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

Narodny Gstav srdcovych a cievnych chorob a.s.
(“Institution”) with registered offices at Pod Krasnou
horkou 1, 833 48 Bratislava, Slovak Republic,
Iden.number: 35971126 Tax Iden.
Number:2022105107

and

doc. MUDr. Eva Goncalvesova, CSc., FESC. (“Principal
Investigator”), affiliated with Institution, located at

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

ZMLUVA O NEINTERVENCNOM PROSPEKTIVNOM
KLINICKOM SKUSANI
{CRO — zadavatel — zdravotnicke zariadenie — hlavny
skusajuci)

Tato zmluva o neintervenénom prospektivnom
klinickom skusani (dalej len ,,zmluva®) sa uzatvara
Medzi

spolocnostou Syneos Health UK Limited (dalej len
,,CRO"), akciovou spoloénostou v Spojenom
kralovstve, registrovanou na adrese Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, Spojené kralovstvo, vratane
jej pobociek, dcérskych spolo€nosti a predovietkym
jej materskej spolo€nosti Syneos Health LLC

spolocnostou Actelion Pharmaceuticals Ltd.
(,zadavatel), akciovou spoloénostou vo Svajéiarsku
so sidlom na Gewerbestrasse 16, 4123 Allschwil,
Svajéiarsko

Narodny dstav srdcovych a cievnych chorob a.s.
(dalej len ,,zdravotnicke zariadenie”) so sidlom na
adrese Pod Krasnou harkou 1, 833 48 Bratislava,
Slovenska republika, 1€:35971126 Danové IC:
2022105107

doc. MUDr. Eva Goncalvesova, CSc., FESC (,hlavny
skd3ajuci”), pracujaci v zdravotnickom zariadeni, so
sidlom na adrese Narodny Ustav srdcovych

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

a uginna odo dria podpisu poslednou zmluvnou
stranou nizsie (dalej len ,,datum Gcinnosti”).

Klinické skudsanie: EXTRACT (EXploratory hisToRicAl
Cohort sTudy)

Zadavatel z hladiska regulacnych zaleZitosti: Janssen-
Cilag International NV

Turnhoutseweg 30, B-2340 Beerse, Belgicko
Protokol: Stadia 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
Bratislava, Slovak Republic

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

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

Whereas, Institution is equipped and authorized to
undertake the 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.

Posldenie pacientov s PAH, novo lie¢enych bud
liekom Uptravi®

{selexipag) alebo akoukolvek inau $pecifickou lie¢hou
na PAH, (67896049PAH0002)

Centrum klinického skisania Narodny dstav
srdcovych a cievnych chorob a.s., Oddelenie pre
vrodené chyby srdca v dospelosti

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

Vzhfadom na to, Ze zaddvatel poveril CRO, aby
obstardvala sluzby podla tejto zmluvy a poskytovala
ich zadavatelovi;

Vzhladom na to, Ze CRO poziadala zdravotnicke
zariadenie a jeho zamestnancov a hlavného
skuSajuceho, aby vykonavali klinické skisanie v
sulade s protokolom (vratane naslednych zmien a
doplneni protokolu) a prilohami, ktoré tvoria
neoddelitelnd sucast tohto dokumentu;

KedZe zdravotnicke zariadenie je vybavené a
opravnené vykonat klinické ski3anie a zdravotnicke
zariadenie a hlavny skdsajuci sa dohodli na vykonani
klinického skisania za podmienok uvedenych dalej a

Preto sa teraz, s ohladom na tieto podmienky a
vzajomné sluby a zdvazky vyjadrené v tejto zmluve,

zmluvné strany dohodli takto:

1. Vykondvanie klinického sku3ania

14 Cielom klinického skusania je podrobnejdie
charakterizovat bezpecnostny profil lieku Uptravi®
pri jeho pouzivani v klinickej praxi a opisat klinické
charakteristiky a vysledky u pacientov novo lie€enych
liekom Uptravi® alebo novo lie¢enych inou
Specifickou liecbou na PAH, ktori nikdy neboli lieceni
liekom Uptravi® v medzinarodnom kontexte po
uvedeni lieku na trh.

Utast zdravotnickeho zariadenia a hlavného
sku3ajuceho v klinickom skiSani nesmie za Ziadnych
okolnosti ovplyvnit Ziadne rozhodnutie o lie¢be
Gcastnika klinického skugania (t. j. &i a aké lieky sa
maju pouZit pri pripadnej lie¢be Ucéastnika klinického
skigania). Lieky sa musia predpisovat len na zaklade
lekarskej indikdcie.
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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.

1.7 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 committee, notifications and further legally
required approvals.

1.3 In the event that the Principal Investigator
becomes no longer affiliated with Institution,
Institution shall provide written notice to 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 shzll 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
Investigator 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 ather individuals and investigational
staff as they may deem appropriate as co-
investigator and/or investigational staff to assist in

Zmluvné strany sa dohodli, ze protokol
vratane véetkych naslednych zmien a doplneni
protokolu, ktoré su zaclenené odkazom ako
priloha A, ak nie st pripojené k tejto zmluve, ale su
zname vietkym zmluvnym stranam, a prilohy, tvoria
neoddelitelnd stéast tejto zmluvy.

1.2 Zdravotnicke zariadenie a hlavny skusajuci sa
zavizuju vynalozit maximalne Usilie a odborné
znalosti na vykonanie klinického skisania v sulade s
protokolom, vietkymi platnymi pravnymi a
regulaénymi poZiadavkami, urCenymi casovymi
ramcami a podmienkami tejto zmluvy. Zdravotnicke
zariadenie a hlavny skigajuci nesmu zacat klinické
skiganie bez predchadzajuceho suhlasu etickej
komisie, oznameni a daldich zdkonom pozadovanych
povoleni.

1.3 V pripade, ze hlavny sku3ajici prestane
pracovaf v zdravotnickom zariadeni, zdravotnicke
zariadenie to ¢o najskdr, najneskor viak do troch (3)
kalendarnych dni od takéhoto odchodu, pisomne
oznami CRO. Zadavatel ma pravo schvalovat kazdého
nového hlavného skasajiceho, ktorého urdi
zdravotnicke zariadenie. Od nového hlavného
skugajiceho sa vyzaduje, aby sthlasil s podmienkami
tejto zmluvy. V pripade, Ze zadavatel neschvali
takéhoto nového hlavného skdsajiceho, CRO alebo
zadavatel méiu vypovedat tito zmluvu v sulade s
¢astou 2.2 niZdie a zdravotnicke zariadenie podnikne
vietky potrebné kroky, aby sa prispdsobilo
rozhodnutiu CRO alebo zadavatela. Ak ma byt hlavny
skugajuci docasne nepritomny v zdravotnickom
zariadeni viac ako desat (10) kalenddrnych dni, ale
nie viac ako $trnast (14) kalendarnych dni,
zdravotnicke zariadenie poveri spoluskisajuceho,
ktory bude do¢asne dohliadat na klinické skdsanie v
mene hlavného skugajiceho. Zdravotnicke zariadenie
toto poverenie zdokumentuje a pisomne oznami CRO
pred jeho plnenim. Ak je alebo ma byt hlavny
skugajlci nepritomny dlhsie ako $trnast (14)
kalendarnych dni, CRO alebo zadavatel moZu tuto
zmluvu vypovedat, ak sa zdravotnicke zariadenie a
zadévatel nedohodnt na nahradnom hlavnom
skdiajlicom v lehote Strnastich (14) dni.

1.4 Zdravotnicke zariadenie a hlavny skigajuci
mbiu vymenovat daldie osoby a skisajucich, ktorych
povazuju za vhodnych, za spoluskusajtcich a/alebo
personal klinického ski3ania na pomoc pri realizacii
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the conduct of the Study. All co-investigators and
investigational staff will be adequately qualified,
timely appointed and an updated list will be
maintained. Principal Investigator shall be
responsible for leading such team of co-investigators
and investigational staff, who in all respects shall be
bound in writing to the same terms and conditions as
the Principal Investigator under this Agreement.
Institution and Principal Investigator are responsible
for the services performed by its staff and undertake
in particular to have the services executed by
competent persons. In the event that Institution
and/or Principal Investigator use the services of
others to conduct the 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 shall 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 parties to conduct any research not
required by the Protocol 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 CRO or Sponsor. Hereinafter, the research
described in the previous sentence shall be referred
to as “Additional Research”. In any case where CRO

klinického skuzania. Viéetci spoluskdgajici a persong|
klinického skdgania budy mat primerany kvalifikdciu,
budt véas vymenovani a bude sa viest ich
aktualizovany zoznam. Hlavny skudsajuci je
zodpovedny za vedenje takéhoto timu
spoluskusajucich a personalu klinického sktsania,
ktori su vo vietkych ohladoch pisomne viazani
rovnakymi podmienkami ako hlavny ski3ajici podla
tejto zmluvy. Zdravotnicke zariadenie a hlavny
skudsajici st zodpovedni za sluzby, ktoré vykondvaju
ich zamestnanci, a zavézujy sa najma, Ze tieto sluzby
budd vykonavat kompetentné osoby. V pripade, ¥e
zdravotnicke zariadenie a/alebo hlavny skusajuci
VYUZiji sluzby inych 0séb na vykondvanie klinického
skusania podla tejto zmluvy, zdravotnicke zariadenie
a hlavny skigajaci maju zodpovednost zabezpetit,
aby vietci mali prislugng licenciu a opravnenie a boli
v stlade s podmienkami tejto zmluvy. Zdravotnicke
zariadenie a hlavny skusajuci nest zodpovednost za
akékolvek poruienie tejto zmluvy tymito osobami.
Zdravotnicke zariadenie 3 hlavny skiajuci
zabezpetia, aby sa uréeni zamestnanci zucastnili
vietkych skoleni, ktoré organizuje zaddvatel aleho
nim povereng osoba, tykajucich sa spravneho
vykonavania protokolu, poZiadaviek na bezpeénost a
podavanie sprav a akychkolvek inych platnych
usmernent slvisiacich s klinickym skiiZanim a
vykonavanim protokolu,

1.5 Na vykonanie klinického skudania poskytne
zadavatel alebo nim poverena osoba alebo CRO
vietky dokumenty stvisiace s klinickym skuagani
(napriklad formulare ucastnikov klinického skusania).
Zdravotnicke zariadenie ani hlavny skdsajici nesmu
pouZivat dokumenty, materidly a vybavenie stvisiace
s klinickym skdganim inak ako na vykonavanie
klinického skuZania v prisnom stlade s protokolom a
touto zmluvou.

16 Dalsi vyskum: Zdravotnicke zariadenie a
hlavny skisajlici nesm pocas klinického skiitania
vykonavat Ziadny vyskum ani umoznit tretim stranim
vykonévat akykolvek vyskum, ktory sa nevyzaduje
podla protokolu, (i) s G¢astnikmi klinického skdania
(vratane akejkolvek dodatoénej vyskumnej techniky,
postupov, dotaznika alebo Pozorovania), alebo (ii) s
tdajmi ziskanymi z klinického sku3ania, ked'sa kazdy
z bodov (i) a (ii) vykondva bez predchadzajticeho
pisomného stihlasu CRO alebo zadavatela. Dalej sa
vyskum opisany v predchédzajicej vete oznaduje ako
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or Sponsor gives such approval, the approved
Additional Research shall be considered either an
amendment to the original Protocol or shall be the
subject of another written agreement between
Sponsor, 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 Section, and
such Additional Research results in an Invention (as
defined in Section 8 below), Institution and Principal
Investigator (as applicable) hereby grant to Sponsor
or its designee an irrevocable, worldwide, paid up,
royalty-free, exclusive license, with right of sub-
license, to make, have made, use, have used, sell,
have sold, and import any such invention that results
from such Additional Research. This Section shall
survive termination or expiration of this Agreement.

1.7 Delegation by Sponsor to CRO. 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 with the terms hereof. The

,dalsi vyskum®. V kazdom pripade, ked CRO alebo
zadavatel vyda takyto suhlas, schvaleny dodatocny
vyskum sa povaiuje bud za dodatok povodného
protokolu, alebo je predmetom inej pisomnej zmluvy
medzi zadavatelom, CRO, zdravotnickym zariadenim
a hlavnym skdgajucim. Zdravotnicke zariadenie a
hlavny skagajici vykonavaji vetok daldi vyskum v
stlade so vietkymi platnymi predpismi vratane
poziadaviek na ziskanie prislusného sGhlasu EK a
informovaného sthlasu Ufastnika. Bez obmedzenia
akychkolvek inych opravnych prostriedkov, ktoré ma
zadavatel k dispozicii zo zdkona, ak zdravotnicke
zariadenie a/alebo hlavny skdsajuci vykona
dodatoény vyskum v rozpore s touto castou a
vysledkom takéhoto dodatoéného vyskumu je
vynalez (ako je definovany v €asti 8 nizsie),
zdravotnicke zariadenie a hlavny skdsajuci (podla
okolnosti) tymto udeluji zaddvatelovi alebo nim
poverenej osobe neodvolatelnd, celosvetovy,
splatend, vyhradnu licenciu bez autorskym poplatkov
s pravom sublicencovania na vyrobu, pouZitie, predaj
a dovoz akéhokolvek takéhoto vynélezu, ktory je
vysledkom takéhoto dodato¢ného vyskumu. Tato
¢ast plati aj po vypovedani alebo skongeni platnosti
tejto zmluvy.

1.7 Delegovanie zaddvatelom na CRO. Zadavatel
ma uzatvorent zmluvu s CRO, organizaciou pre
klinicky vyskum, na dohfad, monitorovanie a spravu
klinického skugania v sulade s platnymi pravnymi
predpismi a s touto zmluvou. Zadavatel dal CRO
opravnenie spravovat komunikaciu zadavatela

50 zdravotnickym zariadenim a skusajucim

v stvislosti s klinickym ski$anim a toute zmluvou. Ak
sa tato situacia kedykolvek zmeni, zaddvatel to
oznami zdravotnickemu zariadeniu a hlavnému
skusajicemu. Bez toho, aby boli dotknuté akékolvek
prava zaddvatela podla tejto zmluvy, zdravotnicke
zariadenie a hlavny skdgajdci potvrdzuju, Ze CRO je
prijemcom DPH za sluzby podla tejto zmluvy.

2. Doba platnosti a vypovedanie zmluvy

2.1 Platnost tejto zmluvy sa zacina diiom
nadobudnutia U¢innosti a pokraéuje az do ukoncenia
klinického skisania k primeranej spokojnosti CRO
alebo zadavatela. Zmluvné strany odhadujd, ze
klinické skuanie sa skondi (i) 13. oktébra 2023 alebo
(ii) $est (6) mesiacov po koneénom uzamknuti
databdzy, ak nebude ukoncené skor v silade s
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parties agree that the term may be amended by
mutual agreement of the parties.

2.3 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:

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

(ii) if no Study Subjects have been 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
dohodli, e tento termin moze byt zmeneny a
doplneny na zaklade vzdjomnej dohody zmluvnych
stran.

2.2 Tdto zmluvu mébre ktordkolvek 7o zmluvnych
stran kedykolvek vypovedat podla vlastného
uvazenia na zéklade pisomného 0znamenia druhe;
zmluvnej strane patnast (15) kalendérnych dnji
vopred. Medzj dévody na ukonéenie zmluvy mézu
okrem iného patrit aj:

i) porusenie zmluvy vritane nedodrzania
protokolu a platnych zikonov a predpisov;

(ii) ak v centre klinického skasania neboli zaradeni
ziadni Gastnici klinického skiisania do troch (3)
mesiacov od zacatia klinického skusania.

Bez ohladu na vy3ie uvedens moZe CRO alebo
zaddavatel na zdklade vlastného uvésenia okamiZite
ukoncCit klinické skaganie alebo vypovedat tito
zmluvu. Po prijati oznamenia o vypovedani sa
zdravotnicke zariadenie a hlavny skugajuci dohodli,
Ze bezodkladne ukondia vykondvanie klinického
skisania v rozsahu, ktory je z lekarskeho hladiska
pripustny pre ka¥dého jednotlivca, ktory sa
zd&astiiuje na klinickom skasani (, Udastnik klinického
skusania”). V pripade vypovedania tejto zmluvy,
okrem pripadu, ked'je to v désledky podstatného
porusenia zo strany zdravotnickeho zariadenia alebo
hlavného skusajliceho, sa celkové sumy, ktoré ma
CRO zaplatit podla tejto zmluvy, spravodlivo
pomerne prepoditaju za skutoéne vykonant pracu ku
dfiu vypovedania zmluvy, pri¢om vietky nevyéerpané
finanéné prostriedky, ktoré CRO predtym zaplatila
zdravotnickemu zariadeniy alebo hlavnému
skugajicemu, sa vratia CRO.

2.3 Po ukonéeni klinického skiania alebo po
vypovedani tejto zmluvy, podla toho, ¢o nastane
skér, (a) hlavny skdsajuci bezodkladne odovzda CRO
vietky Gdaje, ktoré vznikli ako vysledok klinického
skusania, vietky dokumenty a tdaje poskytnuté CRO
alebo zadavatelom a jeho prislusnymi pridruzenymi
spolocnostami a vietky doverné informacie
zadavatela, ako st definované v €asti 7.2 niflie. Toto
ustanovenie sa nevztahuje na tie dokumenty, ktoré
by mal spravovat a uchovavat hlavny skdsajlici v
centre klinického skusania, ako je definované v
protokole a ako to vyzaduju platné zakony a
predpisy.

EU Non-Interventional Prospective Study Agreement between CRQ, Sponsor and Institution and Principal Investigator - EMEA/EU contract
template - Version June 2021 / Zmluva o neintervenénom prospektivnom klinickom skGgani v £ medzi CRO, zaddvatelom, zdravotnickym
zariadenim a hlavnym ska3ajdacim — sabléna zmluvy pre EMEA/EU — varzis 2 jtina 2021P1 Name: / doc. MUDr. Eva Goncalvesova, Protokol

CEXTRACT

Page 6 of 38 / Strana 6 7 38



3. Ethics Committee (EC) — Informed Consent —
Autharizations

3.1 In accordance with the laws and regulations
applicable at the Study Site, Institution and Principal
Investigator shall be responsible for obtaining
approval of the Protocol and its amendments,
informed consent form, 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 [nstitution 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 CRQ, 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 shall be responsible for the
fulfillment of all other authorization formalities
related to the conduct of the Study (such as
submitting a study application) and if required, for
obtaining the written authorization from the

3. Etickd komisia (EK) — informovany sthlas —
opravnenia

3.1 V stlade so zakonmi a predpismi platnymi v
centre klinického skisania su zdravotnicke zariadenie
a hlavny sku3ajuci zodpovedni za ziskanie sthlasu s
protokolom a jeho dodatkami, formularom
informovaného suhlasu, postupmi naboru do
klinického skusania (napr. ozndmenia, pripadna
finanéna kompenzacia) a vietkymi ostatnymi
relevantnymi dokumentmi v stvislosti s klinickym
skisani od prisludnej EK pred zadatim klinického
skusania. V pripade, ze EK vyzaduje zmeny v
protokole, formulédri informovaného suhlasu alebo
postupoch nédboru do klinického skdsania, takéto
zmeny sa nesmu vykonat, kym CRO nie je
informovana a nedd pisomny suhlas. Protokol,
formular informovaného suhlasu a akakolvek
reklama sa nesmu upravovat bez predchadzajiceho
pisomného suhlasu CRO a EK.

3.2 Zdravotnicke zariadenie a hlavny skasajuci su
tieZ zodpovedni za primerané informovanie utastnika
klinického skiG3ania a za ziskanie formulara
informovaného suhlasu podpisaného kazdym
ucastnikom klinického skusania alebo v jeho mene,
pricom tento formuldr informovaného sthlasu musi
byt pred ucastou ucastnika klinického skusania
schvaleny CRO a EK. Formular informovaného
stthlasu zahfiia pravo CRO, zadavatela a nim
poverenych oséb a prisludnych viadnych organov na
preskiimanie nespracovanych Gdajov klinického
skuSania vratane origindlnych zaznamov o
téastnikoch pri vietkych monitorovacich a
kontrolnych ¢innostiach potrebnych na zabezpecenie
kvality a suladu s protokolom, ako aj so vietkymi
pravnymi a regulacnymi poziadavkami. Formular
informovaného slhlasu obsahuje aj pravo zadavatela
a jeho pridruzenych spolognosti vykonat dodatoéné
preskumanie udajov s ciefom preskumat bezpecnost
a ucinnost produktov a liecby, lepsie pochopit
ochorenie alebo zlepsit Gcinnost budicich klinickych
skasani.

243, Zadavatel je zodpovedny za splnenie
vsetkych ostatnych povolovacich formalit stvisiacich
s vykonavanim klinického skugania (napriklad
predlozenie ziadosti o povolenie klinického skuasania)
a v pripade potreby za ziskanie pisomného povolenia
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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 electronic
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 Protacol.

In the event Principal Investigator/Institution do not
enter Data into the eCRF or respond to queries in the
timeframe set forth for each above, Sponsor may, in
its sole discretion, immediately take corrective
actions. These actions may include but are not
limited to, temporary suspension of
screening/enrollment, additional monitoring visits,
consideration of site audit, and possible termination
of site participation in the Study.

od prislusnych zdravotnickych organov pred zacatim
klinického skisania.

4. Hldsenie dajov a nefiaducich udalosti

4.1 Zdravotnicke zariadenie a hlavny skagajici
suhlasia s tym, Ze budd pravidelne a véas poskytovat
CRO a zadavatelovi vietky vysledky klinického
skusania a daldie ddaje poradované v protokole v
riadne vyplnenych (pisomnych alebo elektronickych)
formularoch t¢astnikov klinického skuzania.

4.2 Elektronické zachytavanie ddajov (,EDCY):
Zdravotnicke zariadenie/hlavny skugajuci predioZi
udaje o klinickom skuiani prostrednictvom
elektronického systému poskytnutého zadavatelom
alebo CRO. Zdravotnicke zariadenie/hlavny skigajuci
zabrani neopravnenému pristupu k tidajom
udrziavanim fyzickej bezpeénosti poéitatov a
zabezpecenim toho, aby personal klinického skiZania
zachovaval dévernost svojich hesiel. Zdravotnicke
zariadenie/hlavny skddajici musi tie¥ dodr¥iavat
pokyny CRO na zadavanie Gdajov do systému, ktoré
zahinaju, Ze persondl klinického skiZania pouzivajlci
systém si uvedomuje, e jeho elektronické podpisy st
pravne zavaznym ekvivalentom vlastnoruénych
podpisov a Ze potvrdzuje spravnost a Gplnost
zadanych udajov.

Zdravotnicke zariadenie/hlavny skusajuci suhlasi so
zhromazdovanim vsetkych ddajov klinického
skagania (v elektronickej alebo tlatenej podobe) v
zdrojovej dokumentdcii pred ich viozenim do
elektronického formulédra Ugastnika klinického
skusania (,eCRF”). Formular eCRF sa vyplni do piatich
(5) pracovnych dni po ukonéeni postupov navitevy
alebo po ziskani vysledkov testov, ak nie jev
protokole uvedené inak. Zdravotnicke
zariadenie/hlavny skisajci sa tie? zavazuje
poskytnat prisluiné odpovede na dorugené otazky
do piatich (5) pracovnych dni od ich dorugenia, ak nie
je v protokole uvedené inak.

V pripade, Ze hlavny sku3ajuci/zdravotnicke
zariadenie nezada ddaje do eCRF alebo neodpovie na
otazky v ¢asovom ramci stanovenom pre kafdu z
vysiie uvedenych moZnosti, zaddvatel mose podla
vlastného uvédZenia bezodkladne prijat napravné
opatrenia. Tieto opatrenia mé7u okrem iného
zahfiat docasné pozastavenie skriningu/zaradovania
tcastnikov, dodato&né monitorovacie navitevy,
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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 all
applicable legal and regulatory requirements.

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

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,

zvaZenie auditu centra a mozné ukoncenie Ucasti
centra v klinickom skudgani.

4.3 Zdravotnicke zariadenie a hlavny sku3ajuci
tieZ suhlasia s tym, ze budd CRO hlasit akékolvek
zavainé neziaduce udalosti a iné déleZité zdravotné
udalosti, ako st uvedené v protokole, ktoré sa tykaju
ktoréhokolvek tcastnika klinického skiiania, a to
bezodkladne, najneskor véak do dvadsiatich dtyroch
(24) hodin od ich zistenia. Zdravotnicke zariadenie a
hlavny skasajici sa dalej zavazuju, Ze v nadvaznosti
na takéto hlasenie vypracujui podrobné pisomné
spravy v stlade so vietkymi platnymi pravnymi a
regulacnymi poziadavkami.

4.4 V€asné, presné a Uplné predloZenie Gdajov a
odpovede na otazky su potrebné na zabezpedenie
platieb v silade s prilohou B (Finanéné ustanovenia))
tejto zmluvy.

5. Monitorovanie neintervenéného klinického
skiSania — audit — inSpekcie

5.1 Monitorovanie — audit

Pocas platnosti tejte zmluvy a po jej skonéeni
zdravotnicke zariadenie a hlavny skd$ajdci suhlasia s
tym, Ze umozZnia zastupcom CRO, zadavatela a/alebo
prislusnych zdravotnickych orgdnov (vratane
pripadne amerického Uradu FDA) kedykolvek v
primeranom case pocas beznej pracovnej doby
preskimat

(i) zariadenia, v ktorych sa klinické skusanie
vykonava,

(ii) nespracované udaje klinického skusania vratane
originalnych zaznamov o Ucastnikoch klinického
skigania, ak to umoznuju podmienky uvedené vo
formulari informovaného sthlasu a platné pravne
predpisy, a

(iii) akékolvek dalSie relevantné informdcie potrebné
na potvrdenie toho, Ze klinické skdsanie sa vykonava
v sulade s protokolom a v sulade s platnymi pravnymi
a regulaénymi poziadavkami vratane zakonov a
predpisov o ochrane osobnych tdajov a bezpeénosti.

5.2 InSpekcie

Zdravotnicke zariadenie a hlavny skusajdci
bezodkladne informuji CRO, ak prisluiny
zdravotnicky orgdn naplanuje alebo bez
naplanovania zacne inSpekciu, a bezodkladne po jej
vydani poskytni CRO kdpiu akejkolvek
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provide CRO a copy of any health authority’s
correspondence resulting from any such inspection.

3.3 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 5.1,523and5.3
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 Institution nor any of its affiliates, nor any of
their respective directors, officers, employees or
agents and Principal Investigator (all of the foregoing,
including affiliates collectively, “Institution
Representatives”) has taken any action that would
‘result in a violation by such persons of local or
international anti-bribery laws, rules or regulations
applicable to either or both Institution and Sponsor
(collectively the “Anti-Corruption Laws”).

Institution shall not, directly or indirectly,
make any payment, or offer or transfer anything of
value, or agree or promise to make any payment or

kore$pondencie zdravotnickeho orgédnu, ktors je
vysledkom takejto inpekcie.

5.3 Zdravotnicke zariadenie a hlavny skigajuci
sthlasia s prijatim vietkych primeranych opatrenf
pozadovanych CRO na odstranenie nedostatkov
zistenych pocas auditu alebo kontroly. Zadévatel a
CRO alebo nim poverené oscby majd okrem toha
pravo preskimat a schvalit akikolvek
koreSpondenciu prisluinému zdravotnickemu
organu, ktora vznikla ako vysledok kontroly tohto
zdravotnickeho orgénu, pred jej predloZenim
zdravotnickym zariadenim alebo hlavnym
skusajicim, a v rozsahu, v akom to nezakazuje zakon
alebo prislugny zdravotnicky organ, maju prdvo na
pritomnost zdstupcu poéas akejkolvek ingpekcie.

5.4 Ustanovenia ¢lankov 5.1,5.2 3 5.3 zostavaju
v platnosti aj po vypovedani zmluvy alebo ukonéeni

jej platnosti.

6. DodrZiavanie platnych pravnych predpisov

6.1 Zmluvné strany sa dohodli, ¥e budy
vykondvat klinické skdganie 2 uchovavat zéznamy a
udaje pocas platnosti tejto zmluvy a po jej skonéeni v
sulade so vietkymi platnymi pravnymi a regulaénymi
poZiadavkami, ako aj so vieobecne uzndvanymi
konvenciami, akymi st Helsinska deklaracia a
usmernenia ICH-GCP.

6.2 Dodrziavanie protikorupénych zékonov v
zdravotnictve a zdkona o zahraniénych korupénych
praktikach (,FCPA")

Zdravotnicke zariadenie predstavuje
a zarucuje, 7e ani zdravotnicke zariadenie, ani ¥iaden
z jeho pridruzenych subjektov, ani fiaden z ich
prisludnych riaditelov, tradnikov, zamestnancov,
zastupcov, ani hlavny skusajuci (vietko uvedensg,
vratane vietkych pridruZzenych spolocnosti, dalej len
»Zastupcovia zdravotnickeho zariadenia”) nepodnikli
Ziadne kroky, ktoré by mohli viest k porueniy
miestnych alebo medzindrodnych zékonov, pravidiel
alebo nariadeni o platkoch, ktoré sa vztahujd bud’
na zdravotnicke zariadenie, alebo zadavatela, alebo
na oba subjekty (spoloéne len »Protikorupcné
zakony”), tymito osobami.

Zdravotnicke zariadenie nebude priamo ani
nepriamo uskutoc¢novat ¥iadne platby, pontikat alebo
prevadzat cokolvek hodnotné, ani nebude sthlasit
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offer or transfer anything of value, to a government
official or government employee, to any political
party or any candidate for political office or to any
other third party with the purpose of influencing
decisions related to Sponsor and/or its business in a
manner that would violate Anti-Corruption Laws.

Institution and Institution’s Representatives
have conducted and will conduct their businesses in
compliance with the Anti-Corruption Laws, and
Institution will have necessary procedures in place to
prevent bribery and corrupt conduct by Institution
Representatives, 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 Section, such failure
shall be deemed to be a material breach of the
Agreement and, upon any such failure, Sponsor
and/or CRO shall 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.

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"},

alebo stubovat, ze uskutoéni akudkolvek platbu,
pontikne alebo prevedie ¢okolvek hodnotné,
vlddnemu uradnikovi alebo zamestnancovi viady,
akejkolvek politickej strane alebo kandidatovi na
politicky trad alebo na inu tretiu stranu s cielom
ovplyviovat rozhodnutia tykajice sa zadavatefa
a/alebo jej podnikania spésobom, ktory by poruoval
protikorupéné zakony.

Zdravotnicke zariadenie a jej zastupcovia
vykondvali a budu vykonavat svoju €¢innost v sulade s
protikorupénymi zakonmi a zdravotnicke zariadenie
bude mat zavedené potrebné postupy na
predchadzanie dplatkarskemu a korupcnému
spravaniu zastupcov zdravotnickeho zariadenia,
ktoré zahfriaju aj protikorupéné Skolenia.

Zdravotnicke zariadenie bude udrziavat
Géinnd internt Getovnu kontrolu a zabezpedi, aby
boli vietky aspekty tohto klinického skasania
zaznamenané v jej knihdch a zdznamoch presnym,
Uplnym a pravdivym spdsobom a aby dokumenty, na
ktorych st tieto knihy a zaznamy zaloZeng, boli vo
véetkych hlavnych aspektoch presné, tiplné
a pravdivé. Zdravotnicke zariadenie uchovava a
poskytuje zadavatelovi a/alebo CRO a jeho
auditorom a inym zastupcom pristup k zdznamom
(finan&nym a inym) a podpornej dokumentacii
tykajucej sa predmetu zmluvy, ak o to zadavatel
a/alebo CRO poZiada, aby zdokumentovali alebo
overili dodrZiavanie ustanovenitejto asti; a
Bez ohladu na ¢asti 2 (Doba platnosti a vypovedanie
zmluvy) a 10 (Odskodnenie), ak zdravotnicke
zariadenie nedodrZi niektoré z ustanoveni tejto Casti,
takéto nedodrianie sa povaZuje za podstatné
porudenie zmluvy a v pripade takéhoto nedodriania
mé zaddvatel a/alebo CRO pravo zmluvu s okamzitou
platnostou vypovedat pisomnym oznamenim
zdravotnickemu zariadeniu bez toho, aby zaddvatel' a
CRO niesli aktikolvek finanénu zodpovednost alebo
int zodpovednost akejkolvek povahy vyplyvajlcu z
takéhoto vypovedania.

6.3 Ochrana stikromia a bezpecnost idajov
6.3.1 Ka¥da zmluvna strana sthlasi s tym, ze
zhromazdovanie, spracovanie a zverejfiovanie
akychkolvek Gdajov tykajucich sa identifikovanej
alebo identifikovatelnej osoby (dalej len ,0sobné
udaje”) v suvislosti s touto zmluvou je a bude v
stlade s platnymi zakonmi o ochrane osobnych
tdajov vratane pripadného veobecného nariadenia
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and that it has obtained all rights and consents
necessary to collect, process and disclose the
Personal Information. When collecting and
processing Personal Information, the parties agree to
take appropriate measures to safeguard the Personal
Information, 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
Information, to grant data subjects reasonable access
to their Personal Information, to address other data
subject rights as per applicable law, and to prevent
access by unauthorized persons,

6.3.2  Institution and Principal Investigator will
implement appropriate technical and arganizational
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
CRO 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 Sponsor 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
and/or CRO as promptly as possible at no extra
€xpense Lo Sponsor and/or CRO.

6.3.4  Incase of a breach of security leading to the
accidental or unlawfuyl destruction, loss, alteration,
unauthorized disclosure of, or access to, Personal
Information data transmitted, stored or otherwise
processed (“Privacy Incident”), Institution and/or

EU o ochrane udajov (dalej len ~GDPR") a %e zickala
vietky prava a stihlasy potrebné na zhromaZidovanie,
Spracovanie a zverejfiovanie osobnych tdajov. Pri
zhromazdovani a spractvani osobnych Udajov sa
Zmluvné strany zavdzuju prijat primerané opatrenia
na ochranu osobnych idajov, zachovanie dovernosti
zdravotnych a leks rskych informécii tykajicich sa
ucastnika klinického skidsania, riadne informovanie
dotknutych oséb o zhromazdovani a spracivani ich
osobnych ddajov, poskytnutie primeraného pristupu
dotknutych os6b k ich osobnym ddajom, riesenie
dalsich prav dotkn utych 0séb podla platnych
pravnych predpisov a zabrdnenie pristupu
neopravnenym osobdm.

6.3.2  Zdravotnicke zariadenie a hlavny skudsajuci
zavedu vhodné technické a organizacné opatrenia na
zabezpecenie Grovne bezpeénosti osobnych tdajov
spractvanych v stvislosti so zmluvou, ktord je
primerana riziku.

6.3.3  Zdravotnicke zariadenie a hlavny skusajtici
vyhlasuju, zarucuju a zavazuju sa, Ze osohné Udaje
tykajlce sa Gcastnikov klinického skazania budi pri
ich poskytovani zadavatelovi a/alebo CRO
pseudonymizované tak, aby sa vietky inform acie,
ktoré priamo identifikuju G¢astnika klinického
skudgania, nahradili identiﬁkaén\?m kodom Géastnika.
Hlavny skusajiici neposkytne zaddvatelov] alebo CRO
kI'i¢ alebo kod, ktory umoZiiuje opitovny
identifikdciu uéastnikov klinického skdtania.
Zdravotnicke zariadenie a hlavny skazajiici
bezodkladne informujy zaddvatela, ak zdravotnicke
zariadenie a/alebo hlavny skigajici zistia, Ye
akékolvek udaje (definované v Easti 7.1) tykajuce sa
ucastnikov klinického skidania poskytnuté
zaddvatelovi nespfﬁaju tito poZiadavku. Hlavny
skdsajuci zohladni vietky poZiadavky zadavatela
a/alebo CRO na Zmiernenie akejkolvek skody
vyplyvajicej z takéhoto zverejnenia ddajov. V
takomto pripade zdravotnicke zariadenie a hlavny
skusgajuci &o najskér dorutia zadavatelovi a/alebo
CRO opravené Udaje bez dodato¢nych nékladov pre
zadavatela a/alebo CRO.

6.3.4  Vpripade porusenia bezpeénosti, ktoré vedie
k nahodnému alebo nezakonnému zniceniu, strate,
Zmene, neopravnenému zverejneniu alebo pristupu k
prenasanym, uchovdvanym alebo inak spractvanym
osobnym ddajom (dalej len ,incident v oblasti
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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.

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

ochrany osobnych ddajov”), zdravotnicke zariadenie
a/alebo hlavny ski3ajlci bezodkladne po tom, ako sa
o incidente v oblasti ochrany osobnych adajov
dozvedia, informuju zadavatela a/alebo CRO. V
takomto ozndmeni sa uvedie povaha incidentu v
oblasti ochrany osobnych ddajov, kategdrie a
priblizny potet dotknutych oséb a zaznamov
osobnych tGdajov, na ktoré ma takyto incident v
oblasti ochrany osobnych udajov vplyv. Zdravotnicke
zariadenie a hlavny sku3ajuci suhlasia s tym, Ze budu
plne spolupracovat so zadavatelom a/alebo CRO,
vydetrovat a riesit akykolvek takyto incident v oblasti
ochrany osobnych tdajov a poskytovat zadavatelovi
a/alebo CRO vietky informacie potrebné na
poskytnutie oznameni.

6.3.5 Zdravotnicke zariadenie a hlavny skui3ajuci
sthlasia s tym, 7e budd plne spolupracovat v
stvislosti s akymkolvek posidenim vplyvu na
ochranu udajov a/alebo predbeinymi konzultaciami,
ktoré sa mdzu vyzadovat v stvislosti so spracovanim
osobnych ddajov podla tejto zmluvy.

6.3.6 Zdravotnicke zariadenie a hlavny skusajuci
nesmu bez predchadzajliceho pisomného siihlasu
zadavatela zapojit Ziadnu tretiu stranu vratane
akejkolvek pridruzenej spoloCnosti alebo
subdodévatela ako spracovatela tdajov (ako je
definované v platnych pravnych predpisoch o
ochrane Gdajov) na vykonavanie svojich prislusnych
¢innosti podla tejto zmluvy. V pripade, Ze zadavatel
suhlasi s takymto spracovatefom tdajov tretej strany,
zdravotnicke zariadenie a hlavny skdajuci (i) su
zodpovedni za zabezpelenie toho, aby akykolvek
povoleny spracovatel udajov tretej strany dodrZiaval
tito zmluvu, platné zakony a predpisy o ochrane
Gdajov, a (ii) nesu pIni zodpovednost voti
zadavatelovi za vietky Cinnosti takychto
spracovatelov Gdajov tretej strany.

6.3.7 Osobné udaje tykajuce sa hlavného
skugajuceho a vietkych ¢lenov personalu klinického
skugania (napr. meno, adresa a telefonne &islo
nemocnice alebo zdravotnickeho zariadenia,
Zivotopis) méZzu byt odovzdané pobockam
spolo&nosti Johnson & Johnson na ucely
monitorovania liekov, vykondvania, dokumentacie a
kontroly klinického ski3ania, ako aj na kontaktovanie
ich a ich prislusnych agentur na celom svete v
pripade dalsich budticich klinickych skasani alebo
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Personal Information provided by the Principal
Investigator for managing internal studies and
ensuring that contact information is contained ina
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 European
Economic Area (EEA), such as the United States,
which the EU has determined currently lack
appropriate privacy laws providing an adequate level
of privacy protection. Notwithstanding the above,
Sponsor and its affiliates of the Johnson & Johnson
group of companies and respective agents 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 Personal Information handling practices as
specified in Exhibit C.

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

vyskumov, na ktarych sa mésy podielat. Zmluvné
strany sa tie dohodli, ¥e osobné udaje poskytnuté
hlavnym skasajicim buduy pouzivat na riadenie
internych klinickych skigani a na zabezpeéenie toho,
aby boli kontaktné udaje verne a uplne uvedené v
inych systémoch v silade s touto Castou,

6.3.8 Zadavatel mése 2asielat osobné tdaje inym
pobockam skupiny spolo¢nosti Johnson & Johnson a
ich prislugnym zdstupcom, ako st CRO na celom
svete. Osobné Gdaje sa preto mézu preniiat do
krajin mimao Eurdpskeho hospodarskeho priestoru
(EHP), napriklad do Spojenych 3tétov, ktoré podla
rozhodnutia EU v sti¢asnosti nemajt vhodné zakony
0 ochrane osobnych tdajov poskytujice primerand
uroven ochrany sikromia. Bez ohladu na vystje
uvedené bude zadivatel a jeho pridruené
spoloénosti skupiny Johnson & Johnson a prislugni
zastupcovia a CRO uplatfiovat primerané zdruky
ochrany osobnych udajov na ochranuy takychto
osobnych tdajov, ako sa vyzaduje v EHP. Osobné
tidaje mézu byt zverejnené aj na zaklade poZiadaviek
jednotlivych regulagnych organov alebo platnych
pravnych predpisov, napriklad na Ucely hldsenia
zavainych neziaducich udalosti.

6.3.9 Zadavatel poskytol uréité podrobnosti o
svojich postupoch nakladania s 0sobnymi adajmi,
pokial'ide o osobné tudaje tykajiice sa hlavného
skusajiceho a vietkych Elenoy persondlu klinického
skdsania, vratane prav subjekty udajov, v prilohe C.
Hlavny skugajuci sa zavdzuje informovat vietkych
Clenov personalu klinického skusania, od ktorych sa v
priebehu klinického skaania v rozsahu tejto zmluvy
zhromazduju osobné Udaje, o postupoch nakladania
$ 0sobnymi tdajmi, ako je uvedené v prilohe C.

6.4 V pripade, e sa zisti, 7o niektora ¢ast tejto
zmluvy poruiuje platné zikony a predpisy, zmluvné
strany sa dohodlj, fe v dobrej viere budy rokovat o
revizii ustanovenia alebo ustanoveni, ktoré s v
rozpore. V pripade, se sa strany nedokd?u dohodnut
na novych alebo zmenenych podmienkach, ktoré sy
potrebné na uvedenie celej zmluvy do sdlady s
platnymi pravnymi predpismi, méze ktorakolvek
strana tuto zmluyvu vypovedat na zdklade pisomného
oznédmenia druhej strane Sestdesiat (60)
kalendarnych dni vopred.

7. Vlastnictvo tdajov — dévernost — register —
verejnenie

V4 |
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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 iis
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 Principal
Investigator may not use the Data for any
commercial purposes including the filing of a patent
application or the filing of the Data in support of any
pending or future patent application either for its
own benefit or for the benefit of any for-profit entity,
including use of Data in support of research for orin
collaboration with a for-profit entity. The provisions
of this Section shall survive the termination or
expiration of this Agreement.

7.2 Confidentiality

All information, including, but not limited to,
information relating to the Study, the Protocol,
questionnaires ar 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

71 Vlastnictvo udajov

Vietky formulare Gc¢astnikov klinického
skagania a iné Udaje, okrem iného vratane
pisomného, tlaéeného, grafického, obrazového a
zvukového materialu a informaécii obsiahnutych v
akejkolvek pocitatovej databaze alebo pocditatom
citatelnej forme, vytvorené zdravotnickym
zariadenim a/alebo hlavnym skdsajicim alebo inym
personalom klinického skasania v priebehu jeho
vykondvania (dalej len ,0daje”), su majetkom
zaddvatela alebo nim poverenej osoby, ktord moze
Udaje pouzit akymkolvek spdsabom, ktory povazuje
za vhodny, v sulade s platnymi zakonmi o ochrane
udajov a podmienkami tejto zmluvy. Akékolvek dielo
podliehajice autorskym pravam vytvorene v
suvislosti s vykonavanim klinického skdsania a
obsiahnuté v tdajoch {s vynimkou akejkalvek
publikdcie hlavného skuajliceho, ako je uvedené v
¢asti 7.4) sa povazuje za ,dielo vytvorené na
objednavku” v maximalnom rozsahu povolenom
zdkonom a je vo vlastnictve zadavatela alebo nim
poverenej osoby. Zdravotnicke zariadenie a/alebo
hlavny skisajici nesmu pouzivat Gdaje na Ziadne
komeréné ucely vratane pedania patentovej
prihlasky alebo podania Udajov na podporu
akejkoivek prebiehajicej alebo budicej patentovej
prihlasky bud vo svoj vlastny prospech, alebo v
prospech akéhokolvek na zisk orientovaného
subjektu, vratane pouzitia Udajov na podporu
vyskumu pre subjekt orientovany na zisk alebo v
spolupréci s nim. Ustanovenia tejto ¢asti platia aj po
vypovedani alebo skonéeni platnosti tejto zmluvy.
7.2 Dovernost

Vsetky informacie, okrem iného vratane
informacii tykajucich sa klinického skusania,
protokolu, dotaznikov alebo ginnosti zadavatela a
jeho pridruzenych spolo¢nosti, ako st patentové
prihlasky, vzorce, vyrobné postupy, zakladné vedecké
udaje, Gdaje z predchadzajiceho klinického vyskumu
a informdcie o zlozeni, ktoré zadavatel alebo CRO
poskytol zdravotnickemu zariadeniu alebo hlavnému
skiidajucemu alebo inym pracovnikom zapojenym do
klinického skdSania a ktoré neboli predtym
zverejnené (,déverné informdcie zadavatela”), ako aj
Udaje, sa povaZuju za doverné a zostavaju
vyhradnym vlastnictvom zaddvatela alebo jeho
pridruZenych spolo¢nosti. Pocas platnosti tejto
zmluvy, ako aj po jej skonceni, zdravotnicke
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efforts to maintain in confidence and use only for the
purposes contemplated in this Agreement:

(i) Sponsor Confidential Information,

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

(iii) the Data.

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

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

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

Publication (Section 7.4) of this Agreement.
The provisions in this Section shall survive the
termination or expiration of this Agreement.

7.3. 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 ICMIE 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-
controlled, whether or not required by (i) or (ii) 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.

zariadenie a hlavny skusajdci vynaloZia maximélne
tsilie na zachovanie dovernosti nasledovnych
informacii a na ich pouZitie len na Géely uvedené v
tejto zmluve:

(i) déverné informécie zaddvatela,

(ii) informdécie, ktoré mozno odévodnene
povazovat za déverné a chranené vlastnictvom
zaddvatela a jeho pridruZenych spolo¢nosti, a ktoré
zadavate! priamo alebo vo svojom mene poskytol
zdravotnickemu zariadeniu a/alebo hlavnému
ski3ajucemu, a

(iii) Udaje.

Predchédzajice povinnosti sa nevztahujd na déverné
informécie zadavatela, udaje alebo informécie, ktoré
spadaju pod ¢ast 7.2 (ii):

a) ktoré boli zverejnené bez zavinenia
zdravotnickeho zariadenia alebo hlavného
skidsajuiceho,

b) s ktorych pouzitim alebo zverejnenim
zadavatel pisomne stihlasi, alebo

c) ktoré st uverejnené v sulade s tastou 7.4
tejto zmluvy (Publikovanie).

Ustanovenia tejto Easti zostavaju v platnosti aj po
vypovedani alebo ukondeni platnosti tejto zmluvy.

7.3. Register

Pred zacatim zaradovania ucastnikov bude mat'
zadavatel pravo verejne za registrovat stihrny
protokolu a kontaktné idaje centra klinického
skdsania, ktoré spfﬁaj(r aspofi jedno z nasledujucich
kritérif: (i) musia byt zaregistrované zadavatelom
alebo jednou z jeho pridruzenych spoloénosti na
zdklade a v sulade s platnymi zakonmi a predpismi;
(ii) sd vyZadované zo strany ICMJE pre klinického
skudania uréené na publikovanie v medzindrodnej
recenzovanej literattre (http://www.icmje.org);
alebo (iii) st z klinickych skasani, ktorych
zadavatelom je spolo¢nost , pre registrované lieky a
produkty, ktoré si primerane navrhnuté a dobre
kontrolované,bez ohladu na to, ¢i st alebo nie sy
pozadované podla bodu (i) alebo (ii) tejto Easti
vy3Sie. Registracia sa uskuto&ni na webovej stranke
Narodnej lekdrskej kniznice Spojenych &tatov
americkych uréenej na tento utel na adrese
www.clinicaltrials.gov. Okrem toho sa na ucely
registracie mozu pouzivaf rovnocenna oficidlne
weboveé stranky a webové stranky zaddvatela a jeho
pridruZenych spoloénosti.
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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

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 toa
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 results 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.

Kazdd osoba, ktord ma pristup k zdznamu o klinickom
alebo neinterven¢nom klinickom skd&ani na stranke
www clinicaltrials.gov, sa moze rozhodnuit vyplnit
online dotaznik na overenie spdsobilosti, ktory je k
dispozicii na zéklade financovania zadévatelom. V
pripade Gcastnikov klinického skdsania, ktoré boli
prevereni ako potencialne sposobili v geografickej
oblasti zdravotnickeho zariadenia a/alebo hlavného
skusajlceho, dostane hlavny skdgajuci spravu s
vyplnenymi tidajmi z overenia spdsobilostia s
kontaktnymi tidajmi G€astnika klinického skdgania.
Hlavny skisajici sa zavézuje vykonat nasledné
opatrenia v suvislosti so spravou a zdokumentovat
ich v zdrojovych zaznamaoch.

7.4. Publikovanie

V stvislosti s akymikolvek tdajmi alebo inymi
informaciami ziskanymi zo slufieb vykonanych na
zaklade tejto zmluvy zdravotnickym zariadenim,
hlavnym ski3ajdcim alebo inym personélom
spojenym s tymto klinickym skid$anim alebo v ich
mene ma zadavatel alebo nim poverend osoba
prednostné prévo publikovat a/alebo vergjne
prezentovat ldaje z klinického skdgania, & u formou
ustnej prezentacie na kongrese alebo publikovanim
bez sihlasu zdravotnickeho zariadenia alebo
hlavného skdsajuceho. Okrem toho, ak nedoéjde k
publikovaniu klinického skdgania v odbornej
literatdre do dvandstich (12) mesiacov od ukonéenia
klinického skisania, zadavatel alebo nim poverena
osoba méZze zverejnit vysledky klinického skigania na
webovej stranke s vysledkami klinického vyskumu vo
forme sihrnu spravy o klinickom skiZani vo formate
ICH-E-3, ak je to vhodné. Zdravotnicke zariadenie a
hlavny ski3ajici maji prave publikovat vysledky
klinického skuisania a vietky zakladné informécie,
ktoré su potrebné na zahrnutie do akejkolvek
publikacie vysledkov klinického skigania alebo ktoré
su potrebné pre inych vedcov na overenie takychto
vysledkov klinického skugania. Zdravotnicke
zariadenie a hlavny skusajici uvedd vyhlasenie, Ye
vytvorenie Udajov Ciastoéne podporil zadavate! alebo
nim poverend osoba.
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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.

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 je konkrétne klinické skusanie sicastou
multicentrického klinického skdZania, zdravotnicke
zariadenie a hlavny skisajlci takéhoto klinického
skugania nebude publikovat udaje ziskané z
jednotlivych centier klinického skdsania, kym nebudu
kombinované vysledky z ukoncteného klinického
skiidania zverejnené v spolo€nej multicentrickej
publikdcii vysledkov klinického skusania. Ak sa viak
takato multicentrickd publikacia nepredlozi do
osemnastich (18) mesiacov od dokoncenia,
prerudenia alebo predéasného ukoncenia klinického
skiania vo vietkych centrach alebo po tom, ako
zaddvatel potvrdi, Ze sa multicentrické klinické
skd3anie nebude publikovat, zdravotnicke zariadenie
a/alebo hlavny skigajlici mézu vysledky z klinického
skdsania publikovat samostatne v suilade s touto
¢astou.

Ak si zdravotnicke zariadenie a/alebo hlavny
skusajuci zelaju publikovat informacie z klinického
skusania, kdpia rukopisu musi byt poskytnuta
zaddvatelovi na postdenie najmenej Sestdesiat (60)
kalendarnych dni pred predlozenim na publikovanie
alebo prezentaciu. Zadavate! a zdravotnicke
zariadenie a/alebo hlavny skd3ajlci na poZiadanie
zabezpedia urychlené posudenie abstraktov,
plagatovych prezentacii alebo inych materidlov. Bez
ohladu na vy3sie uvedené, Ziadna praca, ktora
obsahuje doverné informacie zadavatela, nebude
predlozend na publikovanie bez predchadzajiceho
pisomného suhlasu zaddvatela. Ak o to budu
pisomne poZiadani, zdravotnicke zariadenie a/alebo
hlavny skusajuci pozdrizia takéto publikovanie o
dalsich maximéalne Sestdesiat (60) kalendarnych dni,
aby tym umozZnili podanie patentovej prihlasky.

7.5 Zdravotnicke zariadenie a hlavny ska3ajuci
rucia za dodrZiavanie ustanoveni tejto Casti zo strany
vetkych spoluskusajlcich a ostatnych pracovnikov
zapojenych do klinického skusania.

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 personnel 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
performing all those activities and making all
payments and compensation for all such Inventions
made by its employees and/or professors, as
provided for under applicable law, to permit Sponsor
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 expiration of this Agreement,

9. Compensation

Uzndva sa a berie sa na vedomie, Je vyndlezy a
technoldgie zaddvatela a jeho pridruzenych
spolocnosti, zdravotnickeho zariadenia a hlavného
skdSajuceho existujice k datumu Geinnosti tejto
zmluvy st ich samostatnym vlastnictvom a nie st
touto zmluvou dotknuté. Vietky prava na akykolvek
objav alebo vynélez, bez ohladu na to, ¢i je
patentovatelny alebo nie, vytvoreny alebo navrhnuty
a uvedeny do praxe ako vysledok price vykonavanej
podla tejto zmluvy (dalej ,vynélez”), patria
zadavatelovi alebo nim poverenej osobe.
Zdravotnicke zariadenie a hlavny skigajici
bezodkladne oznamia kazdy vynalez zad4vatelovi.
Zdravotnicke zariadenie a hlavny skusajlci sthlasia s
tym, Ze postipia (a zabezpetia, aby vietci skusajucia
dalsi pracovnici zapojeni do klinického skidtania
postupili) zaddvatelovi alebo nim poverenej osobe
vyluéné a vyhradné vlastnictvo vietkych vynélezov.
Zadavatel ma prévo, nie viak povinnost, podat,
presadzovat a uplatiiovat akékolvek patenty tykajuce
sa akéhokolvek vynalezu. Zdravotnicke zariadenie a
hlavny skdsajtici st povinni vyhotovit a dat vyhotovit
svojim zamestnancom a vietkym skd3ajicim
klinického skisania a ostatnym pracovnikom
zapojenym do klinického ski3ania vietky dokumenty
potrebné na prevod vietkych prav, vlastnickych prav
a podielov k akymkolvek vynalezom na zadavatela
alebo nim poverent osobu a s zodpovedni za
vykonanie vietkych tychto &innosti a uskutoénenie
vietkych platieb a ndhrad za vietky takéto vynalezy
ich zamestnancov a/alebo profesorov, ako je
stanovené v platnych prévnych predpisoch, aby
umoznili zadavatelovi alebo nim poverenej osobe
vlastnit a vyuZivat vietky takéto vynalezy.
Zdravotnicke zariadenie zaruéuje, e hlavny skdgajici
a vietky ostatné osoby, ktoré vykondvaju sluzby
podla tejto zmluvy, st zamestnancami alebo
zéstupcami zdravotnickeho zariadenia a s povinni
postlpit zdravotnickemu zariadeniu vietky vynalezy
a objavy, ktoré urobili po&as svojho zamestnania
alebo zastupovania, a to bud' na zaklade pisomne;j
zmluvy, alebo na zaklade podmienok ich
zamestnania.

Ustanovenia tejto Casti zostavaju v platnosti aj po
vypovedani alebo ukongenf 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 negotiated in an
arms-length transaction, and has not been
determined in a manner that takes into account the
volume or value of any referrals or other business
otherwise generated between Sponsor and its
affiliates and Institution or Principal Investigator.
Nothing contained in this Agreement shall be
construed in any manner as an obligation or
inducement for Institution or Principal Investigator to
recommend that any person or entity purchase
Sponsor’s products or those of any entity affiliated
with Sponsor.

9.3 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 maju zaplatit za
klinické skusanie, s uvedené v prilohe B Platby su
splatné v stlade s harmonogramom uvedenym v
prilohe B .

9.2 Zmluvné strany uzndvaju a suhlasia stym, Ze
odmena a podpora, ktori CRO poskytuje
zdravotnickemu zariadeniu a/alebo hlavnému
skudgajucemu podla tejto zmluvy, predstavuje
spravodlivt trhovi hodnotu za vyskumné sluzby
vykondvané zdravotnickym zariadenim a hlavnym
skdsajicim, bola dohodnutd v ramci transakcie za
beZnych trhovych podmienok a nebola uréena
spdsobom, ktory by zohladfioval objem alebo
hodnotu akychkolvek cdporicani alebo inych
obchodov, ktoré by inak vznikli medzi zadavatelom a
jeho pridruzenymi spoloénostami a zdravotnickym
zariadenim alebo hlavnym ski3ajticim. Ziadne
ustanovenie tejto zmluvy sa nesmie v Ziadnom
pripade chapat ako zavazok alebo podnet pre
zdravotnicke zariadenie alebo hlavného skugajliceho,
aby odporucali akejkolvek osobe alebo subjektu
nakup produktov zadavatela alebo akéhaokolvek
subjektu prepojeného so zadavatelom.

9.3 Zdravotnicke zariadenie ani hlavny skd3ajuci
nebudu Uétovat Ziadnej tretej strane Ziadne polozky
alebo sluzby poskytnuté zadavatelom alebo CRO v
stvislosti s klinickym skudsani, ani Ziadne sluzby
poskytnuté tcastnikom klinického ski3ania v
savislosti s klinickym skusani, za ktoré sa plati v rdmci
klinického skdsania.

9.4 Zdravotnicke zariadenie a hlavny skdsajici
budl svoje sluzby podla tejto zmluvy fakturovat
vylu¢ne CRO.

10. Od3kodnenie
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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 provisions of this
Agreement or the Protocol, with CRO’s or Sponsor's
written recommendations and instructions or with
any applicable legal and regulatory 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

111 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:

(1) medical professional and/or medical
malpractice liahility; and
(ii) 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 requirements.

10.1  Zdravotnicke zariadenie alebo hlavny
skasajuci budu branit, odskodiovat a chranit
zadavatela pred akymikolvek stratami, nakladmi,
vydavkami, zavazkami, narokmi, Zalobami a ékodami
vyplyvajicimi z umyselného, lahkovaZneho alebo
nedbanlivého konania alebo opomenutia, alebo
odborného pochybenia zdravotnickeho zariadenia
alebo hlavného skigajliceho a ktoréhokolvek z jeho
splnomocnencov, dradnikov, zastupcov alebo
zamestnancov (vratane hlavného skudsajliceho a
spoluskisajicich), alebo vyplyvajlcich z nedodriania
ustanoveni tejto zmluvy alebo protokolu, pisomnych
odporutcani a pokynov CRO alebo zadavatela alebo
akychkolvek platnych pravnych a regulaénych
poZiadaviek, alebo sposobenych ich nedodrianim.

10.2  CRO vyslovne odmieta akikolvek
zodpovednost vodi zdravotnickemu zariadeniu
a/alebo hlavnému skudsajicemu v suvislosti s
akoukolvek zodpovednostou za akykolvek narok
vyplyvajuci zo zdravotného stavu sp&sobeného alebo
udajne spdsobeného akymikolvek postupmi
klinického skdsania stvisiacimi s protokolom, okrem
pripadov, ked'je takdto zodpovednost spésobend
nedbanlivostou, Umyselnym konanim alebo
poru3enim tejto zmluvy zo strany CRO.

11. Poistenie

11.1  Zdravotnicke zariadenie a hlavny ski3ajlci si
musia zabezpedit a udrziavat v plnej platnosti a
ucinnosti pocas vykonavania klinického skasania (a
po ukonceni klinického skdgania na pokrytie
akychkolvek ndrokov vyplyvajicich z klinického
skugania) poistné krytie na:

(i) zodpovednost za tkodu spdsobent vykonom
lekarskeho povolania a/alebo lekérskou chybou a

{ii) vieobecnu zodpovednost.

11.2  Zadavatel si musi zabezpetit a udrziavat v

plnej platnosti a tcinnosti pocas vykonavania
klinického skdsania (a po ukonceni klinického
skusania na pokrytie akychkolvek narokov
vyplyvajucich z klinického skd3ania) poistné krytie
poiadované pre neintervenéné klinické skigania
alebo inak vyzadované platnymi pravnymi predpismi
vo vyske primeranej vykonu obchodnych &innosti
zadavatela a v stlade s platnymi pravnymi a
regulaénymi poZiadavkami.
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11.3  Upon request, each party required to
maintain insurance pursuant to this Agreement shall
provide the other party with certificates of insurance
evidencing the required insurance coverage.

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 one hand, and on the other hand,
Institution/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:
(i) is not debarred by a competent health
authority (including, if applicable, the US FDA); and

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

113 KaZda zmluvnd strana, ktord je povinnd mat
podla tejto zmluvy platné poistenie, poskytne na
poZiadanie druhej zmluvnej strane potvrdenie o
poisteni, ktoré preukazuje pozadované poistné
krytie.

12, Zverejfiovanie finanénych informdcii —
konflikt zdujimov — zdkaz innosti

12.1  Zdravotnicke zariadenie a hlavny skigajuci
sthlasia s tym, e poskytnu CRO alebo zadavatelovi
vietky informacie potrebné na splnenie akychkolvek
poziadaviek na zverejnenie informdcii, ktoré nariadil
akykolvek prislugny zdravotnicky orgén (pripadne
vratane amerického uradu FDA), prisluéné obchodné
zdruZenie alebo podobny organ alebo iné platné
vnutrostatne, pripadne miestne zakony, vratane
akychkolvek informacii, ktoré je potrebné zverejnit v
suvislosti s akymkolvek finanénym vztahom medszi
zadavatelom, jeho pridruzenymi spoloénostami a
zéstupcami skupiny spoloénosti Johnson & Johnson
na jednej strane a na druhej strane zdravotnickym
zariadenim/hlavnym skusajicim/kazdym
spolusku3ajicim zapojenym do klinického
skisania/kazdym inym z4stupcom alebo
zamestnancom zdravotnickeho zariadenia aleho
hlavného sku3ajuceho. Tato poZiadavka na
zverejnenie mbze vyradovat zverejnenie informécii
tykajucich sa najblizich rodin nych prisludnikov oséb
zapojenych do klinického skigania.

12.2  Zdravotnicke zariadenie a hlavny sku3ajici
potvrdzujd, ze medzi zmluvnymi stranami neexistuje
konflikt zdujmov, ktory by branil alebo ovplyvrioval
plnenie tejto zmluvy zo stra ny zdravotnickeho
zariadenia a/alebo hlavného skusajlceho, a
potvrdzujy, Ze ich plnenie podla tejto zmluvy
neporusuje ziadnu int zmluvu s tretimi stranami.
Zdravotnicke zariadenie a hlavny skdsajici budy
bezodkladne informovat CRO, ak pocas plnenia tejto
zmluvy vznikne akykolvek konflikt zujmov.

12.3  Hlavny skugajici potvrdzuje, Ze:

(i) nema zékaz ¢innosti od prisluéného
zdravotnickeho orgdnu (pripadne vratane
amerického dradu FDA) a

(ii) nebol odstideny za nespravny postup v
suvislosti s vykonavanim klinického vyskumu alebo
neintervenéného klinického skuania.
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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

(ii) 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, North Carolina 27560, USA
Attention: Site Contracts Department

TO: Actelion Pharmaceuticals Ltd.,
Gewerbestrasse 16, 4123 Allschwil, Switzerland

Zdravotnicke zariadenie a hlavny skisajici nesmu
priamo ani nepriamo zamestnavat Ziadnu osobu na
vykonévanie sluZieb podla tejto zmluvy, ani s fiou
uzatvdrat zmluvu ani pokracovat v jej zamestnavani
ak takato osoba

(i) ma zakaz Cinnosti od prisluného
zdravotnickeho orgdnu (pripadne vratane
amerického uradu FDA), alebo

(ii) bola odstdend za nespravny postup v
suvislosti s vykonavanim klinického vyskumu alebo
neintervencného klinického skd3ania.

Na pisomnu Ziadost CRO zdravotnicke zariadenie a
hlavny sku3ajuci do desiatich (10) kalendarnych dni
pisomne potvrdia, Ze splnili vy$sie uvedend
povinnost. Toto je trvalé vyhlasenie a zaruka potas
platnosti tejto zmluvy a zdravotnicke zariadenie a
hlavny skisajuci bezodkladne ozndmia CRO
akukolvek zmenu stavu vyhldsenia a zaruky
uvedenych v tejto Easti.

i3

13. Nezavisly dodavatel

Zdravotnicke zariadenie a hlavny skigajlici tu
vystupuji ako nezavisli doddvatelia a nie ako
zamestnanci alebo zastupcovia CRO alebo
zaddvatela.

14. Reklama

Ziadna zo zmluvnych strén nepouZije meno druhej
zmluvnej strany ani Ziadnej pridruzenej spolo¢nosti
na propagaéné Gcely bez predchadzajiceho
pisomného suhlasu zmluvnej strany, ktorej meno sa
navrhuje pouZit, ani Ziadna zo zmluvnych stran
nezverejni existenciu alebo podstatu tejto zmluvy s
vynimkou pripadov, ked to vyZaduje zakon.

15. Poznamka

Vsetky 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 ruk: Oddelenie zmliv pracoviska

ADRESAT: Actelion Pharmaceuticals Ltd.,
Gewerbestrasse 16, 4123 Allschwil, Svajtiarsko
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Attention: Fabrice Kiefer

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

Telephone: +41 61 565 52 53,

Mobile: +41 79 558 12 92

TO: Narodny ustav srdcovych a cievnych choréb a.s.
Pod Krasnou hérkou 1,

833 48 Bratislava,

Slovak Republic,

Attention: Oddelenie biomedicinskeho vyskumu a
klinickych §tudii — Studiovy koordinator

Telefon: +421 2 32321127

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

TO: Oddelenie zlyhavania a transplantacie srdca
Nérodny Ustav srdcovych a cievnych chordb a.s. Pod
Krasnou horkou 1,

833 48 Bratislava,

Slovak Republic

Attention: doc. MUDr. Eva Goncalvesova, CSc., FESC.

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 violation of this Section 16 will be null and void.
Subject to the foregoing, this Agreement shall bind
and inure to the benefit of the respective parties and
their successors and assigns.

17. Miscellaneous
17.1  This Agreement may not be altered,

amended or modified except by written document
signed by the parties.

Do rik: Fabrice Kiefer

Riaditel, vedlci globélneho programu
fkiefer@its.jnj.com

Telefén: +41 61 565 52 53,

Mobil: +41 79 558 12 92

ADRESAT: Nérodny ustav srdcovych a cievnych
chordb a.s. Pod Krasnou horkou 1,

833 48 Bratislava,

Slovenska republika

Do rik: Oddelenie biomedicinskeho vyskumu a
klinickych $tidii — Studiovy koordinator
Telefon: +421 2 32321127

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

ADRESAT: Oddelenie zlyhavania a transplantacie
srdca

Narodny Gstav srdcovych a cievnych chordb a.s. Pod
Krasnou horkou 1,

833 48 Bratislava,

Slovenska republika

Do ruk: doc. MUDr. Eva Goncalvesovd, CSc., FESC,

16. Postupenie

Spoloénost CRO a zadavatel maju kazdy pravo
postupit tuto zmluvu na ktorukolvek zo svojich
pridruzenych spoloc¢nosti, a okrem toho méze
zadavatel postupit tuto zmluvu na akikolvek tretiu
stranu. V pripade takéhoto postipenia CRO alebo
zadavatel, podla okolnosti, vynaloZi primerané Usilie,
aby o tom vopred pisomne informoval zdravotnicke
zariadenie. Zdravotnicke zariadenie ani hlavny
skiSajici nesmu postupit svoje prava alebo
povinnosti vyplyvajuce z tejto zmluvy na ind osobu
bez predchadzajliceho pisomného sthlasu CRO a
zadavatela. Akékolvek postipenie v rozpore s touto
¢astou 16 bude neplatné. S vyhradou vyssie
uvedeného je tato zmluva zavazna a prospesna pre
prisludné strany a ich nastupcov a postupnikov.

17. Rézne
17.1  Tato zmluva sa nesmie upravovat, dopifiat

ani menit inak nez pisomnym dokumentom
podpisanym zmluvnymi stranami.
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72 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 canflicts 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 vykonavania klinického
skusania. Tato zmluva ma prednost pri akychkolvek
inych konfliktoch.

17.3 Ak je niektoré z ustanoveni definovanych v
prilohach v rozpore s niektorym z ustanoveni tejto
zmiuvy, ustanovenia priloh majd prednost.

17.4  Zdravotnicke zariadenie a hlavny skusajici
rozumeju a suhlasia s tym, Ze tito zmluvu podpisuje
CRO vo svojom vlastnom mene ako zmluvna strana,
ktora prijima sluZby podfa tejto zmluvy, a okrem toho
CRO v samostatnom postaveni podpisuje tdto zmluvu
aj v mene zadavatela a v prospech zadavatela.

17.5 Ak sa zisti, ze niektora Zast tejto zmluvy je
nevykonatelna, zvySok tejto zmluvy zostava v
platnosti.

17.6  Tato zmluva predstavuje Uplnd dohodu
zmluvnych stran v suvislosti s jej predmetom.
Vyslovne nahrddza vietky predchadzajice alebo
stifasné Ustne alebo pisomné vyhldsenia alebo
dohody. Prilohy tvoria neoddelitelny sucast zmluvy.

17.7  Nasledujice ustanovenia a vietky ostatné
podmienky, ktoré su svojou povahou jasne uréené na
to, aby pretrvali aj po ukonceni alebo uplynuti
platnosti tejto zmluvy, pretrvaju aj po ukonéeni alebo
uplynuti platnosti tejto zmluvy: 1.6, 5, 6, 7, 8, 10, 11,
12,14, 16 a 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 endeavo rs
to resolve 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 upin
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 akéhokolvek sporu, ktory vznikne
medzi zmluvnymi stranami v stvislosti s
podmienkami tejto zmluvy, zmluvné stra ny vynalozia
maximalne usilie, aby zélezitost vyrieili 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 md slovensky text zmluvy prednost.
Zmluvné strany sudhlasia s tym, aby vietky spory
alebo rozpory medzi zmluvnymi stranami, ktoré sa im
nepodari vyriesit zmierom, rieil prislusny sad.

[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 zmluvné strany zvolili, aby bola tato
zmluva podpisana ich riadne splnomocnenymi
zdstupcami k datumu G€innosti.

Syneos Health UK Limited

Signhature /Podpis

Date/Datum

Lucie Matousova

Manager SSU&Regulatory

Syneos Health UK Limited On behalf of Actelion Pharmaceuticals Ltd.

Signature/ Podpis

Date/Datum

Lucie Matousova
Manager SSU&Regulatory
Narodny ustav srdcovych a cievnych choréb a.s.

Signature/ Podpis

Date/Datum

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

Signature/ Podpis

Date/Datum

Associate Prof. MUDr. Juraj Madari¢, PhD., MPH

Vice-chairman of the Directorate

doc. MUDr. Eva Goncalvesova, CSc., FESC

Signature/ Podpis

Date/Datum
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Exhibits: Prilohy:

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

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

Exhibit C — Personal Information concerning Priloha C— Osobné tdaje tykajice sa hlavného

Principal Investigator and any Investigational Staff skaSajuceho a vietkych €lenov persondlu klinického
skasania
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EXHIBIT A — Protocol and its subsequent PRILOHA A - Protokol a jeho nasledné dodatky
amendments
By reference only; (page intentionally left blank) Len odkazom; (strana zamerne 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,
provided 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 - Finanéné ustanovenia
C. protokolu 67896049PAH0002: Stddia bezpeénosti
po registracii (PASS): Retrospektivne preskimanie
lekarskych sprav pacientov s PAH, ktori boli novo
lie€eni bud' liekom Uptravi® (selexipag), alebo
akoukolvek inou lietbou Specifickou pre PAH
(1)_.Poplatok za ugastnika“ predstavuje vietky fixné a
variabilné naklady spojené s klinickym skusanim s
vynimkou poloZiek uvedenych v ¢asti 3 (ndklady na
pracovisko) nizdie za predpokladu, e sa uskutocnili
vietky ndvitevy opisané v Casti 2. Poplatok za
tcastnika tohto klinického skugania je:

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

Platby za milnik v nizgje uvedenej tabulke (-ach)
predstavuji redinu trhovd hodnotu za vykondvanie
vyskumnych slufieb podrobne opisanych v Plane
zberu ddajov eCRF protokolu zo diia 10. februdra
2022, ktory je zaéleneny v tomto dokumente odkazom
v prilohe A. Zmluvné strany sa dohodli, Ze v pripade,
Ze nésledné dodatky k protokolu spbsobia podstatny
zmenu vyskumnych sluzieb, odmena bude upravensg
tak, aby odrafala novd redlnu trhovy hodnotu
vyskumnych sluzieb prostrednictvom pisomného
dodatku podpisaného vietkymi zmluvnymi stranami.

MILESTONES / MILNIKY

Data Entry per Subject / Zadavanie

udajov na ugastnika

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 submission 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.

EU Non-Interventional Prospective Study Agreement between CRO,

template - Version June 2021 / Zmluva o neinterventnom prospektivnom k!
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Celkové sumy si bez DPH. DPH vo vyske 28 % sa
zaplati tak, ako je uvedené v asti 4 tejto prilohy.

(3)

Naklady na pracovisko

Institdcii bude uhradeny nevratny poplatok za zatatie
¢innosti vo vygke za &innosti slvisiace so
zaCatim  &innosti (napr. priprava regulaénych
dokumentov, priprava, administracia a predlozenie
protokolu a suvisiacich dokumentov Etickej komisi
(EK) atd.). Spracovanie platby sa za¢ne po prijati
faktury spolu s podpornou dokumentéciou v stlade s
oddielom 5 niZ3ie a po schvaleni CRO. Tato platba sa
povaZzuje za Uplnd a kone&ny kompenzaciu za vietky
cinnosti spojené so zacatim $tadie.
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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 I[RB
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
violations that would exclude his/her Data from
analysis. This Study is being conducted under a policy
of competitive enrollment. Sponsor anticipates
closure of enrollment upon enrollment of a total of
910 valid subjects. In the event 910 totalvalid subjects
are enrolled prior to 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. All payments will
be made for subject visits according to the milestone
table in Section 2 above. No payment will be made for
any subject excluded from analysis because of

Protocol violations within the Study personnel's
control.

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

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

Poplatky miestnej etickej komisii/institucionainej
reviznej komisii (EC/IRB): Poplatky EK/IRB sa musia
uhradit. Platba sa zadd po prijati originalnej faktiry
alebo alternativne] podpornej dokumentacie s
podrobnym uvedenim skutoénych poplatkov bez

prirazky. ZADAVATEL NEBUDE PLATIT PRIAMO
MIESTNEJ IRB.

(4) Platobné podmienky:

a) Této PRILOHA B slui na vyplnenie zéznamov

za az 33 platnych (castnikov. Platny G&astnik je
definovany ako Gtastnik, ktory spifia poziadavky na
zaradenie do klinického skdsania a neporusil protokol
zavaznym sposobom, ktory by wyldéil jeho ddaje z
analyzy. Toto klinické skuganie sa vykonava na zaklade
pravidiel konkuren¢ného zaradovania. Zaddvatel
predpoklada uzavretie zaradovania po zaradeni
celkovo 910 platnych Uéastnikov. V pripade, 7e sa
zaradi celkovo 910 platnych éastnikov pred tym, ako
pracovisko dosiahne svoj platny ciel 33 d&astnikov,
dalsi nabor bude pozastaveny. Uéastnici, ktori
nedokoncia klinické skusanie, dostani zaplatené
pomernym dielom podla potvrdenych ukonéenych
navitev a CRF, ktoré dostane zadavatel. Vietky platby
sa uskuto&nia za ndvitevy dcastnikov podla tabulky
milnikov v Casti 2 vy3Sie. Za Gcastnika vyluéeného z
analyzy z doévodu porudenia protokolu v ramci
kontroly personélu klinického skusania sa nevyplati
Ziadna platba.

b) Zdravotnicke zariadenie uzndva, 7e ide o
klinické skusanie vykonavané vo viacerych centrach,
urCené na vyhodnotenie definovaného poétu
Ucastnikov skisania. Predpokladd sa, 7e kaidé
zdravotnicke zariadenie, ktoré sa zudastni klinického
skiifania, zaradi pocet Ulastnikov skifania stanoveny
v ich suhlase s tymto klinickym skuganim. Ak je to
potrebné v priebehu klinického ska%ania, zadavatel
moze vyzvat zdravotnicke zariadenie, aby zaradilo viac
ucastnikov skdsania, ako je uvedené v pévodnej
zmluve. Za takychto okolnosti moze zadavatel
informovat zdravotnicke zariadenie prostrednictvom
pisomnej Ziadosti, aby umoZnil zaradenie daléich
u€astnikov skusania. Naopak, zdravotnicke zariadenie
nemusi mat moznost zaradif pocet Glastnikov
skdsania uvedeny vy3sie. Po dokonéeni zaradovania
cielového poétu Uéastnikov skigania do klinického
skasania buddi tie pracoviska, ktoré nezaradili zmluvny
pocet ucastnikov skudania, informované a poutend,
aby prerusili zarad'ovanie G&astnikov skuania.

c) Stretnutia skuSajuceho: Zaddvatel mése
odporucit alebo pozadovat, aby sa hlavny skaiajdci
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Sponsor-approved Sub-Investigator designee, and a
Study nurse/coordinator to attend meetings,
including but not limited to an Investigator's Meeting.
Sponsor shall provide and pay all reasonable and
appropriate travel expenses in accordance with
Sponsor’s travel policy, including modest lodging and
meals associated with such meetings. The parties
agree that attending such meetings is reasonable and
necessary to ensure all parties engaged in the Study
have a clear understanding of the Protocol and its
requirements. Processing of payment will begin upon
receipt of invoice and supporting documentation in
accordance with paragraph (0 below).

d) To be eligible for any payment, the
procedures must be performed in full compliance
with the Protocol and this Agreement, and Data
submitted must be complete, correct and entered
into the Electronic Data Capture (EDC), 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 instructions.

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 Road

Farnborough, Hampshire

GU14 7BF, UK

RE: Project Code: 7039421

All invoices and payment related queries -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 poverena osoba spoluskdsajuceho schvalena
zadévatelom a sestra/koordindtor v Studii zdcastnili
na stretnutiach, iného aj na stretnuti
skudajuceho. Zadavatel poskytne a uhradi vsetky
primerané a vhodné cestovné vydavky v silade s
pravidlami zadavatela pre cestovanie vratane
skromného ubytovania a stravy spojenych s takymito
stretnutiami. Zmluvné strany sdhlasia s tym, Zze Géast
na takychto stretnutiach je primerana a potrebnd na
zabezpecenie toho, aby wvSetky zmluvné strany
zapojené do klinického ski$ania mali jasnt predstavu
o protokole a jeho poZiadavkach. Platba sa uskutoéni
po prijati faktdry a podpornej dokumentacie v silade
s odsekom (0 nizsie).

d}) Pre ziskanie naroku na akdkolvek platbu sa
postupy musia plnom sulade s
protokolom a touto zmluvou a predlozené Uldaje
musia byt Upiné, spravne a zadané do systému
elektronického zberu ddajov (EDC) v stlade s pokynmi
zaddvatela a touto zmluvou. Platby sa budd
uskutolriovat minimalne raz za Stvrtrok. Tieto platby
budd zahfiiat platby za milniky, ako aj vsetky
fakturované a schvalené ndklady z predchadzajiceho
platobného cyklu. Pocas klinického skdsania sa budu
vykondvat priebeiné odsthlasenia. VSetky omylom
uskutocnené platby sa pouZiji na vietky nevybavené
alebo buddce splatné platby. Ziadne platby sa
neuskutoCnia, kym sa nevyrovnaju vsetky chybné
platby. Ak neexistujd Ziadne nevybavené alebo
buduice plathy, zdravotnicke zariadenie bezodkladne
vrati preplatok v stlade s pokynmi zadavatela.

CRO vystupuje ako ,platobny agent” za sluzby
vykonavané v tejto zmluve. Origindlne faktury
tykajuce sa tohto klinického skugania by sa mali
predlozit na dhradu na tito adresu v anglic¢tine:
Actelion Pharmaceuticals Ltd.

C/o: Syneos Health UK Limited

Attn: Investigator Payment Department

Farnborough Business Park

1 Pinehurst Road

Farnborough, Hampshire

GU14 7BF, Spojené kralovstvo

Vec: Kéd projektu: 7039421

Vsetky otazky tykajuce sa faktir a platieb — vrétane
kodu projektu — je potrebné zaslat na adresu: E-mail:
SM_InvestigatorPayments@Syneoshealth.com

V pripade, 7e je potrebné spracovat faktiry v tlacenej
podobe, je potrebné zaslat ich na adresu CRO
uvedenu vyssie v tejto Casti.

okrem

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

e Sponsor's Name

® Protocol number

® Project Code

e Principal Investigator’s Name

s Site Number

e Payee contact telephone number and email

address
e Payee Bank Account Details
® 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. Items not specifically
referenced in Section 3 above, which might include,
for example, staff costs, training costs, laboratory
fees, x-rays, scales and questionnaires, data
coordinator fees and travel fees, are reflected in the
Per-Subject Fee as detailed in the milestone tables in
Section 2 above. No additional reimbursement for
these costs is otherwise provided.

Taxes: Any consideration payable under this
Agreement will be exclusive of 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 [nstitution/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, Ze faktdry musia obsahovaf
informacie uvedené nizsie, inak budu vratené, ¢im sa
oneskori platba:

* Nazov zadavatela

o Cislo protokolu

¢ Kod projektu

e Meno hlavného skugajiceho

o Cislo pracoviska

® Kontaktné telefénne é&islo a e-mailova adresa

prijemcu platieb
= Bankové Udaje prijemcu platieb
® Zhrnutie Uhrady, ktora sa ma vykonat v sdlade
s prilohou B

e) Tato zmluva odraza vietky fixné a variabilné
naklady suvisiace s Cinnostami v ramci klinického
skddania. PoloZky, ktoré nie si osobitne uvedené v
oddiele 3, ktoré mazu zahrfiat napriklad naklady na
zamestnancov, naklady na odbornd pripravy,
laboratérne poplatky, rontgenové snimky,
hodnotenia a dotazniky, poplatky koordinatorov
Udajov a cestovné popiatky, sa premietaji do
poplatku za G¢astnika, ako je podrobne uvedené v
tabulkach milnikov v oddiele 2 wyiie. v opacnom
pripade sa neuskuto&ni Fiadna dodatoénd Ghrada
tychto nakladov.
Dane: Akakolvek odmena splatna podla tejto zmluvy
bude bez DPH. Ak akékolvek sluzby alebo tovar
podliehaji DPH, zdravotnicke zariadenie/hlavny
skusajuci musi CRO vystavit platnd faktiru s DPH v
suvislosti s transakciou, na ktord sa vztahuje odmena.
Ak sa DPH UGftuje omylom, zdravotnicke
zariadenie/hlavny skaZajlci vystavi dobropis. Ak sa
DPH nelltuje, ale ndsledne sa zisti, e sa mala
Gctovat, alebo ak je DPH 2 odmeny vymerana
prislusnym dafiovym orgianom ako splatnd, DPH
splatna z uvedenej odmeny sa zaplati po predlofeni
platnej faktiry s DPH.

Prijemca platieb vyhradne zodpoveds za zaplatenie
akychkolvek dani splatnych v sdlade s platnymi
zdkonmi v désledku platieb vykonanych podla tejto
zmluvy. Zadavatel a CRO neposkytnl Zjadne
dodatoéné finanéné prostriedky na  pokrytie
prislusnych dani, poplatkov a podobnych odvodoy,
priamych alebo nepriamych, splatnych teraz alebo v
budicnosti.

f) Aby sa prediglo pochybnostiam, hlavny
skusajuci a/alebo zdravotnicke zariadenie
zodpovedaju za poskytnutie akychkolvek a vSetkych
kompenzécii, vyhod a/alebo poistenia skugajucemu
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understood and expressly acknowledged that the
Investigator and the investigational staff are not
eligible to participate in, nor are they eligible for
coverage under, any of the Sponsor’s benefit plans,
programs, employment policies, procedures or
workers compensation insurance.

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 or her
judgment with respect to his or her advice to and care
of each subject is not affected by the compensation
the site receives hereunder. The parties agree the
payee designated below is the proper payee for this
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: Ndrodny uastav srdcovych a cievnych
chordb a.s.

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

Payee Tax Identification Number: SK2022105107
Payee Contact Email address:
MARIA.NAGYOVA®@nusch.sk

Payee Contact Person: pani Mdria Nagyova

Payee Bank Account Details:
Bank Name; i g
Bank Address:

Bank Account Numper:

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 uznava, Ze
ski8ajici a skudSajici persondl nie si oprdvneni
zUc¢astnit sa, ani nie su opravneni na krytie v rdmci
ziadnych  planov  davok, programov, zasad
zamestnanosti, postupov alebo poisteni pracovnikov
na nahradu Skody v ramci organizacie zadavatela.

£) Zmluvné strany sa dohodli, Ze této PRILOHA B
je sttastou zmluvy a objasfiuje harmonogram platieb
sUvisiaci s touto zmluvou. Platby sa uskutofnia v
stlade s ustanoveniami uvedenymi v tejto PRILOHE B,
pricom posledna platba sa uskutoéni po tom, ako
pracovisko spini vietky svoje povinnosti vyplyvajlce
z0 zmluvy a vietkych jej priloh. Hlavny sku3ajaci berie
na vedomie a suhlasi s tim, Zze jeho Gsudok, pokial ide
o jeho rady a starostlivost o kaidého Uéastnika, nie je
ovplyvneny odmenou, ktord pracovisko dostava na
zaklade tejto zmluvy. Zmluvné strany suhlasia s tym,
Ze nizsie uvedeny prijemca platieb je spravnym
prijemcom platieb pre tdto zmluvu a Ze platby podla
tejto zmluvy budd vykonané len nasledujlicemu
prijemcovi platieb:

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

Meno prijemcu platieb: Nérodny Ustav srdcovych
a cievnych choréb a.s.

Adresa prijemcu platieb: Pod Krasnou horkou 1, 833
48 BratislavaSlovenska republika

DIC prijemcu platieb: SK202210510

Kontaktnd e-mailovd adresa prijemcu platieb:
MARIANAGYOVA@nusch.sk

Kontaktnd osoba prijemcu platieb: pani Maria
Nagyova

Bankové Udaje prijemcu platieb:

Nazov banky: ’

Adresa banky:

Cislo bankového ucwu:

Cislo IBAN:

SWIFT kéd:

V pripade zmien udajov o bankovom uUcte prijemcu
platieb je prijemca platieb povinny informovat CRO
pisomne prostrednictvom poverovacieho formuldra
CRO (dalej len ,PAF”), no nebude potrebné vykonat
Ziaden dodatok k tejto zmluve.
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EXHIBIT C — Personal Information concerning
Principal Investigator and any Investigational Staff

PRILOHA C — Osobné udaje tykajtice sa hlavného
skisajuceho a vietkych élenov personalu klinického

This notice explains the personal information handling
practices of Sponsor with respect to information about
Principal Investigator and any investigational staff. It
explains how Sponsor collects personal information 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 Investigator and

skusania

Toto oznamenie vysvetluje postupy zadavatela pri
spractvani osobnych tdajov, pokial ide o informicie o
hlavhom skdsajicemu a vietkych &lenoch personalu
klinického  skusania. Vysvetluje, ako zadavatel
zhromazduje osobné udaje v mene zadavatela, ako
napriklad CRO zhromazduje osobné tdaje a s kym ich
mdZe zadavatel zdielat. Vysvetluje tie? prava hlavného
skiSajiceho  a  vietkych  &enov personalu
zucastiujiceho sa klinického skugania, pokial ide o
tieto osobné Gdaje. Toto oznamenie sa vztahuje na
vietky osobné lidaje bez ohladu na to, & st ulojené v
elektronickej alebo tlacenej podobe.

Toto oznamenie o ochrane osobnych tdajov by mal
hlavny skd3ajuci poskytnut véetkym &lenom personalu
klinického sku3ania.

Oznamenie o ochrane osobnych ddajov — hlavny

investigational staff

Personal Information Collection

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

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:

¢ Name;

¢ Contact information (e.g. address, telephone
number, e-mail address):

e Age and/or date of birth;

e Government identification
applicable):

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

e Organizational or institutional affiliations;

e 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

sku3ajuci a personal klinického skugania
Zhromazdovanie osobnych Gdajov
Vase osobné udaje zhromaiduji a spracuvaju
zadavatel a zastupcovia, ako napriklad CRO, ktori
spractvaju osobné udaje v mene zadavatela. Tieto
informdcie méiu pochadzat priamo od vas, od
zdravotnickeho zariadenia, do ktorého patrite na ucely
tohto klinického skigania, alebo z verejnych zdrojov ¢i
informaénych zdrojov tretich stran.
Typy osobnych Udajov, ktoré zadavatel zhromazduje,
zavisia od vaSej ulohy u zadavatela a/alebo jeho
pridruZenych spolotnosti, ako aj od platnych pravnych
predpisov, ale mdzu zahfiiat nasledujice kategdrie
informacii:

e Meno;

® Kontaktné Udaje (napr. adresa, telefénne ¢islo,

e-mailova adresa);
* Veka/alebo dédtum narodenia;
* Statne identifikaéné Cislo (ak sa pouziva)

’

® Vzdelanie a kvalifikdcia vratane informacie, 7e
mate platnd, aktivnu lekarsku alebo odbornti
licenciu a Ze vam prisludny zdravotnicky organ
nedal zdkaz ¢innosti;

* Organizacna alebo institucionalna prisluénost;

¢ Profesné programy a aktivity, na ktorych ste sa
mohli zucastnit;

e Finantné ldaje tykajice sa okrem iného
odmien a nahrad za &nnosti spojené s
klinickym skd3anim;
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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
well as industry codes of practice or standards to
which Sponsor and/or Sponsor’s affiliates are
subject or

As otherwise required under applicable law, or
necessary to fulfill the Agreement.

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

Angazovanost u zaddvatela alebo interakeia s
nim, alebo jeho pridruzenymi spoloénostami,
¢iich produktmi a sluZzbami;

Informacie ziskané prostrednictvom
prieskumov a inych priamych interakcii s vami.

Ako zaddvatel pouZiva a zverejiiuje osobné udaje

Osobné Gdaje o vas budu spracované na nasledujtice
ucely, aby sa splnili povinnosti zadavatela a/alebo jeho
pridruzenych spolo¢nosti podla platnych zdkonov a
predpisov a aby sa splnila zmluva:

Posudenie, ¢i ste vhodnym kandidatom na vykon
funkcie hlavného ski3ajuceho alebo personalu
klinického skdsania v stvislosti s klinickym
skuganim;

Poskytnutie zagkolenia a pristupu k nastrojom a
inym zdrojom, ktoré mozu byt potrebné na
vykonavanie klinického skisania;

Riadenie klinického skusania vratane
monitorovania a kontroly &innosti klinického
skugania;

Priprava a predkladanie regulatnych podani,
korespondencie a komunikdcie s vladnymi
organmi tykajucich sa klinického skd3ania;
Vykonavanie ¢innosti stvisiacich s podavanim
sprav o bezpecnosti a farmakovigilanciou v
stvislosti s klinickym skusanim;

Publikovanie vysledkov klinického skd3ania, ako
je definované v zmluve;

Zverejnenie platieb a inych prevodov hodnoty
zdravotnickemu zariadeniu, hlavnému
ski3ajucemu alebo inym ¢lenom personalu
klinického skisania s cielom dodrziavat zékony o
transparentnom podavani sprav, okrem iného
vratane zakona USA o platbach lekarom (US
Physician  Payments Sunshine Act) a
vykondvacich predpisov, ako aj priemyselnych
kddexov alebo noriem, ktorym zadavatel
a/alebo pridruzené spoloCnosti zadavatela
podliehaju, alebo

Ak sa to inak vyZaduje podla platnych pravnych
predpisov alebo je to potrebné na plnenie tejto
zmluvy.

Osobné Udaje o vas budu spracované na nasledujice
Géely na zaklade opravneného zaujmu zadavatela a
jeho pridruzenych spolocnosti podla zékona:
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¢ To consider, from time to time, potential sites
and investigators for future clinical researches
or non-interventional studies; and

e 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:

* 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;

® 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:
https://ec.europa.eu/info/law/law-topic/data—
protection/data-transfers-outside-eu/adeq uacy-
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 persenal information. You may obtain a copy
of these measures by contacting our EU Data
Protection Officer in accordance with the “Contacting
Sponsor” Section below.

Data Subject Rights

* Z casu na Cas zvafit potencidlne centrad a
sku3ajucich pre budtice klinické vyskumy alebo
neintervenéné klinické sktiania a

® Vykonavat prieskumy, riadit interné klinické
skdsania, zlepsovat procesy a postupy
stvisiace s vykonavanim klinickych vyskumov,
neintervencnych klinickych skisani a inych
Cinnosti stvisiacich s lekarskym vyskumom.

Na dosiahnutie vy3Sie uvedenych téelov sa osobné
udaje spristupfuju:

e Ostatnym pridruzenym spolo¢nostiam skupiny
Johnson & Johnson a ich prislugnym zastupcom.
Zoznam pridruZenych spoloénosti je k dispozicii
na adrese http://www.investor.jnj.com/sec.cfm;

e Viadnym organom a etickym komisiam v
jurisdikcidch na celom svete;

e Zastupcom, ako si  zmluvné vyskumné
organizacie alebo ini poskytovatelia slugieb
tretich stran, ktori spractvaji osobné udaje v
mene zadavatela.

Cezhrani¢ny prenos

Vase osobné Udaje sa mozu ukladat a spracuvat v
ktorejkolvek krajine, kde ma zaddvatel a jeho
pridruzené spolotnosti  svoje zariadenia alebo
zastupcov, vratane Spojenych 3tatov americkych.
Eurdpska komisia uznala niektoré krajiny mimo
Eurépskeho hospodarskeho priestoru (EHP) za krajiny,
ktoré poskytuju primerand Grovei ochrany ddajov
podla noriem EHP (Gplny zoznam tychto krajin je k
dispozicii  tu: https://ec.europa.eu/info/law/law-
topic/data~protection/datautransfer5~outside-
eu/adequacv—protection-personaI—data-non-eu—
countries en.) V pripade prenosov z EHP do krajin, v
ktorych Eurdpska komisia nepovazuje ochranu
osobnych udajov za primerand, zadavatel zahezpedil
zavedenie primeranych opatreni vratane zabezpedenia
toho, aby bol prijemca viazany S$tandardnymi
zmluvnymi dolozkami EU alebo aby zaviedol kédex
spravania alebo certifikdciu schvélent EU na ochranu
osobnych ddajov. Képiu tychto opatreni mojete ziskat
tak, Ze kontaktujete nadu zodpovednld osobu pre
ochranu udajov EU podla nizsie uvedenej ¢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; (i) 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

Sponsor 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 Pratection 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/iustice/ciata-protection/articie—

Ak chcete skontrolovat, opravit, aktualizovat,
obmedzit alebo vymazat osobné Udaje, ktoré mdie
mat zadavatel a/alebo CRO vo svojich systémoch,
alebo ak chcete poZiadat o elektronicki képiu vasich
osobnych UGdajov na Uucely ich prenosu do inegj
spolotnosti (v rozsahu, v akom vam tieto prava
poskytuji  platné pravne predpisy), moiete
kontaktovat zadavatela, ako je uvedené v d{asti
,Kontaktovanie zadavatela”. Zadavatel odpovie na
fiadost v sulade s platnymi pravnymi predpismi.
Upozoriiujeme viak, ze niektoré osobné Gdaje moZu
byt vynaté z poziadaviek podla platnych zakonov o
ochrane udajov alebo inych zakonov a predpisov.

Obdobie uchovavania

Zadavatel bude uchovavat vage osobné Udaje tak dlho,
ako to bude potrebné alebo povolené vzhladom na
atel (Gcely), na ktory (ktoré) boli ziskané. Na urcenie
spravheho obdobia uchovdvania sa pouZivaju tieto
kritéria: (i) dizka trvania vztahu zadavatela s vami; (ii)
&i existuje zakonna povinnost, ktorej zadavatel alebo
jeho pridruzené spolognosti podliehajd; a (iii) i je
uchovévanie odporiéané vzhladom na pravne
postavenie zadavatela (napriklad vzhlfadom na platné
premltacie lehoty, sudne spory alebo regulatne
vysetrovania).

Kontaktovanie zadavatela

Zadévatela mdZete kontaktovat, ako je uvedene nizsie:
Fabrice Kiefer

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

Telefon: +41 61 565 52 53

V pripade potreby sa mdZete obrétit aj na zodpovednu
osobu pre ochranu ddajov za prislusni krajinu alebo
region na adrese emeaprivacy@its.jnj.com. V pripade
kontaktovania zodpovednej osoby pre ochranu tdajov
by sa mali uviest informdcie, ako je krajina a
gislo/nazov klinického sku3ania, aby bolo moine
ziadost ndleZite vybavit.

Podanie staZnosti regulatnému organu

Mozete podat stainost dozornému  organu
prisluénému pre vasu krajinu alebo regién. Kontakiné
informécie najdete tu:

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

29/structure/data-protection-
authorities/index _en.htm

29/structure/data-protection-
authorities/index_en.htm
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