ZMLUVA O KLINICKOM SKUSANI
uzatvorena podla § 269 ods. 2 a nasl. zakona ¢.
513/1991 Zb. Obchodny zékonnik v platnom
zneni (dalej len ,Obchodny zakonnik”) (dalej
len ,Zmluva“)

Medzi

Novartis Slovakia s.r.o.

so sidlom: Zizkova 22B, 811 02 Bratislava
ICO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: Obchodny register MS BA Ill.,

oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kona/zastipeny:

Ing. Peter Takacs, na zaklade
plnomocenstva
PharmDr. Andrea Urbanova,

na zaklade plnomocenstva
(dalej len “Novartis”)

konajici vo vilasthom mene na Ziadost
zadavatela — sponzora klinického skusania:
Novartis Pharma AG
sidlo: Lichtstrasse
Svajtiarsko

35, 4056 Bazilej,

(dalej ako ,Zadavatel)
A

Narodny Gstav detskych chordb

so sidlom: Limbova 2643/1,

ICO: 00607231

DIC: 2020848368

IC DPH: SK2020848368

zriadeny rozhodnutim Ministerstva zdravotnictva
SR (MZ SR) Zriadovacou listinou s Uéinnostou od
1. januara 1991

konajica: MUDr. Peter Barton, riaditel

(dalej len “Centrum”)

A

prof. MUDr. Ludmila Podracka, CSc

Datum narodenia:;
Adresa:
|

(dalej len “Hlavny skusajuci”)

CLINICAL TRIAL AGREEMENT
concluded pursuant to Section 269 (2) of Act no.
513/1991 of Coll.,, the Commercial Code, as
amended (hereinafter referred to as the
“Commercial Code”) (hereinafter referred to as the
“Agreement’)

Between

Novartis Slovakia s.r.o.

Registered office: Zizkova 22B, 811 02
Bratislava
Company ID: 36 723 304
Tax No.: 2022302425
VAT No.: SK 2022302425
Registration: Commercial Registry of the City

Court Bratislava [ll, Section: Sro,
Insertion No. 44016/B
Represented by: Ing. Peter Takacs,
based on power of attorney
PharmDr. Andrea Urbanova,
based on power of attorney

(hereinafter referred to as “Novartis”)

acting in its own name at the request of the

sponsor - the sponsor of the Clinical Trial:

Novartis Pharma AGRegistered Seat: Lichtrasse
35, 4056 Basel, Switzerland

(hereinafter as the “Sponsor”)
AND

Narodny ustav detskych chordb

with its registered seat at: Limbova 2643/1

ID No.: 00607231

VAT No.: 2020848368

VAT No.: SK2020848368

established by the decision of the the Ministry of
Health of the Slovak republic (MoH SR) by Deed of
Foundation with effect as of January 1st, 1991
Represented by: MUDr. Peter Bartori, Director
(hereinafter referred to as the “Center”)

AND

prof. MUDr. Ludmila Podracka, CSc

Date of birth:
Address:
)

(hereinafter referred to as the

Investigator”)

“Principal
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(Centrum a Hlavny sku$ajaci spolu dalej len
“Zmluvni partneri”, Novartis s Centrom
a Hlavnym skusajucim spolu dalej len ,Zmluvné
strany")

Preambula

VZHZADOM K TOMU, ZE Novartis poziadal
Zmluvnych partnerov, aby vykonali Kklinické
skUsanie so skusanym liekom Inclisiran (dalej
len "Skasany liek") s nazvom Multicentrické
randomizované dvojito zaslepené klinické
skdsanie v paralelnych skupinach,
kontrolované placebom na zhodnotenie
uéinnosti a bezpeénosti iptakopanu (LNP023)
u pacientov s C3 glomerulopatiou s Cislom
CLNP023B12301 (dalej len "Klinické
skasanie"), ktoré je bliz8ie popisané v protokole
¢. CLNP023B12301, ktory bude Zmluvnym
partnerom odovzdany Novartisom a ktory moéze
byt Novartisom jednostranne dopliiovany (dalej
len "Protokol").

VZHCADOM KTOMU, ZE Novartis je
splnomocnenym zéstupcom zadavatela
Klinického skusania v Slovenskej republike podla
§ 29 ods. 10 zakona &. 362/2011 Z.z. o liekoch a
zdravotnickych pomdckach a o zmene a doplneni
niektorych zakonov v zneni neskor$ich predpisov,
(dalej len ,Zakon o liekoch"), uzatvérajuci tuto
Zmluvu vo vlastnom mene a na vlastny G¢et, ama
zaujem realizovat Klinické skdsanie vyvinutého
Skusaného lieku v Centre podia podmienok
definovanych vtejto Zmluve. Zadavatefom
Klinického skusania je spolo¢nost Novartis
Pharma AG, zaloZena a existujuca podla prava
Svajéiarska, so sidlom na Lichtstrasse 35, 4056
Bazilej, Svajgiarsko. (dalej len ,Zadavatel™).

VZHUADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podla ich najlepsieho vedomia maju pristup k
pozadovanému poétu subjektov skiSania podla
kritérii pre zaradenie alebo vyradenie tak, ako su
vymedzené v Protokole, a su ochotni Klinicke
skdsganie vykonat'.

VZHCADOM KTOMU, ZE Zmluvné strany
vyhlasuju, 2e pred uzavretim tejto Zmluvy
dokladne zvazili rizika a obtiaZze, tieto porovnali
s oéakavanym prinosom pre Subjekty skusania
apre verejny zauijem adosli kzaveru, Ze
otakavany prinos tohto Klinického skusania
ospravedifiuje pripadné predvidatelné rizika

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, Novartis with the Center
and the Principal Investigator hereinafter
collectively referred to as the “Contracting Party”)

Preamble

WHEREAS, the Novartis asked the Contracting
Partners to conduct a clinical trial involving the
study drug Inclisiran (hereinafter referred to as the
A multicenter, randomized, double-blind,
parallel group, placebo-controlled study to
evaluate the efficacy and safety of iptacopan
(LNP023) in complement 3 glomerulopathy with
the number CLNP023B12301 (hereinafter referred
to as the “Clinical Trial’) as described in more
detail in protocol no. CLNP023B12301 which will be
provided to the Contracting Partners by Novartis
and which may be unilaterally updated by Novartis
(hereinafter referred to as the “Protocol”).

WHEREAS, Novartis is the authorized
representative of the sponsor of the Clinical Trial in
the Slovak Republic pursuant to Section 29 para.
10 of Act No. 362/2011 Coll. on Medicinal Products
and Medical Devices and on Amendments to
Certain Laws, as amended (hereinafter as the
“Pharmaceuticals  Act’), concluding this
Agreement in its own name and on its own behalf,
and is interested in the conduct of the Clinical Trial
of the developed Investigational medicinal product
in the Center in accordance with the conditions
defined in this Agreement. The sponsor of this
Clinical Trial is Novartis Pharma AG, a company
established and operating under the laws of
Switzerland, with its registered seat at Lichtstrasse
35, 4056 Basel, Switzerland. (hereinafter referred to
as the "Sponsor”).

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Clinical Trial, have - to the best
of their knowledge - access to the required number
of trial subjects based on the inclusion or exclusion
criteria as laid down in the Protocol and are willing
to conduct the Clinical Trial.

WHEREAS, the Contracting Parties declare that
before entering into this Agreement, they had
considered the risks and difficulties, compared
them with the expected benefit for the trial subjects
and for the public interest and arrived at the
conclusion that the expected benéefit of this Clinical
trial justifies any potential expectable risks and
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difficulties. The Contracting Parties declare that
they are not aware of any obstacles that would
prevent them from agreeing on the subject-matter,
purpose and all other provisions of this Agreement,

a obtiaze. Zmluvné strany vyhlasuju, Ze si nie su
vedomé ziadnych prekazok, ktoré by branili tomu,
aby sa dohodli na predmete, ucéele a v&etkych
ostatnych ustanoveniach tejto Zmluvy.

VZHUADOM K TOMU, ZE Zadavatel vyhlasuje, WHEREAS the Sponsor declares that it is aware of
Zze si je vedomy, vSetkych svojich povinnosti all its obligations arising from the relevant
vyplyvajucich z prislusnych pravnych predpisov, legislation, in particular, but not exclusively, the
ato najma, nie v8ak vyluéne, povinnosti podla obligations under the provisions of Section 43(h) of
ustanovenia § 43 pismeno h) Zakona o liekoch.,  Pharmaceuticals Act.

therefore Contracting Parties decided to enter into
this Agreement as stipulated below.

tak sa Zmluvné strany rozhodli uzavriet tdto
Zmluvu, tak ako je uvedené nizsie.

1.1 Predmetom

1.3 Novartis

Cl. 1 - Predmet Zmluvy

tejto Zmluvy je vykonanie
Klinického skusania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skusanim
medzi Novartis a Zmluvnych partnerov.
Predmetom tejto Zmluvy sG zavazky
Zmluvnych partnerov tykajlce sa vykonania
Klinického  skusania za podmienck
dohodnutych v tejto Zmluve a zavazok
Novartisu k Uhrade odmeny za spravne
vykonanie Klinického skusania. Akékolvek
odchylky od Protokolu a dodatky k Protokolu,
vratane avsak nielen akéhokolvek
vySetrovania alebo skiSania doplfiujlcich
klinickych & laboratérnych parametrov,
vyzaduju predchadzajici pisomny sihlas
Novartisu. Zmenu, porusenie postupu, i
odchylku od Protokolu méze Zmluvny partner
vykonat' len v pripade, Ze je nutné wylGgit
okamZité nebezpetenstvo hroziace subjektu
skiSania, pricom je povinnost tuto skutoénost
okamzite oznamit Novartisu akoukolvek
formou, pisomne v$ak najneskér do 2 dni od
okamihu, kedy tato skutotnost nastala, av
pripade ak to stanovuje pravny predpis,
Zmluva alebo Protokol, oznamit aj etickej
komisii, & Statnemu Ustavu pre kontrolu
lieGiv.

1.2 Klinické skidSanie liekov sa vykonava podla §

29 az 44 Zakona o liekoch.

je splnomocnenym zastupcom
Zadavatela klinického skusania v Slovenske;j
republike podla § 29 ods. 10 Zakona o
liekoch, konajuci a uzatvarajaci tito Zmluvu
vo vlastnom mene, a ma zaujem realizovat
klinické skusanie vyvinutého produktu alebo
lieku v Centre podl'a podmienok definovanych
v tejto Zmluve (plnomocenstvo spolu s jeho

uradne  osvedéenym prekladom do
slovenského jazyka vratane vypisu z
obchodného registra Zadavatela bude

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the Center
and the division of Clinical Trial-related
obligations among Novartis and the Contracting
Partners. The subject of the Agreement are
covenants of the Contracting Partners to
conduct the Clinical Trial under the terms and
conditions agreed herein and the covenant of
Novartis to pay remuneration for a duly
conducted Clinical Trial. Any deviations from
the Protocol or amendments of the Protocol,
including without limitation, any investigation or
evaluation of additional clinical or laboratory
parameters, require the prior written approval of
Novartis. Contracting Partners are only allowed
to make any amendment, breach any
procedure or deviate from the Protocol in case
it is necessary to exclude an imminent danger
for the trial subject; in such situation they have
to notify Novartis of this matter immediately in
any form, but within 2 days from the occurrence
of the matter in writing, and if prescribed by a
legal regulation, contract or Protocol, to notify
the ethics committee or State Institute for Drug
Control as well

1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of Pharmaceuticals Act.

1.3 Novartis is an authorised representative of the
Sponsor of the Clinical Trial in the Slovak
Republic pursuant to Section 29 para. 10 of
Pharmaceuticals Act, acting and concluding
this Agreement in its own name, and is
interested in conducting the Clinical Trial of a
developed product or medicine in the Center
under the conditions defined in this Agreement
(the power of attorney together with its certified
translation into the Slovak language, including
the extract from the Commercial Registry of the
Sponsor, will be submitted to the Center upon
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predlozené Centru pri podpise Zmluvy). V
zmysle ustanovenia § 29 ods. 10 Zakona o
liekoch uvedené nezbavuje Zadavatela
zodpovednosti za klinické skasanie lieku, t.j.
v pripade, ak si nesplni svoje zakonné alebo
zmluvné povinnosti Novartis, tak tieto
povinnosti spini Zadavatel, v primeranej

rozumnej lehote na zaklade pisomného
upovedomenia Centra doru¢eného
Zadavatelovi, pri  poskytnuti  vsetkych

podkladov (v slovenskom jazyku) a su&innosti
zo strany Centra, ¢o Zadavatel berie na
vedomie a vyplyva aj zo vztahu Novartis-
Zadavatel; okrem uvedeného pripadu
Zadavatel nie je povinny plnit povinnosti
ustanovené pre Novartis podla tejto Zmluvy a
za plnenie tychto povinnosti je primarne
zodpovedny Novartis.

€. 2 - Povinnosti Zmluvnych partnerov

Zmluvni partneri sa zavazuju vykonat a
zdokumentovat' Klinické skusanie
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 usmernenim ICH pre spravnu
klinick( prax vratane jeho naslednych zmien
a v8eobecne akceptovanymi normami
spravnej klinickej praxe; a (e) vSetkymi
prislusnymi  prdvnymi predpismi; a (f)
vietkymi povoleniami, prikazmi a smernicami
prislunych organov verejnej moci a spravy,
zdravotnych poistovni a etickych komisii, ak
také existuju; (g) instrukciou Novartisu
nazvanej ,Prirucka pre skusajuceho"
(Investigator’'s Brochure) obsahujucej vsetky
v sGitasnej dobe zname informacie o produkte
/ lieku pouzitom v Klinickom skisani a jeho
vlastnostiach. Prirucku Novartis odovzdal
Hlavnému ska$ajicemu a bude ju
aktualizovat v periodicite vyzadujucej stavom
Klinického sk(i$ania alebo stanovej pravnymi
predpismi. Priru¢ka bude pripojena k
dokumentacii Klinického skusania; (h) so
vieobecnymi podmienkami Novartisu (pokial
ich Novartis vydal a poskytol Centru) o
vykonavani klinickych skdsani, s vynimkou
tych podmienok, ktoré su modifikované touto
Zmluvou, (i) konsolidovanou smernicou o
spravnej klinickej praxi Medzinarodnej
konferencie o zosuladeni technickych
poziadaviek na registraciu farmaceutik na
humanne pouzitie j) pisomnymi pokynmi
Novartisu a ostatnymi véeobecne zavaznymi
pravnymi predpismi a platnymi poZiadavkami

signing the Agreement. Pursuant to the
provision of Section 29 para. 10 of the
Pharmaceuticals Act, the mentioned does not
exempt the Sponsor from its responsibility for
the Clinical Trial of the medicine, i.e. in case
Novartis fails to fulfil its legal or contractual
obligations, those obligations shall be fulfilled
by the Sponsor, within an adequate reasonable
time-period upon a written notice delivered by
the Center to the Sponsor, whereby the Center
shall provide all underlying materials (in the
Slovak language) and assistance, what the
Sponsor acknowledges and what derived from
the relationship between Novartis and the
Sponsor, as well; except for the mentioned
case, the Sponsor is not obliged to fulfil
obligations imposed on Novartis under this
Agreement and Novartis is  primarily
responsible for fulfiling those obligations.

Article 2 - Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and

document the Clinical Trial in a diligent and
efficient manner in strict compliance with (a) the
Protoco!l; 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 approvals/permits,
orders and directives of competent public
administration authorities, health insurance
companies and ethics committees, if any; (g) an
instruction issued by Novartis entitled
“Investigator’s Brochure”, which contains all
currently  known information on the
product/medication used in the Clinical Trial
and on its properties. Novartis provided the
Principal Investigator with the Brochure and
shall periodically update the Brochure as
required by the status of the Clinical Trial or set
out in the legal regulations. The Brochure will
be appended to the Clinical Trial documents; (h)
general terms and conditions of Novartis
(provided that Novartis has issued them and
submitted them to the Center) on the conduct of
clinical trials, except for the conditions modified
by this Agreement, (i) consolidated guideline on
good clinical practice of the International
Conference on Harmonization of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (j) written
instructions given by Novartis and other
generally binding regulations and applicable
requirements for good clinical practice. The
Center is a entity which provides healthcare a
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spravnej klinickej praxe. Centrum je
poskytovatelom zdravotnej starostlivosti
a zavazuje sa poskytnit primerané zdroje a
vybavenie na vykonavanie Klinického
skuSania vsulade stouto Zmluvou a
platnymi pravnymi predpismi.

2.2 Zmluvni partneri berd na vedomie, Zze
Novartis a jeho prepojené osoby (tak ako su
definované v ¢&lanku Chyba! Nenasiel sa
Ziaden zdroj odkazov..) musia dodrziavat
ustanovenia (i) zakona Spojeného kralovstva
o uplatkarstve z roku 2010 (the Bribery Act
2010 of the United Kingdom (Bribery Act)); (ii)
zakona Spojenych $tatov americkych o
uplatkarskych praktikach v zahrani¢i z roku
1977 (the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)) a (iii)
akychkolvek dalsich protikorupénych
pravnych predpisov (dalej spolone len
“Prisludné protikorupéné pravne predpisy”).
Zhrnutie klagovych principov Prisludnych
protikorupénych pravnych predpisov je
uvedené v Prilohe ¢. Chyba! Nenasiel sa
Ziaden zdroj odkazov.. Zmluvni Partneri
nemo6zu priamo alebo nepriamo povolit ani
nabadat’ svojich zamestnancov, zéastupcov,
poradcov alebo inych splnomocnencov, aby
sa zapojili do akejkolvek Ginnosti, ktora je
zakazana  Prislusnymi  protikorup&nymi
pravnymi predpismi, vratane Uplatkarstva,
ilegalnych provizii, ilegalneho vyplacania
vynosov alebo inych korupénych obchodnych
praktik.

Centrum sa zavazuje, Ze Hlavny skisajlci,
zamestnanci Centra ako aj iné osoby
zG&asthujuce sa na klinickom skusani 1) budd
dodrziavat prislusné pravne predpisy, 2) budd
dodrziavat' vSetky povinnosti podla tejto
Zmluvy, 3) sa oboznamia s Protokolom, ktory
budu dodrziavat'.

2.3 Klinické skusanie bude v Centre vykonavané
pod dohladom Hlavného skusajuceho, ktory
je odborne zodpovedny za jeho riadny

priebeh. Hlavny  sku$ajaci  zaroven
prehlasuje, Ze nema zru$enu/pozastavenu
licenciu/povolenie na vykonavanie

zdravotnickeho povolania, resp. Ze mu
tato/toto nezaniklo Hlavny skusajici je
zodpovednym veducim skupiny skasajucich v
pripade, Ze Klinické skisanie je v Centre
vykondvané viac ako jednym sk(sajucim
(dalej len "Skusajuci"). Hlavny skusajuci je
zodpovedny za celkovli pohodu subjektov

ski8ania zucasthiujicich sa Klinického
skusania z hladiska poskytovania
zdravotnickych  sluzieb na  primeranej

odbornej Urovni.

shall provide adequate resources and facilities
for the performance of the Clinical Trial in line
with this Agreement and current legislation.

2.2The Contracting Partners acknowledge that
Novartis and its Affiliates (as defined in art. Chyba!
Nenasiel sa Ziaden zdroj odkazov..) need to
adhere to the provisions of (i) the Bribery Act 2010
of the United Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United States of
America (FCPA) and (iii} any other applicable anti-
corruption legislation (jointly hereinafter referred to
as the “Applicable Anti-Corruption Legislation”). A
summary of the key principles of the Applicable
Anti-Corruption Legislation is set out in Appendix
Chyba! NenaSiel sa ziaden zdroj odkazov.. The
Contracting Partners shall not permit or induce
employees, agents, consultants or other
representatives, whether directly or indirectly, to
engage in any activity that is prohibited by the
Applicable Anti-Corruption Legislation including
bribery, kickbacks, payoffs or other corrupt
business practices.

The Center shall ensure that the Principal
Investigator and the Institution’'s employees and
other persons involved in the Trial will 1) adhere
to all applicable laws, 2) comply with all
obligations set forth in this Agreement, 3) fully
understand and adhere to the Protocol.

2.3The Clinical Trial at the Center shall be
conducted under the supervision of the
Principal Investigator who shall be responsible
for due course of the Clinical Trial. The Principal
Investigator also certifies and warrants that
he/she does not have a revoked or suspended
medical license/certification or that this
license/certification does not cease to exist.
The Principal Investigator is the responsible
head of the group of investigators in case the
Clinical Trial is conducted at the Center by
several investigators (hereinafter referred to as
“Investigators”). The Principal Investigator is
responsible for the well-being of the trial
subjects participating in the Clinical Trial in
terms of professional medical services
provided.
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2.4 Hlavny sks$ajlci su¢asne sluzi pre Novartis

ako kontaktna osoba v Centre vo vztahu ku
Klinickému sk(saniu, pokial nie je nizsie v
tejto Zmluve stanovené inak. Hlavny
sklsajuci a Skusajuci vykonavaju Klinické
skusanie v ramci svojho pracovného pomeru
k Centru.

Centrum sa zavdzuje umoznit a Hlavny
ski$ajuci sa zavazuje zabezpelit, aby
Skusajuci a ostatné osoby zahrnuté do
vykonavania Klinického skusania (dalej len
"Clenovia $tudijného timu") konali v stlade
s podmienkami tejto Zmluvy. Centrum
v plnom rozsahu zodpoveda za plnenie
povinnosti Hlavného skusajuceho,
Skusajiucich a Clenov  $tudijného  timu
vyplyvajacich ztejto Zmluvy a prisluSnych
pravnych predpisov. Centrum sa
prostrednictvom  Hlavného  ski$ajdceho
zavézuje zabezpelit, Ze po6vodni aj novi
Clenovia $tudijného  timu su  riadne
preskoleni, kvalifikovani a vzdelani, obzvlast,
Ze sa zU&asthuju véetkych skoliacich stretnuti
o Klinickom sku$ani, vratane $koleni na
spravnu  klinicki prax vyzadovanych a
zabezpetovanych Novartisom (Clenovia
$tudijného timu v8ak nemusia Skolenie na
spravnu  klinickl prax absolvovat, ak sa
preukdzu certifikdtom z absolvovaného
Skolenia spravnej klinickej praxe nie star§im
ako 3 roky odo dna zadatia Klinického
skugania). Novartis mé pravo odmietnut
konkrétnych Clenov $tudijného timu, ak sa
Novartis domnieva, Ze nie su prisludne
vzdelani a / alebo kvalifikovani; takato osoba
sa nesmie Klinického skusania zGgastiiovat.
Hlavny sklsajlci alebo Centrum su povinni
do 7 dni od urgenia Clena $tudijného timu
oznamit identifika¢né Udaje tejto osoby
Novartisu; uvedené rovnako plati pri
akejkolvek zmene Clena Studijného timu.
Clenovia S$tudijného timu su zdravotnicki
pracovnici a zamestnanci Centra. Skusajuci
bud( vykonavat' ulohy podla tejto Zmluvy ako
zamestnanci Centra anie ako samostatni
poskytovatelia ~ zdravotnej starostlivosti
vzmysle platnych pravnych predpisov.
Clenovia $tudijného timu a Hlavny skusajlci
sa budd z(&asthovat $Skoleni, ktoré v
stvislosti s Klinickym skG8anim pre tieto
osoby Novartis zorganizuje a Centrum je
povinné taklto U€ast umozZnit, avSak iba za
predpokladu, Ze takdto Gc€ast neohrozi
poskytovanie zdravotnej starostlivosti
vCentre. Novartis nahradi primerane
cestovné a ubytovacie naklady suvisiace so
vzdelavanim podla tohto ¢lanku, ak to bude
potrebné, ale za ucast na tomto vzdelavani

2.4 The Principal Investigator also serves as the

contact person for Novartis with regard to the
Clinical Trial at the Center, unless this
Agreement specifies otherwise. The Principal
Investigator and Investigators shall conduct the
Clinical Trial as part of theirs employment at the
Center.

The Center shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Clinical
Trial (hereinafter referred to as “Clinical Trial
Team Members”) comply with the terms and
conditions of this Agreement. The Center shall
be fully responsible for the performance of the
Principal Investigator's, Investigators’ and
Clinical Trial Team Member's obligations under
this Agreement. The Center shall ensure
through the Principal Investigator that original
and new Clinical Trial Team Members are
appropriately trained, qualified and educated, in
particular that they participate in all training
sessions regarding the Clinical Trial, including
any good clinical practice training required and
organized by Novartis (Clinical Trial Team
Members, who have a good clinical practice
certificate that is not older than 3 years as of the
first day of the Clinical Trial, are not required to
participate in good clinical practice training).
Novartis shall have the right to reject specific
Clinical Trial Team Members, if Novartis deems
them not appropriately educated and/or
qualified; such person shall not participate in
the Clinical Trial. Principal Investigator or the
Center shall report to Novartis identification
details of Clinical Trial Team Member within 7
days from his/her appointment; the same
applies to any replacement of Clinical Trial
Team Member. Clinical Trial Team Members
are healthcare professionals and employees of
the Center. Investigators shall conduct the
activities under this Agreement as employees
of the Center and not as an independent
healthcare providers in accordance with
applicable law. Clinical Trial Team Members
and the Principal Investigator shall attend
trainings organized for them by Novartis in
connection with the Clinical Trial, and the
Center shall allow such persons to attend,
however, provided that such participation does
not jeopardise the provision of healthcare in the
Centre. Novartis shall reimburse reasonable
travel and accommodation costs, if applicable
related to the trainings under this article, but no
remuneration shall be provided to participants
or any other persons for attending such
trainings. The Center or Principal Investigator
are obliged to maintain current list of Clinical
Trial Team Members on a continuous basis.
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nendlezi (castnikom ani nikomu inému
Ziadna odmena. Centrum alebo Hlavny
skusajuci st povinni viest aktualny zoznam
Clenov $tudijného timu.

2.6 Centrum sa zavazuje umoznit Hlavnému

skasajucemu,  Skaajucim  a  Clenom
$tudijného timu, z(&asthovat sa podla
potreby stretnutia skusajlcich a
telekonferencii uskutofiovanych v priebehu
Klinického skusania v rozsahu pozadovanom
Novartisom, av$ak iba za predpokladu, ze
takato  udast  neohrozi  poskytovanie
zdravotnej starostlivosti v Centre.

2.7 Kazdé uzatvorenie subdodavatelskej zmluvy,

ktorej predmet plnenia tretej strany sa bude
tykat ktorejkolvek z povinnostf Centra a/alebo
Hlavného sku$ajuceho, Skusajucich, Clenov
Studijného timu na zaklade tejto Zmluvy, si
vyZzaduje predchadzajuci pisomny suhlas
Novartisu. Udelenie takéhoto sthlasu je na
vyluénom rozhodnuti Novartisu. V pripade
udelenia takéhoto slhlasu zo strany
Novartisu Zmluvni Partneri zodpovedaju tak,
ako by tieto €innosti vykonali sami. V pripade,
ak je so suhlasom Novartisu poverena
vykonanim povinnosti podla tejto Zmluvy ina
osoba, Hlavny sksajlci nesie zodpovednost
za pracovnikov tejto poverene] osoby ako
keby boli si¢astou Clenov &tudijného timu. V
pripade udelenia takéhoto sthlasu zo strany
Novartisu Centrum:

2.7.1je povinné zabezpecCit u subjektu, na

ktorého  svoju  povinnost  prendsa,
dodrziavanie podmienok, (a) ktoré su
vzhfadom k charakteru poZadovane;j sluzby
relevantné a rovnocenné podmienkam tejto
Zmluvy vratane, av8ak nielen, leh6t na
plnenie povinnosti, (b) na zaklade ktorych
tretia strana postlpi véetky prava k
vysledkom svojej &innosti / Klinického
skd$ania na Novartis a (c) podla ktorych
tretia strana umozni Novartisu alebo tretim
stranam Zmluvne opravnenym Novartisom
a prislusnym regulaénym Gradom vykonanie
auditov a in8pekcii u takejto tretej strany, &o
sUc¢asne neznamena obmedzenie
povinnosti Centra vo vztahu k auditom a
inSpekcii; a

2.7.2 bude niest’ zodpovednost' za riadne plnenie

v8etkych povinnosti, ktoré budu predmetom
subdodavatelskych zmliv.

Zmluvni partneri sa zavazuju vynalozit
vSetko Usilie na zaradenie subjektov skugania
do Kilinického sku$ania v sUlade s
poziadavkami na zaradovanie a lehotami

The Center shall make it possible for the
Principal Investigator, Investigators and Clinical
Trial Team Members, as required, to participate
in Investigators’ meetings and teleconferences
held in the course of the Clinical Trial to the
extent requested by Novartis however,
provided that such participation does not
jeopardize the provision of healthcare in the
center

2.7 Any subcontracting of any of the Center’s

and/or Principal Investigator's, Investigators’,
Clinical Trial Team Members’ obligations under
this Agreement to a third party requires the prior
written consent of Novartis. Granting of such
consent shall be within the Novartis’ sole
discretion. In the case that such Novartis’
consent is granted, the Contracting Partners
shall be responsible in the same way as if they
had done these activites themselves.
Whenever a subcontractor is appointed and
approved by Novartis, the Principal Investigator
shall be responsible for the oversight of the
subcontractor’'s personal as part of the Clinical
Trial Team Members.In the case that such
Novartis’ consent is granted, the Center shall:

2.7.1 make sure that such subcontractors observe

the terms and conditions (a) that are relevant
to the nature of requested services and
equivalent 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
Clinical Trial to Novartis and (c) based on
which the third party shall allow Novartis or
third parties contracted by Novartis 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 audits and
inspections; and

2.7.2 be responsible for due performance of all

subcontracted duties.

2.8 The Contracting Partners agree to make

maximum efforts to enroll trial subjects in the
Clinical Trial in accordance with the inclusion
requirements and timelines set forth in the
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ustanovenymi v Protokole. Sugasné lehoty
vztahujiuce sa k vykonavaniu Klinického
skdsania s nasledovné:

2.8.1 Predpokladany zaiatok naboru subjektov

ski$ania je 15.09.2023 a predpokladané
ukoncenie 31.01.2025. Nabor subjektov
ski8ania sa vzdy riadi aktualnymi
podmienkami Protokolu.

2.8.2 Hlavny skusajlici a Centrum sihlasia, Ze

Novartis modze jednostranne kedykolvek
zmenit pocet subjektov skusania, ktorych
Hlavny sk(s$ajuci do Klinického ski$ania
mdze zaradit' a/alebo ¢asovy harmonogram
naboru, a to prostrednictvom vydania
prislusného pokynu ku Klinickému skusaniu.
Takyto pokyn sa nebude vztahovat na uz
zaradené subjekty skdsania.

2.9 Hiavny skls$ajuci sa zavazuje do Klinického

ski$ania zaradit iba riadne spdsobilé
subjekty skusania v sllade s Protokolom a
oznamit zaradenie subjektu sku$ania do
Klinického skuSania s uvedenim ¢gisla
rozhodnutia o povoleni Klinického skusania a
datumu zaradenia subjektu skUsania do
Klinického skusania zdravotnej poistovni
vykonavajlcej verejné zdravotné poistenie
subjektu skusania bezodkladne po zaradeni
subjektu skdsania do Klinického skusania v
sUlade s ustanovenim § 44 pism. 0) Zakona o
liekoch. Po zaradeni subjektu sku$ania su
Zmluvni  Partneri  povinni  informovat
poskytovatela  zdravotnej  starostlivosti,
s ktorym ma subjekt skuSania uzatvorenu
dohodu o] poskytovani zdravotnej
starostlivosti, Ze subjekt skusania je zaradeny
do Klinického skusania. Pokial Hlavny
skidajuci  zisti v priebehu  Klinického
sku8ania, ze subjekt skusania zaradeny do
Klinického sku$ania nevyhovuje kritériam,
bude o tom Hlavny skisajuci alebo Centrum
okamzite informovat pisomne, formou
doporuéeného listu doru¢eného do vlastnych
rik zastupcovi Novartisu uvedeného v zahlavi
tejto Zmluvy, a po dohode s nim subjekt
skisania z priebehu Klinického skudsania
vyradi.

210

Pred zaradenim kazdého potencialneho
subjektu skusania do Klinickeho skdsania je
Hlavny sku$ajuci povinny z medicinskeho
hladiska nezavisle vyhodnotit vhodnost
jeholjej zaradenia do Klinického sku$ania z
hladiska  podmienok  stanovenych v
Protokole. Hlavny skusajici sa zavazuje
konzultovat s Novartisom o akejkolvek
pochybnosti Hlavného ski$ajuceho ohladom

Protocol. The current timelines for conducting
the Clinical Trial are as follows:

2.8.1 Recruitment of trial subjects is expected to

begin on 15.09.2023 and to be completed
by 31.01.2025. Recruitment of trial subjects
is always governed by current terms and
conditions of the Protocol.

2.8.2 The Principal Investigator and Center agree

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

2.9 The Principal Investigator agrees to include in

the Clinical Trial only such trial subjects that are
duly suitable for the Clinical Trial in compliance
with the Protocol and announce the inclusion of
the trial subject to the Clinical Trial specifying
the number of authorization for the conduct of
the Clinical Trial and the date of inclusion of the
trial subject in the Clinical Trial to the health
insurance company conducting the Public
Health Insurance of trial subject immediately
after inclusion of the trial subject to the Clinical
Trial in accordance with the provisions of
Section 44 letter o) of the Pharmaceuticals Act.
After enrolment of the Trial Subject, the
Contracting Partners are obliged to inform the
healthcare provider with whom the Trial Subject
entered into the contract on healthcare
provision that the Trial Subject is enrolled in the
Clinical trial. If during the Clinical Trial, the
Principal Investigator finds out that a Trial
Subject enrolled in the Clinical Trial does not
meet the relevant criteria, the Principal
Investigator or the Center will immediately
notify of such fact in writing, by means of a
registered letter delivered to the attention of the
representative of Novartis listed in the heading
of this Agreement, and upon agreement with
the representative exclude such Trial Subject
from the Clinical Trial.

210  Before entering a prospective Trial Subject

into the Clinical Trial, the Principal Investigator
shall exercise independent medical judgement
as to the qualification of each prospective Trial
Subject with the requirements of the Protocol.
The Principal Investigator shall consult with
Novartis of all instances in which, in the
Principal Investigator's judgement, there is any
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vhodnosti zaradenia potencialneho subjektu
skusania do Klinického skisania.

211V pripade multicentrického klinického

skusania je Novartis na zaklade svojho
slobodného  uvazenia opravneny od
Zmluvnych partnerov poZadovat, aby ukongili
nabor subjektov skuSania, a to pred
dosiahnutim touto Zmluvou predpokladaného
poctu subjektov skdsania. Zmiuvni partneri sa
po takejto poziadavke Novartisu zavazuji
ukonéit nabor subjektov skG$ania, a to bez
naroku na akukolvek kompenzaciu s tym
sUvisiacu.

2.12  Zmluvni partneri sa zavazuju zabezpedit,

Z2e Klinické sku$anie bude vykonavané v
sulade s povolenim alebo sUhlasom k
ohlaseniu vydanym Statnym ustavom pre
kontrolu lieciv a suUhlasmi prislusnych
etickych komisii (povolenie, resp. suhlas
Statneho ustavu pre kontrolu liegiv a sthlasy
prislusnych etickych komisii si sucastou
dokumentacie k Protokolu). Zmluvni partneri
sa zavazuju poskytnat Novartisu a/alebo
Zadavatelovi su¢innost pri pineni ich (najma)
zakonnych povinnosti, pri priprave
dokumentov  tykajucich sa  Klinického
skuSania a odovzdat Novartisu alebo tretej
strane uréenej Novartisom bezodkiadne
véetky vyhlasenia potrebné na povolenie
Klinického skusania regulaénymi organmi a /
alebo etickymi komisiami, vratane av$ak
nielen (i) Vyhlasenie o finannych zaujmoch,
(i) CV a (iii) potvrdenie o zodpovedajicom
vybaveni miesta skusania. Zmluvni partneri
sa zavazuju =zabezpecit, Ze poskytnuté
dokumenty tykajice sa Klinického skusania
su uplné a spravne. Napriklad, Vyhlasenie o
finanénych zaujmoch musi obsahovat vsetky
finanéné vztahy medzi Hlavnym skdsajlucim a
ktorymkolvek Clenom $tudijného timu, a ich
finanéné zaujmy, na jednej strane a
Novartisom alebo ktoroukolvek spolo¢nost'ou
prepojenou s Novartisom, na strane druhej,
vratane - av8ak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z
nich od Novartisu alebo ktorejkolvek zo
spolo€nosti prepojenych s Novartisom za
konzultaéné G&innosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finanénych zaujmoch by mali byt predlozené
v priebehu Klinického skUsania, pri jeho
zmene a jeden rok po skoncéeni Kiinického
skusania.  "Prepojenou  osobou" je
akakolvek pravnicka osoba alebo spolo¢nost,
ktora (a) je ovladanou osobou v zmysle § 66a
ods. 1 Obchodného zakonnika, (b) je
ovladajucou osobou v zmysle § 66a ods. 2
Obchodného zakonnika, (c) je osobou

question as to any prospective Trial Subject’s
suitability for participation in the Clinical Trial,.

In a multicentre clinical trial, Novartis
reserves the right, at its sole discretion, to
require the Contracting Partners to cease
enrolment of the Trial Subjects prior to
enrolment of the targeted number of the Trial
Subjects. The Contracting Partners undertake
to cease such enrolment upon request of
Novartis and further undertake not to seek any
compensation thereof.

2.12  The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted in
compliance with the approval or consent with
notification issued by the State Institute for
Drug Control and approvals of the competent
ethics committees (approval event. consent of
the State Institute for Drug Control and
approvals of the competent ethics committees
are part of the Protocol documentation). The
Contracting Partners agree to cooperate with
Novartis and/or the Sponsor in performing their
(namely) statutory obligations, in preparing
documents concerning the Clinical Trial and to
immediately provide Novartis or a third party
specified by Novartis with all declarations
necessary for the approval of the Clinical Trial
by regulatory authorities and/or ethics
committees, including without limitation, if
applicable, (i) Financial Interest Declarations,
(i) CVs and (iii} confirmation of adequate trial
site facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between, and
financial interests of, the Principal Investigator
and any Clinical Trial Team Member, on one
hand, and Novartis or any of the Novartis’
affiliates, on the other hand, including - but not
limited to - remuneration or other financial
benefits received by each of them from Novartis
or any of the Novartis' affiliates for
consultations or other services not covered in
this Agreement. The Financial Interest
Declarations should be submitted in the course
of the Clinical Trial, upon a change in the
Clinical Trial and one year after completion of
the Clinical Trial. "Affiliate” shall mean any
legal entity or company, which (a) is a
controlled person pursuant to Section 66a para.
1 of Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
Commercial Code, (c) is a person controlled by
the same controlling person, (d) is a member of
the same group or (e) which directly or
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ovladanou tou istou ovladajucou osobou, (d)
je ¢tlenom tej istej skupiny alebo (e) ktora
priamo alebo nepriamo, prostrednictvom
jedného alebo viacerych sprostredkovatelov,
vykonava kontrolu, je kontrolovana alebo je
pod spolo¢nou kontrolou so Zmluvnou
stranou.

213 Hlavny skuSajuci sa zavézuje vsetky

subjekty skusania zodpovedajlcim
spésobom informovat najma o ciefoch,
metddach, predpokladanych prinosoch a
potencialnych rizikach Klinického skisania a
o okolnostiach, za ktorych by ich osobné
Gdaje mohli byt spristupnené Novartisu, jeho
Prepojenym osobam, prislusnym organom,
tretim stranam, ktoré poskytuja sluzby
Novartisu a / alebo etickym komisiam.
Centrum sa zavédzuje, ze poéas Klinického
skiSania bude v Centre Kk dispozicii
konzultatné miesto, kde Hlavny skusajlci
a/alebo Skus$ajaci a/alebo ini kompetentni
Clenovia $tudijného timu budd méct
poskytn(t' nevyhnutné informacie vSetkym
subjektom skusania. Hlavny skasajuci sa
zavéazuje zabezpedit, Ze subjekty skisania sa
zG&astnia Klinického skus$ania az potom, ¢o
podpisu, ato bud oni alebo ich zakonni
zastupcovia informovany suhlas subjektu
skisania poskytnuty Novartisom apo ich
riadnom pouceni. Zaradenie subjektov
skisania do Klinického skU$ania je mozné
uskuto¢nit iba po overeni totoZnosti subjektu
skl$ania a jeho spdsobilosti na pravne ukony,
ato najma kontrolou obg&ianskeho preukazu
subjektu ski$ania  addajov  viom
uvedenych; tato skutoénost musi byt

vyznacena v informovanom suhlase
avzdrojovej dokumentacii.  Vyziadanie
a udelenie informovaného suhlasu od

subjektov sku$ania musi byt vsullade
s Protokolom, etickymi principmi, spravnou
klinickou praxou a vSetkymi prislusnymi
pravnymi predpismi. Novartis spracuje
a odovzda Hlavnému sklsajucemu formular
pisomného informovaného slhlasu subjektu
ski8ania so zaradenim do Klinického
ski$ania a pisomného poucéenia pre subjekt
ski8ania; ktoré budu sucastou jedného
dokumentu. Hlavny skusajuci a Centrum sa
zavazuju pouzivat tieto formulare poskytnuté
Novartisom bez akychkolvek odchylok
neschvalenych  Novartisom. Informovany
sUhlas musi subjekt ski8ania riadne podpisat
este pred vykonanim akéhokolvek vysetrenia
sUvisiaceho s Klinickym skusanim.
Dokumenty podpisané subjektmi skiSania
(pri neplnoletych subjektoch a subjektoch
nespdsobilych  k pravnym  Ukonom, ich
zakonnymi zastupcami) o ich pouceni a

indirectly, through one or more intermediaries,
controls, is controlled by or is under joint control
with a Contracting Party.

213 The Principal Investigator agrees to

appropriately inform all trial subjects of namely
the aims, methods, expected benefits and
potential risks of the Clinical Trial and the
circumstances under which their personal data
might be disclosed to Novartis, its Affiliates,
competent authorities, third parties providing
services for Novartis and/or ethics committees.
The Center undertakes to ensure a consultation
place, available in the Center throughout the
duration of the Clinical Trial, where the Principal
Investigator and/or Investigators and/or other
competent Clinical Trial Team Members may
provide all trial subjects with necessary
information. The Principal Investigator agrees
to ensure that the trial subjects shall not
participate in the Clinical Trial until they or their
legal representatives sign their informed
consent provided by Novartis and after they
have been properly instructed. Enrolment of
trial subjects in the Clinical Trial is only possible
after the identity of the trial subject and his/her
legal capacity have been verified, in particular
by means of checking the identity card of such
trial subject and data included therein; this fact
must be indicated in the Informed Consent
Form and source documentation.. The
informed consent has to be obtained from the
trial subjects and given by the trial subjects in
accordance with Protocol, ethical principles,
good clinical practice and all applicable laws.
Novartis shall process and submit to the
Principal Investigator a draft form of written
informed consent with enrolment to the Clinical
Trial for the trial subject and a written instruction
form for the trial subject; both forms may be
included in a single document. The Principal
Investigator and the Center undertake to use
those forms provided by Novartis without any
differences not approved by Novartis. The
informed consent must be duly signed by the
Trial Subject prior to performance of any
assessment in connection with the Clinical
Trial. Documents signed by the Trial Subjects
(or by their legal representatives in case of
minor subjects and subjects without legal
capacity) regarding their instruction and
consent must be kept in the Clinical Trial
documentation maintained by the Principal
Investigator. The Principal Investigator shall
provide to the Trial Subject (to his/her legal
representatives in case of minor subjects and
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2.14

2.15.

sthlase musia byt uloZzené v dokumentécii
o Klinickom  skuSani vedenej Hlavnym
skusajucim. Jedno vyhotovenie podpisaného
formularu informovaného suhlasu musi byt
Hlavnym skdsajicim poskytnuté subjektu
skusania (pri neplnoletych  subjektoch
skusania a subjektoch skusania
nespdsobilych  k prdvnym  Ukonom ich
zadkonnym zastupcom). Hlavny skud$ajuci
uchova original takého suhlasu a poucenia v
zdravotnickej dokumentacii subjektu
sku$ania. Ak subjekt skU$ania svoj sihlas
v priebehu  Klinického skld$ania odvol3,
Zmluvni partneri nesmua vo vztahu k tomuto
subjektu vykonat' Ziadne dalSie postupy v
ramci Klinického ski$ania okrem pripadnych
opatreni tykajucich sa dalSieho sledovania
predpisanych Protokolom, s ktorymi subjekt
skusania suhlasil. Nasledna lie¢ba subjektu,
ktora neslvisi s  Klinickym sku$anim, je
vyhradnou lekarskou zodpovednostou a
pravnou zodpovednost'ou Zmluvnych
partnerov. Zmluvni partneri ber( na vedomie,
Ze pouzitie formularu informovaného suhlasu
Hlavnym skdsajacim nezbavuje Hlavného
sku$ajuceho a Centrum zodpovednosti za
plnenie ich zakonnych, zmluvnych a inych
prisludnych povinnosti, ktoré v slvislosti s
informovanym suhlasom maju a je ich
zodpovednostou, aby tieto boli splnené.
Zmluvni partneri budd véas informovat
Novartis ak subjekt skuSania odvola svoj
sthlas alebo ak bude nesuhlasit’ s pouzitim
svojich osobnych Udajov. Zmluvné strany sa
zavazuju spolupracovat pri zohladneni
osobitnych poziadaviek subjektov skusania.

Zmluvni partneri sa zavézuju zabezpedit,
Ze subjektom sklOSania zaradenym do
Klinického skusania sa v Centre nebudu
podavat iné neregistrované lieky podla § 46
zakona o liekoch a v zmysle Vyhlasky
Ministerstva zdravotnictva SR ¢&. 507/2005
Z.z., ktorou sa upravuju podrobnosti o
povolovani terapeutického pouzitia hromadne
vyrabanych liekov, ktoré nepodliehaju
registracii, a podrobnosti o ich Ghrade na
zaklade verejného zdravotného poistenia, ani
sa vCentre nebudlu zlGCastiiovat iného
klinického skdsania, pri ktorom by subjekty
skisania dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinického
skusania bez predchadzajuceho pisomného
sthlasu Novartisu.

Ak pocas Klinického skusania v Centre
déjde k poskodeniu zdravia subjektu
ski$ania alebo k podozreniu ohladom
poskodenia zdravia subjektu skusania,
Zmluvni partneri sa zavazujui okamzite

subjects without legal capacity) one copy of
signed informed consent form. The Principal
investigator shall keep the original of such
consent and instruction in the trial subjects’
medical records. If such consent is revoked in
the course of the Clinical Trial, no further
Clinical Trial-related procedures may be
performed by the Contracting Partners with
regard to the respective trial subject, except for
any Clinical Trial-related follow-up monitoring
laid down in the Protocol and consented to by
the trial subject. Subsequent treatment of the
trial subject, which is not related to the Clinical
Trial, lies in the sole medical responsibility and
legal liability of the Contracting Partners. The
Contracting Partners acknowledge that the use
of the Informed Consent Form does not release
the Center and the Principal Investigator from
their legal, contractual or other relevant
obligations relating to informed consent, and
that it remains their responsibility to ensure that
those obligations are complied with. The
Contracting Partners shall timely inform
Novartis when a Trial Subject withdraws
consent or opposes the use of his/her personal
data. The Contracting Parties agree to
collaborate in the context of Trial Subjects’
individual requests.

2.14 The Contracting Partners shall ensure that
the trial subjects included in the Clinical
Trial do not receive other unregistered
medicinal products according to Section 46
of Pharmaceuticals Act and within the
meaning of Decree of Ministry of Health of
the SR no. 507/2005 Coll., regulating
details on authorization of the therapeutic
use of mass-produced medicines which
are not subject to registration and details of
their payment on the basis of public health
insurance, nor shall they participate in any
other clinical trial at the Center in which the
trial subjects would use medicinal products
not registered in the Slovak Republic in the
course of the Clinical Trial without the prior
written consent of Novartis.

2.15 If in the course of the Clinical Trial at the

Center trial subjects' health is harmed or if
suspicion on the adverse reactions to trial
subjects’ health occurs, the Contracting
Partners shall immediately inform Novartis
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informovat o kazdej takejto udalosti Novartis
(i) v pripade zavazného neziaduceho Uginku
a/alebo zavaznej neziaducej udalosti a/alebo
v pripadoch tehotenstva, ak take existuju,
najneskor do 24 hodin od ich zistenia a (ii) v
pripade neziaduceho Ginku a/alebo
neziaducej prihody bezodkladne v ramci
leh6t stanovenych v Protokole a inych
pokynoch danych Novartisom o hlaseni
Gdajov  tykajucich sa bezpedénosti.
Predmetné hlasenia budli  nésledne
doplnené Centrom a Hlavnym skas$ajicim
o podrobné pisomné spravy v slUlade so
vSetkymi pravnymi a regulaénymi
poziadavkami. Sucastou takého hlasenia
musi byt' tiez posudenie pri¢innej suvislosti.
O akomkolvek inom poskodeni zdravia
subjektu  sku$ania alebo akomkolvek
zavaznom poruseni Protokolu alebo
pokynov spravnej klinickej praxe musia
Zmluvni partneri informovat Novartis bez
zbyto&ného odkladu. Zmluvni partneri budd
vzdy spolupracovat s Novartisom pri jeho
hlaseniach véetkych zavaznych neziaducich
udalosti a podozreni na neziaduce Uginky
produktov alebo Skusanych liekov Statnemu
Gstavu pre kontrolu liediv, etickej komisii,
prislusnej zdravotnej poistovni
vykonavajlcej verejné zdravotné poistenie
subjektu sku$ania, pripadne prisluSnym
organom ¢lenskych statov, na ktorych izemi
sa vykonava multicentrické  klinické
skusanie, a v pripade ak to stanovuju pravne
predpisy alebo o to poziada Novartis,
poskytnu prislusnym organom aj
pozadované informécie. Zmluvni partneri su
povinni poskytovat Novartisu suéinnost’ s
plnenim povinnosti tykajucich sa hlaseni
neziaducich U¢inkov. Po vyskyte zavaznych
neziaducich udalosti, prip. aj ostatnych
neziaducich udalosti, ¢ neziaducich uginkov
uskutoéni Hlavny skasajaci po konzultacii s
Novartisom v8etky nevyhnutné opatrenia na
ochranu subjektov skuSania, ktoré suU
vystavené riziku. Centrum prostrednictvom
Hlavného skus$ajuceho zabezpedi, aby bol
subjekt skUSania v nevyhnutnej miere
informovany o v8etkych otazkach tykajucich
sa Klinického sku$ania.

Zmluvni partneri sa zavazuju bez
zbytoéného odkladu zodpovedat vSetky
otazky Novartisu alebo 0sdb poverenych
Novartisom tykajice sa dokumentacie
neZziaducej udalosti. Toto zahffa najma
aktivne nasledné sledovanie a objasnenie
prislusnych nezrovnalosti v hlaseniach
neziaducich udalosti a udalosti tehotenstva.
Na Ugel hlasenia nezZiaducich udalosti a
udalosti tehotenstva st Zmluvni partneri

of any such event (i) in case of any serious
adverse effect and/or serious adverse
events and/or, if applicable, in case of
pregnancy, within 24 hours after becoming
aware of such events and reactions, 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 Novartis. The Center
and Principal Investigator shall
subsequently supplement the reports with
detailed written statement in accordance
with all legal and regulatory requirements.
Such reporting must also include an
assessment of causality. Any other harm to
health of trial subjects or any serious
breach of the Protocol or good clinical
practice guidelines must be reported to
Novartis without undue delay. The
Contracting Partners will always cooperate
with Novartis in its reports of all serious
adverse events and adverse effect
suspected of products or medicines to
State Institute for Drug Control, the Ethics
Committee, the relevant health insurance
company performing public health
insurance of trial subjects, or the
competent authorities of the Member
States in whose territory is performed the
multicentre clinical trial, and in case it is
stipulated by the legislation or required by
Novartis, will provide to the relevant
authorities also requested information. The
Contracting Partners are obliged to
cooperate with Novartis with the reporting
of adverse effects. Following the
occurrence of serious adverse events,
event. also other adverse events, or
adverse reactions, the Principal
Investigator, after having consulted
Novartis, shall take all measures
necessary in order to protect the Trial
Subjects exposed to risk. At the same time,
the Centrum shall ensure through the
Principal Investigator that the trial subject
is informed of all issues related to the
Clinical Trial to the necessary extent.

2.16The Contracting Partners agree to immediately
answer any questions of Novartis or persons
authorized by Novartis 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 Novartis, if applicable.
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povinni pouzivat formulare poskytnuté
Novartisom, ak také existuju.

2.17. Pocas a po skon¢eni Klinického skusania

sa zavazuji Zmluvni partneri predloZit
Novartisu vsSetky dokumenty prijaté od
statnych organov, etickych komisii a/alebo
prislusnych regulaénych organov tykajuce sa
akychkolvek suhlasov alebo povoleni alebo
prisludnej komunikacie o bezpeénosti vo
vztahu ku Klinickému skisaniu do 24 hodin
od ich obdrzania. Zodpovednost za styk a
rokovanie s etickou komisiou a Statnym
Ustavom pre kontrolu lie€iv prebera v ramci
tohto Klinického skisania Novartis, pokial nie
je vtejto Zmluve alebo Zmluvnymi stranami
dohodnuté v konkrétnom pripade inak.
Uchovavanie dokumentacie a podavanie
sprav sa riadi touto Zmluvou, jej prilohami,
dals§imi dokumentmi, na ktoré Zmluva
odkazuje, a vSeobecne zavaznymi predpismi.

2.18. Zmiuvni partneri sa zavazujl pouzivat

Skusany liek vyluéne na Gcely vykonavania
Klinického skusania a iba spdsobom
§pecifikovanym v Protokole. Zmluvni partneri
sl zodpovedni za riadne prijimanie,
pouzivanie, nakladanie, skladovanie,
podavanie a vedenie ddkladnej a presnej
evidencie zaobchadzania so Skusanym
liekom v priebehu Klinického skusania v
stulade s poziadavkami spravnej Kklinickej
praxe, spravnej lekarenskej
praxe, Protokolom a ostatnymi prislusnymi
pravnymi predpismi. Zmluvni partneri su
povinni na poziadanie Novartisu alebo
opravnenych $tatnych alebo zahraniCnych
organov vyssie uvedenu evidenciu
spristupnit. V evidencii musi byt uvedeny
datum, druh amnoZstvo  vydaného,
pouzitého, prip. vrateného Skusaného lieku
s uvedenim oséb, ktoré ich vydali alebo
subjektov ski$ania, ktorym bol Skasany liek
vydany alebo podany, aby bolo mozné
kedykolvek spatne dohladat pouzitie
kazdého balenia. V pripade, ak sa to pri
Klinickom skuSani vyzaduje, mozu byt Udaje
tykajlce sa subjektov skusania zaznamenané
v kédovanej forme. Naviac sa Zmluvni
partneri zavazuju vratit alebo zabezpedit
riadnu likvidaciu nepouzitého Skdsaného
lieku, ak si Novartis likvidaciu vyziadal (na
naklady Novartisu), a tuto likvidaciu riadne
zdokumentovat. V pripade natatého a
nespotrebovaného Sku$aného lieku, ktorého
forma podania je infuzia, zaistia Zmluvni
partneri likvidaciu ihned po priprave &i Uprave
Skusaného lieku. Po ukonéeni Klinického
skdSania vrati Centrum / Hlavny skdsajici
vSetok zvysny Skusany liek Novartisu a poda

2.17During and after completion of the Clinical Trial,

the Contracting Partners shall submit to
Novartis 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 Clinical Trial
within 24 hours following their receipt. Unless
agreed otherwise in this Agreement or by the
Contracting parties for a specific occasion,
Novartis accepts responsibility for the liaison
and negotiations with the Ethics Committee
and State [nstitute for Drug Control during this
Clinical Trial. Maintenance of documentation
and reporting are governed by this Agreement,
annexes hereto and other documents to which
this Agreement refers and generally binding
regulations.

2.18The Contracting Partners agree to use the

Investigational medicinal product exclusively
for the purposes of conducting the Clinical Trial
and only as specified in the Protocol. The
Contracting Partners are responsible for the
proper receipt, use, handling, storage,
administration and keeping detailed and
accurate records of handling of the
Investigational medicinal product in the course
of the Clinical Trial pursuant to the
requirements of good clinical practice, good
pharmacy practice, Protocol and other
applicable legislation. Contracting Partners
shall make such records available upon
request by Novartis or competent state or
foreign authorities. These records must contain
date, type and amount of dispensed, used or
returned Investigational medicinal product as
well as persons who dispensed them or Trial
Subjects to whom this Investigational medicinal
product has been dispensed or administered,
so that the use of each package can be traced
back any time. If required during the Clinical
Trial, the data regarding Trial Subjects can be
recorded in encoded form. The Contracting
Partners agree to return any unused
Investigational medicinal productor properly
liquidate any unused Investigational medicinal
product, provided that Novartis requested such
liquidation (at the expense of Novartis), and
properly document such liquidation. The
Contracting Partners shall immediately
liquidate any unfinished or unused
Investigational medicinal product administered
by infusion immediately after its preparation or
modification. After completion of the Clinical
Trial, the Center/Principal Investigator shall
return any remaining Investigational medicinal
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vysvetlenie (ak sa to vyZaduje, pisomne)
ohladom mnozZstva a druhu Skusaného lieku,
ktory bol zni¢eny alebo chyba. Ak sa tak
nestane, Novartis je opravneny vyuctovat
Centru naklady na v8etok Skasany liek, ktory
podla podpisaného protokolu o jeho
odovzdani a prevzati nebol pouzity v stiade s
touto Zmluvou alebo nebol vrateny Novartisu.
Tym nebude dotknuta akakolvek ina pravna
zodpovednost Centra za neopravnené
nakladanie so Skusanym liekom a spdsobent
Skodu.

2.19. Centrum sa tymto zavazuje zabezpeCit

uskladnenie, pripravu, kontrolu a distribdciu
Skasaného lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vSeobecne
zavaznymi pravnymi predpismi a v sulade so
véetkymi ustanoveniami pokynov pre klinické
skuganie liekov Statneho ustavu pre kontrolu
lieGiv. Zmluvni partneri nebudd vyZzadovat
zaplatenie Skusaného lieku alebo akejkolvek
sluzby hradenej Novartisom podla tejto
Zmluvy od subjektu sku$ania alebo od tretej
strany, ako je napriklad zdravotna poistovia.

2.20. Centrum sa zavazuje menovat

dostatodny podet zastupcov, ktori splfiaju
kvalifikatné poZiadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta
v zmysle zakona ¢&. 578/2004 Z.z, o
poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a
doplnen{ niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
viady &. 296/2010 Z.z. o odbornej spdsobilosti
na vykon zdravotnickeho povolania, spdsobe
dalsieho vzdelavania zdravotnickych
pracovnikov, sustave $pecializaénych
odborov a sustave certifikovanych
pracovnych ¢innosti, v zneni neskorsich
predpisov. Tito zastupcovia budi zodpovedni
za nakladanie so Skusanym liekom a za
vedenie sUvisiacich zaznamov a
dokumentacie. |hned po vymenovani tohto
zastupcu alebo zastupcov, oznami Centrum
Novartisu pisomne meno a priezvisko
poverenych os6b  spolu s prislusnymi
kontaktnymi informaciami.

2.21. Hlavny sku$ajlici sa zavazuje odoberat

Skisany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotlivd
navstevu subjektu skdsania.

products to Novartis with the explanation (in
writing, if so required) of the amount and type
of the Investigational medicinal products that
have been destroyed or are missing. If this
does not happen, Novartis is entitled to charge
the Center for the costs of all Investigational
medicinal products that pursuant to the signed
protocol on their handover and takeover have
not been used in accordance with this
Agreement or have not been returned to
Novartis. This is without prejudice to any other
legal responsibility of the Center for any
improper handling of the Investigational
medicinal products and for any caused
damage.

2.19The Center hereby agrees to ensure that the

Investigational medicinal product 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 subject or
third party, such as a health insurance
company, for the Investigational medicinal
product or for any services paid for by Novartis
under this Agreement.

2.20The 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 Investigational medicinal product
and for keeping related records and
documentation. Immediately after the
appointment of the representative(s), the
Center shall notify Novartis in writing about the
first and last name and contact details of such
appointees.

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

222, Kedykolvek o to Novartis poziada,

zavazuju sa Zmluvni partneri podat’ hlasenie
o postupe v Klinickom skusani v Centre
vratane Udajov o zaradovani subjektov
skusania. Hlavny sku$ajlci sa je povinny za
tymto Ucelom stretnit so zastupcami
Novartisu a poskytnat im potrebné informacie
a zaznamy.

skusajuci je povinny
zhromazdovat Udaje a vkladat ich do do 5 dni
od ich wvytvorenia do elektronickych
zaznamovych listov (d'alej len “CRF") v sulade
s nalezitostami stanovenymi v Protokole.
Hlavny skuSajuci zaisti spravne, Uplne,
gitatelné a v€asné zaznamenavanie Udajov
opatrené prisluSnym datumom a podpisom v
zaznamoch subjektov skusania a vo vsetkych
poskytovanych spravach. Hlavny ski$ajlci sa
zavazuje pravidelne odovzdavat Novartisu
CRF a vSetku dokumentaciu vyZadovanu
Protokolom, aby ich Novartis mohol priamo
alebo prostrednictvom iného  subjektu
priebezne spracovavat. Pokial sa nedohodlo
inak, vdetky zaznamy (najma av$ak nie
vyluéne CRF zaznamy, zaznamy tykajlce sa
identifikacie subjektu skusania, zdravotné
zaznamy, laboratorne testy atd.) pri ktorych
Novartis alebo CRO vyzaduje, aby im boli
predloZzené Zmluvnym partnerom, buda mat
formu, ktord stanovi Novartis. Zmluvni
partneri budu dbat na to, aby zadznamy boli
vyplnené kompletne a v sulade s Protokolom.
Kazdé hlasenie/zaznam/spravu musi Hlavny
skuSajici schvalit a podpisat. Toto
schvalenie sa nemdze bezddvodne zdrziavat.
Centrum ruéi za to, ze v8etky CRF zdznamy
predloZzené Novartisu budd pravdivé, Gplné a
spravne, a Ze budl presne vyjadrovat
vysledky Klinického sksania. Centrum na
poziadanie predloZi tieto zaznamy alebo ich
kopie Novartisu alebo Statnemu Ustavu pre
kontrolu lie€iv. Tieto zaznamy maja v
primeranej miere dbverny charakter. V
pripade omeskania dlh§om ako 10
pracovnych dni s vkladanim udajov je
Novartis opravneny, na zaklade pisomného
oznamenia doru¢eného Hlavnému
skuSajucemu, zastavit’ zaradovanie subjektov
skusania Hlavnym sku$ajucim az do doby,
kedy bude vkladanie Udajov aktualizované.
Pokial bude mat' toto za nasledok omeskanie
v zaradovani subjektov ska$ania, Novartisu
prinalezia prava stanovené v ¢l 12.4 tejto
Zmluvy. V lehote 5 pracovnych dni po
oSetreni posledného zo subjektov skusania
musi byt dokonCené vloZenie vsSetkych
zostavajucich CRF, slvisiacej dokumentacie
a takisto nepouzité CRF v listinnej podobe, ak
také existuju, musia byt odovzdané Novartisu

The Contracting Partners agree to report
on the progress of the Clinical Trial at the
Center, including information about the
enrolment of trial subjects, upon the Novartis’
request. Principal Investigator shall for this
purpose meet with Novartis’ representatives
and provide them with necessary information
and records.

The Principal Investigator must collect data
and enter them within within 5 days of their
generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in
the Protocol. The Principal Investigator shall
ensure correct, complete, legible and timely
recording of data, accompanied by the relevant
date and signature, in the records of the Trial
Subjects and all submitted reports. The
Principal Investigator agrees to regularly
forward CRFs and any documentation required
in the Protocol to Novartis so that Novartis
could process them directly or through another
entity on a continuous basis. Unless agreed
otherwise, all records (namely but not
exclusively CRFs, Trial Subjects’ identification,
medical notes, laboratory tests etc.) required
from the Contracting Partner by Novartis or
CRO shall have the form prescribed by
Novartis. The Contracting Partners shall
ensure that the records are filled out completely
and in accordance with the Protocol. Each
report must be approved and signed by the
Principal Investigator. Such approval should
not be unreasonably withheld. The Center
warrants that all CRF records submitted to
Novartis shall be truthful, complete and correct
and that they exactly reflect the results of the
Clinical Trial. Upon request, the Center shall
submit such records or their copies to Novartis
or the State Institute for Drug Control. These
records are confidential in nature, as
appropriate. In case of a delay with data
entering for more than 10 working days,
Novartis shall have the right by giving written
notice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date. If
this results in a delay with recruiting trial
subjects, Novartis shall have the rights set forth
in Article 12.4 of this Agreement. Within five
working days of the last trial subject's
treatment, all outstanding CRFs must be
entered and related documentation as well as
unused paper CRFs, if applicable, must be
forwarded to Novartis or destroyed upon
Novartis’ request. The Contracting Partners
agree to assist in promptly clarifying any
questions concerning CRF data and to address
and answer such questions within [five (5)]
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alebo na poziadanie Novartisu zniCené.
Zmluvni partneri sa zavazuji poskytovat
studinnost pri  bezodkladnom objasfiovani
akychkolvek otazok tykajucich sa udajov v
CRF a venovat sa tymto otdzkam a
zodpovedat ich najneskdr v lehote [5 (piatich)]
pracovnych dni. Novartis mdze pozadovat
odpovede aj v kratSom Casovom Useku s
ohladom na kliu¢ové S$tadia  Klinického
skUsania, ako napr. Cista databaza. Zmluvni
partneri sa dalej na Ziadost Novartisu
zavazuju poskytovat’ primerand sacéinnost' pri
priprave celkovej spravy o Klinickom skasani.
Centrum zabezpeéi, Zze CRF nebudu
pristupné nikomu inému ako Clenom
§tudijného timu a Hlavnému skusajucemu a
pristup k nim, ak budu v elektronickej podobe,
bude chraneny pristupovym menom a
heslom.

2.24. Hlavny skusajlci je povinny zabezpecit,

Z?e vsetky CRF poskytnuté Novartisu s
pravdivo, presne a riadne vyplnené a Ze su
vernym odrazom skuto¢nych vysledkov
Klinického skusania. Hlavny skusajuci sa tiez
zavazuje odovzdat Novartisu kopie vetkych
sprav, vratane véetkych aktualizacii a zmien,
ktoré si vyziadala eticka komisia.

2.25. Centrum sa zavdzuje uchovavat vSetku

elektronickt aj inG dokumentaciu, vratane
zdrojovej dokumentacie a zlozky
Skusajlceho, zoznamu identifikaénych kédov
subjektov skuSania a zdravotnej
dokumentacie subjektov ski8ania
vztahujlicej sa ku Klinickému sku$aniu, ktoré
sl vyzadované na zaklade ICH predpisov a
ostatnych prislusnych pravnych predpisov
upravujucich  vykonavanie Klinického
skusania, po dlhsej z nasledujucich dvoch
déb: 1) dvadsat (20) rokov po skon&eni alebo
preruseni  Klinického skusania alebo 2)
aktukolvek dlh8iu dobu pre archivaciu
dokumentacie stanovenu prislugnymi
pravnymi predpismi. Dokumentacia o
Klinickom sku$ani musi byt uchovavana na
vhodnom mieste a vhodnym spdsobom a
Centrum je povinné viest' zaznamy o mieste,
kde je dokumentacia o Klinickom sku$ani
uchovavana, aby tato bola na poziadanie k
dispozicii na poziadanie  povereného
zastupcu Novartisu, etickej komisie, auditora
alebo prislusnych statnych organov. Centrum
je povinné Novartis informovat' v pripade, Ze
planuje archivovat dokumentaciu o Klinickom
skusani v inych priestoroch ako su tie, ku
ktorym ma Centrum vlastnicke alebo iné
uzivacie pravo. Vpripade platobnej
neschopnosti alebo konkurzu Centra sa
Centrum zavazuje bezodkladne informovat

2.24

2.25

working days. Novartis may request answers
sooner than that due to key Clinical Trial
milestones, such as a clean database.
Furthermore, the Contracting Partners agree to
reasonably assist in preparing the overall
Clinical Trial report upon the Novartis’ request.
The Center shall ensure that CRFs shall not be
available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they
are in electronic form, shall be protected by
user name and password.

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

The Center shall keep all electronic and
other documents, including without limitation,
source documents and the Investigator's files,
list of the trial subjects identification numbers
and trial subjects health documentation related
to the Clinical Trial required by ICH guidelines
and applicable laws regulating Clinical Trial
performance for the longer of the two following
periods: 1) twenty (20) years after the end or
suspension of the Clinical Trial or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Clinical Trial
documentation must be kept in a suitable
location and manner, and the Center must
keep record of the location where Clinical Trial
documentation is stored to ensure that it is
available upon the request of the Novartis’
appointed representative, the  ethics
committee, an auditor or competent authorities.
The Center must notify Novartis in the event
that the Center plans to archive Clinical Trial
documentation outside of its own premises to
which the Center has proprietary or other right
of use. In the event of the insolvency or
bankruptcy of the Center, the Center
undertakes to promptly notify Novartis and
follow Novartis' instructions to transmit all
copies of such records to a designated vendor
or off-site archiving facility at Novartis’
expense.
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spolo¢nost Novartis a postupovat podla
pokynov spoloénosti Novartis, aby vSetky
kopie takychto zaznamov odoslala uréenému
dodavatelovi alebo externému archivaénému
zariadeniu na naklady spolo¢nosti Novartis.

2.26. Zmluvni partneri su si vedomi, Ze

Novartis alebo v jeho mene ftretia strana
dbékladne monitoruje vykonavanie Klinického
skusania a pravidelne navstevuje Centrum.
Zmluvni partneri sa zavazuji primerane
podporovat tieto monitorovacie aktivity,
vratane ale bez obmedzenia, poskytnutim
pristupu poverenému zastupcovi Novartisu
do priestorov, v ktorych sa vykonava Klinické
skis$anie a k iidajom podla potreby a dalej sa
zavazuju spolupracovat s Novartisom alebo
prisluSnou tretou stranou v tomto ohlade. Na
Ziadost Novartisu st Hlavny skusajici a
Clenovia $tudijného timu povinni sa z(&astnit
osobnej diskusie.

2.27. Novartis a $tatne organy, ako je napr.

Urad Spojenych statov americkych pre
potraviny a lieky (d'alej len “FDA”") majl pravo
vykonavat audit alebo kontrolu zaznamov
Zmluvnych partnerov, ktorychkolvek inych
dokumentacii a priestorov suvisiacich s
vykonavanim Klinického sku$ania, a to
kedykolvek v priebehu a / alebo po dobu 25
rokov po skonéeni Klinického skisania a bez
akychkolvek narokov Zmluvnych partnerov
na zvlastne finanéné pinenie. Takyto audit
alebo kontrolu je Novartis povinny primerane
vopred ohlasit v pripade, Ze je vykonavany
Novartisom. Zmluvni partneri sU povinni
poskytovat Novartisu, nim poverenym
zastupcom alebo vSetkym $tatnym organom
sucinnost pri plneni ich Gloh v sllade s
Protokolom a podniknut v8etky primerané
kroky pozadované Novartisom alebo $tatnymi
organmi na UCely odstranenia nedostatkov
zistenych poc¢as auditu alebo kontroly.

2.28.  Zmluvni Partneri bud(l spolupracovat s

Novartisom a s kvalifikovanymi osobami,
ktoré poveril Novartis alebo CRO (ak existuje)
pri  vykonavani monitorovania a/alebo
dohfadu tymito osobami nad priebehom
Klinického skusania, a to za UG&elom
preverenia &i je Klinické skisanie vykonavané
v sulade s Protokolom, Zmluvou, platnymi
pravnymi predpismi a zasadami Spravnej
klinickej praxe ako aj za (¢elom preverenia
presnosti informacii ziskanych v priebehu
Klinického skud$ania. Zmluvni  Partneri
predovsetkym zabezpeéia alebo poskytni
kazdej z tychto vy$Sie uvedenych o0sdb
pristup na v8etky pracoviska, na ktorych sa

227

2.26The Contracting Partners understand that

Novartis or a third party on behalf of Novartis
closely monitors the performance of the
Clinical Trial and regularly visits the Center.
The Contracting Partners agree to
appropriately  support such  monitoring
activities, including without limitation, by
providing the Novartis’ appointed
representative with access to the facilities in
which the Clinical Trial is being conducted and
data as necessary and further agree to
cooperate with Novartis or the relevant third
party in this regard. The Principal Investigator
and Clinical Trial Team Members must
participate in personal discussions upon the
request of Novartis.

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

The Contracting Partners shall cooperate
with Novartis and qualified persons appointed
by Novartis or CRO (if any) while monitoring or
overseeing the course of the Clinical Trial in
order to verify whether the Clinical Trial is
conducted in accordance with the Protocol,
Agreement, applicable laws and regulations
and principles of good clinical practice, as well
as in order to verify the accuracy of information
collected in course of the Clinical Trial. The
Contracting Partners shall in particular ensure
or provide to each of such persons access to
all sites where the Clinical Trial is conducted in
order to inspect them, as well as access to all
records maintained for the needs of the Clinical
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Klinické skU$anie vykonava za Ucelom ich
kontroly ako aj ku véetkym zaznamom, ktoré
sa uchovavaji pre potreby Klinického
sku$ania, za U¢elom preverovania, kontroly a
kopirovania udajov, dokumentov a informacii
tykajucich sa Klinického ski$ania. V miere, v
ktorej to Zmluvnym partnerom pravne
predpisy dovoluja, Zmluvni partneri umoZznia
Novartisu resp. jeho poverenym osobam
alebo osobam poverenym CRO (ak existuje)
pristup ku véetkym zdznamom tykajucim sa
subjektov skusania a v potrebnej miere im tiez
umoznia kontrolu zaznamov tykajucich sa
Klinického skusania. Centrum zabezpeéi, aby
Hlavny Skusajuci a/alebo Clenovia $tudijného
timu boli Novartisu resp. jeho poverenym
osobam alebo osobam poverenym CRO (ak
existuje), k dispozicii po&as uvedeného
monitorovania/vykonavania kontroly, a to za
Utelom prediskutovania vy$sie uvedenych
zadznamov, Udajov a informécii a pripadného
odstranenia akychkolvek pochybnosti s nimi
suvisiacimi. Centrum umozni audit
dodrziavania najma Protokolu, Zmiuvy,
prislu§nych pravnych predpisov a zasad
Spravnej klinickej praxe na pracovisku a v
priestoroch skladovania Skusaného lieku,
Vybavenia & uz auditormi Novartisu alebo
predstavitelmi dozorného organu ktorejkolvek
krajiny, kde sa uvazuje o registracii
Skusaného lieku alebo kde je registrovany
Skusany liek, a to aj po skon&eni platnosti
tejto  Zmluvy. Zmluvni partneri vytvoria
prislusnému dozornému organu podmienky
na vykonanie auditu a poskytne mu potrebnu
suginnost. Zmluvni partneri predovdetkym
zabezpedia alebo poskytnu prislusnému
dozornému organu pristup ku zdznamom,
ktoré sa uchovavaji pre potreby Klinického
skugania za U¢elom preverovania, kontroly a
kopirovania Udajov, dokumentov a informacii
tykajlcich sa Klinického ski$ania. V miere, v
ktorej to Zmluvnym partnerom pravne
predpisy dovoluji, Zmluvni partneri umoznia
prislusnému dozornému organu pristup ku
véetkym zadznamom tykajucim sa subjektov
sk$ania a v potrebnej miere mu tiez umoznia
kontrolu zaznamov tykajucich sa Klinického
skisania. Centrum zabezpeéi, aby Hlavny
skusajlci a/alebo Clenovia $tudijného timu
boli prislu§nému dozornému organu K
dispozicii potas in8pekcie/auditu, a to za
Uéelom prediskutovania vyssie uvedenych
zaznamov, Udajov a informécii a pripadneho
odstranenia akychkolvek pochybnosti s nimi
sUvisiacimi.

2.29. Zmluvni Partneri budd Novartis okamzite,

najneskdr v8ak do 24 hodin, informovat v
pripade, Ze kompetentny dozorny organ

Trial in order to verify, inspect and copy the
data, documents and information relating to the
Clinical Trial. To the extent allowed to the
Contracting Partners by legal regulations, the
Contracting Partners shall allow Novartis,
event. its authorized representatives or
persons authorized by CRO (if any) access to
all records pertaining to the Trial Subjects and
to the necessary extent allow them inspecting
records related to the Clinical Trial. The Center
shall ensure that the Principal Investigator
and/or Clinical Trial Team Members are
available for Novartis and its authorized
representatives or persons authorized by CRO
(f any) during the above-mentioned
inspection/audit in order to discuss such
records, data and information and to resolve
any questions relating to such records, data
and information. The Center shall allow
auditing the observance of namely the
Protocol, Agreement, applicable laws and
principles of good clinical practice at the site
and in the premises where the Investigational
medicinal product, Equipment is kept, either by
the auditors of Novartis or representatives of
the supervising authority of any country where
registration of the Investigational medicinal
product is contemplated or where the
Investigational medicinal product is registered,
and that even after expiry of this Agreement.
The Contracting Partners shall create
conditions for the competent supervising
authority to enable it the performance of audit
and shall provide it with relevant assistance.
The Contracting Partners shall in particular
ensure or provide to competent supervising
authority access to records maintained for the
needs of the Clinical Trial in order to verify,
inspect and copy the data, documents and
information relating to the Clinical Trial. To the
extent allowed to the Contracting Partners by
legal regulations, the Contracting Partners
shall allow competent supervising authority
access to all records pertaining to the Trial
Subjects and to the necessary extent allow
them inspecting records related to the Clinical
Trial. The Center shall ensure that the Principal
Investigator and/or Clinical Trial Team
Members are available for competent
supervising authority during the above-
mentioned inspection/audit in order to discuss
such records, data and information and to
resolve any questions relating to such records,
data and information.

2.29The Contracting Partners shall inform Novartis

immediately, but not later than within 24 hours,
if any competent supervising authority plans an
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planuje, pripadne uz neplanovane zaéne,
vykonavanie inSpekcie/auditu a poskytnu
Novartisu képie akychkolvek pisomnosti
vypracovanych dozornym organom, ktoré s
vysledkom takejto inSpekcie/auditu, a to
ihned po ich obdrzani. Zmluvni Partneri
vyvinl v8etku snahu, aby ziskali pre Novartis
povolenie z(&astnit sa takejto
inSpekcie/auditu a v pripade, Ze to nebude
mozné sU povinni zabezpedit véasné a
nepretrzité informovanie Novartisu o priebehu
danej inSpekcie/auditu.

2.30.  Zmluvni Partneri sa zavazuju uskutoénit

akékolvek primerané kroky vyzadované zo
strany  Novartisu a/alebo  prislusného
dozorného organu za U&elom odstranenia
nedostatkov zistenych pocas auditu alebo
inSpekcie, pokial ich mozno rozumne
pozadovat. Novartis bude mat zarovefi pravo
preskimat a  odsUhlasit  akékolvek
pisomnosti urcené kompetentnému
dozornému organu vypracované v reakcii na
inSpekciu/audit zo strany takéhoto dozorného
organu, a to predtym ako takuto pisomnost
Zmluvni partneri tomuto dozornému organu
predloZia. Novartis sa zavazuje vyuzit
uvedené pravo na preskimanie a
odsUhlasenie pisomnosti v primeranej lehote
tak, aby Zmluvni Partneri boli schopni spinit
stanovené lehoty na reakciu.

2.31.  Zmluvni partneri sa zavazuju, Ze pocas a

po skon¢eni Klinického ski$ania umoznia a
bud podporovat véetky kontroly
zodpovednych  Statnych  organov  bez
akychkolvek narokov na osobitni odmenu &i
nahradu.

2.32.  Zmluvni partneri nesmu vedome vyuzivat

sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto
sluZieb zakézané FDA alebo ktorymkolvek
inym  prislusnym organom v priebehu
vykonavania Klinického skusania. Zmluvni
partneri dalej zavazne vyhlasujd, Z2e podla ich
vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zOcastfuju vykonavania Klinického skusania,
nebolo zakazané vykonavat ¢innosti, ktoré su
vykonavané v ramci Klinického skusania, zo
strany FDA alebo iného organu, ani podla ich
najlepsieho vedomia v sti¢asnosti neprebieha
Ziadne konanie tykajuce sa takéhoto zakazu
vo vztahu k tymto osobam, najma na zaklade
nasledujlcich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (ii) Hlavy 21
Code of Federal Regulation § 312.70 a/alebo
(i) § 306 pism. a) alebo b) Federalneho
zakona Spojenych $tatov  americkych

inspection/audit or starts any unplanned
inspection and shall provide Novartis with
copies of any documents elaborated by the
supervising authority, which result from such
inspection/audit, immediately after they have
obtained such documents. Contracting
Partners shall use their best efforts to obtain
approval for Novartis or its agents to be present
at the inspection/audit or otherwise keep
Novartis timely and constantly informed of the
progress.

2.30The Contracting Partners undertake to take

any appropriate steps required by Novartis
and/or competent supervising authority in order
to remove any deficiencies discovered during
the audit or inspection. At the same time,
Novartis shall have the right to inspect and
approve any documents intended for the
competent supervising authority, which have
been prepared in response to an
inspection/audit by such supervising authority,
before the Contracting Partners submit such
document to the supervising authority. Novartis
is obliged to exercise presented right to inspect
and approve any documents within a
reasonable period so that the Contracting
Partners shall be able to meet the established
response deadlines.

2.31The Contracting Partners shall, during and

after the Clinical Trial, allow and support any
inspections of responsible authorities without
any right to special payment or reimbursement.

The Contracting Partners may not
knowingly use the services, regardless of their
volume, of any person prohibited to provide
such services by the FDA or any other
competent authority in the course of the Clinical
Trial. Furthermore, the Contracting Partners
represent and warrant that, as far as they
know, neither them nor their employees,
agents or representatives, who are involved in
the Clinical Trial, have been prohibited by the
FDA or any other competent authority to
perform the activities that are performed during
the Clinical Trial, nor that they are currently, to
the best of their knowledge, the subject of
proceedings concerning such prohibition by the
FDA or any other authority, in particular on the
basis of following legislative acts (i) United
States 21 U.S.C. Section 335a and (ii) Title 21
Code of Federal Regulation, Section 312.70
and/or (iii) Sec. 306 letter a) or b) of the Federal
Food, Drug and Cosmetic Act of the United
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o kontrole potravin, liekov a kozmetickych
pripravkov. Zmluvni partneri sa zavazuju v
priebehu Klinického ski$ania a po dobu 3
rokov po jeho ukonéeni ihned informovat
Novartis, ak sa dozvedia, Ze sa zatne takéto
konanie vo vztahu k Hlavnému skasajucemu,
Centru ¢&i jeho zamestnancovi. Zmluvni
partneri dalej zaru¢uji a zavazuju sa, Ze
podla ich vedomosti nie sU subjektom
predchadzajucich ani prebiehajucich
vySetrovani, vyziev, upozorneni alebo
nepodliehaji vykonu rozhodnuti organov
Statnej spravy vztahujucich sa ku klinickym
skiskam, ktoré by neboli oznamené
Novartisu. V pripade, Ze nastane skutoénost
podla predchadzajlicej vety vo vztahu ku
Klinickému skuganiu, Zmluvni partneri to bez
zbyto¢ného odkladu oznamia Novartisu.

2.33.  Zmluvni Partneri prehlasuju a zavazujl

sa, ze zo strany prislugnych $tatnych organov
sa u nich v minulosti ani v suéasnosti
neuskutoénilo/neuskutocfiuje  vySetrovanie
alalebo nuteny vykon rozhodnutia ktoré by
suviseli s vykonavani klinickych skusani alebo
im zo strany tychto organov nebolo/nie je
udelené upozornenie/varovanie, ktoré by
stviselo s vykonavanim kiinickych skasani
(dalej spolo¢ne len ,Zasah prislusného
organu), o ktorych by Novartis nemal
vedomost. Zmiuvni partneri sa zavazujd
bezodkladne  informovat  Novartis o
skuto&nosti, Ze im bol ohlaseny vykon Zasahu

prislusného  orgdnu v  slvislosti s
dodrziavanim etickych, vedeckych,
regulaénych $tandardov upravujlcich

vedenie klinickych skusani alebo Ze uz takyto
Zasah prislusného organu u nich prebieha, a
to v pripadoch ak sa tento Zasah prislusného
organu tyka skutoénosti a ¢innosti, ktoré
nastali pred alebo potas doby vykonavania
Klinického skigania podla tejto Zmluvy.

2.34.  Zmluvni partneri potvrdzuju a zavazuju

sa, Ze nie sU vzajomne ani vo vztahu k
Novartisu v konflikte zaujmov, ktory by
znemoziioval alebo ovplyviioval vykon ich
¢innosti podfa tejto Zmluvy. Zmluvni partneri
dalej prehlasuji a zavazuju sa, Ze budu
Novartis bezodkladne informovat ak by takyto
konflikt zaujmov poéas platnosti tejto Zmluvy
nastal a taktiez prehlasuju a zavazuju sa, ze
vykonom ich ¢innosti podla tejto Zmluvy
neporudujd ziadnu zmluvu, ktord pripadne
maj( uzatvorenu s inou tretou osobou.

2.35.  Zmluvni partneri sa zavazuju zabezpecit,

Ze Hlavny ska$ajuci ako aj vSetci Skusajuci
zu¢astneni na Klinickom skU$ani poskytnd
Novartisu alebo nim uréenej osobe

States of America. During the Clinical Trial and
for a period of 3 years after its completion, the
Contracting Partners agree to promptly notify
Novartis about any such proceedings initiated
against the Principal Investigator, the Center or
its employees. Furthermore, the Contracting
Partners represent and warrant that, as far as
they know, they are not the subject of any past
or current investigations, inquiries, warnings or
enforced decisions of public administration
authorities that concern the clinical trial and
have not been disclosed to Novartis. The
Contracting Partners shall notify Novartis about
the fact described in the previous sentence
without undue delay.

2.33The Contracting Partners certify and warrant

that they are not the subject of any past or
pending governmental or regulatory
investigation, inquiry, warning, or enforcement
action (hereinafter collectively referred to as
“Competent Authority Action”) related to
their conduct of clinical trials that has not been
disclosed to Novartis. The Contracting
Partners will notify Novartis promptly if it
receives notice of or becomes the subject of
any Competent Authority Action regarding their
compliance with ethical, scientific, or regulatory
standards for the conduct of clinical trials, if the
Competent Authority Action relates to events or
activities that occurred prior to or during the
period in which the Clinical Trial under this
Agreement was conducted.

2.34The Contracting Partners confirm and warrant

that there is no conflict of interests between
them or between them and Novartis that would
inhibit or affect their performance of the work
specified in this Agreement. The Contracting
Partners further certify and warrant that they
will promptly inform Novartis in the event any
conflict of interests arises during the
performance of this Agreement and certify and
warrant that their performance hereunder does
not violate any other agreement they may have
with any other third party.

2.35As the case may be, the Contracting Partners

shall ensure that the Principal Investigator and
all Investigators involved in the Clinical Trial
provide Novartis or its designee with the
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zverejnenie finanénych informacii, ktoré
podla 21 CFR, ¢asti 54 vyzaduje FDA, atona
takych formularoch, ktoré im doda alebo
schvali Novartis alebo nim uréend osoba.
Pocas platnosti tejto Zmluvy ako aj jeden (1)
rok po ukon¢eni Zmluvy, sa Zmluvni partneri
zavazuju poskytnut suc¢innost
Novartisu/Zadavatelovi alebo nim uréenym
osobam v ziskani aktualizovanych vyssie
uvedenych formularov.

2.36. Vo vsetkych materidloch tykajucich sa

¢innosti podia tejto Zmluvy, ktoré su uréené
externému publiku sa Hlavny sku$ajuci
zavazuje zverejnit/uviest/spomenut’:

a) 2e spoloénost Novartis vyuZiva
Hlavného skusajuceho na vykon
odbornych ¢innosti  sUvisiacich s
vykonavanim Klinického sku$ania a

b) akékolvek iné vztahy medzi
Novartisom a Hlavnym skdsajucim,
ktorych
zverejnenie/uvedenie/spomenutie
by rozumna a moralna osoba
povazovala za hodné
zverejnenia/uvedenia/spomenutia

2.37. V pripade, 2e Hlavny skuSajuci v

priecbehu  Klinického  skdsania  ukonci
pracovnopravny vztah s Centrom, Centrum je
povinné o tejto skutoénosti informovat
Novartis bezodkladne potom, ako sa o tom
dozvie, a sucasne navrhnitf riadne
kvalifikovani osobu ako nového hlavného
skus$ajuceho. Novartis ma pravo podat
namietku vo i novému hlavnému
ski8ajucemu. Centrum sa zavazuje s
vynalozenim maximalneho Usilia pozadovat
po novom hlavnom sku$ajucom, aby sa
pisomne zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Novartis nie su schopni dohodnut sa na
osobe nového hlavného skusajuceho alebo
ak novy hlavny skus$ajuci nie je ochotny
zaviazat' sa k podmienkam stanovenym v
tejto Zmluve, Novartis je opravneny odstupit
od Zmluvy v sulade s ¢l. 12.5 tejto Zmluvy;
ustanovenia predoslych viet tohto ¢lanku
Zmluvy sa primerane vztahujd aj na iné
dovody  ukonCenia  Ucasti Hlavného
skudajiceho na vykonavani Klinického
skusania. Centrum a Hlavny skusajici su
povinni bezodkladne pisomne informovat
Novartis o v8etkych zmenach, ktoré majd
vplyv na dostupnost zdrojov a / alebo Clenov
studijného timu vykonavajucich  Klinické
skusanie.

appropriate financial disclosures required by
the FDA under 21 CFR Part 54, on such forms
as Novartis or its designee may supply or
approve. During the term of this Agreement
and one (1) year following its expiration or
earlier termination, the Contracting Partners
agree to assist the Novartis/Sponsor or its
designee in obtaining updated forms

2.36In all materials relating to services under this

Agreement intended for an external audience,
Principal Investigator shall disclose:

a) that Novartis has retained Principal
Investigator for professional services
in relation to the conduct of the Clinical
Trial and

b) any other relationships that Novartis
has with the Principal Investigator
which a reasonable and ethical person
would expect to be disclosed.

2.37In the event that the Principal Investigator

terminates his or her employment at the
Center, the Center shall inform Novartis as
soon as it learns about it and shall propose a
duly qualified person acting as a new principal
investigator. Novartis 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 Novartis 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, Novartis shall
have the right to withdraw from this Agreement
in accordance with Article 12.5.; provisions
stipulated in the previous sentences of this
article of the Agreement also apply accordingly
on other reasons of termination of Principal
Investigator's participation in the Clinical Trial.
The Center and the Principal Investigator must
immediately inform Novartis in writing about
any and all changes having an impact on the
availability of resources and/or Clinical Trial
Team Members conducting the Clinical Trial.
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2.38.

2.39. Zmluvni partneri sa zavazuju umoZnit

2.42. V pripade, Ze pri

bezodkladne informovat’ Novartis:

v pripade, Ze subjekt
skusania zdcastfiujici sa Klinického skusania
oznami ¢&i vyjadri nazor, Z2e doslo k
poskodeniu jeho zdravia v dosledku uéasti na
Klinickom skusani, a Ze ma preto pravo na

finanéné odskodnenie.

vyskumnym  organizaciam, ktoré maju
uzatvorend zmluvu s Novartisom alebo
ktorejkolvek z Prepojenych oséb, aby v mene
Novartisu vykonavali ktorékolvek z prav a
povinnosti Novartisu na zaklade takejto
Zmluvy, v pripade, Ze sa preukazu poverenim
¢i plnomocenstvom, z ktorého vyplyva ich
opravnenie vykonavat prava a povinnosti
Novartisu. Zmluvni partneri sa zavazujl
spolupracovat s takymito vyskumnymi
organizaciami.

2.40 Zmluvni partneri sa zavazuju

poskytovat zdravotné sluzby subjektom,
ktorych Géast v na Klinickom skasani
neskongila, v pripade ciastoéného
uzatvorenia Klinického skusania, a dalej tiez
subjektom zaradenym do nasledného
sledovania po skonéeni Klinického skisania,
v sllade s etickymi pravidiami.

2.41. V pripade, Ze Klinické skusanie je

multicentrické, Hlavny ski$ajuci prebera
zodpovednost' koordinujuceho skusajuceho
navyse k povinnostiam, ktoré mu vyplyvaju z
tejto Zmluvy.

Klinickom
skusani pouziva Centrum, Hlavny skisajlci
alebo Clenovia $tudijného timu pristrojové
vybavenie, ktoré vyZaduje servis, kalibraciu
alebo inG osobitnlu starostlivost, Centrum sa
zavazuje udrziavat také pristrojové vybavenie
sposobilé riadnej prevadzky, o ¢om je povinné
Novartisu na vyZiadanie poskytnut
zodpovedajlicu dokumentéciu. (laboratorne
certifikaty, referenéné hodnoty, revizne
spravy na pouzité pristroje a zariadenia,
doklady o ich kalibracii, certifikacii a
pravidelnych  kontrolach, vratane inych
dokladov v zmysle pravnych predpisov, ktoré
sUvisia s riadnym a bezpe¢nym uzZivanim
pristrojov a zariadeni a iné). Centrum
prehlasuje arudi, Ze predmetné pristrojové
vybavenie riadne spliia podmienky stanovené
platnymi pravnymi predpismi a ostatnymi
predpismi $pecifikovanymi v bode 2.1 tejto

Zmluvni partneri sa zavazuju priamo a 2.38

The Contracting Partners agree to inform
Novartis: L
directly and immediately in

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

2.39The Contracting Partners agree to allow

research organizations contracted by Novartis
or any of its Affiliates to exercise any of the
Novartis’ rights and to perform any of the
Novartis’ obligations under this Agreement on
behalf of Novartis, provided that they have
authorization or a power of attorney to exercise
the Novartis' rights and to perform the Novartis’
obligations. The Contracting Partners agree to
cooperate with such research organizations.

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

2.41In the case that the Clinical Trial is a

multicenter the Principal Investigator assumes
the responsibility of a coordinating investigator
in addition to his or her own obligations under
this Agreement.

In the case that the Center, the Principal
Investigator or Clinical Trial Team Members
use in the course of the Clinical Trial devices
that require servicing, calibration or any other
special care, the Center agrees to maintain
such devices in due operational condition and
to provide relevant documentation laboratory
certificates, reference values, reference
values, audit reports on used instruments and
equipment, evidence of their calibration,
certification and periodic inspections, including
other legal documentation related to the proper
and safe use of the instruments and
equipment, etc.) thereof to Novartis upon the
request of Novartis. The Center represents and
warrants that pertinent devices meet all the
conditions stipulated by applicable law and
other regulations specified in art. 2.1 hereof
and that they were approved by the State
Institute for Drugs Control.
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Zmluvy, a Ze boli schvalené Statnym Ustavom
pre kontrolu lieCiv.

Zmluvni partneri vyhlasuji a Novartisu sa
zavazuju, 2e pocas trvania Klinického
skG$ania vykonavaného podla Protokolu
atejto  Zmluvy  zabezpeéia moznost
odslepenia subjektov skusania kedykolvek, to
znamena 24 hodin denne, 7 dni v tyzdni, tak
ako to vyzaduje Protokol. Za tymto uéelom
poskytn( subjektom skuiSania telefonicky
kontakt na Hlavného skusajiceho ana
prislusnych Clenov §tudijného timu, pricom na
tychto telefénnych ¢islach bude 24 hodin
denne a7 dni vtyzdni zastihnutelna aspon
jedna z uvedenych oséb.

2.43.

Zmluvni partneri budu okamzite reagovat na
vietky Ziadosti Novartisu predkladané pocas
Klinického sku$ania tykajice sa posUdenia a
prerokovania postupu Kilinického skl($ania a
sUvisiacich otazok so zastupcami Novartisu.
Hlavny skuSajuci vyhlasuje, Ze sa za tymto cielom
stretne so zastupcami Novartisu a poskytne
potrebné informacie azaznamy, za Co
v rovnakom rozsahu zodpoveda aj Centrum

244, Hlavny skus$ajuci sthlasi s tym, ze v
urcitych pripadoch méze spolo¢nost’ Novartis
poverit externého poskytovatela sluzieb
poskytovanim urgitych sluzieb Ugastnikom na
mieste, ktoré nie je miestom klinického
skisania. Sluzby pre pacienta by mohli
zahfiat nielen dodanie skusaného lieku a
inych &tudijnych materiaglov Ugastnikovi, ale
podanie skiSaného lieku pacientovi a
zhodnoteni stavu pacienta (napr. kontrolou
vitalnych  funkcii, odbery krvi atd')
poskytovatelom zdravotnej starostlivosti. V
pripade  vyuzitia sluzieb zdravotnej
starostlivosti mimo  miesta  klinického
sk(8ania, externy poskytovatel sluzieb
uzatvori  zmluvu bud s  Hlavnym
skusajucim/Centrom alebo so spolo¢nost'ou
Novartis. Hlavny ski$ajuci méa pravo sa
vyjadrit' k externému poskytovatelovi sluZieb
pred uzatvorenim zmluvy s nim.

V pripade, ak externy poskytovatel sluzieb
uzatvori zmluvu podla predchadzajluceho
odseku so spolo¢nostou Novartis, sluzby pre
pacienta budu vykonavané z poverenia
Hlavného ski$ajuceho a bude potrebné, aby
Hlavny sku$ajuci/Centrum dodrziaval platné
zakony a spravnu klinick prax, ¢o mobze
znamenat, 2ze Centrum a/alebo Hlavny
skusajuci, podla okolnosti, tiez uzatvori
zmluvu s vybranym kvalifikovanym externym

Contracting Partners represent and undertake that

they shall ensure the possibility of the
unblinding of Trial Subjects in the course of
the Clinical Trial under the Protocol and this
Agreement at any time, that means 24 hours
day, 7 days a week, as required by the
Protocol. For this purpose, they shall provide
Trial Subjects with telephone contacts to the
Principal Investigator and to the relevant
Clinical Trial Team Members, with at least one
of these persons being available on these
telephone numbers 24 hours , 7 days a week.

2.43Contracting partners  shall immediately

respond to all requests by Novartis that will be
submitted during the Clinical Trial and will
pertain to the evaluation and negotiation of the
Clinical Trial progress and associated
questions with the representatives of Novartis.
The Principal Investigator declares that for this
purpose he/she will meet with the
representatives of Novartis and provide them
with the necessary information and records, as
for the same extent is responsible also the
Center.

2.44The Principal Investigator agrees that in certain

cases Novartis may engage external service
provider to provide certain services to the
Participants at a location that is not the Trial
Site. The patient services could include, but not
limited to the delivery of Trial Drug and other
study supplies to the Participant, administration
of the Trial Drug to the Participant and
completion of some patient assessments (e.g.
vital signs, blood draws etc.) by a healthcare
provider.

Should off-site healthcare services be
used, the agreement with the selected
external service provider can either be
signed with Principal Investigator/Center or
with Novartis. The Principal Investigator
has the right to comment on the external
service provider before the contract
conclusion.

Where the abovementioned agreement
with the selected external service provider
is signed with Novartis, the patient services
will be performed under the delegation of
the Principal Investigator and it is
necessary that the Principal
Investigator/Center complies with
applicable laws and good clinical practice,
which may imply that the Institution and/or
the Principal Investigator, as the case may
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poskytovatelom sluzieb vo vztahu k sluzbam
poskytovanym Centru.

Bez ohladu na vy$Sie uvedené
uzatvorené zmluvy, Hlavny skusajuci
zostava vzdy zodpovedny za dohlad nad
poverenym persondlom od externého
poskytovatela sluzieb v rozsahu, v akom
takyto personal podporuje  aktivity
slvisiace s klinickym skusanim.

Pre vylG¢enie pochybnosti, spoloénost
Novartis neziska pristup ani nebude
zapojena do vymeny osobnych udajov
U&astnikov medzi Centrom a externym
poskytovatelom sluzieb. Centrum bude
zdielat prislusné osobné Uudaje s
externym poskytovatelom sluzieb, a to
podla dohdd existujucich medzi Centrom
a takymto externym poskytovatelom
sluzieb tak, aby sa zabezpelila
implementacia sluzieb.

€l. 3 - Povinnosti Novartisu

3.1Kontaktnymi osobami Novartisu vo vztahu ku
Klinickému ski8aniu su:

Ing. Peter Takacs

alebo ktorékolvek dalSie osoby oznamené
Hlavnému skusajlicemu.

3.2 Novartis sa zavdzuje Zmluvnym
partnerom poskytnat bezplatne v mnoZstve a
¢asovych intervaloch na riadne vykonanie
Klinického ski$ania Skusany liek, nevyhnutné
vzory CRF a dal$ie informacie a dalsie lieCivo /
placebo vyZzadované na vykonavanie Kiinického
skG$ania, Prirugka skusajuceho (LNP023),
verzia 9, datum vydania: 29.06. 2022).

3.3 Skusany liek (ako aj dalsie lie€ivo, placebo, ak
je vyzadované Protokolom) bude dodavané na
nasledujucu adresu:

Narodny Ustav detskych chordb,
Limbova 1, 831 01 Bratistava

3.4 Skasany liek, nevyhnutné vzory CRF a dalsie
informacie vyzadované na vykonavanie
Klinického skl$ania poskytnuté Centru su a
zostavaju vlastnictvom Novartisu. Novartis
prehlasuje, Zze su splnené vSetky podmienky
stanovené prisluSnymi pravnymi predpismi na

be, also enters into an agreement with the
qualified selected external service provider
in relation to the services provided to the
Center.

Irrespective of the existing
abovementioned agreements, the Principal
Investigator always remains responsible for
the oversight of the delegated personnel
from the external service provider to the
extent such personnel supports Trial
related activities.

For clarity purposes, Novartis will neither
get access nor be involved in the exchange
of Participants” personal data between the
Center and the external service provider.
The Center shares appropriate personal
data with the external service provider as
per the arrangements existing between the
Center and such external service provider
to ensure the implementation of the
services.

Article 3 — Obligations of Novartis

3.1 The Novartis’ contact persons regarding the
Clinical Trial are:
Ing. Peter Takacs
or any other person announced to the
Principal Investigator.
3.2 Novartis agrees to provide the
Contracting Partners with the Investigational

medicinal product, necessary CRF templates, other
information and other drugs/placebo required for
the performance of the Clinical Trial free of charge
and in the quantity and frequency necessary for the
proper performance of the Clinical Trial, for
example the Investigator’s Brochure (LNP023),
version 9, Release date: 29.06. 2022).

3.3 The Investigational medicinal product (as well
as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address:

Narodny Ustav detskych chordb,
Limbova 1, 831 01 Bratislava
3.4 The Investigational medicinal product,
necessary CRF templates and other
information required for the performance of
the Clinical Trial and provided to the Center
are and shall remain the Novartis’ property.
Novartis declares that all conditions
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3.5

3.6

41

4.2

vyrobu (dovoz) dodavaného Skisaného lieku
a jeho distribuciu do Centra.

Novartis sa zavazuje poskytovat Hlavnému
skusajucemu prislusné nové informacie o
bezpe&nosti tykajlce sa Skusaného lieku bez
zbyto€ného odkladu. Hlavny skusajuci je
povinny tieto informacie nasledne poskytnut
prislusnej etickej komisii.

Novartis méze  poskytnut  Zmluvnym
partnerom vybavenie na Ucely jeho
vyhradného pouzitia v Klinickom skdsani, o
ktorom Zmluvni partneri budl viest' pisomnu
evidenciu, rozsah a podmienky poskytnutia st
vymedzené v prilohe &. 5. Zmluvni partneri
vybavenie po skonéeni Klinického sku$ania
vratia Novartisu.

Cl. 4 - Odmena

Novartis sa zavazuje zaplatit Centru za
riadne vykonané ¢&innosti na zaklade tejto
Zmluvy, vratane prevodu prav podla ¢&l. 5
tejto Zmluvy odmenu vo vyske, spésobom
a za podmienok uvedenych v tomto ¢lanku
Zmluvy a v prilohe ¢. 1. Z tejto Zmluvy
nevznika Ziadny priamy zavadzok Novartisu
na odmenu za pinenie tejto Zmluvy inej
osobe ako Centru. Centrum sa zavdzuje
nasledne zaplatit hlavnému skisajucemu
za pinenie tejto Zmluvy v zmysle svojich
internych predpisov.. Uhrady podla Prilohy
C. 1 obsahuji v8etky naklady Centra
spojené s vykonanim Klinického ski$ania,
vratane nakladov na vySetrenia spojené s
tymto Klinickym skusanim, ktoré sd nad
ramec $tandardnej zdravotnej starostlivosti
a ktoré nie st hradené zo zdravotného
poistenia, a vratane nakladov a odmien
pracovnikov Centra, pokial nie je uvedené
inak.

Zmluvni partneri nemaji narok na Ziadnu
inG odmenu ¢&i ndhradu okrem tych, ktoré
su uvedené v tejto Zmluve alebo v prilohe
¢. 1 alebo inych zmluvach uzatvorenych s
Novartisom, ibaZze ich vopred pisomne
schvali Novartis.

3.5

stipulated in applicable laws regulating the
production (import) of the provided
Investigational medicinal product and the
distribution of the Investigational medicinal
product to the Center have been met.

Novartis agrees to provide the Principal
Investigator with new information regarding
the safety of the Investigational medicinal
product without undue delay. Principal
Investigator shall submit such information to
the respective ethics committee.

3.6 Novartis may provide the Contracting Partners

4.1

4.2

with equipment for the purposes of its
exclusive use in the Clinical Trial, about which
the Contracting Partners shall keep a written
inventory; the scope and conditions of its
provision are defined in Appendix 5. The
Contracting Partners shall return the
equipment to Novartis once the Clinical Trial
is completed.

Article 4 - Remuneration

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, Novartis agrees to
provide the Center with remuneration in the
amount, by means and under the terms
stated below herein and in Appendix 1. From
this Agreement, there is no direct Novartis
obligation to the remuneration for the
performance of this Agreement to another
person as the Center. The Center will
subsequently pay to the Principal
Investigator for the performance of this
Agreement according to its internal
regulations. The relevant parts of the
remuneration of the Center and the Principal
Investigator shall be paid by Novartis to both
Contracting Partners separately to their
separate  individual bank  accounts.
Payments according to Appendix No. 1
cover all costs of the Center associated with
the conduct of the Clinical Trial, including
costs of examinations associated with this
Clinical Trial that are beyond the standard
healthcare and that are not covered by the
public health insurance, including costs and
rewards for the employees of the Center,
unless is not specified otherwise.

The Contracting Partners are not entitled to
any remuneration or reimbursement other
than that set forth in this Agreement and its
Appendix 1 or other agreements concluded
with Novartis, uniess approved in advance
by Novartis in writing.
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4.3

Vsetky odmeny a finanéné nahrady, ktorée
maji byt zaplatené Centru, su splatné v
lehote 60 dni odo dna, kedy bude Novartisu
doruéeny zodpovedajuci dafiovy doklad
(faktira) so v8etkymi naleZitostami podla
prislusnych pravnych predpisov
upravujucich dan z pridanej hodnoty, a to v
prospech bankového Uétu Centra:

NUDCH:

Majite! G&tu: NUDCH

Cislo Gétu v IBAN tvare:

SK44 8180 0000 0070 0027 9381

Faktiry musia byt zasielané Novartisu s
uvedenim &isla protokolu, &isla objednavky
a to na adresu Novartis Slovakia, s.r.o.,
Zizkova 22B, 811 02 Bratislava.

4.3.10dmeny a finantné nahrady podia tejto

Zmluvy a prilohy €. 1 (s vynimkou odmien a
finan&nych nahrad, u ktorych je splatnost
zvlast upravena v prilohe €. 1 Zmluvy) budu
Centru uhradené takto: Spéatne za
bezprostredne  uplynulé a  doteraz
nefakturované obdobie vzdy za kaZdy polrok
(februar az jui / august az januar) pocnuc
prvym zaradenym subjektom skusania.
Zmluvni partneri si spolo¢ne s Novartisom
navzajom pisomne alebo formou e-mailu
odsthlasia prehlad poétu, druhu a im
odpovedajuce hodnoty jednotlivych Gkonov
vykonanych Hiavnym sku$ajucim a / alebo
inymi Clenmi $tudijného timu, ktoré maju byt
podla tejto Zmluvy Novartisom hradene (tzv.
navrh faktary), zaslany osobou poverenou

Novartisom. Tento prehlad musi byt
spracovany zvlast pre kazdy subjekt
Klinického skO$ania a musi zahffiat

polozkovité vyuctovanie vSetkych navstev,
vy$etreni a dal$ich sluzieb vykonanych v
prislusnom polroku. Na zaklade vzajomného
odstihlasenia navrhu  faktury  vystavi
Centrum fakturu na odmenu a pripadné
finanéné néhrady, ktori dorué¢i Novartisu.
Novartis zaplati Centru na zaklade riadne
vystavenej a riadne dorucenej faktiry
prislund odmenu a pripadné opravnene
fakturované finanéné nahrady za obdobie,
pre ktoré bol predmetny navrh faktury podia
tohto &lanku odsuhlaseny.

4.3.2 V pripade, ze Novartis nezasle Centru

vy8sie uvedeny prehlad (navrh faktury) na
odsthlasenie v lehote 30 dni odo dna
ukondenia prislusného  polroku, zasle
Centrum Novartisu pisomnu vyzvu a ak
Novartis neza$le uvedeny prehlad (navrh
faktary) ani v lehote 30 dni od dorucenia
takejto vyzvy, je Centrum opravnené

4.3

Any remuneration and reimbursement for
the Center must be paid within 60 days of
the day Novartis receives a relevant tax
document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center:

NUDCH:

Account holder: NUDCH
Account No. in IBAN code:

SK44 8180 0000 0070 0027 9381

Invoices must be addressed to Novartis, must
include Protocol number, order number and
must be sent to the address Novartis
Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava.

4.3.1 Any remuneration and reimbursement based

on this Agreement and Appendix 1 (except for
remuneration and reimbursement, the due
date of which is specified separately in
Appendix 1 to the Agreement) shall be paid
to the Center in the following manner:
retroactively for the past and not yet invoiced
period of each half-year (February — July /
August — January) starting with the first
included trial subject. The Contracting
Partners and Novartis shall approve in writing
or by e-mail an overview of the number, type
and value of individual activities, which were
performed by the Principal Investigator and/or
other Clinical Trial Team Members and which
are to be paid by Novartis based on this
Agreement (i.e. draft invoice), sent by a
person authorized by Novartis. Every
overview must be prepared separately for
each trial subject and must include an
itemized list of all visits, examinations and
other services provided in the relevant half-
year. Based on the mutually approved draft
invoice, the Center shall issue an invoice for
remuneration and potential reimbursement
and shall send it to Novartis. Based on the
duly issued and delivered invoice, Novartis
shall pay the Center the relevant
remuneration and potential justified financial
reimbursement for the period for which the
draft invoice has been approved pursuant to
this article.

4.3.2 In the case that Novartis does not send the

Center the aforesaid overview (draft invoice)
for approval within 30 days of the end of the
relevant half-year, the Center shall send
Novartis a written reminder and if Novartis
does not send the aforesaid overview (draft
invoice) within 30 days of receipt of the
reminder, the Center shall have the right to
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vystavit' faktlru a Novartis je povinny uhradit
Centru odmenu a finanéné nahrady za
v8etky fakturované uOkony vykonané v
obdobi  prislusného polroku  Hlavnym
sksajucim a/alebo inymi Clenmi $tudijného
timu.

4.3.3 V pripade, ze Centrum zisti, ze su v

4.3.4 Ak neodstrani

44

4.5

prehlade (navrhu faktiry) nedostatky, tieto
oznami bez zbyto¢ného odkladu Novartisu,
ktory je povinny ich odstranit. Ak ma
Novartis zato, Ze v prehlade (navrhu fakttry)
Ziadne nedostatky nie sU, oznami toto
Centru. Centrum a Novartis sU nasledne
povinni si navzajom poskytnut stéinnost
nevyhnutni na odstranenie pripadnych
rozporov. Neposkytnutie sua¢innosti sa
povazuje za nepodstatné porusenie Zmluvy.

Novartis nedostatky v
prehlade (ndvrhu faktary) ani v lehote 45 dni
odo dha doruéenia oznamenia podla
predchadzajuceho odseku, alebo v tej istej
lehote neoznami Centru, 2e v prehlade
(ndvrhu faktary) ziadne nedostatky nevidi,
plati, Ze rozhodny pre vystavenie faktiry je
prehlad (navrh faktiry) v zneni pripomienok
Centra, na zaklade ktorého je Centrum
opravnené vystavit' faktiru a Novartis je
povinny odmenu a finanéné nahrady za
fakturované vykony vykonané v obdobi
prisludného polroku Hlavnym skdsajicim a /
alebo inymi Clenmi $tudijného timu centru
uhradit.

Novartis ma pravo zadrzat az 10% z
prislusnej sumy odmeny za obdobie
prisludného polroku (dalej len "zadrzné").
Novartis sa zavazuje uhradit Centru
zadrZzné potom, ¢o budu predloZené vsetky
prislusné CRF, budli zodpovedané vsetky
otazky s ohladom na data obsiahnuté v
tychto CRF a budu odstranené vsetky
nespravnosti a nedostatky v Udajoch v
databaze.

Pokial tato Zmluva neustanovi inak, véetky
sumy uvedené v tejto Zmluve a v ich
prilohach sU uvedené bez DPH. Ak
niektoré platby za sluzby podliehajd DPH,
Novartis zaplati prislusnd sumu DPH vo
vySke podla pravnych predpisov uginnych
ku dfiu uskuto¢nenia zdanitelného plnenia
na zéklade prislusného dariového dokladu
(faktary), ktora bude splfiat vsetky
nélezitosti predpisané prislusnymi
pravnymi predpismi. Centrum a Hiavny
ska8ajuci nest  zodpovednost  za
uhradenie v8etkych ostatnych dani v
suvislosti s platbami na zaklade tejto

issue an invoice and Novartis shall pay the
Center the remuneration and financial
reimbursement for all invoiced activities
performed during the relevant half-year by the
Principal Investigator and/or other Clinical
Trial Team Members.

4.3.3 The Center must immediately report any

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

4.3.4 In the case that Novartis fails to remedy

4.4

4.5

deficiencies in the overview (draft invoice), or
fails to inform the Center that Novartis
believes that the overview (draft invoice) has
no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version of
the overview (draft invoice), based on which
the Center shall issue an invoice and Novartis
shall have to pay the remuneration and
financial reimbursement for invoiced activities
performed during the relevant half-year by the
Principal Investigator and/or other Clinical
Trial Team Members.

Novartis has the right to retain up to 10% of
the remuneration for the relevant half-year
(hereinafter referred to as the “Retainer”).
Novartis agrees to pay the Center and the
Retainer after all relevant CRFs were
submitted, all questions concerning CRF
data were answered and all incorrect or
incomplete data in the database were
rectified.

Unless otherwise stated in this Agreement,
no amounts specified in this Agreement and
its Appendices include VAT. In the case that
any payment for services is subject to VAT,
Novartis shall pay the relevant VAT amount
stipulated in legal regulations effective as of
the date of taxable supply based on the
relevant tax document (invoice) that shall
meet the requirements laid down in
applicable legal regulations. The Center and
the Principal Investigator shall be
responsible for paying any other tax with
respect to the payments made based on this
Agreement. The Contracting Parties declare
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4.6

Zmluvy. Zmluvné strany konstatuju, Zze
plnenie poskytnuté podla tejto Zmiuvy
Centru predstavuje prijem z vykonavania
Klinického sk(8ania, ktory nie je
predmetom dane zprijmu vyberane;
zrazkou, ale je zdafiovany samotnym
Centrom a Hlavnym skasajicim.

Zmluvni partneri su si vedomi, Zze Novartis
mobze zverejnit na centralnej webovej
stranke koncernu www.novartis.sk platby a
iné pinenia tykajlce sa vyskumu a vyvoja,
t. j. (1) platby vykonané zo strany Novartisu
na zaklade tejto Zmluvy a (2) vSetky
vydavky na ubytovanie, slvisiace vydavky
na obg&erstvenie a na dopravu Zmluvnych
partnerov, ktoré Novartis uhradi na
zéklade tejto Zmluvy a (3) vSetky
kongresové registracné poplatky,
Géastnicke poplatky alebo obdobné
poplatky, ktoré Novartis uhradi na zaklade
tejto Zmluvy, a to anonymnym spdsobom,
tj. na agregovanej urovni. Tieto informacie
md2zu byt tiez publikované ako sugast tejto
Zmiluvy v registri zmldv na zaklade
ustanovenia §5a a § 5b zakona ¢C.
211/2000 Z.z., o slobodnom pristupe k
informaciam a o zmene a doplneni
niektorych zakonov v zneni zakona C¢.
546/2010 Z.z. (zdkon o slobode
informécii). Bez ohladu na vy$8ie uvedené
moze Novartis zverejnit prevod akejkolvek
hodnoty poskytnutej v ramci tejto Zmluvy.
Zmluvné strany sa dohodli, Ze tato Zmluva
bude zverejnend vyluéne v rozsahu a v
podobe prilozenej k tejto Zmluve ako
priloha €. 6 tejto Zmluvy.

4.6

that payment to the Center under this
Agreement forms an income from the
conduct of the Clinical Trial which is not
subject to withholding income tax, but is
taxed by the Center and the Principal
Investigator themselves.

The Contracting Partners understand that
Novartis may disclose on the central website
of the www.novartis.sk group any payment
and any transfer of value relating to research
and development, i.e. (1) payments made by
Novartis under this Agreement and (2) any
cost of accommodation, refreshments and
travel of the Contracting Partners, which
Novartis covers under this Agreement and (3)
any congress registration or participation fees
or similar fees, which Novartis covers under
this Agreement, all this in an anonymized way,
i.e. on aggregated level. This information may
also be disclosed as a part of this Agreement
in the Agreements Register pursuant to
section 5a and section 5b of Act No. 211/2000
Coll., on free access to information and on
amendments to certain acts, as amended by
Act No. 546/2010 Coll. (Freedom of
Information  Act). Notwithstanding the
aforementioned, Novartis may also disclose
any transfer of value under this Agreement.
The Contracting Parties have agreed that this
Agreement shall be disciosed exclusively in
the scope and form attached to this
Agreement as Appendix 6 of this Agreement.
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4.7

4.8

Vsetky pefiazné plnenia subjektu skdsania
sU vyplacané Centrom v sllade s touto
Zmiuvou a Protokolom. Pravidia pre
vyplacanie su bliz§ie upravené v prilohe €. 7
k tejto Zmluve. Administrativnymi
¢innostami suvisiacimi s priamym
vyplatenim pefiaznych plneni subjektom
skusania mdze byt priamo povereny Hlavny
Skisajuaci; Hlavny Skasajuci je v takom
pripade povinny dodrziavat rovnaké
povinnosti ako su uloZené Centru pre pripad
vyplaty pefaznych plneni zo strany Centra.
Centrum na tento ucel tymto Hlavného
Skusajuceho poveruje priamym
zabezpecenim takychto administrativnych a
platobnych &innosti

Centrum aHlavny ska$ajuci berd na
vedomie, Ze v sUlade s platnymi pravnymi
predpismi, najma, nie v8ak vyluéne podfa
Zakona o liekoch je resp. moze byt
spolo¢nost Novartis alebo tretia osoba,
povinna oznamovat' prislu§nym organom a
zverejfiovat' vysku a (¢el pefiaznych a/alebo
nepefiaznych pineni poskytnutych priamo
alebo nepriamo zdravotnickemu
pracovnikovi alebo poskytovatelovi
zdravotnej starostlivosti v rozsahu a za
podmienok stanovenych platnymi pravnymi
predpismi. Centrum a Hlavny skasajuci
su¢asne bert na vedomie, 2e predmetom
zverejnenia bude aj cela vyska finanéného
ohodnotenia InétitGcie za Klinické skisanie.
Centrum sa zavazuje poskytnit Novartisu
akukolvek sucinnost’ nevyhnutne potrebnd
na plnenie oznamovacich povinnosti
Novartisu podla Zakona o liekoch. Pre G&ely
oznamovania peflaznych a nepefiaznych
pineni Hlavneho skusajuceho, Skusajlcich
aClenov $tudijného timu za Klinické
skiSanie Centrum prehlasuje, 2e takéto
penazné anepefiazné plnenie Hlavného
skuSajliceho,  Sku$ajucich  a Clenov
Studijného timu za Klinické skasanie
vykondvané na zaklade tejto Zmluvy
predstavuje sumu 80 % z celkovej odmeny
vyplacanej Novartisom podla tejto Zmiuvy
po odpoditani zakonom stanovenych dani a
odvodov; v pripade, Ze v danom polroku
bude poskytnuté Institicii pefiazné alebo
nepefiazné plnenie za Klinické skusanie
podfa tejto Zmluvy vinej vyske ako je
uvedené vyssie, ateda vyhlasenie Centra
podla predchadzajlicej vety sa stane
neaktualnym, Centrum sa zavazuje oznamit
Novartisu vySku/hodnotu tohto pefazného
alalebo nepefnazného plnenia Institiicie za

Klinické skuSanie ato bezodkladne,
najneskér do 15.1. alebo do 15.7.
prislusného roka za obdobie

4.7

4.8

Payments to trial subjects shall be made by
the Center in compliance with this Agreement
and the Protocol. Payment rules are specified
in detail in Appendix 7 to this Agreement.
Administrative activities related to direct
payment of such payments to the trial
subjects may be directly delegated to the
Principal Investigator; whereby the Principal
Investigator is obliged to, in such case,
comply with the same obligations as the
Center in the event when the contribution is
paid by the Center. The Center hereby
authorizes the Principal Investigator to
ensure directly such administrative and
payment activities.

The Center and the Principal Investigator
take into account, that in accordance with
applicable laws, mainly, but not limited to the
Pharmaceuticals act, Novartis or a third
person is, or eventually may be obliged to
notify the relevant authorities and to disclose
the amount and purpose of any monetary or
in-kind considerations directly or indirectly
provided to a healthcare professional or a
healthcare provider to the extent and under
conditions stipulated by applicable laws. The
Center and the Principal Investigator are
aware of the fact that the all amount of the
financial remuneration of the Institution for the
Clinical Trial shall also be subject to
disclosure. The Center undertakes to provide
Novartis with any assistance necessary for
fulfilment of reporting obligations of Novartis
under the Pharmaceuticals act. For the
purposes of the notification of the amount of
monetary or in-kind consideration of the
Principal Investigator, Investigators, Clinical
Trial Team Members for the Clinical Trial, the
Center declares that such monetary or in-kind
consideration of the Principal Investigator,
Investigators, Clinical Trial Team Members
for the Clinical Trial conducted under this
Agreement shall represent amount of 80 % of
the total remuneration paid by Novartis under
this Agreement; after deducting statutory
taxes and levies; in case that in the respective
half-year the Institution will be provided with
monetary or in-kind contributions for the
Clinical Trial in amount other than stipulated
above and thus the declaration of the Center
pursuant to the preceding sentence will
become not up-to-date, the Center
undertakes to notify to Novartis the
amount/value of the monetary or in-kind
consideration of the Institution for the Clinical
Trial immediately, at the latest till January 15
or July 15 of the year in question for the time-
period of preceding half-year, in which the
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predchadzajlceho polroka, v ktorom bolo
predmetné zverejiiované pefiazné alebo
nepefazné plnenie poskytnuté. Centrum
zodpovedd za presnost, Uplnost a
spravnost Udajov a informacii, ktoré
Centrum poskytuje spolo€nosti Novartis v
suvislosti s plnenim povinnosti podla tohto
bodu Zmluvy.

4.9 Zmluvné strany vzajomne prehlasuju a z
avazuju sa, 2e Uhrady v suvislosti s Klinickym
skuasanim (i) predstavuju realnu trhovd hodnotu
za vykonanie Klinického skusania, (i) neboli
stanovené Ziadnym sposobom, ktory zohladiuje
objem alebo hodnotu akychkolvek odporucani,
nahrad alebo obchodov medzi Centrom a/alebo
Hlavnym skuasajicim a spolo¢nostou Novartis a
(iii) nie su pondkané ani poskytované, Uplne alebo
giastoéne, so zamerom priamo alebo nepriamo,
nevyslovne alebo vyslovne ovplyviovat alebo
povzbudzovat ich prijemcu, aby nakupoval,

predpisoval,
zabezpectoval

predaval,
produktu

sprostredkaval,
nakup alebo predaj

Novartisu alebo nepredstavuji odmenu za ich
minulé spravanie.

5.1

¢l. 5 - Prava k vysledkom

Pokial nie je pisomne dohodnuté inak,
dokumentacia Klinického skusania, vSetky
zaznamy, vratane elektronickych, ktoré boli
vytvorené v stvislosti s Klinickym skdsanim,
programy a rdézne druhy  navrhov
zabezpe&ovanych alebo vykonavanych v
zaujme Novartisu alebo Zadavatela, sU a
zostanu vyhradnym vlastnictvom Novartisu
alebo Zadavatela resp. majetkové prava
k nim pri predmetoch dusevného vlastnictva
s0 azostani vyhradnym vlastnictvom
Novartisu alebo Zadavatela. Novartisu, resp.
Zadavatelovi patria vyhradné prava ku
vetkym vysledkom, (dajom  Zzisteniam,
objavom, vynalezom, $pecifikaciam,
informaciam a dokumentom bez ohladu nato
&i st sposobilé byt predmetom patentovej
ochrany alebo nie, ktoré vznikli, boli
vytvorené,  odvodené,  vyprodukované,
objavené, vymyslené alebo inak urobené
Centrom, Hlavnym sku$ajucim a/alebo
Clenmi $tudijného timu v suvislosti s
vykonavanim Klinického skisania (dalej len
“Vysledky”). Zmluvni partneri tymto vopred
postupuji véetky svoje majetkové prava k
Vysledkom na Novartis, resp. Zadavatela a
Novartis, resp. Zadavatel tieto postipené
prava prijima. Odmena za tento prevod je uz
zahrnutéd v odmene Zmluvnych partnerov
podla ¢&l. 4 a Prilohy & 1 tejto Zmluvy.

4.9

5.1

respective disclosed monetary or in-kind
consideration was provided. The Center is
responsible for accuracy, completeness and
correctness of data and information which are
provided by the Center to Novartis in relation
to fulfiment of obligations under this
paragraph of Agreement.

Each of the Contracting Parties represents
and warrants to the others that the payment
of the fees related to the conduct of the
Clinical Trial (i) r