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NON-INTERVENTIONAL STUDY
AGREEMENT

ZMLUVA O NEINTERVENCNEJ
STUDII

(“Agreement”)

(dalej len ,,zmluva“)

between

medzi

Actelion Pharmaceuticals Ltd

Actelion Pharmaceuticals Ltd

Gewerbestrasse 16

Gewerbestrasse 16

CH - 4123 Alischwil

CH - 4123 Allschwil

Switzerland

Svajéiarsko

(herein referred to as “ACTELION”)

(dalej len ,ACTELION")

and

a

Narodny ustav srdcovych a cievnych choréb,
da.S.

Narodny tstav srdcovych a cievnych chorob,
a.S.

Pod Krasnou hérkou 1, 833 48 Bratislava,
Slovak Republic

Pod Krasnou hérkou 1, 833 48 Bratislava,
Slovenska republika

for the statutory body:

Ing. Mongi Msolly, MBA, Chairman and CEO
MD. Ivo Gasparovi¢, PhD., MPH Vice-Chairman
of the Board of Directors
ICO: 35971 126
Registration in the Commercial Register: District
Court Bratislava |., Section: Sa, Insert ¢. 3774 /B

za statutarny organ:
Ing. Mongi Msolly, MBA , predseda predstavenstva
a generalny riaditel
MUDr. lvo Gasparovi¢, PhD.,MPH podpredseda
predstavenstva
ICO : 35971126
Zapis v Obch.registri: Okresny sud Bratislava |.,
Oddiel: Sa, vlozka ¢. 3774/B

(herein referred to as “INSTITUTION")

(dalej len ,INSTITUCIA")

(jointly referred to as “the Parties")

(spolocne dalej len ,zmluvné strany")

1. Purpose of this Agreement

Al Ucel tejto zmluvy

1.1.  INSTITUTION is prepared to participate in
the following ACTELION sponsored non-
interventional, post-authorization safety

study with regard to Uptravi® / PAH under

protocol AC 065A401 and titled :

INSTITUCIA je pripravena zlcastnit' sa
nasledujicej neinterventnej bezpecnostnej
studie po registracii lieku, ktorej zadavatelom
je spolocnost ACTELION a tyka sa lieku
Uptravi®/PAH na zaklade protokolu AC
065A401 s nazvom

Observational cohort study of PAH patients
newly treated with either Uptravi® (selexipag)
or any other PAH-specific therapy in clinical
practice, "EXPOSURE"

Observacna kohortna Stadia pacientov s PAH
novo liecenych liekom Uptravi® (selexipag)
alebo inou PAH-3Specifickou terapiou v klinickej
praxi, ,,EXPOSURE*
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(hereinafter referred to as “Protocol’).

(dalej len ,protokol”)

1.2. ACTELION wishes to engage
INSTITUTION to participate in the conduct
of the study in accordance with the Protocol
(such conduct at the INSTITUTION
hereinafter referred to as the “Study”). The
INSTITUTION'S investigator, being an
employee/consultant of the INSTITUTION,
will be prof. MUDr. Iveta Simkova, CSc,,
FESC (‘INVESTIGATOR"). ACTELION
shall enter into a separate agreement with
the INVESTIGATOR for the conduct of this
study.

1.2.  Spoloénost ACTELION si zelda zapojit
INSTITUCIU do vykonavania $tudie v stlade
s protokolom (takéto konanie v INSTITUCII
sa bude dalej oznacovat ako ,$tudia").
Skusajici INSTITUCIE ako
zamestnanec/konzultant INSTITUCIE bude
prof. MUDr. Iveta Simkova, CSc., FESC
(dalej len ,SKUSAJUCIY). Spolo&nost
ACTELION uzavrie samostatni zmluvu so
SKUSAJUCIM na vykonavanie tejto $tddie.

1.3.  INSTITUTION shall, through
INVESTIGATOR, carry out the Study in a
professional, competent manner in
accordance with the Protocol and the
terms  of this Agreement and in
accordance with all applicable laws as
specified below. INSTITUTION
represents and warrants that
INVESTIGATOR and INSTITUTION's
employees, contractors, agents and/or
representatives shall comply with the
terms of this Agreement, the Protocol and
all applicable local and national laws,

rules and regulations.

1.3.  INSTITUCIA bude prostrednictvom
SKUSAJUCEHO vykonavat $tudiu
profesionalnym a zodpovednym spésobom
v sulade s protokolom a podmienkami tejto
zmluvy avsllade so vsetkymi platnymi
pravnymi predpismi, ako je uvedené dalej.
INSTITUCIA vyhlasuje azaruuje sa, ze
SKUSAJUCI a zamestnanci, dodavatelia,
agenti alalebo zastupcovia INSTITUCIE
budt dodrZiavat podmienky tejto zmiuvy,
dané protokolom avsetkymi platnymi
miestnymi  avnutrostatnymi  pravnymi
predpismi, pravidlami a nariadeniami.

14. The Study wil be conducted at
INSTITUTION. INSTITUTION will provide
appropriate facilities and equipment and
will support the recruitment activities and
conduct of the Study at the INSTITUTION.

14. Studia sa bude vykonavat vINSTITUCII.
INSTITUCIA poskytne prislusné zariadenia
avybavenie abude podporovat &innosti
naboru a vykonavat studiu v INSTITUCII.
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Protocol Protokol

2.1.  The Protocol will be strictly adhered to and | 2.1.  Protokol sa bude striktne dodrziavat a bude
will be performed under the supervision sa vykonavat pod dohladom
and responsibility of INVESTIGATOR. a SKUSAJUCEHO na jeho zodpovednost.

2.2.  The Protocol (including any amendments | 2.2.  Protokol (vratane akychkolvek dodatkov
thereof) is an integral part of this k nemu) predstavuje neoddeliteln( sucast
Agreement and included herein by tejto zmluvy aje do nej zacleneny formou
reference. In the event of contradictions odkazu. V pripade rozporov medzi
between the Protocol and this Agreement, protokolom a touto zmluvou sU rozhodujlice
the provisions of this Agreement shall ustanovenia tejto  zmluvy, s vynimkou
prevail, except in scientific matters, where vedeckych zaleZitosti, kedy je rozhodujlci
the Protocol shall take precedence. protokol.

3, Initiation of Study 3. Zaciatok Studie

The Study is an observational, non-interventional
study where selection of patients to the Study
remains within the therapeutic INVESTIGATOR's
ultimate and sole responsibility and treatment
received is defined by the INVESTIGATOR within
current medical practice. It follows there from that
the prescription of the respective medicine is
clearly separated from the decision to select the
patient in the Study. No additional diagnostic or
monitoring procedures shall be applied to the
patients and epidemiological methods shall be
used for the analysis of collected data.

Stidia je observaéna neintervenéna studia, kedy
vyber pacientov do Studie zostava konecnou
a vyluénou zodpovednostou SKUSAJUCEHO v
ramci lieby a aplikovana liecba je stanovena
SKUSAJUCIM v ramci aktualnej lekarskej praxe. Z
toho vyplyva, Zze predpisovanie prislusného lieku je
jasne oddelené od rozhodnutia o vybere pacienta
do Studie. U pacientov sa nevykonavaju Ziadne
dodatoéneé diagnostické alebo monitorovacie
postupy a pri analyze zhromazdenych Udajov sa

pouziju epidemiologické postupy.

4. Obligations of INSTITUTION  and

INVESTIGATOR

4. Povinnosti INSTITUCIE a SKUSAJUCEHO

4.1. INSTITUTION will perform all activities in
accordance with i) the Protocol and this
Agreement, ii) recognized medical and

ethical standards for the conduct of non-

41. INSTITUCIA bude vykonavat vietky &innosti
v sUlade s i) protokolom a touto zmluvou, ii)
uznavanymi

lekarskymi a etickymi

Standardmi pre vykonavanie neintervenénych
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interventional studies, and i) all
applicable national and international laws
as well as regulations for protecting the
rights, safety and welfare of human
subjects and for the control of new drugs
under investigation, including relevant
data protection laws, the International
Conference on  Harmonization  of
Technical Requirements for Registration
of Pharmaceuticals for Human Use
guidelines on Good Clinical Practices
(ICH GCP")

Helsinki,

and the Declaration of
each and all in the Ilatest
available version. The Parties are obliged
to strictly follow the aforementioned
applicable rules and directives. Moreover,
if requested by ACTELION, INSTITUTION
will assist ACTELION

documentation required for compliance with

in obtaining all

EMA-specific requirements, whereby such
assistance and documentation to be in
accordance with applicable local laws and

regulations at all times.

Stadii a iii) vietkymi platnymi vnutrostatnymi
a medzinarodnymi zakonmi, predpismi na
ochranu prav, bezpe€nost a dobré Zivotné
podmienky [ludskych ucastnikov a kontrolu
novych skusanych liekov, vratane
prisludnych pravnych predpisov o ochrane
konferenciou o

Udajov, medzinarodnou

harmonizacii technickych pozZiadaviek na
registraciu liekov na humanne pouzitie pre
usmernenia o spravnej klinickej praxi (ICH
GCP) a helsinskej deklaracie (vietko v
najnovsej verzii). Zmluvné strany su povinné
prisne dodrziavat uvedené platné pravidla
a smernice. Okrem toho, ak o to spoloénost
ACTELION poziada, INSTITUCIA poméze
ACTELION

potrebni  na

spoloénosti ziskat  vSetku

dokumentaciu splnenie
$pecifickych poziadaviek Europskej liekovej
agentury (EMA), pricom takato pomoc a
dokumentacia musia byt vzdy v sulade s

platnymi miestnymi zakonmi a predpismi.

42 INSTITUTION will provide its best efforts | 4.2.  INSTITUCIA vynaloZi maximane Usilie a
and will ensure that INVESTIGATOR will zabezpeti, aby SKUSAJUCI vynaloZil
provide his/fher best efforts, to assist maximalne Usilie, aby pomohol spoloénosti
ACTELION with a view to achieving the ACTELION dosiahnut ciele tejto zmiluvy,
aims of this Agreement, including, but not okrem iného aj vratane vykonania Studie v
limited to, conducting the Study in the obdobi Stldie, ako je uvedené v protokole.
Study period as outlined in the Protocol.

4.3.  Furthermore, INSTITUTION ensures that | 4.3.  Okrem toho INSTITUCIA zabezpeéi, aby

INVESTIGATOR holds

registration

the necessary
and has the necessary

expertise, time and resources to perform

mal SKUSAJUCI
potrebné odborné znalosti, ¢as a zdroje na

potrebnt  registraciu,

vykonanie Studie.
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the Study.

4.4,

441

Each party agrees that its collection,
processing and disclosure of any data
relating to an identified or identifiable
individual (“Personal Information”) in
connection with this Agreement is and will
be in compliance with applicable data
protection laws, including, where
applicable, the EU General Data
Protection Regulation (the “GDPR"), and
that it has obtained all rights and consents
necessary to collect, process and disclose
the Personal Information. When collecting
and processing Personal Information, the
parties agree to take 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.

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

4.4. Kazda zmluvna strana suhlasi s tym, ze
zber, spracovanie a  zverejfiovanie
akychkolvek Udajov, ktoré sulvisia s
identifikovanym alebo identifikovatelnym
jednotlivcom (dalej len ,osobné (daje") v
suvislosti s touto zmluvou, je a bude v
sulade s plathnymi zakonmi o ochrane
udajov vratane, kde je to aplikovatelné,
V$eobecného nariadenia EU o ochrane
osobnych Udajov (dalej len ,GDPR"), a ze
ziskala vSetky prava a suhlasy, ktoré su
potrebné na zber, spracovanie a
zverejiovanie osobnych UGdajov. Zmluvné
strany suhlasia s tym, Ze pri zbere a
spracovani osobnych Gdajov prijmu nalezité
opatrenia na ochranu osobnych U(dajov,
zachovaju dovernost lekarskych informacii
a informéacii o zdravotnom stave Ucastnikov
skisania, budd spravne informovat
ucastnikov skuSania o zbere a spracovani
ich osobnych udajov, poskytnu im nalezity
pristup k ich osobnym udajom, budl sa
zaoberat  uplatihovanim  dalsich  prav
dotknutych oséb podfa platného zakona a
zabrania pristupu neopravnenych oséb k

udajom.

4.4.1 INSTITUCIA a SKUSAJUCI prijmu prislugné
technické a organizatné bezpecnostné
opatrenia na zabezpecenie takej Urovne
bezpecnosti osobnych Gdajov
spracovavanych v suvislosti s touto

zmluvou, ktora je primerana riziku.
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442

443

INSTITUTION INVESTIGATOR

represents, warrants and covenants that

and
Personal Information related to Study
Subjects, when supplied to Sponsor, will
be pseudonymized to replace any
information that directly identifies a Study
Subject with a subject identification code.
INVESTIGATOR will not provide Sponsor
with the key or code that enables Study
Subjects to be re-identified. INSTITUTION
and INVESTIGATOR will notify Sponsor
immediately if INSTITUTION
INVESTIGATOR discovers that any Study
Documents and data concerning Study

and/or

Subjects provided to Sponsor does not
satisfy this requirement. INVESTIGATOR
will cooperate with all Sponsor requests to
mitigate any harm resulting from any such
disclosure of Study Documents and data.
INSTITUTION and

deliver corrected

In such an event,
INVESTIGATOR  will
Study Documents and data to Sponsor as
promptly as possible at no extra expense
to Sponsor.

In case of a breach of security leading to
the accidental or unlawful destruction,
loss, alteration, unauthorized disclosure
of, or access to, Personal Information data
transmitted, stored or otherwise
processed (“Privacy Incident”),

INSTITUTION and/or INVESTIGATOR will

442

443

INSTITUCIA a SKUSAJUCI

zaru€uju a zmluvne sa zavazuju, Zze osobné

vyhlasuju,

Gdaje tykajlce sa Ucastnikov sklsania budu
po poskytnuti zadavatelovi

pseudonymizované, takZze U(daje, ktoré

priamo identifikuji GCastnikov skisania,
budi nahradene identifikaénym kodom
SKUSAJUCI
zadavatelovi heslo alebo kod, ktory by

skusajuceho. neposkytne
umoznil opatovnou identifikaciu ucastnikov
INSTITUCIA a SKUSAJUCI
bezodkladne upozornia zadavatela, ak
INSTITUCIA a/alebo SKUSAJUCI zistia, ze
niektoré dokumenty skuSania a Udaje

skusania.

tykajuce sa Ucastnikov skusania poskytnute
zadavatelovi tito poziadavku nespinaju.
SKUSAJUCI bude na zaklade poziadavky
zadavatela spolupracovat na zmierneni
Skody vyplyvajlcej z takéhoto spristupnenia
dokumentov a Uudajov
sk$ania. V takom pripade INSTITUCIA a
SKUSAJUCI
bezodkladne a bez dalSich vydavkov zo

tykajucich sa

dodaju zadavatelovi
strany zadavatela opravené dokumenty a
udaje tykajuce sa skusania.

V pripade narusenia bezpecnosti vedicemu
k nahodnému alebo nezakonnému znic¢eniu,
strate, zmene, neopravnenému zverejneniu
alebo pristupu  k

oscbnym  Udajom

prenasanym, ulozenym  alebo  inak

(dalej len  ,naruenie
INSTITUCIA a SKUSAJUCI

spracovanym

sukromia“),
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4.4.4

445

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

provide notifications.

INSTITUTION and 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.

INSTITUTION and 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
to such third party data
processor, INSTITUTION
INVESTIGATOR (i) shall be responsible

for ensuring that any permitted third-party

consents

and

444

4.4.5

okamzite potom, ¢o sa dozvedia o naruseni
sukromia, toto oznamia zadavatelovi. V
oznameni sa $pecifikuje povaha narusenia
stkromia,

dotknutych

zaznamov osobnych (dajov,

kategorie a priblizny pocet

ucastnikov  skusania a
ktoré boli
ovplyvnené tymto narusenim. INSTITUCIA
a SKUSAJUCI suhlasia s tym, Ze budu plne
spolupracovat so zadavatelom, preskimaju
a vysetria naruSenie sukromia a poskytnu
zadavatelovi vSetky Udaje potrebné na

poskytnutie oznameni.

INSTITUCIA a SKUSAJUCI suhlasia s tym,
Ze budu plne spolupracovat pri priprave
hodnoteni vplyvu ochrany udajov a/alebo
predchadzajucich  konzultaciach,  ktoré
moézu byt vyZzadované v sUvislosti so
spracovanim osobnych Udajov podfa tejto

zmluvy.

Bez predchadzajliceho pisomného suhlasu

zadavatela INSTITUCIA a SKUSAJUCI
nezapoja Ziadnu ftretiu stranu, vratane
pridruzenej spolo¢nosti alebo

subdodavatela, ako spracovatefa Udajov
(ako je definované v platnom zakone o
ich
prislusnych cinnosti podla tejto zmluvy. V

ochrane Udajov) na vykonavanie
pripade, ze bude zadavatel suhlasit s
takymto spracovatelom Udajov tretej strany,
INSTITUCIA a SKUSAJUCI (i) budu
zodpovedné za to, aby kazdy povoleny

spracovatel Udajov tretej strany dodrziaval
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446

447

with  this
Agreement, the applicable data protection

data processor complies
law and regulations, and (ii) shall be fully
liable to Sponsor for all actions of such

third-party data processors.

Personal Information related to
INVESTIGATOR and any investigational
staff (e.g. name, hospital or clinic address
and phone number, curriculum vitae) may
be transferred to Johnson & Johnson's
affiliates for purposes of drug monitoring,
implementation, documentation  and
control of clinical trials, as well as for
contacting them and their respective
agencies around the world in case of
other future studies or investigations in
which they may be involved. The parties
also agree to use Personal Information
INVESTIGATOR for

managing internal studies and ensuring

provided by the

that contact information is contained in a
faithful

systems, in compliance with this Section.

and complete way in other

Sponsor may transmit Personal

Information to other affiliates of the
Johnson & Johnson group of companies
and their respective agents worldwide.
Accordingly, Personal Information may be
the
European Economic Area (EEA), such as
the United States, which the EU has

determined currently

transmitted to countries outside

lack appropriate

446

447

tito zmluvu, platny zakon a predpisy o
ochrane Udajov a (ii) bol plne zodpovedny
zadavatelovi za

vSetky kroky tychto

spracovatelov Udajov tretej strany.

Osobné udaje tykajuce sa SKUSAJUCEHO
a personalu skusania (napr. meno, adresa
nemocnice alebo kliniky a telefénne cislo,
Zivotopis) mozu byt poskytnuté pridruzenym
spolonostiam Johnson & Johnson na ucely
monitorovania liekov, implementaciu,
dokumentaciu a kontrolu klinickych skusani,
ako aj na Uucely ich kontaktovania aj
prislusnych organov na celom svete v
pripade inych budlcich skG$ani alebo
vysetreni, na ktorych sa mézu podielat.
Zmluvneé strany tieZ suhlasia s tym, ze budu
pouzival  osobné
SKUSAJUCIM

skusani a zabezpecenie, aby boli kontaktné

Udaje  poskytnute

na riadenie internych
informacie v sllade s tymto oddielom
zahrnuté vernym a uplnym spdsobom do

inych systémom.

Zadavatel moéZe odosielat osobné udaje

ostatnym  pridruzenym  spoloénostiam

skupiny Johnson & Johnson a ich
prislusnym poverenym agentom na celom
svete. V sllade s hore uvedenym mozu byt
osobné udaje zasielané do krajin mimo
Eurépskeho

(EHP),

hospodarskeho  priestoru

vratane  Spojenych Statov

TPL-000072_V7
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448

449

privacy laws providing an adequate level
of privacy protection. Notwithstanding the
above, Sponsor and its affiliates of the
Johnson & Johnson group of companies
and respective agents will apply adequate
privacy safeguards to protect such
Personal Information as required in the
EEA. Personal Information may also be
disclosed as required by individual
regulatory agencies or applicable law,

such as to report serious adverse events.

Sponsor has provided certain details

regarding its Personal Information
handling practices, concerning Personal
Information related to INVESTIGATOR
and any investigational staff, including
data subject rights, in Exhibit C.
INVESTIGATOR agrees to inform all
investigational staff from who Personal
Information is collected during the course
of the Clinical Trial in scope of this
Agreement about Personal Information
handling practices as specified in Exhibit
C.

In the event that any part of this
to violate
the

parties agree to negotiate in good faith

Agreement is determined

applicable laws and regulations

revisions to the provision or provisions

that are in violation. In the event the

448

449

americkych, o ktorych EU zistila, Ze v
stcasnosti nemaju vhodné zakony na

ochranu osobnych Udajov, ktoré by
zabezpecovali primerana Uroven ochrany
stukromia. Bez ohladu na vySSie uvedené
zadavatel a jeho pridruzené spolocnosti
skupiny Johnson & Johnson a prislusni
agenti budu uplatiovat’ primerané zaruky
na ochranu sukromia, ktoré by chranili
osobné udaje, ako to vyzaduje EHP.

Osobné udaje mdzu byt tiez zverejnené v

rozsahu vyzadovanom jednotlivymi
regulacnymi organmi alebo prislusnym
zakony, napriklad na oznamovanie

zavaznych neziaducich udalosti.

V prilohe C zadavatel uviedol niektoré

podrobnosti  tykajuce sa  postupov
spracovavania osobnych udajov tykajucich
sa SKUSAJUCEHO a personalu skuania,

vratane  prav  UCastnikov  skulsSania.

SKUSAJUCI

informovat' personal ski$ania o tom, o

sthlasi s tym, Ze bude
ktorych osobach sa zhromazduju osobné
Udaje v priebehu Klinického sku$ania v
rozsahu tejto zmluvy, aj o postupoch
spracovavania osobnych udajov, ako je

uvedené v prilohe C.

Ak sa zisti, Zze niektora Cast' tejto zmluvy
porusuje platné zakony a predpisy, zmluvné
strany suhlasia s tym, ze budi v dobrej
ustanoveni  alebo

viere rokovat o

ustanoveniach, ktoré zakony a predpisy
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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.

poruduju. V pripade, Ze zmluvné strany
nebudu suhlasit’ s novymi alebo zmenenymi
podmienkami, ktoré sG potrebné na
dosiahnutie suladu celej zmluvy, potom
moze byt tato zmluva ktoroukolvek zo
zmluvnych stran ukonéena na zaklade

pisomného oznamenia zaslaného druhej

zmluvnej strane Sestdesiat (60)
kalendarnych dni vopred.

45  INSTITUTION will ensure to follow any | 45. INSTITUCIA  zabezpeéi  dodrziavanie
applicable local requirements for the vSetkych platnych miestnych poziadaviek
Protocol. vztahujlcich sa na protokol.

46. INSTITUTION and INVESTIGATOR will | 46. INSTITUCIA a SKUSAJUCI budi udrziavat,
maintain, retain and appropriately archive uchovavat a vhodne archivovat zaznamy
the investigator site file containing study pracoviska  skusajuceho, ktoré  budu
required documents in accordance with obsahovat pozadované dokumenty v
any applicable rules and regulations, the sulade s platnymi pravidlami a
GCP as well as ACTELIONS's nariadeniami, spravnou klinickou praxou
instructions. The duration of the archiving a pokynmi spolo¢nosti ACTELION. Doba
obligation shall follow any applicable local archivacie sa musi riadit’ v8etkymi platnymi
regulations. miestnymi nariadeniami.

47. INSTITUTION undertakes to notify | 4.7. INSTITUCIA sa zavazuje ihned ozndmit

ACTELION immediately on knowledge that
an audit or inspection is planned by any
health authority or other authorized body.
INSTITUTION must make available all
documentation pertaining to the Study for
any such audit or inspection. INSTITUTION
will provide ACTELION with copies of any
reports regarding the Study or information

issued by the authority and
INSTITUTION's proposed and final
response.

spoloénosti  ACTELION, ze

zdravotnicky trad alebo iny opravneny urad

akykolvek

planuju vykonanie auditu alebo insSpekciu.
INSTITUCIA  musi véetku

dokumentaciu, ktorda sa tyka studie na

spristupnit

akykolvek takyto audit alebo
INSTITUCIA poskytne spolog&nosti
ACTELION Kkopie vsetkych sprav tykajucich
sa $tudie alebo informacii vydanych Uradom

indpekciu.

a navrhovanou a kone¢nou odpovedou
INSTITUCIE.
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Confidentiality

Dévernost informacii

5.1.  INSTITUTION will treat as confidential any
information (in tangible or intangible form)
received from ACTELION and/or on
ACTELION's behalf and will make no use

of such information,

INSTITUCIA  bude

vSetkymi informaciami

zaobchadzat so
(v hmotnej alebo
nehmotnej forme) ziskanymi od spolocnosti
ACTELION alalebo v je

s dévernymi informaciami a nebude tieto

mene ako

informacie inak vyuzivat

a) unless such information is in the public

domain at the time of disclosure; or

a) ak takéto informacie nie st v case

zverejnenia verejne zname, alebo

b) unless such information becomes part
of the public domain after the time of
disclosure, except by breach of this
Agreement or breach by any third party

obligation  of

being under an

confidentiality to ACTELION,; or

b) pokial sa takéto informacie nestanu
verejne dostupné po ¢ase zverejnenia, s
vynimkou pripadov porusenia tejto
zmluvy alebo poruSenia tretou stranou,
ktora je povinna zachovavat micanlivost

voci spolo¢nosti ACTELION; alebo

c) unless such information is or was in the
possession of INSTITUTION at the
time of disclosure by ACTELION as
evidenced by written records and was
not acquired directly or indirectly from
ACTELION or from any other third
party
confidentiality to ACTELION; or

under an agreement of

c) pokial takéto informacie INSTITUCIA
nema alebo
poskytnutia spoloénostou ACTELION,

co mobze

nemala v c¢ase ich

preukazat  pisomnymi
zaznamami, a neboli ziskaneé priamo
alebo spoloc¢nosti
ACTELION alebo od akejkolvek ingj

tretej strany na zaklade zmluvy so

nepriamo  od

spolo¢nostou ACTELION o zachovani

doévernosti informacii; alebo

d) unless such information is or was
INSTITUTION
independently of receipt hereunder, as

developed by

shown by appropriate proof; or

d) pokial tieto informéacie nie su alebo neboli
vytvorené INSTITUCIOU nezavisle od
ich prijatia, ako to dokazuje prislusny
ddkaz; alebo

e) unless such information is required to
be disclosed by law, governmental
regulation, or court order; provided,
however, that INSTITUTION shall use

e) pokial takéto informacie nie je povinné

poskytnit na  zaklade pravnych
predpisov, viadneho nariadenia alebo

sudneho prikazu za predpokladu, Ze

TPL-000072_V7
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their best efforts to
ACTELION with
thereof in order to oppose or limit

provide
immediate notice

such disclosure.

INSTITUCIA vynalozi maximalne Usilie

na to, aby o tom bezodkladne

informovala, aby sa mohla proti
zverejneniu branit' alebo ocbmedzit' takéto

zverejnenie.

52. Subject to the Publication Clause |52. S vyhradou uverejnenej dolozky o
contained hereinafter, any data and/or uverejneni sa vsetky (daje a/alebo vysledky
results arising from the Study shall be vyplyvajlce zo Studie povazuju za ddverné
considered confidential information. informacie.

5.3.  INSTITUTION will ensure that [ 5.3.  INSTITUCIA zabezpeci, aby boli
INVESTIGATOR and the Study staff (i.e. SKUSAJUCI a personal &tudie (t.j.
sub-investigators, study coordinators, spoluskusajuci, koordinatori Studie, sestry
study nurses, etc.) (hereinafter “Study Studie atd.) (dalej len ,personal Sstudie*)
Staff") are bound by same obligations of viazani rovnakymi povinnostami zachovavat
confidentiality. ddvernost.

5.4. The provisions of this Clause shall survive | 5.4.  Ustanovenia tejto dolozky pretrvavaju aj po
termination of this Agreement for an ukonceni platnosti tejto zmluvy na neurcity
indefinite time. cas.

55. ACTELION undertakes that any | 55.  Spoloénost ACTELION sa zavazuje, ze
confidential patient information medical akekolvek dobverné lekarske zaznamy
records which may be disclosed to it o pacientoch, ktoré jej] mézu byt oznamene
during the Study will be kept confidential pocas stludie, budl povazované za déverné
and will not be disclosed by it and /or its a nebudi spristupnené spolo¢nostou
employees to any third party, unless ACTELION alalebo jej zamestnancami
ordered or requested to do so by law. Ziadnej tretej strane, pokial to nenariaduju
ACTELION undertakes to comply with all alebo pozaduju pravne predpisy.
applicable laws and regulations Spoloénost ACTELION sa zavazuje
concerning patient privacy. dodrziavat' vSetky platné pravne predpisy

anariadenia  tykajace sa  sukromia
pacientov.

6. Financial Terms Finanéné podmienky

6.1. ACTELION will pay INSTITUTION the |6.1. Spoloénost ACTELION zaplati INSTITUCII
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amounts as set forth in the payment
schedule (Exhibit A), such Exhibit A to be
an integral part of this Agreement. The
amounts set forth in Exhibit A cover all
Study-related fees and costs (i.e. Study
staff fees, institutional -overhead costs,
etc.), unless explicitly stated otherwise in

Exhibit A.

sumy uvedené v harmonograme platieb
(priloha A),
neoddelitelnd sucast tejto zmluvy. Uvedené

ktory bude predstavovat
sumy kryju vSetky poplatky a naklady
suvisiace so Studiou (t. j. poplatky personalu
Studie, institucionalne rezijné naklady atd.),
pokial nie je v prilohe A vyslovne uvedené
inak.

6.2.

Payment will be made upon correct
completion of all electronic case report
forms (hereinafter referred to as “eCRFs")
and satisfactory resolution of any possible
queries. In case of serious non-compliance
GCP, and/or health
authority and other applicable requirements
by the INVESTIGATOR, ACTELION has

the right to withhold part or all payments.

with the Protocol,

6.2.

Platba sa uskutocni po spravnom vyplneni
vsetkych elektronickych formularov hlasenia
pripadov (dalej len ,eCRF") a uspokojivého
rieSenia akychkolvek moznych otdzok. V
pripade zavazného nedodrzania protokolu,
spravnej klinickej praxe alalebo poziadaviek
zdravotnickeho Uradu a dalSich prislusnych
poziadaviek SKUSAJUCIM, ma spolognost
ACTELION pravo odopriet ¢ast' platieb alebo
vetky platby.

6.3.

Payments will be made by ACTELION
quarterly based on the completed eCRFs
fulfilling the requirements of Clause 6.2 to
the bank account as specified in Exhibit B.
INSTITUTION shall send to ACTELION an
original invoice for the amount due as
specified by ACTELION beforehand. Such
payment will be made by ACTELION within
thirty (30)
corresponding invoice. The last payment

days of receipt of the

will be done upon satisfactory resolution of

any queries.

6.3.

Platby budl uskutoéhované spolo¢nostiou
ACTELION
vyplnenych eCRF, ktoré spifiaju poziadavky

Stvrtro¢ne na zéklade
bodu 6.2, na bankovy ucet uvedeny v prilohe
B. INSTITUCIA zasle vopred spoloénosti
ACTELION originalnu faktiru na splatnu
sumu stanovenu spolo¢nostou ACTELION.
Takdto  platbu spolo¢nost
ACTELION do (30) dni od
dorucenia prislusnej faktiry. Posledna platba

uskutoéni
tridsiatich
sa uskutoéni po uspokojivom vyrieSeni
akychkolvek otazok.

6.4.

Incurred Study-related pass-through costs
(e.g. EC costs) shall be promptly passed on
to ACTELION along with any specific
payment details. Payment will be made by

6.4.

Vzniknuté fakturované naklady suvisiace so
studiou (napr. naklady EK) sa bezodkladne
odovzdavaju spoloénosti ACTELION spolu s
konkrétnymi Platbu

udajmi o platbe.
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ACTELION within thirty (30) days of receipt

of the corresponding invoice.

ACTELION do
tridsiatich (30) dni od dorucenia prislusnej

uskutotni  spoloénost

faktlry.

6.5. INSTITUTION agrees to use Electronic | 6.5. INSTITUCIA suhlasi s pouzitim
Data Capturing system (‘EDC") in elektronického systému na zaznam udajov
accordance to any written specification and (dalej len ,EDC") v sllade s akoukolvek
instructions provided by ACTELION. pisomnou Specifikaciou a pokynmi, ktoré

poskytuje spolo¢nost ACTELION.

6.6. INSTITUTION herewith confirms to be in | 6.6. INSTITUCIA tymto potvrdzuje, ze ma k
the possession of any and all infrastructure dispozicii vSetku infrastruktiru potrebni na
necessary for the use of EDC. Moreover, pouzivanie EDC. INSTITUCIA navyse
INSTITUTION will ensure that such zabezpedi dostupnost takejto infrastruktiry
infrastructure is available throughout the pocas celého trvania Studie (t. j. az do prijatia
duration of Study (i.e., until acceptance of zaveretne] spravy o Studii spolo¢nostou
the final Study report by ACTELION), ACTELION), najma s cielom Upine dodrzat
especially in order to fully meet the Study Casove ramce Studie.
timelines.

6.7. INSTITUTION will ensure to have 6.7. INSTITUCIA zabezpeéi zavedenie vhodnych
appropriate procedures and measures in postupov a opatreni s cielom zabezpecit
place in order to ensure controlled access kontrolovany  pristup k fyzickym a
to the physical and electronic resources elektronickym  zdrojom  pouzivanym v
used in connection with the EDC. suvislosti s EDC. Takéto postupy a opatrenia
Especially, such procedures and measures musia byt primerané najma preto, aby
must be adequate to prevent any violation zabranili akémukolvek porudovaniu
of any applicable patient privacy legislation akychkolvek platnych pravnych predpisov o
and/or applicable data protection laws. ochrane osobnych (dajov pacientov a/alebo

platnych zakonov o ochrane Udajov.

7. Monitoring and Audits by ACTELION 7. Monitorovanie a  audity vykonavané

spoloénostou ACTELION

7.1.  The Study will be monitored by ACTELION | 7.1.  Stidiu bude monitorovat  spoloénost

or the designated representative. Its

representatives will be allowed access to all

ACTELION alebo wurCeny zastupca. Jej
zastupcom bude umozZneny pristup ku
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information resulting from this Study and
ACTELION or the
representative will have an unrestricted

designated

right to use Study generated information.
ACTELION or the
representative has to have access
according to INSTITUTION's local ethical
guidelines to all patient records needed to

designated

verify the entries on the eCRFs.

vietkym informaciam vyplyvajucim z tejto
Stidie a spolo¢nost ACTELION alebo uréeny
zastupca bude mat neobmedzené pravo
pouzivat' informacie vytvorené pocas Studie.
ACTELION
zastupca musi mat pristup ku vsetkym

Spolo¢nost alebo  urCeny

zaznamom  pacientov  potrebnych na
eCRF podia

miestnych etickych usmemeni INSTITUCIE.

overenie zaznamov na

7.2.  ACTELION may appoint individuals who | 7.2.  Spoloénost ACTELION moze vymenovat
are independent of the Study to conduct osoby nezavislé od Stadie, aby vykonavali
during regular business hours audits, to be audity poc¢as beznej pracovne] doby, ktora sa
arranged with INVESTIGATOR  with dohodne so SKUSAJUCIM s primeranym
reasonable  prior  written  notice. pisomnym oznamenim vopred. INSTITUCIA
INSTITUTION must make available all musi spristupnit’ véetku dokumentaciu, ktora
documentation pertaining to the Study for sa tyka Studie, na akykolvek takyto audit.
any such audit. In such case, ACTELION V takomto pripade, sa ACTELION postara o
will take care and request from such to, aby takéto osoby dodrziavali vSetky platné
individual to adhere to any applicable pravne predpisy o ochrane osobnych Udajov
Patient Privacy legislation and/or applicable 0 pacientoch a / alebo platné zakony na
data protection laws such as GDPR ochranu Udajov, ako je GDPR podia bodu
according to section 4.4 above. 4.4

8. Liability and Indemnification 8. Zodpovednost a nahrada Skody

INSTITUTION assumes
indemnify and hold harmless ACTELION, its
affiliates, and ACTELION's directors, officers,
employees, agents, and subcontractors, including
the “ACTELION
Indemnities”) from any and all losses they may

liability for and will

representatives (collectively,

suffer in connection with any claim or lawsuit
brought by a third party arising from (a) the
negligence, recklessness, or willful misconduct
on the part of the INSTITUTION or its trustees,

INSTITUCIA prebera zodpovednost za akékolvek
straty, ktoré mézu vzniknut spoloénosti ACTELION,

iej pobockam, riaditelom, uradnikom
zamestnancom, zastupcom a subdodavatelom
vratane ich zastupcov (spolu dalej ako

,oddkodfhovane strany spoloénosti ACTELION®)
v slvislosti s akoukolvek Zalobou alebo sudnym
sporom podanymi tretou stranou vyplyvajicimi z
(a) nedbanlivosti, nezodpovedného konania alebo
umyselného pochybenia zo strany INSTITUCIE
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directors, officers, or the Study Staff, (b) a breach
of the INSTITUTION's obligations under this
Agreement, or (c) a breach of any of
INSTITUTION's representations and warranties

made in Section 9.

alebo jej poverenych oséb, riaditelov, Uradnikov
alebo personalu sStidie, b) poru$enia povinnosti
INSTITUCIE podia (c)
porusenia akychkolvek wvyhlaseni a zaruk
INSTITUCIE uvedenych v éasti 9, odékodni ich za
tieto straty a zabezpeci ich bezihonnost.

tejto zmluvy, alebo

9, No Conflicts or Debarment of
INSTITUTION and INVESTIGATOR

9. Ustanovenie o rozporoch a zakaze ¢innosti
INSTITUCIE a SKUSAJUCEHO

INSTITUTION shall ensure that INVESTIGATOR
will not concurrently conduct any study that may
conflict with or negatively impact upon the goals
of the Study.

INSTITUCIA zabezpeéi, aby SKUSAJUCI stcasne
nevykonaval Ziadnu $tadiu, ktora by mohla byt v
rozpore alebo mat negativny vplyv na ciele tejto
studie.

Neither INSTITUTION nor INVESTIGATOR or
any person employed thereby in the performance
of the Study has been debarred, disqualified or
banned or banned under the provisions of the
Generic Drug Enforcement Act of 1992 21 U.S.C.
8335a (a) and (b),
provisions under any other Applicable Law and
INSTITUTION will not, during the term of this

Agreement, employ any debarred, disqualified or

or any other analogous

banned person in connection with any work on
the Study. If at any time after execution of this
Agreement, INSTITUTION becomes aware that
INSTITUTION or any person employed thereby
is, or is in the process of being debarred,
INSTITUTION hereby certifies that it will so notify
ACTELION in writing immediately.

INSTITUCIA, SKUSAJUCI ani ziadna ina osoba,
ktora je fiou zamestnana a podiefla sa na
vykonavanie Studie, nebola vylucena,
diskvalifikovana ani jej nebola zakazana ¢innost
alebo zakézana Cinnost podla ustanoveni zékona
Spojenych Statov americkych o kontrole
generickych liekov zroku 1992 (Generic Drug
Enforcement Act of 1992 21 U.S.C.), §335a pism.
(a) a (b) alebo akéhokolvek iného analogického
ustanovenia podla akéhokolvek iného platného
zékona a INSTITUCIA nebude poéas trvania tejto
zmluvy zamestnavat Ziadnu vylugend,
diskvalifikovanu osobu alebo osobu so zakazom
¢innosti v suvislosti s akoukolvek pracou na studii.
Ak sa kedykolvek po wvykonani tejto zmluvy
INSTITUCIA dozvie o tom, Zze ona sama alebo
akakolvek ina osoba, ktora je hou zamestnana, je
vylidena alebo je v procese vylucenia,
INSTITUCIA tymto potvrdzuje, Ze bude ihned o tom

pisomne informovat' spoloénost ACTELION.
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10. Insurance 10. Poistenie

10.1. ACTELION shall have an appropriate and | 10.1. Spolo¢nost ACTELION ma vhodné a
adequate civil and product liability primerané  poistenie  obcianskopravnej
insurance in accordance with applicable zodpovednosti a zodpovednosti za produkt
law. v sulade s platnymi pravnymi predpismi.

10.2. INSTITUTION shall comply with all local | 10.2. INSTITUCIA musi dodrziavat vietky
legal requirements regarding insurance miestne pravne poziadavky tykajice sa
coverage, including but not limited to poistného krytia, okrem iného aj vratane
adequate commercial general liability primeraného komeréného poistenia
insurance as well as professional liability vSeobecnej zodpovednosti, ako aj poistenia
insurance at their sole cost and expense. zodpovednosti pri vykone povolania na
Certificates evidencing such insurance will vlastné naklady a vydavky. Osvedcenia
be made available for examination upon dokazujuce takéto poistenie poskytne na
request by ACTELION. preskimanie na poziadanie spolo¢nosti

ACTELION.

1. Publication . Publikovanie

11.1. In accordance with standard editorial and | 11.1. V sllade so $tandardnou redakénou a
ethical practice, ACTELION supports etickou praxou podporuje spolo¢nost
publication (including, but not limited to, ACTELION publikaciu (okrem iného aj
manuscripts, abstracts, posters etc.) of vratane rukopisov, abstraktov, plagatov
Study results in reputable scientific and atd.) vysledkov Stadie v renomovanych
medical journals and at scientific vedeckych a lekarskych c¢asopisoch a na
conferences. vedeckych konferenciach.

11.2. ACTELION  shall co-ordinate the | 11.2. Spoloénost ACTELION bude koordinovat
presentation and publication of the Study prezentaciu a zverejnenie vysledkov studie
results, in collaboration with the Steering v spolupraci s riadiacim alebo publikaénym
or Publication Committee of the Study, if vyborom Stidie, ak taky existuje.
any.

11.3.  Any and all publications (including, but not | 11.3. VSetky publikacie (okrem iného vratane

limited to, manuscripts, abstracts, posters
etc.) must fulfil the following prerequisites:

rukopisov, abstraktov, plagatov atd.) musia
spinit’ nasledujlce predpoklady:
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a) the Study conducted in

compliance with the Protocol; and

was

a) Studia bola vykonana v sulade s

protokolom; a

b) the proposed publication states any
conclusions relative to valid statistical
techniques and interpretations; and

b) v navrhovane] publikacii su uvedené
vSetky =zavery tykajuce sa platnych
Statistickych technik a interpretacii; a

c) authorship and acknowledgements
follow the criteria established by the
International Committee of Medical
Journal Editors (ICMJE). According to
these guidelines, authorship credit is
based only on (i substantial
contribution to concept and design, or
acquisition of data, or analysis and
interpretation of data; (ii) drafting or
revising the manuscript for essential
intellectual content; and (iii) approval
of the final version to be published;
and (iv) agreement to be accountable
for all aspects of the work in ensuring
that questions related to the accuracy
or integrity of any part of the work are
and

appropriately investigated

resolved. All four aforementioned
criteria must be fulfilled. Consistent
with

guidelines,

these and major journal

those individuals who
meet all authorship criteria should be
named as authors and those who do
should be

elsewhere, if appropriate.

not acknowledged

c) autorstvo a podakovanie sa riadia
kritériami stanovenymi Medzinarodnym
lekarskych
¢asopisov (International Committee of
Medical Journal Editors, ICMJE). Podla

tychto usmerneni sa autorstvo zaklada

vyborom redaktorov

iba na (i) podstatnom prispevku ku
konceptu a navrhu, ziskavani Udajov
alebo analyze a interpretacii Udajov; (ii)
alebo revizii

vypracovani rukopisu

sohladom na zakladny intelektualny
obsah; (iii) schvaleni konecnej verzie,
ktora sa ma zverejnit; a (iv) sthlase so
zodpovednostou za vSetky aspekty
prace s cielom zabezpecit, aby sa

otézky tykajuce sa presnosti alebo
integrity akejkolvek casti diela primerane
preskumali a vyriesili. VSetky Styri vyssie
uvedené kriteria musia byt splnené. V
sulade s tymito a  hlavnymi
usmerneniami pre ¢asopisy by mali byt
jednotlivei, ktori spifiaju vsetky kritéria
autorstva, oznaceni za autorov a ti druhi
by mali byt v pripade potreby uvedeni

inde.

Multicenter studies may only be published
in their entirety and not as individual
with
determined by

center data, authorship  being

ACTELION.

Multicentrické &tadie mozu byt publikované
iba ako celok a nie ako individualne (daje
centra, pricom autorstvo uréi spoloénost
ACTELION. Bez ohladu na vysSie uvedené,
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Notwithstanding the foregoing, in the
event that (i) the multi-center study has
been terminated prior to completion and
no joint publication is to be made, or (ii) no
publication of the study results has been
made within twelve (12) months of
signature of the final Study report by
ACTELION and no proposed publication
is under discussion by the Steering or
Publication Committee, [INSTITUTION
may publish its own study results and/or
data on sub-studies defined in the
Protocol, provided that:

v pripade, ze (i) multicentricka Stidia bola
ukonéena pred dokonéenim a nebola
vykonana Ziadna spolo¢na publikacia, alebo
(ii) neboli publikované vysledky Stidie do
dvanastich (12) mesiacov od podpisu
zavereéne] spravy o Studii spolo¢nost
ACTELION a riadiaci alebo publikacny
vybor neriesi Ziadnu navrhovanu publikaciu,
INSTITUCIA méze zverejnit vlastné
vysledky Studie a/alebo Gdaje o podstudiach
definovanych v protokole za predpokladu,
Ze:

a) INSTITUTION clearly states that the
study conducted at INSTITUTION
was part of a multi-center study and
shall reference the multi-center

publication, if any; and

a) INSTITUCIA jasne uvedie, ze studia
vykonana v INSTITUCII bola siéastou
multicentrickej Stiudie a odkazuje na
multicentrické publikacie, ak nejaké

existuju; a

b) INSTITUTION clearly states that the
data presented in the publication
represents a subset of the total data
collected in the multi-center study,
and shall state the percentage of the
total data and the related reduction of

statistical power; and

b) INSTITUCIA jasne uvedie, ze Udaje
uvedené v publikacii predstavuju
podmnozinu vsetkych udajov
zhromazdenych v multicentrickej stadii
a uvadzaji percentualny podiel
celkovych Udajov a slvisiace znizenie

Statistickej sily; a

c) INSTITUTION clearly states that the
interpretation of the data in the
publication represents the view of
INVESTIGATOR and not of any other
investigator participating in the multi-
center study; and

c) INSTITUCIA jasne uvedie, ze
interpretacia  Udajov v  publikacii
predstavuje nazor SKUSAJUCEHO, a
nie iného vyskumného pracovnika,
ktory sa zucCastiuje multicentrickej
Stadie; a

d) INSTITUTION clearly states that the
data interpretation and conclusions of
INVESTIGATOR in the publication

d) INSTITUCIA jasne uvedie, Ze vyklad
udajov a zavery SKUSAJUCEHO v
publikacii INSTITUCIE sa tykaju iba
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from the INSTITUTION applies only udajov  zhromazdenych v  tejto
to the data collected at the INSTITUCII; a
INSTITUTION; and

e) the prerequisites of Sub-Clause 11.3 e) predpoklady pododseku 11.3 su

are given.

uvedene.

The Steering or Publication Committee, if
any, as well as INSTITUTION agree to
submit any intended  publication
(including, but not limited to, manuscripts,
abstracts, posters etc.), whether individual
or multi-center, to ACTELION at least
sixty (60) days prior to submission to a
publisher or disclosure to any third party.
Within this sixty (60) day period,
ACTELION may request in writing that the
Steering or Publication Committee, if any,
or INSTITUTION delays such publication
in order to the

protect potential

patentability of any
invention/improvements described therein.
ACTELION shall notify the
Steering or Publication Committee, if any,
or INSTITUTION of any comments to the

proposed publication as well as comments

Moreover,

on data interpretation and/or conclusions
and the Steering or Publication
Committee, if any, INSTITUTION shall
consider
reasonably requested by ACTELION. It is
understood

in good faith any changes
that no confidential
information — other than data and results,
which may be published as set forth in this
information  on

Clause - and/or

ACTELION's proprietary rights shall be

11.5.

Riadiaci alebo publikaény vybor, ak existuje,
ako aj INSTITUCIA sthlasia s prediozenim
akejkolvek zamyslanej individuainej alebo
multicentrickej publikacie (okrem iného aj
vratane
atd.)

Sestdesiat

rukopisov, abstraktov,
ACTELION

pred predlozenim

plagatov
spolo¢nosti
(60) dni

alebo

aspon

vydavatelovi poskytnutim  tretej
strane. Pocas tychto Sestdesiatich (60) dni
ACTELION pisomne
poziadat, aby riadiaci alebo publikacny
INSTITUCIA

odlozili takato publikaciu s cielom chranit

mbze spolo¢nost

vybor, ak existuje, alebo
potencialnu moznost patentovat akykolvek
vynalez/vylepSenie  opisané v tejto
publikacii. Spolocnost ACTELION okrem
toho oznami riadiacemu alebo
publikatnemu vyboru, ak existuje, alebo
INSTITUCII  akékolvek

navrhovanej publikacii, ako aj pripomienky k

pripomienky k

vykladu a/alebo zaverom udajov a riadiaci
alebo publikaény vybor, ak existuje, zvazi v
dobrej viere akekolvek zmeny primerane
ACTELION.

vedomie, zZe

pozadované spolo¢nostou

Strany berd na bez

predchadzajuceho  pisomného  suhlasu
ACTELION

Ziadne doverné informacie — okrem Udajov

spoloénosti sa nezverejnia

a vysledkov, ktoré mézu byt uverejnené v
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ACTELION's
written consent, such consent not to be

published without prior

unreasonably withheld or delayed.

stlade s tymto ustanovenim - ani
informacie o  vlastnickych  pravach
spolo¢nosti ACTELION, pricom takyto

suihlas nebude bezddvodne odoprety alebo

odloZeny.

11.6. Notwithstanding aforestated, ACTELION | 11.6. Bez ohladu na hore uvedené mobze
may freely quote from articles, provided spolo¢nost ACTELION slobodne citovat z
that the scientific source of data (e.g. clankov za predpokladu, Ze je uvedeny
scientific conference or scientific journal) vedecky zdroj Udajov (napriklad vedecka
is mentioned. konferencia alebo vedecky ¢asopis).

11.7. INSTITUTION grants to ACTELION, and | 11.7. INSTITUCIA udeluje spolocnosti
ACTELION retains, the exclusive right of ACTELION a spolo¢nost ACTELION si
reference to and use of any publications in ponechava vyhradné pravo odvolavat sa na
support of new drug applications akékolvek publikacie na podporu novych
submitted by or on behalf of ACTELION to Ziadosti oregistraciu  lieku, ktoré boli
any regulatory authority. predlozené spolo¢nostou ACTELION alebo

vijej mene, akémukolvek regulaénému
organu.

11.8. Without INVESTIGATOR's and/or | 11.8. Bez predchadzajuceho pisomneho suhlasu
INSTITUTION's prior written consent, SKUSAJUCEHO  alalebo  INSTITUCIE,
such consent not to be unreasonably pricom takyto suhlas nebude bezdévodne
withheld, ACTELION may not make odoprety, sa spoloénost ACTELION nesmie
reference, either directly or indirectly, in priamo ani nepriamo odvolavat v ziadnych
any commercial activities (e.g. komerénych aktivitach (napr. reklame atd’.)
advertisements etc.), to na nazov INSTITUCIE, mena skusajuceho
INVESTIGATOR's, INSTITUTION's, or personalu Studie, ani ich pouzit ako
any of the Study Staff's names or use the odporuc¢ania kvality, Gcinnosti a/alebo
same as recommenders of the quality, bezpecnosti hotového produktu a/alebo
efficacy, and/or safety of the finished lieku.
product and/or drug.

11.9. INSTITUTION will ensure that adequate | 11.9. INSTITUCIA zabezpedi, aby boli pre
provisions are in place with the Study Staff personal Stidie zavedené  primerané

in order to guarantee compliance with this
Clause.

ustanovenia s cielom zarucit dodrziavanie

tohto ustanovenia.
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11.10. INSTITUTION shall not use ACTELION's

name, the names of any employees,
symbols or trademarks in any advertising,
sales promotional material or press release
without the prior written permission of
ACTELION.

11.10. INSTITUCIA

nesmie  pouzivat nazov

spoloénosti  ACTELION, mena Ziadnych
zamestnancov, symboly ani ochranné
znamky v reklamnych  materialoch,

predajnych propagacnych materialoch ani
tlatovych spravach bez predchadzajiceho
pisomného sthlasu spoloénosti ACTELION.

12. Intellectual Property Rights 12 Prava duSevného vlastnictva

12.1. Any data and results arising from this Study | 12.1. Akékolvek Udaje a vysledky vyplyvajuce z
shall be the exclusive property of tejto Studie budd vyluénym vlastnictvom
ACTELION. spolocnosti ACTELION.

12.2. Should any inventions/improvements result | 12.2. 'V pripade akychkolvek vynalezov/vylepseni
from this Study ACTELION shall be vyplyvajicich z tejto Studie je spoloc¢nost
entitled, without further payment to ACTELION opravnena bez dalSieho platenia
INSTITUTION, to file in its own name INSTITUCII podat vo viastnom mene
patent applications, and the said inventions patentové prihlasky a uvedené vynalezy a
and improvements will become and remain vylepSenia sa stanu a zostanu vyhradnym
the exclusive property of ACTELION. majetkom spolo¢nosti ACTELION.
INSTITUTION  agrees to  provide INSTITUCIA suhlasi s tym, Ze poskytne
ACTELION with all requested assistance vSetku pozadovani pomoc potrebnl na
necessary for obtaining any patents, Ziskanie akychkolvek patentov vratane
including execution of legal documents. It is vyhotovenia pravnych dokumentov. Strany
understood that any publication is withheld berl na vedomie, ze akakolvek publikacia
until a patent application is filed. bude zadrZana az do podania patentovej

prihlasky.

12.3. These obligations shall continue beyond | 12.3. Tieto povinnosti pretrvavaju aj po skonéeni

the termination of this Agreement and shall
INSTITUTION's
assigns, successors, administrators and
other legal representatives. INSTITUTION

will ensure that adequate provisions are in

be binding upon the

place with the Study Staff in order to

platnosti tejto zmluvy a budd zavazné pre
povereneé osoby, nastupcov, spravcov a
inych zakonnych zastupcov INSTITUCIE.
INSTITUCIA zabezpedi,

personal

aby boli pre

Studie  zavedené primerané

ustanovenia s cielom zarucit dodrziavanie
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guarantee compliance with this Clause.

tohto ustanovenia.

13.

Transparency

13.

Transparentnost

13.1.

INSTITUTION confirms and gives hereby
its consent that ACTELION may disclose
any terms and conditions of this Agreement
and in particular the identity of the
INSTITUTION (such as name, address,
person in charge) to governmental
authorities and to the public by any medium
irrespective of the territory, provided that
such disclosure shall be required by
applicable laws andlor governmental
regulations and/or orders and/or by codes
of practices of industry associations in the

respective territory.

13.1.

INSTITUCIA potvrdzuje a sthlasi s tym, aby
spolocnost ACTELION zverejnila akékolvek
podmienky tejto zmluvy a najma totoZnost
INSTITUCIE (napriklad nazov, adresu,
zodpovednu osobu) vladnym organom a
vergjnosti  prostrednictvom  akéhokolvek
meédia bez ohladu na Uzemie za
predpokladu, Ze takéto zverejnenie budu
vyZzadovat prisluSné pravne predpisy a/alebo
vladne nariadenia a/alebo prikazy a/alebo
kodexy praxe priemyselnych zdruzeni na
prislusnom Gzemi.

14.

Term and Termination

14,

Trvanie zmluvy a jej ukonéenie

14.1.

This Agreement shall come into force and
effect as of the date of the last signature of
the Parties and shall remain in effect for the
duration of the Study (i.e. until acceptance
of the final Study report by ACTELION).

14.1.

Tato zmluva nadobudne platnost’ a Uéinnost’
diiom posledného podpisu zmluvnych stran
a bude platna pocas trvania studie (t. j. az do
prijatia  zavereCnej spravy o  Studii
spoloénostou ACTELION).

14.2.

This Agreement may be terminated by
ACTELION at any time for any reason,
which termination shall not be deemed a

material breach of this Agreement.

14.2.

Tito zmluvu moéze spoloénost ACTELION
kedykolvek ukoncit z akéhokolvek ddvodu,
pricom sa takéto ukonéenie nebude
povazovat za =zavazné poruSenie tejto

zmluvy.

14.3.

INSTITUTION may terminate the
Agreement in case of a material breach of
contract if such breach has not been
solved within thirty (30) days.

14.3.

INSTITUCIA méze zmluvu ukonéit v pripade
jej zavazného porusenia, ak takéto porusenie
nebolo vyrieSené do tridsiatich (30) dni.

14.4.

In the event that INVESTIGATOR leaves

14.4.

V pripade, e SKUSAJUCI opusti svoju
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his/her position with INSTITUTION for poziciu v INSTITUCII z akéhokolvek dévodu
whatever reason during the course of the v priecbehu Stadie, INSTITUCIA méze
Study, INSTITUTION may appoint a new vymenovat nového skusajlceho, ktory musi
Investigator who has to be approved by byt schvaleny spoloénostou ACTELION. Ak
ACTELION. If ACTELION does not agree spolo¢nost  ACTELION  nestihlasi s
with the proposed Investigator ACTELION navrhovanym skusajicim, ma pravo bud
has the right to either terminate this ukoncit’ tito zmluvu, alebo vymenovat' iného
Agreement or to appoint a different skusajtceho z INSTITUCIE.

investigator from within INSTITUTION.

14.5. In case monitoring and/or auditing identifies | 14.5. V pripade, ze sa pri monitorovani a/alebo
serious and/or persistent non-compliance audite zisti zavazné a/alebo pretrvavajlice
with the obligations as outlined in this nedodrzanie povinnosti uvedenych v tejto
Agreement on the part of the zmluve SKUSAJUCIM alalebo
INVESTIGATOR and/or INSTITUTION, INSTITUCIOU, spolognost ACTELION bude
ACTELION will have the right to terminate mat’ pravo ukonéit uéast SKUSAJUCEHO a
the INVESTIGATOR's and INSTITUTION's INSTITUCIE na $tudii s okamzitym G&inkom.
participation in the Study with immediate Ak k tomu dobjde, spoloénost ACTELION to v
effect. If this occurs, ACTELION will notify pripade potreby oznami regulaénému (-ym)
the regulatory authority(ies), if applicable. organu (-om).

14.6. If ACTELION, unilaterally terminates this | 14.6. Ak spolo¢nost ACTELION jednostranne
Agreement, ACTELION, will pay ukon&i tuto zmluvu, zaplati INSTITUCII
INSTITUTION a per visit compensation nahradu za navstevu pre jedného pacienta
per Study patient included for which clean, Studie, pre ktorého boli do systému EDC
complete data has been entered into the zadané Cisté a Uplne udaje av pripade
EDC system and is free of queries and ktorého sa nevyskytli otazky ani Ziadne
any related additional reasonable, non- slvisiace dalSie odbdvodnené, nezrusitelné
cancelable costs INSTITUTION (as naklady INSTITUCIE (v prislusnom
applicable) incurred, provided however, pripade), za predpokladu, ze spoloc¢nost
ACTELION will not be obligated to pay ACTELION vs$ak nebude povinna zaplatit
such non-cancelable costs to the extent takéto nevratné naklady v rozsahu, v akom
the termination is due to the material je  ukonCenie spbsobené zavaziznym
breach by INSTITUTION. porugenim INSTITUCIOU.

14.7. In the event of any termination of this | 14.7. V pripade akéhokolvek ukonéenia tejto
Agreement, all outstanding eCRFs must zmluvy musia byt vSetky nevyplnené eCRF
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be completed and cleaned in the Study
specific ACTELION owned database

vyplnené a vyc¢istené v Specifickej databaze
studie vlastnenej spolo¢nostou ACTELION.

15. Miscellaneous 15. Rézne
15.1. Notice: Any notice given in connection | 15.1. Poznamka: Akékolvek oznamenie uvedené v
with this Agreement shall, unless sUvislosti s touto zmluvou bude, pokial nie je

otherwise provided herein, be in writing
and shall be delivered personally, or sent
by registered mail or facsimile to the

address given below.

uvedené inak, vykonané pisomne a bude

dorucené osobne alebo zaslané

doporuéenou postou alebo faxom na nizsie

uvedenu adresu.

If to ACTELION:

Pre spolognost ACTELION:

Actelion Pharmaceuticals Ltd

Actelion Pharmaceuticals Ltd

Associate Director, Clinical Program Leader

Associate Director, Clinical Program Leader

H95.03.B.06

H95.03.B.06

Gewerbestrasse 16

Gewerbestrasse 16

CH-4123 Allschwil

CH-4123 Allschwil

Switzerland

Svaijciarsko

If to INSTITUTION:

Pre institaciu:

Narodny ustav srdcovych a cievnych choréb, a.s.
Pod Krasnou hérkou 1, 833 48 Bratislava,
Slovak Republic

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

15.2.  Assignment: INSTITUTION will not assign
or transfer any of its rights or obligations
hereunder without prior written consent of
ACTELION. Any assignments or transfer of
any obligations or rights hereunder without

the prior written consent of ACTELION

152. Postupenie: INSTITUCIA nebude pridelovat

ani prevadzat' Ziadne z jej prav ani povinnosti

vyplyvajucich z tejto  zmluvy bez
predchadzajiceho  pisomného  sudhlasu
spolo¢nosti ACTELION. Akékolvek
postipenie alebo prevod akychkolvek
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shall be null and void and render this zavazkov alebo prav vyplyvajlicich z tejto
Agreement subject to immediate zmluvy bez predchadzajlceho pisomného
termination by ACTELION without any stihlasu  spoloénosti  ACTELION  bude
obligation or liability attached to ACTELION neplatné a v désledku toho bude podliehat
as a result of such termination. okamzitétmu  ukonéeniu  tejto  zmluvy

spolo¢nostou ACTELION bez akejkolvek
povinnosti alebo zodpovednosti stvisiacej s

tymto ukonéenim.

15.3. SAE: INVESTIGATOR and INSTITUTION | 15.3. ZavaZna neziaduca udalost SKUSAJUCI a

must communicate all AE/ADR's related to INSTITUCIA musia oznamit  vietky
Uptravi® as well as any other Actelion neziaduce udalosti/izavazné neziaduce
product to ACTELION in accordance with udalosti suvisiace s liekom Uptravi® &i inym
the Protocol and EMA required timelines. liekom spolo¢nosti ACTELION spoloénosti

ACTELION v sllade s protokolom a

pozadovanymi ¢asovymi ramcami EMA.

15.4. Subcontracting: With ACTELION's prior | 15.4. Uzatvaranie subdodavatelskych zmlav: S

written consent in each instance, predchadzajucim  pisomnym  suhlasom
INSTITUTION / may subcontract the spoloénosti ACTELION v kazdom
performance of certain of its activities jednotlivom pripade méze INSTITUCIA
under this Agreement to qualified third subdodavatelsky zabezpecit vykonavanie
parties, provided that (a) such third parties niektorych svojich ¢innosti podla tejto zmluvy
perform such activites in a manner kvalifikovanymi  tretimi  stranami  pod
consistent with the terms and conditions in podmienkou, Ze (a) takéto tretie strany budu
this Agreement, (b) INSTITUTION remains vykonavat takuto cinnost spdsobom, ktora je
fully liable for such third parties’ v sUlade s podmienkami tejto zmiuvy, (b)
performance, and (c) INVESTIGATOR has INSTITUCIA zostane pine zodpovedna za
not any direct or indirect financial interest plnenie tychto tretich stran a (c) SKUSAJUCI
in any such third parties. nema Ziadny priamy ani nepriamy finanény

zaujem v takychto tretich stranach.

155, Amendments: The Parties agree to | 15.5. Dodatky: Zmluvné strany sthlasia, Ze budu

negotiate in good faith if any alteration, v dobrej viere rokovat, ak sa na dokoncenie
modification or amendment to this Studie vyZaduje zmena, Uprava alebo
Agreement is required in order to doplnenie tejto zmluvy. Kazda CUprava,
complete the Study. Any alteration, zmena alebo doplnenie tejto zmluvy musi
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this
Agreement must be approved by
ACTELION and must be in writing and
signed by all Parties.

modification, or amendment to

byt schvalené spoloénostou ACTELION,
musi byt vyhotovené pisomne a podpisané

vSetkymi zmluvnymi stranami.

16.6. Independent Contractor: INSTITUTION's | 156. Nezavisly dodavatel: Vztah  medzi
relationship with ACTELION under this INSTITUCIOU a spolognostou ACTELION
Agreement shall be that of independent podla tejto zmluvy je vztah nezavislych
contractors and not as an agent, joint dodavatelov a nie zastupcu, spolo&ného
venture, or partner of ACTELION. Nothing podniku alebo partnera  spolo¢nosti
in this Agreement shall be construed as ACTELION. Ni¢ v tejto zmluve sa nesmie
implying the relationship of vykladat  tak, ze zahfha  vztah
employer/employee between zamestnavatela azamestnanca medzi
INSTITUTION on the one hand and INSTITUCIOU na  jednej strane
ACTELION on the other hand. a spolo¢nostou ACTELION na druhej

strane.

15.7. Severability: The invalidity or | 15.7. Oddelitelnost: Neplatnost alebo
unenforceability of any term or provision nevykonatelnost niektorej z podmienok
of this Agreement shall not affect the alebo ustanoveni tejto zmluvy neovplyvni
validity or enforceability of any other term platnost i vykonatelnost inej podmienky
or provision hereof. alebo ustanovenia tejto zmluvy.

15.8. Waiver: No waiver of any term or delay in | 15.8. Vzdanie sa prav: Ziadna vynimka z
enforcing a party's rights, under this akejkolvek podmienky alebo oneskorenie
Agreement will constitute a waiver of such pri vykonavani prav zmluvnej strany podla
party's rights to the future enforcement of tejto zmluvy nebude znamenat' vzdanie sa
its rights under this Agreement, except prav tejto zmluvnej strany na budlce
with respect to an express written waiver vykonavanie jej prav vyplyvajlucich z tejto
relating to a particular matter for a zmluvy, s vynimkou pripadov vyslovného
particular period of time signed by a pisomného zrieknutia sa tykajliceho sa
representative of the waiving party, as konkrétnej zalezitosti pre konkrétne casové
applicable. obdobie podpisaného zastupcom

zriekajucej sa zmluvne] strany podia
okolnosti.

15.9. Taxes and Social Security Contributions: | 15.9. Dane aodvody do socidlnej poistovne:

It shall be INSTITUTION's responsibility to

INSTITUCIA je povinna dodrziavat véetky
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comply with all obligations in respect of
taxes and social security contributions, if
applicable, which relate to the subject
matter of this Agreement, including
without limitation those which relate to
INSTITUTION and its employees and/or
collaborators.

pripadné povinnosti tykajuce sa dani a
odvodov do socialne] poistovne, ktoré
sUvisia s predmetom tejto zmluvy, okrem
iného aj vratane tych, ktoré sa tykaju
INSTITUCIE a jej zamestnancov a/alebo

spolupracovnikov.

15.10. This Agreement and its attached Exhibits A
and B, which constitute integral parts
hereof, constitute the entire and complete
understanding between the Parties.

15.10.

Tato zmluva a k nej prilozené prilohy A a B,
ktore tvoria jej neoddelitelnd sucast,
predstavuju Uplnd a cell dohodu medzi

zmluvnymi stranami.

15.11. Any terms and conditions, which by their
intent or content are meant to have validity
beyond expiry or termination, shall survive

the expiry or termination of this Agreement.

15.11.

Kazda zmluvna podmienka, ktora podla
svojho zameru alebo obsahu ma pretrvat' aj
po uplynuti platnosti alebo ukonéeni zmluvy,
pretrvava po uplynuti platnosti alebo
ukonceni tejto zmluvy.

16. Applicable Law and Venue 16. Rozhodné pravo a miesto konania

16.1. This Agreement shall be interpreted and | 16.1. Tato zmluva sa vyklada a spravuje zakonmi
construed in accordance with the laws of Slovenskej republiky.

Slovak Republic.

16.2. In the event of disputes which cannot be | 16.2. V pripade wvzniku sporov, ktoré nebude
settled by mutual agreement of the parties, mozné vyrieSit vzajomnou dohodou stran,
the settlement of the disputed issues is rieSenie spornych otazok podlieha jurisdikcii
subject to the jurisdiction of the relevant prislusnych sudov na Uzemi Slovenskej
courts in the territory of the Slovak republiky.

Republic.
16.3. This Agreement is made out in English | 16.3. Zmluva je vyhotovena v jazyku anglickom a v

language and Slovak language. In case of
the interpretation of this Agreement, the
wording of the Agreement in the Slovak

language is prevailing.

jazyku slovenskom. V otazkach interpretacie
a vykladu zmluvy rozhoduje znenie zmluvy v

jazyku slovenskom.
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IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement in four originals

by persons duly authorized.

Na dokaz toho zmluvné strany tato zmluvu
podpisali v styroch vyhotoveniach riadne

opravnenymi osobami.

For INSTITUTION / Za INSTITUCIU:

For INSTITUTION / Za INSTITUCIU:

Name/ Meno: Ing. Mongi Msolly, MBA

Signature/ Podpis:

Title/ Funkcia: Chairman and CEO / predseda
predstavenstva a generalny riaditel

Date/ Datum:

Name/ Meno: MUDr. Ivo Gasparovic, PhD,,
MPH

Signature/ Podpis:

Title/ Funkcia: Vice-Chairman of the Board of
Directors / podpredseda predstavenstva

Date/ Datum:

For ACTELION Pharmaceuticals Ltd /| Za
spolocnost’ ACTELION Pharmaceuticals Ltd:

Name/ Meno:

Signature/ Podpis:

Title/ Funkcia:

Date/ Datum: _

For ACTELION Pharmaceuticals Ltd /| Za
spolocnost ACTELION Pharmaceuticals
Ltd:

Name/ Meno:

Signature/ Podpis:

Title/ Funkciai= ~ !~

Date/ Datum:

TPL-000072_V7
Investigator / skudajuca; prof. MUDr. Iveta Simkova, CSc., FESC




- Page 30 of 39 Strana 30z 39 -

Exhibit A: Payment Schedule

Priloha A: Rozvrh platieb

Per Patient Costs

Naklady za pacienta

Payment for patient's participation in the Study
will be calculated as follows:

Platba za 0cast pacienta v tejto studii sa
bude pocitat’ takto:

Visit Fee Navsteva Poplatok
Enroliment €216.00 Zaradovanie €216,00
Follow-Up €129.60 Nasledné €129,60
sledovanie
The calculation of the above-mentioned | VypoCet vysSie uvedenej odmeny je
remuneration is based on the fair market value | zalozeny na realnej trhovej hodnote a

and takes in consideration the activities

performed by the study site personnel during
each patient visit (ICF process at Enroliment,
data retrieval, data entry, adverse events

assessment/reporting and study  files

maintenance).

zohladhuje ¢innosti vykonavane
pracovnikom &tudie pocas kazdej navitevy
pacienta (proces ziskania informovaného
sthlasu (ICF) pri registracii, vyhlfadavani
Udajov, zadavani udajov, hodnoteni/hlaseni
neziaducich udalosti a sprave zaznamov

Studie).

The following details must be added on the

invoice:

Na faktire musia byt uvedené tieto udaje:

— Study name/study code

— nazov Studie/kdd studie,

— Country - krajina,

— Site ID — ID pracoviska,
— Patient ID — ID pacienta,

— Visit ID — ID navstevy,

— Amounts with currency

= suma a mena,

— Bank details

— bankové spojenie.

All above mentioned rates are understood
inclusive VAT, if applicable.

Vsetky uvedené sadzby sa beri ako sumy
vratane platnej DPH.
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Payments will
INSTITUTION  shall
invoice for the amount due as specified by
ACTELION beforehand to:

be made according to the

Agreement. send an

Platby sa budd vykonavat v sllade so
INSTITUCIA zasle fakturu na
splatn sumu podfa uvedenych pokynov

zmluvou.

spolocnosti ACTELION na adresu:

Actelion Pharmaceuticals Ltd

Actelion Pharmaceuticals Ltd

Gewerbestrasse 16

Gewerbestrasse 16

4123 Allschwil

4123 Allschwil

Switzerland

Svajéiarsko

The same invoicing address applies to any
pass-through costs as specified in Clause 6.4
of the Agreement.

Ta ista fakturatna adresa plati na akékolvek
priebezné naklady, ako je uvedené v odseku
6.4 tejto zmluvy.

ACTELION will cover its wire transfer fees
charged by ACTELION's bank. Bank charges of
a corresponding INSTITUTION bank and/or any
other intermediary bank will be the
responsibility of the INSTITUTION.

Spolocnost ACTELION uhradi poplatky za

bankovy prevod uctovane bankou
spolo¢nosti ACTELION. Bankové poplatky
INSTITUCIE
akejkolvek sprostredkujicej banky uhradi

INSTITUCIA.

prisludnej  banky alebo
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EXHIBIT B: Bank Transfer Details

PRILOHA B: Udaje pre bankovy
prevod

Payee Name gz\r]{;‘:}";ﬁ ﬁt:r‘é;fda‘?g\’?m a
Bank Name

IBAN

BIC/SWIFT

Narodny ustav
srdcovych a cievnych
choréb, a.s.

Meno prijemcu
platby

Nazov banky

IBAN

BIC/SWIFT
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APPENDIX C

PRILOHA C

Personal Information concerning Principal

Investigator and any Investigational Staff

This notice explains the personal information
handling practices of Sponsor with respect to
information about Principal Investigator and any
investigational staff. It explains how Sponsor
collects personal information, and with whom
Sponsor may share it. [t also explains the rights
the Principal Investigator and any investigational
staff have with regard to this personal
information. This notice applies to all personal
whether the

information, regardless of

information is stored electronically or in hard

copy.

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

Privacy Notice — Principal Investigator and
investigational staff

Personal Information Collection
Sponsor, and agents processing personal
information on behalf of Sponsor, collect and
This

information may come directly from you, from

process personal information about you.
the Institution that you are affiliated with for
purposes of this clinical research, or from public

or third-party information sources.

The types of personal information that Sponsor

Osobné ddaje tykajice sa hlavného
skisajuceho a personalu skisania

Toto  oznamenie postupy
spracovavania osobnych Udajov zadavatela

popisuje

vo vztahu k tidajom o hlavnom skusajlicim a
persondle skusania.  Vysvetluje, akym
sposobom zadavatel zhromazduje osobné
Gdaje a s kym ich mdze zdielat. Tiez
vysvetiuje prava, ktoré ma hlavny sktsajuci
a personal skusania s ohladom na tieto
osobne Udaje. Toto oznamenie sa vztahuje
na vietky osobne Udaje bez ohladu na to, &i
su uloZené elektronicky alebo v papierovej

forme.

Oznamenie o ochrane sukromia by mal

hlavny skusajuci poskytnit  personalu

skisania.

Oznamenie o ochrane osobnych Udajov —

hlavny skusajlici a personal skusania

Zber osobnych ldajov
ktori

mene

Zadavatel a agenti, spracovavajl

osobné Udaje v zadavatela,
zhromazduju a spracuvaju osobné Udaje o
Vas. Tieto Udaje sa mohli ziskat' priamo od
Vas, od institucie, s ktorou spolupracujete v
tomto klinickom vyskume, alebo z verejnych

zdrojov ¢&i zdrojov udajov tretich stran.

Typy osobnych ddajov, ktoré zadavatel
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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);

. Age and/or date of birth;

. Government identification number
(if applicable);

. Training and qualifications,
including information that you have a valid,
active medical or professional license, as

applicable, and is not debarred by a competent

health authority;

. Organizational or institutional
affiliations;

. Professional programs  and

activities in which you may have participated;

. Financial information relating to,

among other matters, compensation and

reimbursement payments for clinical trial

activities;

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

services;

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

zhromazduje, zavisia od role, ktord mate vo
vztahu k zadavatelovi alalebo pridruzenym
spoloénostiam zadavatela, ako aj platnych
zékonov, ale mézu zahfhat nasledujluce
kategorie Udajov:

. Meno;

. Kontaktné informacie (napr. adresa,
telefénne Cislo, e-mailova adresa);

. Vek a/alebo datum narodenia;

. Cislo socialneho zabezpegenia (ak je
to aplikovatelné);

«  Skolenie a kvalifikacia vratane tdajov,
na zaklade ktorych mate platnu, aktivnu
lekarsku alebo odbornu licenciu, ak je to
aplikovatelné, a nebola odobrata prislusnym
zdravotnickym organom;
alebo

. Organizacne pridruzené

institlcie;

. Odborné programy a aktivity, ktorych
ste sa mohli zucastnit;,

. Finanéné informacie, ktoré sa okrem
iného tykaju kompenzacnych platieb a
nahrad za aktivity slvisiace s klinickym
skusanim;

. Zapojenie  alebo interakcia so
zadavatelom alebo pridruzenymi
spolo¢nostami zadavatela, produktmi a

sluzbami tychto spolocnosti;

. Informacie ziskané na zaklade

prieskumov a inych priamych interakcii s
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How Sponsor Uses and Discloses Personal
Information

Personal information about you will be
processed for the following purposes to meet
Sponsor's andfor its affiliates’ obligations under
laws and and as

applicable regulations,

necessary to fulfill the Clinical Trial Agreement:

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

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

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

. To prepare and submit regulatory
filings, correspondence, and communications to
government authorities concerning the clinical
trial;

. To conduct safety reporting and
pharmacovigilance activities relating to the

clinical trial;

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

. To disclose payments and other
transfers of value to the institution, Principal
Investigator or other investigational staff in order
to comply with transparency reporting laws,

Vami.

Akym spodsobom zadavatel vyuziva a
zverejfiuje osobné tdaje

Osobné udaje o Vas sa budl spracovat na
nasledujluce ucely tak, aby sa spinili zavazky
zadavatela a/alebo pridruzenych spolo¢nosti
zadavatela podla platnych zakonov a
predpisov a ako je nevyhnutné pre plnenie
zmluvy o klinickom skusani:

. Vyhodnotit, ¢ mézete vystupovat' ako
hlavny skuSajuci alebo personal skisania v
tomto klinickom skagani;

. Poskytovat Skolenie a pristup k
nastrojom a dalsim zdrojom, ktoré mozu byt
potrebné na vykonanie klinického skisania;

. Riadit

monitorovania a auditu aktivit klinického

klinické skusanie, vratane
skusania;
. Pripravovat a predkladat vykazy pre
regulatorov, koreSpondenciu a komunikaciu
s vladnymi organmi tykajucu sa klinického
skisania;

. Podavat spravy o bezpetnosti a

aktivitach v oblasti  farmakovigilancie
suvisiace s  vykonavajim  klinickeho
skusania;

. Publikovat vysledky klinického

skusania, jak je definovaneé v tejto zmluve o
klinickom skasani;

. Zverejhovat’ platby a iné prevody
hodnoty institacii, hlavnému skusajicemu
alebo inému personalu skusania, aby boli

dodrZzané zakony o podavani sprav o
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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 fuffill the Clinical
Trial Agreement.

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

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

. To conduct surveys, manage

internal studies, improve processes and
practices related to the execution of clinical trials

and other 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;

transparentnosti, vratane, ale bez
obmedzenia, zakona o transparentnosti
platieb lekdrom (Physician Payments

Sunshine Act, USA)

nariadeni, ako aj kodexov praxe v priemysle,

a vykonavacich

alebo  standardov, ktorym  podlieha
zadavatel a/alebo pridruzené spolo¢nosti
zadavatela, alebo

. Ak je to potrebné podla prislusného
zakona, alebo je potrebné plnit zmluvu o

klinickom skusani.

Vase osobné Udaje sa budl spracovat na
nasledujice Gely na zaklade legitimneho
zaujmu zadavatela a jeho pridruzenych
spolo¢nosti podla zakona:

. z
potencialnych pracovisk a skusajlcich pre

¢asu na C¢as na zvazenie
buduce klinické skusania; a

. Vykonavanie prieskumov, riadenie
internych skG$ani, zlep$enie procesov a
postupov  suvisiacich s  vykonavanim
klinickych skusani a inych aktivit stvisiacich
s lekarskym vyskumom.

Na dosiahnutie vy$Sie uvedenych uUcelov
budU osobné udaje spristupnené:

. Inym pridruzenym spolocnostiam v
ramci spolo¢nosti Johnson & Johnson a
prislusnym agentom. Zoznam pridruzenych
spolo¢nosti je k dispozicii na adrese
http://www.investor jnj.com/sec.cfm;

. Viadnym

organom a  etickych

komisiam prislusnych jurisdikcii na celom
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. Agents, such as contract research
third-party
providers, processing Personal Information on

organizations or other service

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/adequacy-protection-personal-data-non-eu-
countries_en. For transfers from the EEA to
countries not considered adequate by the
European Commission, Sponsor has ensured
that adequate measures are in place, including
by ensuring that the recipient is bound by the
EU Standard Contractual
certified to the EU-US Privacy Shield, or has

implemented an EU-approved code of conduct

Clauses, or has

or certification, to protect personal information.
You may obtain a copy of these measures by
contacting our EU Data Protection Officer in
accordance with the “Contacting Sponsor”

section below.

svete;

. Agentom, napr. zmluvnym
vyskumnym organizaciam alebo inym
poskytovatelom tretich stran, ktori
spracovavajl osobné udaje v mene
zadavatela.

Cezhranicny prenos

Vase osobne udaje mézu byt ulozené a
spracované v akejkolvek krajine, v ktorej
zadavatel a  pridruzené  spoloénosti
zadavatela maju zariadenia alebo agentov,
vratane Spojenych S&tatov  americkych.
Eurdpska komisia uznala, Ze niektoré krajiny
mimo Eurépskeho hospodarskeho priestoru
(EHP) poskytuju primeranud urover ochrany
Udajov podla noriem EHP (Uplny zoznam
tychto krajin je k dispozicii na tychto
webovych strankach:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-
eu-countries_en. Pri prevodoch z EHP do
krajin, ktoré nie su Europskou komisiou
povazované za dostato¢né, zadavate! zaistil
zavedenie primeranych opatreni, vratane
zaistenia toho, aby bol prijemca viazany
$tandardnymi  zmluvnymi dolozkami EU,
alebo v ramci certifikacie ochrany stkromia
EU a Spojenych &tatov americkych, alebo
zaviedol kédex spravania alebo certifikacie
schvélené EU na ochranu osobnych Udajov.
Képiu uvedenych opatreni mézete ziskat' od

nasho pracovnika na ochranu udajov v
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Data Subject Rights

If you would like to review, correct, update,
restrict, or delete personal information that
Sponsor may have in its systems, or if you
would like to request to receive an electronic
copy of your personal information for purposes
of transmitting it to another company (to the
extent these rights are provided to you by
applicable law), you may contact Sponsor as
specified in the “Contacting Sponsor’ section.
to the
accordance with applicable law. Please note,

Sponsor  will respond request in
however, that certain personal information may
be exempt from requests pursuant to applicable
or other laws and

data protection laws,

regulations.

Retention Period

Company 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 (iii)
whether light of
Sponsor’'s legal position (such as in regard to

retention is advisable in

applicable statutes of limitations, litigation, or

ramci EU v sulade s ¢astou ,Kontaktovanie

zadavatela" uvedenou nizsie.

Prava uc¢astnikov sktigania
Ak chcete
aktualizovat,

skontrolovat, opravit,

obmedzit alebo vymazat
osobné Udaje, ktoré modze mat zadavatel
uvedene v jeho systéemoch, alebo ak chciete
poziadat o ziskanie elektronicke] kopie
Vasich osobnych tdajov na ucely odoslania
tychto Udajov inej spoloénosti (v rozsahu, v
akom su Vam tieto prava k dispozicii podla
prisludného zakona), mbézete kontaktovat
¢astou

zadavatela v sulade s

.Kontaktovanie zadavatela'. Zadavatel

odpovie na ziadost podla prislusného
zakona. Upozoriiujeme vSak, ze niektoré

osobné Udaje mozu byt vynate =z
poziadaviek podla platnych zakonov na
ochranu Udajov alebo inych zakonov a

nariadeni.

Doba uchovavania

Spolo¢nost bude uchovavat Vase osobné
Gdaje tak dlho, ako bude potrebné alebo
povolené vzhladom na ucel, na ktory boli
Udaje ziskané. Na uréenie spravnej doby
uchovavanie sa pouziju nasledujlce kritéria;
(i) doba, po ktoru prebieha vztah medzi
Vami a zadavatelom; (ii) ¢i existuje pravna
povinnost, ktort zadavatel alebo pridruzené
spolo€nosti zadavatela musia dodrzat’ a (iii)
¢i je uchovavanie vhodné vzhladom na
pravne postavenie zadavatela (napriklad
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regulatory investigations).

Contacting Sponsor
The Sponsor can be contacted as specified
below:

Actelion Pharmaceuticals Ltd

Associate Director, Clinical Program Leader
H95.03.B.06

Gewerbestrasse 16

CH-4123 Allschwil

Switzerland

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

region, if applicable, at

In case of contacting
the Data Protection Officer, information such as

country location, as well as clinical trial

number/name should be included to allow the

request to be managed appropriately.

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

ohladom na uplatnitelné obmedzenia, stidne

spory alebo regulacné vysetrovania).

Kontaktovanie zadavatela
Zadavatela mobzete kontaktovat, ako je
uvedené nizsie;

Actelion Pharmaceuticals Ltd

Associate Director, Clinical Program Leader
H95.03.B.06

Gewerbestrasse 16

CH-4123 Allschwil

Svajdiarsko

Kontaktovat mozete tiez pracovnika na
ochranu udajov zodpovedného za prislusnu
krajinu alebo regién, ak je to aplikovatelné,

adrese:
Ak budete
kontaktovat' pracovnika na ochranu Udajov,

na e-mailové

mali by ste uviest' potrebné Udaje, napriklad
krajinu, &islo/nazov klinického skisania, aby
bolo mozZné vhodnym spésobom reagovat
na Ziadost.

Podanie staznosti regulaénému organu

Staznost mézete podat dozornému organu,
ktory je kompetentny za Vasu krajinu alebo
region. Kontaktne (idaje st uvedené na
adrese: http://ec.europa.eu/justice/data-
protection/article-29/structure/data-
protection-authorities/index_en.htm
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