CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKWUSANI

(Sponsor-Institution-Principal
Investigator)

(Zadavatel’ — zdravotnicke zariadenie —
zodpovedny skusajici)

This  Clinical
“Agreement”) is

Trial Agreement (the

Téato zmluva o klinickom skuSani (d’alej len
»zmluva‘) sa

by and between

uzatvéara medzi

ACTELION PHARMACEUTICALS LTD

ACTELION PHARMACEUTICALS LTD

(“Sponsor”)  with registered office at | (dalej len ,,zadavatel*), so sidlom na adrese
Gewerbestrasse 16, 4123,  Allschwil, | Gewerbestrasse 16, 4123,  Allschwil,
Switzerland Svajéiarsko

and a

Narodny wustav srdcovych a cievnych | Narodny istav srdcovych a cievnych

chorob, a.s. with registered offices at Pod

chordb, a.s. so sidlom na adrese Pod krasnou

krasnou horkou 1, 833 48 Bratislava, Slovak | horkou 1, 833 48 Bratislava, Slovenska

Republic (“Institution”) republika  (dalej len ,zdravotnicke
zariadenie*)

and a

Assoc  Prof Eva Goncalvesova MD | Doc. MUDr, PhD, Eva Goncalvesova, FESC

(“Principal Investigator™), employee of the
Institution, Narodny ustav srdcovych a
cievnych chorob, a.s., Oddelenie zlyhavania
a transplantacie srdca, Centrum pre plicnu
artériovu hypertenziu, Pod krasnou horkou 1,
833 48 Bratislava, Slovak Republic

(dalej len ,zodpovedny skuSajuci ),
zamestnanec Narodného ustavu srdcovych
a cievnych chordb, a.s., Oddelenie zlyhavania
a transplantacie srdca, Centrum pre plicnu
artériovu hypertenziu, Pod krasnou hérkou 1,
833 48 Bratislava, Slovenska republika

and effective as of the date of execution by the
last party to sign below (“Effective Date”).

a nadobuda platnost’ diiom podpisu poslednou
zmluvnou stranou podpisanou nizsie (d’alej len
,.,datum nadobudnutia u¢innosti’’).

Clinical Trial:

Klinické skusanie:
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EU Legal Representative

Pravny zastupca v EU Janssen Cilag

Janssen Cilag | International NV, Tumhoutseweg 30, 2340
International NV, Turnhoutseweg 30, 2340 | Beerse, Belgicko
Beerse, Belgium
Study Product Macitentan Skusany produkt: macitentan
Protocol A Phase 3, | Protokol: Prospektivne, multicentrické,
Prospective, ~ Multicenter,  Double-blind, | dvojito  zaslepené, dvojito  maskované,
Double-dummy, Randomized, Active- | randomizované, uéinnou lie¢bou

controlled, Parallel-group, Group-sequential,
Adaptive, Event-driven Study to Compare
Efficacy, Safety, and Tolerability of
Macitentan 75 mg Versus Macitentan 10 mg in
Patients with Pulmonary Arterial
Hypertension, Followed by an Open-label
Treatment Period With Macitentan 75 mg.

kontrolované, adaptivne, udalostami riadené
skasanie 3. fazy v sibeznych skupinach a so
skupinovo sekvenénym usporiadanim na
porovnanie  G¢innosti,  bezpefnosti a
znasanlivosti 75 mg macitentanu oproti 10 mg
macitentanu u pacientov s pl'icnou artériovou
hypertenziou, po ktorom nasleduje odslepené
lieGebné obdobie so 75 mg macitentanu.

EUdraCT number: 2019-002533-11

Cislo EUdraCT: 2019-002533-11

Study Site Narodny ustav
srdcovych a cievnych chorob, a.s., Oddelenie
zlyhéavania a transplantacie srdca, Centrum pre
plicnu artériovi hypertenziu, Pod krasnou
horkou 1, 833 48 Bratislava, Slovak Republic

Pracovisko klinického ski$ania: Narodny
ustav srdcovych acievnych chordb, a.s.
Oddelenie zlyhavania a transplantacie srdca,
Centrum pre plicnu artériovu hypertenziu,,
Pod krasnou hérkou 1, 833 48 Bratislava,
Slovenska republika

Whereas, Sponsor has requested an affiliate of
the Sponsor, to provide certain oversight
services in relation to the Clinical Trial on
behalf of the Sponsor, including, but no limited
to, the supervising, monitoring and managing
the Clinical Trial in Slovak Republic, including
but not limited, to performing relevant
payments to institutions and investigational
staff.

Ked’Ze zadavatel poziadal svoju dcérsku
spolo¢nost’, aby v jeho mene poskytovala
urdité sluzby tykajuce sa dohladu v suvislosti
s klinickym sku$anim, medzi ktoré patri
dohlad na klinickym skd8anim a jeho
monitorovanie ariadenie v  Slovenskej
republike, najmi poukazovanie prislu$nych
platieb  zdravotnickym  zariadeniam a
personalu skusania.

Whereas, Sponsor has requested Institution
and its employees, and Principal Investigator to
conduct the Clinical Trial involving the Study

Ked’2e zadavatel poziadal zdravotnicke
zariadenie a zodpovedného skusajiceho, aby
vykonali klinické ski$anie zahfiiajuce skisany
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Product according to the Protocol (including
subsequent Protocol amendments) and
Exhibits, which form an integral part hereof;

produkt podla protokolu (vratane vsetkych
naslednych dodatkov k protokolu) a priloh,
ktoré tvoria neoddelitelni saéast tejto

Janssen is hereby acting as Sponsor's | zmluvy; spoloénost’ Janssen tymto kond ako
authorized representative; and opravneny zastupca zadavatela.
Whereas, Institution is equipped and | Ked’Ze je zdravotnicke zariadenie dostatoéne

authorized to undertake the Clinical Trial and
Institution and Principal Investigator have
agreed to perform the Clinical Trial on the
terms and conditions hereinafter set forth; and

vybavené aopravnené na  vykonanie
klinického skusania. Zdravotnicke zariadenie
a zodpovedny skusajuci sthlasili s vykonanim
klinického sktfania podla podmienok
stanovenych v tejto zmluve.

Whereas, Principal Investigator agrees to act
as the Coordinating Investigator and will
handle specific functions as mentioned in
Exhibit [D]

Ked’Ze zodpovedny skusajici suhlasi, ze bude
konat ako koordinujici sku$ajici a plnit’
konkrétne ulohy uvedené v Prilohe [D].

Now, therefore, in consideration of the
premises and the mutual promises and
covenants expressed herein, the parties agree
as follows:

Teraz preto po zvazeni predpokladov
a vzajomnych prislubov a zavazkov
uvedenych v tejto zmluve sa zmluvné strany
dohodli takto:

1. Performance of the Clinical Trial 1. Vykonanie klinického skiiSania
1.1 The parties agree that the Protocol, | 1.1 ~ Zmluvné strany sa dohodli, Ze protokol

including any subsequent Protocol
amendments, incorporated by reference as
Exhibit A, if not attached hereto but known to
all parties, and the Exhibits form an integral
part of this Agreement.

(vratane vietkych jeho naslednych dodatkov)
zaCleneny do tejto zmluvy odkazom na
Prilohu A (pokial’ nie je pripojeny k tejto
zmluve, ale je vSetkym zmluvnym stranam
znamy) a ostatné prilohy tvoria neoddelitel'na
sucast’ tejto zmluvy.

1.2 Institution and Principal Investigator
agree to use their best efforts and professional
expertise to perform the Clinical Trial in

accordance with the Protocol, all applicable | vykonanie klinického sku$ania v stilade
legal and regulatory requirements, the | s protokolom, vietkymi platnymi zdkonnymi a
identified timelines and the terms and | regulaénymi poziadavkami, definovanymi

1.2 Zdravotnicke zariadenie a zodpovedny
skusajuci suhlasia, Ze vynaloZia maximalne
usilie a vyuziji svoje odborné znalosti na
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conditions of this Agreement. Institution and
Principal Investigator may not start the Clinical
Trial without prior approval of the ethics
committee, notifications and further legally
required approvals.

zmluvnymi podmienkami  tejto  zmluvy.
Zdravotnicke  zariadenie  a zodpovedny
skusajuci nesmu zacat’ klinické skusanie bez
predchadzajiceho schvalenia etickej komisie,
oznameni a dal§ich schvaleni pozadovanych
pravnymi predpismi.

1.3 In the event that the Principal
Investigator becomes no longer affiliated with
Institution, Institution shall provide written
notice to Sponsor as soon as possible and at the
latest within three (3) calendar days of such
departure. Sponsor shall have the right to
approve any new Principal Investigator
designated by Institution. The new Principal
Investigator shall be required to agree to the
terms and conditions of this Agreement. In the
event Sponsor does not approve such new
Principal Investigator, Sponsor may terminate
this Agreement in accordance with Section 2.2
below and Institution shall take all necessary
steps to accommodate Sponsor’s decision. If
Principal Investigator is to be temporarily
absent from Institution for more than ten (10)
calendar days, but not more than fourteen (14)
calendar days, Institution will designate a Sub-
investigator to temporarily supervise the
Clinical Trial on the Principal Investigator’s
behalf. Institution will document this
designation and notify Sponsor in writing of
such designation prior to its commencement.
If Principal Investigator is, or is to be, absent
for more than fourteen (14) calendar days,
Sponsor may terminate this Agreement if
Institution and Sponsor cannot agree on a
replacement Principal Investigator within a
fourteen (14)-day period.

1.3 Ak zodpovedny skasajuci ukonci
spolupracu so zdravotnickym zariadenim,
zdravotnicke zariadenie to ¢o najskor pisomne
oznami zadavatel'ovi, najneskor vSak do troch
(3) kalendarnych dni od jeho odchodu.
Zadavate ma pravo schvalit nového
zodpovedného ska$ajtceho, ktorého
vymenuje zdravotnicke zariadenie. Od nového
zodpovedného skusajiceho sa mé pozadovat,
aby suhlasil s podmienkami tejto zmluvy. Ak
zadavatel’ nového zodpovedného skisajiiceho
neschvali, zadavatel moéze tito zmluvu
vypovedat’ podl'a niz$ie uvedeného ¢lanku 2.2
a zdravotnicke zariadenie podnikne vsetky
potrebné kroky, aby zadavatelovi vyhovelo.
Ak bude zodpovedny skusajuci docasne
chybat’ v zdravotnickom zariadeni viac ako
desat’ (10) kalendarnych dni, no maximalne
§trnast’ (14) kalendamych dni, zdravotnicke
zariadenie vymenuje spoluskusajiceho za
dotasny dozor nad klinickym sku$anim
v mene zodpovedného skusajiceho.
Zdravotnicke zariadenie zdokumentuje toto
vymenovanie a pisomne oznami zadavatel'ovi
tuto skutoénost’ e$te pred jej zacatim. Ak
zodpovedny skusajici chyba alebo ma chybat’
dlhsie ako Strnast’ (14) kalendarnych dni,
zadavatel moze vypovedat' tito zmluvu,
pokial’ sa zdravotnicke zariadenie a zadavatel
nezhodni na nahrade za zodpovedného
skusajiceho do Strnastich (14)
kalendarnych dni.
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1.4  Institution and Principal Investigator
may appoint such other individuals and
investigational staff as they may deem
appropriate as  co-investigator  and/or
investigational staff to assist in the conduct of
the Clinical Trial. All co-investigators and
investigational staff will be adequately
qualified, timely appointed and an updated list
will be maintained. Principal Investigator shall
be responsible for leading such team of co-
investigators and investigational staff, who in
all respects shall be bound in writing to the
same terms and conditions as the Principal
Investigator under this Agreement. Institution
and Principal Investigator are responsible for
the services performed by its staff and
undertake in particular to have the services
executed by competent persons. In the event
that Institution and/or Principal Investigator
use the services of others to conduct the
Clinical Trial pursuant to this Agreement,
Institution and Principal Investigator shall be
responsible for ensuring that all are
appropriately licensed and credentialed and in
compliance with the terms of this Agreement.
Institution and Principal Investigator shall be
liable for any breach of this Agreement by such
individuals.

Investigational staff appointed by the
Institution and/or Principal Investigator
acknowledge their participation in the Clinical
Trial within Exhibit E.

Without prejudice to Institution’s and Principal
Investigator’s liability for such individuals,
Institution and Principal Investigator warrant
that investigational staff are authorized to enter
into an Exhibit E either separately or jointly,
and that such in no way interferes with their
existing obligations towards Institution and
Principal Investigator. The Institution and

1.4  Zdravotnicke zariadenie a zodpovedny
ski8ajuci mozu poverit’ ako spoluskusajacich
apersonal skasania také dalSie osoby
a personal skusania, aké budi povaZovat za
potrebné, aby im pomohli pri vykonavani
klinického skuSania. Vsetci spoluskusajuci
apersonal skis$ania musia byt dostato¢ne
kvalifikovani, v€as vymenovani a musi sa
viest’ ich aktualizovany zoznam. Zodpovedny
skusajuci zodpoveda za vedenie takéhoto timu
spoluskisajicich a personalu skusania, ktory
musi byt vo vSetkych ohladoch pisomne
zaviazany rovnakymi zmluvnymi
podmienkami ako zodpovedny skusajuci
podla tejto zmluvy. Zdravotnicke zariadenie
a zodpovedny skuSajuci zodpovedaji za
sluzby vykonané ich personalom a zavazuji sa
najma, Ze tieto sluzby vykonaju kvalifikované
osoby. Ak  zdravotnicke  zariadenie
a zodpovedny skaSajuci vyuzivaja sluzby
inych os6b na vykonanie klinického skti$ania
podla tejto zmluvy, zdravotnicke zariadenie
azodpovedny  skuSajuci s povinni
zabezpedit, aby vSetky takéto osoby mali
nalezité licencie a opravnenia aaby konali
vsulade spodmienkami tejto  zmluvy.
Zdravotnicke  zariadenie = a zodpovedny
skasajuci  zodpovedaji za  akékol'vek
poru$enie tejto zmluvy takymito osobami.
Personal skusania vymenovany
zdravotnickym zariadenim alebo
zodpovednym skuSajicim potvrdzuje svoju
ucast’ na klinickom skasani v Prilohe E.

Bez toho, aby to malo vplyv na zodpovednost’
zdravotnickeho zariadenia a zodpovedného
skusajiceho za takéto osoby, zdravotnicke
zariadenie a zodpovedny skdSajuci zarudujq,
Zze personal skiSania je opravneny bud’
samostatne, alebo spolo¢ne uzatvorit’ Prilohu
E a Ze jej uzatvorenie nebude Ziadnym
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Principal Investigator declare that
investigational staff entering into an Exhibit E
(i) does not breach any internal policies,

statutes or internal regulations at the
investigational staff member’s place of
employment, (ii) does not infringe any

applicable laws and regulations or goes against
his/her obligations in compliance with the
applicable laws in force and effect, and (iii)
does not constitute any conflict of interests
between performance of obligations resulting
from this Agreement and any functions or
responsibilities held by him/her, or with any
agreements Institution, Principal Investigator
or such investigational staff member may have
with third parties.

sposobom zasahovat' do jeho existujucich
povinnosti vo¢i zdravotnickemu zariadeniu a
zodpovednému skasajucemu. Zdravotnicke
zariadenie a zodpovedny skasajuci vyhlasuju,
Ze personal skusania, ktory uzatvori Prilohu E,
tym (i) neporuSuje Ziadne interné predpisy,
pravidla ani nariadenia v mieste vykonu prace
Clena personalu skuSania, (ii) neporuSuje
Ziadne platné pravne predpisy ani nespdsobuje
rozpor so svojimi povinnostami podla
platnych a G¢innych pravnych predpisov a (iii)
nespdsobuje ziadny konflikt zdujmov medzi
plnenim povinnosti vyplyvajucich z tejto
zmluvy a akymikolvek funkciami alebo
povinnostami, ktoré st mu zverené alebo
uloZené, ani akymikol'vek zmluvami, ktoré¢ mé
zdravotnicke zariadenie, zodpovedny
skusajuci alebo takyto personal skuasania
pripadne uzavret€ s tretimi stranami.

Institution and Principal Investigator
shall ensure that designated staff attend all
trainings conducted by Sponsor or its designee
in the proper performance of the Protocol,
safety and reporting requirements, and any
other applicable guidelines relevant to the
Clinical Trial and performance of the Protocol.

Zdravotnicke zariadenie a zodpovedny
skuSajici zabezpeCia, aby sa povereny
personal zGcastnil na vSetkych Skoleniach
organizovanych zadavatelom alebo jeho
zastupcom, ktoré sa tykaju riadneho plnenia
protokolu, poziadaviek na bezpecnost
a nahlasovanie a vSetkych dalSich platnych
usmerneni dolezitych pre klinické skuSanie
a plnenie protokolu.

Use of Randomization Codes: The
Principal Investigator conducting a blinded
study agrees to maintain the blinding of the
Study Product. The Principal Investigator
understands that the randomization codes will
be released upon completion of the Clinical
Trial and finalization of the database by
Sponsor. For multi-center studies, data from
all centers are required before the Clinical Trial
is considered complete. Should a medical

Pouzivanie randomiza¢nych koédov:
Zodpovedny skusajuci vykonavajuci
zaslepené skusanie suhlasi, Ze zachova
zaslepenie sku$aného produktu. Zodpovedny
skusajuci berie na vedomie, Ze randomizacné
kody sa zverejnia az po dokonceni klinického
skiSania auzavreti databazy zadavatelom.
V pripade  multicentrickych  skG$ani sa
klinické skiasanie povazuje za dokoncené az
po ziskani udajov zo vSetkych pracovisk
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emergency occur requiring the Principal
Investigator to break the code for a specific
subject, the Principal Investigator agrees to
notify Sponsor immediately.

skusania. V pripade rychlej lekarskej pomoci,
ktorda by od zodpovedného skiSajiceho
vyzadovala odslepenie kédu pre niektorého
ucastnika, zodpovedny skusajici sGhlasi, ze
otom bude bezodkladne informovat’
zadavatela.

1.5 For the performance of the Clinical Trial,
Sponsor or its designee shall provide the Study
Product, all Clinical Trial related documents
(such as case report forms) and equipment as
listed in Exhibit B. Neither Institution nor
Principal Investigator shall make any use of
Study Product and Clinical Trial related
documents, materials and equipment other than
for the performance of the Clinical Trial in
strict accordance with the Protocol and this
Agreement.

1.5 Na ucely vykonania klinického skd$ania
poskytne zadavatel' alebo nim  povereny
zastupca skusany produkt, vietky dokumenty
suvisiace s klinickym skdSanim (napriklad
zaznamové formulare Gcastnika klinického
sktisania) a vybavenie uvedené v Prilohe B.
Zdravotnicke zariadenie ani zodpovedny
ska$ajuci nesmi pouzit’ skusany produkt ani
dokumenty, materialy ¢i vybavenie sdvisiace
s klinickym ski$anim na ziadny iny Ggel, nez
je vykonavanie tohto klinického skusania

vprisnom sulade s protokolom atouto
zmluvou.
1.6  Additional Research: Institution and | 1.6  Dodatoény vyskum: Bez
Principal Investigator shall not conduct any | predchadzajuceho pisomného suhlasu
research nor facilitate third parties to conduct | zadavatel’a nesmie zdravotnicke zariadenie ani
any research not required by the Protocol on (i) | zodpovedny sku$ajuci vykonat  Ziaden

Trial Subjects during the Clinical Trial
(including any additional research technique,
procedure, questionnaire, or observation), or
(i) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the
data derived from the Clinical Trial, each of (i),
(i1), and (iii) without the prior written consent
of Sponsor. Hereinafter, the research
described in the previous sentence shall be
referred to as “Additional Research”. In any
case where Sponsor gives such approval, the
approved Additional Research shall be
considered either an amendment to the original
Protocol, or shall be the subject of another
written agreement between Sponsor and

vyskum, ani neumozZnia tretej strane vykonat’
ziaden vyskum, ktory protokol nevyZaduje, na
(i) ucastnikoch klinického skuSania pocas
klinického skuSania (vratane akejkolvek
d’al$ej vyskumnej metddy, postupu, dotaznika
alebo sledovania), (ii) biologickych vzorkach
odobratych G¢astnikom klinického sku$ania
pocas klinického skusania alebo (iii) udajoch
ziskanych zklinického sku$ania. Vyskum
opisany v predchadzajucej vete sa dalej
oznacuje ako ,dodatoény vyskum®“. Ak
zadavatel' udeli takyto suhlas, schvileny
dodato¢ny vyskum sa bude povazovat’ bud’ za
dodatok poévodného protokolu, alebo bude
predmetom d'alSej pisomnej dohody medzi
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Institution and  Principal Investigator.
Institution and Principal Investigator shall
conduct all Additional Research in compliance
with all applicable regulations, including
requirements for obtaining appropriate EC
approval and subject informed consent.
Without limiting any other remedy available
by law to Sponsor, if Institution and/or
Principal Investigator conducts Additional
Research in breach of this section, and such
Additional Research results in an Invention (as
defined in Section 8 below), Institution and
Principal Investigator (as applicable) hereby
grant to Sponsor or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sub-license, to make,
have made, use, have used, sell, have sold, and
import any such invention that results from
such Additional Research. This Section shall
survive termination or expiration of this
Agreement.

zadavatelom a zdravotnickym zariadenim
a zodpovednym skusajucim. Zdravotnicke
zariadenie a zodpovedny sku$ajici vykonaju
kazdy dodatoény vyskum vsilade so
vietkymi  platnymi  predpismi  vratane
poziadaviek na ziskanie prislusného sihlasu
EK ainformovanych suhlasov ucastnikov.
Bez  obmedzenia  dalSich  opravnych
prostriedkov dostupnych zadavatelovi podla
zakona, ak zdravotnicke zariadenie a/alebo
zodpovedny skuSajici vykona dodatoény
vyskum  vrozpore stymto  ¢lankom
a vysledkom takéhoto dodato¢ného vyskumu
bude vynélez (podla definicie v ¢lanku 8
nizsie), zdravotnicke zariadenie a zodpovedny
skusajuci (podla toho, o ktory pripad pdjde)
tymto zadavatelovi alebo nim poverenému
zastupcovi udel'uju neodvolatel’nu,
celosvetovu, splatent, bezplatnu, vyluéna
licenciu s pravom udelovat’ sublicencie na
pravo vytvorit, nechat’ vytvorit, pouZivat,
nechat’ pouzivat’, predavat’, nechat predavat’
a dovazat’ kazdy takyto vynalez, ktory vznikne
z takéhoto dodato¢ného vyskumu. Tento
¢lanok zostane v platnosti aj po vypovedani
alebo skonceni platnosti tejto zmluvy.

1.7 Principal Investigator agrees to be the
Coordinating Investigator for the Clinical Trial
in Slovak Republic. As a Coordinating
Investigator he will perform functions
described in Exhibit D.

1.7  Zodpovedny skusajuci suhlasi, ze bude
koordinujucim  skuSajucim za klinické
skisanie v Slovenskej republike. Ako
koordinujuci skusajici bude vykonavat’ ulohy
uvedené v Prilohe D..

2. Term and Termination

2. Doba platnosti a vypovedanie zmluvy

2.1  The term of this Agreement shall begin
on the Effective Date and continue until the

2.1 Doba platnosti tejto zmluvy zacina
plynat od datumu nadobudnutia GCinnosti
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Clinical Trial has been completed to the
reasonable satisfaction of Sponsor. The parties
estimate that the Clinical Trial will end on (i)
18 September 2026 or (ii) six (6) months
following final database lock, unless sooner
terminated in accordance with the terms
hereof. The parties agree that the term may be
amended by mutual agreement of the parties.

a zmluva zostava v platnosti az do dokonéenia
klinického skusania k primeranej spokojnosti
zadavatela. Zmluvné strany odhaduji, Ze
klinické sku$anie sa skonéi (i) 18. septembra
2026 alebo (ii) po Siestich (6) mesiacoch od
kone¢ného uzatvorenia databazy, pokial sa
klinické skuSanie neukonéi skér v sulade
s podmienkami tejto zmluvy. Zmluvné strany
sa dohodli, Ze doba platnosti tejto zmluvy sa
moze upravit’ na zaklade vzijomnej dohody
zmluvnych stran.

2.2 This Agreement may be terminated by
either party at any time in the exercise of its
sole discretion upon fifteen (15) calendar days
prior written notice to the other party. Reasons
for termination may include but are not limited
to:

2.2 Tato zmluvu moéze ktorakolvek
zmluvna strana kedykol'vek vypovedat’ podl'a

vlastného uvéazZenia zaslanim pisomnej
vypovede ostatnym zmluvnym  stranam
s vypovednou  lehotou  pétnast’  (15)

kalendarnych dni. K ukon¢eniu méze, okrem
iného, d6jst’ z nasledujucich dévodov:

(1) breach of contract, including
failure to comply with the Protocol and
applicable laws and regulations;

i) porusenie zmluvy  vratane
nedodrzania protokolu a platnych pravnych
predpisov;

(i) receipt of safety information
that makes it prudent to do so; or

(i1) ziskanie bezpe€nostnych
informacii, ktoré takyto postup odévodiiuju;

(iii) if no subjects have been
recruited at the Study Site within three (3)
months following the Clinical Trial initiation at
the site.

(iii) ak sa na pracovisku klinického
skusania do troch (3) mesiacov od zacatia
klinického skisania na pracovisku nezaradili
Ziadni G¢astnici.

Notwithstanding the above, Sponsor
may immediately terminate, within its sole
judgment, the Clinical Trial if such immediate
termination is necessary based upon
considerations of patient safety or upon receipt
of data suggesting lack of sufficient efficacy.
Upon receipt of notice of termination,
Institution and Principal Investigator agree to
promptly terminate conduct of the Clinical
Trial to the extent medically permissible for

Bez ohladu na vysSie uvedené méze
zadavatel klinické skasanie okamzite ukongit’,
ak je takéto okamzité ukoncenie potrebné
vzhl'adom na obavy o bezpe€nost’ pacientov
alebo po ziskani udajov naznacujhcich
nedostato¢nu acéinnost’. Zdravotnicke
zariadenie a zodpovedny sku$ajici suhlasia,
Zze po prijati vypovede urychlene ukonéia
vykonavanie klinického sku$ania v rozsahu,
ktory bude zo zdravotného hl'adiska pripustny
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any individual who participates in the Clinical
Trial (“Trial Subject”). In the event of
termination hereunder, other than as a result of
a material breach by Institution or Principal
Investigator, the total sums payable by Sponsor
pursuant to this Agreement shall be equitably
prorated for actual work performed to the date
of termination, with any unexpended funds

pre ktorukol'vek osobu zucastiiujucu sa na
klinickom skusani (d’alej ,,0¢astnik klinického
skusania“). V pripade vypovedania podla tejto
zmluvy z iného dévodu, neZ je jej zdvazné
poruSenie zdravotnickym zariadenim alebo
zodpovednym skuSajicim, sa celkové sumy
splatné zadavatelom podla tejto zmluvy
pomerne rozdelia za pracu skutoéne vykonanu

previously paid by Sponsor to Institution or | k ditumu  vypovedania, pricom vSetky

Principal Investigator being refunded to | nevynalozené finanéné prostriedky, ktoré

Sponsor. zadavatel uz vyplatil  zdravotnickemu
zariadeniu alebo zodpovednému skusajucemu,
sa musia vratit’ zadavatelovi.

2.3 Upon the earlier of the termination of | 2.3  Bud’ pri ukonéeni klinického skuSania,

the Clinical Trial and termination of this
Agreement, (a) Principal Investigator shall
immediately deliver to Sponsor all data
generated as a result of the Clinical Trial, all
clinical specimens collected, all documents
and data provided by Sponsor and its
respective  affiliates, and all Sponsor
Confidential Information, as defined in Section
7.2 below, (b) Principal Investigator shall
return to Sponsor or its respective affiliates or
destroy upon instructions of Sponsor or its
affiliates, all unused Study Product, and (c)
Principal Investigator shall treat materials and
equipment provided by Sponsor or its
respective affiliates in accordance with Exhibit
B, and if Exhibit B requires the return of any
materials and/or  equipment, Principal
Investigator shall return them upon the
instructions of Sponsor or its affiliates. This
provision does not apply to those documents
that should be maintained and retained by the
Principal Investigator at the Study Site, as
defined in the Protocol and as required by
applicable laws and regulations.

alebo pri vypovedani tejto zmluvy (podla
toho, o nastane skor), (a) zodpovedny
skusajici okamzZite doruéi zadavatel'ovi vietky
udaje vytvorené v dosledku klinického
skisania, vSetky odobraté klinické vzorky,
vSetky dokumenty a 1daje poskytnuté
zadavatelom a jeho prislusnymi pobockami a
vSetky doverné informacie zadavatela
definované niz8ie v ¢lanku 7.2, (b)
zodpovedny skusajuci vrati zadavatelovi
alebo jeho pobockam vSetky nepouzité
skusané produkty a (c) zodpovedny skuasajtci
bude zaobchadzat' so vSetkymi materidlmi a
vybavenim dodanym zadavatel'om alebo jeho
prislusnymi pobockami v sulade s Prilohou B,
a ak sa podla Prilohy B vyzaduje vratenie
akychkol'vek materialov a/alebo vybavenia,
zodpovedny skusajuci ich vrati podl'a pokynov
zadavatelovi alebo jeho pobockam Toto
ustanovenie sa nevztahuje na dokumenty,
ktoré si ma zodpovedny skusajici ponechat’ a
uchovavat’ na pracovisku klinického skusania
podla ich definicie v protokole a podla
poziadaviek platnych pravnych predpisov a
nariadeni.
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3. Ethics Committee (EC) — Informed
Consent — Authorizations

3. Etickd komisia (EK) — Informovany
sihlas — Povolenia

3.1 In accordance with the laws and
regulations applicable at the Study Site,
Institution and Principal Investigator shall be
responsible for obtaining approval of the
Protocol and its amendments, informed
consent form, Clinical Trial recruitment
procedures (e.g. announcements, financial
compensation if any) and any other relevant
documents in connection with the Clinical
Trial, from the appropriate EC prior to
commencement of the Clinical Trial. In the
event the EC requires changes in the Protocol,
informed consent form or Clinical Trial
recruitment procedures, such changes shall not
be implemented until Sponsor is notified and
gives its written approval. The Protocol, the
informed consent form, and any advertising
shall not be revised without the prior written
agreement of Sponsor and the EC.

3.1 Vsilade s pravnymi predpismi a
nariadeniami  platnymi pre pracovisko
klinického sku$ania zdravotnicke zariadenie
a zodpovedny skusajuci zodpovedaji za
ziskanie  schvalenia  protokolu  ajeho
dodatkov, formularu informovaného suhlasu,
postupov tykajucich sa naboru Gcastnikov do

klinického skuSania (napr. oznamenia,
pripadnd finanénd odmena) a ostatnych
prislusnych  dokumentov  tykajicich sa

klinického skusania od prislusnej EK, a to este
pred zacatim klinického sku$ania. Ak EK
vyZaduje zmeny v protokole, formulari
informovaného sthlasu alebo postupoch
naboru ucéastnikov do klinického skuSania,
takéto zmeny sa nemoézu uskuto€nit, kym
nebude zadavatel' informovany a neposkytne
pisomné schvalenie. Protokol, formular
informovaného sthlasu ani ziadna reklama sa
nesmu upravovat bez predchadzajuceho
pisomného suhlasu zadavatel’a.

3.2 Institution and Principal Investigator
shall also be responsible for adequately
informing the Trial Subject and for obtaining
an informed consent form signed by or on
behalf of each Trial Subject, which informed
consent form shall be approved by Sponsor and
the EC, prior to the Trial Subject’s
participation. The informed consent form shall
include the right for Sponsor and its designees
and applicable government authorities to
review raw Clinical Trial data, including
original subject records, in all monitoring and
auditing activities required to ensure quality
assurance and compliance with the Protocol as
well as all legal and regulatory requirements.

3.2  Zdravotnicke zariadenie a zodpovedny
skasajuci su tiez povinni primerane
informovat’ G¢astnikov klinického skusania
a ziskat' formulare informovaného suhlasu
podpisané ucastnikmi klinického skusania
alebo vich mene, pricom tento formular
informovaného sthlasu schvali zadavatel
aEK este pred ucastou ucastnikov na
klinickom skus$ani. Formular informovaného
suhlasu musi obsahovat’ pravo zadavatela,
jeho zastupcov a prislusnych $tatnych organov
na  kontrolu  nespracovanych  udajov
z klinického skuSania vratane originalnych
zaznamov uCastnikov vramci vSetkych
monitorovacich  a auditorskych  Cinnosti
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The informed consent form shall also include
the right for Sponsor and its affiliates to
conduct additional reviews of the data to study
the safety and efficacy of the Study Product
and other products and treatments, to develop
a better understanding of disease or to improve
the efficiency of future clinical studies.

potrebnych  na  zabezpeCenie  kvality
a dodrziavania protokolu, ako aj vSetkych
zdkonnych a regulaénych poZziadaviek.
Formular informovaného suhlasu bude
obsahovat aj pravo zadavatela a jeho
pobociek vykonavat' dodatoéné kontroly
udajov s cielom preskumat’ bezpe¢nost’ a
uéinnost’  skuSané¢ho produktu a inych
produktov a lie€ob s ciel'om lepsie porozumiet’
ochoreniu alebo zlep$it' ucinnost’ budicich
klinickych skdsani.

3.3.  Sponsor shall be responsible for the
fulfillment of all other authorization
formalities related to the conduct of the
Clinical Trial (such as submitting a clinical
trial application) and related to the
manufacturing, supply or importation of the
Study Product, and if required, for obtaining
the written authorization from the competent
health authorities prior to commencement of
the Clinical Trial.

3.3. Zadavatel zodpoveda za splnenie
vSetkych dalSich formalit tykajicich sa
povoleni na vykonavanie klinického ski3ania
(napr. podanie Ziadosti o povolenie klinického
ski$ania) ana vyrobu, dodavanie ¢i dovoz
skuSaného produktu, a v pripade potreby za
ziskanie pisomného povolenia od
kompetentnych zdravotnickych uradov pred
zacCatim klinického skusania.

4. Reporting of Data and Adverse Events | 4. Nahlasovanie udajov a neZiaducich
udalosti
4.1  Institution and Principal Investigator | 4.1 = Zdravotnicke zariadenie a zodpovedny

agree to provide Sponsor periodically and in a
timely manner with all Clinical Trial results
and other data called for in the Protocol on
properly completed (written or electronic) case
report forms.

skusajuici sthlasia, Ze budu pravidelne a véas
poskytovat' zadavatelovi vSetky vysledky
klinického skusania a d’alSie udaje
pozadované protokolom na riadne (pisomne
alebo elektronicky) vyplnenych zdznamovych
formularov Gcastnikov klinického skiiiania.

4.2 Electronic Data Capture ("EDC"):
Institution/Principal Investigator will submit
Clinical Trial data using the electronic system
provided by Sponsor. Institution/Principal

4.2  Elektronicky zber tidajov (d’alej len
»EDC%,  Electronic Data Capture):
Zdravotnicke zariadenie alebo zodpovedny
skusajuci budu udaje z klinického skasania
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Investigator shall prevent unauthorized access
to the data by maintaining physical security of
the computers and ensuring that investigational
staff maintains the confidentiality of their
passwords. Institution/Principal Investigator
shall also comply with Sponsor’s instructions
for data entry into the system, which includes
that investigational staff using the system
understands that their electronic signatures are
the legally binding equivalent of handwritten
signatures, and they attest to the accuracy and
completeness of the data entered.

odosielat’” pomocou elektronického systému,
ktory zabezpefi zadavatel. Zdravotnicke
zariadenie alebo zodpovedny skusajuci
zabrania nepovolenému pristupu k tymto
tdajom udrziavanim fyzického zabezpedenia
pocitatov a zaistenim toho, Ze personal
skisania bude svoje hesla uchovavat ako
déverné. Zdravotnicke zariadenie alebo
zodpovedny skuSajici musia dodrZiavat
pokyny zadavatela na zadavanie idajov do
systému, ¢o zahfma aj to, Ze personal skisania
pouzivajuci tento systém berie na vedomie, Ze
elektronické podpisy st pravne zavéznym
ekvivalentom ruénych podpisov a potvrdzuje
presnost’ a Gplnost’ zadanych udajov.

Institution /Principal Investigator agree to
collect all Clinical Trial data (electronic or
paper) in source documentation prior to
entering it into the electronic case report form
(“eCRF”). The eCRF shall be completed
within five (5) working days after visit
procedures have been completed or test results
are available, unless otherwise specified in the
Protocol.  Institution/Principal Investigator
also agree to provide appropriate responses to
queries received within five (5) working days
of receipt, unless otherwise specified in the
Protocol.

Zdravotnicke zariadenie alebo zodpovedny
skusajuci  suhlasia, Ze vSetky udaje
z klinického skuSania (v elektronickej alebo
papierovej forme) budu zbierat’ do zdrojovej
dokumentacie pred ich zadanim do
elektronického  zdznamového  formulara
Gc¢astnika klinického skusania (d’alej len
selektronicky zdznamovy formular uéastnika
klinického ska$ania®). Elektronicky
zaznamovy formular WGc¢astnika klinického
skuSania sa musi vyplnit' do piatich (5)
pracovnych dni od dokonfenia procedir
v ramci navstev alebo dostupnosti vysledkov
vySetreni, pokial’ protokol neuvadza inak.
Zdravotnicke zariadenie alebo zodpovedny
skugajici tieZ suhlasia, Ze poskytni primerané
odpovede na prijaté otazky do piatich (5)
pracovnych dni od ich prijatia, pokial’ protokol
neuvadza inak.

In the event Principal
Investigator/Institution do not enter Data into
the eCRF or respond to queries in the
timeframe set forth for each above, Sponsor

Ak zodpovedny skuSajici alebo
zdravotnicke zariadenie nezadaju tudaje do
elektronického  zaznamového  formulara
ucastnika  klinického  skiSania  alebo
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may, in its sole discretion, immediately take
corrective actions. These actions may include
but are not limited to, temporary suspension of
screening/enrollment, additional monitoring
visits, consideration of site audit, and possible
termination of site participation in the Clinical
Trial.

neodpovedia na otazky vo vys$sie uvedenych
lehotach, zadavatel moéze podla vlastného
uvazenia ihned prijat napravné opatrenia.
Medzi tieto opatrenia moéze patrit najma
doCasné pozastavenie skriningu alebo
zarad’ovania ucastnikov, dodato¢né
monitorovacie navstevy, zvazenie auditu
pracoviska klinického skuSania a mozZné
ukonéenie 0Casti pracoviska na klinickom
skdsani.

4.3  Institution and Principal Investigator
also agree to report to Sponsor immediately but
not later than twenty-four (24) hours after
learning of any serious adverse events and
other important medical events, as identified in
the Protocol, affecting any Trial Subject in the
Clinical Trial. Institution and Principal
Investigator further agree to follow up such
report with detailed, written reports in
compliance with all applicable legal and
regulatory requirements.

4.3  Zdravotnicke zariadenie a zodpovedny
skuSajici d’alej suhlasia, ze zadavatelovi
okamzite, najneskor vSak do
dvadsiatich$tyroch (24) hodin, ohlasia kazda
zdvazni neziaducu udalost ainé ddlezité
zdravotné udalosti definované v protokole,
ktoré postihni ktoréhokol'vek ucastnika
klinického sku$ania v klinickom skusSani.
Zdravotnicke  zariadenie = a zodpovedny
skudajuci d’alej sthlasia, ze doplnia takéto
hlasenie podrobnymi pisomnymi spravami
vsulade so vSetkymi zdkonnymi a
regulaénymi poziadavkami.

44 Timely, accurate and complete data
submission and query responses are necessary
to ensure payment in accordance with the

44 Vcasné, presné a kompletné zasielanie
udajov a odpovedi na otazky je podmienkou
na uhradu platieb podla harmonogramu

Inspections

Payment Schedule, Exhibit B of this | platieb uvedeného v Prilohe B tejto zmluvy.
Agreement.
5. Monitoring of Clinical Trial — Audit— | 5. Monitorovanie klinického skuiSania —

Audit — InSpekcie

5.1 Monitoring — Audit 5.1 Monitorovanie — Audit
During and after the term of this V priebehu platnosti tejto zmluvy a po
Agreement, Institution and  Principal | jej  uplynuti  zdravotnicke  zariadenie
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Investigator agree to permit representatives of
Sponsor and/or the competent health
authorities (including, if applicable, the US
FDA) to examine at any reasonable time during
normal business hours

azodpovedny  skdsajuci  suhlasia, Ze
zastupcom zadavatela alebo kompetentnych
zdravotnickych uradov (vratane amerického
Uradu pre kontrolu potravin a liegiv, ak sa to
na skdSanie vztahuje) umoznia, aby mohli
kedykol'vek v primeranom ¢ase po€as beznej
pracovnej doby skontrolovat’:

(1) the facilities where the Clinical
Trial is being conducted,

v ktorych sa

(1) priestory,
vykonava klinické skuSanie,

(i1) raw  Clinical Trial data
including original Trial Subject records, if
allowed under the terms of the informed
consent form and the applicable laws, and

(ii) nespracované udaje
z klinického skdsania vratane originalnych
zaznamov Ulastnikov  skdSania, ak to
podmienky formulara informovaného suhlasu
a platné pravne predpisy povol'uju,

(i) any other relevant information
necessary to confirm that the Clinical Trial is
being conducted in conformance with the
Protocol and in compliance with applicable
legal and regulatory requirements, including

(iii) vietky dralsie dolezité
informécie potrebné na potvrdenie, Ze sa
klinické  skuSanie  vykonava v sulade

s protokolom  aplatnymi zakonnymi a
regulaénymi poziadavkami vratane pravnych

privacy and security laws and regulations. predpisov. o ochrane osobnych 1dajov
a sikromia.
5.2 Inspections 5.2 InSpekcie
Institution and Principal Investigator Zdravotnicke zariadenie a zodpovedny
shall immediately notify Sponsor if a | ska$ajici okamzite oznamia zadavatelovi, ak

competent health authority schedules or,
without scheduling, begins an inspection and
shall promptly, upon issuance, provide
Sponsor a copy of any health authority’s
correspondence resulting from any such
inspection.

nejaky kompetentny zdravotnicky urad
oznami planovani inSpekciu alebo bez
oznamenia zafne neplanovani inSpekciu,
a bezodkladne po vyhotoveni zadavatelovi
poskytni koépiu akejkol'vek kore$pondencie
s prislusnym zdravotnickym organom, ktora
vyplyva z takejto in§pekcie.

53 Institution and Principal Investigator
agree to take any reasonable actions requested
by Sponsor to cure deficiencies noted during an
audit or inspection. In addition, Sponsor or its
designees shall have the right to review and
approve any correspondence to a competent

5.3  Zdravotnicke zariadenie a zodpovedny
skusajuci suhlasia, Zze podnikna vSetky
primerané opatrenia, ktoré zadavatel’ pozaduje
na napravu nedostatkov zistenych pocas auditu
alebo inSpekcie. Zadavatel alebo jeho
zastupcovia maju navy$e pravo na posudenie
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health authority generated as a result of such
health authority’s inspection prior to
submission by Institution or Principal
Investigator and, to the extent not prohibited by
law or by the applicable health authority, the
right to have a representative present during
any inspection.

a schvalenie kore$pondencie prislusnému
zdravotnickemu organu, ktora je vysledkom
in§pekcie daného zdravotnickeho orgénu, a to
este skor ako ju zdravotnicke zariadenie alebo
zodpovedny skusajici odosle, a v rozsahu,
ktory nezakazuji pravne predpisy alebo
prisluiny zdravotnicky urad, maju pravo mat

pocas akejkol'vek inSpekcie pritomného
zastupcu.
54  The provisions of paragraphs 5.1, 5.2 | 54  Ustanovenia odsekov 5.1, 5.2 a5.3

and 5.3 shall survive the termination or
expiration of this Agreement.

zostani v platnosti aj po vypovedani alebo
skonceni platnosti tejto zmluvy.

6. Compliance with Applicable Laws

6. DodrZiavanie platnych pravnych

predpisov
6.1 The parties agree to conduct the | 6.1  Zmluvné strany shhlasia, Ze budu

Clinical Trial and maintain records and data
during and after the term of this Agreement in
compliance with all applicable legal and
regulatory requirements, as well as with
generally accepted conventions such as the
Declaration of Helsinki and the ICH-GCP
guidelines.

vykonavat’ klinické sku$anie auchovavat
zaznamy audaje pocas doby platnosti tejto
zmluvy a po jej uplynuti v sulade so vSetkymi
platnymi  zdkonnymi a  regulaénymi
poZiadavkami, ako aj so vSeobecne
uznavanymi konvenciami, akou je napriklad
Helsinska deklaracia a smernice
Medzinarodnej konferencie o harmonizacii —
Spravna klinickd prax (dalej len ,smernica
ICH-GCP*).

6.2  Healthcare Compliance with Anti-
Corruption Laws and Foreign Corrupt
Practices Act (“FCPA”)

6.2  DodrZiavanie protikorupénych
pravnych predpisov v oblasti zdravotnej
starostlivosti aziakon o zahraniénych
korupénych praktikach (d’alej len ,,FCPA*)
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Institution represents and warrants that neither
Institution nor any of its affiliates, nor any of
their respective directors, officers, employees
or agents and Principal Investigator (all of the
foregoing, including affiliates collectively,
“Institution Representatives”) has taken any
action that would result in a violation by such
persons of local or international anti-bribery
laws, rules or regulations applicable to either or
both Institution and Sponsor (collectively the
“Anti-Corruption Laws”).

Institution shall not, directly or indirectly,
make any payment, or offer or transfer
anything of value, or agree or promise to make
any payment or offer or transfer anything of
value, to a government official or government
employee, to any political party or any
candidate for political office or to any other
third party with the purpose of influencing
decisions related to Sponsor and/or its business
in a manner that would violate Anti-
Corruption Laws.

Institution and Institution’s Representatives
have conducted and will conduct their
businesses in compliance with the Anti-
Corruption Laws, and Institution will have
necessary procedures in place to prevent
bribery and corrupt conduct by Institution
Representatives.

Institution shall maintain effective internal
accounting control and shall make sure all
aspects of this Clinical Trial are recorded in its
books and records in an accurate, complete and
truthful way and that the documents on which
such books and records are based are in all
major aspects accurate, complete and
true. Institution shall maintain and provide

Zdravotnicke zariadenie vyhlasuje a zarutuje
sa, Ze ani ono samo, ani Ziadna z jeho
pobociek, ziadny z jeho riaditel'ov, uradnikov,
zamestnancov €1 agentov ani zodpovedny
skusajici (vSetky vysSie uvedené subjekty
vratane pobociek dale) oznaCované ako
»Zastupcovia zdravotnickeho zariadenia®)
neprijali Ziadne opatrenia, ktoré by viedli
k poruseniu  tychto  miestnych  alebo
medzinarodnych protikorupénych pravnych
predpisov, pravidiel a nariadeni, ktoré sa
vztahuji na  zdravotnicke  zariadenie
azadévatela (spolu ako ,protikerupéné
pravne predpisy*) takouto osobou.

Zdravotnicke zariadenie priamo ani nepriamo
nevykond Ziadne platby, neponiikne ani
neprevedie Ziadnu hodnotnu vec, ani neschvali
ani neprisl'ubi Zziadnu platbu, ponuku ani
prevod akejkol'vek hodnotnej veci Ziadnemu
§tatnemu predstavitel'ovi, Statnemu
zamestnancovi,  politickej  strane  ani
kandidatovi na politickd funkciu ani Ziadnej
tretej strane na ucely ovplyvnenia rozhodnuti
tykajucich sa zaddvatela a/alebo jeho
podnikania spdsobom, ktory by porusoval
protikorupéné pravne predpisy.

Zdravotnicke zariadenie  a zastupcovia
zdravotnickeho zariadenia podnikaja a budd
podnikat’ v silade s protikorupénymi
pravnymi predpismi a zdravotnicke zariadenie
bude mat zavedené potrebné postupy na
zabranenie podplacaniu a korupcii zastupcami
zdravotnickeho zariadenia.

Zdravotnicke zariadenie bude udrZiavat’
uéinnd  interni kontrolu  Gétovnictva
azabezpeCi, aby boli vSetky aspekty
klinického skusania zaznamenané
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Sponsor and its auditors and other
representatives with access to records
(financial and otherwise) and supporting
documentation related to the subject matter of
the Agreement as may be requested by Sponsor
in order to document or verify compliance with
the provisions of this Section; and

Notwithstanding Sections 2 (Term and
Termination) and 10 (Indemnification), if
Institution fails to comply with any of the
provisions of this Section, such failure shall be
deemed to be a material breach of the
Agreement and, upon any such failure,
Sponsor shall have the right to terminate the
Agreement with immediate effect upon written
notice to Institution without Sponsor having
any financial liability or other liability of any
nature whatsoever resulting from any such
termination.

v Gétovnych a inych zaznamoch presne, uplne
apravdivo aaby doklady, zktorych takéto
Gétovné a iné zaznamy vychadzaju, boli
presné, Gplné a pravdivé vo vietkych hlavnych
aspektoch. Zdravotnicke zariadenie bude viest’
zaznamy (finanéné aj iné) a podporni
dokumentaciu tykajicu sa predmetu tejto
zmluvy a poskytne k nim zad4vatelovi a jeho
auditorom a ostatnym zastupcom pristup, o ¢o
ho moéze poziadat zadavatel! s cielom
zdokumentovat' alebo overit dodrziavanie
ustanoveni tohto ¢lanku; a

Bez ohl'adu na ¢lanok 2 (Doba platnosti a
vypovedanie zmluvy) a ¢lanok 10
(Odskodnenie) plati, Ze ak zdravotnicke
zariadenie nedodrzi niektoré z ustanoveni
tohto ¢&lanku, takéto poruSenie sa bude
povazovat’ za zavazné poruSenie zmluvy a pri
kazdom takomto poru$eni bude mat’ zadavatel’
pravo vypovedat zmluvu s okamZitou
u¢innost'ou na zaklade pisomného oznamenia
zdravotnickemu zariadeniu bez toho, aby mal
zadavatel' akikol'vek finan¢nii zodpovednost’
alebo  akakolvek ind  zodpovednost
vyplyvajicu z takéhoto ukoncenia.

6.3  Privacy & Data Security

6.3 Ochrana
a sukromia

osobnych udajov

6.3.1 Each party agrees that its collection,
processing and disclosure of any data relating
to an identified or identifiable individual
(“Personal Information”) in connection with
this Agreement is and will be in compliance
with applicable data protection laws, including,
where applicable, the EU General Data
Protection Regulation (the “GDPR”), and that

6.3.1 Kazda zmluvna strana suhlasi, Ze jej
zber, spracovanie a spristupfiovanie
akychkolvek  udajov tykajucich sa
identifikovanej alebo identifikovatel'nej osoby
(d’alej len ,,osobné udaje) v suvislosti s touto
zmluvou je abude vsilade s platnymi
pravnymi predpismi o ochrane osobnych
udajov vratane (podl'a okolnosti) v§eobecného
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it has obtained all rights and consents
necessary to collect, process and disclose the
Personal Information. When collecting and
processing Personal Information, the parties
agree to take appropriate measures to
safeguard the Personal Information, to
maintain the confidentiality of Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
Personal Information, to grant data subjects
reasonable access to their Personal
Information, to address other data subject
rights as per applicable law, and to prevent
access by unauthorized persons.

nariadenia EU o ochrane udajov (d’alej len
»hariadenie GDPR*), a Ze ziskala vetky prava
a suhlasy potrebné na zber, spracuvanie
a zverejiiovanie osobnych udajov. Pri zbere
a spractivani osobnych udajov zmluvné strany
sthlasia, Ze podnikni primerané opatrenia na
ochranu  osobnych udajov, zachovaju
dovernost’ zdravotnych a klinickych udajov
ucastnikov klinického sku$ania, budu riadne
informovat’ prislu§né dotknuté osoby o zbere
a spracuvani ich osobnych tdajov, poskytni
dotknutym osobdm primerany pristup kich
osobnym udajom, budi venovat’ pozornost’
dalsim pravam dotknutych o0s6b podla
platnych pravnych predpisov a zabrania
v pristupe neopravnenym osobam.

6.3.2 Institution and Principal Investigator
will implement appropriate technical and
organizational measures to ensure a level of
security for Personal Information processed in
connection with the Agreement that is
appropriate to the risk.

6.3.2 Zdravotnicke zariadenie a zodpovedny
skuSajuci zavedu primerané technické
a organizacné opatrenia, aby zabezpedili taku
aroven  bezpecnosti  osobnych  udajov
spracivanych v suvislosti s touto zmluvou,
aka je primerana danému riziku.

6.3.3 Institution and Principal Investigator
represent, warrant and covenant that Personal
Information related to Trial Subjects, when
supplied to Sponsor, will be pseudonymized to
replace any information that directly identifies
a Trial Subject with a subject identification
code. Principal Investigator will not provide
Sponsor with the key or code that enables Trial
Subjects to be re-identified. Institution and
Principal Investigator will notify Sponsor
immediately if Institution and/or Principal
Investigator discovers that any Data (defined in
Section 7.1) concerning Trial Subjects
provided to Sponsor does not satisfy this
requirement. Principal Investigator will
cooperate with all Sponsor requests to mitigate

6.3.3 Zdravotnicke zariadenie a zodpovedny
skusajuci vyhlasuju, zarucuja a zavazuji sa, ze
osobné udaje tykajuce sa Odastnikov
klinického skuSania dodané zadavatelovi sa
budi pseudonymizovat’, pri¢om sa kazdy Gdaj
priamo identifikujuci ucéastnika skuania
nahradi identifikaénym kdédom Géastnika.
Zodpovedny skusajuci neposkytne
zadavatelovi kI'a¢ ani kéd, ktoré umoZiuja
opatovnu identifikaciu Gcastnikov skuSania.
Zdravotnicke  zariadenie = a zodpovedny
skiSajuci  budd  zaddvatela  okamZite
informovat, ak zistia, Ze niektoré udaje
(definované v ¢lanku 7.1)  tykajuce sa
gastnikov klinického skusania nespliaji tito
poziadavku. Zodpovedny skdsajici poskytne
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any harm resulting from any such disclosure of
Data. In such an event, Institution and Principal
Investigator will deliver corrected Data to
Sponsor as promptly as possible at no extra
expense to Sponsor.

zadavatel'ovi sGéinnost’ pri rieSeni vSetkych
jeho poziadaviek na napravu kazdej Skody,
ktora vyplyva z takéhoto zverejnenia udajov.
V takom pripade zdravotnicke zariadenie
a zodpovedny skisajuci ¢o najskér dodaju
zadavatelovi opravené udaje bez dalSich
nakladov.

6.3.4 In case of a breach of security leading
to the accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or

access to, Personal Information data
transmitted, stored or otherwise processed
(“Privacy  Incident”), Institution and/or

Principal Investigator will immediately after
becoming aware of a Privacy Incident notify
Sponsor. Such notification shall specify the
nature of the Privacy Incident, the categories
and approximate number of data subjects and
Personal Information records impacted by such
Privacy Incident. Institution and Principal
Investigator agree to fully cooperate with
Sponsor, investigate and resolve any such
Privacy Incident and provide Sponsor any
information necessary to provide notifications.

6.3.4 Vpripade naruSenia bezpe€nosti
veduceho k ndhodnému alebo nezékonnému
znieniu, strate, zmene, neopravnenému
zverejneniu alebo pristupu k prenaSanym,
uchovavanym alebo inak spracivanym
osobnym udajom (dalej len ,incident
naruSenia sukromia*), bude zdravotnicke
zariadenie alebo zodpovedny skdSajuci
informovat’ zadavatela ihned’ potom, ako sa
o takomto incidente naruSenia sukromia
dozvie. V takomto oznameni musi byt
uvedend podstata incidentu  naruSenia
sikromia, kategérie  apriblizny  pocet
dotknutych os6b a zaznamy osobnych udajov,
ktoré takyto incident naruSenia sukromia
ovplyviiuj. Zdravotnicke zariadenie
a zodpovedny skusajici sihlasia, ze budd
v plnej miere spolupracovat’ so zadavatel'om,
preSetria a vyrieSia kazdy takyto incident
naruSenia sikromia a poskytnu zadéavatelovi
vietky informacie potrebné na poskytnutie
oznameni.

6.3.5 Institution and Principal Investigator
agree to fully cooperate with respect to any
data protection impact assessments and/or
prior consultations that may be required with
respect to the processing of Personal
Information under the Agreement.

6.3.5 Zdravotnicke zariadenie a zodpovedny
skusajuci suhlasia, ze budi v plnej miere
spolupracovat’ pri akychkol'vek hodnoteniach
dosahu opatreni na ochranu osobnych udajov
alebo predchadzajucich konzultacii, ktoré
méZzu byt potrebné v suvislosti so
spracivanim osobnych udajov podla tejto
zmluvy.
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6.3.6 Institution and Principal Investigator
shall not engage any third party, including any
affiliate or subcontractor, as data processor (as
defined under applicable data protection law)
for the performance of their respective
activities under this Agreement, without
Sponsor’s prior written approval. In the event
Sponsor consents to such third party data
processor, Institution  and  Principal
Investigator (i) shall be responsible for
ensuring that any permitted third-party data
processor complies with this Agreement, the
applicable data protection law and regulations,
and (ii) shall be fully liable to Sponsor for all
actions of such third-party data processors.

6.3.6 Bez predchadzajuiceho pisomného
sthlasu zadavatela zdravotnicke zariadenie
ani zodpovedny skusajuci nepoveria Ziadnu
tretiu stranu ani Ziadnu svoju pobocku &i
subdodavatela ulohou sprostredkovatel’a
udajov (v zmysle definovanom v platnych
pravnych predpisoch o ochrane osobnych
udajov), aby vykonaval ich prislu§né &innosti
podla tejto zmluvy. V pripade, Ze zadavatel
takuto tretiu stranu v ulohe sprostredkovatel’a
udajov odsuhlasi, zdravotnicke zariadenie
a zodpovedny skusajuci (i) zodpovedaju za
zabezpecenie toho, aby kazd4 takato povolena
tretia strana v ulohe sprostredkovatel’a udajov
dodrziavala tuto zmluvu aplatné pravne
predpisy o ochrane osobnych tudajov a (ii)
budi zadavatelovi v plnej miere rudit’ za
kazdé konanie takejto tretej strany v ulohe
sprostredkovatel’a idajov.

6.3.7 Personal Information related to
Principal Investigator and any investigational
staff (e.g. name, hospital or clinic address and
phone number, curriculum vitae) may be
transferred to Johnson & Johnson’s affiliates
for purposes of drug monitoring,
implementation, documentation and control of
clinical trials, as well as for contacting them
and their respective agencies around the world
in case of other future studies or investigations
in which they may be involved. The parties
also agree to use Personal Information
provided by the Principal Investigator for
managing internal studies and ensuring that
contact information is contained in a faithful
and complete way in other systems, in
compliance with this Section.

6.3.7 Osobné udaje tykajuce sa
zodpovedného skisajiceho a vSetkych ¢lenov
personalu skus$ania (napr. meno a priezvisko,
adresa nemocnice alebo kliniky, telefénne
Cislo, zivotopis) sa mézu prenasat’ do inych
pobociek spolo¢nosti Johnson & Johnson na
ucely monitorovania liekov, implementacie,
zdokumentovania a kontrolovania klinickych
skusani, ako aj na ucely kontaktovania
uvedenych os6b a ich prislusnych Gradov na
celom svete v pripade budicich skusani alebo
vyskumov, na ktorych sa méZu podielat.
Zmluvné strany tiez suhlasia s pouZivanim
osobnych udajov, ktoré poskytne zodpovedny
skuSajici, na riadenie internych skuSani a na
zabezpecenie toho, aby boli kontaktné udaje
obsiahnuté v inych systémoch déveryhodnym
a kompletnym sp6sobom a v sulade s tymto
¢lankom.
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6.3.8 Sponsor may transmit Personal
Information to other affiliates of the Johnson &
Johnson group of companies and their
respective agents worldwide. Accordingly,
Personal Information may be transmitted to
countries outside the European Economic Area
(EEA), such as the United States, which the EU
has determined currently lack appropriate
privacy laws providing an adequate level of
privacy protection. Notwithstanding the above,
Sponsor and its affiliates of the Johnson &
Johnson group of companies and respective
agents will apply adequate privacy safeguards
to protect such Personal Information as
required in the EEA. Personal Information may
also be disclosed as required by individual
regulatory agencies or applicable law, such as
to report serious adverse events.

6.3.8 Zadavatel ma pravo prenasat’ osobné
idaje do d’al§ich pobociek skupiny spolo¢nosti
Johnson & Johnson aich prislusnym
zastupcom na celom svete. V silade s tym sa
osobné udaje moézu prendsat’ do krajin mimo
Eurdpskeho hospodarskeho priestoru (EHP),
ako st napriklad Spojené S$taty americké,
ktorym podla EU vsigasnosti chybaji
primerané pravne predpisy na zabezpecenie
dostatoénej ochrany osobnych udajov. Bez
ohladu na vyssie uvedené, zadavatel’, pobocky
skupiny spolo¢nosti Johnson & Johnson a ich
prislusni  zastupcovia budu uplatiiovat’
primerané bezpecnostné opatrenia na ochranu
sukromia, aby takéto osobné udaje chranili
spésobom pozadovanym v EHP. Osobné
udaje sa mozu spristupiiovat’ aj na zaklade
poziadaviek jednotlivych kontrolnych uradov
alebo platnych pravnych predpisov, napriklad
na hlasenie zavaznych neziaducich udalosti.

6.3.9 Sponsor has provided certain details
regarding its Personal Information handling
practices, concerning Personal Information
related to Principal Investigator and any
investigational staff, including data subject
rights, in Exhibit C. Principal Investigator
agrees to inform all investigational staff from
whom Personal Information is collected during
the course of the Clinical Trial in scope of this
Agreement about Personal Information
handling practices as specified in Exhibit C.

6.3.9 V Prilohe C zadavatel’ uvadza niektoré
podrobnosti o svojich  postupoch  pri
zaobchadzani s osobnymi udajmi, ktoré sa
tykaju zodpovedného skusajuceho a personalu
skd8ania, vratane prav dotknutych os6b.
Zodpovedny skusajuci suhlasi, Ze kazdého
¢lena personalu skusania, od ktorého sa
v pricbehu  klinického skuSania zbieraju
osobné tdaje v rozsahu tejto zmluvy, bude
informovat’ o postupoch pouzivanych pri
zaobchadzani s osobnymi udajmi, ktoré su
uvedené v Prilohe C.

6.4 In the event that any part of this
Agreement is determined to violate applicable
laws and regulations the parties agree to
negotiate in good faith revisions to the

6.4 Ak sa zisti, Ze ktordkol'vek cast’ tejto
zmluvy je vrozpore s platnymi pravnymi
predpismi, zmluvné strany shhlasia, Ze
v dobrej viere prerokujii Upravy ustanovenia
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provision or provisions that are in violation. In
the event the parties are unable to agree to new
or modified terms as required to bring the
entire Agreement into compliance, either party
may terminate this Agreement on sixty (60)
calendar days prior written notice to the other

party.

alebo ustanoveni, ktoré si v rozpore
splatnymi pravnymi predpismi. Ak sa
zmluvné strany nedokazu dohodnit’ na novych
alebo upravenych podmienkach potrebnych na
uvedenie celej zmluvy do suladu s pravnymi
predpismi, ktorakol'vek zmluvna strana moéze
tito zmluvu vypovedat’ pisomnou vypoved'ou
s vypovednou lehotou Sestdesiatich (60)
kalendarnych dni od doruenia wvypovede
druhej zmluvnej strane.

7. Ownership of Data — Confidentiality
— Registry — Publication

7. Vlastnictvo udajov — Zachovanie
mléanlivosti — Registracia — Publikovanie
vysledkov

7.1 Ownership of Data 7.1 Vlastnictvo idajov

All case report forms and other data, Vsetky zaznamové formulare
including without limitation, written, printed, | ucastnikov klinického sku$ania a ostatné udaje
graphic, video and audio material, and | najmd vratane pisomného, tlaceného,
information contained in any computer data | grafického, obrazového a zvukového
base or computer readable form, generated by | materialu a informacie obsiahnuté
Institution and/or Principal Investigator or | v akejkol'vek pocitacovej databaze alebo
other personnel involved with the Clinical | v po¢itatom (itatel'nom formate, ktoré
Trial in the course of conducting the Clinical | vytvorilo zdravotnicke zariadenie,

Trial (the “Data™) shall be the property of
Sponsor or its designee, which may utilize the
Data in any way it deems appropriate, subject
to and in accordance with applicable data
protection laws and the terms of this
Agreement. Any copyrightable work created in
connection with the performance of the
Clinical Trial and contained in the Data (except
any publication by the Principal Investigator as
provided for in Section 7.4) shall be considered
a “work made for hire” to the fullest extent
permitted by law and owned by Sponsor or its
designee. Institution  and/or  Principal
Investigator may not use the Data for any

zodpovedny skuasajuci alebo iny personal
zapojeny do klinického skuSania pocas
vykonavania klinického skuSania (d’alej len
,udaje*) st vlastnictvom zadavatel'a alebo nim
povereného zastupcu, ktori mézu vyuZivat
udaje Fubovolnym spdsobom, aky uznaji za
vhodny, vsilade splatnymi pravnymi
predpismi o ochrane osobnych udajov
a podmienkami tejto zmluvy. VSetky prace
chranené autorskymi pravami, vytvorené
vsuvislosti s vykondvanim  klinického
skiania a obsiahnuté v udajoch (okrem
publikacii zodpovedného sku$ajiceho podla
¢lanku 7.4) sa povazuju za ,pracu vykonanu
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commercial purposes including the filing of a
patent application or the filing of the Data in
support of any pending or future patent
application either for its own benefit or for the
benefit of any for-profit entity, including use of
Data in support of research for or in
collaboration with a for-profit entity. The
provisions of this paragraph shall survive the
termination or expiration of this Agreement.

za odmenu“ vplnom rozsahu povolenom
zakonom a si vlastnictvom zadéavatela alebo
jeho zastupcu. Zdravotnicke zariadenie ani
zodpovedny skuSajuci nesi udaje pouzit' na
Zziadne komeréné ucely vratane podania
patentovej prihlasky alebo podania udajov na
podporu akejkol'vek nevybavenej alebo
budicej patentovej prihlasky, ¢i uz vo vlastny
prospech alebo v prospech inej ziskovej
organizicie, vratane pouzivania udajov na
podporu vyskumu pre ziskovi organizaciu
alebo v spolupraci s fiou. Ustanovenia tohto
odseku zostani v platnosti aj po vypovedani
alebo vyprsani tejto zmluvy.

7.2 Confidentiality

7.2 Zachovanie ml¢anlivosti

All information, including, but not
limited to, information relating to the Study
Product, the Protocol, or the operations of
Sponsor and its affiliates, such as patent
applications, formulas, manufacturing
processes, basic scientific data, prior clinical
research data and formulation information
supplied by Sponsor to Institution or Principal
Investigator or other personnel involved with
the Clinical Trial and not previously published
(the “Sponsor Confidential Information”), as
well as Data are considered confidential and
shall remain the sole property of Sponsor or its
affiliated companies. Both during and after the
term of this Agreement, Institution and
Principal Investigator will use diligent efforts
to maintain in confidence and use only for the
purposes contemplated in this Agreement:

Vsetky informécie najmid vratane
informacii o skuSanom produkte, protokole
alebo ¢innostiach zadavatel'a a jeho pobodiek,
ako st napriklad Ziadosti o prideleniu patentu,
vzorce, vyrobné postupy, zakladné vedecké
udaje, udaje z predchédzajuceho klinického
vyskumu a informacie o liekovej forme, ktoré
zadavatel’ poskytol zdravotnickemu
zariadeniu, zodpovednému skus$ajicemu alebo
inému personalu podielajuicemu sa na
klinickom skusani, a ktoré neboli v minulosti
publikované (d’alej len ,,déverné informacie
zadévatel'a®), ako aj udaje sa povazuji za
déverné a zostavaju vyluénym vlastnictvom
zadavatel'a alebo nim poveren¢ho zastupcu.
Pocas platnosti tejto zmluvy aj po jej uplynuti
su zdravotnicke zariadenie azodpovedny
skusajuci povinni vynakladat’ primerané usilie
na to, aby zachovali dovernost’ a pouzivali len
na ucely predpokladané v tejto zmluve:

Sponsor Confidential

(1)

Information,

(i) déverné informacie zadavatel'a
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(i1) information which a reasonable
person would conclude is the confidential and
proprietary property of Sponsor and its
affiliates and which is disclosed by or on behalf
of Sponsor to Institution and/or Principal
Investigator, and

(i1) informécie, o ktorych mozno
logicky predpokladat, Zze st dovemné
a chranené vlastnickymi pravami zadavatela
anim povereného zastupcu aktoré sa
zverejnia prostrednictvom alebo v zastipeni
zaddvatel'a zdravotnickemu zariadeniu alebo
zodpovednému skusajucemu a

(iii) the Data.

(iii) udaje.

The preceding obligations shall not
apply to Sponsor Confidential Information,
Data, or information that falls under Section
7.2(ii):

Predchadzajice zavizky sa nevzt'ahuju
na doverné informacie zadavatela, udaje ani
informacie, ktoré spadaju pod ¢lanok 7.2(ii):

a) which has been published
through no fault of Institution or Principal
Investigator,

a) ktoré sa zverejnili bez
zavinenia zdravotnickeho zariadenia alebo
zodpovedného skusajiceho,

b) which  Sponsor agrees in|b) ktorych pouzitie alebo
writing, may be used or disclosed, or zverejnenie zadavatel’ pisomne schvalil alebo
c) which is  published in|c¢) ktoré sa publikuju podrla ¢lanku

accordance with the Publication Section
(Section 7.4) of this Agreement.

»Publikovanie vysledkov (¢lanok 7.4) tejto
zmluvy.

The provisions in this paragraph shall
survive the termination or expiration of this
Agreement.

Ustanovenia tohto odseku zostanu
v platnosti aj po vypovedani alebo vypriani
tejto zmluvy.

7.3.  Registry

7.3.  Registracia

Prior to the initiation of enrollment, Sponsor
will have the right to publicly register protocol

summaries and site contact details from
company sponsored trials of both
investigational medicinal products and

marketed medicinal products that meet at least
one of the following criteria: (i) required to be
registered by Sponsor or one of its affiliates
pursuant to and in accordance with applicable
laws and regulations; (ii) required by the
ICMIE for studies intended to be published in
the international peer-reviewed literature

Pred spustenim zarad’ovania ma zadavatel
pravo verejne zaregistrovat’ suhmy protokolov
a kontaktné udaje pracoviska klinickych
ska$ani, ktorych zadavatel'om je spolo¢nost,
ktoré su zamerané na skuSané aj predavané
liecky aktoré spifiaji  aspoi  jedno
z nasledujucich kritérii: (i) zadéavatel’ alebo
jedna z jeho pobociek ich musi zaregistrovat’
v stlade s platnymi pravnymi predpismi, (ii)
registraciu pozaduje Medzinarodny vybor
redaktorov lekarskych casopisov
(International Committee of Medical Journal
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(http://www.icmje.org); or (iii) from company
sponsored trials of both investigational and
marketed medicines and products that are
adequately-designed and  well-controlled,
whether or not required by (i) or (ii) of this
Section above. Registration will be to the
United States National Library of Medicine
web site designed for this purpose at
www.clinicaltrials.gov. In addition, equivalent
official websites and websites of Sponsor and
its affiliates may be used for registration
purposes.

Editors, ICMJE) v pripade skd$ani, ktoré sa
maju publikovat’ v medzinarodnej oponentsky

posudzovanej literatiire
(http://www.icmje.org)  alebo  (ili) su
Z primerane planovanych a dostatocne
kontrolovanych klinickych skusani

financovanych spolo¢nostou zameranych na
skuSané aj registrované lieky a produkty, bez
ohl'adu na to, ¢i sa ich registracia pozaduje
podla vyssie uvedenych bodov (i) alebo (ii).
Registracia prebehne na webovej stranke
Narodnej kniZnice mediciny Spojenych §tatov
(United States National Library of Medicine)
www.clinicaltrials.gov, ktora je zriadend na
tento Gcel. Na ucCely registracie mozno okrem
toho vyuZit' porovnatelné oficidlne webové
stranky a webové stranky zadavatela a jeho
pobociek.

Any person accessing a clinical trial
listing for a  clinical trial on
www.clinicaltrials.gov may elect to complete
an online eligibility-screening questionnaire
made available through Sponsor funding. For
Trial Subjects screened as potentially eligible
in Institution's and/or Principal Investigator’s
geographical area, Principal Investigator will
receive a report with the completed screen and
the Trial Subject's contact information.
Principal Investigator agrees to follow-up on
the report and to document such follow-up in
source records.

Kazda osoba, ktora na webovej stranke
www.clinicaltrials.gov otvori zoznam
klinickych sku$ani, méze vyplnit' online
dotaznik na vstupné hodnotenie vhodnosti
potencidlnych ucastnikov, ktory je dostupny
vd’aka finanénej podpore zadéavatela. Za
Gcéastnikov  klinického skdSania, ktorych
skriningové  vySetrenie = vyhodnoti  za
potencidlne vhodnych v zemepisnej oblasti
zdravotnickeho zariadenia alebo
zodpovedného skuSajtceho, dostane
zodpovedny skusajuci spravu s vyplnenim
skriningom  a kontaktnymi  udajmi  na
u¢astnika klinického skusania. Zodpovedny
skusajici suhlasi, Ze nadviaze kontakt
s osobou uvedenou v tejto sprave
a zdokumentuje takéto nadviazanie kontaktu
do zdrojovych zdznamov.
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7.4. Publication

7.4. Publikovanie vysledkov

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of Institution, Principal Investigator or
other personnel associated with this Clinical
Trial, Sponsor or its designee shall have the
first right to publish and/or present in public
the Data of the Clinical Trial, whether this is by
means of an oral presentation at a congress or
by publication without approval from
Institution  or  Principal  Investigator.
Moreover, if publication of the Clinical Trial to
the peer reviewed literature has not occurred
within twelve (12) months of Clinical Trial
completion, Sponsor or its designee may post
the results of the Clinical Trial to a clinical trial
results web site in the form of a Clinical Study
Report Synopsis in ICH-E-3 format, if

applicable.  Institution and  Principal
Investigator shall have the right to publish the
results of the Clinical Trial and any

background information that is necessary to
include in any publication of Clinical Trial
results or necessary for other scholars to verify
such Clinical Trial results. Institution and
Principal Investigator will include a statement
that creation of the Data was supported in part
by Sponsor or its designee.

V stuvislosti s akymikol'vek udajmi
alebo inymi informaciami vytvorenymi pri
poskytovani sluzieb podla tejto zmluvy
zdravotnickym zariadenim, zodpovednym
skasajucim  alebo  inym  persondlom
podiel’ajicim sa na tomto klinickom skisani
alebo vich mene, ma zadavatel' alebo nim
povereny zastupca prednostné pravo zverejnit’
a/alebo odprezentovat’ na verejnosti udaje
z klinického skuSania, ¢i uz vo forme ustnej
prezentacie na kongrese, alebo publikovanim,
ato bez sthlasu zdravotnickeho zariadenia
alebo zodpovedného skusajuceho. Ak sa
nebude  klinické  skiSanie  publikovat
v oponentsky posudzovanej literatire do
dvanastich (12) mesiacov od dokondenia
klinického skuSania, zadavatel’ alebo nim
povereny zastupca ma navySe pravo zverejnit’
vysledky z klinického sku$ania na webovej
stranke vysledkov z klinickych skusani vo
forme struéného sihrnu klinického skuSania
vo formate ICH-E-3, ak to bude mozné.
Zdravotnicke  zariadenie = a zodpovedny
skusajuci maju pravo publikovat vysledky
klinického skSania avSetky praktické
skusenosti a informacie, ktoré je potrebné
uviest v akejkol'vek publikacii vysledkov
z klinického skuSania alebo ktoré su potrebné
pre inych odbornikov na overenie si tychto
vysledkov z klinického skdsania.
Zdravotnicke  zariadenie  a zodpovedny
ska$ajici v publikacii uveda vyhlasenie, Ze
vytvaranie Udajov  Ciastoéne  podporil
zadavatel’ alebo nim povereny zastupca.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, Institution and
Principal Investigator for such Clinical Trial
shall not publish data derived from the

Ak je niektoré klinické skuSanie
sucast’ou multicentrického klinického
skusania, zdravotnicke zariadenie
a zodpovedny skusajici takéhoto klinického
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individual Study Site until the combined
results from the completed Clinical Trial have
been published in a joint, multicenter
publication of the Clinical Trial results.
However, if such a multicenter publication is
not submitted within eighteen (18) months
after conclusion, abandonment or termination
of the Clinical Trial at all sites, or after Sponsor
confirms there will be no multicenter Clinical
Trial publication, Institution and/or Principal
Investigator may publish the results from the
Study Site individually in accordance with this
Section.

skiisania nesmu publikovat’ idaje odvodené
z jedného pracoviska klinického skuSania,
kym sa spojené vysledky z dokonceného
klinického sktsania nebudi publikovat
v spolo¢ne;j multicentrickej publikacii
vysledkov z klinického sku$ania. Ak sa viak
takato multicentricka publikacia nepredlozi do
osemnastich (18) mesiacov od ukoncenia,
zruenia alebo zastavenia klinického skuSania
na vSetkych pracoviskach alebo potom, ako
zadavatel’ potvrdi, Ze sa z klinického skuSania
neuverejni Ziadna multicentricka publikacia,
zdravotnicke zariadenie alebo zodpovedny
skusajiici m6zu publikovat’ vysledky z daného
pracoviska klinického skid$ania individualne,
v sulade s tymto ¢lankom.

If Institution and/or Principal
Investigator wish to publish information from
the Clinical Trial, a copy of the manuscript
must be provided to Sponsor for review at least
sixty (60) calendar days prior to submission for
publication or presentation. Upon request,
Sponsor and Institution and/or Principal
Investigator will arrange expedited reviews for
abstracts, poster presentations or other
materials, as appropriate. Notwithstanding the
foregoing, no paper that incorporates Sponsor
Confidential Information will be submitted for
publication without Sponsor’s prior written
consent. If requested in writing, Institution
and/or Principal Investigator will withhold
such publication for up to an additional sixty
(60) calendar days to allow for filing of a patent
application.

Ak maji zdravotnicke zariadenie alebo
zodpovedny skuSajuci zaujem publikovat’
informécie zklinického skuSania, musia
zadavatelovi predlozit kdpiu rukopisu na
preskimanie najmenej Sestdesiat  (60)
kalendarnych dni pred odovzdanim publikacie

od tlate alebo pred jej prezentaciou.
Zadavatel, zdravotnicke zariadenie
azodpovedny skiSajici na poziadanie

zabezpeéia urychlené posudenie abstraktov,
plagatovych  prezentacii  alebo  inych
materidlov. Bez ohl'adu na vysSie uvedené sa
Ziadna pisomnost’, ktora obsahuje doverné
informécie zadavatel'a, nesmie odovzdat' do
tlate bez predchadzajuceho pisomného
sihlasu zadavatela. Na zaklade pisomnej
Ziadosti  zdravotnicke zariadenie alebo
zodpovedny skusajici zadrzia vydanie takejto
publikacie o d’al§ich maximalne Sest'desiat
(60) kalendarnych dni, aby umoznil podanie
patentovej prihlasky.
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7.5 Institution and Principal Investigator
warrant the compliance of all co-investigators
and other personnel involved with the Clinical
Trial with the provisions of this Section.

7.5  Zdravotnicke zariadenie a zodpovedny
skuSajici zarucuju, ze vSetci spoluskusajici
aostatny personal, ktory sa podiela na
klinickom  skusani, budi dodrziavat
ustanovenia tohto ¢lanku.

8. Patents

8. Patenty

It is recognized and understood that the
inventions and technologies of Sponsor and its
affiliates, Institution and Principal Investigator
existing as of the Effective Date are their
separate property respectively and are not
affected by this Agreement. All rights to any
discovery or invention, whether patentable or
not, conceived or conceived and reduced to
practice as a result of the work conducted
under this Agreement (an “Invention”) shall
belong to Sponsor or its designee. Institution
and Principal Investigator shall promptly
disclose to Sponsor any Invention. Institution
and Principal Investigator agree to assign (and
shall cause all Clinical Trial investigators and
other personnel involved with the Clinical
Trial to assign) to Sponsor or its designee the
sole and exclusive ownership of all Inventions.
Sponsor shall have the right, but not the
obligation, to file, prosecute and enforce any
patents related to any Invention. Institution
and Principal Investigator shall execute, and
shall have its employees and all Clinical Trial
investigators and other personnel involved
with the Clinical Trial execute, all documents
necessary to transfer all right, title and interest
in and to any Invention to Sponsor or its
designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such

Zmluvné strany uznavaju aberi na
vedomie, Ze  vynalezy atechnoldgie
zadavatel'a alebo jeho pobociek,
zdravotnickeho zariadenia a zodpovedného
skiSajiceho, ktoré existuyja ku diu
nadobudnutia O¢innosti tejto zmluvy, si ich
prisluSnym vlastnictvom anie st touto
zmluvou dotknuté. VSetky prava na akykol'vek
objav alebo vyndlez, ¢i uz patentovatelny
alebo nie, vyndjdeny alebo vynajdeny
azavedeny do praxe ako vysledok prac
vykonanych na zaklade tejto zmluvy (d’alej len
,vynalez*), patria zadavatelovi alebo jeho
zastupcovi. Zdravotnicke zariadenie
a zodpovedny skusajuci okamzite odovzdaju
zadavatelovi kazdy vynalez. Zdravotnicke
zariadenie a zodpovedny skuSajuci suhlasia,
Zze postapia zadavatelovi alebo jeho
poverenému zastupcovi (a zabezpecia, aby tak
urobili vSetci skasajuci klinického skuSania
aostatny personal, ktory sa podiela na
klinickom skuSani) vyluéné a vyhradné
vlastnictvo vSetkych vynalezov. Zadavatel’ ma
pravo, nie v8ak povinnost’, podat’ patentovi
prihlasku, doméhat’ sa a vynutit’ si akykol'vek
patent tykajuci sa kazdého vynélezu.
Zdravotnicke = zariadenie = a zodpovedny
skiSajici podpisu a zabezpecia, aby aj ich
zamestnanci, vSetci skuSajuci klinického
skti$ania a ostatny personal podiel’ajici sa na
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Inventions made by its employees and/or
professors, as provided for under applicable
law, to permit Sponsor or its designee to own
and use all such Inventions.

klinickom  sku$ani  podpisali,  vSetky
dokumenty potrebné na prevod vsetkych prav,
vlastnickych  narokov  apodielov  na
akomkol'vek vynaleze na zadavatela alebo
jeho zastupcu. Zaroven zodpovedaju za
vykonanie  vSetkych takychto &innosti
a uhradenie vSetkych platieb aodmien za
vSetky takého vynalezy, ktoré vynasli ich
zamestnanci alebo profesori, ako to stanovuju
platné pravne predpisy, aby zadavatel' alebo
nim povereny zastupca mohli vlastnit’
a pouzivat’ takéto vynalezy.

Institution warrants that Principal
Investigator and all others performing services
under this Agreement are employees or agents
of Institution and are obligated to assign to
Institution all inventions and discoveries made
in the course of their employment or agency,
either by written agreement or by the terms of
their employment.

Zdravotnicke zariadenie zaruluje, Ze
zodpovedny skusajuci a vsetky ostatné osoby
poskytujuce sluzby podla tejto zmluvy st
zamestnancami alebo zastupcami
zdravotnickeho zariadenia asi povinni
postupit’ zdravotnickemu zariadeniu vsetky
vynalezy aobjavy vynajdené v priebehu ich
pracovného pomeru alebo zastupovania, ¢i uz
pisomnou dohodou alebo podmienkami ich
pracovného pomeru.

The provisions in this Section shall
survive the termination or expiration of this
Agreement.

Ustanovenia tohto ¢lanku zostanu
v platnosti aj po vypovedani alebo vyprSani
tejto zmluvy.

9. Compensation 9. Odmena
9.1 The budget and compensation to be | 9.1 Rozpocet aodmena, ktorda sa ma

paid for the Clinical Trial to Institution and/or
Principal Investigator is contained in Exhibit
B. Payment shall be due and payable in
accordance with the schedule set forth in
Exhibit B. The budget and compensation due
to investigational staff for their participation in
the Clinical Trial is contained in Exhibit E.

zaplatit' zdravotnickemu zariadeniu alebo

zodpovednému skuSajicemu za klinické
skusanie, su uvedené v Prilohe B. Platba bude
splatna a uhradena v sulade
s harmonogramom platieb uvedenym

v Prilohe B. Rozpocet a odmena splatnd
persondlu skuSania za Gc€ast na klinickom
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Institution and Principal Investigator explicitly
agree to payments being made directly to
investigational staff.

skusani si uvedené v Prilohe E. Zdravotnicke
zariadenie a zodpovedny skuSajuci vyslovne
suhlasia, Ze platby sa budu poukazovat priamo
personalu skusania.

9.2  The parties acknowledge and agree that
the compensation and support provided by
Sponsor to Institution and/or Principal
Investigator pursuant to this Agreement
represents the fair market value for the research
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 volume or value of any referrals or other
business otherwise generated between Sponsor
and its affiliates and Institution or Principal
Investigator. Nothing contained in this
Agreement shall be construed in any manner as
an obligation or inducement for Institution or
Principal Investigator to recommend that any
person or entity purchase Sponsor’s products
or those of any entity affiliated with Sponsor.

9.2  Zmluvné strany potvrdzuju a suhlasia,
ze odmena apodpora, ktoru zadavatel
poskytuje zdravotnickemu zariadeniu alebo
zodpovednému skusajucemu na zéaklade tejto
zmluvy, predstavuje spravodlivi trhovi
hodnotu za vyskumné sluzby poskytnuté
zdravotnickym zariadenim alebo
zodpovednym skusajucim, Ze bola dohodnuta
za obvyklych trhovych podmienok a Ze nebola
uréend spésobom, ktory berie do uvahy objem
¢i hodnotu akychkol'vek odporac¢ani alebo
inych zakaziek inak vytvorenych medzi
zadavatel'om, jeho pobockami
a zdravotnickym zariadenim alebo
zodpovednym skusajicim. Ni¢ z toho, ¢o je
uvedené v tejto zmluve, sa v Ziadnom pripade

nema  povazovat za  zavdzok  ani
ovplyviiovanie zdravotnickeho zariadenia
alebo zodpovedného skuSajuceho, aby

akejkol'vek fyzickej alebo pravnickej osobe
odporucali, aby si kupila vyrobky zadavatel’a

alebo  vyrobky subjektu  pridruzeného
zadavatel'ovi.
9.3  Neither Institution nor Principal | 9.3  Zdravotnicke zariadenie ani

Investigator shall bill any third party for any
Study Product or other items or services
furnished by Sponsor in connection with the
Clinical Trial, or any services provided to Trial
Subjects in connection with the Clinical Trial
for which payment is made as part of the
Clinical Trial.

zodpovedny skusajici nebudi Ziadnej tretej
osobe uétovat’ ziadny skusany produkt, iné
predmety ¢i sluZzby poskytnuté zaddvatel'om
v suvislosti s klinickym skii$anim, ani ziadne
sluzby poskytnuté ucastnikom klinického
skisania v suvislosti s klinickym sku$anim,
ktoré st hradené v ramci klinického skiu$ania.
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10. Indemnification 10. Odskodnenie
10.1 Sponsor shall defend, indemnify and | 10.1 Zadéavatel' ochrani, od$kodni a zbavi

hold harmless Institution, its trustees, officers,
agents and employees (including Principal
Investigator and co-investigators) from any
and all losses, costs, expenses, liabilities,
claims, actions and damages, based on a
personal injury to a Trial Subject directly
caused by use of the Study Product in
accordance with the Protocol during the course
of the Clinical Trial.

zodpovednosti zdravotnicke zariadenie, jeho
splnomocnencov, funkcionarov, zastupcov
a zamestnancov  (vratane  zodpovedného
skusajuceho a spoluskisajicich) za vsetky
pripadné straty, naklady, vydavky, zavazky,
pohladavky, Zaloby a $kody, ktoré by vznikli
z dovodu urazu G¢astnika klinického skusania
priamo sp6sobeného pouzitim skusaného
produktu v stlade s protokolom v priebehu
klinického ska$ania.

10.2 The above obligation of Sponsor, as
stated in Section 10.1, shall not apply and
Sponsor shall not be liable for any
indemnification or expenses, and, in fact,
Institution shall defend, indemnify and hold
harmless Sponsor, for actions or claims in any
way arising from or caused by the willful,
reckless, or negligent acts or omissions, or
professional malpractice of Institution or any
of its trustees, officers, agents or employees
(including Principal Investigator and co-
investigators), or arising from or caused by any
of their failures to comply with the provisions
of this Agreement or the Protocol, with
Sponsor’s written recommendations and
instructions related to the use of the Study
Product, or with any applicable legal and
regulatory requirements.

10.2  Povinnost’ zadavatel'a uvedend vysSie
v ¢lanku 10.1 sa neuplatni azadavatel
neponesie  Ziadnu  zodpovednost  za
odskodnenie ani vydavky, ale prave naopak,
zdravotnicke zariadenie ochrani, od$kodni
a zbavi zodpovednosti zadavatel'a za Zaloby ¢i
naroky, ktoré by akymkol'vek spésobom
vznikli alebo boli sposobené umyselnym,
Pahkomysel'nym alebo nedbanlivym konanim,
opomenutim ¢  zanedbanim  odbornej
starostlivosti zdravotnickym zariadenim alebo
ktorymkol'vek  zjeho  splnomocnencov,
funkcionarov, zastupcov ¢i zamestnancov
(vratane zodpovedného skusajiiceho
a spoluskusajucich), alebo ktoré by vznikli
alebo boli zapri¢inené ich konanim v rozpore

s ustanoveniami tejto zmluvy
alebo protokolom alebo pisomnymi
odporacaniami a pokynmi zadavatel'a

v suvislosti s pouzivanim skas$aného produktu,
alebo vrozpore sakymikol'vek platnymi
zakonnymi a regulaénymi poziadavkami.

10.3 The obligation of the indemnifying
party hereunder shall apply only if the other

10.3 Povinnost' odskodiujicej zmluvnej
strany podla tohto ¢lanku plati len vtedy, ak
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party provides prompt notification upon receipt
of notice of any claim or suit, permits the
indemnifying party and its attorneys and
personnel to handle and control the defense of
such claims or suits, including pretrial, trial or
settlement, and the indemnified party fully
cooperates and assists in such defense,
provided that the indemnifying party shall not
be relieved of its obligations hereunder if the
indemnified party’s failure to notify the
indemnifying party does not prejudice the
defense of such claim. The indemnified party
further agrees that it will not settle or
compromise any such claim or suit without the
prior written consent of the indemnifying

party.

odskodnena zmluvna strana bezodkladne po
prijati oznamenia o akomkol'vek naroku alebo
sudnom konani doruci oznamenie
odSkodnujicej zmluvnej strane, povoli
odSkodiiujiicej zmluvnej strane, jej pravnym
zastupcom ajej  zamestnancom,  aby
zabezpe€ili ariadili obranu proti takymto
narokom alebo obhajobu v stidnych konaniach
vratane ,predsudneho* konania, stdneho
konania alebo zmieru a ak od$kodnena strana
v plnom rozsahu spolupracuje a pomaha pri
takejto obhajobe, za predpokladu, Ze
odSkodnujica strana nebude oslobodena od
svojich zavazkov vyplyvajucich z tejto
zmluvy, ak neinformovanie od$kodiiujucej
strany odS$kodfiovanou stranou neovplyvni

obhajobu takéhoto naroku. Odskodnena
zmluvnad strana dalej suhlasi, Ze bez
predchadzajuceho pisomného sthlasu

odskodiiujucej zmluvnej strany nevyrovna
Ziaden néarok ani Zzalobu ani neurobi
kompromis v suvislosti so Ziadnym z takychto
narokov ¢i sidnych sporov.

11. Insurance

11. Poistenie

11.1 Institution and Principal Investigator
shall secure and maintain in full force and
effect through the performance of the Clinical
Trial (and following termination of the Clinical
Trial to cover any claims arising from the
Clinical Trial) insurance coverage for:

11.1 Pocas realizacie klinického skusania
(aaj po ukonéeni klinického skuSania na
pokrytie vSetkych narokov vyplyvajucich
zklinického  skuSania) si  zdravotnicke
zariadenie a zodpovedny skusajici zabezpedia
abudi udrziavat vplnom rozsahu platné
a u¢inné poistné krytie za:

(i) medical professional and/or | (i) zodpovednost’ za zanedbanie
medical malpractice liability; and odbornej a/alebo lekarskej starostlivosti a
(ii) general liability. (ii) vieobecnt zodpovednost’.
11.2  Sponsor shall secure and maintain in | 11.2 Pocas realizacie klinického skd3ania

full force and effect through the performance

(aaj po ukonéeni klinického ska$ania na
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of the Clinical Trial (and following termination
of the Clinical Trial to cover any claims arising
from the Clinical Trial) insurance coverage
required for clinical trials or as otherwise
required by applicable law in amounts
appropriate to the conduct of Sponsor’s
business activities and in compliance with the
applicable legal and regulatory requirements.

pokrytie vSetkych narokov vyplyvajicich
z klinického skusSania) si zadavatel’ zabezpeci
abude udrziavat vplnom rozsahu platné
a u¢inné poistné krytie potrebné pre klinické
skuSanie alebo inak pozadované platnymi
pravnymi predpismi, v sumach
zodpovedajucich  podnikatel'skej  Cinnosti
zadavatela a v sulade s platnymi zdkonnymi a
regulaénymi poziadavkami.

11.3  Upon request, each party required to
maintain insurance pursuant to this Agreement
shall provide the other party with certificates of
insurance evidencing the required insurance
coverage.

11.3 Kazdda zmluvnd strana, ktora je
povinnd mat podla tejto zmluvy uzavreté
poistenie, sa zavazuje poskytnat druhej

zmluvnej strane na zaklade jej Ziadosti
potvrdenie o poistent preukazujuce
poZadované poistné krytie.

12.  Financial Disclosure — Conflict of
 Interest — Debarment

12. Zverejnenie finanénych informacii —
Konflikt zaujmov — Vylicenie

12.1 Institution and Principal Investigator
agree to provide all information to Sponsor
necessary to comply with any disclosure
requirements mandated by any competent
health authority (including, if applicable, the
US FDA), relevant trade association or similar
body, or other applicable national or local laws,
including any information required to be
disclosed in connection with any financial
relationship between Sponsor, its affiliates and
agents of the Johnson & Johnson group of
companies on one hand, and on the other hand,
Institution/Principal  Investigator/any  co-
investigator involved in the Clinical Trial/any
other agent or employee of Institution or

12.1 Zdravotnicke zariadenie a zodpovedny
skusajici suhlasia, ze zadavatel'ovi poskytni
véetky informécie potrebné na splnenie
vSetkych  poziadaviek na  zverejnenie
nariadenych  niektorym z kompetentnych
zdravotnickych organov (vratane amerického
Uradu pre kontrolu potravin a liegiv
v prislusnych pripadoch), prislu$nou
obchodnou asociaciou ¢i podobnym organom,
alebo nariadenych inymi platnymi narodnymi
¢i miestnymi pravnymi predpismi, vratane
vietkych informécii, ktoré sa musia zverejnit’
v suvislosti s akymkol'vek finanénym
vzt'ahom medzi zadavatel'om, jeho pobockami
a zastupcami skupiny spolo¢nosti Johnson &

Principal Investigator. This  disclosure | Johnson na jednej strane a zdravotnickym
requirement may require disclosure of | zariadenim,  zodpovednym  skiSajicim,
information involving immediate family | akymkol'vek spoluskiSajicim zapojenym do
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members of those involved in the Clinical
Trial.

klinického skuSania alebo akymkol'vek inym
zastupcom ¢i zamestnancom zdravotnickeho
zariadenia alebo zodpovedného skiisajuceho
na strane druhej. Tato poziadavka na
zverejnenie Udajov si méZze vyzadovat
zverejnenie informdcii, ktoré¢ sa tykaju
najbliz§ich rodinnych prislusnikov o0s6b
podiel'ajucich sa na klinickom skusani.

12.2  Institution and Principal Investigator
confirm that there is no conflict of interest
between parties that would inhibit or affect
Institution and/or Principal Investigator’s
performance under this Agreement and
confirm that their performance under this
Agreement does not violate any other
agreement with third parties. Institution and
Principal Investigator will promptly inform
Sponsor if any conflict of interest arises during
the performance of this Agreement.

12.2  Zdravotnicke zariadenie a zodpovedny
skusajuici potvrdzujui, Ze medzi zmluvnymi
stranami neexistuje ziadny konflikt zaujmov,
ktory by branil alebo ovplyviioval konanie
zodpovedného skuSajiceho v sulade s touto
zmluvou, apotvrdzuji, Ze ich Kkonanie
v sulade s touto zmluvou neporusuje Ziadne
iné dohody s tretimi osobami. Zdravotnicke
zariadenie a zodpovedny skusajuci okamzite
upovedomia zaddvatela, ak pocas realizacie
tejto zmluvy nastane konflikt zaujmov.

12.3  Principal Investigator confirms he/she:

12.3  Zodpovedny skusajuci potvrdzuje, Ze:

(1) is not debarred by a competent
health authority (including, if applicable, the
US FDA); and

(i) nie je vylia¢eny kompetentnym
zdravotnickym orgénom (vratane amerického
Uradu pre kontrolu potravin a lie¢iv) a

(i1) has not been sentenced for
malpractice related to the conduct of clinical
trials.

(i1) nebol odsudeny za zanedbanie
odbornej starostlivosti v suvislosti
s vykonavanim klinickych skisani.

Institution and Principal Investigator shall not
employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person

Zdravotnicke  zariadenie  a zodpovedny
skusajuci nezamestnaju, zmluvne nezaviazu
ani si neponechaji v zmluvnom vzt'ahu Ziadnu
osobu, ktorda by priamo alebo nepriamo
poskytovala sluzby na zéklade tejto zmluvy,
ak takato osoba:

(i) is debarred by a competent
health authority (including, if applicable, the
US FDA), or

(1) je vylucend kompetentnym
zdravotnickym organom (vratane amerického
Uradu pre kontrolu potravin a lieciv) a
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(ii) has been sentenced for
malpractice related to the conduct of clinical
trials.

(i1) bola odsudena za zanedbanie
odbornej starostlivosti v suvislosti
s vykonavanim klinickych sktSani.

Upon written request from Sponsor, Institution
and Principal Investigator shall, within ten (10)
calendar days, provide written confirmation
that it has complied with the foregoing
obligation. This shall be an ongoing
representation and warranty during the term of
this Agreement and Institution and Principal
Investigator shall immediately notify Sponsor
of any change in the status of the representation
and warranty set forth in this Section.

Zdravotnicke  zariadenie  a zodpovedny
skusajuci do desiatich (10) kalendarnych dni
od prijatia pisomnej Zziadosti zadavatela
vystavia pisomné potvrdenie o tom, Ze konaju
v sulade s vy$8ie uvedenou povinnostou. Toto
potvrdenie sa pocas trvania platnosti zmluvy
bude povazovat za dlhodobé vyhlasenie
a zéaruku a zdravotnicke zariadenie
a zodpovedny skusajici bezodkladne
upozornia zadavatela na kazdi zmenu stavu
takéhoto vyhlasenia a zaruky ustanovenych
v tomto ¢lanku.

13. Nezavisly dodavatel

13. Independent Contractor

Institution and Principal Investigator
are acting in the capacity of independent
contractors hereunder and not as employees or
agents of Sponsor.

Zdravotnicke zariadenie a zodpovedny
skusajuci konaji ako nezavisli dodavatelia
podra tejto zmluvy a nie st zamestnancami ani
zastupcami zadavatel’a.

14. Publicity

14. Propagacia

None of the parties shall use the name
of any other party or any affiliate for
promotional purposes without the prior written
consent of the party whose name is proposed to
be used, nor shall either party disclose the
existence or substance of this Agreement
except as required by law.

Ziadna zo zmluvnych strdan nesmie
pouzit meno druhej zmluvnej strany alebo
akejkol'vek pobocky na propagacné ucely bez
predchadzajticeho pisomného suhlasu
zmluvnej strany, ktorej meno sa ma pouZit.
Rovnako nesmie ziadna zmluvna strana
zverejnit’ informacie o existencii €¢i obsahu
tejto zmluvy s vynimkou pripadov, ak to
vyzaduje zakon.
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15. Notice

15. Oznamenia

Any notices given hereunder shall be
sent by first class mail, by fax or personally
delivered, with postage prepaid, as follows:

Vsetky oznamenia posielané na
zadklade tejto zmluvy sa musia odosielat’
poStou prvou triedou, faxom alebo doruéit’

osobne, s predplatenym postovnym, na
nasledujice adresy:
TO: Actelion Adresat: Actelion
Pharmaceuticals Ltd Clinical Pharmaceuticals Ltd Clinical

Development Operations
Gewerbestrasse 16
CH-4123 Allschwil
Switzerland GO03, 04,

Development Operations
Gewerbestrasse 16
CH-4123 Allschwil
Svajéiarsko  GO03, 04,

B7 B7
Attention: Mary Mckenzie Do pozornosti: Mary
Clinical  Trial | Mckenzie
Manager Manazérka
klinického skisania
With copy to: Na vedomie:
Non-Core Country Kancelaria dohladu

Oversight Office (NCCOvO():

mimo hlavnej krajiny (NCCOvOf):

TO: Institution: Narodny ustav
srdcovycg a cievnych chorob, a.s. Pod krasnou
horkou 1, 833 48 Bratislava, Slovak Republic

Pre Zdravotnicke zariadenie:
Narodny ustav srdcovych a cievnych chorob,
a.s.
Pod krasnou hérkou 1, 833 48 Bratislava,
Slovenska republika

To Principal Investigator: Assoc Prof
Eva Goncalvesova, MD, PhD., FESC

Narodny ustav srdcovchch a cievnych chorob,
a.s.

Oddelenie zlyhavania a transplantacie srdca,
Centrum pre plicnu artériovi hypertenziu Pod
krasnou horkou 1

Pre hlavného sku$ajuceho:  Doc.
MUDr. Eva Goncalvesova, PhD, FESC
Narodny tustav srdcovych a cievnych choréb,
a.s.

Oddelenie zlyhavania a transplantacie srdca,
Centrum pre pl'icnu artériovu hypertenziu Pod
krasnou hérkou 1

833 48 Bratislava, Slovenska republika
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833 48 Bratislava, Slovak Republic

16. Assignment

16. Postupenie

Sponsor shall have the right to assign
this Agreement and shall use reasonable efforts
to provide prior written notice thereof to
Institution. Neither Institution nor Principal
Investigator shall assign its rights or duties
under this Agreement to another without prior
written consent of Sponsor. Any assignment in
violation of this Section 16 will be null and
void. Subject to the foregoing, this Agreement
shall bind and inure to the benefit of the
respective parties and their successors and
assigns.

Zadavatel méa pravo postapit’ tito
zmluvu a vynaloZi primerané usilie na to, aby
o tom vopred pisomne informoval
zdravotnicke  zariadenie. Zdravotnicke
zariadenie ani zodpovedny skuSajici nesmu
postupit’ svoje prdva ani  povinnosti
vyplyvajuce z tejto zmluvy inym osobam bez
predchadzajuceho pisomného suhlasu
zadavatela. Akékol'vek postipenie v rozpore
s tymto ¢lankom 16 bude zruSené a neplatné.
Pri splneni vy$sie uvedenych podmienok je
taito zmluva zavdzna auCinnd v prospech
prislusnych zmluvnych stran aich pravnych
nastupcov a postupnikov.

17. Miscellaneous

17. Rozne ustanovenia

17.1 This Agreement may not be altered,
amended or modified except by written
document signed by the parties.

17.1 Této zmluva sa mdZe menit, dopliiat’ &i

upravovat’ len na zdklade pisomnych
dokumentov podpisanych zmluvnymi
stranami.

17.2 If a provision of the Agreement conflicts
with a provision of the Protocol, the Protocol
takes precedence on matters of medicine,
science and conduct of the Clinical Trial. This
Agreement takes precedence in any other
conflicts

17.2 Ak je ktorékol'vek ustanovenie tejto
zmluvy v rozpore s akymkol'vek ustanovenim
protokolu, protokol ma prednost’
v zalezitostiach mediciny, vedy a vykonéavania
klinického skusania. V pripade akychkol'vek
inych rozporov maju prednost’ ustanovenia
tejto zmluvy

17.3 If any of the provisions defined under the
Exhibits conflicts with any of the provisions of
this Agreement, the terms of the Exhibits will
take precedence.

173 Ak je  akékolvek  ustanovenie
ktorejkol'vek prilohy V rozpore
s ktorymkol'vek z ustanoveni tejto zmluvy,
podmienky prilohy maji prednost’.
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17.4 If any part of this Agreement is found
to be unenforceable, the rest of this Agreement
will remain in effect.

17.4 Ak sa ktordkol'vek cast’ tejto zmluvy
stane nevymahatel'nou, zvys$na Cast’ zmluvy
zostane platna.

17.5 This Agreement constitutes the
complete agreement of the parties with respect
to the subject matter hereof. It expressly
supersedes any prior or contemporaneous oral
or written representations or agreements. The
Exhibits form an integral part of the
Agreement.

17.5 Tato zmluva predstavuje uplnu dohodu
medzi zmluvnymi stranami s ohladom na jej
predmet.  Vyslovne  nahrddza  v3etky
predchadzajuce alebo subezné Tstne ¢&i
pisomné vyhlasenia alebo dohody. Prilohy
tvoria neoddelite'nu scast’ tejto zmluvy.

17.6  The following provisions and any other
term or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.6,5,6,7,8,10,11,12, 14, 16 and 17.

17.6 Nasledujuce ustanovenia a vSetky
ostatné podmienky, ktoré su povahou jasne
uréené na to, aby platili aj po vypovedani alebo
skonceni platnosti tejto zmluvy, buda platit’ aj
po vypovedani ¢i skonCeni platnosti tejto
zmluvy: 1.6,5,6,7,8,10,11,12,14, 16 a 17.

18. Controlling Law 18. Rozhodné prave
In the event of any dispute arising V pripade akéhokol'vek sporu, ktory
between the parties in relation to the terms of | vznikne  medzi  zmluvnymi  stranami

this Agreement, the parties shall use their best
endeavors to resolve the matter on an amicable
basis. This Agreement shall be governed by
and shall be construed in accordance with the
laws of Slovakia without regard to any
conflicts of law provisions. The parties consent
to the appropriate court of competent
jurisdiction for the resolution of all disputes or
controversies between the parties hereto that
the parties are unable to settle amicably. In the
case of discrepancies between language
versions, the Slovak one shall govern.

v suvislosti s podmienkami tejto  zmluvy,
zmluvné strany vynalozia vSetko usilie na to,
aby sa takyto spor vyrieSil zmierom. Tato
zmluva sa riadi avykladd podla prava
Slovenskej republiky bez ohl'adu na kolizne
ustanovenia. Zmluvné strany  suhlasia
s vyhradnou  jurisdikciou kompetentnych
sudov pri rieSeni vSetkych sporoch medzi
zmluvnymi stranami, ktoré nie su zmluvné
strany  schopné urovnat  mimostdne.
V pripade rozporu medzi jazykovymi
verziami, slovenska ma prednost’.

IN WITNESS WHEREOF, the parties hereto
have caused this Agreement to be executed by

NA DOKAZ TOHO zmluvné strany
podpisali tuto zmluvu prostrednictvom svojich
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their duly authorized representatives as of the
Effective Date.

splnomocnenych zastupcov s G¢innostou od
datumu nadobudnutia G¢innosti.

On behalf of ACTELION | V mene spolo¢nosti ACTELION
PHARMACEUTICALS LTD PHARMACEUTICALS LTD

| Signatu Podpis o
Date | Datum ]
Narodny ustav srdcovych a cievnych chorob | Narodny istav srdcovych a cievnych

a.s.

chordb, a.s.

Ing. Mongi Msolly, MBA (General Director,
Chairman of the Directarater—>

Ing. Mongi Msolly, MBA (Generalny riaditel’,
Predseda predstdvenstva)

Signature Podpis
(
Date Datum
doc. MUDr. Juraj Mad’ari¢, PhD., MPH (Vice | doc. MUDr. Juraj Madari¢, PhD., MPH

chairman of the Directorate)

(Podpredseda predstaventsva)

Signature

Podpis

Date

Datum
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Assoc Prof Eva Goncalvesova MD

Doc. MUDr. Eva Goncalvesova, CSc,FESC

NUSCH, a.s., Oddelenie  zlyhavania
a transplantacie srdca, Centrum pre plicnu
artériovu hypertenziu

NUSCH,- a.s.,, Oddelenie zlyhavania
a transplantacie srdca, Centrum pre plicnu
artériovu hypertenziu

Signature Podpis
Date Datum
Exhibits: Prilohy:

Exhibit A — Protocol and its subsequent | Priloha A — Protokol ajeho nasledné
amendments dodatky

Exhibit B — Financial Provisions including | Priloha B - Ustanovenia s finan¢nymi
Materials and Equipment podmienkami vratane materialov

a vybavenia

Exhibit C — Personal Information
concerning Principal Investigator and any
Investigational Staff

Priloha C — Osobné udaje tykajice sa
zodpovedného skusajiceho
a ktoréhokolvek ¢lena personalu skiSania

Exhibit D — Services and payment for
Coordinating Investigator

Exhibit E Provisions
Investigational Staff

regarding

Priloha @D -  Sluzby a odmena
koordinujiceho skusajiceho
Priloha E - Ustanovenia tykajice sa

personalu skufania

EXHIBIT A — Protocol and its subsequent

PRILOHA A — Protokol a jeho nasledné

amendments

dodatky

By reference only; (page intentionally left
blank)

Iba ako odkaz; (strana je umyselne prazdna)

EXHIBIT B — Financial Provisions
including Materials and Equipment

PRILOHA B - Ustanovenia s finan¢nymi
podmienkami vratane materialov
a vybavenia

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym sku3ajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skudajuceho: MUDTr. Eva
Goncalvesova

¢. protokolu: AC-055-315

Page 41 of 133

Strana 412133

RZA10313_SVK_en_AC-055-315_Slovakia_Template CTA EMEA Slovakian Sponsor Inst PI- ACTELION (NCC)_SR
Comments_13_JULY20_Translated on 30-Jul-2020-1




Budget & Payment Schedule
Protocol No. AC-055-315 : “A Phase 3,
Prospective, Multicenter, Double-blind,
Double-dummy, Randomized,
Activecontrolled, Parallel-group, Group-
sequential, Adaptive, Event-driven Study to
Compare Efficacy, Safety, and Tolerability
of Macitentan 75 mg Versus Macitentan 10
mg in Patients with Pulmonary Arterial
Hypertension, Followed by an Open-label
Treatment Period With Macitentan 75 mg.”

(1)  The_“Per-Subject Fee” represents all
fixed and variable costs associated with the
Study, excluding those items specified in
Section 3 (Site Costs) and Section 4 (Other
Compensation) below, provided that all visits
described in Section 2 are completed. The Per-
Subject Fee for this Study is:

DOUBLE BLIND TREATMENT: € 5095
TREATMENT EXTENSION PERIOD: €
1663

?) Payment Milestone Table(s):

Milestone payments in the below table(s)
represent fair market value for performance of
research services detailed in the Schedule of
Activities of the Protocol dated 20 November
2019 provided herein by reference in Exhibit
A. Parties agree in the event subsequent
protocol amendments result in a material

Rozpodet a platobna schéma
Protokol ¢&. AC-055-315: Prospektivne,
multicentrické, dvojito zaslepené, dvojito
maskované, randomizované, uéinnou
lie¢bou kontrolované, adaptivne,
udalostami riadené skiuSanie 3. fazy v
sibeznych skupinich a so skupinovo
sekvenénym usporiadanim na porovnanie
udinnosti, bezpe¢nosti a znasanlivosti 75 mg
macitentanu oproti 10 mg macitentanu u
pacientov s plicnou artériovou
hypertenziou, po ktorom nasleduje
odslepené lie¢ebné obdobie so 75 mg
macitentanu

1) »Platba za jeden subjekt®
zahima vSetky pevné a variabilné naklady
spojené so skiSanim, s vynimkou poloziek
uvedenych nizSie v ¢lanku 3 (Néaklady
pracoviska skasania) a ¢&lanku 4 (Dalgie
uhrady), za predpokladu, Zze sa vykonaju
vSetky navstevy opisané v €lanku 2. Platba za
jeden subjekt pre toto skusanie je:

DVOJITO ZASLEPENA LIECBA: € 5095
PREDLZENE LIECEBNE OBDOBIE: €
1663

2) Tabulky splatnych vykonov:

Platby za vykony v nasledujicich tabulkach
predstavuju primerani trhovii hodnotu za
vykonanie vyskumnych sluZieb podrobne
uvedenych v ¢asti Rozvrh €innosti v protokole
zo dna 20. novembra 2019, ktory je
neoodelitel'nou sucast’'ou tejto zmluvy ako jej
Priloha A. Zmluvné strany sa dohodli, ze ak
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change to the research services, compensation
will be adjusted to reflect the new fair market
value of the research services through a written
amendment signed by all parties hereto.

nasledujice dodatky protokolu povedd k
podstatnej zmene vo vyskumnych sluzbach,
uhrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych
sluzieb, na =zaklade pisomného dodatku
podpisaného vietkymi stranami tejto zmluvy.

MILESTONES Visit Amount
DOUBLE BLIND Institution/
TREATMENT / Suma za
VYKONY navstevu
DVOJITO ZASLEPENA zdravotnicke
LIECBA zariadenie
Screening Visit 1/
1. vstupna navsteva €117.0
Run-in Visit 1a
(Only applicable if Subject enters
a 4-week open label run-in
period)/
Zabehova navsteva la
(Uplatiuje sa len v pripade, ak
subjekt vstipi do 4-tyZdiového
odslepeného zabehového obdobia) €41.6
Visit 2/ €102.2
2. navsteva

Visit 2a/
Navsteva 2a €384

Visit 2b/
Navsteva 2b €38.4

Visit 3/
3. navsteva €91.2

Visit 3a/
Navsteva 3a €38.4

Visit 3b/
Navsteva 3b €384
Visit 4/ €91.2
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MILESTONES
DOUBLE BLIND
TREATMENT /

Visit A I
-———I titution/
Suma za

VYKONY

LIECBA

DVOJITO ZASLEPENA

navstevu
zdravotnicke
zariadenie

4. navsteva

Monthly Phone Call
(Cost will repeat monthly for
additional Calls beyond Visit 4
until one month post EDBT)/
Telefonat jedenkrat mesaéne
(V pripade dalsich telefonatov po
4. navsteve az do uplynutia
Jjedného mesiaca od EDBT sa
ndklady budu uplatiovat
opakovane jedenkrdt mesacne)

€9.0

Visit 5/
5. navsteva

€594

Visit 6/
6. navsteva

€109.8

Visit 7/
7. navsteva

€109.8

Visit 8/
8. navsteva

€594

Visit X

Navsteva X

potreby)

(Cost will repeat as needed for
additional Visits beyond Visit 8) /

(V pripade dalsich navstev po 8.
navsteve sa naklady budi
uplatiiovat’ opakovane podla

€59.04

Visit Event (E)/
Navsteva po udalosti (E)

€54.2

EDBT/
EDBT

€57.0

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skuani medzi zadavatefom, zdravotnickym
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MILESTONES
DOUBLE BLIND
TREATMENT /
VYKONY

LIECBA

DVOJITO ZASLEPENA

Visit A :
Institution/
Suma za
navstevu
zdravetnicke
zariadenie

Premature EDBT

Blind Treatment)/

zaslepenu liecbu)

(Only applicable if Subject
prematurely discontinues Double

Navsteva po predéasnom EDBT
(Uplatiuje sa len v pripade, ak
subjekt predcasne ukondi dvojito

€59.2

Blind Treatment)/

zaslepenu liecbu)

Premature Safety Follow-up
(Only applicable if Subject
prematurely discontinues Double

Pred&asna bezpeénostna
kontrolna navSteva
(Uplatruje sa len v pripade, ak
subjekt predcasne ukonci dvojito

€40.60

Per-Subject Fee

(Excludes Run-in Visit la, Visit
Event, Premature EDBT and
Safety Follow-up visits)/
Platba za jeden subjekt

(Nezahrna zabehovu navstevu la,
ndvstevu po udalosti, navstevu po
predcéasnom EDBT a bezpecnostnu

kontrolnu navstevu)

€1,018.64

N/A means Not Applicable

Clinical trial payments are free from VAT,
VAT will not be added to payments per visits.

Skratka N/A znamena ..nevzt'ahuje sa"

DPH sa neuctuje k platbdm za klinické
skusanie.

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pi Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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MILESTONES Visit Amount
TREATMENT EXTENSION Institution/
PERIOD/ Suma za
VYKONY navstevu
PREDLZENE LIECEBNE zdravotnicke
OBDOBIE zariadenie
EDBT/ EDBT €24
Visit X1/
Navsteva X1 €56.6
Monthly Phone Call
(Cost will repeat monthly for
additional Calls beyond Visit X1
until one month post EOLT)/
Telefonat jedenkrat mesa¢ne
(V pripade dalsich telefondtov po
navsteve X1 az do uplynutia
Jjedného mesiaca od EOLT sa
ndklady budi uplatiovat
opakovane jedenkrat mesacne) €9.0
Visit X2/Navsteva X2 € 56.6
Visit X3/ Navsteva X3 €56.6
Visit X4/ Navsteva X4 €56.6
EOLT/
EOLT € 54.2
Premature EOLT
(Only applicable if Subject
prematurely discontinues
Treatment Extension Period)/
Navsteva pri predéasnom EOLT
(Uplatiuje sa len v pripade, ak
subjekt predcasne ukonci
predlzené liecebné obdobie) €56,4
Premature Safety Follow-up €40.60

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD
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MILESTONES
TREATMENT EXTENSION
PERIOD/
VYKONY
PREDI.ZENE LIECEBNE
OBDOBIE

Visit A I
—I titution/
Suma za
navstevu
zdravotnicke
zariadenie

(Only applicable if Subject
prematurely discontinues
Treatment Extension Period)/
Pred¢asna bezpe¢nostna
kontrolna navsteva
(Uplatiuje sa len v pripade, ak
subjekt predcéasne ukonci
predizené liecebné obdobie)
EOS/ EOS

Per-Subject Fee
(Excludes Premature EOLT and
Safety Follow-up visits)/
Platba za jeden subjekt
(Nezahrria navstevu po
predcéasnom EOLT a bezpecnostnu
kontrolnui navstevu)

€40.6

€ 332,60

N/A means Not Applicable Skratka N/A znamena ,,nevzt'ahuje sa“

DPH sa neuctuje k platbam za klinické
skiSanie.

Clinical trial payments are free from VAT,
VAT will not be added to payments per visits.

Zmluva o klinickom skusani medzi zaddvatefom, zdravotnickym

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
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Screening Visit
1
Run-in Visit 1a
(Only
applicable if
Subject enters a
4-week open
label run-in
period)/
Zabehova
navsteva la
(Uplatriyje sa
len v pripade,
ak subjekt
vstupi do 4-
tyzdrnového
odslepeného
zabehového
obdobia)
Visit 2/ 2.
navsteva
Visit 2a/
Navsteva 2a
Visit 2b/
Navsteva 2b
Visit 3/ 3.
navsteva
Visit 3a/
Navsteva 3a
Visit 3b/
Navsteva 3b
Visit 4/ 4.
navsteva
Monthly Phone
Call

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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(Cost will
repeat monthly
for additional

Calls beyond
Visit 4 until one
month post
EDBT)/

Telefonat

jedenkrat
mesacne
(V pripade
dalsich
telefonatov po
4. navsteve az
do uplynutia

Jjedného

mesiaca od

EDBT sa
naklady budu

uplatiiovat
opakovane
Jjedenkrat
mesacne)
Visit §/5.
navsteva
Visit 6/ 6.
navsteva
Visit 7/ 7.
navsteva
Visit 8/ 8.
navsteva

Visit X

(Cost will
repeat as
needed for
additional
Visits beyond

Visit 8)/
Navsteva X

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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(V pripade
dalsich navstev
po 8. navsteve

sa naklady budi
uplatiovat
opakovane
podla potreby)
Visit Event (E)/
Navsteva po
udalosti (E)
EDBT/EDBT
Premature
EDBT
(Only
applicable if
Subject
prematurely
discontinues
Double Blind
Treatment)/
Navsteva po
pred¢asnom
EDBT
(Uplatinuje sa
len v pripade,
ak subjekt
predcasne
ukonci dvojito
zaslepenu
liecbu)

Premature

Safety Follow-
up
(Only
applicable if
Subject
prematurely
discontinues
Double Blind

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom sku$ani medzi zadavatefom, zdravotnickym
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Treatment)/
Pred¢asna
bezpefnostna
kontrolna
navsteva
(Uplatnuje sa
len v pripade,
ak subjekt
predcasne
ukonci dvojito
zaslepenu
lie¢bu)
Per-Subject Fee
(Excludes Run-
in Visit la, Visit
Event,
Premature
EDBT and
Safety Follow-
up visits)/
Platba za jeden
subjekt
(Nezahrna
zabehovu
navstevu la,
navstevu po
udalosti,
navstevi po
predcasnom
EDBT a
bezpecnostnu
kontrolnu
navstevu)

N/A means Not Applicable

Clinical trial payments are free from VAT,
VAT will not be added to payments per visits.

Skratka N/A znamend . nevztahuje sa"

DPH sa neu¢tuje k platbam za Kklinické
skdsanie.

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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MILESTONES
TREATMENT
EXTENSION
PERIOD/
VYKONY
PREDLZENE
LIECEBNE
OBDOBIE

EDBT/ EDBT

Visit X1/
Navsteva X1
Monthly Phone
Call
(Cost will repeat
monthly for
additional Calls
beyond Visit X1
until one month
post EOLT)/
Telefonat
jedenkrat
mesadne
(V pripade
dalsich
telefonatov po
navsteve X1 az
do uplynutia
Jjedného mesiaca
od EOLT sa
naklady budu

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skuani medzi zadavatefom, zdravotnickym
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uplatnovat
opakovane
Jedenkrat
mesacne)

Visit X2/
Navsteva X2
Visit X3/
Navsteva X3
Visit X4/
Navsteva X4
EOLT/EOLT

Premature
EOLT
(Only applicable
if Subject
prematurely
discontinues
Treatment
Extension
Period)/
Navsteva pri
pred¢asnom
EOLT
(Uplatriyje sa len
v pripade, ak
subjekt
predcasne ukonci
predizené
liecebné
obdobie)

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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Premature
Safety Follow-
up
(Only applicable
if Subject
prematurely
discontinues
Treatment
Extension
Period)/
Pred¢asna
bezpe&nostna
kontrolna
navsteva
(Uplatnuje sa len
v pripade, ak
subjekt
predcasne ukonci
predizené
liecebné
obdobie)
EOS/EOS

Per-Subject Fee
(Excludes
Premature EOLT
and Safety
Follow-up visits)/
Platba za jeden
subjekt
(Nezahrna
navstevu po
predcéasnom
EOLT a
bezpecnostni
kontrolnu
navstevu)

N/A means Not Applicable

Skratka N/A znamend ,,nevzt'ahuje sa*

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315
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Clinical trial payments are free from VAT,
VAT will not be added to payments per visits.

3) Site Costs

ad Local Ethics
Committee/Institutional Review Board
(EC/IRB) Fees: EC/IRB fees shall be
reimbursed. Processing of payment will begin
upon receipt of original invoice or alternative
supporting documentation, detailing actual
charges without markup. SPONSOR WILL
NOT PAY LOCAL IRB DIRECTLY.

O Screen Failure Payments:

A maximum cap of 1 screen failure payment
will be made, regardless of enrollment, in the
order the subjects are screened. After the cap
has been achieved, Screen failure payments
will be made at a ratio 1 screen failure
payments per site for every 3 subjects
randomized. Screen failure payment includes
visits that are complete and visits that are not
complete. Completed visits will be reimbursed
at 100% of the visit cost amount in accordance
with the milestone table in Section 2 above.
Visits that are not complete will be reimbursed
at 50% of the visit amount in accordance with
the milestone table in Section 2 above.
Processing of payment will begin upon receipt
of invoice detailing subject number, date of
screen failure, and visits (both completed visits
and the visit at which the screen failure
occurred) including the amount as listed in the
milestone table in Section 2 above for

DPH sa neGc¢tuje k platbam za klinické
skasanie.

A3) Naklady na pracovisko skiiSania

] Platby lokilnym etickym komisiam:
Majui sa uhradit’ platby etickym komisidm.
Spracovanie platby sa zafne po prevzati

originalu faktiry alebo inej sprievodnej
dokumenticie s uvedenim skutoénych
poplatkov bez navySenia. ZADAVATELD

NEBUDE PLATBY UHRADZAT PRIAMO
MIESTNEJ ETICKEJ KOMISII.

O Platby za netispesné vstupné
vySetrenia:

Uhrada bude obmedzeni na 1 neuspe$né
vstupné vySetrenia (bez ohladu na podet
subjektov zaradenych do sku$ania), v tom
poradi, v ktorom budu subjekty podstupovat’
vstupné vySetrenia. Po dosiahnuti tejto
hranice sa budu neuspe$né vstupné vysetrenia
uhradzat’ v pomere 1 uhradené netlspeiné
vstupné vySetrenia na jedno pracovisko
skiSania na kazdé 3 randomizované subjekty.
Uhrada neuspesnych vstupnych vySetreni
zahffia dokon¢ené a nedokoncené navstevy.
Dokonc¢ené navstevy sa budi uhradzat vo
vySke 100 % sumy nakladov za ndvitevu
podl'a tabulky vykonov v ¢lanku 2 vysSie.
Nedokoncené navstevy sa buda uhradzat’ vo
vySke 50 % sumy za navitevu podla tabulky
vykonov v ¢lanku 2 vysSie. Spracovanie platby
sa zaCne po prevzati faktiry, ktord musi
obsahovat’ ¢islo subjektu, datum neuspesnych
vstupnych vySetreni a navstevy (dokondené

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019
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Screening Visit 1 and Run-in Visit 1a and in
accordance with Section 5 below, and upon
approval by the Local Trial Manager.

Subjects who initially screen failed may be
rescreened once if the reason for failure was
transient.

For screen failures beyond the defined
maximum number, which are not reimbursable
to Institution, the Study subjects will be
reimbursed for travel and meal expenses
through the provision of meal vouchers in the
maximal amount of €28 per visit. as reflected
in the Informed Consent Form Processing of
payment shall begin upon receipt of invoice
detailing subject number and date of screen
failure and in accordance with Section 5 below
and upon approval by the Local Trial Manager.

Subject Reimbursement:

Each  subject will receive a
reimbursement for travel and meal
expenses through the provision of meal
vouchers in the maximal amount of €28
per visit. Meal vouchers will be
provided by the Sponsor through CRO
and will be handed to the subjects by the
Investigator. The Investigator will be
required to keep a completed Meal
Voucher Log showing adequate proof of
the meal vouchers supplied to each
subject. Any meal vouchers which have
not been supplied to subjects in
accordance with the foregoing will be

navitevy aj navStevu, na ktorej sa vstupné
vysetrenia vyhodnotili ako nedspeSné) vratane
sumy uvedenej v tabulke vykonov v ¢lanku 2
vys$sie za 1. vstupni ndvStevu a zabehovi
navstevu la, v silade s ¢lankom 5 niz$ie, a po
schvileni lokalnym manazérom skaSania.

Ucastnici, ktorych vstupné vySetrenia boli
prvy raz neuspe$né, mézu jedenkrat podstapit’
opakované vstupné vysetrenia, ak bol dévod
nedspe$nych vstupnych vysetreni prechodny.

Za neuspe$né vstupné vySetrenia nad
stanoveny maximalny pocet, ktoré¢ sa
zdravotnickemu zariadeniu neuhradzaji, sa
subjektom skisania ako nahrada za cestovné a
stravné vydavky poskytna stravné poukazky v
maximalnej hodnote 28 EUR za jednu
navitevu, ako sa uvadza v informovanom
sihlase. Spracovanie platby sa zafne po
prevzati faktiry, ktord musi obsahovat’ Cislo
subjektu a datum neuspe$nych vstupnych
vySetreni, v silade s ¢lankom 5 niZSie, a po
schvaleni lokalnym manazérom skiSania.

O Uhrady subjektom:

Kazdému subjektu sa poskytne
thrada za cestovné a stravné
vydavky vo forme stravnych
poukazok v maximélnej hodnote 28

EUR za jednu navstevu. Stravné
poukazky  poskytne  zadévatel
prostrednictvom zmluvnej
vyskumnej organizacie (CRO) a
subjektom ich bude vydavat
skusajuci. Od skusajuceho sa bude
pozadovat, aby viedol evidenciu
vydaja stravnych poukaZzok, v ktorej
primerane  zdokumentuje  pocet
stravnych  poukdzok  vydanych

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019
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promptly returned to CRO at the end of
the Study (or earlier termination).
Processing of payment for Subject
Stipends will begin upon receipt of
invoice in accordance with Section 5
below and approval by the Local Trial
Manager.

Start-Up Payment

A one- time non-refundable payment of €
1.000,00 for start-up related activities will be
paid to the Institution and one time non-
refundable payment of € 727,00 for start-up
related activities will be paid to study team
members as per split indicated below. The
start-up activities include: preparation of
regulatory documents, preparation,
administration, and submission of protocol and
related documents to the Institutional Review
Board (IRB), etc.). The payments will be paid
to Institution and to study team members upon
receipt of invoices in accordance with Section
5 below and approval by the Local Trial
Manager. This payment is considered full and
final compensation for all activities associated
with study initiation.

0 Pharmacy Storage Fee

A one-time, non-refundable Pharmacy Storage
Fee of € 316,00 will be paid to study team
members as per split indicated below upon

kazdému subjektu. Vsetky stravné
poukazky, ktoré neboli vydané
subjektom podla tohto ¢lanku, sa na
konci skusania (alebo pri jeho
pred¢asnom ukonéeni) urychlene
vratia CRO.

Spracovanie platby za prispevky pre
subjekty sa zafne po prevzati
faktary v salade s ¢lankom 5 niZsie
a schvéleni lokdlnym manazérom
skusania.

= Platba na rozbeh skisania

Jednorazova nenavratna platba vo vyske
1000 € na aktivity stvisiace s rozbehom
skdsania bude uhradena Zdravotnickemu
zariadeniu  a jednorazova  nenavratna
platba vo vyske 727 € na aktivity suvisiace
srozbehom skuSania bude uhradena
¢lenom timu podla rozpoctovych tabuliek
niz§ie. Aktivity suavisiace srozbehom
skulania zahffiaji najmé: (napr. priprava
dokumentov pre organy vykonavajice
dohl'ad a povolovanie skuSania, podanie
protokolu a  dalSich  savisiacich
dokumentov nezavislej etickej kommisii a
i) Platba bude uhradena Zdravotnickemu
zariadeniu a ¢lenom timu na zédklade
faktary vystavenej podl'a Clanku $ niZie a
na zaklade suhlasu od lokélneho meneZera
skiasania. Platba predstavuje finalnu
kompenzaciu za vSetky aktivity vykonané
v suvislosti s pripravou skusania.

0 Poplatok za uschovanie skisaného
produktu v lekarni

Jednorazova  nenavratna platba za
uschovanie skuSaného produktu vo vyske
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receipt of invoice in accordance with Section 5
below and approval of the Local Trial
Manager. This payment is considered full and
final compensation for all Study related
storage costs incurred.

Pharmacy Close-out Fee

A one-time, non-refundable Pharmacy Close-
out Fee of € 295 will be processed and paid to
Institution upon completion of the close-out
visit at the Institution, receipt of invoice in
accordance with Section 5 below and approval
of the Local Trial Manager. This payment is
considered full and final compensation for all
Study related close-out pharmacy costs
incurred.

Record Retention, Document Storage
Fee
Sponsor will pay the Institution € 921 upon
completion of the Study for Record
Retention/Document Storage Fees. Processing
of payment will begin upon the receipt of an
invoice from the Institution in accordance with
Section 5 below and approval of the Local
Trial Manager.

Q)

™

Other Compensation:

Processing of payment for Other
Compensation will begin upon receipt of
invoice in accordance with Section 5 below
and approval by the Local Trial Manager.
Each cost listed in the table below is a per item

316€ pre ¢Clenov skisobného timu podla
rozdelenia nizSie, sa vyplati na zaklade
vystavenej faktary podla Clanku 5 na
zaklade sthlasu od lokélneho menezera
skisania. Platba predstavuje finalnu
kompenzaciu za vSetky aktivity vykonané v
suvislosti s uschovanim skasaného
produktu.

Zaveretfna platba za vedenie lekarne
Jednorazova nenavratna zavere¢néa platba
platba vo  vySke 295€  urcena
Zdravotnickemu zariadeniu po ukonceni
skisania zavereCnej uzatvarace] navsteve
sa vyplati na zaklade vystavenej faktury
podla Clinku 5 na zaklade sahlasu od
lokdlneho meneZera skuSania. Platba
predstavuje finalnu kompenzaciu za vietky
aktivity vykonané v suvislosti s vedenim
lekarne.

Platba za  uschovanie  Studijnej
dokumentacie
Zadavatel’ uhradi Zdravotnickemu

zariadeniu sumu 921€ za uschovanie
Studijnej dokumentacie a jej archivaciu.
Platba sa vyplati na zaklade vystavenej
faktury podl'a Clanku 5 na zéklade sthlasu
od lokalneho meneZera ski$ania

“@) Dalgie uhrady:

Spracovanie platby na d’alSie thrady sa
zaéne po prevzati faktary v silade s €lankom 5
niz§ie a schvaleni lokdlnym manazérom
skusania. Vsetky naklady wuvedené v
nasledujucej tabulke predstavuju jednotkové
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cost unless otherwise specified in the

Additional Information column.

Note: Any claims for reimbursement of
adverse events must be submitted in a separate
invoice.

naklady na polozku, pokial nie je v stipci
,Dalsie informacie* uvedené inak.

Pozniamka: Akékol'vek naroky na Ghradu za
neziaduce udalosti predlozit v samostatne;j
faktare.

Amount
Additional Institution/
Item /PoloZka Information/ Suma
Dakie informécie zdravotnick
e zariadenie
Reconsent During
Sch“edulefi YlSIt/ €7.80
Opitovny sithlas podas
plinovanej nivitevy Sponsor pre-approved/
. Vopred schvalené
Reconsent During zadavatelom
Unscheduled Visit/ ’ €13.60
Opiitovny siihlas pocas '
neplanovanej navstevy
If a subject is lost to
follow up a maximum of
Follow-up Contact/ 3 attempts will be
Kontaktné idaje na d’alSie | reimbursed. / €8
sledovanie Ak subjekt nie je mozné
d’alej sledovat’, uhradia
sa maximalne 3 pokusy.
1. Visit cost to be paid
in conjunction with
any of the below
assessments  when
Unscheduled Visit/ conducted outside of
Neplanovana navsteva a regularly scheduled €7.80
visit.
2. This fee covers the
cost of the Principal
Investigator and
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Item /PoloZka

Amount
Institution/
Suma
zdravotnick
¢ zariadenie

Additional
Information/
Daltie informacie

1.

2.

Study  Coordinator
fees./

Naklady na navstevu,
ktoré sa maju uhradit’
\% suvislosti s
ktorymkol'vek z
vySetreni uvedenych
nizsie, ak sa
vykonava mimo
riadne  planovanej
navstevy.

Tato platba zahfiia
naklady na odmeny
zodpovedného
skisajuceho a
koordinatora
skusania.

Repeat 6MWT/ BDI/
Sp02/

Opakované vysetrenie
6MWT/BDI/SpO2

1.

2.

3.

1.

6MWT/BDI/ SpO2
is included in the
visit totals in the
milestone tables in
Section 2 above per
the Schedule of
Activities of the
Protocol.

If a 6MWT shows a
decrease of at least
15% compared to
baseline.

As clinically
indicated./
Vysetrenie
6MWT/BDI/SpO2 je
zahrnuté v

€15.80
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Item /PoloZka

Dakie informacie

Amount
Additional Institution/
Information/ Suma
zdravotnick
¢ zariadenie

celkovych sumach
Za navstevu v
tabul'kéch vykonov v
¢lanku 2 vyssie
podl’a ¢asti Rozvrh
¢innosti v protokole.
Ak sa pri GIMWT
preukéaze pokles
najmenej o 15 % v
porovnani so
zakladnym stavom.
Podla klinickej
indikacie.

Additional physical
examination includes
weight, vital signs/

DalSia lekarska prehliadka

zahfiiajica meranie
hmotnosti a Zivotnych
funkcii

Physical
examination is
included in the visit
totals in the
milestone tables in
Section 2 above per
the Schedule of
Activities of the
Protocol.

As clinically €14.20
indicated./

Lekarska prehliadka
je zahmuta v
celkovych sumach
za navstevu v
tabul'kéch vykonov v
¢lanku 2 vyssie
podrla ¢asti Rozvrh
¢innosti v protokole.
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Item /PoloZka

Additional
Information/
DalSie informacie

Amount
Institution/
Suma
zdravotnick
¢ zariadenie

Podra klinickej
indikacie.

Additional ECG/
DalSie vySetrenie EKG

ECG is included in
the visit totals in the
milestone tables in
Section 2 above per
the Schedule of
Activities of the
Protocol.

As clinically
indicated./

EKG je zahrmuté v
celkovych sumach
za navitevu v
tabul’kéch vykonov v
¢lanku 2 vysSie
podl'a ¢asti Rozvrh
¢innosti v protokole.
Podrla klinickej
indikacie.

€20

Additional Sample
Collection & Handling for
Central Clinical
Laboratory Tests/

Dalsi odber vzoriek a
manipulacia so vzorkami
na centralne klinické
laboratérne vysetrenia

Sample Collection &
Handling for Central
Clinical Laboratory
Tests is included in
the visit totals in the
milestone tables in
Section 2 above per
the Schedule of
Activities of the
Protocol.

Liver function tests
to be performed
monthly from Week

€3.80
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Additional
Item /PoloZzka Information/

DalSie informacie

Amount
Institution/
Suma
zdravotnick
e zariadenie

12 until Week 52
and every 12 weeks
thereafter during the
Double-Blind
Treatment Period
outside of Visits 5,
6, and 7

3. Liver function tests

to be performed monthly

from Week 24 post-

EDBT until Week 52

post-EDBT and every 12

weeks thereafter during

Treatment Extension

Period outside of Visits

X2, X3, X4 and

EOLT4. In case of

abnormal AST/ALT

values equal or greater
than 3 times the upper
limit of normal
5. As clinically
indicated or for
technical issues./

1. Odber vzoriek a
manipulacia so
vzorkami na
centralne klinické
laboratome
vySetrenia su
zahrnuté v
celkovych suméch
za navstevu v
tabul'kach vykonov v
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Item /PoloZka

Additional
Information/
DalSie informécie

Amount
Institution/
Suma
zdravotnick
e zariadenie

¢lanku 2 vyssie
podrla ¢asti Rozvrh
¢innosti v protokole.
2. Pecefiove testy sa
pocas dvojito
zaslepeného
lie¢ebného obdobia
okrem 5.,6. A 7.
Navstevy maji od
12. Do 52. Tyzdha
vykonavat’ jedenkrat
mesacne a nasledne
kazdych 12 tyzdiov.
3. Peceiiové testy sa
poas prediZeného
lie¢ebného obdobia
okrem navstev X2, X3,
X4 a EOLT maju od 24.
Tyzdna po EDBT do 52.
Tyzdita po EDBT
vykonavat’ jedenkrat
mesacéne a nasledne
kazdych 12 tyzdnov. 4.
V pripade abnormalnych
hodnét AST/ALT, ktoré
st vécSie alebo rovné 3-
nasobku hornej hranice
normalu.
5. Podla klinickej
indikéacie alebo pre
technické problémy.

Repeat Pharmacokinetics

or Pharmacodynamics

1. Pharmacokinetics or
Pharmacodynamics

€6.40
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Item /PoloZzka

Amount

Sample Collection &
Handling for Central
Clinical Laboratory Tests/
Opakovany odber vzoriek
a manipuldcia so vzorkami
na centralne klinické
laboratdérne vySetrenia
zamerané na
farmakokinetiku a
farmakodynamiku

Additional Institution/
Information/ Suma
DalSie informécie zdravotnick

¢ zariadenie
Sample Collection &
Handling for Central
Clinical Laboratory

Tests are included in
the visit totals in the
milestone tables in
Section 2 above per
the Schedule of
Activities of the
Protocol.

As clinically
indicated or for
technical issues./
Odber vzoriek a
manipulécia so
vzorkami na
centralne klinické
laboratome
vySetrenia zamerané
na farmakokinetiku a
farmakodynamiku st
zahrnuté v
celkovych suméach
za navstevu v
tabul'kach vykonov v
¢lanku 2 vyssie
podla ¢asti Rozvrh
¢innosti v protokole.
Podl’a klinicke;j
indikacie alebo pre
technické problémy.
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Item /Polozka

Additional
Information/
Dakie informacie

Amount
Institution/
Suma
zdravotnick
e zariadenie

Optional Biomarker
Sample Collection &
Handling/

VolitePny odber vzoriek na
vySetrenie biomarkerov a
manipulicia so vzorkami

At Run-in Visit la,
Visit 2, Visit 3, Visit
4, Visit 6, Visit 7,
Visit 8, then annually

until EDBT

If an event qualifying
for disease
progression or a
PAH-related
hospitalization/

Na zabehovej

navsteve la,na 2., 3.,
4, 6., 7. A &
Naviteve a nasledne
jedenkrat ro¢ne az do
EDBT.

Ak bude nejaka
udalost’ splhat’
podmienky na
progresiu ochorenia
alebo hospitalizaciu
suvisiacu s PAH.

€6.40

Local Hematology/

Hematolégia vySetrena

lokalne

During the Screening
Visit and Visit 2 to
confirm subject
eligibility if the
results from the
central laboratory are
not available in time
for randomization.

2. For participants

undergoing the 4-
week run-in at

€24
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Item /PoloZka

Amount
Additional Institution/
Information/ Suma
Daltie informacie zdravotnick
e zariadenie

Screening Visit and
Visit 2.

For investigation of
hemoglobin
abnormalities.

At the discretion of
the investigator./
Pocas vstupnej
navstevy a 2.
Navstevy, aby sa
potvrdilo, ¢i subjekt
spliia podmienky, ak
vysledky z
centralneho
laboratoéria na ucely
randomizécie nebudu
véas k dispozicii.

Na vstupnej navsteve
a 2. Navsteve v
pripade ucastnikov,
ktori podstipia 4-
tyzdnové zabehové
obdobie.

Na vySetrenie
abnormalit v hladine
hemoglobinu.

Podl'a uvazenia
skusajiceho.

Local Chemistry/

Biochémia vySetrena

lokalne

Local Coagulation/

Koagulacia vySetrena

lokalne

During the Screening
Visit and Visit 2 to
confirm subject
eligibility if the
results from the €43
central laboratory are

€109
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Item /PoloZka

Additional
Information/
DalSie informacie

Amount
Institution/
Suma
zdravotnick
¢ zariadenie

not available in time
for randomization.

2. For participants
undergoing the 4-
week run-in at
Screening Visit and
Visit 2.

3. At the discretion of
the investigator./

1. Podas vstupnej
navstevy a 2.
Navstevy, aby sa
potvrdilo, ¢i subjekt
spiha podmienky, ak
vysledky z
centralneho
laboratoria na acely
randomizacie nebudu
véas k dispozicii.

2. Na vstupnej navsteve
a 2. Navsteve v
pripade ucastnikov,
ktori podstupia 4-
tyzditové zabehové
obdobie.

3. Podla uvaZenia
skusajaceho.

Local Liver Function Tests/
Pelefiové testy vykonané
lokalne

1. Every 12 weeks after
Week 52 except for
Visit X4 and the
EOLT Visit

2. During Double Blind
Treatment or Open

€57
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Item /PoloZka

Amount
Institution/
Suma
zdravotnick
¢ zariadenie

Additional
Information/
Daltie informacie

Label Treatment
monthly testing in
accordance with the
local standards and
practice when
outside of a
scheduled visit

3./

1. Kazdych 12 tyzdiov
po 52. Tyzdni okrem
navstevy X4 a
navstevy EOLT.

2. VysSetrenia jedenkrat
mesacne pocas
dvojito zaslepenej
lie¢by alebo
odslepenej liecby v
sulade s miestnymi
normami a praxou,
ked sa vykonavaju
mimo planovanej
navstevy.

3.

Urine Pregnancy Test/
Tehotensky test z mo¢u

If clinically indicated or
as required by local
regulation/

Ak to bude klinicky €18
indikované alebo ak to
budu vyzadovat’ miestne

predpisy.

RHC/ RHC

1. For Hemodynamic

Sub-study € 384,40
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Amount

Additional Institution/
Item /PoloZka Information/ Suma
DalSie informacie zdravotnick
e zariadenie
2. At Screening Visit if

W

historical results are
not available

At Visit 6

At premature EDBT
if a participant
prematurely
discontinues prior to
the safety follow-up
assessment, and if
discontinuation
occurs beyond Week
6 post-
randomization./

Na ucely Casti
skisania zameranej
na hemodynamické
70ersonal70.

Na vstupne;j
navsteve, ak nebudu
k dispozicii vysledky
z minulosti.

Na 6. Navsteve

Na navsteve po
predéasnom EDBT,
ak Gcastnik
pred¢asne vystupi
pred bezpe¢nostnym
kontrolnym
vySetrenim a ak k
vystupeniu ddjde po
6. Tyzdni od
randomizacie.
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Item /PoloZzka

Additional
Information/
Daltie informacie

Amount
Institution/
Suma
zdravotnick
e zariadenie

R

LHC/LHC

ak

W

1. If needed in addition
to the Right Heart
Catheterization.

2. For Hemodynamic
Sub-study

3. At Screening Visit if

historical results are

unavailable

At Visit 6

At premature EDBT

if a participant

prematurely
discontinues prior to
the safety follow-up
assessment, and if
discontinuation
occurs beyond Week

6 post-

randomization./

1.V pripade potreby
navyse k
pravostrannej
katetrizacii srdca.

2. Na Gcely casti
sku$ania zameranej
na hemodynamické
71ersonal71.

3.Na vstupnej navsteve,

dispozicii vysledky z
minulosti.
4. Na 6. Navsteve
Na navsteve po
predéasnom EDBT,

€253

nebudu k
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Item /PoloZzka

Additional
Information/
Dalie informacie

Amount
Institution/
Suma
zdravotnick
e zariadenie

ak 0castnik
predéasne vystapi
pred bezpecnostnym
kontrolnym
vySetrenim a ak k
vystipeniu ddjde po
6. Tyzdni od
randomizacie.

Institution provided meal
for  Subject receiving
Macitentan or Placebo/ 2.
Zdravotnicke zariadenie
poskytlo jedlo ulastnikovi | 1.
uZivajicemu  macitentan
alebo placebo

X4/
Na

the run-in period or
the Visit 2 for
participants who
bypass the run-in
period At the
following visits:
Visits 3 — §, Visit X,
EDBT, Visit X1 -

naviteve v pripade
Ucastnikov,
vstipia

do zabehového
obdobia, alebo na 2.
Navsteve v pripade
ucastnikov, ktori
vynechajui zabehove
obdobie. Na
nasledujucich
nav§tevach: 3. Az 8.

At the run-in
visit for
participants
who enter

€5
zabehovej

ktori
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Amount
Additional Institution/
Item /PoloZka Information/ Suma
Dalgie informacie zdravotnick
e zariadenie
Navsteva, navsteva
X,
2. EDBT, navsteva X1
az X4.
IMP Storage 0
Start-Up Fee (in.cludmg € 1,000
document preparation)

N/A means Not Applicable

Clinical trial payments are free from VAT,
VAT will not be added to payments per visits.

o) Payment Terms:
a) This EXHIBIT B is for completed

records for up to 4 valid subjects. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study
and does not have significant Protocol
violations that would exclude his/her Data
from analysis. This Study is being conducted
under a policy of competitive enrollment.
Sponsor anticipates closure of enrollment upon
randomization of a total of 900 valid subjects.
In the event 900 total valid subjects are
enrolled prior to a site’s reaching its valid
subject goal of 4, further recruitment will be
suspended. Subjects not completing the trial
will be paid for on a prorated basis according
to confirmed completed visits and CRFs

Skratka N/A znamen4 ,,nevzt'ahuje sa“

DPH sa neuctuje k platbam za klinické
skdsanie..

Q) Platobné podmienky:

a) Tato PRILOHA B pokryva vyplnené
zaznamy pre najviac 4 platné subjekty. Platny
subjekt je definovany ako subjekt, ktory spliia
poziadavky na zaradenie do ski$ania a nema
Ziadne vyznamné porusenia protokolu, ktoré
by jeho udaje vylacili z analyzy. Pri
vykondvani tohto sk(Sania sa uplatiiuje
stratégia konkurenéného zarad’ovania.
Zadavatel predpoklada uzatvorenie
zarad'ovania po randomizicii spolu 900
platnych subjektov. V pripade, Ze sa do
skusania zaradi spolu 900 platnych subjektov
predtym, nez pracovisko skusania dosiahne
svoj cielovy pocet 4 platné subjekty, d’alsie
zaradovanie sa zastavi.  Subjekty, ktoré
skusanie nedokonéia, sa budi uhradzat
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received by Sponsor. All payments will be
made for subject visits according to the
milestone table in Section 2 above. No
payment will be made for any subject excluded
from analysis because of Protocol violations
within the Study personnel’s control.
Reimbursement for expenses related to screen
failures will be made as outlined in Section 3
above.

b) Institution acknowledges this is a
multicenter Study designed to evaluate a
defined number of Study subjects. It is
anticipated each institution participating in the
Study will enroll the number of Study subjects
provided for under their agreement for this
Study. If required as the Study progresses,
Sponsor may invite an institution to enroll
more Study subjects than reflected in the
original agreement. In such a circumstance,
Sponsor may notify Institution via written
request to allow for the enrollment of
additional Study subjects. Conversely,
Institution may not have the opportunity to
enroll the number of Study subjects set forth
above. When enrollment of the target number
of Study subjects in the Study is complete,
those sites that have not enrolled the contracted
number of Study subjects will be notified and
instructed to discontinue enrolling Study
subjects.

c) Sponsor will provide Full GMWT kits ,
valued at 106,33€ for use as called for in the
Protocol. Upon completion of the Study, the

pomernym spdsobom podla potvrdenych
absolvovanych navitev a pacientskych
zaznamovych harkov (CRF) prevzatych
zadavatelom. Vsetky uhrady sa vyplatia za
navstevy subjektov podla tabul’ky vykonov vo
vysSie uvedenom ¢lanku 2. Za subjekty
vylugené z analyzy pre poruSenia protokolu,
ktorych kontrola bola v rdmci moznosti
personalu skusania, sa neuhradia Ziadne
platby. Naklady suvisiace s neuspeSnymi
vstupnymi vy$etreniami sa budd uhradzat
podrla ¢lanku 3 vyssie.

b) Zdravotnicke zariadenie akceptuje, Ze
toto skuSanie je multicentrickym skuSanim
naplinovanym s cielom vyhodnotit’ stanoveny
pocet subjektov skisania. Predpokiada sa, Ze
kazdé zdravotnicke zariadenie, ktoré sa
zOdasthuje na sk(i$ani, zaradi pocet subjektov
skti$ania stanoveny v jeho zmluve na ucely
tohto skusania. Ak to bude v priebehu skiSania
potrebné, zadavatel moéze zdravotnicke
zariadenie vyzvat, aby zaradilo viac subjektov
ski$ania, neZ sa uvadza v povodnej zmluve.
Za takychto okolnosti moze zadavatel’ zaslat’
zdravotnickemu zariadeniu pisomn( Ziadost,
aby umoznil zaradenie dalSich subjektov
skagania. Zdravotnicke zariadenie naopak
nemusi mat’ moznost’ zaradit' vysSie uvedeny
podet subjektov skisania. Ked’ sa zarad'ovanie
cielového poétu subjektov skaSania dokonci,
tie pracoviské skisania, ktoré nezaradili svoje
zmluvné poéty subjektov skiSania, dostani

pisomné ozndmenie s pokynmi ukonCit
zarad’'ovanie subjektov skuSania.
c) Zadavatel poskytne kompletné

supravy na test 6o MWT v hodnote 106,33 EUR
na pouzitie podl'a poziadaviek protokolu. Po
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Full 6MWT kits will remain the property of the
site, provided there were screened subjects at
the site. The fair market value of any such
equipment retained by Institution shall be
determined at the conclusion of the Study, and
shall be considered compensation to the
Institution. If the Institution does not screen
any subjects upon termination of the Study at
Institution, the Full 6MWT kits will be
retumed to Sponsor in accordance with
Sponsor’s instructions. Any tax liability for the
equipment shall be the responsibility of the
Institution.

Sponsor will provide through a third party
vendor a Min/Max thermometer valued at
70,32 € for use as called for in the Protocol.
Upon completion of the Study, Min/Max
thermometer may remain the property of the
site, provided there were subjects screened at
the site. The fair market value of any such
equipment retained by Institution shall be
determined at the conclusion of the Study, and
shall be considered compensation to the
Institution. If the Institution does not screen
any subjects, upon termination of the Study at
Institution, the Min/Max thermometer will be
returned to Sponsor in accordance with
Sponsor’s instructions. Any tax liability for the
equipment shall be the responsibility of the
Institution.

dokonceni skdSania zostani tieto kompletné
supravy na test O6MWT vlastnictvom
pracoviska skaSania za predpokladu, Ze na
pracovisku skus$ania presli nejaké subjekty
vstupnymi vySetreniami. Primerana trhova
hodnota takéhoto vybavenia, ktoré si
zdravotnicke zariadenie ponecha, sa stanovi
pri ukoncéeni skisania a povazuje sa za odmenu
pre zdravotnicke zariadenie. V pripade, Ze v
zdravotnickom zariadeni nepre$li vstupnymi
vySetreniami  Ziadne subjekty, kompletné
stpravy na test GoMWT sa vratia zadavatel'ovi
podla jeho pokynov. Za vSetky danové
povinnosti suvisiace s tymto vybavenim
zodpoveda zdravotnicke zariadenie.

Zadavatel prostrednictvom extern¢ho
dodavatel’a poskytne teplomer S0
zaznamenavanim teplotného minima a

maxima v hodnote 70,32 EUR na pouzitie
podla poziadaviek protokolu. Po dokonéeni
skuSania mdze teplomer so zaznamenavanim
teplotného minima a maxima zostat’
vlastnictvom  pracoviska  skuSania za
predpokladu, Ze na pracovisku skiSania presli
nejaké subjekty vstupnymi vyS$etreniami.
Primerana trhova hodnota takéhoto vybavenia,
ktoré si zdravotnicke zariadenie ponecha, sa
stanovi pri ukonceni skuSania a povazuje sa za
odmenu pre zdravotnicke zariadenie. V
pripade, Ze v zdravotnickom zariadeni nepresli
vstupnymi vySetreniami Ziadne subjekty,
teplomer so zaznamenavanim teplotného
minima a maxima sa vrati zadavatel'ovi podl'a
jeho pokynov. Za vSetky danové povinnosti
suvisiace s tymto vybavenim zodpoveda
zdravotnicke zariadenie.
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Sponsor will reimburse Institution for urine dip
stick pregnancy tests, valued at 18€ each, for
monthly at home testing by the subjects as
called for in the Protocol. Upon completion of
the Study, any remaining urine dip stick
pregnancy tests may remain the property of the
site, provided there were subjects screened at
the site. The fair market value of any such
equipment retained by Institution shall be
determined at the conclusion of the Study, and
shall be considered compensation to the
Institution. If the Institution does not screen
any subjects, upon termination of the Study at
Institution, the urine dip stick pregnancy tests
will be returned to Sponsor in accordance with
Sponsor’s instructions. Any tax liability for the
equipment shall be the responsibility of the
Institution.

d) Equipment Calibration: Institution
shall be responsible for ensuring Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation or more frequently as
required by Sponsor. Records verifying the
equipment calibration and maintenance shall
be provided to Sponsor upon request. For
calibrations that are performed solely at the
request of Sponsor, and that are not part of the
recommended scheduled maintenance
suggested by manufacturer, Sponsor will
reimburse Institution for the actual cost
without mark-up for each calibration.

Zadavatel’ uhradi zdravotnickemu zariadeniu
tehotenské testy z mocu indikatorovym
papierikom/ty¢inkou v hodnote 18€ za jeden
kus, urené na domace testy vykonavané
subjektmi  jedenkrdt mesacne podla
poziadaviek protokolu. Po dokonceni skuSania
mozu vSetky zvy3né tehotenské testy z mocu
indikatorovym papierikom/ty¢inkou zostat
vlastnictvom  pracoviska  skGSania za
predpokladu, Ze na pracovisku ski$ania presli
nejaké subjekty vstupnymi vySetreniami.
Primerana trhova hodnota takéhoto vybavenia,
ktoré si zdravotnicke zariadenie ponecha, sa
stanovi pri ukonceni skaSania a povazuje sa za
odmenu pre zdravotnicke zariadenie. V
pripade, Ze v zdravotnickom zariadeni nepresli
vstupnymi vySetreniami Ziadne subjekty,
tehotenské testy z mocu indikatorovym
papierikom/ty¢inkou sa vratia zadéavatelovi
podla jeho pokynov. Za vietky daiové
povinnosti slvisiace s tymto vybavenim
zodpoveda zdravotnicke zariadenie.

d) Kalibracia vybavenia: Zdravotnicke
zariadenie zodpoveda za to, aby vybavenie vo
vlastnictve zdravotnickeho zariadenia, ktoré
zdravotnicke zariadenie vyuziva podla tejto
zmluvy, malo zabezpefeny servis a bolo
kalibrované podl'a odporicani vyrobcu alebo
CastejSie, ak to pozaduje zad4vatel. Zaznamy
dokladajuce kalibraciu a udrzbu vybavenia sa
maji na poziadanie poskytnit zadavatelovi.
Za kalibréacie, ktoré sa vykonaji vyhradne na
poziadanie zadavatel'a a ktoré nie su sicast'ou
odpori¢aného planu udrzby navrhovaného
vyrobcom, uhradi zadavatel' zdravotnickemu
zariadeniu skutoéné ndklady bez navysenia za
kazda kalibraciu. Spracovanie platby sa zatne
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Processing of payment will begin upon receipt
of invoice and supporting documentation in
accordance with paragraph below.

e) Investigator Meetings: Sponsor may
recommend or require the Principal
Investigator, or a Sponsor-approved Sub-
Investigator  designee, and a  Study
nurse/coordinator to  attend  meetings,
including but not limited to an Investigator’s
Meeting. Sponsor shall provide and pay all
reasonable and appropriate travel expenses in
accordance with Sponsor’s travel policy,
including modest lodging and meals associated
with such meetings. The parties agree that
attending such meetings is reasonable and
necessary to ensure all parties engaged in the
Study have a clear understanding of the
Protocol and its requirements. Processing of
payment will begin upon receipt of invoice and
supporting documentation in accordance with
paragraph f) below.

) To be eligible for any payment, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC) and Electronic
Patient Reported Outcomes (ePRO) in
accordance with Sponsor’s instructions and
this Agreement. Payments will be made, at a
minimum, on a quarterlybasis. These
payments will include milestone payments, as
well as, all invoiced and approved costs from
the prior payment cycle. Ongoing
reconciliations will be performed during the
course of the Study. Any payments made in

po prevzati faktiry a  sprievodnej
dokumentéacie v sulade s nizSie uvedenym
odsekom.

e) Stretnutia so skuSajicim: Zadavatel
modze zodpovednému skiasajucemu alebo
uréenym spoluska$ajacim schvalenym
zaddvatelom a zdravotnym sestram alebo
koordinatorom skusania odporuéat’ alebo od
nich pozadovat, aby sa zufastiiovali na
stretnutiach, najmaé na stretnuti so skusajiicim.
Zadavatel v silade so svojimi zisadami
tykajicimi sa cestovnych vydavkov poskytne a
uhradi vSetky odovodnené a primerané
cestovné naklady vratane nendkladného
ubytovania a stravovania spojeného s takymito
stretnutiami. Zmluvné strany sa dohodli, Ze
ucast’ na tychto stretnutiach je primerani a
potrebna, aby sa zabezpecilo, Ze vietky strany
zOCastfiujuce sa na skuSani jasne chapu
Protokol a jeho poziadavky. Spracovanie
platby sa zaCne po prevzati faktiry a
sprievodnej dokumentéicie v sulade s niz3ie
uvedenym odsekom f)

f) Aby vznikol narok na dhradu
akychkol'vek platieb, musia sa v§etky postupy
vykonat’ plne v sulade s protokolom a touto
zmluvou a zaslané udaje musia byt’ kompletné,
spravne a zadané do systému elektronického
zachytavania Udajov (EDC) a systému
elektronického zaznamenavania vysledkov
hlasenych  pacientmi  (ePRO)  podla
zadavatelovych pokynov a tejto zmluvy.
Platby sa budi uhradzat’ minimalne $tvrtroéne.
Tieto platby buda zahfiiat’ splatné vykony aj
vetky fakturované a schvalené naklady z
predchadzajiceho platobného cyklu. A%
priebehu celého skusania sa bude vykonavat
priebezné odsthlasovanie 0cétov. Vsetky
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error will be applied to any pending or future
payments due. No payments will be made until
all erroneous payments have been offset. If no
pending or future payments exist, Institution
will promptly refund overpayment, according
to Sponsor’s instructions.

Original invoices pertaining to this
Study should be submitted for
reimbursement to the following
address:

Janssen Pharmaceutica NV

PO Box 1369

111 21 Praha 1

Czech Republic

VAT Reg Nr. BE0403834160,RPR

0403.834.160

together with a copy submitted to the

Country Local Trial Manager Maria

Medvedova, e-mail:

or

Please note that invoices must contain the
following information or they will be
returned, delaying payment:

Institution name

Principal Investigator name

Protocol number
Invoice number and date

Date & description of
services provided
Supporting  documentation

(i.e. third party invoices, receipts)

O Any claims for
reimbursement of adverse events must be
submitted in a separate invoice

chybne poukéazané platby sa zahrnu do
akychkol'vek dosial nevybavenych alebo
buducich splatnych platieb. Ziadna platba sa
nepoukdze, kym sa nevyrovnaji vSetky
nespravne platby. Ak nebudi existovat’ Ziadne
dosial nevybavené alebo buduce platby,
zdravotnicke zariadenie urychlene vrati
preplatok podl'a pokynov zadavatel’a.

Originaly faktur sivisiacich s tymto skiSanim
je potrebné zaslat' na uhradu na nasledujiucu
adresu:

Janssen Pharmaceutica NV

PO Box 1369

11121 Praha 1

Ceska republika, DIC BE0403834160, Reg
¢islo 0403.834.160

spolu s kopiou odoslanou lokalnej manazérke
sksania pre krajinu Marii Medvedovej, e-
mail: alebo

Upozoriiujeme, Ze faktiry musia obsahovat’
nasledujice naleZitosti, v opa¢nom pripade
budii vritené a platba sa tym oneskori:

Nazov zdravotnickeho zariadenia

Meno a priezvisko zodpovedného
skasajuceho

Cislo protokolu

Cislo a datum faktary

Datum poskytnutia sluzieb a opis
poskytnutych sluzieb

Sprievodna  dokumentacia  (napr.
faktary od externych dodavatelov,
potvrdenky, predpisy)

Akékol'vek naroky na uhradu za
neziaducej udalosti musi byt predlozené v
samostatnej faktire
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g) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or
Section 4 above, which might include, for
example, staff costs, training costs, laboratory
fees, x-rays, scales and questionnaires, data
coordinator fees and travel fees, are reflected
in the Per-Subject Fee as detailed in the
milestone tables in Section 2 above. No
additional reimbursement for these costs is
otherwise provided.

Taxes: Any consideration payable under this
agreement will be exclusive of local VAT
since these services fall under Art. 44 of the
Council Directive EC 2006/112/EC. Where
this territorial rule is not applicable, the normal
standard VAT rules or any similar sales tax
rule will be applied. Where any other services
or goods are subject to VAT, a valid VAT
invoice must be issued by the supplier to the
recipient in respect of the transaction covered
by the consideration. If VAT is charged in
error, it will be refunded upon receipt of a
refund from the relevant tax authorities either
by way of an actual refund or by way of
adjustment of the relevant VAT return. If VAT
is not charged but subsequently it is found that
it should have been charged or VAT is
assessed by the relevant tax authorities as
being due on the consideration, the VAT due
upon said consideration will be paid upon
presentation of a valid VAT invoice.

g) Tento rozpoCet a platobna schema
zohl'adiiuje vSetky pevné a variabilné naklady
sivisiace s Cinnostami v skuSani. Polozky
konkrétne neuvedené v ¢lanku 3 alebo 4
vysSie, ktoré by mohli zahfiiat’ napriklad
naklady na persondl, naklady na S$kolenie,
platby laboratéridm, rontgenové vysetrenia,
hodnotenia a dotazniky, platby koordinatorom
udajov a cestovné poplatky, si zohl’adnené v
platbe za jeden subjekt, ako sa podrobne
uvadza v tabul’kach vykonov v ¢lanku 2 vyssie.
Ziadna ina tGhrada tychto ndkladov sa

neposkytuje.

Dane: Akékol'vek protiplnenie splatné podl'a
tejto zmluvy nezahfiia miestnu dafi z pridane;j
hodnoty (DPH), ked’Ze tieto sluzby spadajt
pod ¢lanok 44 smemice Rady 2006/1 12/ES. V
pripadoch, na ktoré sa toto uzemné pravidlo
nevztahuje, platia bezné predpisy pre DPH
alebo predpisy pre podobnii obchodnu dait. V
pripade, Ze akékol'vek iné sluzby alebo tovary
podlichajd DPH, musi dodéavatel vystavit
prijemcovi platnd faktiru na ucely DPH
suvisiacu s transakciou, ktorud toto protiplnenie
zahfila. Ak sa DPH naic¢tuje omylom, bude
vratenda po prevzati vratenej dane od
prislu§ného danového uradu bud’ ako skuto¢na
peniazna nahrada, alebo vo forme odpoctu z
prislusného dafiového priznania k dani z
pridanej hodnoty. Ak sa DPH nenaudtuje a
neskor sa zisti, ze sa naa¢tovat’ mala, alebo ak
prislusny daflovy urad stanovi, Ze na
protiplnenie sa DPH vzt'ahuje, DPH splatna na
dané protiplnenie sa uhradi po predlozeni
platnej faktiry na G¢ely DPH.
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Taxes: Sponsor is under no obligation
regarding any taxes other than VAT that may
be due or payable in respect of the payments
made by Sponsor to the payee. VAT can only
be paid over the fees mentioned in Sections 2,
3, and 4 of this exhibit B in case the site
provides an original invoice from Tax
regulatory Authority, that Insitution is VAT

payee,

h) For the avoidance of doubt, the
Principal Investigator and/or the Institution are
responsible for providing any and all
compensation, benefits and/or insurance to the
investigational staff. It is also understood and
expressly acknowledged that the Investigator
and the investigational staff are not eligible to
participate in, nor are they eligible for
coverage under, any of the Sponsor’s benefit

plans, programs, employment policies,
procedures or  workers  compensation
insurance.

i) The parties agree this EXHIBIT B is
part of the Agreement and clarifies the
payment schedule associated with this
Agreement. Payments shall be made in
accordance with the provisions set forth in this
EXHIBIT B, with the last payment being made
after the site completes all of its obligations
under the Agreement and any exhibits thereto.
The Principal Investigator acknowledges and
agrees his or her judgment with respect to his
or her advice to and care of each subject is not
affected by the compensation the site receives
hereunder. The parties agree the payee
designated below is the proper payee for this

Dane: Zadavatel nemda ziadnu povinnost,
pokial' ide o akékol'vek dane (s vynimkou
DPH), ktoré by mohli byt splatné v stvislosti
s Uhradami poukazovanymi zadavatelom
prijemcovi platieb. DPH navy$e k platbam
uvedenym v ¢lanku 2, 3 a 4 tejto Prilohy B sa
mobze uhradit’ len v pripade, ze pracovisko
skiSania poskytne, potvrdenie od dainového
uradu, Ze je platcom DPH.

h) Aby nedo$lo k pochybnostiam, za
vietky odmeny, prispevky a odvody do
poistovni pre personal skusania zodpoveda
zodpovedny skusajuci alebo zdravotnicke
zariadenie. Povazuje sa tiez za dohodnuté a
vyslovne sa akceptuje, Ze skusajici a personal
ski$ania nemaji narok na Gfast na
akychkol'vek zadéavatelovych planoch alebo

programoch zamestnaneckych vyhod,
internych postupoch \% ramci
pracovnopravnych vzt'ahov alebo

zamestnaneckom Urazovom poisteni ani na
akékol'vek finan¢né krytie z nich.

i) Zmluvné strany sa dohodli, ze tato
PRILOHA B je stéastou tejto zmluvy a
vysvetluje platobna schému suvisiacu s touto
zmluvou. Platby sa budu uhradzat’ v sulade s
ustanoveniami uvedenymi v tejto PRILOHE
B, pri¢om posledné platba sa poukdze potom,
ako si pracovisko skusania splni vSetky svoje
povinnosti podl'a tejto zmluvy a vietkych jej
priloh. Zodpovedny skuSajuci potvrdzuje a
suhlasi, Ze odmena, ktora pracovisko skusania
dostane podla tejto zmluvy, nema vplyv na
jeho tGsudok v suvislosti s poradenstvom a
starostlivostou  poskytovanou  kazdému
subjektu. Zmluvné strany potvrdzuju, Ze nizsie
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Agreement and payments under

this uvedeny prijemca

platieb je riadnym

Agreement will be made only to the following prijemcom platieb podl'a tejto zmluvy a ze

payee:

platby podl'a tejto zmluvy sa budl poukazovat’
len nasledujucemu prijemcovi platieb podla
prilohy B a prilohy E:

PAYEE NAME:

(This should be a business name and must
match the business name used to file for
your tax EIN or other tax ID number)/
MENO A PRIEZVISKO ALEBO
NAZOV PRIJEMCU PLATIEB:
(Uvedte obchodné meno zhodné s tym,
ktoré je uvedené v doklade o darovom

Narodny ustav srdcovych a cievnych
choréb, a.s.

identifikacnom cisle)

TAX ID NUMBER:

name indicated above)/

DIC/IC DPH:

(Dariové identifikacné cislo sa musi
presne zhodovat s vysSie uvedenym

menom a priezviskom alebo nazvom
prijemcu platieb)

(Tax ID must exactly match the payee

DIC:202 2105107
IC DPH: SK 202 210 5107

CONTACT INFORMATION:
KONTAKTNE UDAJE:

mailova adresa)

(Name, phone number, e-mail address)/

(Meno a priezvisko, telefonne éislo, e-

PAYEE ADDRESS:/
ADRESA PRIJEMCU PLATIEB:

Pod Krasnou horkou 1

83348 Bratislava

Slovakia
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BANK ACCOUNT NUMBER:/
CISLO BANKOVEHO UCTU:

IBAN:/ IBAN:

SWIFT CODE:/ SWIFT KOD:

Institution will have thirty (30) days from the Last Subject Out (LSO) date of the
Study to resolve any payment discrepancies, which have arisen during the course of
the Study. /

Zdravotnicke zariadenie méZe namietat® proti akymkoPvek platobnym
nezrovnalostiam, ktoré sa vyskytni v priebehu skiusania, do tridsiatich (30) dni od
datumu ukondenia ski$ania poslednym subjektom.

Zmluva o klinickom sku3ani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skusajicim — vzor zmluvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion —verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného skusajiceho: MUDr. Eva
PI Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 €. protokolu: AC-055-315
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Investigator will have thirty (30) days from the Last Subject Out (LSO) date of the Study to
resolve any payment discrepancies, which have arisen during the course of the Study. /
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Skusajici méZze namietat’ proti akymkoPvek platobnym nezrovnalostiam, ktoré sa vyskytnu
v priebehu skii$ania, do tridsiatich (30) dni od datumu ukonéenia skadania poslednym

subjektom.

EXHIBIT C - Personal Information
concerning Principal Investigator and any
Investigational Staff

PRILOHA C - Osobné tidaje tykajiice sa

zodpovedného skusajiceho a personalu
skiusania

This notice explains the personal information
handling practices of Sponsor with respect to
information about Principal Investigator and
any investigational staff. It explains how
Sponsor collects personal information, and
with whom Sponsor may share it. It also
explains the rights the Principal Investigator
and any investigational staff have with regard
to this personal information. This notice
applies to all personal information, regardless
of whether the information is stored
electronically or in hard copy.

Toto vyhlasenie vysvetluje postupy, ktoré
zadavatel pri  zaobchadzani
s osobnymi udajmi, vo vzt'ahu k informaciam
o zodpovednom skusajucom a ktoromkol'vek
¢lenovi personalu sku$ania. Vysvetluje, ako
zadavatel' zbiera osobné udaje a komu ich
moze poskytovat. Vysvetluje aj prava, ktoré
ma zodpovedny skasajuci a personal skisania
vo vztahu ktymto osobnym udajom. Toto
vyhléasenie sa tyka vSetkych osobnych udajov
bez ohladu na to, ¢i sa tieto idaje uchovavaju
v elektronickej alebo papierovej forme.

pouziva

This privacy notice should be provided by the
Principal Investigator to any investigational
staff.

Toto vyhlasenie o ochrane osobnych udajov
musi zodpovedny sku$ajuci poskytnat’
kazdému ¢lenovi personélu sktsania.

Privacy Notice — Principal Investigator and

Vvhldsenie o ochrane osobnych udajov —

investigational staff

zodpovedny skusajici a personal skusania

Personal Information Collection

Zber osobnych tidajov

Sponsor and agents processing personal
information on behalf of Sponsor, collect and
process personal information about you. This
information may come directly from you, from
the Institution that you are affiliated with for

Zadavatel' a zastupcovia spracivajuci osobné
udaje v mene zadéavatel’a zbieraju a spracuvaji
vase osobné daje. Tieto udaje mozu ziskat’
priamo od vas, od zdravotnickeho zariadenia,
s ktorym  spolupracujete na ucely tohto
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purposes of this clinical research, or from
public or third-party information sources.

klinického vyskumu, z verejnych
informa¢nych zdrojov alebo z informa&nych
zdrojov tretich stran.

The types of personal information that Sponsor
collects depends on the role you have with
Sponsor and/or its affiliates, as well as
applicable laws, but may include the following
categories of information:

Typy osobnych udajov, ktoré zadavatel’ zbiera,
zavisia od ulohy, ktori pre zadavatel'a alebo
jeho pobocky plnite, ako aj od platnych
pravnych predpisov. Mo6zu vSak medzi ne
patrit’ aj nasledujice kategorie informaécii:

. Name; ° meno a priezvisko,

° Contact information (e.g. address, | o kontaktné udaje (napr. adresa,
telephone number, e-mail address); telefonne Eislo, e-mailova adresa),

. Age and/or date of birth; . vek a/alebo datum narodenia,

o Government identification number (if | o Statne identifikaéné ¢islo (ak sa
applicable); pouziva),

o Training and qualifications, including | vzdelanie  akvalifikacia  vratane

information that you have a valid, active
medical or professional license, as applicable,
and is not debarred by a competent health
authority;

informécii otom, ¢i mate platnii a aktivnu
licenciu na vykon lekarskeho povolania alebo
iné odborné osvedcenie (podl'a potreby) a ¢i sa
na vas nevztahuje zakaz c¢innosti vydany
kompetentnym zdravotnickym organom,

. Organizational or institutional | e uvizky v organizaciach a inStiticiach,
affiliations;

° Professional programs and activities in | @ odborné programy a finnosti, na
which you may have participated; ktorych ste sa pripadne zG¢astnili,

o Financial information relating to, | e finan¢né informacie sivisiace najmi

among other matters, compensation and
reimbursement payments for clinical trial

s odmenami a thradami za &innosti v ramci
klinickych skusani,
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activities;

. Engagement or interaction with
Sponsor or its affiliates, or their products and
services;

o pdsobnost’ u zadavatela alebo v jeho
pobockach alebo kontakt s nimi, ich produktmi
a sluzbami,

. Information obtained via surveys and
other direct interactions with you.

ziskané pomocou
ainym priamym kontaktom

° informacie
prieskumov
s vami.

How Sponsor Uses and Discloses Personal
Information

Ako zadavatel’ pouZiva a zverejiiuje osobné
udaje

Personal information about you will be
processed for the following purposes to meet
Sponsor’s and/or its affiliates’ obligations
under applicable laws and regulations, and as
necessary to fulfill the Clinical Trial
Agreement:

Vase osobné tudaje sa budi spracivat na
nasledujiice Gcely, ktoré zaddvatelovi a jeho
pobotkdm slizia na splnenie si povinnosti
podla  platngch  pravnych  predpisov
avpotrebnej miere na plnenie zmluvy
o klinickom skusani:

. To assess if you are suitable for acting
as Principal Investigator or investigational
staff in relation to the clinical trial,;

) na posudenie, ¢i ste vo vztahu ku
klinickému skd3aniu spdosobily konat’ v ulohe
zodpovedného skusajuceho ¢lena
personalu skusania,

alebo

° To provide training, and access to tools
and other resources that may be required for
the execution of the clinical trial;

. na poskytnutie S$kolenia a pristupu
k nastrojom a d’al$im zdrojom, ktoré mozu byt’
potrebné na vykonanie klinického skuSania,

. To manage the clinical trial, including
to monitor and audit clinical trial activities;

. na riadenie klinického skuSania vratane
monitorovania a auditu  ¢innosti
klinického skus$ania,

v ramci

° To prepare and submit regulatory
filings, correspondence, and communications

. na pripravu aodosielanie podani,
kore$pondencie a komunikacie so Statnymi
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to government authorities concerning the
clinical trial;

kontrolnymi uradmi v suvislosti s klinickym
skuSanim,

° To conduct safety reporting and
pharmacovigilance activities relating to the
clinical trial;

. na podavanie bezpe¢nostnych hlaseni
a vykonavanie ¢innosti farmakowvigilancie
v suvislosti s klinickym sku$anim,

. To publish results of the clinical trial as
defined in the Clinical Trial Agreement;

o na publikovanie vysledkov klinického
skusania, ako to definuje zmluva o klinickom
skusani,

° To disclose payments and other
transfers of value to the institution, Principal
Investigator or other investigational staff in
order to comply with transparency reporting
laws, including but not limited to the US
Physician Payments Sunshine Act and
implementing regulations, as well as industry
codes of practice or standards to which
Sponsor and/or Sponsor’s affiliates are subject
or

. na zverejnenie platieb a dalsich
hodnotnych ~ prevodov  zdravotnickemu
zariadeniu, zodpovednému  skaSajicemu

a d’al§im C¢lenom personalu skuSania, ktoré
slizi na splnenie pravnych predpisov
o nahlasovani na Gcely transparentnosti najma
vratane zakona Spojenych $tatov americkych
o transparentnosti platieb lekarom (Physician
Payments Sunshine Act) a jeho vykonavacich
predpisov, ako aj kddexov o spravnej praxi

vtomto sektore alebo noriem, ktorym
zadavatel a jeho pobocky podliehaja,
o As otherwise required under applicable | o na iné ucely pozadované platnymi

law, or necessary to fulfill the Clinical Trial
Agreement.

pravnymi predpismi alebo potrebné na plnenie
zmluvy o klinickom skusani.

Personal information about you will be
processed for the following purposes based on
Sponsor and its affiliates’ legitimate interest
under law:

Na zaklade legitimnych zaujmov podl’a zdkona
budu zadavatel’ a jeho pobocky spracavat’ vase
osobné udaje na nasledujice ucely:

° To consider, from time to time,

. na obcCasné zvazovanie vyberu
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potential sites and investigators for future
clinical trials; and

potencialnych pracovisk skusania
a skusajucich pre budice klinické skusania,

. To conduct surveys, manage internal
studies, improve processes and practices
related to the execution of clinical trials and
other activities related to medical research.

. na vykonavanie prieskumov, riadenie
internych $tudii, zlepSovanie postupov a praxe
v suvislosti s vykonavanim klinickych skuSani
a d’aliich Cinnosti stvisiacich so zdravotnym
vyskumom.

To accomplish the abovementioned purposes,
personal information is made available to:

Na dosiahnutie vy$Sie uvedenych ucelov sa
osobné udaje spristupnia:

. Other affiliates of the Johnson &
Johnson Family of Companies and their
respective agents. A list of the affiliates is

° d’al$im pobockam skupiny spolo€nosti
Johnson & Johnson aich prisluSnym
zastupcom. Zoznam tychto pobociek je

available at | k dispozicii na webovej stranke
http://www.investor.jnj.com/sec.cfm,; http://www.investor.jnj.com/sec.cfm,
° Government Authorities and ethics | e Statnym uradom a etickym komisiam

commiittees in jurisdictions around the world;

v rdznych jurisdikciach na celom svete,

. Agents, such as contract research
organizations or other third-party service
providers, processing Personal Information on
behalf of Sponsor.

° zastupcom, ako su napriklad zmluvné
vyskumné organizicie alebo dal§i externi
poskytovatelia sluzieb, ktori spractuvaji
osobné udaje v mene zadavatela.

Cross Border Transfer

Prenos do zahraniéia

Your personal information may be stored and
processed in any country where Sponsor and
its affiliates have facilities or agents, including
the United States. Some non-European
Economic Area (EEA)

countries  are

Va$e osobné udaje sa moZzu uchovavat
a spracuvat’ v ktorejkol'vek krajine, v ktorej
ma zadavatel’ a jeho pobocky prevadzky alebo
zastupcov,  vratane  Spojenych  Statov

americkych.  Niektoré  krajiny  mimo
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recognized by the European Commission as
providing an adequate level of data protection
according to EEA standards (the full list of
these countries is  available  here:
https://ec.europa.ew/info/law/law-topic/data-
protection/data-transfers-outside-
euw/adequacy-protection-personal-data-non-eu-

Eurépskeho hospodarskeho priestoru (EHP)
Eurdpska komisia uznala ako krajiny
poskytujice primerani Groveii  ochrany
osobnych udajov podla noriem EHP (uplny
zoznam tychto krajin je dostupny na tejto
webovej stranke:
https://ec.europa.eu/info/law/law-topic/data-

countries_en. For transfers from the EEA to
countries not considered adequate by the
European Commission, Sponsor has ensured
that adequate measures are in place, including
by ensuring that the recipient is bound by the
EU Standard Contractual Clauses, or has
certified to the EU-US Privacy Shield, or has
implemented an EU-approved code of conduct
or certification, to protect personal
information. You may obtain a copy of these
measures by contacting our EU Data
Protection Officer in accordance with the
“Contacting Sponsor” section below.

protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-
countries_en. V pripade prenosu idajov z EHP
do krajin, ktoré Eﬁrépska komisia nepovazuje
za krajiny zaruCujice dostatoéni ochranu,
zadavatel zabezpecCil, aby sa zaviedli
primerané opatrenia vratane zaistenia, aby bol
prijemca Udajov viazany S$tandardnymi
zmluvnymi dolozkami EU, ziskal certifikat
$titu na ochranu osobnych tdajov medzi EU
a USA (EU-US Privacy Shield) alebo mal
zavedeny kddex spravania ¢i certifikaciu na
ochranu osobnych udajov schvalen EU. Ak
chcete ziskat’ kdpiu tychto opatreni, obrat'te sa
na naSu kontaktni osobu zodpovedni za
ochranu udajov v ramci EU, ktorej kontaktné
udaje st uvedené nizSie v ¢lanku ,,Kontaktné
udaje zadavatela“.

Data Subject Rights

Prava dotknutych osob

If you would like to review, correct, update,
restrict, or delete personal information that
Sponsor may have in its systems, or if you
would like to request to receive an electronic
copy of your personal information for purposes
of transmitting it to another company (to the
extent these rights are provided to you by

Ak si zelate prezerat, opravit, aktualizovat’,
obmedzit’ spractvanie alebo odstranit’ osobné
udaje, ktoré zadavatel moze uchovavat' vo
svojich systémoch, alebo ak by ste chceli
poziadat o ziskanie elektronickej kdpie
svojich osobnych udajov na Géely ich prenosu
do inej spolocnosti (v rozsahu, v akom vam
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applicable law), you may contact Sponsor as
specified in the “Contacting Sponsor” section.
Sponsor will respond to the request in
accordance with applicable law. Please note,
however, that certain personal information
may be exempt from requests pursuant to
applicable data protection laws, or other laws
and regulations.

tieto prava zarucuju platné pravne predpisy),
mozete kontaktovat zadévatela pomocou
udajov uvedenych nizsie v ¢lanku ,,Kontaktné
udaje zadavatela“. Zaddvatel odpovie na
Ziadost  vsulade splatnymi pravnymi
predpismi. Upozoriujeme vSak, Ze urdité
osobné idaje mozu byt oslobodené od ziadosti
podl'a platnych pravnych predpisov o ochrane
osobnych udajov alebo inych pravnych
predpisov.

Retention Period

Obdobie uchovavania

Sponsor will retain your personal Information
for as long as needed or permitted considering
the purpose(s) for which it was obtained. The
following criteria are used to determine the
proper retention period: (i) the length of time
Sponsor has an ongoing relationship with you;
(1) whether there is a legal obligation to which
Sponsor or its affiliates are subject; and (iii)
whether retention is advisable in light of
Sponsor’s legal position (such as in regard to
applicable statutes of limitations, litigation, or
regulatory investigations).

Zadavatel’ bude vase osobné udaje uchovavat
dovtedy, kym to bude potrebné alebo povolené
v suvislosti s ué¢elom alebo ucéelmi, na ktoré sa
ziskali. Na spravneho obdobia
uchovavania sa pouzivaju nasledujuce kritéria:
(i) obdobie, pocas ktorého zadavatel' s vami
udrziava ur€ity vztah, (ii) ¢i existuje nejaka
zakonna povinnost’, ktorej zadavatel' alebo
jeho pobocky podliehaju, a(iii) ¢ je
uchovavanie vhodné vzhladom na pravne
postavenie zaddvatela (napriklad vo vzt'ahu
k preml¢acim lehotam, sidnym sporom alebo
vy$etrovaniam regula¢nymi uradmi).

uréenie

Contacting Sponsor

Kontaktné udaje zadavatel’a

The Sponsor can be contacted as specified
below:

Zadavatela mozete kontaktovat’
prostrednictvom nasledujicich udajov:

, or per mail to the
following address:

alebo postou na
nasledujucej adrese:
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Actelion Pharmaceuticals Ltd
Gewerbestrasse 16

CH-4123 Allschwil
Switzerland

Actelion Pharmaceuticals Ltd
Gewerbestrasse 16

CH-4123 Allschwil
Svajéiarsko

You may also contact the Data Protection
Officer responsible for the relevant country or

region, if applicable, at
In case of
contacting the Data Protection Officer,

information such as country location, as well
as clinical trial number/name should be
included to allow the request to be managed
appropriately.

V pripade potreby moézete kontaktovat aj
osobu zodpovedni za ochranu osobnych
udajov v prislu$nej krajine alebo oblasti na e-
mailovej adrese | , . Ak
sa obratite na tito zodpovednu osobu, mali by
ste uviest' informdcie, ako je nazov krajiny,
v ktorej sa nachadzate, a tiez ¢islo alebo nazov
klinického sku$ania, aby sa Ziadost mohla
primerane spracovat’.

Lodging and Complaint with a Regulator

Podanie st’aZnosti kontrolnému organu

You may lodge a complaint with a supervisory
authority competent for your country or
region. Contact information can be located
here: http://ec.europa.eu/justice/data-
protection/article-29/structure/data-
protection-authorities/index_en.htm

Staznost moézete podat dozornému uradu
kompetentnému vo vasej krajine alebo oblasti.
Kontaktné udaje mozno najst’ na tejto webove;j
stranke: http://ec.europa.eu/justice/data-
protection/article-29/structure/data-
protection-authorities/index_en.htm

| EXHIBIT D - Coordinating Investigator

e

PRILOHA D — Koordinujuci skuiSajuci

1. Scope of Services:

1. Rozsah sluZieb:

“The Investigator agrees to assume the role of
National Coordinator in Slovak Republic for
the Study and to conduct and coordinate the
Study as a multi-center study in compliance
with the Protocol, GCPs and all applicable
regulations and professional standards. The

Skusajuci suhlasi s prevzatim zodpovednosti
ako Narodny koordinator v Slovenskej
republike abude vykonavat' skiSanie ako
multicentrické, v sulade s Protokolom
a zasadami Spravnej klinickej praxe ako aj
v sulade s platnou legislativou a profesijnymi
Standardami. Skuasajici  pri plneni loh
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Investigator shall use the utmost diligence in
fulfilling her/his role as National Coordinator.
The Investigator agrees specifically to fulfill
the following responsibilities as National
Coordinator:

* agrees to support Actelion and IQVIA in
conducting the Study, particularly in
resolving any issues raised by an ethics
committee or the investigators taking
part in the Study;

o shall support Actelion and IQVIA in
reviewing and revising the patient
information leaflet in

accordance with the ethics
requirements, if any;

» agrees to take part in investigator meetings
related to the Study as previously agreed
with Actelion and IQVIA;

s shall have regular contact with all the other
participating national Coordinators in
the Study

preferably by quarterly telephone conferences.

committee's

If required, the National Coordinator shall
contact the Study sites, in the country
he/she is responsible of, to lend them
support as follows e.g.:

* Give medical advice during the Study.

narodného koordinatora vynaklada maximalne
usilie. Skusajici sa osobitne zavizuje, ze bude
ako narodny koordinator plnit' nasledovné
povinnosti:

e Suhlasi, Ze bude podporovat’ Actelion
alQVIA vo vykonavani skuSania
najmd pri rieSeni otazok pre eticku
komisiu pripadne inych skdsajucich,
ktori sa na sku$ani z(c¢astiiuje

e Bude podporovat Actelion a IQVIA
pri revidovani informéacie pre pacienta
v letaku v sulade s pripadnymi
poZziadavkami etickej komisie

e Suhlasi s G¢astou na investigatorskom
mitingu v suvislosti so skusanim, tak

ako to bude vopred dohodnuté
s Actelion alebo IQVIA

¢ Bude v pravidelnom kontakte
s dal§imi narodnymi koordinatormi
v skiSani, zvdc¢Sa formou Stvrtrocnej
telekonferencie.

V pripade, ak to bude potrebné, narodny
koordinator bude kontaktovat pracoviska
skusania v krajine, za ktoru zodpoveda, aby im
poskytol pomoc napr:
e Poskytne lekarske
sku3ania.

rady pocas

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym sku3ajucim - vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skasajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315

Page 92 of 133

Strana 92z 133

RZA10313_SVK_en_AC-055-315_Slovakia_Template CTA EMEA Slovakian Sponsor Inst PI- ACTELION (NCC)_SR
Comments_13_JULY20_Translated on 30-Jul-2020-1




Exhibit E
to Clinical Trial Agreement between

ACTELION PHARMACEUTICALS LTD
(“Sponsor”) with registered office at
Gewerbestrasse 16, 4123, Allschwil,

Switzerland

Narodny ustav srdcovych a cievnych chorob

a.s.(“Institution”) and

Eva Goncalveshova MD (“Principal
Investigator™)
(hereinafter referred to as the “Agreement”)

1) Petra Krejciova, Ing employee of the
Narodny ustav srdcovych a cievnych chorob
a.s, (“/Study Coordinator/””) will be involved in
the conduct of the Clinical Trial for the above
referenced Protocol.

and

2) Milan Luknar MD employee of the
Narodny ustav srdcovych a cievnych chorob
a.s (“Sub-Investigator/”’) will be involved in
the conduct of the Clinical Trial for the above
referenced Protocol.

And

3) Veronika Simovicova MD employee
of the Narodny ustav srdcovych a cievnych
chorob a.s (“Sub-Investigator/”) will be
involved in the conduct of the Clinical Trial for
the above referenced Protocol.

Priloha E
k zmluve o klinickom skisani uzavretej
medzi

ACTELION PHARMACEUTICALS LTD
(d’alej ,,zadavatel*), so sidlom na adrese
Gewerbestrasse 16, 4123, Allschwil,
Svajéiarsko
Nérodny ustav srdcovych a cievnych chréb,
a.s. (d’alej ,,zdravotnicke zariadenie*) a

MUDr. Eva Goncalveshova (d’alej
,»zodpovedny skusajuci®)
(d’alej uvadzanej ako ,,zmluva“)

1) Ing. Petra Krejliova zamestnanec
(d’alej ,koordinator skuSania/*), Narodného
ustavu srdcovych acievnych chréb, a.s. sa
bude podielat na vykonavani klinického
skusania pre vysSie uvedeny protokol.

a

2) MUDr. Milan Luknar zamestnanec
Nérodného ustavu srdcovych a cievnych
chrob, a.s. (dalej ,,spoluskusajiaci®), sa bude
podielat’ na vykonavani klinického skiasania
pre vysSie uvedeny protokol.

a

3) MUDr. Veronika Simovitova
zamestnanec Narodného ustavu srdcovych
a cievnych chréb, a.s. (dalej
»spoluskusajuci), sa bude podielat na
vykonavani klinického skuSania pre vysSie
uvedeny protokol.
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})' spaiy

4) Ivana Jurigova, employee Of the
Narodny ustav srdcovych a cievnych chorob
a.s (“Study Nurse”) will be involved in the
conduct of the Clinical Trial for the above
referenced Protocol.

Individually referred to as “you” or “Study
Team Member” and collectively referred to as
the “Study Team”.

Participation in the Clinical Trial is subject to
Sponsors prior written approval.

With regard to your participation as Study
Team Member in the performance of the
clinical trial with Protocol number AC-055-
315  (“Protocol”) entitled “A Phase 3,
Prospective,  Multicenter, = Double-blind,
Double-dummy, Randomized, Active-
controlled, Parallel-group, Group-sequential,
Adaptive, Event-driven Study to Compare
Efficacy, Safety, and Tolerability of
Macitentan 75 mg Versus Macitentan 10 mg in
Patients with Pulmonary Arterial
Hypertension, Followed by an Open-label
Treatment Period With Macitentan 75 mg”
(the “Clinical Trial”) and sponsored by
ACTELION PHARMACEUTICALS LTD
(“Sponsor””) with registered office at
Gewerbestrasse 16, 4123,  Allschwil,
Switzerland (the “Sponsor”), you agree with
the terms and conditions of this Exhibit.

You have also been informed of the Protocol
and the terms and conditions of the Clinical
Trial Agreement to which this Exhibit is

~ /
D . opwg
4) Ivana .iurigové, Zzamestnanec
Narodného ustavu srdcovych acievnych
chréb, a.s. (dalej ,,zdravotna sestra skasania®),
sa bude podielat’ na vykondvani klinického
skdsania pre vysSie uvedeny protokol.

Tieto osoby sa d’alej jednotlivo uvadzaju ako
,vy* alebo ,.Clen timu skuSania®“ a spolo¢ne
ako ,,tim skuSania‘®.

Ucast’ na klinickom skuSani je podmienend
predchadzajucim pisomnym suhlasom
zadavatel'ov.

S ohladom na vaSu uast ako ¢lena timu
skusania na vykonavani klinického skusania s
¢islom  protokolu  AC-055-315 (dalej
»protokol) s nazvom ,Prospektivne,
multicentrické, dvojito zaslepené, dvojito
maskované, randomizované, u¢innou lieCbou
kontrolované, adaptivne, udalostami riadené
skusanie 3. fazy v subeznych skupinach a so
skupinovo sekventnym usporiadanim na
porovnanie  G¢innosti,  bezpeCnosti  a
znasanlivosti 75 mg macitentanu oproti 10 mg
macitentanu u pacientov s plicnou artériovou
hypertenziou, po ktorom nasleduje odslepené
lietebné obdobie so 75 mg macitentanu®
(dalej ,klinické  skuSanie*),  ktorého
zadavatelom je spolo¢nost ACTELION
PHARMACEUTICALS LTD (dalej
,zadavatel*), so sidlom na adrese
Gewerbestrasse 16, 4123, Allschwil,
Svajéiarsko, suhlasite s podmienkami tejto
prilohy.

Informovali vés tiez o protokole a
podmienkach zmluvy o klinickom skuSani, ku
ktorej je tato priloha pripojena, priCom sa
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attached and you agree to be bound by such
terms and conditions thereof to the extent that
these obligations relate to Study Team
performance under the Agreement.

You warrant that you may enter into this
Exhibit by yourself and that this Exhibit in no
way conflicts or interferes with your existing
obligations towards the Institution. You also
warrant that concluding this Exhibit (i) does
not breach any internal policies, statutes or
internal regulations at your place of
employment/the Institution, (ii) does not
infringe any applicable laws and regulations or
goes against your obligations in compliance
with the applicable laws in force and effect,
and (iii) does not constitute any conflict of
interests between performance of your
obligations resulting from the Agreement or
this Exhibit and any functions or
responsibilities you may hold, or with any
agreements you may have with third parties.
You also confirm and warrant that you have
obtained all the necessary approvals and made
all necessary notifications to the Institution to
which you are affiliated (including, any
notifications in accordance with any applicable
employment regulations) with respect to your
performance of services for the Clinical Trial
and the fact that you are entering into this
separate  Exhibit. You undertake to
immediately inform Sponsor in case of
changes to any of the above warranties or
representations.

As a member of the Study Team performing
the Clinical Trial, you confirm to be
adequately qualified, competent, experienced,
licensed and credentialed to be able to perform

zavdzujete tieto podmienky dodrzZiavat v
rozsahu, v akom sa tieto povinnosti vztahuji
na konanie timu sku$ania podl'a zmluvy.

Zarucujete, ze tato prilohu mdzete uzatvorit
sami a ze tato priloha nie je v Ziadnom rozpore
s vaSimi existujucimi povinnostami voéi
zdravotnickemu zariadeniu a Ze do tychto
povinnosti ani nijako nezasahuje. Zaroveh
zaruCujete, Ze uzavretie tejto prilohy (i)
neporuSuje Ziadne interné predpisy, pravidla
ani nariadenia v mieste vykonu vasej
prace/zdravotnickom zariadeni, (ii) neporuSuje
Ziadne platné pravne predpisy ani nesposobuje
rozpor s vaSimi povinnostami podla platnych
a ucinnych pravnych predpisov a (iii)
nesposobuje ziadny konflikt zaujmov medzi
plnenim vaSich povinnosti vyplyvajicich zo
zmluvy alebo z tejto prilohy a akymikolvek
funkciami alebo povinnostami, ktoré vam
mézu byt zverené alebo ulozené, ani
akymikol'vek zmluvami, ktoré mate pripadne
uzavreté s tretimi stranami. Dalej potvrdzujete
a zaruCujete, Ze ste ziskali vSetky potrebné
suhlasy a poskytli zdravotnickemu zariadeniu,
v ktorom pésobite, vietky potrebné oznamenia
(vratane vSetkych ozndmeni podla platnych
pracovnych predpisov) v stvislosti s vaSim
poskytovanim sluzieb na ucely klinického
skusania a skutoCnostou, Ze uzatvarate tito
samostatnu  prilohu. V pripade zmeny
ktorejkol'vek z vys$Sie uvedenych zaruk alebo
vyhlaseni sa  zavdzujete  bezodkladne
informovat’ zadavatel’a.

Ako ¢len timu skuSania vykonavajiceho
klinické skuSanie potvrdzujete, Ze ste
dostatotne  kvalifikovana,  kompetentna,
skisena, oprdvnena a poverend osoba na
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the Clinical Trial in full compliance with the
Agreement, the Protocol, all applicable legal
and regulatory requirements as well as with
generally accepted conventions such as the
Declaration of Helsinki and the ICH-GCP
guidelines. You confirm that you will work
under the supervision and direction of the
Principal Investigator and will comply with the
Principal Investigator’s instructions.

Compensation
In consideration for your work performed in

the Clinical Trial, Sponsor shall transfer
payments to you based on completed visits per
study subject enrolled in the Clinical Trial in
accordance with the Budget and Payment
Schedule to Exhibit, and provided that such
visits are confirmed by study subject CRF’s
received from the Principal Investigator.

In relation to the foregoing paragraph, you
acknowledge and agree that payments will be
made based on information provided by the
Principal Investigator, and that the Principal
Investigator shall have full discretion to
allocate study subject visit activity. You
acknowledge and agree the Sponsor shall bear
no responsibility or liability whatsoever for the
correctness of or reliance upon the information
provided by the Principal Investigator. You
also represent and warrant that you shall not
have any claim against Sponsor for any other
compensation or payments other than those
agreed upon under this Exhibit.

You acknowledge and agree that the above-
mentioned compensation provided by Sponsor

vykonavanie klinického skuSania v plnom
silade so zmluvou, protokolom, vSetkymi
platnymi poziadavkami pravnych predpisov a
kontrolnych tradov, ako aj so vSeobecne
uznavanymi konvenciami, ako je napriklad
Helsinska deklaracia a smernice ICH-GCP.
Potvrdzujete, Ze budete pracovat pod
dohladom a  vedenim  zodpovedného
skisajiceho a Zze budete dodrziavat' jeho

pokyny.

Platby podas skuSania

Zadavatel vam bude za pracu vykonanu v
klinickom sksani poukazovat’ platby na
zaklade absolvovanych navstev na jedného
Gcéastnika sk($ania zaradeného do klinického
ski$ania, v sulade s rozpoétom a rozpisom
platieb pripojenym k prilohe, a za
predpokladu, Ze takéto navstevy buda
potvrdené harkom CRF ucastnika skaSania
prevzatym od zodpovedného skuSajuceho.

V stvislosti s vy$Sie uvedenym odsekom
potvrdzujete a suhlasite, Zze platby sa budu
poukazovat’ na zaklade informécii
poskytnutych zodpovednym skuSajucim a Ze
zodpovedny sku$ajuci ma plnd pravomoc
stanovit' Cinnost’ tykajucu sa navStevy
ucastnika skisania. Potvrdzujete a suhlasite, ze
zadavatel' nenesie ziadnu zodpovednost' za
spravnost’ informacii poskytnutych
zodpovednym skdsajiicim ani za spoliehanie sa
na tieto informacie. Rovnako vyhlasujete a
zaruCujete, Ze nebudete od zadéavatela
pozadovat’ Ziadnu ind odmenu ani uhradu
okrem tych, ktoré st dohodnuté podla tejto
prilohy.

Potvrdzujete a suhlasite, Ze vyS$Sie uvedend
odmena, ktori vam poskytuje zadavatel’ podl'a
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to you pursuant to this Exhibit represents the
fair market value for and your work performed
in the Clinical Trial, has been negotiated in an
arms-length transaction, and has not been
determined in a manner that takes into account
the volume or value of any referrals or other
business otherwise generated between Janssen
and Principal Investigator or yourself. Nothing
contained in this Exhibit or in the Agreement
shall be construed in any manner as an
obligation or inducement for you to
recommend that any person or entity purchase
Janssen’s products or those of any entity
affiliated with Sponsor.

You agree and warrant that you shall not
receive any compensation or payment for the
performance of the Clinical Trial from any
source other than Sponsor.

Notifications

You agree to immediately inform Sponsor in
case you would become no longer affiliated
with the Institution or in case any of the
information regarding your payment details
would change. In the event you would fail to
provide Sponsor with such timely notification,
Sponsor will bear no responsibility or liability

whatsoever for incorrect or delayed payments
under this Exhibit.

Any notices given hereunder shall be sent by
first class mail, by fax or personally delivered,
with postage prepaid to the addresses
identified in the Agreement.

tejto prilohy, predstavuje spravodliva trhovu
hodnotu za pracu vykonani v Kklinickom
ska$ani, Ze bola dohodnutd medzi nezavislymi
zmluvnymi  partnermi za  podmienok
obvyklych na trhu a Ze nebola uréena
spdsobom, ktory berie do iivahy objem alebo
hodnotu akychkol'vek odporicani alebo inych
obchodnych transakcii inak vytvorenych
medzi spolo¢nost'ou Janssen a zodpovednym
skuSajucim alebo vasou osobou. Ni¢ z toho, ¢o
je uvedené v tejto prilohe alebo v zmluve, sa v
ziadnom pripade nemad vykladat ako
povinnost’ alebo nabadanie, aby ste akejkol'vek
fyzickej alebo pravnickej osobe odporucali
nakup produktov spolo¢nosti Janssen alebo
produktov akejkol'vek pravnickej osoby, ktora
je dcérskou spolo¢nostou zadavatel’a.

Sthlasite a zaruCujete, ze za vykondavanie
klinického skGSania nedostanete Ziadnu
odmenu ani Ghradu z iné¢ho zdroja, neZ je
zadavatel’.

Oznamenia

Suhlasite, ze v pripade, ak prestanete pdsobit’
v zdravotnickom zariadeni alebo ak sa zmeni
ktordkol'vek informécia tykajica sa vaSich
platobnych udajov, budete o tom bezodkladne
informovat’ zaddvatel'a. Ak zadavatel'ovi v¢as
neposkytnete takéto oznamenie, zadavatel
nenesie ziadnu zodpovednost za nesprivne
alebo oneskorené platby podla tejto prilohy.

Vsetky oznamenia poskytované podla tejto
prilohy sa musia odoslat’ ako listova zasielka
1. triedy, faxom alebo doru¢it osobne s
uhradenym pos$tovnym na adresy uvedené v
zmluve.
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Assignment/Subcontracting

Sponsor shall have the right to assign the
Agreement including this Exhibit to any of its
respective affiliates and in addition, Janssen
may assign the Agreement including this
Exhibit to any third party. In the event of such
an assignment, Sponsor, [as the case may be,]
shall use reasonable efforts to provide prior
written notice to you. You acknowledge and
agree that you may not assign this Exhibit or
any of your services relating to the Clinical
Trial to any other party, nor subcontract any of
these services.

Sponsor further draw[s] your attention on the
following additional requirements pursuant to
the Agreement:

Anti-Corruption Laws

You represent and warrant that you have not
and will not take any action that would result
in a violation of local or international anti-
bribery laws, rules or regulations applicable to
either or both you and Sponsor (collectively
the “Anti-Corruption Laws”).

You shall not, directly or indirectly, make any
payment, or offer or transfer anything of value,
or agree or promise to make any payment or
offer or transfer anything of value, to a
government official or government employee,
to any political party or any candidate for
political office or to any other third party with
the purpose of influencing decisions related to
Sponsor and/or its business in a manner that
would violate Anti-Corruption Laws.

Postiipenie, vyuZitie subdodavatelov
Zadavatel’ ma pravo postipit’ zmluvu vratane
tejto prilohy ktorejkol'vek zo svojich
prislusnych  dcérskych  spoloCnosti a
spolo¢nost’ Janssen mdze okrem toho postapit’
zmluvu vrétane tejto prilohy akejkol'vek tretej
strane. V pripade takéhoto postupenia vynalozi
zadavatel’ [podl'a toho, o ktory pripad pdjde]
primerané usilie na to, aby vam vopred doruéil
pisomné oznamenie. Potvrdzujete a suhlasite,
Ze tato prilohu ani Ziadnu zo sluzieb
suvisiacich s klinickym skdSanim nesmiete
postipit’ inej strane a Ze na Ziadnu z tychto
sluzieb nesmiete ani uzatvorit’
subdodavatel’sk(l zmluvu.

Zadavatel' vas okrem toho upozoriiuje na
nasledujtce d’alie poziadavky podl'a zmluvy:

Protikorupéné pravne predpisy
Vyhlasujete a zarucujete, Ze ste nepodnikli a

nepodniknete  Ziadne  kroky,  ktorych
désledkom by bolo porusenie miestnych alebo
medzinarodnych protikorupénych pravnych
predpisov vztahujucich sa bud’ na vas, alebo
na zadavatel'a, alebo na vas aj na zadavatel'a
(d’alej spolocne ,protikorup&né pravne
predpisy*).

Priamo ani nepriamo nesmiete poskytnat
Ziadnu platbu, poniknut’ ani previest’ Ziadnu
hodnotnii vec a suhlasit’ s poskytnutim ani
prislabit’ poskytnutie akejkol'vek platby alebo
ponuky ¢i prevodu akejkol'vek hodnotnej veci
na S§titneho predstavitela alebo S§tatneho
zamestnanca, politicku stranu alebo kandidata
na politickt funkciu ani na Ziadnu tretiu stranu
s cielom ovplyvnit’ rozhodnutia stvisiace so
zadavatel'om alebo jej podnikanim spésobom,
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You have conducted and will conduct your
businesses in compliance with the Anti-
Corruption Laws and you will have or follow
the necessary procedures to prevent bribery
and corrupt conduct, which includes anti-
corruption training,

You shall maintain effective internal
accounting control, and shall make sure all
aspects of this Clinical Trial are recorded in its
books and records in an accurate, complete and
truthful way and that the documents on which
such books and records are based are in all
major aspects accurate, complete and true.
Y ou shall maintain and provide Sponsor and its
auditors and other representatives with access
to records (financial and otherwise) and
supporting documentation related to the
subject matter of this Exhibit as may be
requested by Sponsor in order to document or

verify compliance with the provisions of this
Exhibit.

If you fail to comply with any of the provisions
of the foregoing paragraphs, such failure shall
be deemed to be a material breach of this
Exhibit and, upon any such failure, Sponsor
shall have the right to terminate with
immediate effect upon written notice without
Sponsor having any financial liability or other
liability of any nature whatsoever resulting
from any such termination.

Debarment
You hereby warrant that (i) you are not
debarred by any competent health authority

ktory by poruSoval protikorupéné€ pravne
predpisy.

Svoje podnikanie musite vykonéavat’ v sulade s
protikorupénymi pravnymi predpismi a musite
mat zavedené alebo musite dodrziavat
potrebné postupy zabrafiujice korupénému
konaniu, ktorych sticastou je protikorupéné
Skolenie.

Musite vykonavat’ G¢inni vndtorna Gc¢tovnh
kontrolu a zabezpecit, aby sa vietky aspekty
tohto klinického skusania zaznamenavali v
uctovnych knihach a zdznamoch presne, uplne
a pravdivo a aby dokumenty, z ktorych tieto
knihy a zaznamy vychadzaju, boli vo vSetkych
dolezitych aspektoch presné, Gplné a pravdivé.
Musite uchovavat’ zdznamy (finanéné a iné) a
sprievodni  dokumentaciu, tykajicu sa
predmetu tejto prilohy, ktord méze zadavatel’
poZadovat, aby zdokumentovala alebo overila
dodrZiavanie ustanoveni tejto prilohy, a
poskytnit’ zadavatelovi a jej auditorom a
d’al$im zastupcom pristup k tymto zaznamom
a dokumentacii.

Ak nedodrzite ktorékol'vek z ustanoveni vyssie
uvedenych odsekov, povazuje sa takéto
nedodrzanie za podstatné poruSenie tejto
prilohy a po kazdom takomto poruseni ma
zadavatel pravo vypovedat’ tato prilohu
pisomnou vypoved'ou s okamzZitou G¢innost'ou

bez toho, aby mal zadavate finanénu
zodpovednost’ alebo zodpovednost’
akejkol'vek inej povahy vyplyvajicu z
takéhoto vypovedania.

Vylidenie
Tymto zarucujete, Ze (i) vas nevylucil ziadny
kompetentny zdravotnicky urad (vratane FDA,
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(including, if applicable, the US FDA), and (ii)
you have not been sentenced for malpractice
related to the conduct of clinical trials.

Privacy & Data Security

You agree that the collection, processing and
disclosure of any of your personal information
in connection with this Exhibit and the Clinical
Trial is and will be in compliance with
applicable data protection laws, including,
where applicable, the EU General Data
Protection Regulation (the “GDPR”) as further
specified in the Agreement.

Disclosure Pursuant to Applicable Laws

ak sa to na sku8anie vzt'ahuje) a (ii) ste neboli
odsudeni za profesijné pochybenie v stvislosti
s vykonavanim klinickych sku$ani.

Ochrana sikromia a osobnych idajov
Sthlasite, Ze zbieranie, spracovavanie a
odovzdavanie akychkol'vek vasich osobnych
udajov v suavislosti s touto prilohou a
klinickym sku$anim je a bude v stlade s
platnymi pravnymi predpismi o ochrane
osobnych udajov vratane (v relevantnych
pripadoch) vieobecného nariadenia o ochrane
osobnych udajov platného v EU (dalej
,GDPR*), ako je dalej $pecifikované v
zmluve.

Zverejiiovanie _podlPa platnych pravnych

You agree to provide all information to
Sponsor necessary to comply with any
disclosure requirements mandated by any
competent health authority (including, if
applicable, the US FDA), relevant trade
association or similar body, or other applicable
national or local laws, including any
information required to be disclosed in
connection with any financial relationship
between yourself and Janssen, its affiliates and
their agents. This disclosure requirement may
require disclosure of information involving
immediate family members.

Miscellaneous

This Exhibit may not be altered, amended or
modified except as provided for by the terms
and conditions of the Agreement.

predpisov
Zavézujete sa poskytnut’ zadavatelovi vietky

informacie potrebné na splnenie akychkol'vek
poziadaviek tykajucich sa zverejiiovania,
nariadenych ktorymkol'vek kompetentnym
zdravotnickym Gradom (vratane FDA, ak sa to
na skasanie vzt'ahuje), prislu§nym profesijnym
zdruZzenim alebo podobnou organiziciou,
alebo inymi platnymi vnutro$tatnymi alebo
miestnymi pravnymi predpismi vratane
vietkych informacii, ktoré sa musia zverejnit’
v stvislosti s akymkol'vek finanénym vzt'ahom
medzi vaSou osobou a spolo¢nost'ou Janssen,
jej dcérskymi spolo¢nost’ami a ich zastupcami.
Tato poziadavka tykajicich sa zverejiiovania

mdze vyZadovat zverejnenie informacii
tykajacich  sa  najblizS§ich  rodinnych
prislusnikov.

Ostatné ustanovenia

Tato priloha sa modze menit, dopliat a
upravovat len v sulade s podmienkami
zmluvy.
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You agree and warrant that you shall further
comply with all other relevant provisions of the
Agreement, including but not limited to those
concerning Ownership of Data,

Sthlasite a zarucujete, Ze budete dod rziavat’ aj
vSetky d’alSie prisluSné ustanovenia zmluvy,
najma tie, ktoré sa tykaju vlastnictv-a udajov,
doévernosti, publikovania a patentov.

Confidentiality, Publication and Patents.
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Petra Krejciova Ing
Study Coordinator

Name:/Meno a priezvisko:
Title:/Funkcia:
Datum:

Signature:/Podpis:

Agreed and ackowledged/Potvrdzuje a sihlasi

Milan Luknar MD
Sub-Investigator

Name:/Meno a priezvisko:
Title:/Funkcia:
Datum:

Signature:/Podpis:

Agreed and ackowledged/Potvrdzuje a sihlasi f

Name:/Meno a priezvisko:
Title:/Funkcia:
Datum:

Sub-Investigator

Signature:/Podpis:

Veronika Simovicova MD
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Agreed and ackowledged/Potvrdzuje a stihlasi

Name:/Meno a priezvisko:  Iveta Jurigova
Title:/Funkcia: Study Nurse
Datum:

Signature:/Podpis:
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Attachment E/ Priloha E

Payments assigned to Study team/ Platbz uréené $tudijnému timu

Payments assigned to Study Coordinator/

Platby, ktoré sa poukaZu koordinatorovi skiidania/
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Study coordinator will have thirty (30) days from the Last Subject Out (ILSO) date of
the Study to resolve any payment discrepancies, which have arisen during the course

of the Study. /
Koordinator skaSania méZe

namietat’

proti akymkol'vek

datumu ukond&enia ski$ania poslednym subjektom.
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zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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platobnym
nezrovnalostiam, ktoré sa vyskytni v priebehu skidsania, do tridsiatich (30) dni od




Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skid$ani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skdsajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skasani medzi zaddvatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skugani medzi zaddvatefom, zdravotnickym
zariadenim a zodpovednym skugajlcim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skidajiceho: MUDr. Eva
Goncalvesova

C. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom sku3ani medzi zadavatelom, zdravotnickym
zariadenim a zodpovednym skusajlcim - vzor zmluvy pre Slovensko
~verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDTr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Name:/Meno a priezvisko:
Title:/Funkcia:
Datum:

Study Coordinator

Signature:/Podpis:

Petra Krejciova Ing

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skasani medzi zaddvatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUOT. Eva
Goncalvesova

¢. protokolu: AC-055-315
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Payments assigned to Sub Investigator/
Platby, ktoré sa poukaZu spoluskiusajucemu

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pi Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skdsani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajliceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Sub investigator will have thirty (30) days from the Last Subject Out (LSO) date of the Study
to resolve any payment discrepancies, which have arisen during the course of the Study. /

Spoluskusajici mdze namietat’ proti akymkolvek platobnym nezrovnalostiam, ktoré sa vyskytnu
v priebehu skisania, do tridsiatich (30) dni od datumu ukon¢enia skisania poslednym subjektom.

Zmluva o klinickom ska3ani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skidajicim — vzor zmluvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion | —verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Pl Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 ¢. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skasani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skuajicim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skidajiceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym ska3ajicim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skdsajiceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného ska3ajaceho: MUDT. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom ski3ani medzi zaddvatelom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
-verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skasani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Goncalvesova

¢. protokolu: AC-055-315
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Agreed and ackowledged/Potvrdzuje a sihlasi

Name:/Meno a priezvisko: ~ Milan Luknar MD
Title:/Funkcia:

Datum:

Signature:/Podpis:

Sub-Investigator, authorized representative Pinastre s.r.o.

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom sku$ani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym sku$ajicim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Goncalvesova

¢. protokolu: AC-055-315
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Payments assigned to Sub-Investigator
Platby uréené spoluskisajiicemu

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skisani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skiiajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Sub investigator will have thirty (30) days from the Last Subject Out (LSO) date of the Study
to resolve any payment discrepancies, which have arisen during the course of the Study. /

Spoluskusajici méZe namietat’ proti akymkol'vek platobnym nezrovnalostiam, ktoré sa vyskytna
v priebehu skusania. do tridsiatich (30) dni od datumu ukonéenia skiiSania poslednym subjektom.

Zmluva o klinickom skd$ani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skusajicim — vzor zmiuvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion —verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Pl Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 €. protokolu: AC-055-315
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Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skuajucim — vzor zmluvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion - verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného skisajuceho: MUDr. Eva
PI Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 €. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skuani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skas$ajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skasani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym sku3ajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDTr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDr. Eva
Goncalvesova

¢. protokolu: AC-055-315
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Agreed and ackowledged/Potvrdzuje a suhlasi

Name:/Meno a priezvisko:  Veronika Simovicova MD

Title:/Funkcia: Sub-Investigator
Datum:

Signature:/Podpis:

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skisani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUDTr. Eva
Goncalvesova

. protokolu: AC-055-315
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Payments assigned to Study Nurse
Platby, ktoré sa poukaZu Sestre v skuisani

Clinical Trial Agreement between Sponsor and institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

P1 Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom sku3ani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym sku3ajicim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skdsajaceho: MUDTr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Study nurse will have thirty (30) days from the Last Subject Out (LSO) date of the Study to
resolve any payment discrepancies, which have arisen during the course of the Study. /
Sestra mdZe namietat’ proti akymkol'vek platobnym nezrovnalostiam, ktoré sa vyskytnd v priebehu
skaSania, do tridsiatich (30) dni od datumu ukonéenia skusania poslednym subjektom.

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom sktisani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajicim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDF. Eva
Goncalvesova

€. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom ska$ani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
- verzia z augusta 2019

Meno a priezvisko zodpovedného skusajaceho: MUDr, Eva
Goncalvesova

. protokolu: AC-055-315
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Zmluva o klinickom skasani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion —verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného skusajuceho: MUDr. Eva
Pl Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 C. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

Pl Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom ska3ani medzi zadavatefom, zdravotnickym
zariadenim a zodpovednym skusajicim - vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajiceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Zmluva o klinickom skusani medzi zadavatefom, zdravotnickym
Clinical Trial Agreement between Sponsor and Institution and zariadenim a zodpovednym skusajucim — vzor zmluvy pre Slovensko
Principal Investigator -Slovakia contract template - Version Actelion - verzia z augusta 2019
version August 2019 Meno a priezvisko zodpovedného ski3ajiceho: MUDr. Eva
Pl Name: Eva Goncalvesova MD Goncalvesova
Protocol #:AC-055-315 €. protokolu: AC-055-315
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Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom ska3ani medzi zaddvatefom, zdravotnickym
zariadenim a zodpovednym sku3ajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skisajuceho: MUDr. Eva
Goncalvesova

€. protokolu: AC-055-315
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Agreed and ackowledged/Potvrdzuje a suhlasi

v padad
Tiow P
Name:/Meno a priezvisko:  #veta Jurigova
Title:/Funkcia: Study Nurse
Datum:
Signature:/Podpis:

Clinical Trial Agreement between Sponsor and Institution and
Principal Investigator -Slovakia contract template - Version Actelion
version August 2019

PI Name: Eva Goncalvesova MD

Protocol #:AC-055-315

Zmluva o klinickom skid3ani medzi zaddvatefom, zdravotnickym
zariadenim a zodpovednym sku3ajucim — vzor zmluvy pre Slovensko
—verzia z augusta 2019

Meno a priezvisko zodpovedného skusajuceho: MUOT. Eva
Goncalvesova

C. protokolu: AC-055-315
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