NON-INTERVENTIONAL PROSPECTIVE STUDY
AGREEMENT
(CRO-Sponsor-Institution-Principal Investigator)

This non-interventional prospective study agreement
{the “Agreement”) is

by and between

Syneos Health UK Limited, (“CRO"}, a United Kingdom
corporation, with registered offices at Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, United Kingdom, including its
affiliates, subsidiaries, and specifically its parent
company Syneos Health, LLC

and

Actelion Pharmaceuticals. Ltd. {“Sponsor”), a
Switzerland corporation, with registered offices at
Gewerbestrasse 16, 4123 Allschwil, Switzerland

and

Nérodn\,'- Ustav srdcovych a cievnych chorob a.s.
{“Institution”} with registered offices at Pod Krasnou
horkou 1, 833 48 Bratislava, Slovak Republic,
lden.number; 35871126 Tax Iden. Number:
2022105107

and

prof. MUDr. Iveta Simkova, CSc. (“Principal
Investigator”), affiliated with Institution, located at
Nérodny Ustav srdcovych a cievnyeh chorob a.s., Pod
Krasnou horkoul, 833 48 Bratislava, Slovak Republic.

and effective as of the date of execution by the last
party to sign below (“Effective Date”),
Study: EXTRACT (EXploratory hisToRicAl Cohort sTudy)

Regulatory Sponsor: Janssen-Cilag International NV
Turnhoutseweg 30, B-2340 Beerse, Belgium

Protocol: Post-authorisation Safety Study (PASS):
Retrospective Medical Chart

GO 222>

ZMLUVA O NEINTERVENCNOM PROSPEKTIVNOM
KLINICKOM SKUSANI
(CRO~ zadavate! — zdravotnicke zariadenie ~ hlavny
ski$ajuci)

Této zmluva o neintervenénom praspektivnom
klinickom skiigani (dalej len ,zmluva®) sa uzatvara
Medzi

spoloénostou Syneos Health UK Limited {dale] len
»CRO”), akciovou spoloénostou v Spojenom
krafovstve, registrovanou na adrese Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, Spojené kralovstvo, vratane
iej pobafiek, drérskych spolognosti a predovietkym
jej materskej spolotnosti Syneos Health LLC

spoloénostou Actelion Pharmaceuticals Ltd.
{,zadavatel), akciovou spolognostou vo Svajtiarsku
so sidlom na Gewerbestrasse 16, 4123 Allschwil,
Svajéiarsko

a

Narodny tistav srdcovych a cievnych chorob a.s.
{dalej len ,zdravotnicke zariadenie”) so sidlom na
adrese Pod Krasnou horkou 1, 833 48 Bratislava,
Slovenska republika, IC:35971126 Daitové IC:
2022105107 :

a

prof. MUDY. Iveta Simkova, CSc. {,hlavny
skusajici®), pracujici v zdravotnickom zariadeni, so
sidlom na adrese Narodny Ustav srdcovych

a cievnych chorob a.s. Pod Krasnou horkou 1, 833 48
Bratislava, Slovenska republika, .

a ufinnd odo dia podpisu poslednou zmiuvnou
stranou nidie (dalej len ,ditum Géinnosti”).

Klinické skdSanie: EXTRACT {EXploratory hisToRicAl
Cohort sTudy)

Zadavatel z hladiska regulaénych zéleZitosti: Janssen-
Cilag International NV

Turnhoutseweg 30, B-2340 Beerse, Belgicko
Protokol: Stddia bezpeénosti po registracii (PASS):
Retrospektivna zdravotna karta
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Review of Patients with PAH Newly Treated With Either
Uptravi®

(selexipag) or any Other PAH-Specific Therapy,
(67896049PAH0002)

Study Site: Narodny Ustav srdcovych a cievnych chorob
a.s., Oddelenie pre vrodené chyby srdca v dospelosti,
Pod Krasnou horkou 1, 833 48 Bratistava, Slovak
Repuhlic

Whereas, Sponsor has appointed CRO to procure the
services under this Agreement and to provide same to
Sponsor;

Whereas, CRO has requested |nstitution and its
employees, and Principal Investigator to conduct the
Study aceording to the Protocol {including subsequent
Protocel amendments) and Exhibits, which form an
integral part hereof;

Whereas, Institution is equipped and authorized to
undertake the Study and Institution and Principal
Investigator have agreed to perform the Study on the
terms and conditions hereinafter set forth; and

Now, therefore, in consideration of the premises and
" the mutual promises and covenants expressed herein,

the parties agree as follows:

1. Performance of the Study

1.1 The purpose of the Study is to further
characterize the safety profile of Uptravi® when used in
clinical practice, and to describe clinical characteristics
and outcomes of patients newly treated with Uptravi®
or newly treated with any other PAH-specific therapy
who were never treated with Uptravi® in the
international post-marketing setting.

Participation by Institution and Principal Investigator in
the Study must under no circumstances affect any
decision about a Study Subject’s treatment {that is to
say, whether, and what medication is to be used in
Study Subject treatment, if any). Medication must-only
be prescribed on the basis of medical indication.

Posudenie pécientov s PAH, novo lietenych bud

liekom Uptravi®

(selexipag) alebo akoukolvek inou $pecifickou liechou
na PAH, (67896049PAH0002) '
Centrum klinického skd$ania Narodny Gstav
srdcovych a cievnych chorob a.s., Oddelenie pre
vrodeneé chyby srdca v dospelosti

..Pod Krasnou horkou 1, 833 48 Bratislava, Slovenska
republika

Vzhladom na to, Ze zadavatel poveril CRQ, aby
obstaravala sluzby podfa tejto zmiuvy a poskytovala
ich zadavatelovi;

Vzhladom na to, Ze CRO poZiadala zdravotnicke
zariadenie a jeho zamestnancov a hlavného
skdzajuceho, aby vykonavali klinické skadanie v
sulade s protokolom (vratane naslednych zmien a
dopineni protokolu} a prilohami, ktoré tvoria
neoddeliteinl su¢ast tohto dokumentu;

KedZe zdravotnicke zariadenie je vybavené a
opravnené vykonat kiinické sk(anie a zdravotnicke
zariadenie a hlavny skisajici sa dohodli na vykonani
klinického sktisania za podmienok uvedenych dalej a

Preto sa teraz, s ohladom na tieto podmienky a
vzajomné sfuby a zavazky vyjadrené v tejto zmluve,

zmluvné strany dohodli takto:

1. Vykonavanie klinického skii§ania

1.1 Ciefom klinického skiSania je podrobnejiie
charakterizovat bezpeénostny profil lieku Uptravi®
pri jeho pouzivani v klinickej praxi a opisat klinické
charakteristiky a vysledky u pacientov novo lieéenych
liekom Uptravi® alebo novo lie¢enych inou
Zpecifickou lie¢bou na PAH, ktori nikdy neboli lieteni
liekom Uptravi® v medzindradnam kontexte po
uvedeni lieku na trh.

Ugast zdravotnickeho zariadenia a hlavného
skdiajdceho v klinickom skd3ani nesmie za Ziadnych
okolnosti ovplyvnit Ziadne rozhodnutie o liecbe
icastnika klinického skdsania (t. j. &i a aké lieky sa
majl pouiit pri pripadnej lieébe Gastnika klinického
skii$ania). Lieky sa musia predpisovat len na ziklade
lekarskej indikacie.
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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 Study in accordance with the Protocol, all
applicable legal and regulatory requirements, the
identified timelines and the terms and conditions of this
Agreement. Institution and Principal Investigator may
not start the Study without prior approval of the ethics
commmittee, 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 CRO as soon as possible
and at the latest within three (3) calendar days of such
departure. Sponsor shall have the right to approve any
new Principal Investigator designated by Institution.
The new Principal Investigator shall be required to
agree to the terms and conditions of this Agreement. In
the event Sponsor does not approve such new Principal
Investigator, CRO or Sponsor may terminate this
Agreement in accordance with Section 2.2 below and
Institution shall take all necessary steps to
accommodate CRO or Sponsor’s decision. If Principal
Investigator is to be temporarily absent from Institution
for more than ten {10) calendar days, but not more
than fourteen (14) calendar days, Institution will
designate a Sub-investigator to temporarily supervise
the Study on the Principal Investigator’s behalf.
Institution will document this designation and notify
CRO in writing of such designation prior to its
commencement. If Principal Iinvestigator is, or is to be,
absent for more than fourteen (14) calendar days, CRO
or Sponsor may terminate this Agreement if Institution
and Sponsor cannot agree on a replacement Principal
Investigator within a fourteen (14)-day period.

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

Zmluvné strany sa dohodli, e protokol
vratane vietkych naslednych zmien a doplneni
protokolu, ktoré su zaélenené odkazom ako
priloha A, ak nie su pripojené k tejto zmluve, ale su
zname vsetkym zmluvnym stranam, a prilohy, tvoria
neoddelitelnd sucast tejto zmiuvy.

1.2 Zdravotnicke zariadenie a hlavny skisajuci sa
zavdzuju vynaloZit maximalne Usilie a odborné
znalosti na vykonanie klinického skusania v sdlade s
protokolom, vietkymi platnymi pravnymi a
regulacnymi poziadavkami, uréenymi ¢asovymi
ramcami a podmienkami tejto zmluvy. Zdravotnicke
zariadenie a hlavny sku3ajuci nesmu zaat klinické
ska3anie bez predchadzajlceho stihlasu etickej
komisie, oznameni a dalsich zdkonom poZadovanych
povoleni.

13 V pripade, Ze hlavny skusajlci prestane
pracovat v zdravotnickom zariadeni, zdravotnicke
zariadenie to fo najskor, najneskdr viak do troch (3)
kalendarnych dni od takéhoto odchodu, pisomne
oznami CRO. Zadavatel ma pravo schvalovat kaZdého
nového hlavného skiiajuceho, ktorého uréi
zdravotnicke zariadenie. Od nového hlavného
skasajliiceho sa vyzaduje, aby sthlasil s podmienkami
tejto zmluvy. V pripade, Ze zadavatel neschvali
takehoto nového hlavného skasajiceho, CRO alebo
zadavatel mbZu vypovedat tito zmluvu v sdlade s
¢astou 2.2 nizgie a zdravotnicke zariadenie podnikne
vietky potrebné kroky, aby sa prisposcbilo
rozhodnutiu CRO alebo zadavatela. Ak ma byt hlavny
skddajuci dodasne nepritomny v zdravotnickom
zariadeni viac ako desat (10) kalendarnych dni, ale
nie viac ako 3trnast (14) kalendarnych dni,
zdravotnicke zariadenie poveri spoluskidajiceho,
ktory bude dotasne dohliadat na klinické skiianie v
mene hlavného skusajiceho. Zdravotnicke zariadenie
toto poverenie zdokumentuje a pisomne oznami CRO
pred jeho pinenim. Ak je alebo ma byt hlavny
skdsajuci nepritomny dlhSie ako $trnast (14)
kalenddrnych dni, CRO alebo zadavatel mdzu tuto
zmluvu vypovedat, ak sa zdravotnicke zariadenie a
zadavatel nedohodnd na ndhradnom hlavnom
skdadajucom v lehote Strnastich (14} dni.

1.4 Zdravotnicke zariadenie a hlavny skusajici
moZu vymenovat daliie osoby a skigajucich, ktorych
povaiuju za vhodnych, za spoluskusajicich a/alebo
persondl klinického skisania na pemoc pr'i realizacii
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the Study. All co-investigators and investigational staff
will be adequately qualified, timely appointed and an
updated list will be maintained. Principal Investigator
shal! be responsible for leading such team of co-
investigators and investigational staff, who in all
respects shall be bound in writing to the same terms
and conditions as the Principal Investigator under this
Agreement. Institution and Principal Investigator are
responsible for the services performed by its staff and
undertake in particular to have the services executed by
competent persons. In the event that Institution and/or
Principal Investigator use the services of others to
conduct the Study 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
Sponsor or its designee in the proper performance of
the Protocol, safety and reporting requirements, and
any other applicable guidelines relevant to the Study
and performance of the Protocol.

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

1.6 Additional Research: Institution and Principal
Investigator shall not conduct any research nor
facilitate third partfes to conduct any research not
required by the Protoceol on (i) Study Subjects during
the Study (including any additional research technique,
procedure, questionnaire, or observation}, or (ii} the
data derived from the Study, each of (i) and (ii) without
the prior written consent of CRQ or Sponsor.
Hereinafter, the research described in the previous
sentence shall be referred to as “Additional Research”.
In any case where CRO or Sponsor gives such approval,

klinického skusania. Vietci spoluska3ajiici a personal
klinického skiania bud mat primerand kvalifikdciu,
budd vfas vymenovani a bude sa viest ich
aktualizovany zoznam. Hlavny skiiajici je
zodpovedny za vedenie takéhoto timu
spoluskdsajucich a personalu klinického skutania,
ktori st vo vietkych ohladoch pisomne viazani
rovnakymi podmienkami ako hlavny skaajici podla
tejto zmluvy. Zdravotnicke zariadenie a hlavny
skudajlici st zodpovedni za sluzby, ktoré vykonévajd
ich zamestnanci, a zavédzuju sa najm4, fe tieto sluzby
budt vykondvat kompetentné osoby. V pripade, fe
zdravotnicke zariadenie a/alebo hiavny skd3ajdci
vyuZiji sluZby inych os6b na vykondvanie klinického
skusania podla tejte zmluvy, zdravotnicke zariadenie
a hlavny skusajuci majl zodpovednost zabezpeit,
aby v3etci mali pristudnd licenciu a opravnenie a boli
v stlade s podmienkami tejto zmluvy. Zdravotnicke
zariadenie a hlavny skd3ajici nest zodpovednost za
akékolvek porusenie tejto zmluvy tymito oscbami.
Zdravotnicke zariadenie a hlavny skdajuci
zabezpedia, aby sa urteni zamestnanci zGéastnili
vietkych koleni, ktoré organizuje zadéavatel alebo
nim poverena osoba, tykajucich sa spravneho
vykonavania protokolu, poZiadaviek na bezpetnost a
podavanie sprav a akychkolvek inych platnych
usmernenf stvisiacich s klinickym skdganim a
vykenavanim protokolu.

15 Na vykonanie klinického skasania poskytne
zadavatel alebo nim poverend osoba alebo CRO
vietky dokumenty sdvisiace s klinickym skisani
(napriklad formulére G¢astnikov klinického skdgania).
Zdravotnicke zariadenie ani hlavny skisajici nesmd
poufivat dokumenty, materidly a vybavenie stvisiace
s klinickym skdganim inak ako na vykonavanie
klinického skudania v prisnom sulade s protokolom a
touto zmluvou,

1.6 Daldi vyskum: Zdravotnicke zariadenie a
hlavny skasajici nesmu poéas kinického skugania
vykonavat Ziadny vyskum ani umoZnit tretim stranam
vykondvat akykolvek vyskum, ktory sa nevyzaduje
podla protokolu, (i} s u¢astnikmi kkinického skagania
(vratane akejkolvek dodatoénej vyskumnej techniky,
postupov, dotaznika alebo pozorovania), alebo (i) s
ddajmi ziskanymi z klinického skd3ania, ked' sa kazdy
z bodov (i) a {ii) vykondva bez predchédzajuceho
pisomného suhlasu CRO alebo zaddvatela. Dalej sa
vyskum opisany v predchadzajicej vete oznacuje ako
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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, CRO and institution and Principal Investigator.
Institution and Principal Investigator shall conduct all
Additional Research in compliance with all applicable
regulations, including requirements for obtaining
appropriate EC approval and subject informed consent.
Without limiting any other remedy available by law to
Sponsor, if Institution and/or Principal Investigator
conducts Additional Research in breach of this Sectian,
and such Additional Research results in an Invention (as
defined in Section 8 below), Institution and Principal
Investigator {as applicable) hereby grant to Sponsor or
its designee an irrevocable, worldwide, paid up, royalty-
free, exclusive license, with right of sub-license, to
make, have made, use, have used, sell, have sold, and
import any such invention that results from such
Additional Research. This Section shall survive
termination or expiration of this Agreement,

1.7 Delegation by Sponsor to CRQO. Sponsor has
contracted with CRO, a clinical research organization, to
supervise, monitor and manage the Study in
accordance with applicable laws and with this
Agreement. Sponsor has authorized CRO to handle
Sponsor communications with the Institution and
Principal Investigator with respect to the Study and this
Agreement. Sponsor shall notify Institution and
Principal Investigator should this situation change at
any point. Without prejudice to any rights of Sponsor
under this Agreement, Institution and Principal
Investigator acknowledge that CRO is the VAT recipient
of services under this Agreement.

2. Term and Termination

2.1 The term of this Agreement shall begin on the
Effective Date and continue until the Study has been
completed to the reasonable satisfaction of CRO or
Sponsor. The parties estimate that the Study will end on
{i} October 13, 2023 or (ii) six (6} months following final
database lock, unless sooner terminated in accordance

Ldal&ivyskum”, V kaidom pripade, ked CRO alebo
zaddvatel vydd takyto suhlas, schvéieny dodatoény
vyskum sa povaZuje bud' za dodatok pdvodného
protokolu, alebo je predmetom inej pisomnej zmluvy
medzi zadavatefom, CRO, zdravotnickym zariadenim -
a hlavnym ska3ajlcim. Zdravotnicke zariadenie a
hlavny skd3ajuci vykonavaju vietok dalsi vyskum v
stlade so vietkymi platnymi predpismi vratane
poZiadaviek na ziskanie prisluiného sihlasu EK a
informovaného suhlasu Ucastnika. Bez obmedzenia
akychkoivek inych opravnych prostriedkov, ktoré ma
zadavatel'k dispozicii zo zdkona, ak zdravotnicke
zariadenie a/alebo htavny skaajici vykond
dodatoZny vyskum v rozpore s touto ¢astou a
vysledkom takéhoto dodatoéného vyskumu je
vynalez (ako je definovany v Zasti 8 nizdie),
zdravotnicke zariadenie a hlavny skd3ajici (podfa
okolnosti) tymto udeluju zadavatelovi alebo nim
poverenej osobe neodvolatelnu, celosvetova,
splatend, vyhradna licenciu bez autorskym poplatkov
s pravom sublicencovania na vyrobu, poufitie, predaj
a dovoz akehokolvek takéhoto vynalezu, ktory je
vysledkom takéhoto dodatoénéheo vyskumu, Tato
¢ast plati aj po vypovedani alebo skondeni platnosti
tejto zmluvy.

1.7 Delegovanie zadavatelom na CRO. Zadavatel
ma uzatvorend zmluvu s CRO, organizédciou pre
klinicky vyskum, na dohlad, monitorovanie a spravu
klinického skiiSania v stilade s platnymi pravaymi
predpismi a s touto zmluvou. Zadavatel dal CRO
opravnenie spravovat komunikdciu zadévatela

so zdravotnickym zariadenim a skaajucim

v stvislosti s klinickym skdganim a touto zmluvou. Ak
sa tato situacia kedykolvek zmeni, zadévatel to
oznami zdravotnickemu zariadeniu a hlavnému
skdsajucemu. Bez toho, aby boli dotknuté akékolvek
prava zadavatela podla tejto zmluvy, zdravotnicke
zariadenie a hiavny skusajuci potvrdzuju, 2e CRO je
prilemcom DPH za siuzby pedfa tejto zmluvy.

2. Doba platnosti a vypovedanie zmluvy

21 Platnost tejto zmluvy sa zacina dilom
nadobudnutia G€innosti a pokracuje aZ do ukonéenia
klinického skdsania k primeranej spokojnosti CRO
alebo zadavatela. Zmluvné strany odhaduju, ze
klinické skusanie sa skonéi (i) 13. oktdbra 2023 alebo
(ii} Sest (6) mesiacov po koneénom uzamknuti
databazy, ak nebude ukonené skdr v sulade s
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with the terms hereof. The parties agree that the term
may be amended by mutual agreement of the parties.

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

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

{i) if no Study Subjects have heen recruited at the
Study Site within three (3) months following the Study
initiation at the Study Site.

Notwithstanding the above, CRO or Sponsor may
immediately terminate, within its sole judgement, the
Study or this Agreement. Upon receipt of notice of

termination, Institution and Principal Investigator agree

to promptly terminate conduct of the Study to the
extent medically permissible for any individual who
participates in the Study {“Study 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 CRO pursuant to this
Agreement shall be equitably prorated for actual work
performed to the date of termination, with any

unexpended funds previously paid by CRO to Institution

or Principal Investigator being refunded to CRO.

2.3 Upon the earlier of the termination of the Study

and termination of this Agreement, {a) Principal
investigator shall immediately deliver to CRO all data
generated as a result of the Study, all documents and
data provided by CRO or Sponsor and its respective
affiliates, and all Sponsor Confidential Information, as
defined in Section 7.2 below. This provision does not
apply to those documents that should be maintained
and retained by the Principal Investigator at the Study
Site, as defined in the Protocol and as required by
applicable laws and regulations.

podmienkami tejto zmluvy. Zmluvné strany sa
dohadli, Ze tento termin méZe byt zmeneny a
doplneny na zéklade vzajomnej dohody zmluvnych
stran.

2.2 Tato zmluvu moie ktordkolvek zo zmluvnych
stran kedykolvek vypovedat podla viastného
uvaZenia na zaklade pisomného oznamenia druhej
zmluvnej strane patnast (15) kalendarnych dnf
vopred. Medzi dovody na ukon&enie zmluvy mdzu
okrem iného patrit aj:

(i) porusenie zmluvy vratane nedodriania
protokolu a platnych zakonov a predpisov;

(i) ak v centre klinického skusania neboli zaradent
ziadni ddastnici klinického skidsania do troch (3)
mesiacov od zalatia klinického skddania.

Bez ohfadu na vy3iie uvedené mdie CRO alebo
zaddvatel na zdklade vlastného uvéaZenia okamzite
ukoncit klinické skusanie alebo vypovedat tuto
zmluvu. Po prijati ozndmenia o vypovedani sa
zdravotnicke zariadenie a hlavny ski3ajlci dohodli,
Ze bezodkladne ukoncia vykondvanie klinického
skU3ania v rozsahu, ktory je z lekdrskeho hladiska
pripustny pre kazdého jednotlivca, ktory sa
zulastnuje na klinickom skusani (,,G€astnik klinického
skisania”). V pripade vypovedania tejto zmluvy,
okrem pripadu, ked je to v ddsledku podstatného
porusenia zo strany zdravotnickeho zariadenia alebo
hlavného skid3ajiceho, sa celkové sumy, ktoré ma
CRO zaplatit podta tejto zmiuvy, spravodlivo
pomerne prepoditaji za skutotne vykonant pracu ku
diiu vypovedania zmluvy, pricom vietky nevyéerpané
finan&né prostriedky, ktoré CRO predtym zaplatila
zdravotnickemu zartadeniu alebo hlavnému
skusajucemu, sa vratia CRO.

2.3 Po ukonéeni klinického ski3ania alebo po
vypovedani tejto zmluvy, podta toho, &o nastane
skér, (a) hlavny skdsajici bezodkladne odovzda CRO
vietky ddaje, ktoré vznikli ako vysledok klinického
skudania, vietky dokumenty a Gdaje poskytnuté CRO
alebo zadavatelom a jeho prisludnymi pridrufenymi
spolocnostami a vietky déverné informacie
zadavatela, ako st definované v fasti 7.2 niZéie. Toto
ustanovenie sa nevztahuje na tie dokumenty, ktoré
by mal spravovat a uchovavat hlavny skdsajiciv
centre klinického skd3ania, ako je definované v
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3. Ethics Committee (EC) — Informed Consent —
Authorizations

3.1 tn accordance with the laws and regulations
applicable at the Study Site, Institution and Principal
Investigator shall be respansible for obtaining approval
of the Protocol and its amendments, informed consent
form, Study recruitment procedures {e.g.
announcements, financial compensation if any) and any
other relevant documents in connection with the Study,
from the appropriate EC prior to commencement of the
Study. In the event the EC requires changes in the
Protocol, informed consent form or Study recruitment
procedures, such changes shall not be implemented
until CRO 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 CRO and the EC.

3.2 Institution and Principal Investigator shall also
be responsible for adequately informing the Study
Subject and for obtaining an informed consent form
signed by or on behalf of each Study Subject, which
informed consent form shall be approved by CRO and
the EC, prior to the Study Subject’s participation. The
informed consent form shall include the right for CRO,
Sponsor and its designees and applicable government
-authorities to review raw Study 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. The informed consent form shall also
include the right for Sponsor and its affiliates to
conduct additional reviews of the data to study the
safety and efficacy of products and treatments, to
develop a better understanding of disease or to
improve the efficiency of future clinical studies.

3. Sponsor shail be responsible for the fulfillment
of all other authorization formalities related to the
conduct of the Study {such as submitting a study

protokole a ako to vyZadujl platné zikony a
predpisy.

3. Etickd komisia {EK} ~
opravnenia

informovany suhlas —

3.1 V sulade so zakonmi a predpismi platnymi v
centre klinického skii$ania su zdravotnicke zariadenie

a hlavny skusajlci zodpovedni za ziskanie sthlasu s

protokolom a jeho dodatkami, formuldrom
informovaného sthlasu, postupmi ndboru do
klinickeého skd3ania {napr. oazndmenia, pripadnd
financna kompenzacia) a vietkymi ostatnymi
relevantnymi dokumentmi v sivislosti s klinickym
skudani od prisiuinej EK pred zafatim klinického
skudania. V pripade, ze EK vyZaduje zmeny v
protokole, formulari informovaného sahlasu alebo
postupoch naboru do klinického skdsania, takéto
zmeny sa nesmu vykonat, kym CRO nie je
informovana a neda pisomny sihlas. Protokol,
formular informovaného sihlasu a akdkolvek
reklama sa nesmu upravovat bez predchédzajiceho
pisomného sahlasu CRO a EK.

3.2 Zdravotnicke zariadenie a hlavny skasajuci st
tiez zodpovedni za primerané informovanie Ugastnika
klinického skd3ania a za ziskanie formuldra
informovaného sdhlasu podpisaného kafdym
tifastnikom klinického skd3ania alebo v jeho mene,
pricom tento formuldr informovaného sthlasu musi
byt pred O&astou Ucéastnika klinického skigania
schvdleny CRO a EK. Formular informovaného
stihlasu zahifia pravo CRO, zadavatela a nim
poverenych oséb a prislusnych vladnych organov na
preskimanie nespracovanych udajov klinického
skusania vratane origindlnych zdznamov o
uéastnikoch pri vietkych monitorovacich a
kontrolnych &innostiach potrebnych na zabezpetenie
kvality a stiadu s protokolom, ako aj so vietkymi
pravnymi a regulaénymi poZziadavkami. Formular
informovaného suhlasu obsahuje aj pravo zadavatela
a jeho pridruzenych spolo¢nosti vykonat dodatoéné
preskimanie adajov s ciefom preskimat bezpetnost
a ufinnost produktov a liecby, lepsie pochopit
ochorenie alebo zlepsit ucinnost buducich klinickych
skusani.

3.3. Zadavatel je zodpovedny za splnenie
vietkych ostatnych povolovacich formalit suvisiacich
s vykonavanim klinického skisania (napriklad
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application) and if required, for obtaining the written
authorization from the competent health authorities
prior to commencement of the Study.

4, Reporting of Data and Adverse Events

4.1 institution and Principal Investigator agree to
provide CRO and Sponsor periodically and in a timely
manner with all Study results and other data called for
in the Protocol on properly completed (written or
electronic) case report forms.

4.2 Electronic Data Capture {("EDC"}):
Institution/Principal Investigator will submit Study data
using the electronic system provided by Sponsor or
CRO. Institution/Principal Investigator shall prevent
unauthorized access to the data by maintaining physical
security of the computers and ensuring that
investigational staff maintains the confidentiality of
their passwords. Institution/Principal Investigator shall
also comply with CRO’s instructions for data entry into
the system, which includes that investigational staff
using the system understands that their ele¢tronic
signatures are the legally binding equivalent of
handwritten signatures, and they attest to the accuracy
and completeness of the data entered.

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

In the event Principal Investigator/institution do not
enter Data into the eCRF or respond to gueries in the
timeframe set forth for each ahove, Sponsor may, in its
sole discretion, immediately take corrective actions.
These actions may include but are not limited to,

predloZenie Ziadosti o povolenie klinického skuania)
a v pripade potreby za ziskanie pisomného povolenia
od pristuinych zdravotnickych organov pred zalatim
klinického skusania.

4, Hlasenie idajov a nefiaducich udalosti

4.1 Zdravotnicke zariadenie a hlavny skdZajci
sthlasia s tym, Ze budu pravidelne a véas poskytovat
CRO a zadavatelovi vietky vysledky klinického
skusania a daldie udaje poZadované v protokole v
riadne vyplnenych {pisemnych alebo elektronickych)
formuldroch ucastnikov klinického skdsania.

4.2 Elektronické zachytavanie udajov {,EDC"):
Zdravotnicke zariadenie/hlavny ski3ajoci predloi
Udaje o klinickom skdsani prostrednictvom
elektronického systému poskytnutého zaddvatelom
alebo CRO. Zdravotnicke zariadenie/hlavny skigajlci
zabrani neopravnenému pristupu k Gdajom
udrziavanim fyzickej bezpetnosti potitatov a
zabezpe&enim toho, aby personal klinického skufania
zachovaval dovernost svojich hesiel, Zdravotnicke
zariadenie/hlavny skd3ajlici musi tieZ dodriiavat
pokyny CRO na zaddvanie Udajov do systému, ktoré
zahfhaj, ze personal klinického skd3ania pouzivajuci
systém si uvedomuje, Ze jeho elektronické podpisy st
pravne zavaznym ekvivalentom vlastnoruénych
podpisov a Ze potvrdzuje spravnost a Uplnost:
zadanych udajov.

Zdravotnicke zariadenie/hlavny skdsajici sihlasi so
zhromazdovanim vSetkych udajov klinického
sktidania (v elektronickej alebo tladene podohe) v
zdrojovej dokumentécii pred ich viozenim do
efektronického formuldra Géastnika klinického
skudania (,eCRF"). Formular eCRF sa vyplIni do piatich
(5) pracovnych dni po ukonéeni postupov navitevy
alebo po ziskani vysledkov testov, ak nie je v
protokole uvedené inak. Zdravotnicke
zariadenie/hlavny skusajuci sa tie? zavizuje
poskytnut prislusné odpovede na dorudené otazky
do piatich {5) pracovnych dni od ich deruéenia, ak nie
je v protokole uvedené inak.

V pripade, Ze hlavny skasajici/zdravotnicke
zariadenie nezadé udaje do eCRF alebo neodpovie na
otdzky v {asovom ramci stanovenom pre kazdd z
vyidie uvedenych moinosti, zadavatel méie podfa
vlastného uvéZenia bezodkiadne prijat nipravné

EU Non-Interventional Prospective Study Agreement between CRO, Sponser and Institution and Principal Investigator - EMEA/EU contract
template - Version June 2021'/' Zmluva ¢ neintervenénem prospektivnom kfinickom skiigani v EU medzi CRO, zadavatelom, zdravotnickym
zariadenim a hlavnym ski3ajucim ~ 3abléna zmluvy pre EMEA/EL — verzia z juna 2021 / Pl Name: prof. MUDr. jveta Simkova, CSc. / Meno
hlavného skiajiceho: Protocol #:67896049PAH0002 / Protokol &,
Page 80f 39/ Strana 82 39



temporary suspension of screening/enroliment,
additional monitoring visits, consideration-of site audit,
and possible termination of site participation in the
Study.

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

4.4 Timely, accurate and complete data submission
and query responses are necessary to ensure payment
in accordance with the Exhibit B (Financial Provisions)
of this Agreement.

5. Monitoring of Non-Interventional Study —
Audit — Inspections

5.1 Monitoring — Audit

During and after the term of this Agreement,
Institution and Principal Investigator agree to permit
representatives of CRO, Sponsor and/or the competent
health authorities {including, if applicable, the US FDA)
to examine at any reasonable time during normal
business hours

(i) the facilities where the Study is being
conducted,

(ii) raw Study data including original Study 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 Study is being conducted in
conformance with the Protocol and in compliance with
applicable legal and regulatory requirements, including
privacy and security laws and regulations.

opatrenia. Tieto opatrenia méiu okrem iného
zahffiat doCasné pozastavenie skriningu/zarad'ovania
udastnikov, dodatoéné monitorovacie navitevy,
zvaienie auditu centra a moiné ukondenie Uéasti
centra v klinickorm skuagani,

4.3 Zdravotnicke zariadenie a hlavny skdgajuci
tiez suhlasia s tym, Ze budd CRO hiasit akékolvek
zdvainé netiaduce udalosti a iné ddlezité zdravotné
udalosti, ako su uvedené v protokole, ktoré sa tykaju
ktoréhokolvek G&astnika klinického ski3ania, a to
bezodkladne, najneskér viak do dvadsiatich styroch
{24) hodin od ich zistenia. Zdravotnicke zariadenie a
hlavny skisajici sa dalej zavazujl, Ze v nadvéznosti
na takéto hlasenie vypracuju podrobné pisomné
spravy v silade so vietkymi platnymi pravnymi a
regulacnymi poziadavkami.

4.4 Vasné, presné a tplné predloZenie ddajov a
odpovede na otdzky su potrebné na zabezpelenie
platieb v silade s prilohou B (Finanéné ustanovenia)
tejto zmluvy.

5. Monitorovanie neintervenéného klinického
sku3ania ~ audit — inSpekcie

5.1 Monitorovanie — audit

Podas platnosti tejto zmluvy a po jej skonéeni
zdravotnicke zariadenie a hlavny skiajuci sthlasia s
tym, Ze umozZnia zastupcom CRO, zadédvatela a/alebo
prislusnych zdravotnickych organov {vratane
pripadne amerického Oradu FDA) kedykolvek v
primeranom Case pocfas beinej pracovnej doby
preskumat '

(i} zariadenia, v ktorych sa klinické skiganie
vykonava,

{ii) nespracované tdaje klinického skGiSania vratane
arigindinych zaznamov o tcastnikoch kiinického
skigania, ak to umoZfiuji podmienky uvedené vo
formulari informovaného sthlasu a platné pravne
predpisy, a

(iii) akékolvek d'alsie relevantné informacie potrebné
na potvrdenie toho, Ze klinické skdianie sa vykondva
v silade s protokolom a v stilade s platnymi pravnymi
a regulaénymi poZiadavkami vratane zékonov a
predpisov o ochrane osobnych ldajov a bezpecnosti.
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5.2 inspections

Institution and Principal Investigator shall immediately
notify CRO if a competent health authority schedules
or, without scheduling, begins an inspection and shall
promptly, upon issuance, provide CRO 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 CRO to cure
deficiencies noted during an audit or inspection. In
addition, Sponsor and CRO 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 to submission
by Institution or Principal Investigator and, to the
extent not prohibited by law or by the applicable health
authority, the right to have a representative present
during any inspection.

5.4 The provisions of Sections 5.1, 5.2 and 5.3 shall
survive the termination or expiration of this Agreement.

6. Compliance with Applicable Laws

6.1 The parties agree to conduct the Study 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 Healthcare Compliance with Anti-Corruption
Laws and Foreign Corrupt Practices Act (“FCPA”)

institution represents and warrants that neither
tnstitution nor any of its affiliates, nor any of their
respective directors, officers, employees or agents and
Principal Investigator (all of the foregoing, including
affiliates collectively, “Institution Representatives”) has
taken any action that would result in a violation by such
persons of local or international anti-hribery laws, rules

5.2 InSpekcie

Zdravotnicke zariadenie a hlavny skusajuci
bezodiladne informujud CRO, ak prisluény
zdravotnicky organ naplanuje alebo bez
naplanovania zane indpekciu, a bezodkladne po jej
vydani poskytni CRO kdpiu akejkolvek
kore$pondencie zdravotnickeho organu, ktord je
vysledkom takejto inSpekcie.

5.3 Zdravotnicke zariadenie a hlavny skasajici
sthlasia s prijatim vetkych primeranych opatreni
poiadovanych CRO na odstréanenie nedostatkov
zistenych pocas auditu alebo kontroly. Zadavatel a
CRO alebo nim poverené oscby majui okrem toho
prave preskumat a schvalit akiikolvek
korespondenciu pristusnému zdravotnickemu
organu, ktora vznikla ako vysledok kontroly tohto
zdravotnickeho organu, pred jej predlozenim
zdravotnickym zariadenim alebo hlavnym
skusajucim, a v rozsahu, v akom to nezakazuje zékon
alebo prisludny zdravotnicky organ, maju.pravo na
pritomnost zéstupcu pocas akejkolvek ingpekcie.

5.4 Ustanovenia ¢lankov 5.1, 5.2 a 5.3 zostavaju
v platnosti aj po vypovedani zmluvy alebo ukondent

iej platnosti,

6. DodrZiavanie platnych pravnych predpisov

6.1 Zmluvné strany sa dohodli, Ze budd
vykondvat klinické ski3anie a uchovévat zéznamy a
udaje pocas platnosti tejto zmluvy a po jej skonceni v
sulade so vietkymi platnymi pravaymi a regulaénymi
poziadavkami, ako aj so vieobecne uznavanymi
konvenciami, akymi su Helsinska deklaracia a
usmernenia ICH-GCP,

6.2 DodrZiavanie protikorupénych zakonov v
zdravotnictve a zdkona o zahraniCnych korupénych
praktikach (,,FCPA")

Zdravotnicke zariadenie predstavuje

a zarufuje, Ze ani zdravotnicke zariadente, ani Ziaden
z jeho pridruzenych subjektov, ani Ziaden z ich
prisludnych riaditelov, dradnikov, zamestnancov,
zastupcov, ani hlavny skd3ajuci (vSetko uvedené,
vratane vietkych pridruZzenych spoloénosti, dalej len
»Zastupcovia zdravotnickeho zariadenia”) nepodnikli
Ziadne kroky, ktoré hy mohli viest k poruseniu
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or regulations applicable to either or both Institution
and Sponsor {collectively the “Anti-Corruption Laws”).

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

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

~Institution shall maintain effective internal
accounting control and shall make sure all aspects of
this Study are recorded in its books and records in an
accurate, complete and truthful way and that the
documents on which such books and records are based
are in all major aspects accurate, complete and true.
Institution shall maintain and provide Sponsor and/or
CRO and its auditors and other representatives with
access to records (financial and otherwise} and
supporting documentation related to the subject
matter of the Agreement as may be requested by
Sponsor and/or CRO in order to document or verify
compliance with the provisions of this Section; and

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

miestnych alebo medzindarodnych zdkonov, pravidiel
alebo nariadeni ¢ Gplatkoch, ktoré sa vztahuji bud’
na zdravotnicke zariadenie, alebo zadavatefa, alebo
na oba subjekty {spoloéne len ,protikorupéné
zakony"), tymito osobami.

Zdravotnicke zariadenie nebude priamo ani
nepriamo uskutoériovat Ziadne platby, pontkat alebo
prevadzat ¢okofvek hodnotné, ani nebude sihlasit
alebo sfubovat, Ze uskutodni akikolvek platbu,
ponukne alebo prevedie Eokolvek hodnotné,
vladnemu dradnikovi alebo zamestnancovi viady,
akejkolvek politickej strane alebo kandidatovina
politicky trad alebo na in tretiu stranu s cielom
ovplyvriovat rozhodnutia tykajlice sa zadavatela
a/alebo jej podnikania spdsobom, ktory by porusoval
protikorupéné zakony.

Zdravotnicke zariadenie a jej zastupcovia
vykonévali a budd vykonavat svoju ¢innost v stlade s
protikorupénymi zakonmi a zdravotnicke zariadenie
bude mat zavedené potrebné postupy na
predchadzanie uplatkarskemu a korupZnému
spravaniu zdstupcov zdravotnickeho zariadenia,
ktoré zahffiaju aj protikoruptné skolenia.

Zdravotnicke zariadenie bude udrziavat
Ucinnu internu uctovnua kontrolu a zabezpedi, aby
boli vietky aspekty tohto klinického skuSania
zaznamenané v jej knihach a zdznamoch presnym,
uplnym a pravdivym spésobom a aby dokumenty, na
ktorych su tieto knihy a zaznamy zaloZené, boli vo
vietkych hiavnych aspektoch presné, Gplné
a pravdivé, Zdravotnicke zariadenie uchovava a
poskytuje zadavatelovi afalebo CRO a jeho
auditorom a inym zastupcom pristup k zaznamom
{finanénym a inym) a podpornej dokumentécii
tykajlcej sa predmetu zmluvy, ak o to zaddvatel
afalebo CRO poziada, aby zdokumentovali alebo
overili dodrziavanie ustanoveni.tejto &asti; a-
Bez ohladu na ¢asti 2 {Doba platnosti a vypovedanie
zmluvy) a 10 {Odskodnenie), ak zdravotnicke
zariadenie nedodrii niektoré z ustanoveni tejto asti,
takéto nedodrzanie sa povaZuje za podstatné
porudenie zmluvy a v pripade takéhoto nedodrzania
ma zadavatel a/alebo CRO pravo zmluvu s okamiitou
platnostou vypovedat pisomnym oznamenim
zdravotnickemu zariadeniu bez toho, aby zadavatel a
CRO niesli akukolvek finanénd zodpovednost alebo
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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 1o take appropriate measures to
safeguard the Personal Iinformation, to maintain the
confidentiality of Study Subject related health and
medical information, to properly inform the concerned
data subjects about the collection and processing of
their Personal Informaticn, 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.

6.3.3 Institution and Principal Investigator represent,
warrant and covenant that Personal Information
related to Study Subjects, when supplied to Sponsor
and/or CRO, will be pseudonymized to replace any
information that directly identifies a Study Subject with
a subject identification code. Principal Investigator will
not provide Sponsor or CRQ with the key or code that
enables Study 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 Study Subjects provided to Spensor does
not satisfy this requirement. Principal Investigator will
cooperate with all Sponsor and/or CRO requests to
mitigate any harm resulting from any such disclosure of
Data. In such an event; Institution and Principal
Investigator will deliver corrected Data to Sponsor

int zodpovednost akejkolvek povahy vyplyvajicu z
takéhoto vypovedania.

6.3 Ochrana stikromia a bezpeénost Udajov

6.3.1 Kaida zmluvnd strana sthlasi s tym, Ze
zhromaidovanie, spracovanie a zverejfiovanie
akychkolvek Udajov tykajucich sa identifikovanej
alebo identifikovatelnej osoby {dalej len ,0sobné
tdaje”) v stvislosti s touto zmluvou je a bude v
stlade s platnymi zakonmi o ochrane osobnych
udajov vratane pripadného vieobecného nariadenia
EU o ochrane tdajov (dalej len ,GDPRY) a %e ziskala
vietky prava a suhlasy potrebné na zhromaZdovanie,
spracovanie a zverejfiovanie osobnych Gdajov. Pri
zhromaZdovani a spracuvani osohbnych ddajov sa
zmluvné strany zavdzuju prijat primerané opatrenia
na ochranu osobnych udajov, zachovanie dovernosti
zdravotnych a lekarskych informacii tykajlcich sa
téastnika klinického skusania, riadne informovanie
dotknutych os6b o zhromaidovani a spractvani.ich
osobnych udajov, poskytnutie primeraného pristupu
dotknutych oséb k ich osobnym Udajom, rieéenie
dalSich prav dotknutych osob podla platnych
pravnych predpisov a zabranenie prlstupu
neopravnenym osobam.

6.3.2 Zdravotnicke zariadenie a hlavny ski$ajdci
zavedl vhodné technické a organizaéné opatreniana
zahezpecenie Urovne bezpeénosti osobnych tdajov
spracivanych v stvislosti so zmluvou, ktora je
primerana riziku.

65.3.3 Zdravotnicke zariadenie a hlavny skt3ajici
vyhlasuju, zaru€uju a zavdzujl sa, e osobné udaje
tykajuce sa ugastnikov klinického sk(santa buda pri
ich poskytovani zadavatelovi a/alebo CRQ
pseudonymizované tak, aby sa vietky informécie,
ktoré priamo identifikuji ufastnika klinického
skuiania, nahradili identifikaénym kédom déastnika.
Hlavny skui3ajici neposkytne zadévateiovi alebo CRO
kluc alebo kéd, ktory umeiiiuje opétovnd
identifikaciu ucastnikov klinického skdgania.
Zdravotnicke zariadenie a hlavny skidsajuci
bezodkladne informuju zadavatela, ak zdravotnicke
zariadenie a/alebo hlavny skddajlci zistia, e
akékolvek ddaje (definované v ¢asti 7.1) tykajuce sa
ucastnikov kfinického skidsania poskytnuté
zaddvatelovi nespliaju tito poZiadavku. Hlavny
skdsajuci zohladni vietky poZiadavky zadavatela
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and/or CRO as promptly as possible at no extra expense

to Spensor and/or CRO.

6.3.4 In case of a breach of security leading to the
accidental or unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to, Personal
Information data transmitted, stored or otherwise
processed {“Privacy Incident”}, Institution and/or
Principal Investigator will immediately after becoming
aware of a Privacy Incident notify Sponsor and/or CRO.
Such notification shall specify the nature of the Privacy
Incident, the categories and approximate number of
data subjects and Personal Information records
impacted by such Privacy Incident. institution and
Principal Investigator agree to fully cooperate with
Sponsor and/or CRO, investigate and resolve any such
Privacy Incident and provide Sponsor and/or CRO 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 under the 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 (i)
shall be fully liable to Sponsor for all actions of such
third-party data processors.

a/alebo CRO na zmiernenie akejkolvek skody
vyplyvajucej z takéhoto zverejnenia Udajov, V
takomto pripade zdravotnicke zariadenie a hlavny
skusajuci ¢o najskér dorudia zadavatelovi a/alebo
CRO opravené lidaje bez dodatoénych nakladov pre
zadavatela a/alebo CRO.

6.3.4 V¥ pripade porusenia bezpeénosti, ktoré vedie
k nahodnému alebo nezdkonnému zniceniu, strate,
zmene, neopravnenému zverejneniu alebo pristupu k
prenasanym, uchoviavanym alebo inak spractvanym
osobnym Gdajom (dalej len ,incident v oblasti
ochrany osobnych udajov®), zdravotnicke zariadenie
afalebo hlavny skusajuici bezodkladne po tom, ako sa
o incidente v oblasti ochrany osobnych tdajov
dozvedia, informuju zadavatela a/alebo CRO. V
takomto ozndmeni sa uvedie povaha incidentu v
oblasti ochrany osobnych Gdajov, kategérie a
priblizny poéet dotknutych osdb a zaznamov
osobnych tdajov, na ktoré ma takyto incident v
oblasti ochrany osobnych Gdajov vplyv. Zdravotnicke
zariadenie a hlavny skugajuci sihlasia s tym, Ze budu
plne spolupracovat so zadavatefom afalebo CRO,
vy3etrovat a riesit akykolvek takyto incident v oblasti
ochrany osobnych tdajov a poskytovat zadavatelovi
afalebo CRO vietky informdcie potrebné na
poskytnutie oznameni.

6.3.5 Zdravotnicke zariadenie a hlavny skd3ajici

_sthlasia s tym, Ze budt plne spolupracovat v

stivistosti s akymkolvek posidenim vplyvu na
ochranu udajov afalebo predbeinymi konzultaciami,
ktoré sa méZu vyZadovat v stvislosti so spracovanim
osobnych Gdajov podla tejto zmluvy.

6.3.6  Zdravotnicke zariadenie a hlavny skisajici
nesmu bez predchadzajiceho pisomného suhlasu
zadavatela zapojit Ziadnu tretiu stranu vratane
akejkolvek pridruZenej spolocnosti alebo
subdodavatela ako spracovatela udajov {ako je
definované v platnych pravnych predpiscch o
ochrane Gdajov) na vykondvanie svojich prislusnych
&innosti podfa tejto zmluvy. V pripade, fe zaddvatel
sthlasi s takymto spracovatelom Udajov tretej strany,
zdravotnicke zariadenie a hlavny skdgajlci (i) st
zodpovedni za zabezpelenie toho, aby akykolvek
povoleny spracovatel tidajov tretej strany dodrziaval
tuto zmluvu, platné zékeny a predpisy o ochrane
udajov, a (i) nest pInu zodpovednost voli
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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 &
Johnson’s affiliates for purposes of drug monitoring,
implementation, documentation and control of the
Study, 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 & Johnson group of
companies and their respective agents such as CROs
worldwide. Accordingly, Personal Information may be
transmitted to countries outside the Européan
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 and CRO 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 whom Personal
Information is collected during the course of the Study
in scope of this Agreement about Persanal Information
handling practices as specified in Exhibit C.

zadavatelovi za vietky ¢innosti takychto
spracovatelov udajov tretej strany.

6.3.7 Osobné tUdaje tykajlce sa hlavného
skdiajuceho a vietkych Elenov personalu klinického
skdZania {napr. meno, adresa a telefénne Gislo '
nemocnice alebo zdravotnickeho zariadenia,
Zivotopis) moZu byt odovzdané pobotkdm
spolocnosti Johnson & Johnson na ucely
monitaravania liekov, vykonavania, dolkumentécie a
kontroly kiinického skugania, ako aj na kontaktovanie
ich a ich prisiuinych agentdr na celom svete v.
pripade dal3ich buddcich klinickych skiZani alebo
vyskumov, na ktorych sa mézu podielat. Zmluvné
strany sa tieZ dohodli, Ze osobné Gdaje poskytnuté
hlavnym skasSajicim budd pouZivat na riadenie
internych klinickych skisani a na zabezpetenie toho,
aby boli kontaktné Odaje verne a Uplne uvedenév
inych systémoch v sitlade s toute tastou.

6.3.8 Zadavatel mdZe zasielat osobné Udaje inym
pobockam skupiny spoloénosti Johnson & Johnson a
ich prisludnym zéstupcom, ako sui CRO na celom
svete. Osobné tdaje sa preto méiu prenadat do
krajin mimo Eurdpskeho hospodarskeho priestoru
(EHP), napriklad do Spojenych §tatov, ktoré pod!a
rozhodnutia EU v sdi¢asnosti nemaji vhodné zakony
o ochrane osobnych ddajov poskytujice primerand
urovefi ochrany stkromia. Bez ohlfadu na vy&gie
uvedené bude zadavate! a jeho pridruZené
spolocnosti skupiny Johnson & Johnson a prisluini
zastupcovia a CRO uplatfiovat primerané zaruky
ochrany osobnych ddajov na ochranu takychto
osobnych udajov, ako sa vyZaduje v EHP. Osobné
tdaje moiu byt zverejnené aj na zéklade poZiadaviek
jednotlivych regulalnych organov alebo platnych
pravnych predpisov, napriklad na Géely hldsenia
zdvainych neZiaducich udalosti.

6.3.9 Zadavatel poskytol uréité podrobnostio
svojich postupoch nakladania s osobnymi udajmi,
pokiai ide o osobné Gdaje tykajice sa hlavného
skusajuceho a vietkych élenov personilu klinického
ski3ania, vratane prav subjektu ddajov, v prilohe C.
Mlavny skusajici sa zavazuje informovat vietkych
¢lenov personalu klinického skddania, od ktorych sa v
priebehu klinického skisania v rozsahu tejto zmluvy
zhromaZduju osobné ddaje, o postupoch nakiadania
s osobnymi tdajmi, ako je uvedené 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} calendar 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 Institution and/or Principal Investigator or
other personnel involved with the Study in the course
of conducting the Study (the “Data”} shall be the
property of Sponsor or its designee, which may utilize
the Data in any way it deems appropriate, subject to
and in accordance with applicable data protection laws
and the terms of this Agreement. Any copyrightable
work created in connection with the performance of
the Study and contained in the Data (except any
publication by the Principal Investigator as provided for
in Section 7.4) shall be considered a “work made for
hire” to the fullest extent permitted by law and owned
by Sponsor or its designee. Institution and/or Princtpal
Investigator may not use the Data for any commercial
purpases 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 orin

collaboration with a for-profit entity. The provisions of
this Section shall survive the termination or expiration
of this Agreement.

6.4 V pripade, Ze sa zisti, Ze niektord fast tejto
zmluvy poruduje platné zakony a predpisy, zmluvné
strany sa dohodli, Ze v dobrej viere budi rokovat o
revizii ustanovenia alebo ustanoveni, ktoré siv
rozpore. V pripade, ze sa strany nedokdzu dohodnut -
na novych alebo zmenenych podmienkach, ktoré si
potrebné na uvedenie celej zmluvy do sdladu s
platnymi pravnymi predpismi, moze ktorakolvek
strana-tdto zmluvu vypovedat na zéklade pisomného
oznamenia druhej strane festdesiat {60)
kalendérnych dnivopred.

7. Vlastnictvo iidajov ~ ddvernost — register —~
zverejnenie

7.1 Vlastnictvo udajov .

Vietky formuldre Ucastnikov klinického
ski3ania a iné Udaje, ckrem iného vratane
pisomného, tlaleného, grafického, obrazového a
zvukoveého materialu a informacii obstahnutych v
akejkolvek poéitatove] databaze alebo potitaom
Citatelnej forme, vytvorené zdravotnickym
zariadenim a/alebo hlavnym sku3ajucim alebo inym
personalom klinického sku3ania v priebehu jeho
vykondvania (dalej len ,0daje”), st majetkom
zadavatela alebo nim poverenej osoby, ktord mébze
Udaje pouiit akymkolvek spdsebom, ktory povaZuje
za vhodny, v stlade s platnymi zakonmi o ochrane
Udajov a podmienkami tejto zmluvy. Akékolvek dielo
podiiehajuce autorskym pravam vytvorené v
suvislosti s vykonavanim klinického skusania a
obsiahnuté v tdajoch (s vynimkou akejkolvek
publikacie hlavného skiZajlceho, ako je uvedené v
Casti 7.4) sa povaiuje za ,dielo vytvorené na
objednavku” v maximalnom rozsahu povolenom
zékonom a je vo vlastnictve zadavatela alebo nim
poverenej osoby. Zdravotnicke zariadenie afalebo
hlavny skisajuci nesmu pouzivat daje na Ziadne
komeréné Géely vratane podania patentovej
prihlasky alebo podania udajov na podporu
akejkolvek prebiehajlcej alebo budice} patentove]
prihladky bud’ vo svoj vlastny prospech, alebov
prospech akéhokolvek na zisk orientovaného
subjektu, vratane pouiitia udajov na podporu
vyskumu pre subjekt orientovany na zisk alebo v
spolupraci s nim. Ustanovenia tejto ¢asti platia aj po
vypovedani alebo skon&eni platnosti tejto zmluvy.
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7.2 Confidentiality

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

{i} Sponsor Confidential Information,

{if) informatton which a reasonable person would
conclude is the confidential and proprietary property of
Spensor and its affiliates and which is disclosed by or on
behalf of Sponser to Institution and/or Principal
Investigator, and

{iii) the Data.

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

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

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

7.2 Dévernost

Vietky informacie, okrem iného vratane
informécii tykajucich sa klinického skigania,
pratokolu, dotaznikov alebo Cinnosti zadavatela a
jeho pridruzenych spolo&nosti, ako su patentové
prihldsky, vzorce, vyrobné postupy, zékiadné vedecké
ddaje, Udaje z predchddzajiceho klinického vyskumu
a informaécie o zlozeni, ktoré zadavatel alebo CRO
poskytol zdravotnickemu zariadeniu alebo hliavnému
skisajucemu alebo inym pracovnikom zapojenym do
klinického skisania a ktoré neboli predtym
zverejnené (,ddverné informacie zadévétel’a”), ako aj
udaje, sa povaiuju za déverné a zostavaju
vyhradnym vlastnictvom zadéavatela alebo jeho
pridruzenych spolonosti. Pocas platnosti tejto
zmluvy, ako aj po jej skoncent, zdravotnicke
zariadenie a hlavny skdsajuci vynaloZia maximélne
usHie na zachovanie dévernosti nasledovnych
informacit a na ich poutitie len na tcely uvedené v
tejto zmluve:

{i) doverné informdcie zadavatela,

{ii) informacie, ktoré moZno oddvednene
povazovat za dOverné a chranené vlastnictvom
zadavatela a jeho pridruzenych spolotnosti, a ktoré
zaddvatel priamo alebo vo svojom mene poskytol
zdravotnickemu zariadeniu a/alebo hlavaému
skdsajticemu, a

(iii) udaije.

Predchadzajtice povinnosti sa nevztahuju na déverné
informacie zaddvatela, ddaje alebo informacie, ktoré
spadajii pod gast 7.2 (ii):

a) ktoré boli zverejnené bez zavinenia
zdravotnickeho zartadenia alebo hlavného
skusajuceho,

b} s ktorych pouzitim alebo zverejnenim
zaddvate! pisomne suhlasi, alebo

c) ktoré st uverejnené v stilade s ¢astou 7.4
tejto zmluvy (Publikovanie),

Ustanovenia tejto ¢asti zostavaju v platnosti aj po
vypovedani alebo ukonéeni platnosti tejto zmluvy.
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7.3, Registry

Prior to the initiation of enrollment, Sponsor will have
the right to publicly register protocol summaries and
Study Site contact details that meet at least one of the
following criteria: (i) required to be registered by
Sponsor or one of its affiliates pursuant to and in
accordance with applicable laws and regulations; {ii)
required by the ICMJE for studies intended to be
published in the international peer-reviewed literature
{http://www.icmje.org); or (iii) from company
sponsored studies of both investigational and marketed
medicines and products that are adequately-designed
and well-cantrolled, whether or not required by (i} or
(i} of this Section above. Registration will be to the
United States National Library of Medicine website
designed for this purpose at www clinicaltrials.gov. In
addition, equivalent official websites and websites of
Sponsor and its affiliates may be used for registration
purposes.

Any person accessing a study listing for a
clinical or a non-interventional study on
www.clinicaltrials.gov may elect to complete an online
eligibility-screening questionnaire made available
through Sponsor funding. For Study Subjects screened
as potentially eligible in Institution's and/or Principal

" Investigator’'s geographical area, Principal Investigator
will receive a report with the completed screen and the
Study Subject's contact information. Principal
Investigator agrees to follow-up on the report and to
document such follow-up in source records.

7.4. Publication

7.3. Register

Pred zadatim zaradovania Gfastnikov bude mat
zadavatel prave verejne zaregistrovat stihrny
protokelu a kontaktné didaje centra klinického
skusania, ktoré spifiaju aspofi jedno z nasledujticich
kritériiz (i) musia byt zaregistrované zaddvatelom
alebo jednou z jeho pridruZenych spoloénosti na
zaklade a v stlade s platnymi zakonmi a predpismi;
{ii) st vyZadované zo strany ICMJE pre klinického
skufania uréené na publikovanie v medzindrodnej
recenzovane]j literatdre (http://www.icmje.org);
alebo (iii}) su z klinickych skd3ani, ktorych
zadavatelom je spolocnost , pre registrované lieky a
produkty, ktoré st primerane navrhnuté a dobre
kontrolované,bez ohladu na to, ¢i si alebo nie st
pozadované podla bodu {i) alebo (if) tejto &asti
vy3&ie. Registracia sa uskutoéni na webovej stranke
Narodnej lekdrskej kniznice Spojenych statov
americkych uréenej na tento Ucel na adrese

www .clinicaltrials.gov. Okrem toho sa na ucely
registracie mdziu pouzivat rovnocenné oficidlne
webové stranky a webové stranky zaddvatela a jeho
pridrufenych spolocnosti.

Kazda osoba, ktora ma pristup k zdznamu o klinickom
alebo neintervenénom kiinickom skdG$ani na stridnke
www.clinicaltrials.gov, sa mdie rozhodnut vyplnit
online dotaznik na overenie sp&sobilosti, ktory je k
dispozicii na zaklade financovania zadévatelom. vV
pripade Ucastnikov klinického skd3ania, ktoré boli
prevereni ako potencidine sp&sobili v geografickej
oblasti zdravotnickeho zariadenia afalebo hlavného
skizajuceho, dostane hiavny skdgajici spravu s
vyplnenymi Gidajmi z overenia spOsobilostia s
kontaktnymi udajmi ucastnika klinického skidsania.
Hlavny skasajlci sa zavazuje vykonat ndsledné
opatrenia v suvislosti so spréavou a zdokumentovat
ich v zdrojovych zaznamoch.

7.4, Publikovanie
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In connection with any Data or other
information generated from the services conducted
under this Agreement by or on behalf of Institution,
Principal Investigator or other personnel associated
with this Study, Sponsor or its designee shall have the
first right to publish and/or present in public the Data of
the Study, whether this is by means of an oral
presentation at a congress or by publication without
approval from Institution or Principal Investigator.
Moreover, if publication of the Study to the peer
reviewed literature has not occurred within twelve (12)
months of Study completion, Sponsor or its designee
may post the results of the Study to a clinical research
results website in the form of a Study Report Synopsis
in ICH-E-3 format, if applicable. Institution and Principal
Investigator shall have the right to publish the results of
the Study and any background information that is
necessary to include in any publication of Study resuits
or necessary for other scholars to verify such Study
results. institution and Principal Investigator will include
a statement that creation of the Data was supported in
part by Sponsor or its designee.

If a particular Study is part of a multicenter Study, the
Institution and Principal Investigator for such Study
shall not publish data derived from the individual Study
Site until the combined results from the completed
Study have been published in a joint, multicenter
publication of the Study results. However, if such a
multicenter publication is not submitted within
eighteen (18) months after conclusion, abandonment
or termination of the Study at all sites, or after Sponsor
confirms there will be no multicenter Study publication,
Institution and/or Principal Investigator may publish the
results from the Study Site individually in accordance
with this Section.

V stvislosti s akymikolvek Gdajmi alebo inymi
informaciami ziskanymi zo sluZieb vykonanych na
zdklade tejto zmluvy zdravotnickym zariadenim,
hlavnym skisajucim alebo inym persondlom
spojenym s tymto klinickym skd3anim alebo v ich
mene ma zadavatel alebo nim poverena osoba
prednostné pravo publikovat a/alebo verejne
prezentovat (daje z klinického skusania, &i uz formou
ustnej prezentacie na kongrese alebo publikovanim
bez sahlasu zdravotnickeho zariadenia alebo
hlavného skigajiceho. Okrem toho, ak neddjde k
publikovaniu klinického skdsania v odbornej
literatdre do dvandstich (12) mesiacov od ukondenia
klinického ski3ania, zaddvatel alebo nim poverena
osoba mdie zverejnit vysledky klinického skid3ania na
webovej stranke s vysledkami klinického vyskumu vo
forme suhrnu spravy o klinickom skdsani vo formate
ICH-E-3, ak je to vhodné. Zdravotnicke zariadenie a
hlavny ska3ajlci maju pravo publikovat vysledky
klinického skd3ania a vietky zédkladné informécie,
ktore su potrehné na zahrnutie do akejkolvek
publikdcie vysledkov klinického skii3ania alebo ktoré
st potrebné pre inych vedcov na overenie takychto
vystedkov klinického skiifania. Zdravotnicke
zariadenie a hlavny skusajuci uvedu vyhlasenie, 7e
vytvorenie Udajov ¢iastoéne podporil zadavatel alebo
nim poverend osoba.

Ak je konkrétne klinické skusanie sicastou
multicentrického klinického sku3ania, zdravotnicke
zariadenie a hlavny skugajuci takéhoto klinického
skusania nebude publikovat (idaje ziskané z
jednotlivych centier klinického skasania, kym nebudd
kombinované vysledky z ukonéeného klinického
skdSania zverejnené v spolofnej multicentrickej
publikacii vysledkov klinického skdsania. Ak sa viak
takdto multicentricka publikdcia nepredlo?i do
osemnastich (18) mesiacov od dokonéenia,
prerusenia alebo predcasného ukoncenia klinického
skddania vo vietkych centrach alebo po tom, ako
zaddvate! potvrdi, Ze sa multicentrické klinické
skudanie nebude publikovat, zdravotnicke zariadenie
afalebo hlavny skisajuci mozu vysledky z klinického
skusania publikovat samostatne v stlade s touto
¢astou.
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If Institution and/or Principal Investigator wish to
publish information from the Study, a copy of the
manuscript must be provided to Sponsor for review at
least sixty (60) calendar days prior to submission for
publication or presentation. Upon request, Sponsor and
Institution and/or Principal Investigator will arrange
expedited reviews for abstracts, poster presentations or
other materials, as appropriate. Notwithstanding the
foregoing, no paper that incorporates Sponsor
Confidential Information will be submitted for
publication without Sponsor’s prior written consent. if
requested in writing, Institution and/or Principal
Investigator will withhold such publication for up to an
additional sixty (60) calendar days to allow for filing of a
patent application.

7.5 Institution and Principal Investigator warrant
the compliance of all co-investigators and other
personnel involved with the Study with the provisions
of this Section.

8. Patents

Ak si zdravotnicke zariadenie a/alebo hlavny
skusajuci zelaju publikovat informacie z klinického
sku3ania, kopia rukopisu musi byt poskytnuta
zaddvatelovi na posudenie najmenej Sestdesiat {60)
kalenddrnych dni pred predloZenim na publikovanie
alebo prezentaciu. Zaddvatel a zdravotnicke
zariadenie a/alebo hlavny skii$ajici na poZiadanie
zabezpedia urychlené poslidenie abstraktov,
plagatovych prezentacii alebo inych materidlov. Bez
ohtadu na vyssie uvedené, Ziadna praca, ktord
ohsahuje déverné informacie zadavatela, nebude
predloiend na publikovanie bez predchédzajiceho
pissmnéhg suhlasu zadavatela. Ak o to budd
pisomne poZiadani, zdravotnicke zariadenie a/alebo
hlavny skisajaci pozdriia takéto publikovanie o
daléich maximalne gestdesiat (60} kalendarnych dni,
aby tym umoinili podanie patentovej prihlasky.,

7.5 Zdravotnicke zariadenie a hlavny skdsajdci
ruia za dodrZiavanie ustanoveni tejto Zasti zo strany
vietkych spoluskisajucich a ostatnych pracovnikov
zapojenych do klinického skd3ania.

8. Patenty
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It is recognized and understood that the inventions and
technologies of Sponsor and its affiliates, Institution
and Principal Investigator existing as of the Effective
Date are their separate'property respectively and are
not affected by this Agreement. All rights to any
discovery or invention, whether patentable or not,
conceived or conceived and reduced to practice as a
result of the work conducted under this Agreement (an
“Invention”) shall belong to Sponsor or its designee.
Institution and Principal Investigator shall promptly
disclose to Sponsor any Invention. Institution and

Principal investigator agree to assign (and shall cause all

Study investigators and other personnel involved with
the Study 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 Study investigators and
other personne! involved with the Study execute, all
documents necessary to transfer all right, title and
interest in and to any Invention to Sponsor or its
designee and shall be responsible for perferming 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 or its designee 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 obligated to

assign to Institution all inventions and discoveries made

in the course of their employment or agency, either by
written agreement or by the terms of their
employment.

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

9. Compensation

tznava sa a berie sa na vedomie, Ze vynalezy a
technolégie zadavatela a jeho pridruZenych
spoloénosti, zdravotnickeho zariadenia a hlavného
skusajuceho existujice k datumu dcinnosti tejto
zmluvy s ich samostatnym vlastnictvom a nie s
toute zmluvou dotknuté. Vietky prava na akykolvek
objav alebo vyndlez, bez ohfadu na to, &ije
patentovatefny alebo nie, vytvoreny alebo navrhnuty
a uvedeny do praxe ako vysledok prace vykonédvanej
podla tejto zmluvy (dalej ,vynalez"), patria
zadavatelovi alebo nim poverenej osobe.
Zdravotnicke zariadenie a hlavny skd3ajlci
bezodkladne ozndmia kazdy vyndlez zadavatelovi,
Zdravotnicke zariadenie a hlavny skusajuci sihlasia s
tym, Ze postipia (a zabezpecia, aby vietci skdsajuci a
daldi pracovnici zapojeni do klinického sktgania
postupili) zaddvatelovi alebo nim poverenej osobe
vyluéné a vyhradné vlastnictvo vietkych vynélezov.
Zadavatel ma pravo, nie viak povinnest, podat,
presadzovat a uplatiiovat akékolvek patenty tykajuce
sa akéhokolvek vynalezu. Zdravotnicke zariadenie a
hlavny skisajici st povinni vyhotovit a daf vyhotovit
svojim zamestnancom a vietkym skdsajucim
kiinického sku3ania a ostatnym pracovnikom
zapojenym do klinického skusania vietky dokumenty
potrebné na prevod vietkych prav, viastnickych prav
a podielov k akymkolvek vynalezom na zadéavatela
alebo nim poverentl osobu a su zodpovedni za
vykonanie vietkych tychte innosti a uskutoénenie
vietkych platieb a ndhrad za vietky takéto vyndlezy
ich zamestnancov a/alebo profesorov, ako je
stanovené v platnych pravnych predpisoch, aby
umoznili zaddvatelovi alebo nim poverenej osobe
vlastnit a vyuZivat vietky takéto vynélezy.

Zdravotnicke zariadenie zaruuje, ?e hlavny skisajuci
a vsetky ostatné osoby, ktoré vykonavaji sluzby
podla tejto zmluvy, s zamestnancami alebo
zéstupcami zdravotnickeho zariadenia a su povinnf
postipit zdravotnickemu zariadeniu vietky vynalezy
a objavy, ktore urobili pofas svojho zamestnania
alebo zastupovania, a to bud na zdklade pisomnej
zmluvy, alebo na zaklade podmienckich
zamestnania.

Ustanovenia tejto ¢asti zostdvajd v platnosti aj po
vypovedani alebo ukonceni platnosti tejto zmluvy.

9. Odmena
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9.1 The budget and compensation to be paid for
the Study 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 by CRO to
Institution and/or Principal Investigator pursuant to this
Agreement represents the fair market value for the
research services conducted by Institution and Principal
investigator, has been negatiated in an arms-length
transaction, and has not been determined in a mannar
that takes into account the volume or value of any
referrals or other business otherwise generated
between Sponsor and its affiliates and Institution or
Principal Investigator. Nothing contained in this
Agreement shall be construed in any manner as an
obligation or inducement for Institution or Principal
Investigator to recommend that any person or entity
purchase Sponsor’s products or those of any entity
affiliated with Sponsor.

9.3 Neither Institution nor Principal Investigator
shall bill any third party for any items or services
furnished by Sponsor or CRO in connection with the
Study, or any services provided to Study Subjects in
connection with the Study for which payment is made
as part of the Study.

9.4 Institution and Principal Investigator will invoice
their services under this Agreement exclusively to CRO.

10. Indemnification

9.1 Rozpodet a odmena, ktoré sa majd zaplatif za
klinické skaanie, si uvedené v prilohe B Platby su
splatné v sulade s harmonogramom uvedenym v
prilohe B

9.2 Zmluvné strany uznavaju a sthlasia s tym, Ze
odmena a podpora, ktord CRO poskytuje
zdravotnickemu zariadeniu a/alebo hlavnému
skudajicemu podla tejto zmluvy, predstavuje
spravodlivl trhovd hodnotu za vyskumné sluzby
vykonavané zdravotnickym zariadenim a hlavnym
skusajucim, bola dohodnuta v rdmci transakcie za
beinych trhovych podmienok a nebola uréena
spdsobom, ktory by zohladioval objem alebo
hodnotu akychkolvek odporiéani alebo inych
obchodov, ktoré by inak vznikli medzi zadavatelom a
jeho pridruZzenymi spolocnostami a zdravotnickym
zariadenim alebo hlavnym skugajdcim. Ziadne
ustanovenie tejto zmluvy sa nesmie v Ziadnom
pripade chapat ako zavazok alebo podnet pre
zdravotnicke zariadenie alebo hlavného skusajiceho,
aby odportcali akejkolvek osobe alebo subjektu
nakup produktov zadavatela alebo akéhokolvek
subjektu prepojeného so zadavatelom,

9.3 Zdravotnicke zariadenie ani hlavny skdsajici
nebudd Gltovat Ziadnej tretej strane fadne polofky
alebo sluZby poskytnuté zadavatelom alebo CRO v
suvislosti s klinickym skusani, ani Ziadne sluzby
poskytnuté Gcastnikom klinického skusania v
suvislosti s kiinickym skdsani, za ktoré sa plati v ramci

klinického skdsania.
9.4 Zdravotnicke zariadenie a hlavny skigajuci
budi svoje sluZby podfa tejto zmiuvy fakturovat

vyluéne CRO,

10. Qdikodnenie
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10.1  Institution or Principal Investigator shall
defend, indemnify and hold harmless Sponsor, for any
and all losses, costs, expenses, liabilities, claims, actions
and damages arising from or caused by the willful,
reckless, or negligent acts or omissions, or professional
malpractice of Institution or Principal Investigator and
any of its trustees, officers, agents or employees
{including Principal Investigator and co-investigators),
or arising from or caused by any of their failures to
comply with the provisians of this Agreement or the
Protocol, with CRO’s or Sponsor’s written
recommendations and instructions or with any
applicable legal and regulfatory requirements.

10.2  CRO vyslovne disclaims any liability to
institution and/or Principal Investigator in connection
with any liability for any claim arising out of a condition
caused by or allegedly caused by any Study procedures
associated with the Protocol except to the extent that
such liability is caused by the negligence, willful
misconduct or breach of this Agreement by CRO.

11. Insurance

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

(i) medical professional and/or medical
malpractice liability; and
{fi) general liability.

11.2  Sponsor shall secure and maintain in full force
and effect through the performance of the Study (and
following termination of the Study to cover any claims
arising from the Study) insurance coverage required for
non-interventional studies or as otherwise required by
applicable law in amounts appropriate to the conduct
of Sponsor’s business activities and in compliance with
the applicable legal and regulatory reguirements.

10.1  Zdravotnicke zariadenie alebo hlavny
skasajuci budud branit, odskodiiovat a chréanit
zadavatela pred akymikolvek stratami, nakladmi,
vydavkami, zavdazkami, narokmi, Zalobami a $kodami
vyplyvajucimi z imyselného, lahkovaineho alebo
nedbanlivého konania alebo opomenutia, alebo
odborného pochybenia zdravotnickeho zariadenia
alebo hlavného skd3ajuceho a ktoréhokolvek z jeho
splnomocnencov, tradnikov, zéstupcov alebo
zamestnancov {vratane hlavného skii$ajiceho a
spoluskisajucich), alebo vyplyvajicich z nedodriania
ustanoveni tejto zmluvy alebo protokoelu, pisomnych
odporicani a pokynov CRO alebo zadavatela alebo
akychkolvek platnych pravnych a regulaénych
poZiadaviek, alebo spdsobenych ich nedodrianim.

10.2  CRO vyslovne odmieta akikolvek
zodpovednost vodi zdravotnickemu zariadeniu
a/alebo hlavnému ski3ajucemu v stvislosti s
akoukolvek zodpovednostou za akykolvek narok
vyplyvajici zo zdravotného stavu spbsobeného alebo
ddajne spdsobeného akymikolvek postupmi
kiinického skdSania stvisiacimi s protokolom, ckrem
pripadov, ked je takdto zodpovednost spdsobend
nedbanlivostou, dmyselnym konanim alebo
porudenim tejto zmluvy zo strany CRO.

11. Poistenie

11.1  Zdravotnicke zariadenie a hlavny skasajici si
musia zabezpedit a udriiavat v plnej platnosti a
udinnosti pocas vykonavania klinického skd3ania (a
po ukongeni klinického skd3ania na pokrytie
akychkolvek narokov vyplyvajlcich z klinického
skdSania) poistné krytie na:

(i) zodpovednost za skodu spbsobent vykonom
lekérskeho povolania a/alebo lekdrskou chybou a

(i) vieghecnu zodpovednost.

11.2  Zadavatel si musi zabézpeéit’-a udrZiavat v

pinej ptatnosti a Géinnosti pocas vykondvania
klinického ska3ania (a po ukon&eni klinického
skdania na pokrytie akychkolvek ndrokov
vyplyvajucich z kiinického skuiania) poistné krytie
pozadované pre neintervencné klinické skagania
alebo inak vyZadované platnymi pravnymi predpismi
vo vyike primeranej vykonu obchodnych innosti
zadavatela a v stlade s platnymi pravnymi a
regulaénymi poziadavkami.
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11.32  .Upon request, each party required to maintain
insurance pursuant to this Agreement shall provide the
other party with certificates of insurance evidencing the
required insurance coverage.

12. Financial Disclosure — Conflict of Interest —
Debarment
12.1  Institution and Principal Investigator agree to

provide all information to CRO or Sponsor necessary to
comply with any disclosure requirements mandated by
any competent health authority (including, if applicable,
the US FDA), relevant trade association or similar body,
or other applicable national or local laws, including any
information required to be disclosed in connection with
any financial relationship between Sponsor, its affiliates
and agents of the Johnson & Johnson group of
companies on gne hand, and on the other hand,
tnstitution/Principal Investigator/any co-investigator
involved in the Study/any other agent or employee of
Institution or Principal Investigator. This disclosure
requirement may require disclosure of information
involving immediate family members of those involved
in the Study,

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 CRO if any conflict of interest arises
during the performance of this Agreement.

12.3  Principal Investigator confirms he/she:
(1 is not debarred by a competent health
authority (including, if applicable, the UUS FDA); and

(ii) has not been sentenced for malpfactice related
to the conduct of clinical research or non-interventional
study.

11.3 Kaida zmluvna strana, ktora je povinna mat
podla tejto zmluvy platné poistenie, poskytne na
poZiadanie druhej zmluvnej strane potvrdenie o
poisteni, ktoré preukazuje poZadované poistné
krytie,

12. Zverejfiovanie finanénych informacif —
konflikt zaujmov — zakaz &innosti

12,1 Zdravotnicke zariadenie a hlavny skusajuci
sUhlasia s tym, Ze poskytni CRO alebo zadavatelovi
vietky informacie potrebné na splnenie akychkolvek
poZiadaviek na zverejnenie informacil,. ktoré nariadil
akykolvek prislusny zdravotnicky orgédn (pripadne
vratane amerického Gradu FDA), prisluéné obchodné
zdruZenie alebo podobny organ alebo iné platné
vnttrodtatne, pripadne miestne zdkony, vratane
akychkolvek informacii, ktoré je potrebné zverejnit v
suvislosti s akymkotvek finannym vztahom medzi
zadavatefom, jeho pridruzenymi spoloénostami a
zastupcami skupiny spoloZnosti Johnson & Johnson
na jednej strane a na druhej strane zdravotnickym
zariadenim/hlavnym skddajicim/kaidym
spolusku3ajucim zapojenym do klinického
skiidania/kazdym inym zdstupcom alebo
zamestnancom zdravotnickeho zariadenia alebo
hlavného sku3ajuceho. Tato poziadavka na
zverejnenie mébze vyZadovat zverejnenie informacii
tykajucich'sa najbliz&ich rodinnych prislunikov osdb
zapejenych do klinického skusania.

12.2  Zdravotnicke zariadenie a hlavny skasajuci
potvrdzujd, Ze medzi zmluvnymi stranami neexistuje
konflikt zaujmaov, ktory by brénil alebo ovplyvioval
plnenie tejto zmluvy zo strany zdravotnickeho
zariadenia afalebo hlavného skdfajiceho, a
potvrdzujg, ze ich plnenie podla tejto zmluvy
neporuiuje Ziadnu int zmluvu s tretimi stranami.
Zdravotnicke zariadenie a hlavny skisajici budu
bezodkladne informovat CRO, ak pocas plnenia tejto
zmluvy vznikne akykolvek konflikt zaujmov.

12.3  Hlavny ski3ajdci potvrdzuje, Ze:

(i) nemd zékaz ¢innosti od prisiusného
zdravotnickeho organu (pripadne vrdtane
amerického uradu FDA) a

{ii} nebol odsudeny za nesprévny postup v
suvislosti s vykonavanim klinického vyskumu alebo
neinterventného klinického skusania.
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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

(i) has been sentenced for malpractice related to
the conduct of clinical research or non-interventional
study.

Upon written request from CRO, Institution and
Principal Investigator shall, within ten {10) calendar
days, provide written confirmation that it has complied
with the foregoing obligation. This shall be an ongoing
representation and warranty during the term of this
Agreement and Institution and Principal Investigator
shall immediately notify CRO 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 CRO or Sponsor.

14. Publicity

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

15. Notice

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

TO: Syneos Health, LLC

1030 Sync Street

Morrisville, Narth Carolina 27560, USA
Attention: Site Contracts Department

Zdravotnicke zariadenie a hlavny skdgajici nesmd
priamo ani nepriamo zamestnavat Ziadnu osobu na
vykondvanie slufieb podla tejto zmluvy, ani s fiou
uzatvarat zmiuvu ani pokraovat v jej zamestnavani,
ak takato osoba

(i} ma zakaz ¢innosti od prislusnéhe
zdravotnickeho orgéanu {pripadne vratane
amerického dradu FDA), alebo

{ii) bola odsidena za nespravny postup v
suvislosti s vykonavanim klinického vyskumu alebo
neinterventného klinického skusania.

Na pisomnu Ziadost CRO zdravotnicke zariadenie a
hlavny skiGgajici do desiatich (10) kalendarnych dni
pisomne potvrdia, Zze spinili vy$sie uvedend
povinnost, Toto je trvalé vyhldsenie a zaruka podas
platnosti tejto zmluvy a zdravotnicke zariadenie a
hlavny skusajici bezodkladne oznémia CRO
akidkolvek zmenuy stavu vyhlasenia a zaruky
uvedenych v tejto £asti.

13. Nezavisly dodavatel

Zdravotnicke zariadenie a hlavny’r skusajici tu
vystupuji ako nezavisli dodavatelia a nie ako
zamestnanci alebo zastupcovia CRO alebo
zadavatela.

14, Reklama

Ziadna zo zmluvnych strén nepouzije meno druhej
zmluvnej strany ani Ziadnej pridruZenej spoloénosti
na propagacné ulely bez predchadzajuceho
pisomného stthlasu zmiuvnej strany, ktorej meno sa
navrhuje pouiit, ani Ziadna zo zmluvnych stran
nezverejni existenciu alebo podstatu tejto zmluvy s
vynimkou pripadov, ked'to vyZaduje zakon.

15. Pozndmka

Vietky oznamenia podla tejto zmluvy sa zasielaju
postou prvej triedy, faxom alebo osobne s
predplatenym postovnym takto:

ADRESAT: Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560, USA
Do rik: Oddelenie zmllv pracoviska
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TQ: Actelion Pharmaceuticals Ltd.,
Gewerbestrasse 16, 4123 Allschwil, Switzerland
Attention: Fabrice Kiefer

Directer, Global Program Leader
fkiefer@its.jnj.com

Telephone: +41 61 565 52 53,

Mobile: +41 79 558 12 92

TO: Nérodny tstav srdcovych a cievnych choréb a.s.
Pod Krésnou hérkou 1,

833 48 Bratislava,

Slovak Republic,

Attention: Oddelenie biomedicinskeho vyskumu a
klinickych $tudii — $tudiovy koordinator

Telefon: +421 2 32321127

Mail: sabona.linzboth@nusch.sk /
kornelia.legenova@nusch.sk

TO: Oddelenie pre vrodené chyby srdca

v dospelosti,

Narodny tstav srdcovych a cievnych chordb a.s. Pod
Krasnou hérkou 1,

833 48 Bratislava,

Slovak Republic

Attention: prof. MUDTr. Iveta Simkova,CSc.

16. Assignment

Each of CRO or Sponsor shall have the right to assign
this Agreement to any of its respective affiliates and in
addition, Sponsor may assign this Agreement to any
third party. In the event of such an assignment, CRO or
Sponsor, as the case may be, shall use reasonable
efforts to provide prior written notice thereof to
Institution. Neither Institution nor Principal Investigator
shall assign its rights or duties under this Agreement to
another without prior written consent of CRO and
Sponsor. Any assignment in viclation of this Section 16
will be null and void. Subject to the foregoing, this
Agreement shall bind and inure to the benefit of the
respective parties and their successors and assigns.

17. Miscellaneous

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

ADRESAT: Actelion Pharmaceuticals Ltd.,
Gewerbestrasse 16, 4123 Alischwil, Svajéiarsko
Do ruk: Fabrice Kiefer

Riaditel, veduci globalneho programu
fkiefer@its.jnj.com

Telefon: +41 61 565 52 53,

Mobil: +41 79 558 12 92

ADRESAT: Narodny tistav srdcovych a cievnych
chordb a.s. Pod Krasnou hérkou 1,

833 438 Bratislava,

Slovenska republika

Do rik: Oddelenie biomedicinskeho vyskumu a
klinickych Stadii — $tudiovy koordinator
Telefén: +421 2 32321127

Mail: sabona.linzboth@nusch.sk /
kornelia.legenova@nusch.sk

ADRESAT: Oddelenie pre vrodené chyby srdca

v dospelosti,

Narodny Ustav srdcovych a cievnych choréb a.s. Pod
Krasnou horkou 1,

833 48 Bratislava,

Slovenska republika

Do ruk: prof. MUDTr. lveta Simkova CSc.

16. Postipenie

Spoloénost CRO a zaddvatel maju kazdy pravo
postupit tdto zmluvu na ktordkofvek zo svojich
pridruzenych spolotnosti, a okrem toho maze
zadavatel postUpit tuto zmluvu na akdkolvek tretiu
stranu. V pripade takéhoto postupenia CRO alebo
zaddvatel, podla okoinosti, vynalofi primerané usilie,
aby o tom vogpred pisomne informoval zdravotnicke
zariadenie. Zdravotnicke zariadenie ani hlavny
skusajuci nesmu postapit svoje préva alebo
povinnosti vyplyvajdce z tejto zmluvy na ind osobu
bez predchadzajliceho pisomného sthlasu CRO a
zadévatela. Akékolvek postupenie v rozpore s touto
¢astou 16 bude neplatné. S vyhradou vyssie
uvedeného je tato zmluva zavaznd a prospeind pre
prislugné strany a ich nastupcov a postupnikov.

17. Rozne
17.1  Této zmluva sa nesmie upravovat, dopifiat

ani menit inak nez pisomnym dokumentom
podpisanym zmluvnymi stranami.
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7.2 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 Study. 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.

17.4  Institution and Principal Investigator
understand and agree that this Agreement is being
signed by CRO in its own name as a contracting party
receiving services under this Agreement and in
addition, in a separate capacity, CRO also signs this
Agreement in the name of Sponsor and for Sponsor’s
benefit.

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

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

17.7  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

17.2 Ak je ustanovenie zmluvy v rozpore s
ustanovenim protokolu, protokol ma prednost v
otazkach mediciny, vedy a vykondvania klinického
skugania. Tato zmluva ma prednost pri akychkolvek
inych konfliktoch. '

17.3  Akje niektoré z ustanoveni definovanych v
prilohach v rozpore s niektorym z ustanoveni tejto
zmluvy, ustanovenia priloh maju prednost.

17.4  Zdravotnicke zariadenie a hlavny skdiajuci
rozumeju a sthlasia s tym, e tdto zmluvy podpisuje
CRO vo svojom vlastnom mene ako zmluvna strana,
ktora prijima sluZby podfa tejto zmluvy, a okrem toho
CRO v samostatnom postaveni podpisuje tute zmluvu
aj v mene zadavatela a v prospech zadavatefa.

17.5  Aksa zisti, Ze niektord Zast tejto zmluvy je
nevykonatelna, zvySok tejto zmluvy zostédva v
platnosti.

17.6  Tato zmluva predstavuje Upind dohodu
zmluvnych stran v savislosti s jej predmetom.
Vyslovne nahrddza vietky predchadzajice alebo
sigasné dstne alebo pisomné vyhldsenia alebo
dohody. Prilohy tvoria necddelitefnd siéast zmluvy.

17.7  Nasledujice ustanovenia a vietky ostatné
podmienky, ktoré st svojou povahou jasne uréené na
to, aby pretrvali aj po ukonceni alebo uplynuti
platnosti tejto zmluvy, pretrvajd aj po ukonéeni alebo
uplynuti platnosti tejto zmluvy: 1.6, 5, 6, 7, 8, 10, 11,
12,14,16a 17.

18. Rozhodné pravo
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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 resclve the
matter on an amicable basis. This Agreement shall be
construed and governed by the jurisdiction of the
Slovak Republic in accordance with the laws of Slovakia
without regard to any conflicts of law provisions. This
Agreement is drawn up in bilingual form. In the case of
any discrepancy in its interprepation the Slovak text of
the Agreement shall prevail. The parties consent to the
appropriate court of competent jurisdiction for the
resolution of all disputes or controversies between the
parties hereto that the parties are unable to settle
amicably.

[SIGNATURE PAGE FOLLOWS]

V pripade akéhokoivek sparu, ktory vznikne
medzi zmluvnymi stranami v savislosti s
podmienkami tejto zmluvy, zmluvné strany vynalozZia
maximalne dsilie, aby zéleZitost vyriesili zmierom.
Tato zmluva sa riadi jurisdikciou Slovenskej republiky
v stilade so slovenskym pravom bez ohladu na
akékolvek kolizne normy. Zmluva je vyhotovena v
dvojjazyénej forme. V pripade vyskytu nezrovnalosti
v jej vyklade ma slovensky text zmluvy prednost.
Zmluvné strany sGhlasia s tym, aby vietky spory
alebo rozpory medzi zmluvnymi stranami, ktoré sa im
nepodari vyriedit zmierom, riesil prislusny sid.

[NASLEDUJE STRANA S PODPISMI]
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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 TOHO zmluvne strany zvolili, aby bola tato
zmluva podpisand ich riadne splnomocnenymi
zastupcami k datumu Géinnosti.

Syneos Health UK Limited

Signature /Podpis

Date/Datum

Lucie Matousova

Manager SSU&Regulatory

Syneos Health UK Limited On behalf of Actelion Pharmaceuticals Ltd.

Signature/ Podpis

Date/Datum

Lucie Matou3ova
Manager SSU&Regulatory
Narodny dstav srdcovych a cievnych chordb a.s.

Signature/ Podpis

D.ate/Datum

Ing. Mongi Msolly, MBA
C hairman of the Board/Director

Signature/ Podpis

Date/Datum

Associate Prof. MUDr. Juraj Madaric, PhD., MPH

Vice-chairman of the Directorate

prof. MUDr. Iveta Simkova CSc.

Signature/ Podpis

Date/Datum
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Exhibits: Prilohy:

Exhibit A — Protocol and its subsequent amendments Prilcha A — Protokol a jeho nasledné dodatky

Exhibit B — Financial Provisions Priloha B — Finan&né ustanovenia

Exhibit C — Personal Information concerning Priloha C— Osobné udaje tykajuce sa hlavného

Principal investigator and any Investigational Staff skasajaceho a vietkych élenov personalu klinického
' skasania
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EXHIBIT A — Protocol and its subseguent PRILOHA A — Protokol a jeho nésledné dodatky
amendments
By reference only; (page intentionally left blank) Len odkazom; {strana rdmerne ponechana prazdna)
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EXHIBIT B — Financial Provisions
Protocol No. 67896049PAH0002: “Post-
authorisation Safety Study (PASS): Retrospective
Medical Chart Review of Patients with PAH Newly
Treated With Either Uptravi® (selexipag) or any
Other PAH-specific Therapy”

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

{(2) Payment Milestone Table(s):

Milestone payments in the below table(s) represent
fair market value for performance of research services
detailed in the eCRF Data Collection Schedule of the
Protocol dated 10 February 2022 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
€. protokolu 67896049PAH0002: Stiidia bezpeénosti
po registracii (PASS): Retrospektivne preskimanie
lekdrskych sprav pacientov s PAH, ktori boli novo
lieéeni bud liekom Uptravi® {selexipag), alebo
akoukolvek inou liecbou specifickou pre PAH
(1)_.Poplatok za u€astnika” predstavuje vietky fixné a
variabilné ndklady spojené s klinickym skdsanim s
vynimkou poloZiek uvedenych v €asti 3 (naklady na
pracovisko) niziie za predpcokladu, Ze sa uskutocnili
vietky navstevy opisané v cdasti 2. Poplatok za
ucastnika tohto klinického skusania je:

(2) Tabulka (-y) platieb za milnik:

Platby za milnik v niZiie uvedenej tabulke (-ch)
predstavuji realnu trhovd hodnotu za vykonavanie
vyskumnych sluZieb podrobne opisanych v Pldne
zberu dGdajov eCRF protokolu zo dia 10. februara
2022, ktory je zatleneny v tomto dokumente odkazom
v prilohe A. Zmluvné strany sa dohodli, Ze v pripade,
ie nasledné dodatky k protokolu spdsobia podstatnud
zmenu vyskumnych sluzieb, odmena bude upravend
tak, aby odrdiala novl redlnu trhovi hodnotu
vyskumnych sluzieb prostrednictvom pisomného
dodatku podpisaného vietkymi zmluvnymi stranami.

* MILESTONES / MILNIKY

il

Data Entry
udajov na Léastnika

per Subject / Zadavanie

Totals are VAT excluded. VAT of 28% will be paid as
outlined in Section 4 of this Exhibit.
{3) Site Costs

A non-refundable Start-Up Fee of will be
paid to Institution for start-up related activities {e.g.,
preparation of regulatory documents, preparation,
administration, and submissicen of protocol and
related documents to the Institutional Review Board
(IRB}, etc.). Processing of payment will begin upon
receipt of invoice accompanied with supporting
documentation in accordance with Section 5 below

and approval of the CRO. This payment is considered

full and final compensation for all activities
associated with study initiation.

zaCatim

Celkové sumy si hez DPH. DPH vo vyske 28 % sa
zaplati tak, ako je uvedené v {asti 4 tejto prilohy.

(3)

Naklady na pracovisko

Ingtiticii bude uhradeny nevratny poplatok za zalatie
cinnosti vo vyske za Cinnosti stvisiace so
finnosti  (napr. priprava regulainych
dokumentov, priprava, administracia a predloZenie
protokolu a suvisiacich dokumentov Etickej komisi
(EK} atd.). Spracovanie platby sa zaéne po prijati
faktiry spolu s podpornou dokumentaciou v stlade s
oddielom 5 nizdie a po schvaleni CRO. Tato platba sa
povaZuje za Uplna a koneénu kompenzaciu za vietky
cinnosti spojené so zaéatim Studie.
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Local Ethics Committee/Institutional Review Board
(EC/IRB) Fees: EC/IRB fees shall be reimbursed.
Processing of payment will begin upon receipt of
original  invoice  or  alternative  supporting
documentation, detailing actual charges without
markup. SPONSOR WILL NOT PAY LOCAL IRB
DIRECTLY.

(4) Payment Terms:

a) This EXHIBIT B is for completed records for up
to 33 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
viglations 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 enrollment of a total of
910 valid subjects. In the event 910 total valid subjects
are enrolled prior 1o a site’s reaching its valid subject
goal of 33, 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. Ali 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.

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

c) Investigator Meetings: Sponsor may
recommend or require the Principal Investigator, or a

.y

Poplatky miestnej
reviznej komisii (EC/IRB): Poplatky EK/IRB sa musia
uhradit, Platha sa zada po prijati originalnej faktiry
alebo alternativnej podpornej dokumentacie s
podrobnym uvedenim skutoénych poplatkov bez
prirdzky. ZADAVATEL NEBUDE PLATIT PRIAMO
MIESTNE IRB. '
(4) Platobné podmienky:

a) Tato PRILOHA B slUFi na vyplnenie zéznamov
za ai 33 platnych Glastnikov. Platny Géastnik je
definovany ako ucastnik, ktory spifia poZiadavky na
zaradenie do klinického ski8ania a neporusil protokol
zavainym spOscbom, ktory by wyliéil jeho udaje z
analyzy. Toto klinické skd3anie sa vykonava na zéklade
pravidiel konkurenéného zaradovania. Zadévatel
predpoklada uzavretie zaradovania po zaradeni
celkovo 910 platnych ucastnikov. V pripade, Ze sa
zaradi celkovo 910 platnych Gastnikov pred tym, ako
pracovisko dosiahne svoj platny ciel 33 ucastnikov,
daléi nabor bude pozastaveny. Utastnici, ktori
nedokonéia klinické skusanie, dostan( zaplatené
pomernym dielom peodfa potvrdenych ukonéenych
navitev a CRF, ktoré dostane zadavatel. Vietky platby
sa uskutofnia za navitevy Gcastnikov podla tabulky
mifnikov v Casti 2 vyssie. Za ufastnika wyliéeného z
analyzy z dévodu porudenia protokolu v ramci
kontroly persandlu klinického skd3ania sa nevyplati
Ziadna platba.

b) Zdravotnicke zariadenie uznava, e ide o
klinické skuSanie vykondvané vo viacerych centrach,
urené na vyhodnotenie definovaného poltu
ufastnikov skuZania. Predpoklada sa, e kaidé
zdravotnicke zariadenie, ktoré sa zG¢astni klinického
ski3ania, zaradi podet Ufastnikov skiSania stanoveny
v ich sthlase s tymto kfinickym skdsanim. Ak je to
potrebné v priebehu klinického skidsania, zadavatel
moZe vyzvat zdravotnicke zariadenie, aby zaradilo viac
ucastnikov skdsania, ako je uvedené v podvodnej
zmluve. Za takychto okolnosti moZe zadavatel
informovat zdravotnicke zariadenie prostrednictvom
pisomnej Ziadosti, aby umoinil zaradenie dalSich
Utastnikov skisania. Naopak, zdravotnicke zariadenie
nemusi mat moZnost zaradit poéet udcastnikov
sku3ania uvedeny vyiSie. Po dokonfeni zaradovania
cielového poftu ucastnikov skasania do klinického
sku3ania budi tie pracoviskd, ktoré nezaradili zmluvny
pofet Ucastnikov skuSania, informované a pouéeng,
aby prerusili zaradovanie ucastnikov skisania.

c) Stretnutia skusajuceho: Zaddvatel moie
odporucit alebo pozadovat, aby sa hlavny skd%ajuci
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Sponsor-approved Sub-Investigator designee, and a
Study nurse/coordinater to attend meetings,
including but not limited to an investigator's Meeting.

" Sponsor shall provide and pay all reasonable and
appropriate travel expenses in accordance with
Spansor’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 (0 below).

d) Tao be eligible for any payment, the
procedures must be performed in full compliance
with the Protocol and this Agreement, and Data
submitted must be complete, correct and entered
into the Electronic Data Capture (EDC), 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 erroneous payments have been offset. If no
pending or future payments exist, Institution will
promptly refund overpayment, according to
Sponsor’s mstructlons

CRO shall act as payment agent “Payment Agent” for
services performed in this Agreement.: Original
invoices pertaining to this Study should be submitted
for reimbursement to the following address in English:
Actelion Pharmaceuticals Ltd.

C/o: Syneos Health UK Limited

Attn: Investigator Payment Department

Farnborough Business Park

1 Pinehurst Read

Farnborough, Hampshire

GU14 7BF, UK

RE: Project Code: 7039421

Al invoices and payment related querles -including
the project code- must be sent to: E-mail:
SM_InvestigatorPayments@Syneoshealth.com

In case hard copy invoices need to be processed,
they must be sent to the CRO address stated in this
Section.

alebo poverend osoba spoluskdiZajliiceho schvalend
zadavatelom a sestra/koordindtor v &tudii zacastnili
na stretnutiach, okrem iného aj na stretnuti
skudajuceho. Zadavatel poskytne a uhradi véetky
primerané a vhodné cestovné vydavky v silade s
pravidlami zadavatela pre cestovanie vratane
skromného ubytovania a stravy spojenych s takymito
stretnutiami. Zmluvné strany stihlasia s tym, fe Géast
na takychto stretnutiach je primerana a potrebna na
zabezpelenie toho, aby vietky zmluvné strany
zapojené do klinického ski3ania mali jasnu predstavu
o protokole a jeho poZiadavkiach. Platba sa uskutoéni
po prijati faktlry a podpornej dokumentacie v silade
s odsekom {0 nizdie).

d) Pre ziskanie naroku na akdkolvek platbu sa
postupy musia vykondvat v plnom silade s
protokolom a touto zmluvou a predloZené (daje
musia byt dplné, sprivne a zadané do systému
elektronického zberu ddajov (EDC) v stlade s pokynmi
zadavatela a touto zmluvou. Platby sa budd
uskutoéfiovat miniméalne raz za Stvrtrok. Tieto platby
budd zahriat platby za milniky, ako aj] vietky
fakturované a schvalené néklady z predchadzajliceho
platobneho cyklu. Podas klinického skisania sa budd
vykonavat priebeiné odsthlasenia. Vietky omylom
uskutognené platby sa poufiji na vietky nevybavené
alebo budice splatné platby. Ziadne plathy sa
neuskutofnia, kym sa nevyrovnajl vietky chybné
platby. Ak neexistuji Ziadne nevybavené alebo
budiice plathy, zdravotnicke zariadenie bezodkladne
vrati preplatok v silade s pokynmi zaddvatela.

CRO vystupuje ako ,platobny agent” za sluiby
vykondvané v tejto zmluve. Origindine faktary
tykajlice sa tohto klinického skagania by sa mali
predioZit na uhradu na tito adresu v angliétine:
Actelion Pharmaceuticals Ltd.

C/o: Syneos Health UK Limited

Attn; Investigator Payment De'partment

Farnborough Business Park

1 Pinehurst Road.

Farnborough, Hampshire

GU14 7BF, Spojené kralovstvo

Vec: Kéd projektu: 7039421

Vietky otdzky tykajice sa faktir a platieb - vratane
kodu projektu — je potrebné zaslat na adresu: E-mail:
5M_InvestigatorPayments@Syneoshealth.com

V pripade, Ze je potrebné spracovat faktury v tiaéenej
podobe, je potrebné zaslat ich na adresu CRO
uvedent vyssie v tejto &asti.

Eul Non-Interventional Prospective Study Agreement between CRO, Sponsor and Institution and Principal Investigator - EMEA/EU contract
ternplate - Version June 2021 /Zmluva o neintervenénom prospektiviom kliaickom skigani v EU medzi CRO, zadavatelom, zdravotnickym
zariadenim a hlavnym skdsajacion ~ 3ablona zmluvy pre EMEA/EU — verzia z jina 2021 / PI Name: prof. MUDs. Iveta Simkova, CS¢. / Meno
hlavného skdajiceho: Protocol #:67896049PAH0002 / Protokel &.
Page 33 of 39 / Strana 33 7 39



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

e Sponsor's Name

s Protocol number

s Project Code

¢ Principal Investigator's Name

s . Site Number

s Payee contact telephone number and email

address
s Payee Bank Account Details
e Asummary of the reimbursement to be made
in compliance with the Exhibit B

e) This agreement reflects all fixed and variable
costs related to Study activities. ltems not specifically
referenced in Section 3 above, which might inctude,
for example, staff costs, training costs, laboratory
fees, x-rays, scales and questionnaires, data
coordinator fees and travel fees, are reflected in the
Per-Subject Fee as detailed in the milestone tables in
Section 2 above. No additional reimbursement for
these costs is otherwise provided.

Taxes: Any consideration payable under this
Agreement will be exclusive of VAT. Where any
services or goods are subject to VAT, a valid VAT
invoice must be issued by the Institution/Principal
Investigator to CRO in respect of the transaction
covered by the consideration. If VAT is charged in
error, the Institution/Principal Investigator will issue a
credit note. If VAT is not charged but subsequently it
is found that it should have been charged or VAT is
assessed by the relevant tax authorities as being due
on the consideration, the VAT due upon said
consideration will be paid upon presentation of a valid
VAT invoice.

Payee shall be solely responsible for payment of any
taxes due in accordance with applicable laws as result
of the payments made under this Agreement. Sponsor
and CRO will not provide any additional funds to cover
applicable taxes, fees, and similar levies, direct or

" indirect, payable now or in the future.

f) For the avoidance of doubt, the Principal
Investigator and/or the Institution are responsible for
providing any and all compensation, benefits and/or
insurance to the investigational staff. It is also

Upozorfiujeme, %e faktiry musia obsahovat
informacie uvedené nizdie, inak budi vratené, fim sa
oneskori platba;

» Nazov zadavatela

+ (islo protokolu

s Kéd projektu

» Meno hlavného skiiajuceho

+ Cislo pracoviska

e Kontaktné telefonne &islo a e-mailova adresa

prijemcu platieb
* Bankové Udaje prijemcu platieb
e Zhrnutie dhrady, ktord sa mé vykenat v stlade
s prilohou B

e) Tato zmiuva odrdZa vietky fixné a variabilné
naklady suvisiace s finnostami v ramci klinického
skusania. Polozky, kioré nie su osobitne uvedené v
oddiele 3, ktoré mdZiu zahfiat napriklad néklady na
zamestnancov, naklady na odborni pripravy,
laboratorne poplatky, réntgenové  snimky,
hodnotenia a dotazniky, poplatky koordindtorov
udajov a cestovné poplatky, sa premietaji do
poplatku za tastnika, ako je podrebne uvedené v
tabulkdch mifnikov v oddiele 2 wyS3ie. V opainom
pripade sa neuskutofni Ziadna dodatofnd uhrada
tychto nékladov. '
Dane: Akdkolvek odmena splatnéd podla tejto zmluvy
bude bez DPH. Ak akékolvek sluiby alebo tovar
podliehaji  DPH, zdravotnicke zariadenie/hlavny
skdgajuci musi CRO vystavit platni faktdru s DPH v
sUvislosti s transakciou, na ktord sa vztahuje odmena.
Ak sa DPH uctuje omylom, zdravotnicke
zariadenie/hlavny skasajuci vystavi dobropis. Ak sa
DPH neGétuje, ale ndsledne sa zisti, Ze sa mala
uctovat, alebo ak je DPH z odmeny vymerand
prisluinym danovym organom ako splatna, DPH
splatna z uvedenej cdmeny sa zaplati po predlofent
platnej faktiry s DPH.

Prijemca platieb vyhradne zodpoveda za zaplatenie
akychkolvek dani splatnych v stlade s platnymi
zakonmi v désledku platieb vykonanych podla tejto
zmluvy. Zadavatel a CRO neposkytnd Ziadne
dodatolné finanéné prostriedky na  pokrytie
prisludnych dani, poplatkov a podobnych advodov,
priamych alebo nepriamych, splatnych teraz alebo v
buddcnosti.

f) Aby sa predislc pochybnostiam, hlavny
sktidajiici afalebo zdravotnicke zariadenie
zodpovedaji za poskytnutie akychkolvek a vietkych
kempenzdcii, vyhod a/alebo poistenia skagajicemu

EU Non-Interventional Prospective Study Agreement between CRO, Sponsor and Institution and Principal Investigator - EMEA/EU contract
template - Version June 2021 / Zmiuva o neintervenénom prospektivnom klinickom skadani v EU medzi CRQ, zadévatelom, zdravotnickym
zariadenim a hlavnym skGgajicim — $abléna zmluvy pre EMEA/EY —verzia z juna 2021 / Pl Name: prof. MUDr. Iveta Simkova, CSc. / Meno
hlavného skddajuceho: Protocol #:67896049PAHO002 / Proteokol €.
Page 34 of 39 / Strana 34 2 3¢



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 Sponsar’s benefit plans,
programs, employment policies, procedures or
workers compensation insurance.

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

h} Payee. The payments will be made to the
following Payee and address (“Payee”):

Payee Name: Ndarodny Ustav srdcovych a cievnych
chordb a.s.

Payee Address: Pod Krdsnou horkou 1.,833 48
Bratislava, Slovak Republic

Payee Tax Identification Number: $5K2022105107
Payee Contact Email address:

I

rayee Contact Person: pani b

Payee Bank Account Details:

Bank Name:

Bank Address:

Bank Account Number:

IBAN Number:

SWIFT Code: ‘

In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing via the CRO
payment . authorization form (“PAF), but no
amendment to this Agreement shall be required.

personalu. Takisto sa rozumie a vyslovne sa uzndva, fe
skudajaci a skasajici persondl nie su opravneni
zUfastnit sa, ani nie si opravnenf na krytie v rdmci
fladnych  pldnov  ddvok, programov, zasad
zamestnanosti, postupov alebo poisteni pracovnikov
na ndhradu $kody v rdmci organizdcie zadavatela.

g) Zmluvné strany sa dohodli, Ze tato PRILOHA 8
Je sUtastou zmluvy a objasfiuje harmonogram platieb
stvisiaci s touto zmluvou. Platby sa uskutoénia v
stlade s ustanoveniami uvedenymi v tejto PRILOHE B,
priom poslednd platba sa uskutoéni po tom, ako
pracovisko splni vietky svoje povinnosti vyplyvajice
7o zmluvy a vietkych jej priloh. Hlavny skaZajici berie
na vedomie a sthlasi s tim, Ze jeho dsudok, pokial ide
o0 jeho rady a starostlivost o kaZzdého Uéastnika, nie je
ovplyvneny odmenou, ktor: pracovisko dostdva na
zaklade tejto zmluvy. Zmluvné strany slhlasia s tym,
fe niZ%ie uvedeny prijemca platieb je spravnym
prifemcom platieb pre tito zmiuvu a Ze platby podla
tejto zmluvy budld vykonané len nasledujlicemu
prijemcovi platieb:

h) Prilemca platieb. Platby budd vykonané
nasledujicemu prijemcovi platieb na adresu {dalej len
Lprijlemca platieb”):

Menc prijemcu platieb: Narodny Ustav srdcov?ch
a cievnych choréb a.s.

Adresa prijemcu platieb: Pod Krdsnou hérkou 1, 833
48 BratislavaSlovenska republika

DIC prijemcu platieb: SK202210510
Kontaktna e-mailovd adresa prijemcu

P e s —

platieb:

Kontakwia osoba prijemcu platieb:

Bankove Udaje prijemcu plat|eb

Nazov banky:

Adresa banky:

Cislo bankového uctu: .

Cislo IBAN:

SWIFT kod:

V pripade zmien ddajov ¢ bankovom Gfte prijemcu
platieb je prijemca platieb povinny informevat CRO
pisomne prostrednictvom poverovacieho formuléra
CRO {dalej len ,,PAF”), no nebude potrebné vykonat
Ziaden dodatok k tejto zmluve.
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EXHIBIT € — Personal Information concerning
Principa! Investigator and any Investigational Staff

PRILOHA C — Osobné tidaie tykaijlce sa hiavného
skasajuceho a vietkych Elenov personalu kiinického

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

This privacy notice should be provided by Principal
Investigator to any investigational staff.
Privacy Notice — Principal and
investigational staff
Personal Information Collection
Sponsor and agents such as CROs processing personal
information on behalf of Sponsar, collect 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 Study, or from
public or third-party information sources.

Investigator

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

s« Name;
s Contact information (e.g. address, telephone
" number, e-mail address);

= Age and/or date of birth; -

« Government identification
applicable);

¢ Training and qualifications, inciuding
information that you have a wvalid, active
medical or professional license, as applicable,
and is not debarred by a competent health
authority;

¢ Organizational or institutional affiliations;

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

« Financial information relating to, among other
matters, compensation and reimbursement
payments for Study activities;

number  {if

skusania

Toto oznamenie vysvetluje postupy zadavatela. pri
spraclivani osobnych tdajov, pokial ide o informécie o
hlavnom skdsajicemu a vietkych &lenoch persanalu
klinického skd3ania. Vysvetluje, ako zadavatel
zhromaiduje osobné Gdaje v mene zadavatefa, ako
napriklad CRO zhromaiduje osobné udaje a s kym ich
moie zadavatel zdielat. Vysvetluje tieZ prava hlavného
skiSajuceho . a  vietkych  clenov  persondlu
ziitastfiujuceho sa klinického skdsania, pokial ide o
tieto osobné ddaje. Toto oznamenie sa vztahuje na
vietky osobné Udaje bez chladu na to, & sU uloZené v
elektronickej alebo tlacenej podobe.
Toto ozndmenie o ochrane osobnych (dajov by mal
hlavny skuSajici poskytnat vietkym €lenom persondlu
klinického ski3ania.
Ozndamenie o ochrane osobnych ldajov — hlavny
skiiZajlci a personal klinického skdsania
Zhromazdovanie osobnych ddajov
VaSe osobné ddaje zhromaidujd a spraclivajd
zadavatel’ a zdstupcovia, ako napriklad CRO, ktori
spracdvaju osobné udaje v mene zaddvatela. Tieto
informacie mdiu pochddzat priamo od vés, od
zdravotnickeho zariadenia, do ktorého patrite na (éely
tohto klinického ski3ania, alebo z verejnych zdrojov ¢
informacnych zdrojov tretich stran,
Typy osobnych udajov, ktoré zadavatel zhromaiduje,
zavisia od vase] ulohy u zaddvatefa afalebo jeho
pridruZenych spolotnosti, ako aj od platnych pravnych
predpisov, ale mdzu zahfriat nasledujuce kategdrie
informdcii:

s  Meno;

s Kontaktné udaje (napr, adresa, telefénne é&islo,

e-mailova adresa);
» ek a/alebo ditum narodenia;
¢ Statne identifikaéné &islo (ak sa pouiva);

* Vzdelanie a kvalifikacia vratane informaécie, e
méate platny, aktivnu lekdrsku alebo odbornt
licenciu a Ze vam prisludny zdravotnicky organ
nedal zakaz ¢innosti;

e Organizaéna alebo institucionalna pristuénost;

s Profesné programy a aktivity, na ktorych ste sa
mohli zd&astnit;

« Finan{né Udaje tykajice sa okrem iného
odmien a nahrad za C&innosti spojené s
klinickym skdganim;
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How

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

Information obtained via surveys and other
direct interactions with you.

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 Agreement:

To assess if you are suitable for acting as _

Principal Investigator or investigational staff in
relation to the Study;

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

To manage the Study, including to monitor and
audit Study activities;

To prepare and submit regulatory filings,
correspondence, and communications to
government authorities concerning the Study;
To conduct safety reporting and
pharmacovigilance activities relating to the
Study;

To publish results of the Study as defined in the
Agreement;

To disclose payments and other transfers of
value to 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
wellas 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 Agreement,

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

Angazovanost u zadavatela alebo interakcia s
nim, alebo jeha pridruzenymi spolotnostami,
i ich produktmi a sluzbami;

Informdcie ziskané prostrednictvom
prieskumov a inych priamych interakcii s vami.

Ako zadavatel pouiva a zverejfiuje osobné Gdaje

Osobné Udaje o vas budu spracované na nasledujice
ucely, aby sa splnili povinnosti zadavatela afalebo jeho
pridruenych spoloénosti podla platnych zdkonov a
predpisov a aby sa splnila zmluva:

Posidenie, &i ste vhodnym kandidédtom na vykon
funkcie hlavného sku3ajiceho alebo persondlu
klinického skd3ania v stvislosti s klinickym
skusanim;

Poskytnutie zaSkolenia a pristupu k nastrojom a
inym zdrojom, ktoré méiu byt potrebné na
vykonadvanie klinického skuZania;

Riadenie klinického skusania vratane
monitorovania a kontroly €innosti klinického
skiisania;

Priprava a predkladanie regulainych podani,
koreSpondencie a komunikicie s viladnymi
organmi tykajucich sa klinického skiania;
Vykonavanie Einnosti stvisiacich s podavanim
sprav o bezpe&nosti a farmakovigilanciou v
stvislosti s klinickym skiganim;

Publikovanie vysledkov klinického skifania, ako
Jje definované v zmluve;

Zverejnenie platieb a inych prevodov hodnoty
zdravotnickemu zariadeniu, hlavnému
skdsajicemu alebo inym é&lenom personalu
klinického skigania s cielom dodr¥iavat zdkony o
transparentnom podavani sprdv, okrem iného
vratane zdkona USA o platbdch lekdrom (US
Physician ~ Payments Sunshine Act) a
vykondvacich predpisov, ako aj priemyselnych
kddexov alebo noriem, ktorym zadavatel
afalebo pridruiené spolocnosti - zadavatela
podliehaji, alebo

Ak sa to inak vyzaduje podia platnych pravnych
predpisov alebo je to potrebné na plnenie tejto
zmluvy.

Osobné (Gdaje o vas budd spracované na nasledujice
Ucely na zéklade opravneného zdujmu zaddvatela a
jeho pridruzenych spoloénosti podfa zakona:
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» To consider, from time to time, potential sites
and investigators for future clinical researches
or non-interventional studies; and

s To conduct surveys, manage internal studies,
improve processes and practices related to the
execution of clinical researches, non-
interventional studies and other activities
related to medical research.

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

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

¢ Government Authorities and ethics committees
in jurisdictions around the world;

e 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 adequate level of data protection
according to EEA standards (the full list of these
countries is available here:
ht’tps://ec.europa.eu/info/law/law-topic/dafa—
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries en.) For
transfers from the EEA to countries not considered
adequate by the European Commission, Sponsor has
ensured that adequate measures are in place,
including by ensuring that the recipient is bound by the
EU Standard Contractual Clauses, or has implemented
an EU-approved code of conduct or certification, to
protect personal information. You may obtain a copy
of these measures by contacting our EU Data
Protection Officer in accordance with the “Contacting
Sponsor” Section helow,

Data Subject Rights

¢ 7 fasu na &as zvaiit potencidlne centrd a
skusajucich pre buddce klinické vyskumy alebo
neintervencéné klinické skusania a

s Vykondvat prieskumy, riadit interné klinické
skdsania, zlepdovat procesy a postupy
stvisiace s vykonavanim klinickych vyskumov,
neinterventnych klinickych skisani a -inych
ginnosti stvisiacich s lekarskym vyskumom.

Na dosiahnutie vysiie uvedenych dlelov sa osobné
udaje spristupniuju:

e Ostatnym pridruzenym spoloénostiam skupiny
Johnson & Johnsan a ich prislusnym zéstupcom.
Zoznam pridruZenych spolodnosti je k dispozicii
na adrese http://www.investor.jnj.com/sec.cfm;

e  Vlddnym orgdnom a etickym komisidm v
jurisdikcidch na celom svete; '

e Zéstupcom, ako si zmiuvné  vyskumné
organizdcie alebo ini poskytovatelia sluZieb
tretich stran, ktori spracuvaju oscbné Gdaje v
mene zadavatela.

Cezhranitny prenos

Vase osobné ddaje sa médiu ukladat a spracuvat v
ktorejkolvek krajine, kde ma zaddvatel a jeho
pridruiené spolotnosti  svoje zariadenia alebo
zastupcov, vratane Spojenych &tatov americkych.
Eurdpska komisia uznala niektoré krajiny mimo
Eurdpskeho hospodarskeho priestoru (EHP) za krajiny,
ktoré poskytuji primerantd drovefi ochrany ddajov
podla noriem EHP (Oplny zoznam tychto krajin je k
dispozicii  tu:  https://ec.europa.eu/finfo/law/law-
topic/data-protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-
countries en.} V pripade prenosov z EHP do krajin, v
ktorych Eurépska komisia nepovazuje -ochranu
osobnych udajov za primerand, zadévatel zabezpedil
zavedenie primeranych opatreni vratane zabezpecenia
toho, aby bol prijemca viazany Standardnymi
zmluvnymi dolozkami EUJ alebo aby zaviedol kédex
spravania alebo certifikdciu schvalend EU na ochranu
oschnych tdajov. Kopiu tychto opatreni mdzete ziskat
tak, ze kontaktujete nadu zodpovedni osobu pre
ochranu ddajov EU podla niiie uvedene] &asti
~Kontaktovanie zadavatela”.

Prava subjektu udajov
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If you would like to review, correct, update, restrict, or
delete personal information that Sponsor and/or CRO
may have in its systems, or if you would like to request
to receive an electronic copy of your personal
information for purposes of transmitting it to- another
company (to the extent these rights are provided to
you by 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 (i} whether retention is advisable in light of
Sponsor’s legal position (such as in regard to applicable
statutes of limitations, litigation, or regulatory
investigations).

Contacting Sponsor

Spansor can be contacted as specified below:
Fabrice Kiefer

Director, Global Program Leader
“fkiefer@its.jnj.com

Telephone: +41 61 565 52 53

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at emeaprivacy@its.jnj.com. In case of
contacting the Data Protection Officer, information
such as country location, as well as Study
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 or region.
Contact information can be located here:
http://ec.europa.eu/justice/data-protection/article-

Ak chcete skontrolovat, opravit, aktualizovat,
obmedzit alebo vymazat osohné Udaje, ktoré méie
mat zaddvatel a/alebo CRO vo svojich systémoch,
alebo ak chcete poZiadat o elektronicki képiu vagich
osobnych udajov na déely ich prenosu do inej -
spolonosti (v rozsahu, v akom védm tieto prava
poskytuji  platné pravne predpisy), mbiete
kontaktovat zadévatefa, ako je uvedené v ¢asti
~Kontaktovanie zaddvatela”. Zaddvatel odpovie na
Ziadost. v silade s pfatnymi pravaymi predpismi,
Upozoriujeme viak, ie niektoré osobné (daje mozu
byt vyhaté z poZiadaviek podla platnych zdkonov o
ochrane Udajov alebo inych zékonov a predpisov.

Obdobie uchovivania

Zadavatel bude uchovdvat vase osobné (idaje tak dlho,
ako to bude potrebné alebo povolené vzhladom na
acel {uely), na ktory (ktoré) boli ziskané. Na uréenie
spravneho obdobia uchovdvania sa pouZivaji tieto
kritérid: (i) dizka trvania vztahu zadavatela s vami; (ii)
¢i existuje zdkonnd povinnost, ktorej zadavatel alebo
jeho pridruZené spoloénosti podliehaju; a {iii) & je
uchovavanie odporiéané vzhladom na prévne
postavenie zaddvatela (napriklad vzhladom na platné
premli¢acie lehoty, sidne spory alebo regulainé
vySetrovania).

Kontaktovanie zaddvatela

Zadévatela mdiete kontaktovat, ako je uvedené nizie:
Fabrice Kiefer

Riaditel, veduci glebalneho programu
fikiefer@its.jnj.com

Telefén: +41 61 565 52 53

V pripade potreby sa méZete obratif aj na zodpovednu
osobu pre ochranu tdajov za prisludni krajinu alebo
region na adrese emeaprivacy@its.jnj.com. V pripade
kontaktovania zodpovednej osoby pre ochranu tdajov
by sa mali uviest informacie, ako je krajina a
¢islo/ndzov klinického skuania, aby bolo moiné
fladost naleZite vybavit.

Podanie staZnosti regulaénému orgénu

Mbzete podat stainost dozornému  organu
prisludnému pre vasu krajinu alebo regién. Kontaktné
informdcie najdete tu:

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

29/struciure/data-protection-
authorities/index en.htm

29/struc_tu re/data-protection-
authorities/index en.htm
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