanovenia

16.7 The

16.8 Upon

16.9 The

Center or the Principal Investigator (or
failure by any Study Team Members
to observe the provisions of this
Agreement), the Sponsor shall have
the right to terminate this Agreement
with immediate effect.

Sponsor 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 s
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 without undue delay.

termination of this
Agreement, the Contracting Partners
shall return to the Sponsor all unused
materials and items and study drugs
provided to the Contracting Partners
in relation to the Study within thirty
(30) working days of the day of
termination of this Agreement.

provisions regarding the
ownership to results, Clinical Data
shall survive the expiration or
termination of the Consortium
Agreement, the Grant Agreement and
this Agreement in accordance with
any survivam terms provided under
the Grant Agreement and the
Consortium Agreement.

Article 17 — Miscellaneous

Uzatvorenie tejto Zmluvy nie je 17.1 The conclusion of this Agreement



podmienené ziadnym existujucim
alebo buducim obchodnym vztahom
medzi Zmluvnymi partnermi a
Zadavatelom ani na Ziadnom
obchodnom rozhodnuti, ktore
Zmluvni partneri urobili alebo urobia
voCi Zadavatefovi alebo vyrobkom
obchodovanym Zadavatelom.

17.2 Pre vylu€enie pochybnosti strany

vyhlasuju, ze vo vSetkych pripadoch
ked tato Zmluva odkazuje na
Zmluvnu  vyskumnu organizaciu,
kona Zmluvna vyskumna
organizacia vyluéne menom a ako
zastupca Zadavatela a nie je
Zmluvnou stranou tejto Zmluvy.

17.3 Zmluvné strany vyhlasuju a rucia,

Ze nemaju v sucasnosti uzatvorenu
Ziadnu zmluvu Ci zavazok, ktorych
plnenie by negativhe ovplyvnilo
plnenie povinnosti voCi Zadavatelovi
na zaklade tejto Zmluvy a sucasne
sa zavazuju po celu dobu priebehu
Studie Ziadnu takato  zmluvu
neuzavriet ani  ziadny takyto
zavazok neprijat. Hlavny skusajuci
ruéi za to, ze ziadny z Clenov
Studijného timu nema v sucasnej
dobe uzatvorenu Ziadnu taku
Zmluvu, a zavazuje sa zabezpecCit,
Ze ziadny z Clenov $tudijného timu
takd zmluvu neuzavrie.

17.4 Tato Zmluva obsahuje UpIné

dojednanie o predmete Zmluvy a
vSetkych nalezitostiach, ktoré
Zmluvné strany mali a chceli v
Zmluve dojednat, a ktoré povazuju
za dolezité. SuCasne Zmluvné
strany vyhlasuju, ze si vzajomne
oznamili vSetky informacie, ktoré
povazuju za doblezité a podstatné
pre uzatvorenie tejto Zmluvy.

17.5 Kazda zo Zmluvnych stran kona

ako nezavisly subjekt a pre ziadne
ucely nie je v postaveni partnera,

is not contingent on any existing or
future business relationship between
the Sponsor and the Contracting
Partners or on any business decision
that the Contracting Partners made or
shall make with respect to the
Sponsor or the products sold by the
Sponsor.

17.2 To eliminate any doubts, the

Contracting Parties represent and
warrant that research organizations
referred to in this Agreement act in the
name and as a representative of the
Sponsor and are not a contracting
party to this Agreement.

17.3 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 Study. The Principal Investigator
warrants that no Study Team Member
is presently under any such
agreement and agrees to ensure that
no Study Team Member shall enter
into any such agreement.

17.4 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.

17.5 Each Contracting Party shall act as

an independent entity and shall not be
construed for any purposes as a



sprostredkovatela, zamestnanca ani partner, agent, employee or
zastupcu druhej Zmluvnej strany. representative to the other
Contracting Party.

17.6 Zadavatel ma pravo postupit tuto 17.6 The Sponsor shall have the right to

Zmluvu Uplne alebo scasti na assign this Agreement, in whole or in
ktorukolvek zo svojich Prepojenych part, to any of its Affiliates. Save for
osb6b. Okrem vyS$Sie uvedeného nie the foregoing, neither Party may
je ziadna zo Zmluvnych stran assign its rights or obligations under
opravnena postupit svoje prava a / this Agreement, in whole or in part, to
alebo povinnosti uplne ani s€asti na a third party without the prior written
tretiu stranu bez predchadzajuceho consent of the other Parties. This
pisomného  suhlasu  ostatnych Agreement is binding for all Parties as
Zmluvnych stran. Tato Zmluva well as their legal successors and
zavazuje jej jednotlivé Zmluvné parties to which the rights and
strany, ako aj ich pravnych obligations of the Contracting Parties
nastupcov a osoby, na ktoré budu shall be assigned in compliance with
prava a zavazky Zmluvnych stran v this Article.

sulade s tymto ¢lankom postupené.

17.7 Neplatnost alebo 17.7 The invalidity or unenforceability of
nevymahatelnost konkrétneho a particular provision of this
ustanovenia tejto Zmluvy nema Agreement shall not prejudice the
vplyv  na platnost  ostatnych validity of the remaining provisions.
ustanoveni. Zmluvné strany sa The Contracting Parties agree to
zavazuju nahradit neplatné a replace the invalid or unenforceable
nevymahatefné ustanovenie provision with a valid or enforceable
platnym a vymahatelnym provision that shall correspond as
ustanovenim, podla potreby, ktorym much as possible to the intent of the
bude ¢o mozno najblizSie Parties at the time they entered into
dosiahnuty umysel, ktory strany mali this Agreement.

v Case uzavretia tejto Zmluvy.

17.8 Jednostranné vzdanie sa prava 17.8 A unilateral waiver of a right or

alebo tichy suhlas alebo neuspesné acquiescence or failure to claim a
dovolania sa porusenia breach of any provision of this
ktoréhokolvek ustanovenia tejto Agreement by either Contracting Party
Zmluvy Zmluvnou stranou shall not establish a unilateral waiver
nezaklada jednostranné vzdanie sa of such right with respect to any
prava v suvislosti s akymkolvek subsequent breach of any provision of
naslednym porusenim this Agreement.

ktoréhokolvek ustanovenia tejto

Zmluvy.

17.9 Pokial nie je v tejto Zmluve 17.9 Unless otherwise agreed in this

dohodnuté inak, povazuje sa za Agreement, the Center's contact
kontaktnu osobu Centra Mgr. Martina person shall be Mgr. Martina
Antosova, PhD., MBA. Ukon urobeny AntoSova, PhD., MBA. All actions
voCi Centru sa povazuje za riadne taken with respect to the Center shall
urobeny aj voCi Hlavnému be deemed as actions taken respect to
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18.1

18.2

skusajucemu, Clenom

Studijného timu.

resp.

17.10Zmluvné strany sa dohodli, ze tato

Zmluva méze byt s dalej uvedenou
vynimkou menena iba pisomne
prostrednictvom vzostupne
oCislovanych dodatkov
podpisanych vsetkymi Zmluvnymi
stranami. Zmluvné strany nemusia
uzavriet dodatok k tejto Zmluve v
pripade tzv. nepodstatnych zmien
Protokolu. Nepodstatnou zmenou
Protokolu sa pritom rozumie taka
zmena Protokolu, ktora nemeni

rozsah Ci spdsob vykonavania
ukonov (najma vySetrenie)
vykonavanych Zmluvnymi

partnermi v ramci Studie a nema
teda akykolvek vplyv na vySku
odmeny za vykonavanie Studie &i
inej ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Protokolu su
ucinné drnom ich doru€enia Centru.

Cl. 18 — Vyssia moc

Znamena kazdu situaciu alebo
udalost, ktora

- brani ktorejkolvek Zmluvnej strane v
plneni jej

- povinnosti v zmysle tejto Zmluvy,

- je nepredvidatelna, vynimo¢na a
mimo kontroly Zmluvnych stran,

- nebola spbésobena chybou alebo
nedbanlivostou Zmluvnej strany
(alebo zo strany tretich stran
zapojenych do akcie)

- sa javi ako neviditefna aj napriek
vynalozeniu  vSetkej naleZitej
starostlivosti

Ako vys$Sia moc sa nepovazuje;

- akékolvek zlyhanie sluzby,
porucha zariadenia alebo
materialu alebo oneskorenie pri
ich poskytovani, pokial
nevyplyvaju priamo z
relevantného  pripadu  vysSej

17.10 The

t

he Principal Investigator or Study

Team Members as well.

18.1

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 procedures (in
particular examination) performed by
the Contracting Partners as part of
the Study and has no impact on
remuneration for performing the
Study 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.

Article 18 - FORCE MAJEURE

Means any situation or event that :

-prevents either party from fulfilling their

obligations under the Agreement,
was unforseeable, excpetionnal
situation and beyond the Parties’s
control,

was not due to error or negligence
on their part (or on the part of third
parties involved in the action)

proves to be invitable in spite of
exercising all due diligence.

18.2 The following cannot invoked as
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Force Majeure ;
any default of a service, defect in
equipment or materials or delays in
making them available unless they
stem directly from a relevant case
of force majeure,



18.3

19.1

Mmoci,

pracovné spory alebo Strajky,
alebo

financné tazkosti

Akakolvek situacia predstavujuca
vyS$Siu moc sa musi bezodkladne
formalne oznamit ostatnym
Zmluvnym stranam s uvedenim
povahy, pravdepodobného trvania a
predvidatelnych nasledkov.
Zmluvné strany musia okamzite
podniknut vSetky potrebné kroky na
obmedzenie  akychkolvek  $kod
spésobenych vyS$Sou mocou a
urobit vSetko pre to, aby sa ¢o
najskoér  obnovilo vykonavanie
krokov. Zmluvnej strane, ktorej brani
vySSia moci v plneni jej povinnosti v
zmysle Zmluvy, sa takéto konanie
nemdze povazovat za porusenie
Zmluvy.

Cl. 19 Oznamovanie

Akékolvek oznamenie podla tejto
Zmluvy musi mat pisomnu formu,
musi byt podpisané prislusnou
Zmluvnou stranou a musi byt
doru€ené osobne, postou (kuriérom)
doporucene alebo faxom alebo e-
mailom s potvrdenim o prijati.

19.2 Oznamenia vykonané;

19.3 Oznamenia

postou nadobudnu  uCinnost
najskér driom ich skuto¢ného
prijatia alebo 7 kalendarnych dni
odo dna ich odoslania;

osobne nadobudnu ucinnost’ ich
doru€enim; a

e-mailom budu ucinné, ak budu
zaslané v Citatelnej forme, ale iba
v tom pripade, ak odosielatel po
ich odoslani nedostane spravu o
ich nedoruceni.

adresované
Zadavatelovi a Centrum musia byt
doruéené na ich adresu uvedenu
nizSie alebo v zneni, ktoré mbze

19.1

- labour disputes or strikes, or
- financial difficulties

18.3 Any situation constituting force

majeure must be formally notified to
the other Parties without delay, stating
the nature, likely duration and
foreseeable effects. The Parties must
immediatly take all the necessary
steps to limit any damage due to force
majeure and do their best to resume
implementation of the action as soon
as possible. The Party prevented by
force majeure from fulfilling its
obligations under the Agreement
cannot be considered in breach of
them.

Article 19 - NOTICES

Any notice under this Agreement
shall be in writing, signed by the
relevant Party to the Agreement and
delivered personally, by mail (courrier)
by recorded delivery post, or by
facsimile or by e-mail, providing
evidence of receipt.

19.2 Notices ;

by post will be effective upon the

earlier of actual receipt, or 7
calendar days after mailing ;
- by hand will be effective upon

delivery ; and

- by e-mail will be effective when
sent in legible form, but only if,
following transmission, the sender
does not receive a non-delivery
message.

19.3 Notices to the Sponsor, and to the

Site shall be delivered to the adresses
and at the adress specified in
appendix 2 or as may be amended by
the Site during the Clinical Trial.



Centrum zmenit pocas klinického
skusania.

Cl. 20 — VSeobecné ustanovenia

20.1 V pripade existencie akychkolvek

nezrovnalosti medzi touto Zmluvou
a Protokolom, budu mat prednost
ustanovenia Protokolu, pokial sa
jedna o priebeh klinického skusania
a zaobchadzanie s ucastnikmi v
suvislosti s nim; vo vSetkych
ostatnych pripadoch maju prednost
ustanovenia tejto Zmluvy.

20.2 Zlyhanie alebo oneskorenie zo

strany ktorejkolvek Zmluvnej strany
uplatnit si akékolvek pravo podla
tejto Zmluvy nebude mat za
nasledok vzdanie sa akéhokolvek
prava podla tejto Zmluvy, a ani
Ciastocné uplatnenie prava
nevylucCuje akékolvek dalSie
uplatnenie toho istého prava.

20.3 Ak sud, tribunal, spravny organ

alebo iny organ prisludnej jurisdikcie
povazuje nejaké ustanovenie alebo
Cast' tejto Zmluvy za protipravne,
neplatné alebo nevymahatelné,
potom bude toto ustanovenie v
uvedenom rozsahu neucCinné bez
toho, aby, pokial je to mozné, doslo
k pozmeneniu akéhokolvek dalSieho
ustanovenia alebo Casti tejto
Zmluvy, a aby ovplyvnilo dalSie
ustanovenia tejto Zmluvy, ktoré
zostavaju v platnosti a ucinnosti.

20.4 Pokial nie je vyslovne uvedené,

Ziadne ustanovenie v tejto Zmluve
neuvadza to, Zze by akejkolvek tretej
strane boli poskytnuté akékolvek
vyhody alebo prava na vynutenie
akejkolfvek podmienky v zmysle tejto
Zmluvy.

Article 20 - GENERAL

20.1 In the event of any inconsistency

between this Agreement and the
Protocol, the terms of the protocol
shall prevail with respect to the
conduct of the Clinical Trial and the
treatment of trial participants in
connection therewith ; in all other
respects, the terms of this Agreement
shall prevail.

20.2 No failure or delay by any Party to

exercise any right under this
Agreement will operate as a waiver of
it, nor will partial exercise preclude
any future exercise of the same.

20.3 If any clause or part of this

Agreement is found by any court,
tribunal, administrative body or
authority of competent jurisdiction to
be illegal, invalid or unforceable then
that provision shall, to the extent
required, be severed from this
Agreement and shalll be effective
without, as far as possible, modifying
any other clause or part of this
Agreement and shall not affect any
other provisions of this Agreement
which shall remain in full force and
effect.

20.4 Except as expressly stated, nothing

in this Agreement shall confer or
purport to confer on any third party
any benefit or any right to enforce any
term of this Agreement.

20.5 This Agreement may be executed

in counterparts, each of wich will be
deemed an original, but all of wich



together shall constitute one and the
20.5 Tuto Zmluvu je mozné uzatvorit v same instrument.
rovnopisoch, z ktorych kazdy bude
povazovany za original, ale vSetky z

nich spolu tvoria jeden a ten isty  Article 21 - SURVIVAL OF CLAUSES

nastroj.
21.1 The following clauses shall survive
Cl. 21 Ustanovenia tykajtice sa zaniku the termination or expiry of this
Zmluvy Agreement:
- Definitions
21.1  Po ukonceni platnosti a udinnosti - Liabilities
tejto Zmluvy zostanu v platnosti - Indemnity

nasledujuce Casti Zmluvy: - Confidentiality

- Definicie - Data Protection

- Zavazky - Publicity

- Odskodnenie - Publication

- Dévernost - Intellectual Property
- Ochrana dat - Termination

- Publicita - Survival of Clauses
- Publikacia - Governing Law

- DuSevné vlastnictvo

- UkoncCenie Zmluvy

- Ustanovenia tykajuce sa
zaniku Zmluvy

- Rozhodné pravo Article 22 - Governing Laws

Cl. 22 - Rozhodné pravo

22.1 Tato Zmluva je vytvorena a riadi 22.1 This Agreement is construed and
sa slovenskym pravom bez ohladu governed by the Slovak law,
na ustanovenia jeho koliznych regardless of the provisions of its
noriem. Zmluvné strany sa v sulade collision norms. The Parties, in

s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne
dohodli, Ze ich zavazkovy vztah
upraveny touto Zmluvou sa bude
riadit  Obchodnym  z&konnikom.
Zmluvné strany sa dalej dohodli, ze
vSetky spory vzniknuté =z tejto
Zmluvy budu rieSené vecne a
miestne prislusnymi sudmi
Slovenskej republiky.

Cl. 23 Riesenie sporov

V pripade akychkolvek sporov
alebo rozdielov medzi Zmluvnymi
stranami, ktoré vzniknu v suvislosti s
touto Zmluvou, splnomocneni

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
govemed by the Commercial Code.

Article 23 — Dispute Resolution

23.1 In the event of any dispute or

difference between the Parties arising
in connection with this Agreement, the
authorised representatives of the



zastupcovia Zmluvnych stran
prediskutuju a podfa potreby sa
stretnu, aby sa pokusili vyrieSit' spor
do 14 kalendarnych dni od pisomne;j
Ziadosti ktorejkolvek zo Zmluvnych
stran. Ak spor zostane nevyrieSeny,
bude postupeny vysoko
postavenému manazérovi kazdej zo
Zmluvnych stran, ktory vynalozi
vSetko usilie na jeho vyrieSenie do
dalSich 14 kalendarnych dni.

23.2 Zmluvné strany sa dalej dohodli,

ze o] akomkolvek spore
vyplyvajucom z tejto Zmluvy budu
rozhodovat vecne a miestne
prislusné sudy Slovenskej republiky.

Cl. 24 Jazyk zmluvy

Tato Zmluva je vyhotovena v 24.1

slovenskom a anglickom jazyku a

Zmluvné strany povazuju obe
jazykové verzie za rovnocenne,
avSak pre pripad vykladovych
nezrovnalosti medzi jednotlivymi

verziami sa Zmluvné strany dohodli,
Ze prednost ma anglicka verzia
Zmluvy. Tato Zmluva a vsetky jej
prilohy predstavuju upinu dohodu
Zmluvnych stran o predmete tejto
Zmluvy.

Cl. 25 - Prilohy

23.2 The

Parties will discuss and meet as
appropriate to try to resolve the
dispute within 14 calendar days of
being requested in writing by any
Party to do so. If the dispute remains
unresolved, it will then be referred to
the senior manager from each of the
Parties who will use all reasonable
endeavours to resolve the dispute
within a further 14 calendar days

Contracting Parties have
further agreed that any dispute arising
from this Agreement shall be decided
by materially and locally competent
courts of the Slovak Repubilic.

Article 24 - Language

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 English
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.

Article 25 — Appendices

Nasledujuce prilohy tvoria neoddelitelnu
sucCast tejto Zmluvy, pokial nie je v tejto
Zmluve stanovené inak:

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

Priloha €. 1: Financné podmienky
Priloha €. 2: Oznamenia
Priloha €. 3: Poistenie

Appendix 1: Financial Terms
Appendix 2: Notifications
Appendix 3 : Insurance

52



Zadavatel / Sponsor

Miesto / Place

Datum / Date

Meno a priezvisko / First and last name:
Funkcia / Position:

Centrum / Center

Miesto / Place

Datum / Date

Meno a priezvisko / First and last name:
Funkcia / Position:

Meno a priezvisko / First and last name:

Funkcia / Position:

Hlavny skusajuci / Principal Investigator

Miesto / Place

Datum / Date
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Meno a priezvisko / First and last name:
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Priloha €. 1 — Finanéné podmienky / Appendix 1 — Financial Terms

B. Dohody o spotrebe / B. SUPPLIES ARRANGEMENTS

Ak sa zmluvnym stranam podla tejto Zmluvy nemaju poskytovat’ alebo
obstaravat’ ziadne predmety, zadiarknite toto policko [ | a odstrante zvySok
tejto casti B./Where no items are to be provided to, or procured for/by, the
Parties under this Agreement tick this box [_| and delete the rest of this section
B.

NizSie je uvedeny akykolvek liek, vybavenie, material, spotrebny material, softvér
alebo iny predmet, ktoré bude poskytnuty Zadavatefom, alebo ktory Zmluvné strany
zaobstaraju na pouzitie v Studii. / Any medicine, equipment, materials, consumables,
software or other items being provided by the Sponsor or procured by the Sites for
use in the Study shall be specified below.

Poznamka 1: Zmluvné strany by mali vyplnit nasledujucu tabufku. Ak si Zmluvné
strany maju zaobstarat’ akékolvek predmety a ma ich Zadavatel uhradit,
musi to byt uvedené v tejto PRILOHE. Podobne, ak maju Zmluvné strany
zaplatit Zadavatelovi za akékolvek predmety poskytnuté zmluvnym stranam
Zadavatelom alebo v jeho mene, malo by to byt uvedené v tejto PRILOHE.

Note 1: Parties should complete the table below. If the Parties is to procure any
Items and is to be reimbursed by the Sponsor this should be specified in this
APPENDIX. Similarly if the Parties is to pay the Sponsor for any ltems
provided to the Parties by or on behalf of the Sponsor this should be
specified in this APPENDIX.

Poznamka 2: Zmluvné strany by mali v tomto dodatku podla potreby Specifikovat
opatrenia pre:

- Vlastnictvo poloziek

- Poistenie

- Pokyny na uskladnenie

- Navody na pouZitie, vratenie a / alebo zniCenie

- Ak je potrebné zabezpecit akékolvek Skolenie

- Udrzba zariadeni

Note 2: Parties should specify in this APPENDIX, as appropriate, arrangements for:

- Ownership of items
- Insurance
- Storage instructions
- Instructions for use, return and/or destruction
- Any training to be provided
- Maintenance of equipment
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Polozka Mnozstvo Frekvencia dodavok Zodpovednost’ za
dodavky
Mnozstvo Prva dodavka po ;
« Tehotenskeé definované iniciaCnej navsteve IF; okzl:zénz;e do
test Zadavatelom v centra. 2odpovednost
y zavislosti od V pripade potreby doplnit Za dgvatel’a

potencialu pre nabor

zasoby.

Item

Quantity

Frequency of supply

Responsibility to
supply

e Pregnancy
tests

Quantity defined by
the sponsor
depending on the
potential for
recruitment

First supply after the site
initiation visit.
Resupply if needed.

Provided to the
pharmacy under the
responsibility of the
Sponsor
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