CLINICAL TRIAL AGREEMENT
finstitution/Principal Investigotor)

This Clinical Trial Agreement {the “Agreement”) is

by and between

ACTELION PHARMACEUTICALS LTD {(“Sponsor”) with

registered office at Gewerbestrasse 16, 4123,
Allschwil, Switzerland
and

Narodny ustav srdcovych a cievnych chorob a.s.
address: Pod Krasnou horkou 1,Bratislava, Slovak
republic
Represented by: Ing. Mongi Msolly, MBA chairman of
executive board and director

Accos. Prof, lvo Gasparovic, MD, MPH

vice chairman of the executive board Account no:

Organisation

number: 35971 126

Listed in Commercial register District Court
Bratislava |, Section: Sa, File no:3774/B {,.Institution”)

and

Prof. Iveta MD, PhD. {“Principal
Investigator”), affiliated with Institution, located at
Working place: Klinika kardiologie a angiologie LF SZU
a NUSCH, a.s. Pod Krasnou horkou 1, 833 48

Bratislava, Slovak Republic

Simkova,

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

ZMLUVA O KLINICKOM SKUSANI
{Zdravotnicke zariadenie/zodpovedny skisajiici)

Tato zmluva o klinickom ski§ani (dalej ,,zmluva“) sa
uzatvara

medzi zmluvnymi stranami

ACTELION PHARMACEUTICALS LTD {dalej
~2adavatel”), so sidlom na adrese Gewerbestrasse 16,
4123, Allschwil, Svajéiarsko

a

Narodny Ustav srdcovych a cievnych choréb a.s.
Pod Krasnou hérkou 1, 833 48 Bratislava, Slovenska
republika

Zatipeny: Ing.Mongi Msolly, MBA — predseda
predstavenstva a generdliny riaditel

MUDr. lvo Gasparovi¢, PhD,, MPH, podpredseda
predstavenstva

Bankové spojenie;: |

I€0: 35971 126

Zapisana v Obchodnom registri okresného stdu
Bratislava I., oddiel: Sa, vi.¢: 3774/B
{dalej ,zdravotnicke zariadenie”)

a

Prof. MUDY. Iveta Simkov3, PhD.

(dalej  ,zodpovedny  skdiajici”), ktory  je
zamestnancom zdravotnickeho zariadenia, s adresou
Pracovisko: Klinika kardioldgie a angiol6gie LF SZU a
NUSCH, a.s. Pod Krasnou hérkou 1, 833 48 Bratislava,
Slovenska republika

a stava sa cinnou od ditumu podpisania poslednou
zmluvnou stranou niZdie (dalej ,datum ucinnosti).
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Clitical Trial: A multicenter, randomized, double-blind,
placebo-controlled, parallel-group, group-sequential,
adaptive, Phase 3 study with open-label extension
period to assess the efficacy and safety of selexipag as
an add-on to standard of care therapy in subjects with
inoperable or persistent/recurrent after surgical and/ot
interventional treatment Chronic Thromboembolic
Pulmonary Hypertension.

EU Legal Representative : Janssen Cilag International NV

Study Product : Selexipag

Protocol : AC-065B302
EUdraCT number : 2018-002823-41
Study Site : Klinika kardiclogie a

angiologie LF SZU a NUSCH, a.s. Pod Krasnou horkou
1, 833 48 Bratislava, Slovak Republic

Klinické skdganie: Mutticentrické,
randomizované, dvojito zaslepené, placebom
kontrolované, adaptivne skasanie 3. fazy v
paralelnych skupindch so skupinovo sekventnym
usperiadanim a odslepenym predizenym obdobim, na
vyhodnotenie U¢innosti a bezpecnosti selexipagu ako
doplnku k $tandardnej lie¢be u subjektov s
chronickou tromboembolickou piticnou hypertenziou
{CTEPH), ktora je neoperovatelna alebo
pretrvavajica/recidivujica po chirurgicke] alebo
intervencnej liecbe.

Prévny zastupca zadavatela v EU : lanssen-Cilag
International NV
Skuzany tiek : Selexipag

: AC-0658302Cislo
EudraCT : 2018-002823-41
Pracovisko skusania : Klinika kardiolégie

a angioldgie LF SZU a NUSCH, a.s. Pod Krasnou
horkou 1, 833 48 Bratislava, Slovenska republika

Protokol

Whereas, Sponsor has requested Institution and its
employees, and Principal Investigator to conduct the
Clinical Trial involving the Study Product according to
the Protocol (including subsequent Protocol
amendments) and Exhibits, which form an integral
part hereof;

Whereas, Institution is equipped and 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

Uvodné vyhlasenia: Zadavatel potiadal zdravotnicke
zariadenie, jeho zamestnancov a zodpovedného
ski3ajiceho o vykonanie klinického skiO3ania so
skusanym lickom podfa protokolu {vratane neskordich
dodatkov protokolu) a priloh, ktoré tvoria
neoddelitelnd sucast tejto zmluvy.

Zdravotnicke zariadenie je dostatofne vybavené a
oprdvnené na vykonanie klinického skd3ania a
suhlasilo s  vykonanim klinického skdsania za
podmienck uvedenych v tejto zmiuve.
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Now, therefore, in consideration of the premises and

the mutual promises and covenants expressed herein,
the parties agree as follows:

1. Performance of the Clinical Trial

1.1 The parties agree that the Protocol, 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.

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 legal and regulatory
requirements, the identified timelines and the terms
and conditions of this Agreement. [nstitution and
Principal investigator may not start the Clinical Trial
without prior approval of the ethics committee,
notifications and further legally required approvals.

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) 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 accommeodate Sponsor’s decision.

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

Po zvaZeni predpokladov a vzajomnych prisfubov a
zavazkov uvedenych v tejto zmluve sa zmluvné strany
dohodli takto:

1. Vykonanie klinického skiZania

1.1 Zmluvné strany sa dohodli, #e protokol
vratane vietkych jeho neskorsich dodatkov (zahrnuty
do tejto zmluvy odkazom na Prilohu A) a prifohy tvoria
neoddelitefnu sacast tejto zmluvy aj v pripade, e nie
st priloZené k tejto zmluve, ale s vietkym zmluvinym
stranam zname.

1.2 Zdravotnicke zariadenie a zodpovedny
skudajlici sa zavdzujl vynalozit maximélne usilie a
vyuzit odborné znalosti na vykonanie klinického
skddania v stlade s protokolom, vietkymi platnymi
poZiadavkami pravnych predpisov a kontrolnych
dradov, definovanymi terminmi a pedmienkami tejto
zmluvy. Zdravotnicke zariadenie a sku%ajici nesmu
zatat klinické skuSanie bez predchadzajiceho
schvdlenia etickej komisie, ozndmeni a daldich
schvaleni pozadovanych pravnymi predpismi.

1.3 V pripade, Ze zodpovedny skasajici ukonéi
pracovny pomer so zdravotnickym  zariadenim,
zdravotnicke zariadenie o tom &o najskér zasle
zadavatelovi pisomné ozndmenie, najneskér viak do
troch (3) dni od takéhoto ukonéenia. Zadavatel ma
pravo schvdlit kaidého nového zodpovedného
skusajiceho vymenovaného zdravotnickym
zariadenim. Od nového zadpaovednéha skiajticeho sa
ma poZadovat, aby sa zaviazal dodrfiavat podmienky
tejto zmluvy. V pripade, Ze zadavatel takéhota nového
zodpovedného skusajticeho neschvali, méZe zadavatel
tito zmluvu vypovedat v sulade s &ankom 2.2 a
zdravotnicke zariadenie podnikne vietky potrebné
kroky, aby rozhodnutiu zadavatela vyhovelo.

1.4 Zdravotnicke zariadenie a  zodpovedny
skudajlici mbZu poverit ako spoluskigajicich alebo
persondl skuSania také daldie osoby a personal, aké
budi povaZovat za potrebné, aby im pomohli pri
vykonavani klinického skasania. V3etci spoluskasajici a
personal skiisania musia byt dostatoéne kvalifikovani,
véas vymenovani a musi sa viest ich priebeine
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maintained. Principal Investigator shall be responsible
for leading such team of co-investigators and
investigational staff, wha 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 undertakes
in particular to have it executed by competent
persons. [n 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.

Institution and Principal Investigator shall
ensure that designated staff attend all trainings
conducted by Sponsaor 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.

In case of Blinding the Clinical Trial; 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 emergency occur
requiring the Principal investigator to break the code
for a specific subject, the Principal Investigator agrees
to notify Sponsor immediately.

1.5 For the performance of the Clinical Trial,
Sponsoar shall provide the Study Product, all Clinical
Trial related documents (such as case report forms).
Meither Institution nor Principal Investigator shall
make any use of Study Product and Clinical Trial
related documents, materials and equipment other

aktualizovany  zoznam.  Zodpovedny  skusajtci
zodpoveda za vedenie takéhoto timu spoluskds3ajlicich
a personalu ski3ania, ktory musi byt vo vietkych
ohladoch pisomne zaviazany dodrZiavanim rovnakych
podmienok, ako zodpovedny skdSajuci podfa tejto
zmluvy. Zdravotnicke zariadenie a zodpovedny
skiajlci zodpovedaju za sluiby vykonané svojim
persondlom a zavazujli sa najma, Ze ftieto sluZby
wykonaji  kvalifikované osoby. V pripade, Ze
zdravotnicke zariadenie alebo zodpovedny skusajuci
vyuziva na vykonanie klinického skid3ania podfa tejto
zmiuvy sluzby inych osob, st zdravotnicke zariadenie a
zodpovedny skdajici povinni zabezpetit, aby vietky
takéto osoby mali ndleZité opravnenia, osveddili sa a
dodriiavali podmienky tejto zmiuvy. Zdravotnicke
zariadenie a zodpovedny skidajuci zodpovedaju za
akékolvek porusenie tejio zmluvy takymito osobami.
Zdravotnicke  zariadenie a  zodpovedny
skUSajuci zabezpelia, aby sa povereny personal
zUcastnil na v3etkych 3koleniach organizovanych
zadivatelom alebo jeho zastupcom tykajlcich sa
riadneho  plnenia  protokolu, bezpetnosti a
nahlasovacich povinnosti a vietkych daldich platnych
usmernen{ ddlezitych pre skusanie a plnenie protokolu.

V pripade zaslepenia klinického skiSania;
PouZivanie randomizatnych kddov: Zodpovedny
ski3ajuci vykonavajlcl zaslepené skiiZanie sa zavazuje
zachovat zaslepenie skifaného lieku. Zodpovedny
skasajici berie na vedomie, Ze randomizaéné kédy sa
zverejnia aZ po dokonceni klinického skdsania a
skompletizovani databdzy zadavatelom. V pripade
multicentrickych skisani sa klinické ski3anie povaZuje
za dokonfené aZ po ziskani Gdajov zo vietkych
pracovisk skuSania. V pripade naliehavej zdravotnej
situacie, ktora by od zodpovedného skh3ajiceho
vyZadovala odslepenie kodu pre niektory subjekt, sa
zodpovedny skl3ajuci zavazuje bezodkladne o tom
informovat zadavatela.

15 Zadavatel poskytne na vykonavanie klinického
skisania skusany liek, vietky dokumenty suvisiace s
klinickym ska3anim (napriklad pacientske zaznamové
harky) Zdravotnicke zariadenie ani zodpovedny
skuSajuci nesmi pouZit skasany liek a dokumenty,
materialy a vybavenie sivisiace s klinickym ski$anim
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than for the performance of the Clinical Trial in strict
accordance with the Protocol and this Agreement.

Equipment. Sponser or a third-party vendor (the
“Third Party Vendor”), as the case may be, owns and
shall retain all right, title and interest in and to any
equipment, materials, or devices supplied to or
purchased by Sponsor or the Third-Party Vendor for
Institution and/or Investigator to use in the conduct of
the Study (the “Equipment"). Institution and
Investigator shall not use the Equipment for any
purposes except for the performance of the Study as
set forth in the Protocol and shall restrict access to and
use of the Equipment to those members of the Study
Personnel for whom such access and use is required to
conduct the Study. Institution or Investigator shall
return the Equipment to Spdnsor, the Third-Party
Vendor or their designee, in working order with
normal wear and tear excepted, within twenty {20)
days upon the earlier of the termination of the
Agreement or completion of the Study, at Sponsor's
reasonable expense. Institution or Investigator will
compensate to Actelion based on replacement value
for negligent loss of, or damage to Equipment.

1.6 Additional Research: Institution and Principal
Investigator shall not conduct any research nor
facilitate third parties to conduct any research not
required by the Protocol on {i) Trial Subjects during the
Clinical Trial (including any additional research
technique, procedure, questionnaire, or observation},
or (ii) biological samples collected from Trial Subjects
during the Clinical Trial, or (iii) the data derived from
the Clinical Trial, each of (i), {ii), 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 Institution and Principal Investigator.
Institution and Principal Investigator shall conduct all
Additional Research in compliance with all applicable

akymkolvek inym spGsobom, nei na vykonavanie
tohto klinického ski3ania prisne v stilade s protokolom
a toute zmluvou,

Vybavenie. Zadavatel alebo externy dodavatel {dalej
~externy dodavatel”), podla toho, o ktory pripad
pdjde, vlastni a ponechdva si vietky prava, naroky a
podiely na vSetko vybavenie, materidly aleho
zariadenia dodané ¢i zakipené zadivatelom alebo
externym dodavatelom pre zdravotnicke zariadenje
alebo skasajiceho na poufivanie pri vykonavani
skisania (dalej ,vybavenie”). Zdravotnicke zariadenie
ani skisajuci nebudd pouzivat vybavenie na fiadne iné
ucely, neZ je vykonavanie skGSania, ako sa uvadza v
protokole, a obmedzia pristup k vybaveniu a jeho
pouZivanie na tych &lenov persondlu skdSania, u
ktorych sa takyto pristup a pouivanie vyZaduje na
vykondvanie skidSania. Zdravotnicke zariadenie a
skidajici vrétia vybavenie zadavatelovi, externému
dodavateflovi alebo ich zastupcovi v prevadzkovom
stave, s vynimkou beiného opotrebovania, do
dvadsiatich {20) dni od vypovedania tejto zmluvy aleho
dokoncenia skasania (podla toho, ¢o nastane skbr), na
primerané  naklady  zaddvatefa.  Zdravotnicke
zariadenie a skdsajici odskodnia spolognost Actelion
za nedbanlivd stratu alebo poskodenie vybavenia na
zéklade nahradnej hodnoty.

1.6 Dodatocny vyskum: Bez predchadzajiceho
pisomného sihlasu zaddvatefa ku kaidému z
nasledujucich bodov (i), (ii) a {iii) nesmie zdravotnicke
zariadenie a zodpovedny sk(fajici vykonavat ani
umoznit tretim stranam vykonavat akykolvek wyskum,
ktory nie je poZadovany protokolom na: (i) subjektoch
skugania potas klinického skugania (vratane akejkolvek
dalSej vyskumnej metddy, postupu, dotaznika alebo
sledovania} alebo (i) na biclogickych vzorkach
odobratych subjektom skiZania poéas klinického
sktsania, alebo (iii) na Gdajoch odvodenych z klinického
skusania, Vyskum opisany v prechddzajlicej vete sa
dalej oznacuje ako ,dodatoény wvyskum”. V kasdom
pripade, v ktorom zadavate! takyto sdhlas udeli, bude
sa schvdleny dodatoény wyskum povaiovat bud za
dodatok pévodného protokolu, alebo bude predmetom
dalsej pisomnej zmluvy medzi zadavatelom,
zdravotnickym zariadenim a zodpovednym skdSajicim.
Zdravotnicke zariadenie a zodpovedny skusajuci
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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 resultsinan
invention, Institution and Principal Investigator (as
applicable) hereby grant to Sponsor 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 Additianal Research.
This Section shall survive termination or expiration of
this Agreement.

2. Term and Termination

2.1 The term of this Agreement shall begin on the
Effective Date and continue until the Clinical Trial has
been completed to the reasonable satisfaction of the
Sponsor. The parties estimate that the Clinical Trial will
end on (i) 31% of December 2024 or (i) six (6} months
following final database lock, wunless sooner
terminated in accordance with the terms hereof. The
parties agree that the term may be amended by
mutual agreement.

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

(i) breach of contract, including failure to comply
with the Protocol and applicable laws and regulations
(ii) receipt of safety information that makes it
prudent to do so or

{iii) if no subjects have been recruited at the Study
Site within [three (3)] months following the trial
initiation at the site.

vykonaju kaZzdy dodatoény vyskum v stlade so vietkymi
platnymi pravnymi predpismi, vratane poziadaviek na
ziskanie prislusného sdhlasu  etickej komisie a
informovaného suhlasu subjekiu. Bez obmedzenia
akychkolvek  daldich  opravnych  prostriedkov
dastupnych zadavatelovi podla zakona, ak zdravotnicke
zariadenie alebo zodpovedny skudfajuci  vykond
dodatoény vyskum v rozpore s tymto ciankom a
vysledkom takéhoto dodatoéného vyskumu bude
nejaky vynalez, zdravotnicke zariadenie a zodpovedny
skiZajuci (podia toho, o kiory pripad poéjde} tymto
zadavatelovi udeluje neodvolatelnd, celosvetovy, pine
uhradend, bezplatni, wluénd licenciu s pravom
udelfovat sublicencie na pravo vytvorit, nechat vytvorit,
pouiivat, nechaf pouzivat, predavat, nechat predavat a
dovaiat kaidy takyto vyndlez, ktory vznikne z takéhoto
dodatoéného vyskumu. Platnost tohto danku pretrva aj
po vypovedani alebo vypriani tejto zmluvy.

2. Obdobie platnosti a vypovedanie

2.1 Obdobie platnosti tejto zmluvy zacina eod
datumu Ofinnosti a pokratuje aZ do dokonéenia
kliinického skaSania k primerane] spokojnosti
zadévatela. Zmluvné strany odhaduju, Ze klinické
skUZariie sa skonéi {i) 31. Decembra 2024 aleboa (i) po
giestich (6) mesiacoch od koneéného uzamknutia
databdzy, pokial sa neukonéi skér v sulade s
podmienkami tejto zmluvy. Zmluvné strany suhlasia,
se obdobie platnosti tejto zmluvy sa médze upravit
vzajomnou dohodou.

2.2 Tdto zmluvu moZe ktorakofvek zmluvna strana
kedykolvek vypovedat vyluine na zaklade viastného
uvaZenia zaslanim pisomnej wvypovede druhej
zmluvnej strane s vwpovednou lehotou v dizke patnést
{15) dni. Medzi dévody ukonéenia klinického skigania
madZu patrif najma nasledujice:

(i) porufenie zmluvy vratane nedodrzania
protokolu a platnych pravnych predpisov,

(i} ziskanie bezpegnostnych informacii, ktoré
takyto postup oddévodniuju,

(iii} ak sa na pracovisku skiidania do {troch {3)]

mesiacov od zafatia ski$ania na pracovisku nezaradili

ziadne subjekty.
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Notwithstanding the above, Sponsor rmay
immediately termiinate, 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 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 and/or
its representative pursuant to this Agreement shall be
equitably prorated for actual work performed to the
date of termination, with any unexpended funds
previously paid by Sponsor and/or its representative
to Institution or Principal Investigator being refunded
to Sponsor and/or its representative, as applicable,

23 Institution and Principal Investigator shall
immediately deliver to Sponsor or its designee all data
generated as a resuit of the Clinical Trial as well as all
clinical specimen collected and shall return to Sponsor
or destroy upon instructions of the Spansor, all unused
Study Product, all documents, materials and
equipment provided by Sponsor and all Sponsor
Confidential Information, as defined in Section 7.2
below or in accordance with Exhibit C, at the earlier of
the conclusion of the Clinical Trial or termination of
this Agreement. 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 requested by applicable laws
and regulations.

3. Ethics Committee {EC) — Informed Consent —
Authorizations

31 In accordance with the laws and regulations
applicable at the Study Site, [nstitution and Principal
Investigator shall be responsible for obtaining

Bez ohladu na vy3sie uvedené méze zadavatel
vyluéne podlfa vilastného uvdienia ukondit klinické
skisanie s okamZitou Géinnostou, ak je takéto okam3ité
ukoncenie potrebné s ohfadom na obavy o bezpecnost
pacientov alebo po ziskani ddajov naznacuijlcich
nedostatondl  dinnost. Po prevzati vypovede sa
zdravotnicke zariadenie a zodpovedny  skdsajuci
zavazuja urychlene ukonéit wykonavanie klinického
skidania v rozsahu, ktory bude z klinického hladiska
pripustny, pre ktordkolvek osobu zU&astriujicu sa na
klinickom sku3ani (dalej ,,subjekt skusania”). v pripade
vypovedania zmluvy podla tohto Elanku z inych
dovodov, neZ nisledkom podstatného porugenia tejto
zmluvy 2dravotnickym zariadenim alebo zodpovednym
skusajucim, sa celkové sumy splatné zad3vatelom alebo
ieho zastupcom podia tejto zmluvy uhradia pomernym
spdsobom za pracu skutone vykonani do ditumu
vypovedania, priom vietky nevynaloiené finanéné
prostriedky predtym vyplatené zadavatelom alebo jeho
zastupcom  zdravotnickemu  zariadeniu  alebo
zodpovednému  skG$ajicemu sa  maji  vratit
zadavatelovi alebo jeho zastupcovi (podra toho, o ktory
pripad pdjde).

2.3 Bud'pri ukonéeni klinického skd3ania, alebo pri
vypovedani tejto zmluvy (podla toho, o nastane skdr)
sU zdravotnicke zariadenie a zodpavedny skuiajici
povinni ihned dorucit zadavatelovi alebo jeho
zastupcovi vietky (daje vytvorené v ddsledku
vykandvania klinického skdsania, ako aj vietky
odobraté klinické vzorky, a vratit zadavatelovi alebo
podlfa jeho pokynov zlikvidovat vietok nepoufity
skuzany liek, vietky dokumenty, materily a vybavenie
poskytnuté zadavatelom a vietky déverné informacie
zadavatela, definované v &lanku 7.2 niZdie alebo podla
Prilohy C. Toto ustanovenie sa nevztahuje na
dokumenty, ktoré si ma ponechat a uchovivat
zodpovedny skddajuci na pracovisku skiania, podra
ich definicie v protokole a podla poziadaviek platnych
pravnych predpisov.

3. Schvalenie etickou komisiou (EK),

informavany sihlas, povolenia

31 V sulade s pravnymi predpismi platnymi pre
pracovisko skd3ania su zdravotnicke zariadenie a
zodpovedny skdajici povinni ziskat od prisluine;
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approval of the Protoco! 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
imptemented 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,

3.2 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.

3.3.  Sponsorshall be responsible for the fulfiliment
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.

4, Reporting of Data and Adverse Events

4.1 Principal Investigator and Institution 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.

etickej komisie pred zafatim klinického ska3ania
schvalenie protokolu a jeho dodatkov, informovaného
sthlasu, postupov naboru subjektov do klinického
skiidania {napr. oznameni alebo finantnej odmeny, ak
sa vztahuje) a akychkolvek daldich déleiitych
dokurnentov stvisiacich s klinickym skusanim. V
pripade, 7e EK bude poZadovat zmeny v protokole,
informovanom stihlase alebo postupoch néaboru
subjektov do klinického skiSania, takéto zmeny sa
nemdZu zapracovat, kym o nich nebude informovany
zadavatel a kym ich pisomne neschvéli. Protokol,
informovany sthlas ani Ziadna inzercia sa nesmie
upravovat bez predchadzajuceho pisomného sihlasu
zaddvatela a EK.

3.2 Zdravatnicke  zariadenie a  zodpovedny
skigajiici su tie? povinni primerane informovat subjekt
sklgania a ziskat informovany sahlas podpisany kazdym
subjektom skisania alebo v jeho zastipeni, pricom
takyto informovany suhlas musi schvalit zadavatel a EK
pred zatiatkom Géasti subjektu na skdSani. Informovany
sihlas musi zahffiat pravo zadavatela, jeho zastupcov a
prisluinych Statnych organov kontrolovat
nespracované Odaje klinického skusania, vratane
origindlnych zdznamov subjektov, v ramci vietkych
menitorovacich a auditorskych éinnosti potrebnych na
zabezpedenie kontroly kvality a dodrziavania pratokolu,
aka aj vietkych poZiadaviek pravnych predpisov a
kontrolnych Uradov.

3.3 Zadavatel zodpoveda za splnenie vsetkych
daliich formalit tykajlcich sa povoleni na vykonadvanie
klinického skGEania (napr. za podanie Ziadosti o
povolenie klinického skdsania), ake aj na vyrobu,
dodavku alebo dovoz skdGSaného lieku, a za ziskanie
pisomného povolenia od kompetentnych
zdravotnickych Gradov pred zadatim klinického
skiZania, ak sa poZaduje.

4, Hldsenie Gdajov a neZiaducich udalosti

4.1 Zodpovedny  skuBajuci  a  zdravotnicke
zariadenie sa zavizujld pravidelne a vias poskytovat
zadavatelovi vietky vysledky klinického skusania a
daldie udaje poiadované protokolom na riadne
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4.2 {("EDC"): Institution/Principal Investigator will
submit Clinical Trial data using the electranic system
provided by the Sponsor. Institution/Principal
Investigator shall prevent unauthorized access to the
data by maintaining physical security of the com puters
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 completaness of the data entered.

Principal Investigator/Institution 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.
Principal Investigator/Institution also agree to provide
appropriate responses to queries received within five
(5) working days of receipt, unless otherwise specified
in the Protocol.

In the event Principal Investigator/institution
do not enter Data into the eCRF or respand to queries
in the timeframe set forth for each above, Sponsor
may, inits 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.

pisomne alebo elektronicky vyplnenych pacientskych
zaznamovych harkoch.

4.2 Systém elektronického zachytivania ddajov
(dalej ,LEDC“): Zdravotnicke zariadenie alebo
zodpovedny skusajuci budii udaje klinického skdgania
odosielat pomocou elektronického systému
poskytnutého zadavatelom. Zdravotnicke zariadenje
alebo zodpovedny skuSajici si povinni  zabranit
neopravnenému pristupu k Gdajom zachovavanim
fyzickej bezpecnosti poéitacov a zabezpedenim, aby
persondl skusania zachovaval svoje pristupové hesla v
tajnosti. Zdravotnicke zariadenie alebo zodpovedny
skd3ajuci su tie? povinni dodrziavat pokyny zadavatela na
zadavanie udajov do systému, medzi ktoré patri aj
poZiadavka, aby si Clenovia personalu skdgania
pouZivajici tento systém boli vedomi, Ze ich elektronické
podpisy sU pravne zavaznym ekvivalentom ich
vlastnorugnych podpisov a Ze niri osvedEujl spravnost a
uplnost zadanych iidajov.

Zodpovedny skdsajlci alebo zdravotnicke zariadenie
sa zavazuju zbierat vietky Udaje klinického skagania {v
elektronickej alebo papierove] forme) do zdrojovej
dokumentécie pred ich zadanim do elektronického
pacientskeho zadznamového harka (dalej ~2CRFY).
Harok eCRF sa ma vyplnit najneskdr do piatich (5)
pracovhych dni od dokonéenia postupov navstevy
alebo dostupnosti vysledkov vysetreni, pokial protokol
neuvddza inak. Zodpovedny skigajuci  alebo
zdravotnicke zariadenie sa tie? zavazuja poskytnuyt
primerané odpovede na prijaté otazky do piatich (5)
pracovnych dni od ich prijatia, pokial protokol
neuvadza inak.

V pripade Ze zodpovedny skuiajuci alebo
zdravotnicke zariadenie nebudi zadavat ndaje do
harka eCRF alebo odpovedat na otazky v prislusnych
lehotach uvedenych vyiSie, moze zaddvatel vluéne
podfa vlastného uvaienia ihned podniknut napravné
opatrenia. Medzi tieto opatrenia mdZe patrit najma
docasne pozastavenie wvstupnych vyietreni alebo
zaradovania, daliie monitorovacie navitevy, zvdienie
auditu pracoviska skd3ania a mozné ukonéenie Giasti
pracoviska na klinickom skugani.
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43 Principal Investigator and Institution also
agree to report to Sponsor immediately but not |ater
than twenty-four {24) hours after learning of any
serious adverse events-and other important medical
events, as identified in the Protoce!, affecting any Trial
Subject in the Clinical Trial. Principal Investigator and
Institution further agree to follow up such report with
detailed, written reports in compliance with all
applicable legal and regulatory requirements.

4.4 Timely, accurate and complete data submission
and guery responses are necessary to ensure payment
in accordance with the Payment Schedule, Exhibit B of
this Agreement.

5. Monitoring_ of Clinical Trial — Audit —

Inspections

51 Meonitoring — Audit

During and after the term of this Agreement,
Institution and Principal Investigator agree to permit
representatives af Sponsor andfor the competent
heaith authorities {including, if applicable, the US FDA)
to examine at any reasonable time during normal

business hours

(i) the facilities where the Clinical Trial is being
conducted,
{ii) raw Clinical Trial data including original Trial

Subject records, if allowed under the terms of the
informed consent form and the applicable laws, and

(iii) any other relevant information necessary to
confirm that the Clinical Trial is being conducted in
conformance with the Pratocol and in compliance with
applicable legal and regulatory requirements,
including privacy and security laws and regulations.

52 Inspections
Institution and Principal Investigator shall
immediately notify Sponsor if a competent health

authority schedules or, without scheduling, begins an

4.3 Zodpovedny  skl3ajuci a  zdravotnicke
zariadenie sa tieZ zavizuju okamZite, najneskér viak
do dvadsiatichétyroch (24) hodin od zistenia, hldsit
zadavatelovi vietky zdvainé neiiaduce udalosti a
daliie dale?ité zdravotné udslosti definované v
protokole, ktoré postihnd  ktorykofvek subjekt
skagania v klinickom skaSani. Zodpovedny skusajici a
zdravotnicke zariadenie sa dalej zavazuji nasledne
doplnit takéto hlasenie podrobnymi pisomnymi
spravami v stlade so vietkymi poZiadavkami pravnych
predpisov a kontrolnych dradov.

4.4 Véasné, presné a kompletné zasielanie tdajov
a odpovedi na otazky je podmienkou na Ghradu
platieb podla rozpisu platieb uvedeného v Prilohe B
tejto zmluvy.

5. Maonitorovanie klinického skisania, audit,
inspekcie

51 Monitorovanie, audit

V priebehu obdobia platnosti tejto zmluvy a po
jeho uplynuti sa zdravotnicke zariadenie a zodpovedny
skd3ajuci zavazuju umoinit zastupcom zadévatela alebo
kompetentnych zdravotnickych Uradov {vratane Uradu
pre potraviny a lieky Spojenych Statov americkych [FDA],
ak sa to na skiidanie vztahuje), aby mohli kedykolvek v
primerancm  Case podas beinej pracovne] doby
skontrolovat:

() priestory, v ktorych sa vykonava klinické
skusanie,

(i) nespracované Udaje klinického skdsania,
vratane origindlnych zaznamov subjektov skigania, ak
je to povolené podfa podmienok informovaneho
sthlasu a platnych pravnych predpisov,

(iii) vietky daldie doleZité informacie potrebné na
potvrdenie, Ze sa klinické skid3anie vykonava v zhode s
protokclom a v stilade s platnymi poZiadavkami
pravinych predpisov a kontrolnych Uradov vrétane
pravinych predpisov o ochrane osobnych Udajov a
sukromia.

5.2 Inspekcie

Zdravotnicke zariadenie a  zodpovedny
skugajici bud( zaddvatela okamiite informovat, ak
nejaky kompeteniny zdravotnicky urad oznami
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inspection and shall promptly, upon issuance, provide
Sponsor a copy of any health authority’s
correspondence resulting from any such inspection.

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 health authority generated as a result of
such health authority’s inspection prior ta submission
by Institution or Principal Investigator.

5.4 The provisions of paragraphs 5.1, 5.2 and 5.3
shall survive the termination or expiration of this
Agresment,

6. Compliance with Applicable Laws

6.1 The parties agree te conduct the 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.

6.2 No party shall perform any actions that are
prohibited by local and other anti-corruption laws
(collectively “Anti-Corruption Laws”) that may be
applicable to one or more parties to the Agreement.
Without limiting the foregoing, no party shall make
any payments, or offer or transfer anything of value,
to any government official or government employee,
to any political party official or candidate for political
office or to any other third party related to the
transaction in a manner that would violate Anti-
Corruption Laws,

planovani indpekciu alebo bez ozndmenia zaéne
nepladnovanu indpekeiu, a bezodkladne po vyhotoveni

poskytnu zadavatelovi kdpie akejkolvek
koreipondencie 50 zdravotnickym uradom,
vyplyvajlcej z takejto inipekcie.

53 Zdravotnicke zariadenie 3 zodpovedny

skudajuci sa zavazujii podniknit vietky primerané
opatrenia poZadované zadivatelom na napravu
nedostatkov zistenych pofas auditu alebo inSpekcie.
Zadavatel alebo jeho zdstupcovia majd tieZ pravo
posudit a schvalit vietku kore$pondenciu s
kompetentnym zdravotnickym Gradom, vytvoreny v
dosledku  takejto  in3pekcie  kompetentného
zdravotnickeho tradu predtym, ako ju zdravotnicke
zariadenie alebo zodpovedny skusajici odoéle.

5.4 Platnost ustanoveni &dnkov 5.1,5.2 35.3
pretrva aj po vypovedani alebo vypriani tejto zmluvy.

6. Salad s platnymi pravnymi predpismi

6.1 Zmluvné strany sa zavazujd vykonavat klinické
skusanie a uchovévat zaznamy a tdaje potas obdabia
platnosti tejta zmluvy a po jeho upiynuti v sdlade so
vietkymi platnymi poziadavkami pravnych predpisova
kontroinych Gradov, ako aj so vieohecne uznavanymi
konvenciami, ako je napriklad Helsinska deklardcia a
smernice Medzinarodného vyboru pre harmonizaciu o
spravnej klinickej praxi {ICH GCP).

6.2 Ziadna zo zmiuvnych stran nepodnikne ¥iadne
kroky zakazané podla miestnych a inych
protikorup&nych pravnych predpisov {dalej spoloéne
~protikorupéné pravne predpisy”), ktoré by sa mohli
vztahovat na jednu alebo viacero zmluvnych stran
tejto zmiuvy. Bez obmedzenia platnosti
predchddzajiceho  Fiadna zo zmluvnych stran
neposkytne Ziadne platby a nepondkne ani neprevedie
Ziadnu  hodnotnd vec na Fadneho Etitneho
predstavitefa  alebo  3tatneho  zamestnanca,
predstavitela politickej strany alebo kandidata na
politick  funkciu, ani na ZFiadnu tretiu stranu
zucastnend na danej transakcii sposobom, ktory by
porusoval protikorupéné pravne predpisy.
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6.3 Privacy & Data Security

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 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 apprepriate
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.

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.

65.3.3 Institution and  Principal Investigator
represents, warrants and covenants that Perscnal
Informiation 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 any harm
resulting from any such disclosure of Data. In such an
event, Institution and Principal Investigator will deliver

6.3 Ochrana stGkromia a bezpenost idajov

6.3.1 Kaida zo zmluvnych stran potvrdzuje, Ze jej
zber, spracovavanie a spristupfiovanie akychkolvek
Udajov vztahujicich sa k identifikovanej alebo
identifikovatelnej fyzicke] osobe (dalej ,osobné
ldaje”) v stvislosti s touto zmluvou je a bude v sulade
s platnymi pravnymi predpismi, vratane vieobecného
nariadenia o ochrane osobnych Gdajov platného v EU
{(dalej ,GDPR"), a Ze ziskala vsetky préva a suhlasy
potrebné na zber, spracovavanie a spristupfiovanie
osobnych Gdajov. Pri zbere a spracovavani osobnych
udajov sa zmluvné strany zavazuji podniknuit
primerané opatrenia na ochranu tychto osobnych
Gdajov, zachovavat dovernost zdravetnych a
klinickych Gdajov tykajicich sa subjektov skusania,
riadne informovat dotknuté oschy o© zhere a
spracovavani ich osobnych Udajov, poskytnat
dotknutym osobim primerany pristup k ich osobnym
tdajom, venovat pozornost dal$im  prdvam
dotknutych o0sdb podla platnych pravnych predpisov a
zabranit v pristupe neopravnenym osobam.

6.3.2 Zdravotnicke zariadenie a zadpovedny
skigajci zavedd primerané technické a organizatné
opatrenia, aby zabezpetili takd Groven bezpecnost
osobnych udajov spracovavanych v sivislosti s touto
zmluvou, akd je primerana danému riziku.

6.3.3 Zdravotnicke zariadenie a zodpovedny
skiEajiei vyhlasujd, zarufujl a zavazujl sa, Ze osobné
Gdaje suvisiace so subjektmi skdsania dodane
zadavatelovi, sa budd pseudonymizovat, pricom sa
kaidy adaj priamo identifikujici subjekt skddania
nahradi identifikaénym kodom subjektu. Zodpovedny
skd3ajici  neposkytne zaddévatelovi klug, ktory
umoZiiuje spdtne identifikovat subjekty skadania.
Zdravotnicke zariadenie a zodpovedny skusajici budd
zaddvatela okamZite informovat, ak zistia, Ze
akékolvek Udaje (definované v tlanku 7.1} tykajuce sa
subjektov skusania a poskytnuté zadavatelovi
nespifiaj tito poZiadavku. Zodpovedny skid3ajuci
poskytne zadavatelovi spolupracu pri vietkych jeho
poziadavkich na napravu kaidej 3kody vyplyvajucej z
takéhoto spristupnenia Gdajov. V takom pripade
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corrected Data to Sponsor as promptly as possible at
no extra expense to Sponsor.

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/ar
Principal Investigator will immediately after becoming
aware of a Privacy Incident notify Sponsor. Such
notification shail 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.

6.3.5 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 underthe Agreement.

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.

zdravotnicke zariadenie a zodpovedny skdasajuci ¢o
najskér doda zaddvatefovi opravené ddaje bez dalich
nakladov pre zadavatefla.

6.3.4 V pripade naruienia bezpeénosti vediceho k
ndhodnému alebo nezdkonnému zniéeniu, strate,
pozmeneniu, neopravnenému spristupneniu alebo
pristupu k prendanym, uchovavanym alebo inak
spracovavanym osobnym Udajom (dalej ,nafudenie
sukromia“)  budd  zdravotnicke  zariadenie a
zodpovedny skUsajuci informovat zadavatela ihned
potom, ako sa o takomto naruieni sikromia dozvedia.
V takomto oznameni musi byt uvedens povaha
narusenia sikromia, kategérie a priblizny podet
dotknutych oséb a zdznamy obsahujiice osobné udaje,
ktoré takéto naruienie sukromia ovplyvfiuje.
Zdravotnicke zariadenie a zodpovedny skd3ajuci sa
zavazuju plne spolupracovat so zadavatefom, presetrit
a vyriedit kaidé takéto narudenie sukromia a
poskytnut zadavatelovi vietky informadcie potrebné na
zaslanie ozndmeni.

6.3.5 Zdravotnicke =zariadenie a zodpovedny
skdSajici sa zavdzuju  plne spolupracovat pri
akychkofvek hodnoteniach dosahu opatreni na
achranu asobnych udajov alebo predkonzultdcidch,
ktoré moiu byt potrebné v stvislosti so spracovavanim
osabnych udajov podla tejto zmiuvy.

6.3.6  Bez predchddzajiceho pisomnéhg schvdlenia
zadavatela zdravotnicke zariadenie a zodpovedny
skusajlci nepoveria fiadnu tretiu stranu ani iadnu
svoju  pobo€ku alebo subdodavatela Glohou
spracovatela tidajov {v zmysle definovanom v platnych
pravnych predpisoch o ochrane osobnych udajov), aby
vykonavali ich prislu$né Cinnosti podfa tejto zmluvy. V
pripade, ¥e zadédvatel takito tretiu stranu v ulohe
spracovatefa  (dajov  odsihlasi,  zdravotnicke
zariadenie a zodpovedny skdfasjuci (i) budu
zodpovedat za to, aby kaZdd takdto povolena tretia
strana v lfohe spracovatela Gdajov dodriiavala tito
zmluvu a platné pravne predpisy o ochrane osobnych
udajov, a (i) budi zadavatelovi plne rutif za kazdé
konanie takejto tretej strany v ulohe spracovatela
Udajov.
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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 &
lohnson’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.

6.3.8 Sponsor may transmit Personal Information to
other affiliates of the Johnson & lJohnson 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.

6.3.9 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 who
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.

6.3.7 Osobné (daje tykajuce sa zodpovedného
skiZajuceho a vietkych ¢lenov persondlu ski3ania
{napr. meno, adresa a telefdnne &islo nemocnice alebo
kliniky, Zivotopis) sa méiu prenasat do dcérskych
spolofnosti skupiny Johnson & Johnson na ucely
sledovania liekov, realizicie, zdokumentovania a
kontroly klinickych skagani, ako aj na udriiavanie
kontaktu s nimi a ich prislusnymi zastapeniami ha
celom svete v pripade dal3ich buducich skisani alebo
vyskumov, do ktorych mézu byt zapojené. Zmluvné
strany tie? sihlasia s pouZitim osobnych ddajov
poskytnutych zodpovednym skiSajucim na riadenie
svojich internych vyskumov a zavazujl sa zabezpecit,
ahy boli kontaktné uUdaje v inych systémoch
ohsiahnuté déveryhodnym a kompletnym spdsobom,
v silade s tymto Clankom.

6.3.8 Zadavatel mdie osobné ldaje prendsat do
dalgich dcérskych spolonosti skupiny Johnsen &
lohnson a ich prislusnym zastupcom na celom svete. V
stilade s tym sa osobné tidaje mdZu prendsat do krajin
mimo Eurdpskeho hospodarskeho priestoru (EHP),
napriklad do  Spojenych  Statov  americkych,
povafovanych zo strany EU za krajiny, ktoré v
stutasnosti nemaju primerané pravne predpisy na
zabezpeéenie dostatotne] ochrany osobnych udajov.
Bez ohfadu na wyisie uvedené bude zadavatel, jeho
dcérske spoloCnosti zo skupiny lohnson & lohnson a
ich prisludni zadstupcovia pouZivat primerané
bezpeénostné opatrenia na ochranu sukromia, aby
takéto osobné Gdaje chrénili spdsobom poZzadovanym
v EHP. Oscbné Gdaje sa mdiu spristupiiovat aj na
zaklade poZiadaviek jednotlivych kontrolnych dradov
alebo platnych pravnych predpisov, napriklad na
hlasenie zavaZznych neziaducich udalosti,

6.39 V Prilohe € uvadza zadavatel urdité
podrobnosti o svojich postupoch pouZivanych pri
zaobchadzani s oschnymi ddajmi, tykajice sa
osobnych Gdajov  slvisiacich so  skuSajucim  a
persondlom skdsania, vratane prav dotknutych osbb.
Zodpovedny skugajici sa zavazuje informovat kazdého
flena personalu skdSania, od ktorého sa v priebehu
klinického skd3ania zbieraju osobné Gdaje v rozsahu
tejto  zmluvy, o postupoch pouZivanych  pri
zaobchadzani s osohnymi udajmi, uvedenych v Prilohe
C.
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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 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) days prior
written notice to the other party.

7. Ownership of Data — Confidentiality —
Registry — Publication

7.1 Ownership of Data

All case report forms and other data, including
without limitation, written, printed, graphic, video and
audio material, and information contained in any
computer data base or computer readable form,
generated by the Institution andfor Principal
Investigator or other personnel involved with the
Clinical Trial in the course of conducting the Clinical
Trial {the “Data”) shall be the property of Sponsor,
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. The Institution and/or Principal
Investigator may not use the Data for any 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.

6.4 Ak sa zisti, Ze ktorikolvek ¢ast tejto zmluyvy je
v rozpore s platnymi pravnymi predpismi, zmluvné
strany sa zavidzuju v dobre] viere prerokovat Upravy
ustanovenia alebo ustanoveni, ktoré si v rozpore s
platnymi pravnymi predpismi. Ak sa zmluvné strany
nebudd schopné zhodnit na novych alebo upravenych
podmienkach potrebnych na uvedenie celej zmluvy do
suladu s pravnymi predpismi, méze ktorakolvek
zmluvna strana tdto zmluvu vypovedat pisomnou
vypovedou s vypovednou lehotou v ditke estdesiat
(60) dni od dorucenia druhej zmluvnej strane.

7. Vlastnictvo Gdajov, dévernost, registricia a
publikovanie

7.1 Vlastnictvo Gdajov

Vsetky pacientske zdznamové harky a daléie
udaje, najma pisomné, tlalend, grafické, video a audio
materidly a informacie obsiahnuté v akychkolvek
pocitacovych databazach alebo v potitatom Eitatelnej
forme,  vytvorené  zdravotnickym  zariadenim,
zodpovednym  skuSajicim alebo inym personalom
zapojenym do klinického skiSania v priebehu
vykondvania kiinického skusania (dalej LUdaje”} su
vlastnictvom zadavatela, ktory moze tdaje pougit
akymkolvek spbsohom, aky uznd za vhodny, za
podmienok a v sulade s platnymi pravnymi predpismi o
ochrane osobnych udajov a podmienkami tejto zmluvy.
Kazdé dielo potencidlne chranené autorskymi pravami,
vytvorene v suvislosti s vykonanim klinického sk(Zania a
obsiahnuté v ddajoch (s wvynimkou publikacii
zodpovedného skisajuceho podlfa &anku 7.4) sa
povaiuje za ,zamestnanecké dielo” v maximalnom
rozsahu  povolenom pravnymi predpismi a je
vlastnictvom  zaddvatela alebo jeho zastupcu.
Zdravotnicke zariadenie a zodpovedny skisajuci nesmu
pouZit Udaje na Ziadne komeréné déely zahffiajuce
podanie patentove] prihlasky alebo pouZitie ddajov na
podporu  akejkolvek nevybavenej alebo budvicej
patentove] prihlasky, bud'vo svoj vlastny prospech, alebo
v prospech akejkolvek inej ziskovej organizécie, vratane
pouZitia Udajov na podporu wyskumu pre ziskovd
organizaciu alebo v spolupréci s fou. Platnost ustanoveni
tohto odseku pretrva aj po vypovedani alebo vypriani
tejto zmluvy,
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7.2 Confidentiality

All information, including, but not limited to,
the Study Product, the Protocol, or Sponsor’s
operations, such as Sponsor's patent application,
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. 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:

] the Sponsor Confidential Information,

{ii) information which a reasonable person would
conclude is the confidential and proprietary property
of Sponsor and which is disclosed by or on hehalf of
Sponsor to Institution and/or Principal Investigator,
and
(iif) the Data.

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

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

b) which Sponsor agrees in writing, may be used
or disclosed, or
c) which is published in accerdance with the

Publication Sectian of this Agreement.

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

7.3. Registry

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 investigationa! medicinal products and marketed
medicinal products that meet at least one of the

7.2 Ddvernost
Vietky informacie, najma informacie tykajlice
sa skdfaného lieku, protokolu alebo Cinnosti

zadavatefa, ako s napriklad patentové prihlasky
zadavatela, wvzorce, wvyrobné postupy, (daje
zadkladného  vedeckého  vyskumu, uddaje z
predchddzajuceho klinického vyskumu a informacie o
liekovej forme poskytnuté zaddvatefom
zdravotnickemu zariadeniu, zodpovednému
ski2ajlicemu alebo inému persondlu zapojenému do
klinického skG3ania, ktoré dateraz neboli publikované
(dfalej , doverné informdcie zaddvatela®), ako aj udaje
{definované vy3sie), sa povaiuji za dbverné a
zostavajli vyluénym vlastnictvom zaddvatela. Pocas
obdobia platnosti tejto zmluvy aj po jeho uplynuti
vynalo¥ia zdravotnicke zariadenie a zodpovedny
skugajaci maximalne Usilie, aby zachovali dovernost a
pouZivali len na Gcely predpokladané v tejto zmluve:
(1 déverné informacie zadavatela,

(ii) informacie, o ktorych moino logicky
predpokladat, Ze su dverné a chranené vlastnickymi
pravami zadavatela, odovzddvané zadavatelom alebo
v jeho mene zdravotnickemu zariadeniu alebo
zodpovednému skusajucemu,

{iif) udaje.

Predchiadzajlice povinnosti sa nevzfahujo na
ddverné informacie zadavatela, Udaje alebo
informacie spadajlce pod ¢lanok 7.2(ii):

a) ktoré boli zverejnené bez zavinenia zo strany
zdravotnickeho zariadenia alebo zodpovedného
skugajaceho,

b} pre ktoré dal zadavatel pisomny sihlas na
pouZivanie a odovzdavanie,
c) ktoré sa publikuj( v stiilade s Elankom

»Publikovanie” tejto zmluvy.

Platnost ustanoveni tohto odseku pretrva aj
po vypovedani alebo vypriani tejto zmluvy.

7.3, Registracia

Pred zacatim zaradovania ma zadavate! pravo verejne
zaregistrovat sdhrny protokelu a kontaktné (daje
pracovisk klinickych  skagani  financovanych
spoloénostou, zameranych na skdsané aj registrované
lieky, ak splfiaji najmenej jedno z nasledujicich
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following criteria: {i) required to be registered by
Sponsor pursuant to and in accordance with applicable
laws and regulations; (i) required by the ICMIE for
studies intended to be published in the international
peer-reviewed literature (http://www.icmje.org); or
(i) from company sponsored trials of hoth
investigational and marketed medicines and products
that are adequately-designed and well-controlled,
whether or not required by (i) or (i) 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 Sponsor's websites
may be used for registration purposes.

Any person accessing a clinical triaf 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 the
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.

kritérii: (i) registraciu skasania zadavatelom pozaduji
platné pravny predpisy, (i) registraciu pozaduje
Medzindrodny  wbor  vydavatelov lekarskych
Casopisov {ICMIE} pre skd$ania, ktoré sa maju
publikovat v medzindrodne]j oponentsky posudzovanej
literatire (http://www.icmje.org), alebo (iii) s z
primerane planovanych a dostatoéne kontrolovanych
klinickych  skiSani  financovanych zadavatelskou
spolocnostou, zameranych na skigané aj registrované
lieky a produkty, bez ohladu na to, & je ich registracia
poZadovana podfa bodov (i) alebo (ji) tejto cCasti,
uvedenych vy3ie. Registricia sa vykond na webovej
stranke Narodnej lekarskej kniZnice Spojenych &tatoy
americkych, zriadenej na tento Gfel, na adrese
www.clinicaltrials.gov. Na GZely registricie sa mdzu
pouzit aj porovhatefné oficidlne webové stranky, ako
aj webové stranky zadavatels.

KaZda osoba, ktora navitivi stranku klinického
sku3ania v ramci zoznamu klinickych skugani na adrese
www.clinicaftrials.gov, méZe vyplnit online dotaznik
na vstupné hodnotenie vhodnosti potencidlnych
subjektov, dostupny na naklady zadavatela. Pre

subjekty ski3ania, ktoré sa vyhodnotia ako
potencidlne  vhodné v  geografickej oblasti
zdravotnickeho zariadenia alebo zodpovedného

skusajiceho, dostane zodpovedny sku3ajuci spravu s
vyplnenym vstupnym hodnotenim a kontaktnymi
udajmi subjektu skusania. Zodpovedny skusajici sa
zavdzuje nadviazat kontakt 5 osobou uvedenou v tejto
sprave a zdokumentovat takéto nadviazanie kontaktu
do zdrojovych zdznamaov.
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7.4. Publication

In connection with any Data or other
information generated from the services conducted
under this Agreement by or on behalf of the
Institution, Principal Investigator or other personnel
associated with this Clini¢al Trial, Sponscr 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 the Institution or Principal
[nvestigator. Moreover, if publication of the Clinical
Trial to the peer reviewed literature has not occurred
within twelve (12} months of Clinical Trial completion,
Sponsor 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 [CH-E-3 format, if applicable.
The 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. The Institution and Principal Investigator will
include a statement that creation of the Data was
supported in part by Sponsor.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, the [nstitution and Principal
Investigator for such Clinical Trial shall not publish data
derived from the 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, the Institution and/or Principal
Investigator may publish the resuits from the 5tudy
Site individually in accordance with this Section.

If the Institution and/or Principal Investigator
wish to publish information from the Clinical Trial, a

Publikovanie

V stvislosti so vietkymi Gdajmi alebo inymi
informaciami vytvorenymi pri  vykondvani sluzieb
podla tejto zmluvy zdravotnickym zariadenim,
zodpovednym  skd$ajicim,  inym  persondlom
spojenym s tymto klinickym skd3anim alebo v ich

7.4.

zastipeni, ma zadavatel prednostné pravo bez
schvalenia od zdravotnickeho zariadenia alebo
zodpovedného  skGiajuceho  publikovat  alebo

prezentovat na verejnosti Udaje klinického skasania, Ci
uz vo forme Usthej prezentacie na kongrese, alebo
publikdcie. Navy$e ak k publikovaniu klinického
skiZania v oponentsky posudzovane] literatire
neddjde do dvandstich (12) mesiacov od dokoncenia
klinickéhe skddania, méze zadavatel v pripade potreby
zverejnit vysledky klinického skdsania na webove
stranke venovanej vysledkom z klinickych skasani vo
forme suhrnu spravy z klinického ski3ania va formate
ICH-E-3. Zdravotnicke zariadenie a zodpovedny
skugajuci maju pravo publikovat vysledky klinického
skiania a vSetky zdkladné informacie, kioré Je
potrebné uviest v akejkolvek pubiikacii vysledkov
klinického ski3ania alebo ktoré s potrebné pre inych
odbornikov na overenie si takychto vysledkov
kiinického skda%ania. Zdravotnicke zariadenie a
zodpovedny skusajlci v publikacii uved( vyhlasenie, Ze
vylvorenie Udajov Ciastoéne podporoval zadavatel.

Ak je niektoré klinické skuSanie sucastou
multicentrického kiinického skisania, zdravotnicke
zariadenie a zodpovedny skisajlci takéhoto klinického
skugania nesmu publikovat Udaje ziskané na jednom
pracovisku sktidania dovtedy, kym sa spojené vystedky
dokon&eného klinického skdsania nebudd publikovat v
spoloénej  multicentricke]  publikacii  vysledkov
klinického skd3ania. Ak sa viak takato multicentricka
publikidcia nepodd do tlae do osemnastich (18)
mesiacov ad ukonéenia, zruSenia alebo zastavenia
klinického skd$ania na vietkych pracoviskach alebo
potom, ako zadavatel potvrdi, Ze z klinického ski3ania
sa neuverejni %iadna multicentrickd publikacia,
zdravotnicke zariadenie a zodpovedny skusajici mazu
publikovat vysledky z daného pracoviska skusania
samostatne, v sulade s tymto &lankom.

Ak maju zdravotnicke zariadenie a
zodpovedny skisajici zdujem publikovat informacie z
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copy of the manuscript must be provided to the
Sponsor for review at least sixty (60) days prior to
submission for publication or presentation. Upon
request, the Sponsor and the 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) days to allow for filing of a patent application.

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.

8. Patents

It is recognized and understood that the
inventions and technologies of Sponsor, 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 Investigatar 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

klinického skuZania, musia zadivatelovi poslkytnut
kopiu rukopisu na posudenie najmenej festdesiat (60)
dni pred podanim publikicie do tlace alebo jej
prezentovanim. Ak to bude vhodné, zadavatel a
zdravotnicke zariadenie alebo zodpovedny skiSajuci
na poZiadanie zabezpetia urychlené posddenie
abstraktov, plagdtowch prezenticii alebo inych
materidlov. Bez ohfadu na vyisie uvedené sa ¥jadna
pisomnost, ktord obsahuje déverné informacie
zadavatela, nesmie podaf do tlate bez
predchadzajuceho pisomného sthlasu zadavatela. Na
zaklade pisomnej po¥iadavky zdravotnicke zariadenie
a zodpovedny skasajuci pozdriia vydanie takejto
publikacie o dalsich najviac Sestdesiat (60) dni, aby
umoznili podanie patentovej prihlasky.

7.5 Zdravotnicke zariadenie a3 zodpovedny
skusajici rutia za dodrfiavanie ustanoveni tohto
clanku  vietkymi  spoluskidajicimi  a  daliim
personalom zapojenym do klinického skagania,

8. Patenty

Zmluvné strany uznavaijd, Ze vietky vynalezy a
technoldgie zadavatela, zdravotnickeho zariadenia a
zodpovedného sku3ajuceho existujice k datumu
ucinnosti su samostatnym vlastnictvom ka¥dého z nich
a nie si ovplyvnené touto zmluvou. Vietky prava na
akykolvek objav alebo vynalez (& uz patentovatelny,
alebo nie) sformulovany alebo sformulovany a
uvedeny do praxe v désledku prac vykonanych podfa
tejto zmluvy (dalej ,vynalez”), patria zaddvatelovi
alebo jeho zastupcovi. Zdravotnicke zariadenie a
zodpovedny skusajici okamzite odovzdaju kazdy
vynalez zaddvatefovi. Zdravotnicke zariadenie a
zodpovedny  skd3ajici  sa  zavazuju pestupit
zadavatelovi alebo jeho zastupcovi (a zabezpedit, aby
tak urobili aj vietci skddajlici klinického skiZania a dalyf
personal zapojeny do klinického skdgania) vyluéné a
vyhradné vlastnictvo vietkych vyndalezov. Zadavatel
alebo jeho zdstupca ma pravo, nie viak povinnost
podat, stihat a vymahat akékolvek patenty sivisiace s
kazdym vyndlezom. Zdravotnicke zariadenie a
zodpovedny skdgajlci podpiu a zabezpetia, aby aj ich
zamestnanci, vietci skdajuci klinického skdfania 3
dalsi persondl zapojeny do klinického skuZania
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Invention to Sponsor or its designee and shall be
responsible for performing all those activities and
making all payments and compensation for all such
Inventions made by its employees and/or professors,
as provided for under applicable law, to permit
Sponsor to own and use all such Inventions.

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

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

9, Compensation

9.1 The budget and compensation to be paid for
the Clinical Trial is contained in Exhibit B. Payment
shall be due and payable in accordance with the
schedule set forth in Exhibit B.

9.2 The parties acknowledge and agree that the
compensation and support provided to Institution
and/or Principal Investigator pursuant to this
Agreement represents the fair market vaiue 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 Institution or Principal
Irivestigator. Nothing contained in this Agreement
shall be construed in any manner as an obligation or
inducement for the Institution or Principal Investigator
to recommend that any person or entity purchase the
Sponsor’s praducts or thaose of any entity affiliated
with Sponsor.

podpisali vietky dokumenty potrebné na prevod
vietkych prav, narokov a podielov na akomkolvek
vynaleze na zadavatela alebo jeho zdstupcu, a sd
povinn{ vykonat vietky také ¢innosti a uhradit vietky
platby a odmeny za vietky takéto vynalezy vynajdené
svojimi zamestnancami alebo pedagogmi, poZadované
platnymi pravnymi predpismi, aby zadavatelovi
umoznili viastnit a pouZivat vietky takéto vynalezy.

zaruCuje, Ze

Zdravotnicke  zariadenie

zodpovedny skusajuci a3 vietky dalSie osoby
vykonavajuce sfuzby podfa  tejto  zmluvy si
zamestnancami alebo zdstupcami zdravotnickeho

zariadenia a si povinné postapit na zdravotnicke
zariadenie vietky vynilezy a objavy vynajdené v
priebehu ich pracovného pomeru alebo zastupovania,
bud na zaklade pisomnej zmluvy, alebo podmienck ich
pracovného pomeru.

Platnost ustanoveni tohto £ldnku pretrva aj po
vypovedani alebo vypriani tejto zmluvy.

9. Odmena

9.1 Rozpofet a odmena splatnd za  klinické
skiianie si uvedené v Prilohe B. Platby budi splatné v
sulade s rozpisom platieb uvedenym v Prilohe B.

92 Zmluvné strany potvrdzuja a sihlasia, Ze
odmena a podpora poskytovand zdravotnickemu
zariadeniu a zodpovednému skudajucemu podla tejto
zmluvy predstavuje realnu trhovl hodnotu vyskummych
sluZieb vykonanych zdravotnickym zariadenim alebo
zodpovednym skusajucim, Ze bola dohodnutda medzi
nezavislymi  zmluvnymi partnermi za podmienok
obvyklych na trhu a Ze nebola uréend spdsobom, ktory
berie do dvahy objem alebo hodnotu akychkalvek
odporuéani alebo inych obchodnych transakcii inak
wytvorenych medzi zadavatefom a zdravotnickym
zariadenim alebo zodpovednym skisajicim. Ni¢ z toho,
¢o je obsiahnuté v tejto zmluve, sa v Ziadnom pripade
nema vykladat ako povinnost alebo nabadanie
zdravotnickeno  zariadenia  alebo  zodpovedného
ski3ajliceho, aby akejkolvek fyzickej alebo prévnickej
osobe odporicali nakup produktov zadavatela alebo

Clinical Trial Agreement between Spansor and Institution and Principal Investigator —EMEA/EU contract template

Medicinal Product

AC-065B307_Narodny ustav srdeovych a cievnych chorob a.s._Prof, Iveta Simkova_v1.0_20Mayl19

Page 20 of 54



9.3 Neither Institution nor Principal 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.

10. Indemnification

10.1  Sponsor shall defend, indemnify and hold
harmless Institution, its trustees, officers, agents and
employees (including the 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 during the course of the Clinical
Trial.

10.2 The above obligation of Sponsor, as stated in
Section 10.1, shall not apply and Sponsor shall not be
liakle 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 the Principal Investigator and co-
tnvestigators), or arising from or caused by any of their
failures to comply with 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.

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

produktov akejkolvek pravnickej osoby, ktors je
dcérskou spoloénostou zadavatela.

9.3 Zdravotnicke  zariadenie  ani zodpovedny
skdsajuci nebudu Ziadnej tretej osobe Gétovat Ziadny
skasany liek, iné predmety alebo sluzby poskytnuté
zadavatelom v savislosti s klinickym skiganim ani
Ziadne sluiby poskytnuté subjektom skdgania v
suvislosti s klinickym skudanim, za ktoré sa vhradzaju
platby v ramci klinického skigania.

10. Odskodnenie
10.1  Zadavatel bude zdravotnicke zariadenie, jeho

spraveov, funkciondrov, zastupcov a zamestnancov
(vratane zodpovedného skuiZajuceho a
spoluskusajdcich) obhajovat, odékodni ich a zbavi
zodpovednosti za vietky straty, naklady, vydavky,
naroky na odskodnenie, pravne kroky a skody
vzniknuté na zdklade poskodenia zdravia subjektu
skidania, priamo spdsobenéha pougitim skdianého
lieku v priebehu klinického ski$ania.

10.2  Povinnost zadavatela uvedend vysie v Elanku
10.1 nie je platnd a zadavatel nezodpoveds za Fadne
odskodnenie ani wvydavky (a v skutonosti bude
povinnostou zdravotnickeho zariadenia cbhajovat,
odikodnit a zbavit zodpovednosti zadavatela) za pravne
kroky alebo vznesené naroky, ktoré akymkolvek
spdsobom vzniknid alebo bud( spdsobené Umyselnym,
nezodpovednym alebo nedbalym konanim alebo
nekonanim alebo zanedbanim si povinnosti pri vykone
povalania za strany zdravotnickeho zariadenia a vSetkych
jeho spraveov, funkcionérov, zastupcov a zamestnancov
{vritane zodpovedného skilZajiceha a
spoluskuZajucich), alebo vznikny alebo bud spdsobené
akymkolvek ich nedodrianim protokolu, pisomnych
odporigani a pokynov zaddvatela tykajucich sa pousitia
skusaného lieku alebo platnych pofiadaviek pravnych
predpisov a kontrolnych tradov.

10.3  Povinnost odikodfiujucej zmluvnej strany
podfa tejto zmluvy plati len vtedy, ak ju druha zmluvna
strana vyrozumie ihned po prevzati oznamenia o
akomkolvek ndroku alebo sidnom spore, povoli
odSkodfujicej zmluvnej strane, jej pravnym
zastupcom a personalu, aby riedili a riadili obhajobu
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or setttement, and the indemnified party fully
cooperates and assists in such defense. 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.

11. Insurance

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:
(i) medical professional and/or medical
malpractice liability; and

{ii) general liability.

11.2  Sponsor 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 required for clinical trials or as
otherwise required by applicable law in amounts
approptiate to the conduct of Sponsor's business
activities and in compliance with the applicable legal
and regulatory requirements,

11.3  Upon request, each party shall provide the
other party with certificates of insurance evidencing
the required insurance coverage.

12. Financial Disclosure — Conflict of Interest —
Debarment

12.1  Institution and Principal Investigator agree to
provide all information to Sponsor necessary 1o
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,

proti takymto nérokom alebo sudnym sporam,
vratane predsudnych navrhov, siidneho procesu alebo
mimosudneho urovnania, a odikodnend zmluvna
strana poskytne pri takejto obhajobe pInd sicinnost.
Odikodnena zmluwna strana dalej suhlasi, Ze bez
predchadzajiceho pisomného sthlasu odSkodfiujice]
zmluvnej strany mimostdne neurovna ani neuzatvori
dohodu o Ziadnom takomto ndroku alebo v takomto
sidnom spore.

11. Poistenie

11.1  Poéas vykonavania klinickéhe ski3ania (a po
jeho ukonfeni na pokrytie akychkolvek narokov
vypiyvajucich z klinického skoSania) si zdravotnicke
zariadenie a zodpovedny skiuSajiei zaistia a budud
udr?iavat plne platné a ucinné poistné krytie:

{i) zodpovednosti za zanedbanie si povinnosti pri
vykone povolania alebo zanedbanie povinnej lekarskej
starostlivosti,

(i) vieobecnej zodpovednosti.

11.2  Potas vykonavania klinického ski$ania (a po
jeho ukonceni na pokrytie akychkolvek narokov
vyplyvajucich z klinického ski3ania) si zadavatel zaisti
a bude udriiavat plne platné a ucinné poistné krytie
poZadované pre Kklinické skusania alebo inak
pozadované platnymi pravaymi predpismi, v sumach
zodpovedajtcich zadavatelovej padnikatelskej
¢innosti a v silade s platnymi poZiadavkami pravnych
predpisov a kontrolnych dradov.

11.3  Na pofiadanie poskytne kaZd4 zmluvna
strana druhej zmluvnej strane osvedtenia o poistne]
zmluve preukazujlce pozadované poistné krytie.

12. Zverejnenie finanénych informacii, konflikt
zaujmov, zakaz €innosti

12.1 Zdravotnicke zariadenie a zodpovedny
skiBajuci sa zavazujl poskytnGl zadavatelovi vietky
informacie potrebné na spinenie vietkych poZiadaviek
na zverejnenie, nariadenych niektorym
kompetentnym zdravotnickym Uradom (vratane FDA,
ak sa to na skO$anie vztahuje), prislusnou profesijhou
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including any information required to be disclosed in
connection with any financial relationship between
Sponsor, its affiliates and agents of the Johnson &
lohnson 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 Principal
Investigator. This disclosure requirement may require
disctosure of information involving immediate family
members of those involved in the Clinical Trial.

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.

12.3  Principal Investigator confirms he/she:

(i) is not debarred by a competent health
authority (including, if applicable, the US FDA); and
{ii) has not bheen sentenced for
malpractice related to the conduct of clinical trials.

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

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

(in) has been sentenced for malpractice related to
the conduct of clinical trials.

organizaciou alebo podobnym organom, alebo inymi
platnymi  ndrodnymi alebo miestnymi pravnymi
predpismi, vratane vietkych informacii, ktoré sa musia
zverejnit v stvislosti s akymkolvek finanénym vztahom
medzi zaddvatelom, jeho dcérskymi spolo¢nostami a
zastupcami zo skupiny spoloénosti Johnson & Johnson
na jednej strane, a zdravotnickym zariadenim,
zodpovednym skusajicim, akymkolvek
spoluskusajlicim zapojenym do klinického skuSania a
akymkolvek inym zastupcom alebo zamestnancom
zdravotnickeho zariadenia alebo  zodpovedného
skudajiceho na druhej strane. Tito pojiadavka na
zverejnenie informacii méZe vyzadovat zverejnenie
informacii  tykajlicich sa najbliZ§ich  rodinnych
prisludnikov osdb zapojenych do klinického skdania.

12,2 Zdravotnicke zariadenie a zodpovedny
skudajuci tymto potvrdzuji, fe medzi zmluvnymi
stranami nie je Ziadny konflikt zdujmov, ktory by
zdravotnickemu zariadeniu alebo zodpovednému
skdSajucemu branil v plneni tejto zmluvy alebo by
ovplyviioval ich plnenie zmluvy, a potvrdzuju, e
pinenie tejto zmluvy z ich strany neporuiuje Ziadnu ind
zmiuvu s tretimi stranami. Zdravotnicke zariadenie a
zodpovedny sku3ajici  budd  zadavatela  ihned
informovat, ak potas plhenia tejto zmluvy vznikne
akykolvek konflikt zaujmov.

12.3  Zodpovedny ski3ajuci tymto potvrdzuje, Ze:
(i) nema uloZeny zdkaz &innosti od ¥iadneho
kompetentného zdravotnickeho Gradu {vratane FDA,
ak sa to na skisanie vztahuje),

{ii) nebol odsddeny za zanedbanie povinnej
starostlivosti v stvislosti vykonavanim  klinickych
skdsani.

Zdravotnicke zariadenie a zodpovedny skusajlici
priamo ani nepriamo nezamestnajli, neuzatvoria
zmiuvu ani si nenajmu Ziadnu osobu na vykonavanie
sluZieb podla tejto zmluvy, ak takato osoba:

{i) ma uloZeny zakaz innosti od niektorého
kompetentného zdravetnickeho Gradu (vritane FDA,
ak sa to na skusanie vztahuje),

(ii) bola odstidena za zanedbanie povinnej
starostlivosti v suvislosti vykondvanim klinickych
skd3ani,
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Upon written request from Sponsor, Institution and
Principal Investigator shall, within ten (10) 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 Sponser of any change in the
status of the representation and warranty set forth in
this Section.

13. Independent Contractor

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

14. Publicity

None of the parties shall use the name of any
other party 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.

15. Notices

Any notices given hereunder shall be sent in
writing by overnight courier, registered or certified
airmail (postage prepaid) or by facsimile (receipt
confirmed) and addressed as follows:

TO: Actelion Pharmaceuticals Ltd
Clinical Trial Manager
Clinical Develoepment Operations
Gewerbestrasse 16

CH-4123 Allschwil
Switzerland GO03, 04, B7

Do desiatich {10) dni od pisomnej poziadavky
zadavatela poskytnd zdravotnicke zariadenie a
zodpovedny skusajici pisomné potvrdenie o tom, Ze si
spinili vy&die uvedend povinnost. Takymto potvrdenim
bude wyhlasenie a zdruka platna priebeine podas
celého obdobia platnosti tejto zmluvy, a zdravotnicke
zariadenie a zodpovedny skuidajici budd zadavatela
ihned informovat o akejkolvek zmene stavu vyhlasenia
a zaruky uvedenej v tomto ¢lanku.

13. Nezavisly zmluvny partner

Zdravotnicke zariadenie a zodpovedny
skugajici konajil -ako nezdvisli Uéastnici zmluvného
vztahu podla tejto zmluvy a nie ako zamestnanci alebo
zastupcovia zadavatela.

14, Publicita

Ziadna zo zmluvnych stran nepouzije nazov
alebo meng inej zmluvne] strany na propagané ufely
bez predchddzajuceho pisomného sihlasu tej
zmluvnej strany, ktorej nazov alebo meno sa ma
pouzit, a fiadna zo zmluvnych stran tieZ nezverejni
existenciu ani podstatu tejto zmluvy s vynimkou
pripadov, v ktorych to poZaduju pravne predpisy.

15. Oznamenia

Alkékolvek oznamenia poskytované na zaklade

tejto zmluvy sa musia odoslat ako listova zésielka 1.
triedy s predplatenym postovnym, faxom alebo
doruéit osobne na nasledujice adresy:

PRE: Actelion Pharmaceuticals Ltd.
Clinical Trial Manager
Clinical Development Operations
Gewarbestrasse 16
CH-4123 Allschwil
Switzerland G03, 04, B7
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TO: Klinika kardiologie a angiologie LF SZUt a NUSCH,
a.s. Pod Krasnou horkou 1, 833 48 Bratislava, Slovak
Republic

Attention:

TO: Klinika kardiologie a angiologie LF SZU a NUSCH,
a.s. Pod Krasnou horkou 1, 833 48 Bratislava, Slovak
Republic

Attention:Prof. Iveta Simkova, MD, PhD.

16. Assignment

Sponsor shall have the right to assign this
Agreement provided prior written approval from the
Institution as required by local legisliation Neither
Institution nor Principal Investigator shall assign its
rights or duties under this Agreement o another
without prior written consent of Sponsor. Subject to
the foregoing, this Agreement shall bind and inure to
the benefit of the respective parties and their
successors and assigns.

17. Miscellaneous

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

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.

17.3 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.

PRE:  Klinika kardiolégie a angiolégie LF $ZU a
NUSCH, a.s. Pod Krasnou hérkou 1, 833 48
Bratislava, Slovenska republika

{dalej ,zdravotnicke zariadenie®)

Do pozornosti:

Klinika kardiolGgie a angiolégie LF SZU a NUSCH, a.s.
Pod Krasnou horkou 1, 833 48 Bratislava, Slovenska
republika

Do pozornosti: Prof. MUDr, Iveta Simkové,
PhD.

16. Postipenie

Zadavatel md pravo postipit tito zmluvu a len po
predchadzajicom pisomnom sdhlase zdravotnickeho
zariadenia, inak je vyZadovany platnou legislativou. .
Zdravotnicke zariadenie ani zodpovedny skiZajici
nesmuo postipit svoje prava alebo povinnosti podla
tejto zmluvy bez predchddzajuceho pisomného
suhlasu zaddvatefa. Pri splneni vySSie uvedenych
podmienok je tdto zmluva zavizna a Gcinna v prospech
prisiuinych zmluvnych stran a ich pravnych nastupcov
a postupnikov.

17. Ostatné ustanovenia

17.1  Tato zmluva sa méie menit, dopifiat a
upravovat len formou pisomného dokumentu
padpisaného zmluvnymi stranami.

17.2 Ak je niektoré z ustanoveni tejto zmluvy v
rozpore s akymkoivek ustanovenim protokolu, ma
protokol prednost v zalefitostiach tykajlcich sa
mediciny, vedy a vykondvania klinického skigania, V
pripade akychkofvek inych rozporov ma prednost tato
zmluva.

17.3 Ak je ktorékolvek ustanovenie definované v
prilohdch v rozpore s akymkolvek ustanovenim tejto
zmluvy, maji prednost podmienky uvedené v
prilohéch.

Clinical Trial Agreement between Sponsor and Institution and Principal Investigater — EMEA/EU contract template

Medicinal Product

AC-0658302_Narodny ustav srdcovych a cievnych chorob a.s._Prof. lveta Simkova_v1.0 20Mayl19

Page 25 of 54



17.4  If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will remain
in effect.

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

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.

18. Controlling Law

In the event of any dispute arising between
the parties in relation to the terms of 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 [aws of Slovak Republic without regard to any
conflicts of laws’ provisions. The parties consent to the
appropriate court of competent jurisdiction Bratislava
for the resolution of all disputes or controversies
between the parties hereto that the parties are unable
to settle amicably.

17.4 Ak sa ktorakolvek ¢ast tejto zmluvy ukaZe ako
nevymozitefna, zostava zvysak tejto zmluvy platny a
ucinny.

17.5 Tato zmluva predstavuje Upind dohodu
zmluvnych stran v predmetnej veci. Vyslovne nahradza
akékolvek predchadzajiice alebo sitbeiné Ustne alebo
pisomné vyhlisenia alebo dohody. Prilohy tvoria
neoddelitelna sicast tejto zmluvy.

17.6  Platnost  nasledujicich  ustanaveni a
akychkolvek dal3ich podmienaok, pri ktorych je z ich
podstaty jasné, fe maju pretrvat aj po vypovedani
alebo vypriani tejto zmluvy, pretrva aj po vypovedani
alebo vypriani tejto zmluvy: 1.6, 5, 6,7, 8, 10, 11, 12,
1416al7.

18. Rozhodné pravo

V pripade akéhokolvek sporu, ktory vznikne
medzi zmluvnymi stranami v sUvislosti s podmienkami
tejto zmluvy, zmluvné strany vynaloZia maximalne
Gsilie na to, aby takyto spor vyriesili zmierom. Tato
zmluva a jej vyklad sa riadia pravnymi predpismi
Slovenskej republiky bez ohladu na kolizne
ustanovenia. Zmluvné strany sohlasia, aby vietky
spory medzi zmluvnymi stranami tejto zmluvy, ktoré
nie si zmluvne strany schopné urovnat zmierom,
rieili sudy v Bratislave.
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IN WITNESS WHEREOF, the parties hereto have caused this Agreement to be executed by their duly authorized
representatives as of the Effective Date. /

NA DOKAZ SUHLASU S VYSSIE UVEDENYM zmluvné strany zabezpecili, aby ich riadne oprdvneni zdstupcovia
podpisali tuto zmluvu k détumu déinnost.

ACTELION PHARMACEUTICALS LTD executed by IQVIA RDS Slovakia s.r.o.
Za spoloénost ACTELION PHARMACEUTICALS LTD podpisuje IQVIA RDS Slovakia s.r.o.

Signature/Podpis

Date /Ddtum .
Aurelia Mojzesova, MD/ MUDr. Aurélia MojzeSovd
Head of Clinical operation

Narodny ustav srdcovych a cievnych chorob, a.s./ Narodny Gstav srdcovych choréb, a.s.

Signature/Podpis

Ing. Mongi Msolly, MBA
predseda predstavenstva/ head of the executive board
Date /Datum

#

Signature/Podpis
MUDr. Ivo Gasparovi¢, PhD., MPH

podpredseda predstavenstva/ vice head of the executive board
Date /Ddtum

Prof. Iveta Simkova, MD, PhD./ Prof. MUDTr. Iveta Simkova, PhD.

Title: principal investigator/ Hlavny skagajuci
Signature/Podpis

Date /Ddtum
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Exhibits:

Exhibit A—Protocol and its subsequent amendments
Exhibit B — Financial Provisians

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

Prilohy:

Priloha A — Protokol a jeho neskorsie dodatky
Prilocha B — Finantné ustanovenia

Priloha C - Osohné daje tykajuce sa zodpovedného
skdsajiceho a personalu skisania
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EXHIBIT A — Protocol and its subsequent PRILOHA A — Protokol a jeho neskorie dodatky

amendments Finalna verzia protokolu 2
Protocol Final Version 2 Zo dfia 9.janudra 2019
Date 8 January 2019
By reference only; (page intentionally left blank) Uvedend len odkazom (strana je Gmyselne ponechana

prazdna)

Clinical Trial Agreement between Sponsor and Institution and Principal Investigator — EMEA/EM contract template
Medicinal Product

AC-0658302_Narodny ustav srdcovych 3 cievnych chorob a.s._Prof. lveta Simkova_v1.0_20May19
Page 29 of 54



EXHIBIT B — Financial Provisions

Budget & Payment Schedule

Protocol No. AC-065B302 “SELECT: SELExipag in
inoperable or persistent/recurrent
ChronicThromboembolic pulmonary hypertension

A multicenter, randomized, double-blind, placebo-
controlled, parallel-group, group-sequential, adaptive,
Phase 3 study with open-label extension period to
assess the efficacy and safety of selexipag as an add-on
to standard of care therapy in subjects with inoperable
or persistent/recurrent after surgical and/or
interventional treatment Chronic Thromboembolic
Pulmonary Hypertension.

(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 Hemodynamic Cohort: €3602

Double -blind non-Hemodynamic Cohort: €2646

Open Label Treatment Period: €1777

Post-Treatment Observation Period: €388

(2) Payment Milestone Table(s):

Milestone payments in the below table(s) represent fair
market value for performance of research services
detailed in the Time and Events Schedule of the Protocol
Version 2 dated 09 lJanuary 2019 provided herein by
reference in Exhibit A. Parties agree in the event
subsequent protocol amendments result in a material
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.

PRILOHA B — Finan¢né ustanovenia

Rozpocet a platobna schéma

Protokol €. AC-065B302: Skusanie “SELECT”: SELExipag
pri neoperovatelnej alebo pretrvavajicej/recidivujicej
chronickej tromboembolickej pltcnej hypertenzii
Multicentrické, randomizované, dvojito zaslepené,
placebom kontrolované, adaptivne skisanie 3. fazy v
paralelnych skupinach so skupinovo sekventnym
usporiadanim a odslepenym predizenym obdobim, na
vyhodnotenie ucinnosti a bezpecnosti selexipagu ako
dopinku k Standardnej lie€be u subjektov s chronickou
tromboembolickou pldecnou hypertenziou (CTEPH),
ktora je neoperovatelna alebo
pretrvavajuca/recidivujica po  chirurgickej alebo
interventnej lieche

(1) ,Platba za jeden subjekt” zahfna vsetky pevné a
variabilné naklady spojené so skdsanim, s vynimkou
poloZiek uvedenych nizsie v €lanku 3 (Naklady
pracoviska skiigania) a €lanku 4 (Dalsie uhrady), za
predpokladu, Ze sa vykonaju vietky navitevy opisané v
¢ldnku 2. Platbha za jeden subjekt pre toto skusanie je:
Dvojito zaslepena hemodynamicka kohorta: 3602 EUR
Dvoijito zaslepena nehemodynamicka kohorta: 2646 EUR
Odslepené liecebné obdohie: 1777 EUR

Obdobie pozorovania po liecbe: 388 EUR

(2) Tabulky platieb za vykony:

Platby za vykony v nasledujucich tabulkach predstavuji
primeranu trhovd hodnotu za vykonanie vyskumnych
sluzieb podrobne uvedenych v Casovom rozvrhu udalosti
vo verzii 2 protokolu z 9. januara 2019, ktory je
neoodelitelnou stcastou tejto zmluvy ako jej Priloha A.
Zmluvné strany sa dohodli, Ze ak nasledujuce dodatky
protokolu povedu k podstatnej zmene vo vyskumnych
sluzbach, Ghrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych sluzieb, na
zaklade pisomného dodatku podpisaného vSetkymi
stranami tejto zmluvy.

DOUBLE BLIND TREATMENT
PERIOD MILESTONES Institution
/ Platba pre Zdravotnicke
VYKONY V OBDOBI DVOJITO zariadenie
ZASLEPENEJ LIECBY
V1 - Screening Visit /
N1 - Vstupnd navsteva 176.00 €
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DOUBLE BLIND TREATMENT

PERIOD MILESTONES Institution
/ Platba pre Zdravotnicke
VYKONY vV OBDOBI DVOJITO zariadenie
ZASLEPENEJ LIECBY
V2-Day1l/
N2 - 1. deri 114.80 €
V3 - Week 12

(inclusive of 11 titration calls) /
N3 - 12. tyzderi (vrdtane 11
nastavovacich telefondtov) 306.00 €

V4 - Week 20
(Non-Hemodynamic Cohort) /
N4 - 20. tyiden
(ne-hemodynamicka kohorta) 108.00 €
V4 - Week 20
(Hemodynamic Cohort) /
N4 - 20. tyzderi (hemodynamickd
kohorta) 490.40 €
V5 - Week 26 /
N5 - 26. tyiden 108.00 €
V6 - Week 39 /
N6 — 39, tyideri 108.00 €
V7 - Week 52/EDBT /
N7 - 52. tyiden/EDBT 137.60 €
Per-Subject Fee Non-Hemodynamic
/
Platba za jeden subjekt
v nehemodynamickej
kohorte 1,058.40 €
Per Subject Fee Hemodynamic

Cohort /
Platba za jeden subjekt

v hemodynamickej
kohorte 1,440.80 €

OPEN LABEL TREATMENT PERIOD
MILESTONES Institution
/ Platba pre
VYKONY V ODSLEPENOM LIECEBNOM | Zdravotnicke
OBDOBI zariadenie
Visit 7 - Transition Week 52/ EDBT /
7. navsteva - prechodny 52.

tyzderi/EDBT 5.20 € i
Visit 8 - Week 64 (inclusive of 11
titration calls) / 299.60 €
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8. navsteva - 64. tyzden (vratanie 11
nastavovacich telefondtov)
Visit 9 - Week 78 /
9. ngvsteva - 78. tyZden 101.60 €
Visit 10 - Week 104 /
10. navsteva - 104. tyZzden 101.60 €
Visit 11 - Week 130 /
11. ngvsteva - 130. tyZden 101.60 €
Visit 12 - Week 156 EOLT /
12. navsteva - 156. tyZden EOLT 83.20€
Visit 13 - End of Study /
13. navsteva — koniec skusania 18.00 €
Per-Subject Fee /
Platba za jeden subjekt 710.80 €
POST-TREATMENT OBSERVATION
PERIOD MILESTONES Institution
/ Platba pre
VYKONY V OBDOBJ"VPOZOROVANIA Zdravotnicke
PO LIECBE zariadenie
PTOP1 - Safety Follow-up Call /
PTOP1 — Bezpeénostny kontrolny
telefonat 21.60 €
PTOP2 - Week 26 /
PTOP2 - 26. tyzdeni 66.80 €
PTOP3 - Week 52/
PTORP3 - 52. tyZderi 66.80 €
Per-Subject Fee /
Platha za jeden subjekt
155.20 €

Totals are VAT excluded. VAT of 20% will be paid as

outlined in Section 5 of this Exhibit.

Sumy nezahfriaji DPH. DPH vo vyske 20 % sa uhradi tak,
ako je uvedené v €lanku 5 tejto prilohy.

(3)

Site Costs

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 EC DIRECTLY.

Screen Failure Payments: Screen failure subjects
will be reimbursed as per the Visit 1- Screening

(3) Naklady pracoviska skusania

Poplatky miestnej etickej komisii (EK) alebo
posudkovej komisii zdravotnickeho zariadenia
(IRB): Poplatky pre EK/IRB sa budl uhrédzat.
Spracovanie platby sa zacne po prevzati originalu
faktliry alebo inej sprievodnej dokumentacie
suvedenim  skutoénych  poplatkov  bez
navyenia. ZADAVATEL NEBUDE PLATIT PRIAMO
MIESTNE/ EC.

Platby za neuspesné vstupné vySetrenia: Platby
za subjekty s nelspeSnymi  vstupnymi
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Visit rate in the milestone table in Section 2
above. Sponsor will reimburse a maximum of §
screen failure subjects for each randomized
subject.

As per Protocol, a subject is permitted to he re-screened
only once. Re-screens will be reimburse as per the Visit
1- Screening Visit rate in the milestone table in Section 2
above.

For screen failures beyond the defined maximum
number, which are not reimbursable to Institution, a
subject stipend for the Trial Subjects in the amount of
€31 will be paid to offset the Trial Subject’'s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study participation,
and shall be reflected in the Informed Consent Farm, as
it will be provided to the Trial Subject. 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 expenses
through the provision of meal vouchers in the amount of
€31 for each 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 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.

(4) 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 cost unless otherwise specified in the
Additional Information column.

vydetreniami sa budd uhradzat v sadzbe

uvedenej pre 1. ndvitevu — vstuphé vysetrenia, v

tabulke vykonov v €lanku 2 wyigie. Zadavatel

uhradi maximalne 5 nedspesnych vstupnych

vySetreni na kazdy randomizovany subjekt.
Podla protokolu je pavolené len jedno opakovanie
vstupnych vySetreni subjektu. Opakovanie vstupnych
vysetrenf sa bude uhradzat v sadzbe uvedenej pre 1.
navitevu - vstupné vyletrenia, v tabulke wkonov v
clanku 2 vyssie,
Za neuspelné vstupné vyletrenia nad stanoveny
maximalny pocet, ktoré sa zdravotnickemu zariadeniu
neuhradzaju, sa subjektom skd3ania vyplati prispevok
pre subjekt vo vyske €31, ktory ma subjektu skiania
nahradit ndklady sivisiace s cestovnymi vydavkami, a
pripadne stravovanim, vzniknuté v dosledku G&asti na
skd3ani, a tento md byt uvedeny v informovanom
suhlase, pretofe sa bude poskytovat subjektu skuania.
Spracovanie platby sa zatne po prevzati faktiry s
uvedenim cisla subjektu a datumu, kedy boli vstupné
vySetrenia vyhodnotené ako neuspe$né, vsilade s
¢lankom 5 nizdie a po schvéleni lokdlnym manazérom
ski3ania.

o Uhrady pre subjekty:

Kazdy subjekt dostane Uhradu vydavkov
prostrednictvom poskytnutych stravnych poukdiok v
hodnote 31 EUR za kaZdu névitevu, stravné poukaiky
bude zaddvatel poskytovat prostrednictvom CRO a
subjektom ich bude odovzdavat skdsajuci. Od
skiSajuceho sa bude poZadovat, aby viedo! evidenciu
vydaja stravnych poukdiok, v ktore] primerane
zdokumentuje pocet stravnych poukaZok vydanych
kaZdému subjektu. V3etky stravné poukaiky, ktoré
neboli vydané subjektom podla tohto &ldnku, sa na konci
skusania {alebo pri jeho predéasnom ukongeni)
urychlene vratia CRO.
Spracovanie platby za prispevky pre subjekty sa zaéne po
prevzati faktdry v stlade s élankom 5 nizéie a schvaleni
lokalnym manaZérom skigania.

(4} DalSie Ghrady:

® Spracovanie platby na dalsie dhrady sa zaéne po
prevzati faktdry v silade s €ankom 5 niie a
schvaleni lokdlnym manaZérom skuania. Vietky
niklady uvedené v nasledujicej tabulke predstavuji
jednotkové naklady na poloZku, pokial nie je v stlpci
»Daldie informacie” uvedené inak.
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Note: Any claimis for reimbursement of adverse events
must be submitted in a separate invoice.

Pozndamka: Akékolvek naroky na Ghradu za neZiaduce
udalosti sa musia predloZit v samostatnej fakidre.

ltem

/

Polezka

Additional Information
] /
Dalsie informdcie

Payment assigned to

Institution
Platba pre
Zdravotnicke
zariadenie

Local 12 lead ECG

/
Miestne 12-zvodoveé EKG

12 lead ECGs are
included in visit in the
milestone fables in
Section 2 above
according to the Time &
Events schedule of the
Protocol

As clinically indicated

/

12—zvodové EKG je
zahranuté do ndvstevy
uvedenej vyssie v
tabufkdch vykonov v
clanku 2, podia Casového
rozvrhu udalostiv
protokole

Podla klinickej indikdcie

€18.80
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Payment assigned to

RHC

RHC

Events schedule of the
Protocol

1) Screening
Or

2)  Asclinically indicated
/

RHC v 20. tyZdni je
zahrnutd do ndvstevy
uvedenej vyssie v
tabulkach vykonov v
clanku 2, podia casového
rozvrhu udalosti v
protokole

1) Vstup. vySetrenia
alebo

2)  Podfa klinickej
indikacie

Item Additional Information Institution
/ / Platha pre
Polozka Dalsie informécie Zdravotnicke

zariadenie
The Week 20 RHC is
included in visit in the
milestone tables in
Section 2 above
according to the Time & €380,00
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Payment assigned to

Item Additional Infermation Institution
/ !/ Platba pre
PoloZka : Dalsie informdcie Zdravotnicke

zariadenie

1)If a historical V/Q.scan is
not available from the
14-month period prior
to Visit 2

Oor €390

2}If the subject is re-
screened and the
original scan is outside
of the timing per the

Ventilation/perfusion {V/Q)| protocol

Scan /
/ 1) Ak nie je k dispozicii
Ventilacno-perfizna predchddzajica snimka
scintigrafia plic (V/Q) V/Q z ohdobia 14
mesiacov pred 2.
navstevou
alebo
2} Ak sa vstupné
vysetrenia subjektu

opakuju a pévodnd
snimka je mimo
casovej tolerancie
podfa protokelu
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Payment assigned to

Item Additional Information Institution
/ / Platba pre
Polozka Dafsie informdcie Zdravotnicke

Zariadenie

1} If 3 historical PA scan
is not available from
the 14-month period
prior to Visit 2

Or £656

2} [f the subject is re-
screened and the
original scan is
outside of the timing

Pulmonary Angiography per the protocol
(PA) /

/ 1) Ak nie je k dispozicii
Plicna angiografia (PA) predchddzajica snimka

PA z obdobia 14 mesiacov
pred 2. navstevou

alebo

2) Ak 50 vstupné
vysetrenia subjektu
opakuft g pévodnd
snitka je mimo fasovef
tolerancie podla
protokolu
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Payment assigned to

ltem Additional Information Institution
/ / Platba pre
Poloika Dalsie informécie Zdravotnicke
zariadeiie
1) If a historical CTPA
scan is not available
from the 14-month
period prior to Visit 2
Or
€710
2} If the subject is re-
screened and the
original scan is
Computed Tomography outside of the timing
Pulmonary Angiogram per the protocol
(CTPA) /
/ 1) Ak nie je k dispozitii
Plucna angiografia predehadzajica
poéitaéovou tomografiou snimka CTPA z

{CTPA)

obdobia 14 mesiacov
pred 2. navstevou

alebo

2) Ak savstupné
vysetrenia subjektu
opakujd o pdvodnd
snimka je mimo
casovej tolerancie

podla protokolu
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Payment assigned to

Item Additional Information Institution
/ / Platba pre
Polozka Dalsie informdcie Zdravotnicke

zatigdenie
1) If a historical MRA
scan is not available
from the 14-month
period prigr to Visit 2
Or
€703

Magnetic Resonance
Angiography (MRA)

/

Angiografia magnetickou
rezonanciou {MR
angiografia; MRA).

2} If the subject is re-
screened and the
original scan is
outside of the timing
per the protocol

/

1) Ak nie je k dispozicii
predchadzajica
snimka MRA z
obdobia 14 mesiacov
pred 2. navstevou

alebo

2) Ak sa vstupné
vySetrenia subjektu
opakuji a pdvodnd
snimka je mimo
casovej tolerancie
podla protokolu
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Payment assigned to

Itern Additional Information Institution
/ / Platba pre
Polozka Dalsie informdcie Zdravotnicke

zariadenie

1) Visit cost to be paidin
conjunction with any
of the assessments
listed above when
conducted outside of €14
a regularly scheduled
visit.

2} This fee covers the
cost of Staff fees.

Unscheduled Visit
/

Neplénovand ndvsteva

1) Ndklady na navstevu,
ktoré sa maju uhradit
v stivislosti s
ktorymkofvek z
vySetreni uvedenych
vyssie, uk sa
vykongva mimo
riadne planovanef
navstevy.

2) Tdato platba pokryva
naklady na platby pre
persondl.
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Itermn

/

Poloika

Additional Informution
/
Dalsie informdcie

Payment assigned to

Institution
Platba pre
Zdravotnicke
zariadenie

Unscheduled Visit Due to
Suspicion of Clinical
Worsening

/

Neplanovandg navitevg z
dévodu podozrenia na
klinické zhorienie

1) Visit cost to be paid in
conjunction with any
of the assessments
listed above except
Unscheduled Visit
when conducted
outside of a regularly
scheduled visit,

2) This fee covers the
cost of Staff fees.

1) Naklody na ndvitevu,
ktoré sa maji uhradit
v stivisfosti s
ktorymkolvek z
vysetreni uvedenych
vyssie, okrem
neplanovanej
navstevy vykonanej
mimo riadne
plénovanej navstevy.

2} Tdto platba pokryva
naklady na platby pre
persondl.

€82

Lost to Follow-up

/

Nemoznast dalsieho
sledovania

If a subject is lost to
follow-up, a maximum of
3 attempts per subject
will be reimbursed. /

Ak subjekt nie je meZné
dolej sledovat, uhradia sa
maximalne 3 pokusy na
jeden subjekt.

€18

N/A means Not Applicable
Skratka N/A znamend , nevztahuje sa"

Totals are VAT excluded. VAT of 20% will Sumy nezahifiaji DPH. DPH vo vySke 20 % sa
be paid as outlined in Section 5 of this uhradi tak, ako je uvedené v &ldnku 5 tejto prilohy.
Exhibit.
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(5) Payment Terms:
a) This EXHIBIT B is for completed

records for up to 6 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 236 valid
subjects. In the event 236 total valid
subjects are enrolled prior to a site’s
reaching its valid subject goal of 6, 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 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 ackriowledges this is a
multicenter Study designed to evaluate a
defined number of Trial Subjects. It is
anticipated each institution participating
in the Study will enrol! the number of Trial
Subjects provided for under their
agreement for this Study. If required as
the Study progresses, Spohsor may invite
an institution to enroll more Trial Subjects
than reflected in the original agreement.
[n such a circumstance, Sponsor may
notify Institution via written request to
allow for the enroliment of additional Trial
Subjects. Conversely, Institution may not
have the opportunity to enroll the number
of Trial Subjects set forth above. When
enroliment of the target number of Trial
Subjects in the Study is complete, those
sites that have not enrolled the contracted

(5) Platabné podmienky:

a) Tato PRILOHA B pokryva vyplnené zéznamy
pre najviac 6 platnych subjektov. Platny subjekt je
definovany ako subjekt, ktory spifia pofiadavky na
zaradenie do skudania a nema Ziadne vyznamné
porudenia protokolu, ktoré by jeho ddaje vyludili z
analyzy. Pri vedeni tohto skiSania sa uplatiiuje
stratégia konkurenéného zaradovania. Zadavatel
predpoklada  uzatvorenie  zaradovania = po
randomizacii spolu 236 platnych subjektov. V
pripade, fe sa do sku$ania zaradi spolu 236 platnych
subjektov predtym, nei pracovisko skusania
dosiahne svoj cielovy poéet 6 platnych subjektov,
dalSie zaradovanie sa zastavi. Subjekty, ktoré
sktiganie nedokondia, sa budy uhradzat pomernym
spbsobom  podfa  potvrdenych  absolvovanych
navitev a pacientskych zdznamowych harkov (CRF)
prevzatych zaddvatelom. Vietky uhrady sa vyplatia
za navitevy subjektov podla tabulky vykonov vo
wyidie uvedenom ¢lanku 2. Za subjekty vylicené z
analyzy pre porudenia protokolu, ktorych kontrola
bola v rdmci moZnosti persenalu ski3ania, sa
neuhradia Ziadne platby. Naklady sivisiace s
nedspeinymi vstupnymi vySetreniami sa budi
uhradzat podla €lanku 3 vyssie.

b) Zdravotnicke zariadenie akceptuje, Ze toto
skiiganie je multicentrickym skdganim
napldnovanym s ciefom vyhodnotit stanoveny
pofet subjektov skisania. Predpokladd sa, Ze
ka?dé zdravotnicke zariadenie, ktoré sa zifastiuje
na skusani, zaradi pofet subjektov skuSania
stanoveny v tejto zmluve. Ak to bude v priebehu
skisania potrebne, zadavatel méZe zdravotnicke
zariadenie vyzvat, aby zaradilo viac subjektov
skusania, ne? sa uvadza v pdvodnej zmluve. Za
tychto  okolnosti mdZze zaddvatel zaslat
zdravotnickemu zartadeniu pisomni poZiadavkuy,
aby umoinil zaradenie dalsich subjektov ski3ania.
Zdravotnicke zariadenie tieZ z uvederiych dévodov
nemusi mat moznost zaradit vySsie uvedeny pocet
subjektov skdsania. Ked sa zaradovanie cielového
poftu subjektov ski3ania dokondi, tie pracoviska
skii¥ania, ktoré nezaradili svoje zmluvrié pocty
subjektov skiifania, dostand pisomné oznamenie s
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number of Trial Subjects will be notified
and instructed to discontinue enrolling
Trial Subjects.

) Equipment. Sponsor or a third
party vendor (the “Third Party Vendor”),
as the case may be, owns and shall retain
all right, title and interest in and to any
equipment, materials, or devices supplied
to or purchased by Sponsor or the Third
Party Vendor for Institution and/or
Principal Investigator to use in the conduct
of the Study (the "Equipment"). institution
and Principal Investigator shall not use the
Equipment for any purposes except for
the performance of the Study as set forth
in the Protocol, and shall restrict access to
and use of the Equipment to those
members of the Study Personnel for
whom such access and use is required to
conduct the Study. Institution or Principal
Investigator shall return the Equipment to
Sponsor, the Third Party Vendor or their
designee, in working order with normal
wear and tear excepted, within twenty
{20) days upon the earlier of the
termination of the Agreement or
completion of the Study, at Sponsor's
reasonable expense. Institution or
Principal Investigator will compensate to
Actelion based on replacement value for

negligent loss of, or damage to
Equipment.
d) Sponsor will provide, through a

third party vendor, one actigraphy device
per subject, valued at up to €439,72, for
use as called for in the Protocel. Upon
termination of the Study at Institution, the
actigraphy device will be returned in
accordance with Sponsor’s or designee’s
instructions.

Sponsor will provide, through a third party
vendor, one tablet, valued at up to
€681,56, for use as called for in the
Protacol. Upon termination of the Study at
Institution, the tablet will be returned in
accordance with Sponsor’s or designee’s
instructions.

pokynmi nepokraéovat v zaradovani subjektov
sktsania.

c) Vybavenie. Zadavatel alebo externy
dodavatel (dalej ,externy dodavatel”) viastni a
zachovava si vietky prdva, ndroky a podiely na
akomkolvek  vybaveni, materidloch  alebo
zariadeniach, ktoré zadavatel alebo externy
dodavatel' doda alebo zakiipi pre zdravotnicke
zariadenie alebo skOgajliceho na pougitie pri
vykonavani klinickéhe skiisania (dale] ,vybavenie®).
Zdravotnicke zariadenie a skd3ajici nepoulijé
vybavenie na Ziadne déely okrem vykondvania
skusania tak, ako je definované v protokole, a
zabezpecia, aby mali k vybaveniu pristup a pougivali
ho len ti €lenovia personalu skiiania, pre ktorych je
takyto pristup a pouifvanie potrebné na
vykonavanie skiSania. Zdravotnicke zariadenie
alebo skdsajdci vratia vybavenie zadavatelovi,
externému doddvatelovi alebo ich zastupcovi vo
funkénom  stave, s  wnimkou be¥ného
opotrebovania, do dvadsiatich (20) dni od
predéasného  vypovedania zmluvy  alebo
dokonfenia skiiania, na primerané naklady
zadavatela. Zdravotnicke zariadenie alebo skiajuici
uhradia spolo€nesti Actelion hodnotu nakladov na
vymenu v pripade straty alebo poSkodenia
vybavenia z nedhbalosti.

d} Zadavatel prostrednictvorn  externého
dodavatela poskytne jeden pristroj na aktigrafiu na
jeden subjekt v hodnote najviac 439,72 EUR na
poutitie podla poZiadaviek protokolu. Po ukonéeni
skdsania v zdravotnickom zariadeni sa pristroj na
aktigrafiu vrati podla pokynov zadavatela alebo nim
povereného zastupcu.

Zadavatel prostrednictvom externého dodavatela
poskytne jeden tablet v hodnote najviac 681,56
EUR na pouZitie podla poZiadaviek protokolu. Po
ukonceni ski$ania v zdravotnickom zariaden( sa
tablet vrati podfa pokynov zadavatela alebo nim
povereného zastupcu,
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e) 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
Sponsar, 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.
Processing of payment will begin upon
receipt of invoice and supporting
documentation in  accordance  with
naragraph (g) below.

f) Investigator Meetings: Sponsor
may recommend or require the Principal
Investigator, or a Sponsor-approved Sub-
Investigator designee, and a Study
nurse/coordinator to attend reetings,
including but not limited to an
Investigator's Meeting. Sponsor shall
provide and pay all reasonable and
appropriate travel expenses in accardance
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 (Error! Reference source not
found. below.

E) To be eligible for any payment,
the procedures must be performed in full
compliance with the Protoco! and this

e) Kalibracia vybavenia: Zdravotnicke zariadenie
zotpovedd za to, aby vybavenie vo vlastnictve
zdravotnickeho zariadenia, ktoré zdravotnicke
zariadenie vyuZiva podfa tejto zmluvy, malo
zabezpefeny servis alebo sa kalibrovalo podfa
odporuani vyrobeu, alebo Zastejsie, ak to poZaduje
zadavatel. Zaznamy dokladajice kalibraciu a GdrZbu
vybavenia sa maji na poZiadanie poskytnit
zaddvatelovi. Za kalibracie, kioré sa vykonajd
vyhradne na poZiadanie zadavatefa a ktoré nie si
stfastou odportcaného planu Gdriby
navrhovaného  wvyrobcom, uhradi  zadavatel
zdravotnickemu zariadeniu skutoéné naklady bez
navysenia za kazda kalibraciu. Spracovanie platby sa
zaCne po prevzati faktOry a sprievodne]
dokumentacie v stlade s nizdie uvedenym adsekom

(g).

f) Siretnutia so skasajucim: Zadavatel! mdie
zodpovednému skdgajuicemu, uréenym
spoluskusajucim  schvélenym zadavatefom a
zdravotnym  sestram  alebo  koordinatorom
skii§ania odporicat alebo od nich poZadovat G¢ast
na stretnutiach, najma na stretnuti so skdsajicim.
Zadavatel poskytne a uhradi vietky oddévodnené a
primerané cestovné naklady, v silade s internymi
predpismi zadavatela tykajlcimi sa cestovania,
vratane nenakladného ubytovania a stravovania
spojeného s takymito stretnutiami. Zmluvné
strany sa dohodli, Ze Uast na tychto stretnutiach
je primerand a potrebnd, aby sa zabezpedilo, Ze
vietky strany zucastAujlce sa na skidSani jasne
chapu protokol a jeho poiiadavky. Spracovanie
platby sa zacne po prevzati faktary a sprievodnej
dokumentécie v sdlade s niZSie uvedenym
odsekom (g).Error! Reference source not found.

g) Aby wvznikol ndarok na Jdhradu
akejkolvek plathy, musia sa vietky postupy
vykonat plne v sulade s protokolom a touto

Clinical Trial Agreement between Spansor and Institution and Principal Investigator — EMEA/EU contract template

Medicinal Produet

AC-065B302 Narodny ustav srdcovych a cievnych choreb a.s._Prof. Iveta Simkova_v1.0_20Mayl9

Page 44 of 54



Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC) and
Electronic Patient Reported Qutcomes
(ePRO) in accordance with Sponsor's
instructions and  this  Agreement.
Payments will be made, at a minimum, on
a quarterly basis. 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 error will be applied to any
pending or future payments due. No
payments will be made until all erronecus
payments have been offset. If no pending
or future payments exist, Institution will
promptly refund overpayment, according
to Sponsor’s instructions.

Sponsor will cover its wire transfer fees
charged by Sponsor’s bank. Bank charges
of a corresponding institution or Principal
Investigator bank and/or any other
intermediary bank will he the
responsibility of the Institution or Principal
Investigator respectively,

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

Janssen Pharmaceutica NV

PO Box 1369

11121 Praha 1l

Czech Republi

together with a copy submitted to the
following address:

IQVIA RDS Slovakia s.r.o.

Polus Tower [l, Vajnorska 100/B,
831 04 Bratislava

Slavak Republic

zmluvou a zaslané ddaje musia byt kompletnsa,
spravne a zadané do systému elektronického
zachytavania  udajov  (EDC} a  systému
elektronickéhao zaznamenavania vysledkov
hldsenych pacientmi (ePRO) podfa zadavatelovych
pokynov a tejto zmluvy. Platby sa budy uhradzat
minimadlne 3tvrfrogne. Tieto platby budd zahffiat
splatné vykony aj vietky fakturované a schviiené
naklady z predchddzajiceho platobného cyklu. V
priebehu celého skidania sa bude vykonavat
priebeiné odsuhlasovanie Gétov. Akékolvek platby
uhradené omylom sa odrataji z dalSich dosial
nevybavenych alebo budiicich splatnych platieb.
Ziadna platba sa nepoukaZe, kym sa nevyrovnaju
vietky nespravne platby. Ak nebud( existovaf
ziadne dosial nevybavené alebo budice platby,
zdravotnicke zariadenie urychlene vrati preplatok
podla pokynov zadavatela.

Zadavatel uhradi poplatky za bankovy prevod
uctované bankou zadévatela. Bankové poplatky
zodpovedajicej banky zdravotnickeho zariadenia
alebo  zodpovedného  skiasajiceho  alebo
akejkolvek inej sprostredkujicej banky uhradi
zdravotnicke zariadenie alebo zodpovedny
skasajuci.

Originaly faktur sivisiacich s tymto skdsanim je
potrebné zaslat na Ghradu na nasledujicu
adresu:

Janssen Pharmaceutica NV

PO Box 1369

111 21 Praha 1

Ceska republika

spologne s kdpiou zaslanou na nasledujicu
adresu:

IQVIA RDS Slovakia s.r.o.

Polus Tower I, Vajnorska 100/8
831 04 Bratislava

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

. Institution name

. Principal Investigator
name

. Protocol number

. Invaice number and date

e Date & description of services
provided

s Supporting documentation (i.e.
third party invoices, receipts)
= Apny claims for reimbursement of

adverse  events  must be

submitted in a separate invoice
h) 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.

i) 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

Upozorfiujeme, Ze faktiry musia obsahovat
nasledujice naleZitosti, v opatnom pripade budi
vratené a platba sa tym oneskori:

e Nazov zdravotnického zariadenia

¢ Meno zodpovedného ski3ajuceho

¢ C(islo protokaolu

s Cislo a datum faktury

. Datum
sluZieb

& Sprievodnu dokumentdciu (napr. faktary
od externych dodavatelov, potvrdenky)

s Akékolvek narcky na uhradu za neZiaduce
udalosti sa musia predloZif v samostatne]
faktire.

h) Tato zmluva zohladfuje vietky pevné a
variabilné ndkiady sivisiace s Einnostami skdZania.
PoloZky konkretne neuvedené v &lanku 3 alebo 4
vyssie, ktoré by mohli zahfat napriklad naklady
na persondl, naklady na Skolenie, poplatky za
laboratéria, RTG wySetrenia, hodnotenia a
dotazniky, platby koordindtorom Jddajov a
cestovné poplatky, st zohladnené v plathe za
jeden subjekt, ako sa podrobne uvaddza v
tabulkach vykonov v &anku 2 vyiiie. Ziadna ina
uhrada tychto nakladov sa neposkytuje.

a opis poskytovanych

i) Dane: Akékolvek protipinenie splatné
podla tejto zmluvy nezahffia miestnu dafn z
pridanej hodnoty (DPH), kedie tietc sluiby
spadaju  pod Clanok 44 smernice Rady
2006/112/ES. Ak sa toto uzemné pravidlo
nevzlahuje, platia beZné predpisy pre DPH alebo
predpisy pre podobnd obchodnd dah. Ak
akékolvek iné sluzby alebo tovary podliehaji DPH,
musi dodavatel vystavit prijemcovi platn( faktiru
na Ucely DPH stivisiacu s transakciou, ktori toto
protiplnenie zahfia. Ak sa DPH nauétuje omylom,
bude vritend po prevzati vratenej dane od
prisiuiného dafiového dradu bud ako skutetna
pefiazna nahrada, alebo vo forme odpodtu z
prislusného dafiového priznania k dani z pridanej
hodnoty. Ak sa DPH nenadctuje a neskér sa zisti,
Ze sa nauctovat mala, alebo ak prisluiny dariovy
urad stanovi(, Ze na protiplnenie sa DPH vztahuje,
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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.

i) Far the aveidance of doubt, the
Principal ~ Investigator  andfor  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.

k) 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
fnvestigator 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 sjte
receives hereunder. The parties agree the
payee designated below is the proper
payee for this Agreement and payments
under this Agreement will be made only to
the following payees:

DPH splatna na dané protipinenie sa uhradi po
predloZeni platnej faktiry na uéely DPH.

il Aby nedoslo k pochybnostiam, za vietky
odmeny, prispevky a odvody do poistovni pre
personal  skilania  zodpovedd  zodpovedny
skusajuci alebo zdravotnicke zariadenie. PovaZuje
sa tieZ za dohodnuté a vyslovne sa akceptuje, fe
skuSajlici a persondl skGsania nemajl narok na
i€ast na akychkolvek zadavatelovych plinoch
alebo programoch  zamestnaneckych vyhod,
internych postupoch v rémci pracavnopravnych
vztahov alebo zamestnaneckom (razovom poisteni
ani na akékolvek finanéné krytie z nich.

k) Zmluvné strany sa dohodli, 7e tito PRILOHA B je
sttastou tejto zmluvy a vysvetfuje rozpis platieb
sQvisiaci s touto zmluvou. Platby sa budd uhridzat
v sulade s ustanoveniami uvedenymi v tejto
PRILOHE B, pricom posledna platba sa poukdse
potom, ako si pracovisko skiSania spini vietky svoje
povinnosti podfa tejto zmluvy a vietkych jej priloh.
Zodpovedny skdsajuci potvrdzuje a suhlasi, e
odmena, ktord pracovisko skisania dostane podla
tejto zmluvy, nemad vplyv ria jebo dsudok v stvislosti
§ poradenstvom a starostlivostou poskytovanou
kazdému subjektu. Zmluvné strany potvrdzuju, ze
nizSie uvedeny prijemca platieb je riadnym
prijemcom platieb podfa tejto zmluvy a e platby
podla tejto zmluvy sa budd poukazavat fen
nasledujicim prijemcom platieb:

PAYEE NAME:

MENO ALEBO NAZOV PRIJEMCU PLATIEB:

TAX ID NUMBER:
DIc:

Organisation number: 35971 126

PAYEE ADDRESS:/
ADRESA PRIIEMCU PLATIES:

Narodny ustav srdcovych a cievnych chorob a.s.
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Institution and Principal 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.

Zdravotnicke zariadenie a skidZajuci mdéiu namietat
proti akymkolvek platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu skisania, do tridsiatich (30} dni od
datumu ukonéenia skusania poslednym subjektom.
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EXHIBIT C - Personal information concerning
Principal Investigator and any Investigational Staff

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 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 electronicafly or in hard copy.

the Principal

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

Privacy Notice -
investigational staff
Personal information Collection

Principal and

Investigatar

Sponsor and agents processing personal information
on behalf of Sponsor, coliect and process personal
information about you. This information may come
directly from you, from the Institution that you are
affiliated with for purposes of this clinical research, or
from public or third-party information sources.

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

¢ Name;

» Contact information (e.g. address, telephone
number, e-mail address);

¢ Age and/or date of birth;

PRILOHA C - Osobné Gdaje tykajtice sa
zodpovedného skugajiceho a personilu skdsania

Toto vyhldsenie vysvetluje postupy pougivané
zadavatefom pri zaobchddzani s osobnymi udajmi, vo
vztahu k Gdajom zodpovedného skigajliceho a
persondlu skisania. Vysvetluje, ako zadavatel zbiera
osohné Udaje a komu ich zaddvatel mdse poskytovat.
Vysvetluje aj prava, ktoré ma zodpovedny skutajici a
personal ski3ania va vzfahu k tymto osobnym udajom.
Toto vyhlasenie sa tyka vietkych osobnych Gdajov, bez
ohfadu na to, & sa tieto U(daje uchovavaju v
elektronickej alebo papierovej forme.

Toto vyhlasenie o ochrane osobnych UGdajov ma
zodpovedny skd3ajici poskytnut kazdému &lenovi
personalu skagania.

Vyhldsenie g ochrane asobnych ddajov — zodpovedny
skasajuci a personal skGgania

Zber osobmych hidajov

Zadavatel a zéstupcovia spracovavajlici osobné Udaje
v mene zaddvatefa zbieraju a spracovivaju vate
osobné Odaje. Tieto tidaje md2u pochadzat priamo od
vas, od zdravotnickeho zariadenia v ktorom pdsobite
na ucely tohto klinického ski3ania, z verejnych
informaénych zdrojov alebo z informaénych zdrojov
tretich stran.

Druh osobnych tdajov zbieranych zadavatefom zavisi
od dlohy, ktord pre zadavatela alebo jeho dcérske
spolo¢nosti plnite, ako aj od platnych pravnych
predpisov, m&iu viak medzi ne patrit nasledujice
kategérie Odajov:

¢  meno;

¢ kontakiné Udaje {napr. adresa, telefénne
¢islo, e-mailova adresa);

» vekalebo datum narodenia;
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e Government identification number (if

applicable);
e Training and qualifications, including
information that you have a valid, active
medical or professional license, as applicable,
and is not debarred by -a competent health

authority;

s Organizational or institutional affiliations;

s Professional programs and activities in which
you may have participated;

e Financial information relating to, among other
matters, compensation and reimbursement
payments for clinical trial activities;

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

» |nformation obtained via surveys and cther
direct interactions with you.

How Sponsor Uses and Discloses Personal

Information

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:

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

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

e Ititne identifikagné gislo (rodné &islo, ak sa
pouiiva);

« vzdelanie a kvalifikacia, vratane informacii o
tom, &i mate platnd a aktivnu licenciu na vwkon
lekarskeho povolania alebo iné odborné
osvedfenie {podla potreby) a ¢i sa na vas

zakaz ginnosti

nevztahuje vydany

kompetentnym zdravotnickym tradom;

e Uvizky v organizdciach a zdravotnickych
zariadeniach;

e odborné programy a Cinnosti, na ktorych ste
sa pripadne zOCastnilj;

s finan¢né informacie slvisiace najma s
odmenami a thradami za ¢innosti v rdmci
klinickych skaiani;

» pbdsobnost u zadavatela alebo jeho dcérskych
spoloénosti, alebo kontakt s nimi, ich
produktmi a sluzbami;

¢ informacie ziskané pomocou prieskumov a
inym priamym kontaktom s vami.

Ako zadavatel pouZiva a spristupiuje osobné Gdaje

VaZe osobné ddaje sa budd spracovévat na
nasledujice 0cely sitZiace zadavatefovi a jeho
dcérskym spolo€nostiam na splnenie si svojich
povinnosti podla platnych pravnych predpisov a v
potrebnej miere na plnenie zmluvy o klinickom
skdsani:

» na postdenie, €i vo vztahu ku klinickému
skdsaniu spfﬁate potiadavky na pdsabenie v
ulohe zodpovedného skigajuceho alebo ¢lena
personalu skisania;

e na poskytnutie kolenia a pristupu k
nastrajom a daldim zdrojom, ktoré mézu byt
potrebné na vykonanie klinického skd3ania;
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To manage the clinical trial, including to
meonitor and audit clinical trial activities;

To prepare and submit regulatory filings,

correspondence, and communications to
government authorities concerning the
clinical trial;

To conduct safety reparting and

pharmacovigitance activities relating to the
clinical trial;

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

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

As otherwise required under applicable law,
or necessary to fulfill the Clinical Trial

Agreement.

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

To consider, from time to time, potential sites
and investigators for future clinical trials; and

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

na publi

na riadenie klinického skigania vratane
monitorovania a auditovania ginnosti
klinického skisania;

na pripravu a odosielanie podan;,
koreSpondencie a komunikicie so Statnymi
kantrolnymi dradmi v sivislosti s klinickym
skaganim;

na podavanie bezpeénostnych hlaseni a
vykondvanie ginnosti liekového dozoru
{farmakovigilancie) v suvislosti s klinickym
skiisanim;

kaovanie vysledkov klinického skagania v

zmysle definicii uvedenych v zmiuve o klinickom

skosani;

na zverejnenie platieb a dalSich hodnotovych
prevodov zdravotnickemu zariadeniu,
zodpovednému skiisajucemu a daldim ¢lenom
personalu skdsania, ktoré stifi na splnenie
pravnych predpisov o hlaseniach na uely
transparentnosti, najma zakona Spojenych
Statov americkych o transparentnosti platieb
lekdrom {Physician Payments Sunshine Act) a
jeho vykonavacich nariadeni, ako aj kédexov o
spravnej praxi v tomto sektore alebo noriem,
ktorym zadavatel alebo dcérske spolognosti
zadavatela podliehajq;

na iné icely poZadované platnymi pravnymi
predpismi alebo potrebné na pinenie zmluvy
o klinickom skigani.

Na zdaklade svojich legitimnyeh zaujmov podfa zakona

bude za

davatel a jeho dcérske spolo¢nosti

spracovavat vade osobné Udaje na nasledujice Géely:

na oh€asneé zvaZovanie vyberu potencidlnych
pracovisk skd$ania a skiajdcich pre budice
klinické skusania;

na vykondvanie prieskumov, riadenie
internych vyskumov, ziep3ovanie postupov a
praxe suvisiace] s vykonavanim klinickych
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activities related to medical research.

To accomplish the abovementioned purposes,

personal information is made available to:

e (Other affiliates of the lohnson & lohnson
Family of Companies and their respective
agents. A list of the affiliates is available at
http://www.investor.jnj.com/sec.cfm;

ethics

Authorities and

commiittees in jurisdictions around the waorld;

e  Government

& Agents, such as contract research
organizations or other third-party service
providers, processing Personal information on

behalf of Sponsor.

Cross Border Transfer

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 recognized by the European Commission
as providing an adeguate level of data protection
according to EEA standards (the full list of these
countries is

available here:

https://ec.europa.eu/info/law/law-topic/data-

protection/data-transfers-outside-eu/adeguacy-

For
transfers from the EEA to countries not considered

protection-personal-data-non-eu-countries_en.

adequate by the European Commission, Sponsor has
ensured that adequate measures are in place,
iricluding 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

skugani a datdich €innosti suvisiacich s
klinickym wyskumom.

Na dosiahnutie vy33ie uvedenych cieflov sa osobné
Udaje spristupnia:

s daldim deérskym spoloénastiam skupiny
Johnson & lohnson a ich prisiusnym
zéstupcom. Zoznam tychto deérskych
spoloénosti je k dispozicii na webovej stranke
http://www.investor.jnj.com/sec.cfm;

s Statnym dradom a etickym komisiam v
roznych pravnych systémoch na celom svete;

e zastupcom, ako su napriklad zmluvné
vyskumné organizacie alebo dalSie tretie
strany poskytujice sluzby, ktori spracovavajuy
osobné udaje v mene zadavatela.

Prenos do zahranicia

Va%e osobné Udaje sa mdZu uchovévat a spracovavat
v ktorejkolvek krajine, v ktore) ma zadavatel a jeho
dcérske spolocnosti svoje prevadzky alebo zéstupcov,
vratane Spojenych Statov americkych. Niektore
krajiny mimo Eurdpskeho hospodarskeho priestoru
{EHP) Eurdpska komisia uznala akeo krajiny
poskytujdce primerand Urovef ochrany Udajov podla
nariem EHP (Gplny zoznam tychto krajin je dostupny
na tejto webovej stranke:
https://ec.europa.eu/info/law/law-topic/data-

protection/data-transfers-outside-eu/adequacy-

protection-personal-data-non-eu-countries en. V

pripade prenosav z EHP do krajin, ktoré Europska
komisia nepovaZuje za krajiny zarucujuce dostatocna
ochranu, zaddvatel zabezpedil, aby sa zaviedli
primerané opatrenia, vratane zaistenia, aby bol
prijemea Udajov viazany §tandardnymi zmluvnymi
doloZkami EU, ziskal certifikit $titu na ochranu
osobnych Gdajov medzi EU a Spajenymi §tatmi
americkymi (EU-US Privacy Shield) alebo mal
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Protection Officer in accordance with the “Contacting
Sponsor” section below.

Data Subject Rights

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 pravided to you by 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.

Retention Period

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; {ii) 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
applicable statutes

position (such as in regard to

of limitations, litigation, or

regulatory investigations).

Contacting Sponsor

The Sponsor can be contacted as specified below:

zavedeny kodex spravania alebo certifikaciu na
ochranu osobnych tidajov schvalené EU. Ak cheete
ziskat kopiu tychto opatreni, obratte sa na nagu
zodpovednl osobu za ochrahu Gdajov v ramci EU,
uvedent niZsie v €lanku ,,Ako kontaktovat
zadavatela”.

Prava dotknutych oséh

Ak si Zelate prezerat, opravit, aktualizovat, obmedzit
spracovavanie alebo vymazat asobné tidaje, ktoré
zadavatel mdZe uchovavat vo svojich systémach,
alebo ak by ste cheeli pofiadat o ziskanie
elektronickej kopie svojich osobnych Gdajov na tcely
ich prenosu do inej spolo&nosti (v rozsahu, v ktorom
vam tieto prava zarutuju platné pravne predpisy),
mdZete sa obratit na zadavatela pomocou Udajov
uvedenych niZsie v clanku ,Ako kontaktovat
zadavatela”. Zaddvatel odpovie na Fiadost v stlade s
platnymi pravnymi predpismi. Upozorfiujeme viak, ze
podla platnych pravnych predpisov o ochrane
osebnych Udajov alebo inych pravnych predpisov
moiu byt urfité osobné Udaje oslobodené od
takychto Ziadosti.

Obdabie uchovivania

Zadavatel bude va3e osobné lidaje uchovavat
dovtedy, kym to bude potrebné alebo povolené v
suvislostl s aéelom alebo U&elmi, na ktoré sz ziskali.
Na uréenie sprivneho obdobia uchovivania sa
pouzivaju nasledujlce kritéria: {i} obdobie, poas
ktorého zadavatel s vami udrZiava urtity vztah, (i) &
existuje nejakd zdkonna povinnost, ktorej zadavatel
alebo jeho dcérske spolotnosti podliehaj, a {iii) & je
uchovavanie vhodné vzhladom na pravne postavenie
zadavatela (napriklad vo vztahu k premléacim
lehotam, sdidnym sporom alebo vy3etrovaniam
kontrolnymi dradmi).

Ako kentaktovat zadavatela

Zadavatela mozete kentaktovat pomocou nizéie
uvedenych udajov:
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) ~or per mail to the following
address:

Actelion Pharmaceuticals Ltd
Gewerbestrasse 16

CH-4123 Allschwil
Switzerland

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at tn 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.

Lodging and Complaint with a Regulator

You may lodge a complaint with a supervisory
authority competent for your country er region.
can be located here:

Contact information

http://ec.europa.eu/justice/data-protection/article-

29/structure/data-protection-

authorities/index en.htm

alebo postou na nasledujicej
adrese:

Actelion Pharmaceuticals Lid
Gewerbestrasse 16

CH-4123

Svajéiarsko

V pripade potreby mbzete kontaktovat aj osobu
zodpovedni za ochranu osobnych Gdajov v prislusnej
krajine alebo oblasti na e-mailovej adrese

V pripade, Ze sa obratite na
tuto zodpovednu osobu, mali by ste uviest
infarmacie, ako je nazov krajiny, v ktorej sa
nachadzate, a tieZ &islo a nazov klinického skisania,
aby sa Ziadost mohla primerane spracovat.
Podanie staZnosti na kontrolny drad

MéZete podat sta?nost na dozorny organ
kompetentny pre vaiu krajinu alebo oblast.
Kontaktné tdaje moZno najst na tejto webovej
stranke; http://ec.europa.eu/justice/data-

praotection/article-29/structure/data-protection-

authorities/index_en.htm
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