Clinical Trial Agreement

This Clinical Trial Agreement {“Agreement”) is entered into this
19 June 2019 (“Effective Date”), by and between

PREMIER RESEARCH GROUP SLU, with a place of business at
Camino de la Zarzuela 19, 198, 28023 Madrid, Spain (“Premier
Research”)

and

Nérodny Ustav srdcovych a cievnych chordb a.s. with a place of
business at Pod Krasnou hérkou 1, 833 48 Bratislava 37, Slovakia
(“Institution”)

Represented:

Ing. Mongi Msolly, MBA, Chairman of the Board

MUDr. Ivo Ga3parovi¢, PhD., MPH, Vice Chairman

Company registered in the Commercial Register: District Court
Bratislava I., Section Sa, File No. 3774 /B

and

MUDr. Marek Orban, Head of the Acute Cardiology
Department

Principal Investigator /Pl

Narodny Gstav srdcovych a ciennych chordb a.s. ith a place of
business at Pod Krdsnou hdrkou 1, 833 48 Bratislava 37, Slovakia

Premier Research and Institution (individually referred to herein
as “Party” and collectively referred to herein as “Parties”)

WHEREAS, Premier Research is a clinical research organization
engaged in the design, implementation, and management of
clinical trials of pharmaceutical products and devices;

WHEREAS, QUANTUM GENOMICS, with registered address at 33
rue Marbeuf, Paris, 75008, France (“Sponsor) wishes to support
a multi-center Clinical Trial involving the investigational drug
Firibastat (QGC001) (“Investigational Product”) with Protocol
Number QGC001-20G4 entitled “A Phase 2, Double-blind,
Active-controlled, Dose-titrating Efficacy and Safety Study of
Firibastat (QGC001) Compared to Ramipril Administered Orally,
Twice Daily, Over 12 Weeks to Prevent Left Ventricular
Dysfunction after Acute Myocardial Infarction” (“Protocol”)
including all current and future amendments to Protocol,
acknowledged by the Principal Investigator , the performance of
the Protocol is referred as the “Trial”;

WHEREAS, Sponsor has engaged Premier Research and its
Affiliates. ~ Premier Research acting as an independent
contractor, has entered into Master Services Agreement and
Work Order dated 15 November 2018 under which Premier
Research has been engaged to conduct and manage the Trial on
behalf of the Sponsor (“the CRO Agreement”). In the CRO

Zmluva o klinickom skagani

Tato zmluva o klinickom skugani (»zmluva”) sa uzatvara ku driu
19. jun 2019 (,datum Géinnosti*) medzi

spolognostou PREMIER RESEARCH GROUP SLU, so sidlom na
adrese Camino de la Zarzuela 19, 12B, 28023 Madrid, Spanielsko
(“Premier Research”)

Narodny ustav srdcovych a cievnych choréb ass.. so sidlom na
adrese Pod Krasnou hérkou 1, 833 48 Bratislava 37, Slovensko
(.indtitdcia®)

Zastupeny:

Ing. Mongi Msolly, MBA, predseda predstavenstva

MUDr. Ivo Gadparovi¢, PhD., MPH, podpredseda predstavenstva
Spoloénost zapisand v OR: Okresny std Bratislava l., Oddiel Sa,
vlozka €islo 3774/B

MUDr. Marek Orban, priméar oddelenia akutnej kardioldgie
zodpovedny skagajuci / Pl

Ndrodny Ustav srdcovyeh a ciennych choréb a.s.. so sidlom na
adrese Pod Krdsnou hérkou 1, 833 48 Bratislava 37, Slovensko

Premier Research organiziciou a inititdciou (dalej uvadzané
jednotlivo len ako ,zmluvna strana” a spoloéne ako »Zmluvné
strany”)

KEDZE, Premier Research je zmluvnd vyskumna organizicia
posobiaca v oblasti navrhov, zavadzania a riadenia klinickych
skdsani a farmaceutickych produktov a pomobcok;

KEDZE QUANTUM GENOMICS, so sidlom spoloénosti na adrese
33 rue Marbeuf, Pariz, 75008, Francuzsko (,zadavatel”) chce
podporit multicentrické klinické skianie skuganého lieku
firibastat (QGC001) (,skugany liek”) s protokolom &islo QGC001-
2QG4 a nazvom ,, Dvojito zaslepené klinické skiZanie fazy 2 s
aktivnou kontrolou a titraciou davky na stanovenie Géinnosti a
bezpeénosti perordlne podavaného firibastatu (QGcoo1) v
porovnani s perordlne podavanym ramiprilom, dvakrat denne,
po dobu 12 tyidiiov na prevenciu dysfunkcie favej komory po
akdtnom infarkte myokardu” (,protokol”) vratane vetkych
sucasnych a buddcich dodatkov k protokolu uznanych
zodpovednym skdSajicim, a vykonanie protokolu sa dalej
uvadza ako ,skusanie”;

KEDZE, zadavatel zapojil spoloénost Premier Research a jej
pobocky. Spolocnost Premier Research pasobiaca ako nezavisly
zmluvny doddvatel uzavrela zmluvu o poskytovani slufieb a
zakazok zo diia 15.novembra 2018, podla ktorych bola
spolocnost Premier Research zapojena do vykonania a riadenia
klinického ski3ania v mene zadavatela (,zmluva CRO"). V zmluve
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Agreement, Sponsor transferred certain obligations to Premier
Research which include negotiation and execution of the clinical
trial agreements with Institutions and Investigators and
payment administration of grant amounts described therain.

WHEREAS, Narodny dstav srdcovych a cievnych chordb a.s. with
a place of business at Pod Krasnou horkou 1, 833 48 Bratislava
37, Slovakia (“Study Centre”) The Study Center is the place the
Trial will be conducted.

WHEREAS Marek Orban, M.D. with a place of business at Pod
Krésnou hérkou 1, 833 48 Bratislava 37, Slovakia {“Principal
Investigator”). Principal investigator will fulfill his/her duties as
an employee of the Narodny tstav srdcovych a cievnych chordb
a.s.. Principal Investigator will sign the Agreement as read and
acknowledged.

WHEREAS,; Institution and Principal Investigator agrees to
participate in the conduct of the Trial in accordance with

Protocol and the terms and conditions of this Agreement.

NOW THEREFORE, the Parties hereby agree as follows:

CRO zadavatel preniesol na spolotnost Premier Research isté
zavazky, ktoré zahffaju prerokovanie a plnenie zmliv o
kfinickom skdsani s institaciami a skd$ajicimi a administrativu
spojend s vyplacanim grantov, ktoré si v nich uvedené,

KEDZE, Nérodny Gstav srdcovych a cievnych chordb as.. so
sidlom na adrese Pod Krasnou hbrkou 1, 833 48 Bratislava 37,
Slovensko (,centrum sk(gania®) ako centrum skii€ania Je miesto,
kde sa bude ski3anie realizavat.

KEDZE, MUDr.Marek Orban so sidlom na adrese Pod Krisnou
hérkou 1, 833 48 Bratislava 37, Slovensko, {,zodpovedny
skd3ajaci”) ako  zodpovedny skigajici si bude pinit svoje
povinnosti ako zamestnanec Narodny Ustav srdcovych a
cievnych chordb a.s.. Zodpovedny skasajlci podpisom zmluvy
potvrdi, Ze si ju pretital a berie ju na vedomie.

KEDZE, intiticia a zodpovedny skiajlci sihlasia s Gtastou na
realizacii tohto klinického skdgania v sulade s protokclom a

podmienkami tejto zmluvy,

PRETQ sa TERAZ strany dohod|i takto:
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1. DEFINITIONS

Adverse Event: any untoward medical occurrence in a Trial
Subject in the form of signs, symptoms, abnarmal labaratory
finding, or disease that emerges or worsens relative to baseline
during the Trial, to whom the Investigational Product has been
administered which may or may not have a causal relationship
with this treatment.

Affiliates: with respect to either Party, an Affiliate is any entity
that is controlled by, controls, or is under commeon cantrol with
the Party named above.

Applicable taw: governing law as provided in the Governing law
section (Section 15.8); the International Conference of
Harmonization Guidelines for Good Clinical Practices {(GCP} and
the Helsinki Declaration as well as any other rules, and
regulations applicable to this Agreement.

Case Report Form {CRF): — A data collection form (regardless of
format) prepared by either Sponsor or Premier Research and
completed by Principal investigator or his/her designee
doeumenting all assessment related to a Trial Subject and the
observed results.

Confidential Information: all information provided by Sponsor or
Premier Research regarding the Investigational Product and the
Trial provided to the Institution and Principal Investigator by
Sponsor andfor Premier Research andfor all irnformation
developed by Institution or Principal Investigator regarding the
work to be performed under the Agreement or otherwise
provided to Institution or Principal Investigator which relates to
the Trial. Confidential Information does not include information
that is in the public domain prior to disclosure by Sponsor or
Premier Research; becomes part of the public domain during the
term aof this confidentizality obligation by any means other than
breach of this Agreement by institution or Principal Investigator;
is already known to Institution or Principal Investigator at the
time of disclosure and is free of any obligations of
confidentiality; or is obtained by Institution or Principal
Investigator, free of any obligations of confidentiality from a
third party who has a lawful right to disclose it.

Ethics Committee (EC): Independent body (review board or
committee} whose responsibility is to ensure the protection of
trial subjects by reviewing and approving the initiation and the
conduct of the Trial.

Good Clinical Practices (GCP): The standard defined in the latest
available version of the ICH Harmonized Tripartite Guideline for
Clinical Practice Eb.

1. DEFINICIE

NeZiaduca udalost: kaidy nepriaznivy prejav v podobe znakov,
priznakov, abnormdlnych Ilaboratérnych nélezov alebo
ochorenia, ktoré sa objavia alebo zhor$ia v porovnani s
vychodiskovymi hodnotami poéas klinického sk(%ania u
Gtastnika klinického skd3ania, ktorému sa podal skdsany liek a
ktoré moiu alebo nemusia mat kauzalny vztah s touto lietbou.

PridruZené spolognosti: s ohladom na ktordkoivek zmluvnu
stranu, pridruzend spolo&nost je kaZdy subjekt, ktory je riadeny,
riadi alebo je pod spolonym riadenim so zmluvnou stranou
uvedenou vyssie.

Platné zakony: rozhodné privo, ake je uvedené v élénku o
rozhodnom prive {£lanok 15.8); Medzinarodnd konferencia o
harmonizacii smernic pre spravnu klinicki prax.(GCP) a Helsinska
deklaricia, ako aj vietky daldie pravidla a nariadenia platné pre
tito zmluvu.

Zéznamaovy formuldr Gtastnika klinického skiania {CRF): —
formular na zber Gdajov (bez ohfadu na format) pripraveny bud
zaddvatefom alebo spoloénostou Premier Research a vyplneny
zedpovednym skisajicim alebo jeho zastupcom dokumentuijcici
vietky hodnetenia sivisiace s GEastnikom klinického skigania a
pozorovanymi vystedkami,

Déverné informacie: vietky informidcie poskytnuté zadavatefom
alebo spolofnosfou Premier Research tykajiice sa skifaného
lieku a klinického skiania poskytnuté indtiticii  a
zodpovednému  skd$ajlcemu  zaddvatefom a/alebo
spolotnostou Premier Research a/alebo vietky informécie, ktoré
vytverila indtitdcia alebo zodpovedny skiZajici v sivislosti s
pracami, ktoré sa vykonaju podfa zmiluvy alebo inak poskytnuté
inititicii alebo zodpovednému sktZajucemu, ktoré sdvisia s
klinickym skd3anim. Déverné informacie nezahffiajd informdcie,
kioré nie su chranené pred zverejnenim zaddvatefom alebo
spolognostou Premier Research; stand sa sutasfou volhe
dostupnych informacii poéas trvania povinnosti ddvernosti
akymikolvek prostriedkami inymi, ne je poruenie tejto zmluvy
inStitiiciou alebo hlavym skG3ajucim; su  indtitdacii alebo
zodpovednému skisajGeemu uZ zndme v ¢ase zverejnenia a
nepodliehaji povinnostiam ddvernosti: alebo ich ziskala
institdcia alebo zodpovedny skdSajici, st oslobodené od
povinnesti ddvernosti od tretich stran, ktoré majii zakonné
pravo zvereinit ich.

Etickd komisia (EK): nezdvisly organ {(hodnotiaci wybor alebo
komisia), ktorého povinnostou je zaistit ochranu wGfastnikov
klinického skdiania deohliadanim a schvédlenim za&atia a
vykonavania klinického skd3ania.

Spravna kiinickd prax (GCP): norma definovand v najnoviej
dostupngj verzii Harmonizovanej trojstrannej smernice pre
spravnu klinicka prax £G ICH.
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informed Consent Form: A written, dated and signed form
expressing the Trial Subject’s willingness to participate in the
Trial, after been fully informed by Principal Investigator of all
aspects of the Trial.

Ihventions: Any invention, innovation, idea, discovery,
improvement, know-how, method, operation or other
intellectual property rights made by Institution, Principal
Investigator or study team arising from the conduct of the Trial
or the use of the Investigational Product.

Personal Data: all information relating to an identified or
identifiable natural person; meaning the natural person can be
identified directly or indirectly.

Principal investigator: person responsible for the conduct of the
Trial at the Institution. If a Trial is conducted by a team of
individuals at the Institution, the Principal Investigator is leader
of the study team.

Study Team: Qualified and appropriately trained personnel
performing the Trial under the leadership of the Principal
investigator.

Trial Subject: An individual who participates in the Trial as either
a recipient of the Investigational Product of control drugin
accordance with the Protecol.

Value Added Tax (VAT): Value added tax chargeable under
Applicable laws for the time and any similar additional tax.

2. CONDUCT OF TRIAL

2.1.  Institution and Principal Investigator acknowledge
and agree, having reviewed sufficient information
regarding the Investigational Product and Protocol,
to conduct the Trial to evaluate the Investigational
Productin accerdance with the Protocol. Institution
and Principal Investigator are responsible for
compliance by all Trial personnel with the terms of
this Agreement, Institution and  Principal
Investigator will ensure that any personnel who
assist in the conduct of the Trial are informed of
and agree to abide by all terms of this Agreement
which are applicable to the activities they perform.
Institution will determine which of the obligations
in this Agreement it will delegate to Principal
Investigator. Institution and Principal Investigator
will assume all those responsibilities assigned
under all applicable laws, rules, regulations,
guidelines and standards including without
limitation all relevant Good Clinical Practice
guideline and standards, and all Applicable Laws

Formular_informovaného sihlasu: pisomny, datovany a
podpisany formulédr vyjadrujuci dobrovolny suhlas Géastnika
klinického skasania s GZastou na klinickom skagani po tom, ako
ho zodpovedny skd3ajici déklagne informoval o vietkych
aspektoch klinického skagania,

Vynalezy:_kaidy vyndlez, inovidcia, napad, objav, vylepienie,
know-how, metdda, postup alebo iné prava dulevného
vlastnictva wvzniknuté Cinnosfou inStitGcie, zodpovedného
skiZajiceho alebo timu Studie, ktoré pochadzaji z realizicie
klinického skiSania alebo poutitia skaganého lieku.

Osobné ldaje: vietky informacie stivisiace s identifikovanou
alebio identifikovatefnou fyzickou osocbou; ¢o znamend, ze
fyzickd osoba méake byt identifikovans priamo alebo nepriamo.

Zodpovedny _ skafajlci: osoba zodpovedna za realiziciu
klinického skd$ania v intitdcii Ak klinické skganie vykonava v
in3titdcii tim jednotlivcov, zodpoved ny skdsajiici je vedicim timu
dtadie,

Tim Studie: _kvalifikovany a nalesite vySkoleny personal
vykondvajuci Kklinické skidanie pod vedenim zodpovedného
skusajliceho.

UZastnik klinického skiiZania: jednotlivec, ktary sa zi€astiivje na
klinickom = skagani, bud ako prijemca skiZaného alebo
kontrolného lieku v sdlade s protokolom.

Dai_z pridanej hodnoty {DPH): dafl z pridanej hodnoty, ktoru
moino Utovat podfa platnych zékonov v danom Zase a ka¥ds
podobna pridana dar.

2. REALIZACIA KLINICKEHO SKUSANIA

2.1 institicia a zodpovedny skidajuci po pretitani
dostatofného mnoistva informacii o skdfanom
lieku a protokole potvrdzuju a siihlasia s vykonanim
klinického skdfania na vyhodnotenie skGianého
liekuvsilade s protokolom. InEtitacia a zodpovedny
skusajuci st zodpovedni za 1o, Ze cely persondl
klinického sku3ania bude dodrsiavat podmienky
tejto zmiuvy. Indtitdcia a zodpovedny skaajuici
zaistia, aby bol kazdy pracovnik, ktory sa podiefa na
realizdcii tohto klinického skdsania, informovany a
suhlasil s dodrziavanim vietkych podmienck tejto
zmluvy vztahujlicich sa na ginnosti, ktoré vykonava.
Institdcia uréi, ktoré z tychto povinnosti v tejto
zmluve deleguje na zodpovedného skdsajuceho.
InStitucia a zodpovedny skudajuci prijmd vietky
tieto povinnosti pridelené na ziklade vietkych
platnych zédkonov, pravidiel, nariadeni, smernic a
noriem vratane a bez obmedzenia vietkych
relevantnych smernic a noriem sprévnej klinickej
praxe a vietkych platnych zakonov vztahujicich sa
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2.2.

2.3.

2.4

2.5.

2.6.

27.

2.8

relating to the confidentiality, privacy and security
of patient information.

Institution is the employer of Marek Orban, M.D,,
the Principal Investigator and the Study Team.

The Trial will be conducted at the following
location(s): Nérodny dstav srdcovych a ciennych
chordb a.s., Pod Krdsnou hérkou 1, 833 48
Bratislava, Slovakia

Institution shall ensure that the Trial is conducted
in strict compliance with:

i) The terms and conditions of this
Agreement

it} Written instructions from Sponsor

i} Good Clinical Practices

iv) Any applicable direction received by the
Ethic Committee and  regulatory
authorities

v) Protocol as Amended

vi} Applicable Laws

Principal Investigator may delegate duties and
responsibilities to sub-investigators or Study Team
only to the extent permitted by Applicable Law
governing the Trial conduct, as described below.

Compliance with institutional Policies. Principal
Investigator will comply with the policies and
procedures of the organization{s) with which
Principal Investigator is affiliated, including any
applicable financial policies. Principal Investigator
will notify Spensor promptly of any conflict
between the terms of this Agreement and any such
policy or procedure, and the parties will attempt to
reach an appropriate accommodation.

Ethics Committee. Before the Trial is initiated, the
parties will ensure that both the Trial and the
informed consent form are approved by an Ethics
Committee that complies with all applicable
regulations. Premier Research will further ensure
that the Trial is subject to continuing oversight by
the applicable Ethics Committee throughout its
conduct.

Trial Disapproval. If, through no fault of Institution
or Principal Investigator, the Trial is disapproved by
the Ethics Committee, this Agreement will
immediately terminate with no penalty to the
Institution or Principal Investigator, as outlined
below.

2.2

2.3.

2.6.

2.7.

2.8.

na dévernost, ochranu osobnych Udajov pacienta a
ich bezpeénost,

Indtitlcia je zamestnavatefom MUDr.Marek Orban,
zodpovedného skdiajiceho a timu Etidie.

Klinické skd3anie sa uskuto€ni na tychto miestach:
Nérodny Ustav srdcovych a ciennych choréb as. ,
Pod Krasnou hérkou 1, 833 48 Bratisfava, Slovensko

Intitiicia zaisti, Ze klinické skifanie sa uskutoini za
striktného dodriania:
podmienok tejto zmluvy,

pisomnych pokynov od zadvatels,

spravnej klinickej praxe,

kaideého platného pokynu, ktory prijme etick3
komisia a regulaéné Grady,

protokolu a dodatkov,
platnych zékonov.

Zodpovedny skdajici md¥e delegovat povinnosti a
zodpovednosti na dalSich skasajicich alebo tim
Studie len do rozsahu, ktory povolujd platné zikony
upravujice realizéciu klinického skdania tak, ako je
uvedené nizdie.

Dodrziavanie zésad institucie Zodpovedny skasajici
bude dodriiavat zdsady a postupy organizacie(-ii),
ku ktorym je pridrufeny zodpovedny skdfajici,
vratane vietkych platnych finanénych zdsad.
Zodpavedny skigajici bezodkladne upovedomi
zaddvatela o kaZdom rozpore medzi podmienkami
tejto zmluvy a akejkolvek takejto zdsady alebo
postupu, a zmluvné strany sa budd snagitf dosiahnut
primerand napravu.

Etickd komisia Pred zafatim klinického skiZania
emluvné strany zaistia, aby klinickeé skuZanie a
formuldr informovaného suhiasu schvilila eticks
komisia, ktord dodrii vietky platné nariadenia.
Spolocnost Premier Research dalej zaisti, aby
Klinické skdanie bolo aj potas realizacie nadalej
pod dohfadom platnej etickej komisie.

Neschvdlenie klinického skii3ania Ak eticka komisia
neéschvali toto klinické skdanie, a nebude to vinou
institacie ani zodpovedného skiajiceho, okamzite
sa skonti platnost tejto zmluvy bez pokuty inétitdcii
alebo  zodpovednému skusajucemu, ako je
vysvetiensg nizdie.
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2.9

Clinical Trial File,

2.9.1.  Creation of Clinical Trial File. Before
commencement of the Trial, Principal
Investigator shall ensure receipt of a
Clinical Trial File which shall include
documents as required by Sponsor or
Premier Research in order to conduct
the Trial.

25.2. Maintenance of |nvestigator Trial File.
During the Trial, Principal investigator
shall maintain the Clinical Trial File and
shall vpdate the Clinical Trial File by
including documents as required by
Sponsor or Premier Research during the
cohduct of the Trial.

2.93. Retention and Transfer of Clinical Trial
File. Institution shall retain the trial
master fite for 25 (twenly-five) years
after the end of the Trial. Institution shall
notify  Sponsor before destroying
any records

After the required retention period. Principal investigator

further agrees to permit Sponsor to ensure that the records are
retained for a longer period if necessary, at Sponsor’s expense.,
Trial Subjects’ medical records shall be archived in accordance
with Applicable Law.

2.10.

2.11.

Trial Subjects. Institution and. Principal Investigator
shall only include in the Trial, Trial Subjects that
meet all of the inclusion criteria and none of the
exclusion criteria set forth ih the Protocol and have
signed an Informed Consent Form prepared. in
accordance with Applicable Law.

Case Report Forms.

2.11.1. Principal  Investigator or  his/her
designee shall complete the CRFs in the
form provided by either Sponsor or
Premier Research promptly  and
accurately. Principal Investigator shall
provide access to the CRFs and any other
source documents related to the Trial to
Sponsor and Premier Research at

periodic monitoring visits or upon

2.5.

Dokumentdcia o klinickom sktgani

2.9.1. Vytvorenie dokumentdcie o klinickam
skdfani Pred zafatim klinického skiZania
zodpovedny  skifajuci  zaisti prijatie
dokumentécie o klinickom skGZani, ktors
ma zahfiat dokumenty poiadované
zadavatelom alebo spoloénostou Premier
Research potrebné na realizdciu kiinického
ski3ania.

2.9.2. Vedenie dokumenticie o Klinickem
skdBani skufajicim  Pofas Klinického
skdsania bude zodpovedny skdsajici viest
dokumentaciu o klinickem skGfani g
aktualizovat ju poas realizicie klinického
skdiania vkladanim dokumentav podla
poziadaviek zadavatefa alebo spolo&nosti
Premier Research.

2.9.3. Uchovavanie a prenos dokumenticie o
klinickom _ skugani InStitGcia  bude
uchovavat dokumenticiu o klinickom
skusani 25 (dvadsafpif) rokov po skonéeni
klinického sku3anta. Indtiticia upovedomi
zaddvatela pred znitenim akychkolvek
zdznamov.

Po uplynuti pozadovanej doby uchavania Zodpovedny

skadsajuci dalej sdhlasi s tym, Ze povoli zadavatelovi zaistit, aby
sa v pripade potreby zaznamy uchavali dihZiu dobu na naklady
zaddvatefa. Zdravotné zéznamy Géastnika sa budi archivovat v
sillade s platnymi zékonmi,

2.10.

2.11.

Utastnici__ klinického  skdfania  Inititicia a
zodpovedny sku3ajici  zahrno  do  klinického
skusania len takych ugastnikov, ktori splnia vietky
kritéria na zaradenie a nesplnia ¥iadne kritéria na
vyradenie stanovené v protokole a ktori podpisali
formular informovaného sghlasu pripraveny v
sulade s platnymi zékonmi.

Zaznamové formuldre déastnikov  klinického

skisania

2.11.1.Zodpovedny skd3ajuci a jeho zastupea
budt vyplfat formulire CRF v podobe

poskytnute] bud zadavatelom alebo
spoloénostou Premier Research
bezodkladne a presne, Zodpovedny

skl3ajuci poskytne pristup k formuldrom
CRF a vietkym dallim zdrojovym
dokumentom, ktoré stvisia s klinickym

request of Sponsor or Premier Research ski8anim, zaddvatelovi a spolognosti
and shall be avaifable during monitoring Premier Research na pravidelnych
monitorovacich ndvStevach alebo na
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visits to answer guestions about the
Study.

2.11.2. Principal Investigator shall  assist
Sponsor and Premier Research in
resolving -any discrepancies, errors or
missing information in the CRFs.
Principal  Investigator shall  assist
Sponsor and Premier Research in
conducting audits of original case
records, laboratory reports, or raw data
sources underlying data recorded in the
CRFs.

3. TRIALBUDGET

3.1.  Premier Research on behalf of Sponsor  will
compensate Institution and Principal Investigator,
for the services performed under this Agreement;
provided that the services have been performed in
dccordance with the Protocol, this Agreement and
Applicable Law.

3.2, The payments set forth in Appendix 1 shall cover all
fees, costs and expenses of Institution and Principal
Investigator, and no other form of compensation
shall be paid to Institution and Principal
Investigator. Institution shall be responsible for
compensating all other entities involved in the
conduct of the Trial. Spansor shall not be liable for
Institution’s  failure to make any of the
aforementioned payments to the other entities
involved in the conduct of the Trial, and Institution
shall indemnify Sponsor if Institution fails to make
such payments,

3.3. Parties agree that Premier Research shall make
such payment as an agent of the Sponsor, thus
Prethier Research is not liable for payment to
Institution and Principal Investigator if the funds
are insufficient or unavailable.

3.4. Fair Market Value. The Parties acknowledge and
agree that the compensation and suppoit provided
by Sponsor, to Institution pursuant to the
Agreement represents the fair market value for the
Trial services conducted by Institution and Principal
Investigator, has been negotiated in an arms-length
transaction, and has not been determined in a
manner that takes into account the velume or value
of any referrals or other business otherwise

3.

3.1

3.2

33.

34,

zéklade  Ziadosti zadévatefa  alebo
spolo¢hosti Premier Research a bude k
dispozicii pofas navitev na zodpovedanie
otdzok o Etddit.

2.11.2. Zodpovedny skusajuci peméie
zaddvatelovi a  spolofnosti  Premier
Research pri riefeni akychkolvek odchylok,
chyb alebo chybajicich informdcii v CRF.
Zodpovedny skugajic pombie
zadavatefovi a spolodnosti  Premier
Resgarch  pri vykondvani  auditov
pévodnych chorobopisov, laboratérnych
sprav  alebo  zdrojov nespracovanych
Odajov, kioré si podkladom ddajov
zaznamenanych do formuldrov CRF.

ROZPOCET KLINICKEHO SKUSANIA

Spolotnhost Premier Research uhradi v mene
zadivateld inititlcii a zodpovednému skusajicemu
sluzby vykonané podia tejto zmluvy, ak sa tieto
sluzby wykonali v silade s protokolom, touto
zmlyvou a platnymi zakonmi.

Platby uvedené v Prilohe 1 maji pokryt vietky
poplatky, naklady a wvydavky inftitdce a
zodpovedného  skuiajliceho, a  indtitdcii &
zodpovednému skiisajlicemu sa neposkytne ¥iadna
ina forma kompenzacie. Inititucia bude
zodpovednd za kompenzaciu vietkych dalgich
subjektov zapojenych do realizicie klinického
skidania.  Zaddvatel nebude niest  3iadnu
zodpovednost za neuhradenie vyiiie uvedenych
platieb inym subjektom zapojenym do realizacie
tohto klinického skuSania a inétitdcia odékodni
zadavatela, ak in3titucia tieto platby neuhradi.

Zmluvné strany suhlasia s tym, e spolo&nost
Premier Research uhradi takdtc platbu ako
zéstupca oprdvneny zadavatelom, takie spolotnost
Premier Research nie je zodpovedna za platbu
indtitdcii a zodpovednému skagajicemu, ak sy
pefainé  prostriedky  nedostatoéné  alebo
nedostupné.

Redlna trhova hodnota Zmluvné strany potvrdzujd
a suhlasia s tym, 7e kompenzicia a podpora
poskytnuta zadavatefom institlcii na zdklade tejto
zmluvy vyjadruje redlnu trhovi hodnotu sluieb
klinického skasania vykonanych indtitdciou a
zodpovednym  skdSajicim, bola  dohodnutsd
objektiviym dohovorom oboch stran a nebola
uréena sposobom, ktory zohfadiuje objem alebo
hodnotu akychkolvek odportizani alebo inych
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generated between Sponsor and Institution or
Principal  Investigator.  Principal Investigator
acknowledges and agrees that their judgment with
respect to their advice to and care of each Trial
Subject is not affected by the compensation that
Institution receives.

4. PUBLICATION

4.1.  Institution and Principal Investigator shall have the

right to publish, present or otherwise use the
results pertaining 1o Institution’s or Principal
Investigator's  Trial activities conducted in
accordance with the Agreement {individually, a
“Publication”) for their own instructional or
research publication objectives, provided that such
Publication does not disclose Confidential
information as described in Section 9.
At least ninety (90) days prior to submission for
publication, presentation or use, Institution and
Principal Investigator shall submit in writing to
Sponsor for review and comment of any proposed
oral or written Publication. Sponsor shall advise
Institution or Principal Investigator, as the case may
be, in writing of any information contained therein
which is Confidential information or which may
impair  Sponsor’s ahbility to obtain patent
protection. Sponsor shali have the right to require
Institution and Principal Investigator to remove
specifically identified Confidential Information or
factual errors and to delay the proposed
Publication an additional ninety (30) days to enable
Sponsor to seek patent protection. Expedited
reviews for abstracts or poster presertations may
be arranged if mutually agreed to by the Parties.

4.2, Notwithstanding this Section 4.1, 35 the Trial is part
of a multi-center Trial, Institution and Principal
Investigator agree that the first Publication of the
resufts of the Trial shall be made in conjunction
with the presentation of a joint multi-center
Publication of the Trial resuits with the
investigators and the institutions from all Trial sites
contributing data. if such a multi-center
Publication is not submitted within eighteen (18)
months after conclusion of the Trial at all sites, or
upan notice from Sponsor or Premier Research that
there will not be a multi-center Pubdication,
Institution and Principal Investigator may publish
the results from the Trial, individually, subject to
Sponsor’s rights under Section 4.1.

4.

obchodnych  transakeii vytvorenych  medszi
zaddvatefom z indtitdciou alebo zodpovednym
skigajicim.  Zodpavedny skudajici potvrdzuje a
sdhlasi s tym, 7e odmena, ktord institicia dostane,
nebude mat vplyv na jeho Usudok v sdvislosti s
radami a starostlivostou, ktoré poskytne kaidému
uéastnikovi klinického skaZania.

PUBLIKOVANIE

4.1 Indtitdcia a zodpovedny ska3ajuci bud( mat pravo

publikovat, prezentovat alebo inak pousit vystedky
tykajdce sa Einnosti vykonanych ingtitdciou alebo
zodpovednym  ska3ajicim v rdmci Kinického
skdsania v sdlade s touto zmlyvoy (jednottivo
»publikovanie”} na svoje viastné ciele sivisiace s
pokynmi alebo vyskumom, ak takéto publikovanie
neodhali déverné informéacie ako je opisané v
élanku 9.
Najmenej devdtdesiat (90) dni pred predlozenim
materialu na publikovanie, prezenticiu alebo
pouZitie, indtitticia a zodpovedny sko3ajuci pisomne
predloZia zaddvatefovi na posddenie a vyjadreriie
kaZdi navrhovani Gstnu alebo pisomnu publikaciu.
Zadavatel bude informovat inititiciu alebo
zodpovedného skigajiceho, podia toho, o aky
pripad ide, pisomne o kaidej zahrnutej informacii,
ktord je dbévernou informiciou alebo mdse
nepriaznivo ovplyvnit ziskanie ochrany patentom zo
Strany zadavatefa.  Zaddvatel bude mat privo
poZiadat inititlciu a zodpovedného skugajiceho,
aby odstrénili konkrétne identifikované déverné
informacie alebo faktické chyby a posunuli
navrhované publikovanie o dalSich devitdesiat (90}
dni, aby umoznili zadavatelovi poZiadat o ochranu
Patentom. Ak sa zmluvné strany vzajomne na tom
dohodnti, mdZe sa zabezpetit urychlené posudenie
abstraktov alebo plagétovych prezentacii.

4.2. Bez ohfadu na tento &lanok 4.1, ked%e klinické
skudanie je sOgastou multicentrického Kiinického
skdSania, indtitlcia a zodpovedny sku$ajici suhlasia
s tym, Ze prvé publikovanie vysledkov klinického
skiSania sa uskutoZni spolu s prezentaciou
spolotného multicentrického publikovania
vysledkov  klihického  skugania  skagajicimi a
inStiticiami  zo vietkyjch pracovisk klinického
skUSania, ktoré prisptevajii Gdajmi. Ak sa viak
takato multicentricka publikécia nepredlofi do
osemndstich {18) mesiacov od ukonéenia klinického
skiSania na vietkych pracoviskach, alebo ak
zaddvatelf alebo spolofnost Premier Research
ozndmia, ie sa neuverejni Ziadna multicentricks
publikacia, inititicia a zodpovedny skigajuci mdzu
publikovat wvysledky z Klinického skitania
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5. REPRESENTATIONS AND WARRANTIES

5.1 Principal Investigator and Institution represent and
warrant, on behalf of themselves and the Study
Team providing services under the Agreement, that
they:
51.1.  have the experience, capahilities, and
riecessary qualifications and licenses to
perform the obligations under the
Agreement;
5.12.  will perform the obligatians required
under the Agreement in a professional
anhd competent manner;
513.  will conduct the Trial in accordance with
the Protocol, the Agreement, and
Applicable Law;
5.1.4.  are not and have not been debarred, or
otherwise engaged in conduct for which
2 person or entity can be debarred in
accordance with Applicable law;

5.1.5.  will not employ or otherwise engage any
individual performing services under the
Agreement that is or has been debarred,
or otherwise engaged in conduct for
which a person can be debarred in
accordance with Applicable Law; and
5.1.6.  have not been disqualified to participate
inthe Trial in accordance with Applicable
Law.

5.2. Principal Investigator and Institution shall
immediately notify Premier Research in writing in
the event of any such debarment, conviction,
threat or indictment oceurring during the term of
the Agreement, or the three(3) year period
following the termination or expiration of the
Agreement.

5.3. Upon Sponsor’s and/or Premier Research’s
request, Institution and Principal Investigator will
certify to Sponsor and/of Premier Research in
writing of Institution’s and Principal Investigator's
compliance with Section 5.

5.

samostatne, v sdlade s pravami zaddvatela padla
tlanku 4.1.

VYHLASENIA A ZARUKY

5.1.  Zodpovedny skdiajici a inititdcia wyhlasuja a
zarutujii v mene svojom a v mene timu $tudie
poskytujacich sluzby podia tejto zmluvy, Ze:

5.1.1. maji skisenosti, schopnosti a potrebné
kvalifikicie a osvedienia na vykondvanie
povinnostf podla tejto zmluvy;

5.1.2. vykonaji povinnosti wvyfadované touto

zmluvou profesiondlnym a kompetentnym

sposobom;

5.1.3. uskutofnia Kinické skufanie v sdlade s

protokolom, zmluvou a platnymi zakonmi;
5.1.4. nie s a neboli vyliteni, ani inak zapojeni
do pofinania, pre ktoré osoba alebo
subjekt mdiu byt wyligeni v sdlade s
platnymi zdkonmi;
5.1.5. nezamestnajd ani inak nezapoia ¥iadneho
jednotlivea poskytujliceho sluitby podfa
tejto zmluvy, ktory je alebo bel wyliéeny
alebo inak zapojeny do poéinania, pre
ktoré méZe byt osoba vyllEena v sdlade s
plathymi zakonmi; a

5.1.6. neboli vyldéeni z Uéasti na klinickom

skuganii v silade s platnymi zakonmi.

5.2.  Zodpovedny skiSajlci a indtitdcia maji okamiite
pisomne upovedomit spoloénost Premier Research
v pripade takéhoto vyliitenia, usvedéenia, hrozby
alebo obvinenia, ku ktorym ddjde potas trvania
tejto zmluvy alebo obdobia trach (3} rokov po
ukoncend alebo uplynuti platnosti tejto zmiuvy.

53. Ak o to zadavatel alebo spolofnost Premier
Research pofiadaji, instithcia a zodpovedny
sk(3ajuci pisomne potvrdia zadavatelovi afalebo
spolo€nosti Premier Research, #e konaju v stlade s
tlankom 5.
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UNAVAILABILITY OF PRINCIPAL INVESTIGATOR

Institution and Principal investigator may not permanently
substitute another investigator or otherwise restrict the
responsibilities of or level of support provided by Principal
Investigator without the prior written approval of Sponsor.
In the temporary absence of Principal Investigator,
Institution or Principal Investigator shall designate a
qualified sub-investigator, who is named on the delegation
log, to perform the duties and responsibilities of Principal
Investigator under the Agreement. {f Principal
Investigator’s absence is anticipated to exceed
fourteen (14) business days, Institution or Principal
Investigater shall notify Sponsor in writing of the
designated sub-investigator who shall assume conduct of
the Trial and all responsibilities under the Agreement.
Sponsor may reasonably approve or deny any proposed
Teplacement or substitute investigator. The substitution
of the Investigator does not affect the obligations of the
Parties under or pursuant to the Agreement. In the event
an acceptable substitute or replacement investigator is not
determinad, the Aggreement may be terminated by
Sponsor in accordance with the termination provisions in
this Agreement.

INVESTIGATIONAL PRODUCT

7.1, Investigational Product will remain the property of
the Sponsor. Sponsor will provide Institution and
Principal Investigator with the required quantity of
the Investigational Product, as set forth in the
Protocol.

7.2. Institution and Principal Investigator understand
that the Investigational Product is experimental in
nature. Any Adverse Event resulting from the
handling of the Investigational Product by Principal
Investigator and instilution shall be promptly
reported to Sponsor. Principal Investigator and
Institution shall comply with all Applicable Law with
regards to handling the investigational Product.

7.3 Institution and Principal Investigator acknowledge
that they have received information regarding the
Investigational Product from the Investigator
Brochure and are thoroughly familiar with the
appropriate use of the Investigational Product.

74. Administration and Distribution of Investigational
Product.
7.4.1.  Upon reception of Ethic Committee and

regulatory approvals, Sponsor and/or
Premier Research will arrange for the

6.

NEDOSTUPNOST ZODPOVEDNEHOQ SKUSAIUCEHO

Indtiticia a zodpovedny skiZajici nemdiu neustdle
zastupovat ‘iného skuSajiceho alebo inak obmedzovat
povinnosti alebo Uroveil podpory, ktoré poskytuje
zodpovedny skaSajici bez predchadzajuceho pisomného

sthlasu  zaddvatefa. Pri  doasne] nepritomnosti
zodpovedného  ski3ajlceho  urdi  indtitlcia  alebo
zodpovedny skdsajuci daliieho kvalifikovaného

skugajliceho, kiory je uvedeny v dokumente s poverenymi
osobami pracoviska klinického skisania, aby vykonaval
povinnosti a zavarzky zodpovedného skuiajiceho podla
tejto zmluvy. Ak sa predpoklad3, %e nepritomnost
zodpovedneého  skiSajuceho presiahne §trnast  (14)
pracovnych dni, intiticia alebo zodpovedny skdiajici
maju pisomne oznamit zadavatelovi dalSieho uréeného
skuZajuceho, ktory sa zaviaze vykonavat klinické skaganie a
vietky povinnosti podla tejto zmluwy. Zadavatel mbie
odovodnene schvalit alebo zamietnuf navrhované
zastupenie alebo nahradif skuajiceho.  Nahradenie
skisajuceho nemd vplyv na povinnosti zmluvnych stran
podla alebo na zdklade tejto zmbuvy. V pripade, Je sa neurdi
akceptovatelny nahradny ska3ajici, zadavalel mbie
vypovedat tGto zmluvu v sdlade s podmienkami
vypovedania uvedenymi v tejto zmluve.

SKUSANY LIEK

7.1, SkaSany liek ostane vlastnictvom zadavatela.
Zaddvatel poskytrie indtitlicii a zodpovednému
skdlajucemu poZadované mnoistvo skiianého
lieku tak, ako je stanovené v protokole.

7.2, Inititicia a zodpovedny skudajici chapu, e skigany
liek je vo svojej podstate experimentilnym liekom.
KaZda neiiaduca udalost vyplyvajiica z manipuldcie
so skidanym liekom zodpovednym skdsajicim a
indtiticiou sa ma  bezodkladne  nahlasit
zadavatefovi. Zodpovedny skd3ajici a indtitucia
musia pri zaohchadzani so skuSanym liekom
dodrziavat platné zikony.

7.3. IndtitUcia a zodpovedny skdSajici potvrdzujd, je
maj( informacie o skd3anom lieku z prirugky pre
skdsajiceho a st dokladne oboznidmeni o nalefitom
pouzivani skufaného lieky.

7.4. Podévanie a distribicia skdaného licku

7.4.1. Po udeleni schvalenia etickou komisiou a
regulaénymi Uradmi, zaddvatel a/alebo
spoloénost Premier Research zabezpedi
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8.

7.5.

76

7.7.

dispatch of the Investigational Product
to Institution’s pharmacy Nemochiénd
lekiref, Pod Krasnou hérkou 1, 83348,
Bratislava 37, Slovakia
7.4.2.  Principal Investigator shall only dispense
the Investigational Product to Trial
Subjects
7.4.3.  Principal Investigator shall document
the administration and distribution of
the Investigational Product to Trial
Subjects in the CRF and maintain
accurate and complete dispensing
records.
7.44. Institution and Principal Investigator
shall use the Investigational Product
strictly according to the Protocol and in
accordance with the Agreement and
Applicable Law.
74.5.  Institution and Principal Investigator
shall not rmodify or alter the
Investigational Product in any way.

Ownership_of investigational Product. Sponsor’s

Investigational Product is and remains the property
of Sponsor. Sponsor does not grant Institution and
Principal Investigator any express or implied
intellectual property rights in the Sponsors
Investigational Product or in any methods of
making or using the Sponsor's Investigational
Product.

Storage of investigational Product. Institution shall

securely store the Investigational Product as
designated in the Protocol and in accordance with
Applicable Law.

Return of Investigational Product. Institution shall
return all used and unused Investigational Product,
including all containers, to Sponsor or drug supply
vendor designated by Sponsor upon expiration or
termination of the Trial or at such time as Sponsor
direct, at Sponsor's expense, and shall document
the guantity returned and the method of shipment.

MONITORING

8.1

Site Inspections.

8.1.1. Institution and Principal Investigator shall
allow the Spensor, Premier Research, and
the Food and Drug Administration, the
European Medicines Agency or other

8.

7.5.

71.6.

7.7,

odoslanie sklSaného lieku do lekdrne
indtitlicie  Nemocniénd  lekdredi, Pod
Krdsnou horkou 1, 83348, Bratislava 37,
Slovensko
74.2. Zodpovedny skGSajici wydad skdZany liek
len déastnikom klinického skdsania.

7.4.3. Zodpovedny skadajici  zdokumentuje
podanie a distribluciu sko3aného lieku
Gfastnikom klinického ski%ania v CRF a
uchovd presné a dplné zaznamy o jeho

vydavani.

7.4.4. InstitGcia a zodpovedny skdiajici musia
pouiivat skdSany liek striktne podfa
protokolu a v sdlade s touto zmluvou a

platnymt zdkonmi,

7.4.5. IntitGcia a zodpovedny skd3ajici nesm
skiZany liek ziadnym spésobom upravovat
ani menit.

Viastnictvo skifangho lieku Skigany liek zadavatels
je a zostane vlastnictvom zaddvatela. Zaddavatel
neudeluje indtitdcii a zodpovednému skigajicemu
Ziadne vyslovné ani implicitné prava na dusevné
vlastnictvo skiSaného lieku zaddvatela ani metdd &
pouiitia skiSaného lieku zaddvatela.

Uchovdvanie skuSaného fieku Indtitdcia musi
uchovdvat skudany liek bezpetne, ako je stanovené
v protokole a v sdlade s platnymi zakonmi.

Vrdtenie skdSaného lieku InStitucia vrati vietok
pouZity a nepouZity skifany liek vratane vietkych
nadob zadavatelovi alebo dodavatefovi skifaného
lieku, ktorého urtil zaddvatel, po exspiracii alebo
ukonéeni klinického ski3ania alebo v takom Ease,
ako zadavatel nariadi, na niklady zaddvatela a
zaznamenad vratené mnoZstvo a spdsob odoslania.

MONITOROVANIE

8.1

InSpekcie pracavisk

8.1.1. Indtiticia a zodpovedny skuajlci povolia
po nileZitom ozndmeni a pofas beinej
pracovnej doby zadavatelovi, spoloénosti
Premier Research a Stétny tstav pre
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8.1.2.

8.13.

governmental authority, or its designees,
reasonable access to the Institution and
Trial records, including but not limited to
the Investigator Trial File, and to monitor
the Trial and compliance with the
Agreement, upon reasonable notice and
during normal business hours.

if Sponsor, Premier Research or the Food
and Drug Administration, the European
Medicines Agency or other governmental
authority determines that the Site is not
qualified or able to conduct the Trial,
Institution and FPrincipal Investigator shall
promptly remedy such inadequacies. If
the Site is not made adequate for conduct
of the Trial, as determined by Sponsor,
Premier Research, or the Food and Drug
Administration, the European Medicines
Agency or other governmental authority,
as the case may be, then Sponsor or
Premier Research may in their sole
discretion refuse to commence the Trial or
discontinue the Trial and terminate the
Agreement without any further obligation
to Institution or Principal Investigator.

Institution and Principal Investigator shall
notify Sponsor promptly, but no more
than  twenty-four (24}  hours, after
learning of an Food and Drug
Administration (State Institute for Drug
Control}, the European Medicines Agency
or other pgovernmental authority
inspection or reguest by the Food and
Drug Administration, the European
Medicines Agency or other governmental
authority to inspect the Site or the
Investigator Trial File or research records
for the Trial. Institution and Principal
Investigator shall provide Sponsor with
copies of all Feod and Drug Administration
{State Institute for Drug Control), the
European Medicines Agency or other
governmental authority materials,
correspondences, statements, forms, and
records received by Institution or Principal
Investigator.

8.1.2,

4.1.3.

kontrolu lietiv, Eurépskej lickovej
agentire alebo inému vlddnemu tradu
alebo jeho zdstupcom nilefity pristup do
indtitdicie a k zdznamom z klinického
skdania, vratane (okrem inych) k
dokumentécii skii$ajuceho o klinickom
skusani a umoZnia moniterovanie
klinického sk(%ania a dodrFiavanie
zmluvy.

Ak zadévatel, spolotnost Premier Research
alebo Statny Ustav pre kontrolu lietiv,
Eurdpska lickova agentira alebo iny
vladny trad urdia, fe pracovisko nie je
opravnené alebo nie je schopné vykonavat
klinické skisanie, inétitdcia a zodpovedny
skdsajlici bezodkladne napravia takéto
nedostatky. Ak pracovisko nie je vhodne
pripravené na realizéciu  klinického
sktiania, na zaklade stanoviska
zadavatela, spoloénosti Premier Research
alebo Statny ustav pre kontrolu liegiv,
Eurdpskej liekovej agentdry alebo iného
vladnehe dradu, podfa toho, o ktory pripad
ide, potom mbdiu zadavatel alebo
spolo€nost Premier Research vyiuéne na
zdklade vlastného uvaienia odmietnut
zalatie klinického skd3ania alebo prerugit
klinické sku3anie a vypovedat tito zmluvu
bez daldej povinnosti voéi intitticii alebo
zodpovednému skiajlicemu.

Inititdcia a zodpovedny ska3ajici maju
upovedomit  zaddvatefa ihned, no
najneskér do dvadsiatich Styroch (24)
hodin po informacii o inipekcii Statnym
Ustavom pre kontrolu fiekiv, Eurépskou
liekavou agentirou alebo inym vliddnym
gradom, alebo po poZiadani Uradom pre
potraviny a lieky, Eurdpskou liekovou
agenturou alebo inym viddnym dradom o
indpekeii pracoviska klinického skugania
alebo dokumentacie sk(iajiceho o
klinickom skdsani alebo  wvyskumnych
zaznamov o klrnickom skigani. InStitdcia a
zodpovedny skdZajuici poskytnu
zadavateflovi kopie vietkyeh materidlov,
koreSpondencie, vyhldseni, formuldrov a
zaznamov, ktoré institicia  alebo
zodpovedny skddajici dostali od Statneho
Ustavu pre kontrolu liediv, Eurépskej
liekovej agentiry alebo iného vlddneho
tradu.
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8.1.4. Institution and Principal Investigator will
permit Sponsor and Premier Research to
review and comment on any Trial-related
responses that Institution or Principal
Investigator may be required to provide in
response to such a Site inspection;
provided Sponsor does so in a timely
manner so as not to delay Institution’s or
Principal Investigator’s response.
Institution and Principal Investigator will
consider any such comments in good faith.
Institution will provide Sponsor with a
copy of its response resulting from any
such Site inspection.

8.2, Trial Records.
8.2.1.  Institution and Principal Investigator will
ensure that Trial Subjects’ Trial records,
which include the Institution’s and
Principal Investigator's copies of all Trial
Data as well as relevant source
documents {collectively, “Records”), are
kept up to date and maintained in
accordance with Applicable Law

8.2.2. Sponsor shall have the right to monitor all
records required by Applicable Law to be
maintained by Institution or Principal
investigator.

8.2.3.  Sponsor shall have the right to:

8231 inspect CRFs for
completeness and detailed
compliance with the
Protocol;

8.23.2.  review drug accountability
records for completeness
and accuracy; and

8.2.3.3. inspect source documents,

including but not limited to,
hospital and clinic records
relevant to the preparation
of the CRFs.

9.  CONFIDENTIALITY

9.1. Confidential Information.

9.1.1. Institution and Principal

agree and

investigator
acknowledge that

9.

8.2,

8.1.4. Indtiticia a zodpovedny sku3ajlci povoelia

zaddvatelovi a  spolognosti  Premier
Research postdit a vyjadrit sa k
odpovediam  sOvisiacim s klinickym

skuSanim, ktoré mdzu byt od inititocie a
zodpovedného skusajicehe po takejto
inSpekcii  pracoviska poiadovand, za
podmienky, Ze zadivatel tak urobi v&as a

nespdsobi oneskorenie odpovede
indtitdcie alebo zodpovedného
skifajiceho. Indtittcia a zodpovedny

skudajici posudia tieto vyjadrenia v dobrej
viere. Intitlcia poskytne képiu svojej
odpovede vyplyvajicej z takejto inipekcie
pracoviska zadavatefovi.

Zaznamy o klinickom skagani

8.2.1. Indtiticia a zodpovedny  skisajici
zabezpetia, aby sa zéznamy o G&astnikoch
klinickeho skd3ania, ktoré zahfhaja képie
vietkych Gdajov o klinickom skdgani
inititlcie a zodpovedného skoiajiceho,
ako  gj relevantnych  zdrojovych
dokumentov  (spoloéne  ,zdznamy*},
udrZiavali aktualizované a uchovavali sa v
sulade s plathymi zakonmi.

8.2.2. Zadavatel bude mat pravo monitorovat
vietky zdznamy, ktoré sd podla platnych
zakonov povinni viest indtitlcia alebo
zodpovedny skiZajuci.

8.2.3. Zaddvatel bude mat pravo:

8.2.3.1, kontrolovat, & s formulare
CRF Upiné a dokladne splhaju
protokol;

8.2.3.2. kontrolovat, ¢i si zéaznamy o
potte liekov Gplné a presné; a

8233, kontrolovat zdrojové
dokumenty  vratane (okrem
inych) zdznamov nemochice a
Kliniky, ktoré sivisia s pripravou
formuldrov CRF.

DOVERNOST

9.1

Doverné informicie

9.1.1. [ndtitdcia a zodpovedny skusajlci sthlasia
a potvrdzuji, Ze dbéverné informécie st
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9.1.2.

Confidential Information is the sole and
exclusive property of Sponser or Premier
Research and that nothing in the
Agreement shall be construed as a grant
of rights or of license, whether express
or implied, by Sponsor or Premier
Research to Institution or Principal
Investigator in Confidential Information.

Subject to the provisions of Sections
2.9.3 and 2.9.4, and upon the written
request of Sponsor, Institution and
Principal Investigator shail promptly
return or destroy, at Sponsor's sole
expense, all Confidential Information;
provided, however, that subject to the
confidentiality obligations and terms of
the Agreement, Institution and Principal
Investigator shall be entitled to retain
one(l} archival copy of such
Confidential information in a secure
location for so long as necessary under
Applicable Law to ensure compliance
with the terms of the Agreement.

9.2. Non-disclosure.

9.2.1

522,

9.23.

Institution and Principal Investigator
shall only use Confidential Information
for the purpose of fulfilling their
respective  obligations under the
Agreement.

Institution and Principal Investigator

shall not disclose or reveal Confidential

Information to any third party, other

than:

9.2.21. to individuals with a need to
know in order to carry out the
obligations of the Agreement
who are under ohligations of
confidentiality no less stringent
than those included herein,

9.2.2.2. as required to be disclosed
by regulatory authorities
(including the United States Food
and Drug Administration and
European Medicines Agency).

Institution and Principal Investigator shall
safeguard Confidential Information with
the same degree of care that Institution
and Principal Investigator would exercise
for their own confidential information, but
in no event less than a reasonable degree

9.1.2.

jedingm  a  wluénym  vlastnictvom
zaddvatefa alebo spoloénosti Premier
Research a ni¢ v tejto zmluve sa nem3
vykladat, ¢i uZ vyslovne alebo implicitne,
ako udelenie prav alebo licencie
zadavatelom alebo spolofnostou Premier
Research institucii alebo zodpovednému
skiSajicemu v suvislosti s ddvernymi
informaciami.

V sulade s ustanoveniami élankov 2.9.3. a
294. a po pisomnom poziadanf
zaddvatela, institlcia a hlavny skasajici
ihned vratia alebo znidia, wylutne na
ndklady zadavatefa, vietky dverné
informdcie, aviak v stlade s povinnostami
a podmienkami tykajdcimi sa dovernosti
uvedenymi v tejto zmluve majd indtiticia a
zodpovedny skusajdci prévo ponechat si
jednu (1) archiviu képiu tychto dévernych
informdcii na bezpefnom mieste po
obdobie poZadované platnymi zakonmi,
aby sa dodrzali podmienky tejto zmiuvy.

9.2. Neodhalenie informacii

9.21.

522

9.23.

Intitucia a zodpovedny skidajuci pouiji
déverné informacie len na Géely plnenia
svojich  prisluinych povinnosti podfa
zmluvy.

InStitGcia a  zodpovedny  skudajici
neposkytndt  ani  neodhalia déverné
informacie tretim osobam, s vynimkou:

9.2.2.1. jednotlivcov s potrebou
vedief ich na  vykonanie
povinnosti podlfa tejto zmluvy,
ktori pedliehaji  povinnostiam
dévernosti, nie menej prisnym,
ako su tu uvedené,

9.22.2. poziadania o ich poskytnutie
regulaénymi  dradmi  {vrdtane
dradu FDA v USA a Eurdpskej
lieckovej agentiiry).

Indtiticia a  zodpovedny  skasajlci
zabezpetia doverné informacie tym istym
stupfiom ochrany, ako by to indtittcia a
zodpovedny skusajici urobili v pripade
svojich vlastnych dévernych informdcii, ale
v Zladnom pripade nie nizsim stupiiom ako
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9.3.

9.4,

10.1,

10.2.

10.3.

10.4,

10.5.

of care. Institution and Principal
Investigator shall not permit  the
disclosure or use of Confidential

Information by any third party except as
would be permitted under the Agreement.

Transparency. Parties will comply will the
transparency requirements set by Applicable Law
including the reporting of the Trial on the EU Portal
and registry platform of the World Health
Organization.

Survival. The obligations of confidentiality and non-
disclosure hereunder shall survive for seven {7)
years following expiration or termination of the
Agreement.

10. INTELLECTUAL PROPERTY

All Intellectual property rights previously owned by
the Parties prior to this Agreement shall remain the
respective property of the Parties.

Sponsor shall remain the exclusive owner of
Protocel, CRFs, trial documents, results of the Trial
data, know-how, methods, operations, formulas,
and Confidential Information provided to the
Institution and Principal Investigator pursuant to
the Agreement, including copies.

All rights, title and interest in any Invention
conceived or first reduced to practice, in
connection with the performance of this
Agreement shal| be the sole and exclusive property
of Sponsor. Institution and Principal Investigator
shall promptly disclose in writing to Sponsor and
Premier Research any Invention.

Institution and Principal Investigator hereby assign,
or agree to ensure that the inventor assigns, to
Sponsor all right, title and interest in any Invention
free of any obligation or consideration beyond that
provided for in this Agreement.

Sponsor shall have the sole and exclusive right to
obtain, at its discretion, patent protection on any
nvention. At all times, Sponsor shall have the
exclusive right to use, assign, license, or transfer
ownership of any Invention in any way deemed by
it to be necessary and advisable, without payment
of any compensation to Institution or Principal
Investigator for such Invention.

10.

9.3.

9.4,

je primerany stuper ochrany. [nétitdcia a
zodpovedny skaajuci nepovolia odhalenie
ani pouZitie dévernych informacii Fiadnymi
tretimi osobami s wynimkou povoleni
podla tejto zmluvy.

Transparentnost, Zmiuvné strany splnia pofiadavky
transparentnosti stanovené platnymi  zakonmi
vratane hldsenia klinického skagania na portal EU a
do systému registricie Svetovej zdravotnicke]
organizdcie,

Platnost Povinnosti dévernosti a neodhalenia
informacii budu platit sedem {7} rokov po exspirdcii
alebo skonceni platnosti zmluvy.

DUSEVNE VLASTNICTVO

10.1.

10.2.

10.3.

10.4.

10.5.

Vietky prava duievného viastnictva, ktoré boli pred
podpisanim tejto zmluvy viastnictvom zmluvnych
strarni, zostanl vlastnictvom zmluvnych stran.

Zadavatel zostane vyluénym viastnikom protokoly,
formuldrov CRF, dokumentov Klinicksho ski3ania,
vysledkov z Odajov z klinického skdZania, know-
how, metdd, postupov, vzorcov a dovernych
informacii poskytnutych inititacii a zodpovednému
skd3ajicemu na zaklade tejto zmluvy vratane kopii.

Vietky prdva, ndroky a podiely k akémukolvek
vyndlezu zamyilanému alebo prvykrit uvedenému
do praxe, v sUvislosti s plaenim tejto zmluvy, buda
jedingm a wyluénym vlastnictvom zadévatela.
InStitdcta a zodpovedny skasajici ihned pisomne
oznamia zaddvatelovi a spolognosti Premier
Research akykolvek vyndlez.

tnititlicia a zodpovedny skd$ajlci prevedu, alebo
sthlasia s tym, e zabezpefia to, aby vynélezca
previedol na zadavatela vSetky prava, naroky a
podiely k akémukolvek vynilezu oslobodené od
akehokofvek zavazku alebo protiplnenia, okrem
tych, ktoré sd uvedenéd v tejto zmluve.

Zaddvatel bude mat jediné a vyluéné privo ziskat,
na zaklade svojho wviastného uvaZenia, ochranu
akéhokolvek vyndlezu patentom. Zadavatel mé za
kaizdych okoinosti vyhradné prive na pouiitie,
prevod, udelenie licencie alebo prenos vlastnictva
akéhokelvek vyndlezu akymkolvek spésobom, ktory
povaiuje za nevyhnutny a prospesny, bez toho, aby
musel indtitucii alebo zodpovednému ski3ajicemu
vyplatit akitkolvek odmenu.
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10.6.  Nothing contained herein shall be construed as a

grant of right or of license, whether expressed or
implied, by Sponsof or Premier Research to
Institution or Principal Investigator with respect to
any patent, copyright, trademark, trade secrets, or
any other intellectual property rights.

11. TERMINATION

11.1.  Unless otherwise agreed in accordance with the
terms of the Agreement, the Agreement shall
terminate upon trial completion.

11.2. Termination by the Parties. Any Party may
terminate the Agreement as follows:

1121, effective immediately upon receipt of
notice for a material breach of the
Agreement and such breach remains
uncured for a period of thirty {20} days
after providing written notice;

11.2.2. effective immediately upon receipt of
notice to protect the safety and welfare
of Trial Subjects; and

11.2.3. effective immediately if the Trial cannot
be initiated because of Ethics Committee
disapproval or withdrawal of the
regulatory authority approval ;

11.3.  Termination by Sponsor. Sponsor may, in its sole

discretion, terminate the Agreement as follows:

11.3.1. for any reason, upon thirty (30} days
advanced written notice to Institution

and Principal Investigator;

11.3.2. effective immediately upon
unauthorized material deviations from
the Protocol; and

11.33. effective immediately if at any time
during the term of the Agreement,
Institution or Principal Investigator, or
any person employed by institution or
Principal tnvestigator providing services
under the Agreement, is disqualified or
debarred pursuant to Applicable Law.

10.6. Ziadne, tu obsiahnuté, vyjadrenie sa nem vykladat,
¢i uZ vyslovne alebo implicitne, ako udelenie priva
alebo licencie, zaddvatelom alebo spolofnostou
Premier Research indtitucii alebo zodpovednému
skidiajicemu v stvislosti s akykolvek patentom,
autorskym  pravom, obchodnou  zndmkou,
obthadnymi tajomstvami alebo daliimi pravami na
dulevné vlastnictvo,

11.  UKONCERNIE PLATNOSTI

11.1. Pokial sa nedohodne inak v silade s podmienkami
tejto zmluvy, platnost zmluvy sa skonéi po ukonteni
klinického skisania.

11.2. Wypoved zmluvnymi stranami Ka¥da zo zmluvnych

stran moZe vypovedat zmluvu takto:

11.2.1.s okamZitou platnosfou po prijati
ozndmenia o zdsadnom poruseni zmluvy a
ak takéto poruienie ostatne neoietrené
po obdobie tridsiatich {30) dni po
poskytnuti pisemného ozndmenia;

11.2.2.s okamiitou platnostou po prijati
ozndmenia o ochrane bezpeénosti a
zdravia Ggastnikov kiinického skugania; a

11.2.3.s okamiitou platnosfou, ak sa klinicks
skidanie nemdie zadat 2z dbvodu
neschvalenia efickou komisiou alebo
zrudenim schvélenia regulaénym Gradom.

11.3. Vypoved zo strany raddvatela Zaddvatel modie
vypovedat zmluvu vylutne na zéklade vlastného
uvdzenia takio:

11.3.1.z akéhokolvek ddvodu v lehote tridsiatich
{20} dni po predchadzajucom pisomnom
ozndmeni indtitdcii a zodpovednému
skusajucemuy;

11.3.2.s okamiitou platnostou po neopravnenych
zasadnych odchylkach od protokoly; a

11.3.3.s okamiitou platnostou, ak kedykolvek
potas trvania tejto zmluvy intiticia alebo
zodpovedny skdsajici alebo akdkolvek

osoba zamestnana institticiou  alebo
zodpovednym  skd8ajicim  poskytujica
sluzby podla tejto  zmluvy, bude

prehldsena za nespésobild alebo wyliéens
podla platnych zikonov.
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11.4.  In case of early termination, Institution will ensure

Trial Subjects receive appropriate medical care in
accordance with the Protocol.

12.  INDEMNIFICATION

12.1. Sponsor agrees to indemnify, defend and hold
harmless Institution, Principal Investigator and
Study Team and their respective officers, directors,
and employees against any third party claim, suit or
action and all damages, costs or expenses incurred
in respect of such claims related to injury or death
directly caused by use of Investigational Product
during the Trial.

12.2. Sponsor’s obligation to indemnify shall not apply

to damages attributable to:

12.2.1. any injury or damages resuiting from the
negligence or willful misconduct of
Institution, Principal Investigator or
Study Team;

12.2.2. failure of Institution,  Principal
Investigator or Study Team to comply
with the Protocol, Agreement or any
written  instructions provided or
Sponsor;

12.2.3. any warranties or representations by
[nstitution, Principal Investigator or
Study Team concerning the Trial;

12.2.4. any case in which the Institution or
Principal Investigator fails to obtain an
Informed Consent Form in compliance
with the Pretocol or otherwise fails to
comply with Applicable Law; or

12.2.5. any breach of the Agreement by
Institution or Principal Investigator.
12.3. Parties agree that Premier Research shall not be
responsible for claims, expenses, damages, or
liabilities arising from, or relating to, the
Investigational Product or the conduct of the Trial.

12.4. Notwithstanding the foregoing, in no event shall

Sponsor or Premier Research be liable for any

12

11.4. V pripade predéasného skonéenia platnosti
zabezpedi  inititdcia  G€astnikom  klinického
skddania, zby dostali primeran(  zdravotnd

starostlivost v sulade s protokolom.
ODSKODNENIE
12.1. Zadavatel sdhlasi s tym, Ze odikodni, obhdji a zbavi
zodpovednosti institdeiu, zodpovedného
skaSajuceho a tim 3tadie a ich prisiugnych
pracovnikov, riaditelav a zamestnancov  voéi
akeémukolvek ndroku, zalobe alebo pravnemu kroku
uplatiovanymi  tretimi osobami a vietkym
poskodeniam, nakladom alebo  wydavkom
vzniknutym vzhladom na tieto naroky v stvislosti so
zranenim alebo smriou priamo spdsobenymi
ska3anym liekom poéas klinického skigania,
12.2. Zavdzok zaddvatela tykajici sa odtkodnenia sa
nevztahuje na potkodenia, ktoré moino pripisat:

12.2.1.akémukolvek zraneniu alebo
poskodeniam,  ktoré  wyplyvaju  z
nedbanlivosti alebo umyselného

nespravneho konania zo strany intiticie,
zadpovedného skdZajiceho alebe timu
Studie;
12.2.2.nedodrzania protokolu,
akychkolvek

zmluvy alebo
pisormnych pokynov
poskytnutych zadavatefom zo strany
indtiticie, zodpovedného sku3ajiiceho
alebo timu studie;

12.2.3.akychkolvek zaruk alebo wyhldseni zo
strany inititucie, zodpovedného
skdiajiceho alebo timu 3tidie tykajicich
sa klinického skasania;

12.2.4 kaidého pripadu, pri ktorom indtitacia
alebo zodpovedny skdZajuci neziskaji
formuldr informovaného sihlasu v stlade
5 protokolom alebo inak nesplnia platné
zakony: alebo

12.2.5.kazdého porulenia zmluvy institiciou
alebo zodpovednym skiSajdcim.

12.3. Zmluvné strany suhlasia s tym, ¥e spoloénost
Premier Research nebude zodpovedna za naroky,
vydavky, poSkodenia alebo rugenia vyplyvajice zo
alebo tykajlce sa skd3aného lieku alebo realizicie
klinického skdsania.
12.4. Bez ohladu na wyisie uvedené, zadivatel anj
spolocnost Premier Research nebudd v Ziadnom
pripade zodpovedni za Ziadne nepriame, nasledné,
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13.

14,

15.

15.1.

15.2.

indirect, consequential, special or
damages, including loss of profits.

punitive

INSURANCE

13.1. Sponsor shall maintain clinical trial insurance in
compliance with lacal requirements and Applicable
Law during the term of the Agreement and for ane
year {1) year thereafter or as required by Appiicable
Law.

13.2. As required by Applicable Law, Institution shall

maintain, at its expense, an adequate insurance

poliey covering all potential liability under this

Agreement.

13.3. Upon request, Parties will provide their insurance

certificates.

DATA PROTECTION

The Parties shall undertake to comply with all applicable
regulations on Personal Data processing, including but
not limited to; orders and authorizations of any Data
Protection Authority, the national and international
legislation on clinical trials, and the specific provisions
applicable to studies, the Standards for Privacy of
Individually Identifiable Health Information (“Privacy
Rule”) under the Health Insurance Portability and
Accountability Act of 1996 ("HIPAA”) and the Regulation
(EU) 2016/679 (hereinafter referred to as the “GDPR”)
guaranteeing amongst other things, that the processing
is performed in a lawful manner, as per correctness and
in observance of the principles of necessity,
transparency, purpose, proportionality, relevance,
storage and data quality {this last intended &s accuracy,
updating and completeness of the data). The Parties will
comply with the obligations laid out in Appendix No. 9~
the Data Sharing Agreement.

GENERAL PROVISIONS

Assignment. Neither Institution nor Principal
investigator may assign their rights or delegate
their obligations under the Agreement without the
prior written consent of Sponsor.

Use of Name. Institution and Principal investigator
shall not use the names of Sponsor or Premier
Research in any form and for any purpose
whatscever without the respective Party’s prior
written consent.

15.3. Third Party Beneficiary. Sponsor is an intended
third-party beneficiary to the Agreement and is

13.

14.

15.

13.3.

pecidlne ani represivne nahrady 3kody vritane
straty zisku.
POISTENIE
13.1. Zadavate! bude udriiavaf poistenie klinického
skifania v silade s miestnymi pofiadavkami a
platnymi zakonmi pofas trvania zmluvy a po
obdobie jedného (1) roka pe fom alebo ako
vyZadujud platné zakony.
13.2. Podfa poziadaviek platnych zakonov ma intitdcia
udriiavat na vlastné haklady vhodnl poistnd
zmluvi pokryvajicu vietku potencidlnu
zodpovednost podfa tejta zmluvy.

Na zaklade poZiadania poskytni zmluvné strany
svoje doklady o poisteni.

OCHRANA UDAJOV

Zmluvné strany podnikni vietky kroky na spinenie
vietkych platnych predpisov o spracovani osobnych
Udajov vratane (okrem inych) zékazok a opravneni
orgénu  na ochranu Udajov, vnltroitatnych a
medzindrodnych prévnych predpisov o klinickych
skSaniach a $pecifickych ustanoveni platnych pre $tddie,
Standardov  ochrany sGkromia  identifikovatefnych
informacii o zdravotnom stave jednotlivcov (,Pravidla na
ochranu ascbnych Gdajov”) podfa zékona o prenosnosti
a zUctovatelnosti zdravetného poistenia z roku 1996
{,HIPAA"} a nariadenia {EU) 2016/679 (dalej uvidzané
len ako ,GDPR"), ktoré okrem iného zarutuje, ie
spracovanie sa vykonava legalnym spésobom o sa tyka
spravnosti @ pri  zohfadneni principov  nutnosti,
transparentnosti, Gfelu, proporcionality, relevantnosti,
uchovdvania a kvality Udajov {toto posledné v zmysle
presnosti, aktualizacie a dplnosti ddajov). Zmiuvnéstrany
dodria zdvazky uvedené v Prilohe &islo 9 - Dohoda o
zdielani ddajov

VSEOBECNE USTANOQVENIA

15.1. Prevod Ani indtitdcia ani zodpovedny sk(%ajuci
nemozu previest svoje prava ani delegovat svoje
zévazky podia tejto zmiuvy bez predchadzajiceho
pisomného sthlasu zadavatela.

15.2. PouZivanie nazvu Institicia a zodpovedny skd3ajici

nebudy pouZivat nazvy zadavatefa ani spolotnosti

Premier Research v ziadnej podobe a na fiadny Ggel

bez predchddzajuceho  pisomného  sdhlasu

prislusnej zmluvnej strany.

15.3. Opravnena tretia strana Zadavatel je urfenou

opravnenou tretou stranou tejto zmluvy a ma pravo
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15.4.

15.5.

15.6.

15.7.

15.8.

15.8,

entitled to enforce directly any and all of its rights
under it,

Waiver. A waiver by any Party of any term or
condition of the Agreement in any instance shall
not be deemed or construed to be a waiver of such
term of condition for any similar instance in the
future or any subsequent breach hereof. All rights,
remedies, uridertakings,  obligations  and
agreements contained in the Agreement are
cumulative and none of them will be a limitation of
any other remedy, right, obligation ar agreement.

Conflict with Appendix and Protocol. In the event
of any conflict between the terms and conditions of
the Protocol and the Agreemant and Appendix
thereto, the Protacol shall control with respect to
matters of science, medical practice and patient
safety. In all other matters, the provisions of the
Agreement shall control.

Survival of Obligations. Obligations relating to
Confidential Information, Trial Doecuments,
Inventions, Publications, Indemnification,
Insurance, and Representations and Warranties
survive termination of the Agreement, as does any
other provision in the Agreement, {including
Appendices), that by its nature and intent remains
valid after the term of the Agreement.

Severability, The invalidity or unenforceability of
any provision of the Agreement shall in no way
affect the validity or enforceability of any other
provision of the Agreement.

independent Contractor. The relationship of
Institution and Principal Investigator to Sponsor is
one of independent contractor and not one of
partnership, agent and principal, employee and
employer, joint venture, or otherwise. Nothing
herein creates any association, partnership, joint
venture or the relationship of principal and agent
between the Parties, and no Party has the authority
to bind any other nor bind any other Party’s
representatives in any way.

Governing Law. The Agreement, and all disputes
and claims arising under the Agreement, shall be
interpreted and governed exclusively by the laws of
Slovak laws without regard to conflicts of laws
principles.

15.4.

i5.5.

15.6.

15.7.

15.38.

15.9.

priamo vymahat akékolvek a vietky prava z nej
vyplyvajtice.

Vzdanie sa priva Vzdanie sa niektorej podmienky
tejto zmiuvy ktoroukolvek zmluvnou stranou v
akomkolvek pripade sa nebude povajovat ani
vykladat za vzdanie sa tejto podmienky v
akomkolvek podobnom pripade v budicnosti alebo
v pripade ndsiedného poruienia tejto zmluvy.
Vietky prdva, opravné prostriedky, dojednania,
zévdzky a dohody obsiahnuté v tejto zmluve sii
kumulativhe a Ziadne z nich neobmedzuje Fiadny
dalii opravny prostriedok, pravo, povinnost alebo
dohodu.

Rozpor s prilohou a protokolomi  V pripade
akéhokolvek  rozporu medzi  podmienkami
protokolu a zmluvy a jej prilchy, mé protokol
prednost v zaleZitostiach tykajlcich sa vedy,
lekarskej praxe a bezpeénosti pacienta. Vo vietkych
inych 23lefitostiach majii prednost ustanovenia
tejto zmluvy.

Pretrvanie zavizkov Zavazky tykajuce sa ddvernych
informacii, dokumentov klinického skZania,
vynilezov, publikcii, odikodnenia, poistenia a
vyhldseni a ziruk pretrvaja aj po skenéeni platnosti
zmluvy, ako aj akékolvek daldie ustanovenie v
zmluve (vratane priloh), ktoré svojim charakterom
a zamerom ostavaju platné po skonéeni trvania
tejto zmluvy.

Oddelitelnost _ ustanoveni Neplatnost  alebo
nevymahatelnost akéhokofvek ustanovenia tejto
zmluvy nebude mat vplyv na platnost a
vymahatelnost akéhokolvek daliieho ustanovenia
tejto zmluvy.

Nezavisly  dodavatel  Vzfah  intiticie 2
zodpovedného skusajiceho k zadavatelovi je vztah
nezavisiého dodavatela, a nie partnersky vztah, ani
vztah medzi zastupcom a prikazcom,
zamesthancom a zamestnavatelom, ani vzfah v
ramci spoloéného podniku & iny vztah. Ziadne
vyjadrenie v tejto zmluve nevytvira ZFiadne
zdruienie, kanzorcium, spoloény podnik ani vzfah
splnomocnitefa a splnomocnenca medzi zmluvnymi
stranami a Ziadna zmluvnd strana nema pravo
viazat ZFiadnu dalSiu stranu ani zistupcov Fiadnej
dal3ej strany Ziadnym spdsobom.

Rozhodné préavo Tato zmiuva a vietky spory a
naroky z nej vyplyvajlce sa bud( interpretovat a
riadit vylutne zakonmi Slovenskej republiky bez
ohladu na kolizie pravnych noriem.
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15.10.

15.11.

15.12.

15.13.

Force Majeure. No Party shall be liable or deemed
to be in default for any delay or failure in
performance under the Agreement or other
interruption of service or employment resulting
directly or indirectly from Acts of God including but
not fimited to fire, flood, earthquake, hurricane,
starm, tornado, or other natural disaster, civil or
military authority, acts of public enemy, terrorist
activity, acts of invasion, war, civil war, rebellion,
revolution, insurrection, acts of hostilities
regardless of whether war is declared, explosion,
blockage, embargo, labor dispute, strike, lockout or
interruption or failure of electricity, telephone
service, transportation or other necessary society
infrastructure, or any unforeseeable cause beyond
the reasonable control of any Party. Any Party
affected by such force majeure shall provide
prompt written notification to the other Parties of
the nature of the force majeure thereof. If such
force majeure continues for three (3) months, any
Party shall have the right to terminate the
Agreement effective immediately upon written
notice to all other Parties.

Counterparts. The Agreement shall become binding
when any one or more counterparts hereof,
individually or taken together, bear the signatures
of each Party hereto. The Agreement may be
executed in any number of copies, each of which
will be an original as against any Party whose
signature appears thereon, but all of which
together will constitute but one and the same
instrument.,

Entire Agreement. The Agreement (including the
Appendices) sets forth the entire Agreement and
understanding between the Parties hereto as to the
subject matter hereof and has priority over all
documents, verbal consents or understandings
made between Premier Research, Institution and
Principal Investigator. With respect to the subject
matter hereto none of the terms of the Agreement
may be amended or modified except in writing,
signed by all of the Parties heretao.

Language of the Agreement In case of discrepancy,
the Slovakian version of this Agreement shall
prevail. (in case bilingual translation would be
reguired.

15.10.

15.11.

15.12.

15.13.

Vy3sia moc  Ziadna zo zmluvnych strdn nebude
zodpavedna za ome¥kanie ani neplnenie podfa tejto
zmiuvy, ani za iné preruSenie slufieb alebo
pracovného pomeru wvyplyvajiice priamo alebo
nepriamo z ddvodu vy$iej moci vratane (okrem
inych) z dévodu pofiaru, zaplav, zemetrasenia,
hurikanu, barky, torndda alebo dalSich prirodnych
neitasti, pdsobenia obdianskej alebo vojenskej
moci, finov verejného nepriatefa, teroristickej
aktivity, invdzie, vojny, civilnej vojny, vzbury,
revolicie, povstania, nepriatefskych akcii bez
ohfadu na to, €i je wyhlasena vojna alebo nie,
expldzie, blokady, embarga, pracovného sporu,
Strajku, preruSenia alebo zlyhania dodavok
elektrického pradu, telefonickych slufieb, dopravy
alebo inej nevyhnutnej spolotenskej infradtruktiry
alebo akékolvek nepredvidatelného dévodu, ktory
je mimao rozsahu primeranej kontroly ktorejkolvek
zo zmluvnych strdn. Zmluvna strana postihnuta
takou vy3iou mocou ma bezodkladne pisomne
informovat ostatné zmluvné strany o charaktere
vyiiej moci. Ak vy3Sia moc pretrvava tri (3)
mesiace, kazdd zmluvnd strana ma prévo vypovedat
zmiuvu s ckamiitou platnostou po pisomnom
oznameni vietkym ostatnym zmluvnym strandm.

Vyhotovenie Zmluva sa stdva zévdznou v momente,
ked bude jedno alebo viacjej vwyhotoveni, jednotlivo
alebo spolotne, podpisanych kazdou zo zmluvhych
stran. Zmluva sa mdie vyhotovit v fubovoinom
potte kopii, priéom kazda z nich sa bude povaZovat
za origindl vo vztahu k zmiuvnej strane, ktorej
podpis je na nej uvedeny, aie vietky spoloéne budd
predstavovat jednu a ta isty listinu.

Uplnost zmluvy Tato zmluva (vratane priloh)
predstavuje Gplnd dohodu a dojednania medai
zmluvnymi stranami, pokial ide ¢ jej predmet a ma
prednost pred vietkymi dokumentmi, udstnymi
sihlasmi a dojednraniami medzi spolocnostou
Premier Research, indtitGciou a zodpovednym
skdsajucim. Vzhlfadom na predmet zmluvy Ziadne
podmienky tejto zmluvy sa nesmu dopifiat ani
menif, iba ak pisomne s podpismi vietkych
zmluvnych stran,

Jazyk 2mluvy. V pripade nezrovnalesti m4 prednost
stovenska verzia tejto zmluvy. (v pripade, Ze sa bude
poiadovat dvojjazyény prektad.
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The following  Appendices
integral part of the Contract:

shall constitute an

N2 1 Power of Attorney enabling the applicant to act on behalf
of the Sponsor

N2 2 copy of the license to aperate the healthcare facility
where the clinical trial workplace is situated

N2 3 Ethics Committee/ECs approval

N2 4 Copy of the SUKL/CA approval

N2 5 Payment Schedule

N2 6 Insurance Certificate

N2 7 Protocol synopsis in Slovak language
Ne 8 Local Informed Consent

N2 9 Data Sharing Agreement

IN WITNESS WHEREOQF, the Parties agree to and accept the
terms of the Agreement and cause the Agreement to be
executed by their duly authorized representatives as of the
Effective Date.

Premier Research as authorized representative of Sponsor

Name:

Date: .

Institution:

Ing. Mongi Msolly,MBA ,Chailmahgl:the Board

MUDr. lvo Gasparovic, PhD.,MPH, Vice chairman

Name:
Date: .

READ AND ACKNOWLEDGEDR
Principal Investigator

MUDr. Marek Orban

Name:
Date: ,

Neoddelitelnou st¢astou tejto zmluvy su tieto prilohy:

C. 1 Povolenie umozfuijtice Fiadatelovi konat v mene
zadavatela

C. 2 Kopia povolenia na prevadzkovanie zdravotnickeho
zariadenia, v ktorom sa nachadza pracovisko, kde sa bude
vykondvat klinické skisanie

C. 3 Schvélenie etickou komisiou/schvalenie EK

C. 4 Kopia schvélenia SUKL/CA

C. 5 Rozvrh platieb

C. 6 Doklad o poisteni

C. 7 Sihrn protokolu v slovenskom jazyku

€. 8 Formular informovaného suhlasu

C. 9 Dohoda o zdielani idajov

NA DOKAZ TOHO zmluvné strany sthlasia a akeeptuj
podmienky tejto zmluvy a podpisuji zmluvu prostrednictvom
svojich riadne opravnenych zastupcov a zmluva nadobuda
platnost diiom podpisu.

SpoloCnost Premier Research ako opravneny zastupca
zaddvatela

{
Meng

Datur

Institucia:
{
Ing. Mongi Msolly, MBA, preds}'—zda predstavenstva

MUDr. Ivo Gadparovit, PhD.,MPH, podpredseda predstavenstva

Meno:
Datum:

PRECITAL A VZAL NA VEDOMIE
Zodpovedny skusajuci:

MUDr. Marek Orban

Meno:
Datum:
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1.

Appendix 5 Payment Schedule

PAYMENT TERMS

1.1

1.2

1.3,

14.

1.5.

l.6.

1.7

The payee, Ndrodny dstav srdcovych a cievnych
choréb as. (“Payee”), will be compensated in
accordance with the following table to cover the
costs of conducting the Trial.

Sponsor through its agent Premier Research
agrees to provide payments to Payee accarding to
the amounts set forth in the Trial Budget
incorporated in this Appendix 5 Payment
Schedule. Premier Research on behalf of Sponsor
shall pay Payee on a per subject basis for each
approved visit by Sponsor/Premier Research.

An approved visit by Sponsor/Premier Research
will be one in which a Trial Subject has met the
inclusion criteria of the Protocol and none of the
exclusion criteria, is evaluable per the Protocol,
and the CRFs have been source verified by
Premier Research. It is understood that if a Trial
Subject must be discontinued for reasons
stipulated in the Protocol, Payee will be paid pro
rota for visits completed in accordance with the
Schedule. No payments will be made for visits
done in violation of the Protocol.

Payment will be made Quaterly on receipt of a
correct invoice from the Payee and will be made
by funds received by the Sponsor.

Sponsor/Premier Research pay all non-disputed
invoices within thirty (30} days of receipt of a
final, correct invoice from Payee.

Final Payment - ten percent 10% of each payment
will be withheld until the end of the study and will
be paid with the |ast installment.

Final payment shall be made to Payee within
thirty (30days) days after:
{a) Trial Completion and
{b) Premier Research has source-verified all
CRFs and all data queries have been resolved
as requested by Sponsor/Premier Research.

1

PRILOHA 5 Rozvrh platieb

PLATOBNE PODMIENKY

11.

1.2,

13.

1.4.

1.5.

le.

1.7.

Prilemca plathy, Nérodny dstav srdcovych a
cievnych choréb as. (,prijemca platby”) bude
edmeneny v silade s nasledujicou tabufkou, aby sa
pokryli néklady na realizaciu klinického skiania.

Zaddvatel prostrednictvom  svojho  zdstupceu,
spolotnosti Premier Research, suhlasi s tym, ie
uhradi plathy prijemcovi platby podfa som
stanovenych v Rozpotte klinického skdsania, kiory
je sufasfou tejto Priloshy 5 Rozvrh platieb.
Spolognost Premier Research v mene zadavatela
vyplati prijemcovi platby za ka¥dého utastnika a
kazdi jeho navitevu schvalend
zaddvatelom/spoloénosfou Premier Research.

Navitevou schvdlenou zadavatefom / spoloénostou
Premier Research bude naviteva, pri ktorej splni
Géastnik klinického skdfania kritéria zaradenia
podfa protokolu a nesplni %adne vylutovanie
kritéria podla protokolu a spoloénost Premier
Research overi formuldre CRF. Ak dfastnik
klinického skiSania musi z dévodov stanovenych v
protokole prerudit klinické skiZanie, prijemcovi
platby sa vyplati pomerng &astka za dokonéené
navitevy v stlade s rozvrhom. Névitevy, ktoré
prebehli v rozpore s protokolom, nebudt zaplatené.

Platba sa vykona 3tvrirotne po prijati’ spravnej
faktary od prijemcu platby a prostrednictvom
penaZnych prostriedkov, ktoré dostane zadavatel,

Zadavatel/spolotnost Premier Research vyplatia
vietky nesporné faktury de tridsiatich (30} dni od
prijatia konetnej spravnej faktdry od prijemcu
platby.

Posledna platba - z kaZdej platby sa zadr#i desaf
percent {10 %) do doby ukonéenia itidie a tieto sa
vyplatia s poslednou splatkou,

Posledna platba sa prifemcovi platby vyplati do
tridsiatich (30) dni po:
(a) ukonéeni klinického skdsania a
(b) overeni  vietkych  formuldrov  CRF
spolognostou Premier Research a wyriegeni
vietkych otdzok tykailicich sa ddajov podla
poZiadavky zadavatefa/spolocnosti Premier
Research.
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2. TRIAL BUDGET
2.1 Visit Schedule and Site Cost

The expected total budget is: Two thousand eight hundred and
four EURO (€2804) per completed patient {Separated Screening
and Inclusion Visits) and for two thousand fifty hundred and
nine EURG (€£2509]) per compieted patient (Combined Screening
and Inclusion Visit)

2, ROZPOCET KLINICKEHO SKUSANIA
2.1 Rozvrh navitev a néklady pracoviska kiinického skiZania

Predpokladany celkovy rozpodet je: Dvetisicosemstogtyti euro (€
2804} za jedného dokonteného pacienta (oddelené navitdvy
skrining a zaradenie} a dvetisicpatstodevit euro (€ 2509} za
jedného dokonZeného pacienta (kembinované navitévy skrining
a zaradenie)

Per Patient Cost Néaklady na Néklady na
including Per Patient Cost pacienta vratane ) @ ta ¥ Gt
Overhead including refijnych pac'fen;_'n‘i?hane
Overhead* nakladov ’klejad\'c; .
. Visit Nazov Cislo nd v
Visit Name - o s
Number EURD EURC névitevy navitevy EURD
EURO
Screening Visit 1 s:;lgni Naviteva
Day-2io1l Institute - 302 Institute - 334 1 1 Indtitucia - 302 tn&titdcia - 334
Inclusion Visit 2 N/A Zaradenie | Naviteva N/A
Bay 1 Institute - 150 Defi 1 2 Indtitiicia - 150
Titration Titracia Niviteva
14 Visi i 14 T PR
Day isit 3 Institute - 202 Institute — 202 Derl . 3 Institicia - 202 Institlcia — 202
{+2 Days) {2 Dni}
Treatment Lre::ba Niviteva
Day 42 Visit 4 Deri 42 4
{2 Days) Institute - 237 Institute - 227 (2 Dni) Inatitacia - 227 Institlicia - 227
e
Day 84 - Ndviteva
£2 Days) Visit 5 ) ] EOT 5
(+2 Days Institute - 241 | Institute - 241 Deii 84 Indtitacia - 241 In3titticia - 241
{+2 dni) ~
TOTAL N )
Institute - 1122 | Institute - 1004 CELKOVO | stivdcia- 1122 | Ingticacia - 1004
Early e
Terminati N/A ) " Predtasné
on Institute - 232 Institute - 232 ukondenie N/A Inétitdcia - 232 Indtitdicia - 232

*Screening and inclusion visits may be combined on same day.
Procedures applicable for both visits should not be duplicated.
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Amounts will be paid in accordance with conditions of this
Contract. Recipients of payments are responsible for their
subsequent proper taxation.

The payment specified in the the Budget table below for
pharmacy will be paid through the institution.

Ciastky budd vyplatené v sulade s podmienkami tejto zmluvy.
Prifemcovia platieb s zodpovedni za ich ndsledné riadne

zdanenie.

Ciastka podlfa rozpoftu nifie pre lekired bude uhradens
prostrednictvom inétitucie.

Not to exceed Suma
Trial Start-Up Eure Naklady nepresiahne
Costs spojené so Eura
(asts . . Sum .
Paid Comments zafatim . Iat:é Poznamky
Upon Klinického P
skigania
Failure per Institute - 302 Recurring skrining za kafdy Ingtiticia - 302 Kiad pop e
procedure Upan / Procedures postup zaklade postupy len
Invoice | during V1 faktdry pocas N1
Study Start-up Poplatok za Na
Fee Institute - 710 Upon zahdjenie In3titicia - 710 | zaklade Jednorazovy
Invoice One-time skdtania faktdry poplatok
Pharmacy Fee Poplatgk pre
{includes IMP leliaren (’ze-\hrna o Jednorazovy
recelpt ang Pharmacy - 200 prijem zasietky a lekdren - 200 Na poplatok
hand-over to Upon jej odovzdanie zéklade
the site) Invaice | One-tima centru) faktlry
IMP handling P'qpit'atok_ z_a
fee for study manipuldciu
team {includes f i[etf?n:l p’:re
Disperisation, St”d‘}f‘y tim
Compliance (zahrna )
Temperature podavanie,
monitoring) One-time kontrolu, F\‘Ia )
Upon monitorovanie zaklade Jednordzovy
Invoice teploty ) faktary poplatok
Document Archivaény Na
Storage and Institution - 864 | Upon oipatok v institlicia - 864 zéklade lednordzovy
Archiving Fee Invoice One-time polp faktiry poplatok
Not to Suma
exceed Paid Fakturovate | hepresiahne Suma
Invoiceables Euro Upon Comments I'né pologky euro splatna Poznamky
Subject’s
tranlsport Poplatky za
fee between | Institution - pre.'?rozt Inititucia -
CMRI and 50 e MRl 3 50 N23a N5/
Study Upaon V2 and V5 / Early m trom Na zaklade Predfasné
centre Invoice | termination visit centr faktiiry ukonéenie
Procedures Unit Cost Postupy Jednotkovy naklad
Euro Euro
Written Informed Consent 49 Pisomny informovany suhlas 49
i i iteri 38 — A . _
:;:I:L::,;r;/pi:?sus'oz::tensne dical  History Kritéria na zaradenie / vyradenie 38
Demografické (daje a zdravotna
{including History of Cancer or Atcohol/Drug 72 N og’ Udaj. . 72
Abuse) anamnéza (anamnéza okologického
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ochorenia a zavislosti na alkechole/

liekoch)
Clinical Examination (Including Height, Klinické wvySetrenie {zahffa meranie
Weight, and BP/HR Measurement) 80 vysky a hmotnosti a meranie krvného 30
tlaku a srdcovej frekvencie)
12-Lead ECG 57 12 zvodové EKG 57
Blood Collection for Capture of Troponin 18 Odber vzorky krvi na zachytenie vrcholu 18
Peak at Local Laboratory troponinu v lokdlnom laboratdriu
Blood Collection for Hematology at Local Odber vzorky krvi na vydetrenie
Laboratory {Red Blood Cell Count, hematoldgie v lokdlnom laboratdriu
Hemoglobin, Hematocrit, White Blood Cell (zahfriat polet erytrocytov, hladinu
Count with Differential (Neutrophils, 18 hemoglobinu, hematokrit, potet 18
Lymphocytes, Monocytes, Eosinophils; and leukocytov s diferencidlnym obrazom
Basophils), and Platelet Count) (neutrofily,  lymfoeyly,  monocyty,
eozinofily a bazofily) a pofet
trombocytov
Blood Collection for Clinical Chemistry at Odber vzorky krvi na wydetrenie
Local Laboratory (Sodium, Chloride, biochémie v lokdlnom laboratoriu
Potassium, Blood Urea Nitrogen, Creatinine, {hladinu sodika, chloridu, draslika,
Alanine Aminotransferase, Aspartate dusika v krvnej motovine, kreatininu,
Aminotransferase, Alkaline Phosphatase, alaninamonitransferdzy,
Glucose, Albumin, Bicarbonate, Creatinine 29 aspartataminotransferdzy,  alkalickej 29
Kinase, TSH, Direct Bilirubin, and Total fosfatazy, glukdzy, albuminu,
Bilirubin. Estimated GFR will be calculated bikarbonatuy, kreatinkinazy,  TSH,
using the CKD EPI farmula) priameho  bilirubinu a celkového

bilirubinu. Odhadovana GFR sa vypotita
pomocou vzorca CKD-EPI.

Blood Collection for Central Laboratory
(Blood Collection for Troponin, NT-proBNF,
Copeptin, PIIINP, and CRP. Collection far only 41
Copeptin performed at Visits 2 and 3)

Odber vzorky krvi na vyietrenie v
centrélnom laboratoriu (Odker krvi pre
troponin, NT-proBNP, kopeptin, PIIINP & 41
CRP. Odber pre kopeptin bude
vykonany iba na naviteve 2 3 3)

Bloed Collection for Serum Pregnancy

Odber vzorky krvi ha tehotensky test v

. 27 . . 27
Testing at Local Laboratory lokdlnom laboratariu
Concomitant Medications 17 SubeZne ufivané lieky 17
Adverse Events 21 NeZiaduca udalost 21

2.2 Screen Failures will be paid based on procedures
completed before screen failure and reimbursement shall not
exced the amount of 754 € corresponding to visit 1.

Once a Trial Subject is deemed to be a screen failure, no
additional procedures are to be completed and Payee shall not
be reimbursed for unnecessary procedures or additional
treatment phases.

2.3 Trial Subject’s Travel Fees

Sponsor will reimburse Trial Subject’s meal and travel expenses
through Premier Research to Institutionas below:

2.2 Nedspelny skrining bude vyplateny na ziklade postupov
ukongenych pred netspeinym skriningom a Ghrada nesmie
prekrodit sumu 754 euro zodpovedaijticu naviteve 1.

Ked sa u Ucastnika predpokladd, Ze skrining bude nedspeiny,
nemajl sa robif Ziadne daliie postupy a prijemca platby nehude
odikodneny za nepotrebné postupy alebo daliie fazy liethy.

2.3 Cestovné naklady Utastnika klinického skugania

Zadavatel uhradi stravné a cestovné niklady Ufastnika
klinického skaSania prostrednictvom spolotnosti  Premier
Research Inititacii takto:
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disbursed through the cash register of the Institution.

In case. of a discrepancy between the Informed Consent Form
{“ICF") and this Agreement in regards with the amounts or
modality of the payment of the Trial Subject’s Travel Fees, the
ICF will prevail.

2.4 Value-Added Tax ["VAT")
The relevant VAT regulations must be observed if the fee for the

services of the Payee owed under this Agreement are subject to
VAT.

The Service's Recipient, Sponsor , is based in France, reverse
charge mechanism is applicable. The mention “Reverse charge
mechanism is applicable” should be included on the invoice.

2.5 Loaned Equipment

No equipment will be loaned under this Agreement.

3. PAYEE INFORMATION

Payment of costs will be made on issue of an invoice to Premier
Research by bank transfer to the following recipient:

Institution:

Fees Cost per one Comments Poplatky Suma za jednu Pozndmky
visit ndvitdvu
EURO EUROD
Reasonable Primerané  cestovné
compensation  per 50 as a lump sum per a stravné naklady 50 ako paugilna
visit for meal and one study visit spojené s dochadzanim Ciastka za
travel expenses to per one subject na pracovisko jednu
and from the study klinického skasania za ndvitevu pre
site jednu navitevu jedného
uéastnika
Reimbursement of expenses to the Study subjects will he | Uhrada nakladov bude vyplatend CGéastnikovi skdgania

prostrednictvom pokladne Inititdcie.

V pripade odchylok medzi formuldrom informovanéhe sihlasu
(»ICF"} a touto zmluvou tykajicich sa vyiky alebo spdsobu
vyplatenia cestovnych ndkladov Ugastnika klinického skugania,
mé prednost ICF,

2.4 Dan z pridanej hodnoty (,DPH")

Ak poplatok za sluiby prijemcu platby podlieha DPH, musia sa
dodrZiavat relevantné predpisy o DPH.

Prijemca sluzby, Zadavatel , sidli vo Francazku, uplatfiuje sa

mechanizmus prenosu dafiove] povinnosti. Na fakttre sa ma
uviest , Uplatiuje sa mechanizmus prenosu dafovej povinnosti®.

2.5 PoZitané vybavenie

Na zaklade tejto zmluvy sa nebude pojidiavat Ziadne vybavenie.

3. INFORMACIE O PRIJEMCOVI PLATBY

Naklady sa uhradia po vystaveni fakilry spoloénosti Premier
Research bankovym prevedom tomuto prijemcovi;

inititdcia:

PAYEE NAME {Same name
as the invoice):

NUSCH, a.s.

Meno prijemcu (rovnaké ako | NUSCH, a.s.

na faktire):

SWIFT/BIC code

VAT ID NUMBER
CONTACT NAME:
EMAIL ADDRESS:

PAYEE ADDRESS: Pod Krasnou horkou 1, 833 Adresa prijemcu: Pod Krdsnhou horkou 1, 833

48 Bratislava 37, Slovakia 48 Bratislava 37, Slovensko
CONTACT NAME: Ing.Mongi Msolly, MBA Kontaktné mena: Ing.Mongi Msolly, MBA
IBAN: IBAN:

SWIFT/BIC kéd
CISLO ID DHP
Kontaktné meno:
E-MAILOVA ADRESA:
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Principal Investigatar/Pl:

Zodpovedny skisajuci/Pl:

PAYEE NAME (Same name
as the invoice):
PAYEE ADDRESS:

Marek Orban, MD

CONTACT NAME:
IBAN:

SWIFT/BIC code

VAT ID NUMBER
CONTACT NAME:
EMAIL ADDRESS:

Meno prijemcu  (rovnake
ako na faktare):
Adresa prijemcu:

MUDr. Marek Orban, MD

Kontaktné meno:
IBAN:

SWIFT/BIC kéd
CiSLO ID DHP
Kontaktné meno:
E-MAILOVA ADRESA:

4.  INVOICES

Payee shall submit all invoices to Premier Research Group
SLU, Camino de la Zarzuela 19, 1B, 28023 Madrid, Spain,
and at the following email address:

All guestions on inveices be addressed to

Infermation required in the Invoices:

- Protocol and Site number

- Premier Research entity to which the site is contracted with
- Payee Name and Address

- Bank details

- VAT number if applicable

- Invoice Number and Date

- Payment Amount

- If applicable, Invoice should be addressed ta the Premier
office to which the site is contracted with

THIS APPENDIX 5 PAYMENT SCHEDULE SETS FQRTH ALL
PAYMENTS TO BE MADE BY PREMIER RESEARCH AND SPONSOR
TO PAYEE IN CONNECTION WITH THIS AGREEMENT. NO OTHER
ADDITIONAL PAYMENT REQUESTS WILL BE CONSIDERED
WITHOUT THE PRIOR WRITTEN CONSENT OF SPONSOR.

4, FAKTURY

Prijemca ma predloZit vietky faktiry spoloénosti Premier
Research Group SLU Camino de I3 Zarzuela 19, 1B, 28023
Madrid, Spanielska prostrednictvom emailovej adresy:

Véetky otdzky tykajice sa faktir je potrebné adresovat na

Informacie pofadované vo faktirach:

- Cislo protokolu a pracoviska

- Subjekt spolofnosti Premier Research, s ktorym ma pracovisko
uzavretd zmluvu

- Meno a adresa prijemcu plathy

- Udaje banky

- 1€ DPH, ak.sa uplatfiuje

- Cislo faktdry a détum

- Vyika sumy

- Ak sa to uplatfiuje, faktira sa ma adresoval pobocke Premier,
s ktorou ma pracovisko uzavretl zmluvu

TATO PRILOHA 5 ROZVRH PLATIEB STANOVUJE VSETKY PLATBY,
KTORE MA POUKAZAT SPOLOCNOST PREMIER RESEARCH A
ZADAVATEE PRIEMCOVI V SUVISLOSTI S TOUTQ ZMLUVQU.
ZIADNE DALSIE POZIADAVKY NA VYPLATENIE SA NEBUDU BRAT
DO UVAHY BEZ PREDCHADZAIOCEHO PISOMNEHO SUHLASU
ZADAVATELA.
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