AGREEMENT WITH HEALTHCARE PROVIDER
Protocol # AC-055H301/RUBATO

This agreement with Healthcare Provider (the
“Agreement”) is entered into as of the date of last signature
hereto and effective the day of its publication in the
Registry of Contracts (the “Effective Date”) by and between
Actelion Pharmaceuticals Ltd., having as a place of business
Gewerbestrasse 16, 4123  Allschwil,  Switzerland
(“Actelion”), and Motol University Hospital (state
contributory organization), located at V Uvalu 84, 150 06,
Praha 5, reg. No.: 00064203, VAT number: CZ00064203,
represented by its director,

(the “Provider”). Actelion and Provider referred to
individually herein as a “Party” or collectively as the
“Parties”.

A. Actelion is conducting a clinical research on Macitentan,
(the "Study Drug") in a clinical study (the “Study")
conducted according to the provisions of this Agreement
and protocol AC-055H301/RUBATO, titled: "Prospective,
multi-center, double-blind, randomized, placebo-
controlled, parallel-group study assessing the efficacy and
safety of macitentan in Fontan-palliated adult and
adolescent subjects" and any amendments thereto (the
"Protocol").

B. The Study is of mutual interest and benefit to the parties
and will further the research objectives of the Parties.

working at the Department of Cardiology, 2nd Faculty of
Medicine, Charles University in Prague and Motol
University Hospital, has agreed to act as Investigator for the
Study at the Provider under a separate agreement with
Actelion (the ,Investigator Agreement”).

a chief of cardiopulmonary testing laboratory (CPET) that
will carry the CPET for Subjects from FN Motol under a
separate agreement with Actelion (the ,Study Team
Member Agreement”).

Confidential/DGvérné

SMLOUVA S POSKYTOVATELEM ZDRAVOTNICH SLUZEB
Protokol # AC-055H301/RUBATO

Tato smlouva s Poskytovatelem (ddle oznaCovana jen
jako ,Smlouva“) se uzavird ke dni posledniho podpisu
této Smlouvy a ucinny ode dne zvefejnéni v registru
smluv (ddle oznacovany jen jako ,Den G€innosti“) mezi
spole¢nosti Actelion Pharmaceuticals Ltd., s mistem
podnikani na adrese Gewerbestrasse 16, 4123 Allschwill,
Svycarsko (dale oznafovana jen jako ,Actelion”), a
Fakultni nemocnici v Motole (statni prispévkova
organizace), se sidlem na adrese V Uvalu 84, 150 06,
Praha 5, Praha 5, IC: 00064203, DIC: CZ00064203,
zastoupena feditelem, panem

(ddle  oznacované jako
,Poskytovatel zdravotnich sluzeb” nebo
,Poskytovatel”). Spolecnost Actelion a Poskytovatel
jsou dale samostatné oznacovani jako , Smluvni strana“
nebo spole¢né jako ,, Smluvni strany”.

jen

A. Spolecnost Actelion provadi vramci klinického
hodnoceni (dadle oznacované jen jako ,Klinické
hodnoceni“) klinicky vyzkum pfipravku Macitentan,
(dale oznacovaného jen jako ,Hodnoceny pfipravek”)
provadény v souladu s ustanovenimi této Smlouvy a

protokolu AC-055H301/RUBATO, nazvaného:
,Prospektivni, multicentrickd, dvojité zaslepen3,
randomizovand, placebem kontrolovand studie s

paralelnimi skupinami, k porovnani UGcinnosti a
bezpecnosti macitentanu u dospélych a mladistvych
pacientd po Fontanovské paliativni operaci.”, a
v souladu s jakymikoli jeho dodatky (dale oznacovany jen
jako ,,Protokol”).

B. Klinické hodnoceni je predmétem spole¢ného zajmu
Smluvnich stran a je pro obé prospésné, pficemi
napomaha dosazeni vyzkumnych cild Smluvnich stran.

c. (A (,2\ousejici”)

z Kliniky kardiovaskularni chirurgie 2. LF UK a FN Motol,
souhlasila se svym pulsobenim jako hlavni zkousejici
Klinického hodnoceni v zafizeni Poskytovatele a
ktomuto Gcelu uzaviela separatni smlouvu se
spolecnosti Actelion (,,Smlouva se zkousejicim®).

plsobenim jako vedouci laboratore kardiopulmonalnich
testl (CPET), ve které se budou provadét testy pro
pacienty FN Motol a ktomuto ucelu také uzavrel
separatni smlouvu se spolecnosti Actelion (,,Smlouva se
¢lenem studijniho tymu“).
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E. Provider desires to perform such activities as a clinical
site for the Study, all on terms and conditions set forth
herein.

F. The Parties consent to the publication of the Agreement
by the Provider in order to fulfill the obligations imposed by
applicable and effective legal regulations, in particular by
the Act No. 340/2015 Coll. on Registry of Contracts, as
amended, and by the guidelines and decisions of the
Ministry of Health of the Czech Republic. The Agreement
shall not disclose any personal data of natural persons,
which are not publicly available in public registers,
Confidential Information pursuant to this Agreement, as
well as trade secrets, which the Contractual Parties agreed
on, pursuant to provisions of § 504 of the Civil Code, which
make up details of the study (protocol, including its
Synopsis, study design, number of the study subjects,
duration of the Study, information of the Actelion’s
Insurance, budget), as follows: AC-055H301 For the
purpose of the publication of this Agreement within the
meaning of this paragraph, Actelion shall submit a revised
version of the Agreement in a machine-readable form to
Provider. (ideally in .pdf format).

Provider shall publish the Agreement in the Register of
Contracts and shall inform Actelion about the publication:

Actelion acknowledges that Provider, as a state
contributory organization is required to provide
information on a third party's request under the Act No.
106/1999 Coll., On Free Access to Information, as amended.

The Parties agree as follows:

ARTICLE 1
CONDUCT OF THE STUDY

1.1 Study Standards. Provider shall perform the Study in
accordance with (i) the terms and conditions of this
Agreement; (ii) the Protocol; (iii) Actelion's reasonable
written instructions (iv) generally accepted standards of
good clinical practice; (v) the International Council on
Harmonization of  Technical Requirements of
Pharmaceuticals for Human Use Guideline for Good Clinical
Practice (“ICH-GCP”); and (vi) all national and international
laws in a valid and effective wording, ordinances, rules, and
regulations of any governmental authority ("Regulatory
Authority") and any other authority that apply to the
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E. Poskytovatel zdravotnich sluZeb jako pracovisté, kde
se provadi klinické hodnoceni, si preje realizovat ¢innosti
v ramci Klinického hodnoceni za podminek stanovenych
v této Smlouvé.

F. Smluvni strany souhlasi s tim, aby Poskytovatel spinil
povinnosti stanovené platnymi a d¢innymi pravnimi
predpisy, zejména zakonem ¢&. 340/2015 Sh. o registru
smluv, ve znéni pozdéjsich predpisi a pokyny a
rozhodnuti Ministerstva zdravotnictvi Ceské republiky a
zvetejnil smlouvu. Smlouva nesmi obsahovat Zadné
osobni udaje fyzickych osob, které nejsou vefejné
pfistupné ve verejnych rejstticich, DOvérné informace
podle této Smlouvy a obchodni tajemstvi, ke kterému se
smluvni strany dohodly podle ustanoveni § 504
obclanského zakoniku, které tvori detaily studie
(protokol, vcetné jeho souhrnu, design studie, pocet
subjektl studie, doba trvani studie, informace o
pojisténi spolecnosti Actelion, rozpocet). Kod: AC-
055H301 Pro Ucely zverejnéni této dohody ve smyslu
tohoto odstavce predd Actelion revidovanou verzi
Smlouvy ve strojové Citelné podobé Poskytovateli
(idedlné ve formatu .pdf).

Poskytovatel zverejni Smlouvu v rejstfiku smluv a
informuje Actelion o publikaci

Actelion uznava, Ze Poskytovatel, jako prispévkova
organizace statu, je povinen poskytnout informace o
Zadosti treti strany podle zakona ¢. 106/1999 Sh., O
svobodném pfistupu k informacim, ve znéni pozdéjsich
predpist.

Smluvni strany se dohodly takto:

CLANEK 1
PROVADENI KLINICKEHO HODNOCENI

1.1 Standardy Klinického hodnoceni. Poskytovatel
provadi Klinické hodnoceni v souladu s (i) podminkami
této Smlouvy; (ii) Protokolem; (iii) odlvodnénymi
pisemnymi pokyny spolecnosti Actelion; (iv) vSeobecné
pfijimanymi standardy dobré klinické praxe; (v) smérnici
pro dobrou klinickou praxi International Council on
Harmonization of Technical Requirements of
Pharmaceuticals for Human Use Guideline for Good
Clinical Practice (dale oznacovana jen jako ,ICH-GCP“); a
(vi) veskerymi narodnimi a mezinarodnimi pravnimi
predpisy v platném a dcinném znéni, vyhlaskami,
pravidly a smérnicemi jakéhokoli statniho uradu (dale
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conduct of the Study or the activities contemplated
hereunder ("Applicable Law").

1.2 Protocol. The Protocol given to Provider by Actelion is
incorporated herein by reference. Any amendments to the
Protocol must be agreed to by Actelion and the IRB/IEC in
writing. All such amendments will be automatically
incorporated as part of this Agreement. Except solely to the
extent necessary to protect the safety, rights, or welfare of
Subjects (defined below) due to an emergent medical
condition, Provider shall ensure that Investigator and
employees, contractors and agents involved in the conduct
of the Study under the Investigatro’s supervision (“Study
Personnel”) do not deviate from the Protocol, without prior
written approval from Actelion and the IRB/IEC.
Notwithstanding the foregoing, to the extent a deviation
from the Protocol occurs during the Study, Provider or
Investigator shall promptly report such deviation and the
reason therefor to Actelion and, if required by the IRB/IEC
policies, the IRB/IEC.

1.3 Facilities. The Study will be conducted solely at
Provider's facilities that are found to be adequate by
Actelion.

1.4 Replacement of Investigator. If Investigator cannot
carry out the duties under the Investigator Agreement, or
leaves Provider, or notifies Provider that she is likely to
terminate the employment with the Provider, Provider will
immediately notify Actelion, and Provider and Actelion shall
endeavor to agree upon a successor. If, within fifteen (15)
days, Provider and Actelion are unable to jointly agree upon
a successor for any reason, then Actelion may terminate
this Agreement as set forth in Section 13.2 (Termination by
Actelion).

1.5 Subjects. Prior to screening a Study participant
("Subject") for enrollment into the Study, Provider shall
ensure that Investigator obtains from such Subject or
Subject's legal representative, a signed patient consent
form meeting all requirements under Applicable Law and
previously approved by IRB/IEC and Actelion ("ICF").
Provider shall promptly, but in any event within five (5)
working days after discovery of a Study participant receipt

Confidential/DGvérné

oznacovany jen jako ,Regulaéni organ“) a jakéhokoli
jiného Uradu, které se vztahuji na provadéni Klinického
hodnoceni nebo na c¢innosti zamyslené touto Smlouvou
(dale oznacované jen jako ,Pfislusné pravni predpisy”).

1.2 Protokol. Protokol poskytnuty Poskytovateli ze
strany spole¢nosti Actelion se do této Smlouvy zaclenuje
odkazem. Jakékoli zmény Protokolu musi nejdfive
pisemné odsouhlasit spolecnost Actelion a IRB/IEC.
Vsechny takové zmény se automaticky zaclefuji jako
soucast této Smlouvy. S vyjimkou v rozsahu nezbytném
pro ochranu bezpecnosti, prav nebo prospéchu Subjektd
(jak je tento vyraz definovan nize) v akutni zdravotni
situaci, Poskytovatel zajisti, aby se Zkousejici a pfislusni
zaméstnanci, dodavatelé a zastupci, ktefi jsou zapojeni
do provadéni Klinického hodnoceni pod dohledem
Zkousejiciho (dale oznacovani jen jako ,Pracovnici
podilejici se na klinickém hodnoceni”), bez predchoziho
pisemného souhlasu spoleénosti Actelion a IRB/IEC
neodchylili od Protokolu. Bez ohledu na vyse uvedené
plati, Ze v rozsahu, v némz dojde v priibéhu Klinického
hodnoceni k odchyleni se od Protokolu, Zdravotnické
zafizeni nebo Zkousejici okamZzité toto odchyleni a jeho
dlivod nahlasi spolecnosti Actelion, pfipadné také —
pokud to poZaduji smérnice IRB/IEC — IRB/IEC.

1.3 Zazemi/zatizeni. Klinické hodnoceni se provadi
vyhradné v zazemi/prostorach Poskytovatele, které
spolecnost Actelion vyhodnotila jako odpovidajici.

1.4 Vyména Zkousejiciho. Jestlize Zkousejici jiz nemuze
vykondvat své povinnosti ze Smlouvy se ZkousSejicim,
nebo pokud odejde od Poskytovatele, pfipadné pokud
informuje Poskytovatele o tom, Ze pravdépodobné
ukonéi pracovnépravni pomér s Poskytovatelem, pak
Poskytovatel o této skutecnosti okamzité uvédomi
spole¢nost Actelion. Poskytovatel a spolec¢nost Actelion
se spolec¢né pokusi dohodnout na nastupci Zkousejiciho.
Jestlize se Poskytovateli a spole¢nosti Actelion nepodari
z jakéhokoli dlivodu do patnacti (15) dni dohodnout na
osobé nastupce Zkousejiciho, pak je spolecnost Actelion
opravnéna tuto Smlouvu vypovédét v souladu
s ustanovenimi ¢lanku 13.2 (Vypovéd smlouvy ze strany
spolecnosti Actelion).

1.5 Subjekty. Pfed screeningem kazdého z ucastnikd
Klinického hodnoceni (dale oznacovany jen jako
,Subjekt”) kvili ndboru do Klinického hodnoceni
Poskytovatel zajisti, aby Zkousejici ziskal od kazdého
Subjektu nebo jeho zdkonného zdstupce podepsany
formulaf informovaného souhlasu pacienta, ktery
spliiuje vSechny poZadavky PrisluSnych pravnich
predpistl a byl jiz schvélen IRB/IEC a spole¢nosti Actelion
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of the drug, report to Actelion and the IRB/IEC any failure
to obtain a signed ICF from such Subject.

1.5.1 Estimated number of subjects to be enrolled in the
study at Provider is

1.5.2 Duration of study is estimated to.months from the
first subject enrolled, but not earlier than in May 2019.

1.6 Study Drug.

1.6.1 Supply and Use. Actelion owns or has the necessary
rights to the Study Drug. Actelion or its corporate affiliate
will provide the Study Drug to Provider at no cost. Provider
(i) will verify to Actelion receipt of the Study Drug; (ii) will
store the Study Drug in a safe and securely-locked area per
Protocol requirements; (iii) will use Study Drug only for
Study purposes and according to the Protocol; (iv) will limit
access to the Study Drug only to those Study Personnel who
are under Investigator's direct control; (v) will not dispense
expired Study Drug to Subjects; and (vi) will not transfer the
Study Drug or any portion thereof to any third party without
first obtaining written approval from Actelion.

1.6.2 Actelion shall ensure the supply of Study Drug to the
pharmacy of Provider where a pharmacist will take the
consignment over and check it (to the same extent as other
consignments - i.e. for damage, whether any special
transport requirements were met, if everything is fine, the
pharmacist shall confirm receipt of the consignment),
subsequently the Investigator shall collect the Study Drug
for the site and becomes fully responsible for them.
Actelion is obliged to notify the authorized pharmacist by e-
mail or phone of the time when the consignment is
supposed to be delivered to the pharmacy no later than 3
business days prior to such delivery. Disposal of unused
Study Drug shall be performed by Actelion at its own
expense. Actelion shall ensure delivery of the consignment
to the following address:

Nemocniéni lékdarna FN Motol (MOTOL UH Pharmacy) V
Uvalu 84, 150 06 Praha 5
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(informed consent form, dale oznacovany jen jako
,ICF“). Poskytovatel urychlené, v kazdém pripadé vsak
do péti (5) pracovnich dnl od zjisténi uZiti pfipravku ze
strany ucastnika Klinického hodnoceni, nahlasi
spole¢nosti Actelion a IRB/IEC jakékoli neziskani
podepsaného formulare ICF od takového Subjektu.

1.5.1 Odhadovany pocet Subjektd zafazenych do studie
u Poskytovatele je

1.5.2 Doba trvani studie je odhadovana na.mésicﬂ od
prvniho zafazeného subjektu, nejdfive vsak od kvétna
2019.

1.6 Hodnoceny pripravek.

1.6.1 Doddni a uZivani. Spolecnost Actelion vlastni
Hodnoceny pfipravek nebo ma k nému vSechna
nezbytnd prava. Spolecnost Actelion nebo jeji spfiznéna
spoleCnost  poskytne  bezuplatné  Poskytovateli
Hodnoceny pfipravek. Poskytovatel (i) potvrdi
spolecnosti Actelion prevzeti Hodnoceného pfipravku;
(ii) uchovava Hodnoceny pripravek na bezpeéném a
bezpecné uzamceném misté v souladu s pozadavky
Protokolu; (iii) uzivd Hodnoceny ptipravek vyhradné pro
ucely provadéni Klinického hodnoceni a v souladu s
Protokolem; (iv) omezi pfistup k Hodnocenému
pfipravku pouze na ty Pracovniky podilejici se na
klinickém hodnoceni, ktefi jsou pod pfimou kontrolou
Zkousejiciho; (v) nevydava Subjektim expirovany
Hodnoceny pfipravek; a (vi) bez predchoziho pisemného
souhlasu spolecnosti Actelion nepredavad zadné treti
osobé Hodnoceny pfipravek ani Zzadnou jeho ¢ast.

1.6.2 Actelion zajisti dodavku hodnocenych [écCivych
pfipravkl do lékarny Poskytovatele, kde farmaceut
prevezme zasilku a zkontroluje ji (ve stejné mire jako jiné
zasilky - tj. zda neni poSkozena, zda byly splnény zvlastni
pozadavky na dopravu a pokud je vie v pofrdadku,
farmaceut prijeti zasilky potvrdi), nasledné si Zkousejici
hodnocené lécivé pripravky prevezme do centra a bude
za né plné odpovidat. Nejpozdéji 3 dny pred dorucenim
zasilky do lékarny je Actelion povinen informovat
povéreného farmaceuta e-mailem nebo telefonem o
terminu jejiho doruceni. Likvidaci nepouzitych [ékd
provadi Actelion na vlastni naklady. Actelion zajisti
doruceni zasilky na nasledujici adresu:

Nemocniéni Iékarna FN Motol (Iékarna MOTOL UH) V
Uvalu 84, 150 06 Praha 5
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and shall specify the name of the authorized pharmacist on
the package.

Investigator will collect the Study Drug with the drug
prescription receipt from the hospital pharmacy and will be
fully responsible for the Study Drug after that.

1.6.3 Unused Drug. If the Study is terminated, suspended,
discontinued, or completed, Provider shall return to
Actelion or its designee any unused quantities of the Study
Drug, or upon Actelion’s request, properly dispose of
unused quantities, in each case in accordance with
Actelion’s instructions and together with a written
certification thereof, at Actelion’s reasonable expense.

1.7 Equipment. Actelion or a third party vendor (the “Third
Party Vendor”), as the case may be, owns and shall retain
all right, title and interest in and to any equipment,
materials, or devices supplied to or purchased by Actelion
or the Third Party Vendor for Provider and/or Investigator
to use in the conduct of the Study (the "Equipment"). For
this purpose, a separate Loan Agreement will be concluded.

1.8 Publication of this Agreement. Provider shall only
initiate the conduct of the Study after this Agreement has
been published in the contract register according to the
Applicable Law.

ARTICLE 2
RECORDS AND REPORTS

2.1 Records and Reports. Provider shall generate, maintain,
retain and promptly submit, as requested by Actelion or
required by the Protocol or Applicable Law or Regulatory
Authority, the following data (the "Actelion Data"), which
shall be complete, current, accurate, organized and legible:

2.1.1 Disposition of Study Drug. Records of the disposition
of the Study Drug including dates, quantity, and receipt by
Subjects;

2.1.2 Data. Study lab test results, CRFs, dates of and reasons
for any deviation from the Protocol, all observations or
records pertinent to the Study or required by the Protocol
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a uvede na zasilku jméno povéreného farmaceuta.

Zkousejici si hodnoceny ptipravek vyzvedne v Iékarné
oproti Zadance a po vyzvednuti bude za hodnoceny
pfipravek plné zodpovédny.

1.6.3 NevyuZité [éCivo. Jestlize je ukonceno,
pozastaveno, preruseno nebo dokonéeno provadéni
Klinického hodnoceni, Poskytovatel vrati spolecnosti
Actelion nebo ji jmenovanému zastupci veskery
nevyuzity Hodnoceny pfipravek, pfipadné na Zadost
spole¢nosti Actelion fadné zlikviduje jeho nevyuZitou
Cast, v kaidém pfipadé vSak v souladu s pokyny
spole¢nosti Actelion a spolu s vystavenim pisemného
potvrzeni o tomto vraceni, pficemz toto vSe probiha na

naklady spolecnosti Actelion, které museji byt
pfimérené.

1.7 Vybaveni. Spolecnost Actelion, pripadné jeji
nezavisly dodavatel (dale oznacovany jen jako

»,Nezavisly dodavatel”) vlastni a ponecha si veskera
prava, vlastnicka prava a podily na jakémkoli vybaveni,
materidlu nebo zafizenich, které spolec¢nost Actelion
nebo Nezavisly dodavatel dodal/a nebo zakoupil/a pro
Poskytovatele a/nebo Zkousejiciho pro ucely vyuZiti v
ramci provadéni Klinického hodnoceni (dale oznacované
jen jako ,Vybaveni“). K vybaveni bude uzaviena
samostatna smlouva o vypujcce.

1.8 Zverejnéni této Smlouvy. Poskytovatel zahaji
provadéni Klinického hodnoceni aZz po uverejnéni
Smlouvy o klinickém hodnoceni v registru smluv v
souladu s Ptislusnymi pravnimi predpisy.

CLANEK 2
ZAZNAMY A HLASENI

2.1 Zaznamy a hlaseni. Poskytovatel vytvofi, udrZuje,
uchovava a urychlené predloZi na Zadost spole¢nosti
Actelion nebo na zakladé poZadavku v ramci Protokolu
nebo v Prislusnych pravnich predpisech nebo na vyzvu
Regula¢niho organu tato data (dale oznacovana jen jako
»,Data spolecnosti Actelion®), ktera jsou Uplna, aktualni,
presna, usporadana a Citelna:

2.1.1 Umisténi Hodnoceného pfipravku. Zaznamy o
umisténi Hodnoceného ptipravku, véetné dat, mnozstvi
a prevzeti ze strany Subjekt(;

2.1.2 Data. Vysledky laboratornich zkousek v ramci
Klinického hodnoceni, formulare pfipadovych zprav CRF,
data a davody jakychkoli odchylek od Protokolu, viechna
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or Applicable Law or Actelion's written instructions
including progress notes of Investigator, the Subject's
hospital chart(s), nurses' notes and the like, and records
concerning any adverse event ("AE"), excluding Source
Documents (as defined below).

2.1.3 IRB/IEC Related Matters. IRB/IEC approval of Protocol,
ICF and all Study-related correspondence between
Provider, Investigator and IRB/IEC;

2.1.4 Progress Reports. Provider shall provide Actelion
periodic written progress reports containing such
information as required by Actelion to meet its reporting
obligations to the FDA or other Regulatory Authorities on
the progress of the Study.

2.1.5 Safety Reports. Provider must record and report all
serious AEs in accordance with the Protocol.

2.1.6 Financial Disclosure. Sufficient accurate financial
information to allow Actelion to submit complete and
accurate certification or disclosure statements as required
by Applicable Law, including notification to Actelion if any
relevant changes occur during the course of the Study and
for one (1) year following the completion or discontinuation
of the Study.

2.2 Source Documents. Provider shall maintain and retain
complete and accurate source documents as defined by
ICH-GCP E6 1.52 ("Source Documents").

2.3 Period of Retention. Provider shall retain the records
and reports described in this Article 2 (Records and Reports)
for fifteen (15) years following the Study completion. In any
event, prior to destroying or otherwise disposing of any
such records, Provider shall, with timely notification,
provide Actelion a reasonable opportunity to take
possession of the records at Actelion's own expense.

2.4 Data_Falsification. Provider will promptly report to

Actelion in writing any information it is aware of indicating

that any person has, or may have, engaged in falsification
Confidential/DGvérné

pozorovani nebo zaznamy tykajici se Klinického
hodnoceni nebo poZadované Protokolem nebo
Prislusnymi pravnimi predpisy nebo pisemnymi pokyny
spolecnosti Actelion, véetné poznamek Zkousejiciho o
postupu, nemocnicnich karet Subjektu, pozndmek
zdravotnich sester a podobné, a také zaznamy tykajici se
jakékoli nezadouci pfihody (dale ozna¢ovand jen jako
,NeZzadouci pfihoda“), s vyjimkou Zdrojovych
dokument (jak je tento vyraz definovan nize).

2.1.3 Zélezitosti souvisejici s IRB/IEC. Schvaleni
Protokolu, formuldre ICF a veskeré korespondence mezi
Poskytovatelem, Zkousejicim a IRB/IEC souvisejici s
Klinickym hodnocenim ze strany IRB/IEC;

2.1.4 Zpravy o vyvoji. Poskytovatel poskytne spolecnosti
Actelion pravidelné pisemné zpravy o vyvoji, které
obsahuji takové informace, jez spolecnost Actelion
potfebuje k tomu, aby mohla plnit svoji ohlasovaci
povinnost vici FDA nebo jinym Regula¢nim organiim ve
vztahu k pribéhu Klinického hodnoceni.

2.1.5 Bezpecnostni hlaseni. Poskytovatel —musi
zaznamendvat a hlasit vSechny zdvainé Nepftiznivé
udalosti v souladu s Protokolem.

2.1.6 Uverejnéni informaci o finan¢nich ujednanich.
Dostatecné presné informace o financnich ujednanich,
které umozni spolecnosti Actelion predloZit uplné a
pfesné potvrzeni nebo vyjadfeni poZadované
PfisluSnymi pravnimi predpisy, vcéetné oznameni
spoleénosti Actelion v pfipadé, Ze v prabéhu Klinického
hodnoceni a po dobu jednoho (1) roku po dokonceni
nebo preruseni Klinického hodnoceni nastanou jakékoli
relevantni zmény.

2.2 Zdrojové dokumenty. Poskytovatel udriuje a
uchovava uplné a presné zdrojové dokumenty, jak je
definuje smérnice dobré klinické praxe E6 ICH-GCP 1.52
(ddle oznacované jen jako ,Zdrojové dokumenty”).

2.3 Doba uchovani dokumentace. Poskytovatel
uchovava zaznamy a hlaseni popsané v tomto ¢lanku 2
(zaznamy a hlaseni) po dobu patnacti (15) let od
dokonceni Klinického hodnoceni. V kazdém pripadé je
Poskytovatel povinen pfed zni¢enim nebo jinou likvidaci
jakychkoli takovych zdznam( vcas o této skutecnosti
uvédomit spolec¢nost Actelion a poskytnout ji
pfimérenou prilezitost prevzit na své ndklady tyto
zaznamy do svého drzeni.

2.4 FalSovani dat. Poskytovatel urychlené pisemné

nahlasi spolecnosti Actelion jakékoli informace, které

ziskaji a které ukazuji na to, Ze se jakdkoli osoba zapojila
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of data (i.e. creating, altering, recording or omitting data in
such a way that the data do not represent what actually
occurred) in reporting Actelion Data or in the course of
performing, recording, supervising, or reviewing the Study.

2.5 Survival. This Article 2 (Records and Reports) shall
survive termination or expiration of this Agreement.

ARTICLE 3
ACCESS, AUDITS, MONITORING, INSPECTIONS

3.1 Access to Records. During the term of this Agreement
and for the period of record retention set forth in Section
2.3 (Period of Retention), Provider shall make available to
Actelion all Actelion Data.

3.2 Audits and Monitoring by Actelion. Actelion and its
directors, officers, employees, agents, and financial, legal,
and other advisors or consultants (“Representatives”) may
audit Provider's and Investigator's performance of the
Study and use of Actelion's funds from time to time in the
facility(ies) where the Study is conducted. Actelion or its
Representatives will conduct such audits at mutually
acceptable times during normal business hours (except in
safety-related emergencies). Provider shall reasonably
cooperate with auditors and make all Study records and
reports available to Actelion and to resolve any questions
Actelion may have, subject to applicable confidentiality and
privacy restrictions. Audit and monitoring activities will be
announced 2 days in advance to the Provider and will not
affect Provider’s daily operations.

3.3 Regulatory Inspections and Audits. Provider will
promptly notify Actelion if any Regulatory Authority begins
to conduct, or gives notice of its intent to conduct, an
inspection pertaining to the Study or that could affect the
Study. During such inspection, Provider shall cooperate
with Regulatory Authorities. To the extent allowed by
Applicable Law, Provider shall provide Actelion with copies
of all pertinent information and documentation issued by
any Regulatory Authority and any proposed response, and
Actelion and/or its Representatives shall have the right to
review and approve any responses that pertain to the

Confidential/DGvérné

nebo mozind zapojila do falSovani dat (tj. vytvareni,
pozménovani, zaznamendavani nebo vynechavani dat
takovym zplsobem, Ze data nevyjadfuji to, co se
opravdu stalo) pfi vykazovani Dat spolecnosti Actelion
nebo v prdbéhu provadéni, zaznamenavani, dohledu
nebo vyhodnocovani Klinického hodnoceni.

2.5 Pretrvani _ platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 2 (Zaznamy a hlaseni)
zUstavaji v platnosti i po ukoncéeni platnosti nebo
vyprseni této Smlouvy.

CLANEK 3
PRISTUP, AUDITY, MONITOROVANI, KONTROLY

3.1 Pfistup k zdznamUm. Po dobu trvani této Smlouvy a
po dobu uchovani zaznami stanovenou v ustanovenich
¢lanku 2.3 (Doba uchovani dokumentace) poskytne
Poskytovatel spolecnosti Actelion vsechna Data
spolecnosti Actelion.

3.2 Audity a monitorovdni ze strany spole¢nosti Actelion.
Spolecnost Actelion a clenové jejiho predstavenstva,
funkcionafi, zaméstnanci, zmocnénci a financni, pravni a
jini poradci nebo konzultanti (dadle oznacovani jen jako
»Zastupci“) mohou provést audit provadéni Klinického
hodnoceni u Poskytovatele a Zkousejiciho a pribéziné
vyuzit financni prostfedky spolecnosti Actelion v
zafizeni(ch), kde se Klinické hodnoceni provadi.
Spolecnost Actelion nebo jeji Zastupci provadéji takové
audity ve spole¢né dohodnutych terminech v pribéhu
béiné pracovni doby (s vyjimkou bezpecénostné
rizikovych situaci). Poskytovatel pfimérené spolupracuje
s auditory a poskytuje zaznamy a hlaseni z Klinického
hodnoceni spole¢nosti Actelion a zodpovida dotazy,
které spolecnost Actelion pfipadné m3d, ovSsem pfi
zachovani dlvérnosti a dodrZeni omezeni v oblasti
ochrany osobnich Udajl. Audit a monitorovani bude vcas
— alespon 2 dny pfedem — Poskytovateli ozndmen a
nenarusi bézny chod Poskytovatele.

3.3 Regulacni prohlidky a audity. Poskytovatel urychlené
uvédomi spolecnost Actelion, jestlize jakykoli Regulaéni
organ zacne provadét kontrolu nebo ohlasi svij zamér
provést kontrolu souvisejici s Klinickym hodnocenim,
pfipadné kontrolu, kterd by mohla mit vliv na Klinické
hodnoceni. V pribéhu takové kontroly Poskytovatel
spolupracuje s Regulacnimi organy. V rozsahu
povoleném PfisluSnymi prdavnimi predpisy poskytne
Poskytovatel spole¢nosti Actelion kopie vSech
pfislusnych informaci a dokumentace vydané jakymkoli
Regulacnim organem a jakykoli navrh odpovédi, pficemz
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Study. In any event, no such response shall contain any false
or misleading information with respect to the Study or
Actelion.

3.4 Regulatory Assistance. Upon Actelion's reasonable
request and at Actelion's expense, Provider shall: (i) provide
assistance to support Actelion's preparation and
submission of new drug applications and any other pre-
market or marketing applications relating to the Study or
Study Drug, and any amendments or supplements thereto;
(ii) attend meetings with Regulatory Authorities regarding
such applications and the associated approvals; (iii) provide
documentary and other evidence of the proper conduct of
the Study in accordance with Applicable Laws as may be
required in connection with such applications; and (iv)
provide other assistance that Actelion reasonably requests
with respect to regulatory matters relating to the Study or
Study Drug.

3.5 Survival. This Article 3 (Audits and Inspections) shall
survive 15 years after termination or expiration of this
Agreement.

ARTICLE 4
COMPENSATION AND PAYMENT

4.1 Payments. Provider shall be compensated for services
performed pursuant to the requirements of the Protocol
and this Agreement in accordance with the payment
schedule and budget attached hereto as Exhibit A: Budget.
CardioPulmonary Exercise Testing (“CPET”) will ONLY be
paid to the investigational sites designated by Actelion as
CPET Lab. Payments to Provider shall be made to the bank
account specified in Exhibit B: Bank Transfer Details,
deducting (i) any taxes, surcharges or other governmental
charges or levies that Actelion is required by Applicable Law
to deduct or withhold, and (ii) any monies that are the
subject of a bona fide dispute between Provider and
Actelion. Actelion shall determine in its sole discretion the
amount of any compensation for cases considered by
Actelion to be unacceptable for analysis because of
Protocol violations or for cases that were discontinued
prematurely due to noncompliance of Investigator or
Provider personnel.

Confidential/DGvérné

spoleénost Actelion a/nebo jeji Zastupci maji pravo
prezkoumat a schvalit jakékoli odpovédi, které se tykaji
Klinického hodnoceni. V kazdém pfipadé nesmi zadna
takovd odpovéd obsahovat Zadné nepravdivé nebo
zavadéjici informace tykajici se Klinického hodnoceni
nebo spolecnosti Actelion.

3.4 Pomoc pri pInéni regulacnich poZadavkl. Na zakladé
odlvodnéné Zadosti spole¢nosti Actelion a na jeji
naklady Poskytovatel: (i) poskytne spolecnosti Actelion
pomoc a podporu pfi pfipravé a predkladani prihlasek
novych léciv a jakychkoli jinych Zadosti pred uvedenim
na trh a v pribéhu prodeje na trhu ve vztahu ke
Klinickému hodnoceni nebo k Hodnocenému pfipravku,
a jakychkoli zmén nebo doplnéni takovych pfihlasek a
Zadosti; (ii) ucastni se jednani s Regulacnimi organy
tykajicich se takovych pfihlasek a souvisejicich povoleni;
(iii) poskytne dokladové a jiné dikazy o radném
provadéni Klinického hodnoceni v souladu s Prislusnymi
pravnimi predpisy, jak se pfipadné pozaduji v souvislosti
s takovymi prihlaskami a Zadostmi; a (iv) poskytne
jakoukoli jinou pomoc, kterou spolecnost Actelion
odlvodnéné poZaduje ve vztahu k regulacnim
zalezitostem souvisejicim s Klinickym hodnocenim nebo
s Hodnocenym pfipravkem.

3.5 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 3 (Audity a kontroly) zlstavaji
v platnosti 15 let po zaniku této Smlouvy.

CLANEK 4
NAHRADY A PLATBY

4.1 Platby. Poskytovatel obdrii nahradu za sluzby
poskytované v souladu s pozadavky Protokolu a této
Smlouvy v souladu s harmonogramem plateb a
rozpoctem, které tvofi Prilohu A: Rozpocet k této
Smlouvé. Testovani kardiopulmonarniho vykonu
(,CPET“) bude hrazeno POUZE mistim provadéni
klinického hodnoceni, kterd wuréi Actelion jako
Laboratore CPET. Platby Poskytovateli se provadi na
bankovni Ucet uvedeny v Pfiloze B: Podrobné informace
k bankovnim pfevodim, a to po odecteni (i) jakychkoli
dani, ptirdzek nebo jinych statnich poplatkd nebo dani,
které je spolec¢nost Actelion povinna srazit nebo odecist
podle Pfislusnych pravnich predpisl, a (ii) jakychkoli
penéznich ¢astek, o kterych probiha spor v dobré vire
mezi Poskytovatelem a spolecnosti Actelion. Spolecnost
Actelion podle svého vlastniho uvdieni rozhodne o vysi
jakékoli nahrady za pfipady, které spolecnost Actelion
povaZuje za nepfijatelné pro analyzu, z dlvodu poruseni
Protokolu, nebo za ptipady, jez byly pfedcasné ukonceny

Page/Strana 8 of/z 43

AC-055H301 (RUBATO)_Czech Republic_1201_Bipartite Provider Agreement_29-May-2019/
AC-055H301 (RUBATO) Ceska republika_1201_Dvoustranna smlouva s Poskytovatelem_29. kvétna 2019



4.2 VAT or Other Similar Taxes. All amounts paid to Provider
by Actelion are expressed to be exclusive of any value
added taxes or other similar taxes or levies that might be
imposed by a governmental authority on amounts paid by
Actelion pursuant hereto.

4.2.1 VAT will be charged according to applicable legal
regulations as of the day the invoice is issued by Provider.
The payment will be made based on the invoice of the
Healthcare Provider, which shall be prepared according to
the calculation of completed visits made by the Actelion
and validated by the Investigator. Payments will be
executed as needed but no later than by 30 November of
the current year.

4.3 Invoices. If VAT or similar taxes is not applicable,
Provider is not required to send invoices to Actelion and
payment will be made quarterly. If VAT or similar taxes
apply, Provider shall send an original invoice for the amount
due as specified by Actelion beforehand. Such payment will
be made by Actelion within thirty (30) days upon receipt of
the corresponding invoice.

4.4 Pass-Through Costs. Incurred Study-related pass-
through costs (e.g. IRB/IEC costs, re-assessment of CPET
and Pre-Screening activities) shall be promptly passed on to
Actelion along with specific payment details. Payment will
be made by Actelion within thirty (30) days upon receipt of
the corresponding invoice.

4.5 Fair Market Value. The amount of compensation to
Provider represents the fair market value for the services
that Provider and/or Investigator has agreed to perform.

4.6 Payment Disputes. Payment will be made upon correct
completion of all CRF pages and satisfactory resolution of
any possible queries. In case of serious non-compliance
with the Protocol and/or Applicable Law by Provider,
Actelion has the right to withhold part or all payments.
Unless expressly directed otherwise by Actelion in writing,
Provider shall not withhold Actelion Data or otherwise
suspend performance of the Study during the resolution of
any dispute with respect to any amount payable hereunder,
provided that: (i) Actelion continues to make timely
payments on all undisputed amounts and (ii) such dispute

Confidential/DGvérné

z davodu nedodrZeni predpisli ze strany pracovnik(
Zkousejiciho nebo Poskytovatele.

4.2 DPH a jiné podobné dané. Vsechny castky hrazené
Poskytovateli ze strany spolecnosti Actelion se uvadéji
jako castky bez dané z pfidané hodnoty a jakychkoli
jinych dani, které jsou pfipadné stanoveny statnim
organem k c¢astkam hrazenym spolecnosti Actelion na
zakladé této Smlouvy.

4.2.1 DPH bude uUc¢tovano v souladu s platnymi pravnimi
predpisy k datu vystaveni faktury Poskytovatelem.
Platba bude provedena na zékladé faktury poskytovatele
zdravotni péce, ktera bude pfipravena podle vypoctu
dokonéenych navstév provedenych Actelionem a
ovérenym Zkousejicim. Platby budou provedeny podle
potfeby, nejpozdéji vsak do 30. listopadu béZného roku.

4.3 Faktury. Pokud se nevztahuje DPH ani podobné danég,
neni Poskytovatel povinen zasilat spolecnosti Actelion
faktury, a platby se provadéji ctvrtletné. Pokud se
vztahuje DPH nebo jiné podobné dané, zasila
Poskytovatel spolecnosti Actelion original faktury na
splatnou ¢astku uvedenou predem. Spolecnost Actelion
hradi faktury do tficeti (30) dnl po obdrzeni odpovidajici
faktury.

4.4 PrUbéZiné naklady. Vzniklé prabéiné naklady
souvisejici s Klinickym hodnocenim (napfiklad naklady na
IRB/IEC, opakované hodnoceni CPET a na predbéiné
screeningové  Cinnosti) se urychlené predavaji
spole¢nosti Actelion spolu s konkrétnimi podrobnymi
informacemi k platbé. Platbu provadi spolecnost
Actelion do tficeti (30) dnd po obdrZeni pfislusné
faktury.

4.5 Skutecna trZni hodnota. VySe nahrady Poskytovateli
predstavuje redlnou trini hodnotu sluzeb, kterou se
Poskytovatel a/nebo Zkousejici zavazal/i poskytovat.

4.6 Spory ohledné plateb. Platba se provadi na zakladé
spravného vyplnéni vsech stran formulafe CRF a
uspokojivého  zodpovézeni jakychkoli pfipadnych
dotazll. V pfipadé zavainého nedodrZeni Protokolu
a/nebo Pfislusnych pravnich predpisi ze strany
Poskytovatele ma spolecnost Actelion pravo zadriet
vSechny platby nebo ¢ast z nich. Pokud spolecnost
Actelion vyslovné pisemné nevyda jiny pokyn,
nezadrZuje Poskytovatel Data spolecnosti Actelion ani
jinak nepozastavi provadéni Klinického hodnoceni na
dobu feseni jakéhokoli sporu tykajiciho se jakékoli ¢astky
splatné na zakladé této Smlouvy, ovsem za pfedpokladu,
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is made in good faith. The Parties shall use best reasonable
efforts to resolve any disputed amount payable hereunder.

4.7 Third Party Payments; Reporting. Provider will not seek
or accept from Subjects or third-party payers compensation
for any Study Drug, procedure, test, treatment, or other
material or service provided or paid for by Actelion.

4.8 Transparency Tracking and Reporting. The Parties agree
to cooperate with each other in their respective efforts to
comply with all Applicable Laws requiring financial
transparency.

4.9 Electronic Data Capturing. Provider agrees to use
Electronic Data Capturing system (“EDC”) in accordance to
any written specification and instructions provided by
Actelion. Provider herewith confirm to have any and all
infrastructure necessary for the use of EDC. Provider shall
ensure that such infrastructure is available throughout the
duration of Study (i.e., until acceptance of the final Study
report by Actelion). Provider shall further ensure to have
appropriate procedures and measures in place to control
access to the physical and electronic resources used in
connection with the EDC.

4.10 Survival. This Article 4 (Compensation and Payment)
shall survive 5 years after termination or expiration of this
Agreement.

4.11 Total estimated amount of the remuneration 565.000
CZK.

ARTICLE 5
CONFIDENTIALITY

5.1 Definition. "Confidential Information" means all
information received from or on behalf of Actelion or its
corporate affiliates or Representatives or generated in
connection with the Study including but not limited to the
budget, Protocol, Investigator's Brochure, Actelion Data,
Inventions (as defined below), and the terms and existence
of this Agreement but excluding any information that: (i)
was known to Provider prior to receiving that information
either directly or indirectly from Actelion or its corporate
affiliates or Representatives, as can be demonstrated by
competent documentary evidence (provided that this

Confidential/DGvérné

Ze: (i) spolecnost Actelion i nadale provadi vcasné uhrady
vSech nespornych castek a (ii) takovy spor je veden v
dobré vife. Smluvni strany vyvinou maximalni Usili o
vyreseni jakékoli sporné castky splatné na zakladé této
Smlouvy.

4.7 Platby tfetim strandm; hldSeni. Poskytovatel
nepozaduje ani neprijme od Subjektl ani jinych tretich
osob nahradu za jakykoli Hodnoceny pripravek ani za
procedury, testovani, 1é¢bu ani jiny material ¢i sluzby
poskytované ¢i hrazené spolecnosti Actelion.

4.8 Sledovani transparentnosti a hlasSeni. Smluvni strany
souhlasi s tim, Ze budou vzajemné spolupracovat v usili
o dodrZovani vSech Pfislusnych pravnich predpis
vyzadujicich finan¢ni transparentnost.

4.9 Elektronické zaznamenavani dat. Poskytovatel
souhlasi s tim, Ze bude vyuZivat systém Elektronického
zaznamenavani dat (Electronic Data Capturing, dale
oznacovany jen jako ,EDC“), a to v souladu s jakoukoli
pisemnou specifikaci a pokyny spolecnosti Actelion.
Poskytovatel timto potvrzuje, Ze ma veskerou
infrastrukturu  potfebnou pro vyuzivani EDC.
Poskytovatel zajisti, aby byla tato infrastruktura k
dispozici po celou dobu provadéni Klinického hodnoceni
(tj. az do doby pfijeti zavérecné zpravy o Klinickém
hodnoceni ze strany spolecnosti Actelion). Poskytovatel
dale zajisti zavedeni odpovidajicich postupll a opatreni
ke kontrole pristupu k fyzickym a elektronickym zdrojim
pouzivanym v souvislosti s EDC.

4.10 Pretrvani platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 4 (Nahrady a platby) zlstavaji
v platnosti i 5 let po zdniku této Smlouvy.

4.11 Predpoklada se celkova vySe odmény maximalné v
¢astce 565.000 CZK.

CLANEK 5
ZACHOVANI DUVERNOSTI

5.1 Definice. Vyraz ,Duvérné informace” znamena
veskeré informace pfrijaté od spolecnosti Actelion nebo
jejich korporatnich spfiznénych osob nebo Zastupct ¢i v
jejich  zastoupeni, nebo informace vytvorené v
souvislosti s Klinickym hodnocenim, zejména vcetné ve
vztahu k rozpoctu, Protokolu, Manudlu Zkousejiciho,
Datlim spolecnosti Actelion, Objevim (jak je tento vyraz
definovan nize), a dale informace o podminkach a
existenci této Smlouvy, ovsem s vyjimkou jakychkoli
informaci, které: (i) byly Poskytovateli znamy jiz pred
jejich obdrzenim pfimo ¢i nepfimo od spolecnosti
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exception shall not apply to Actelion Data or Inventions); (ii)
is generally known to the public through no act or omission
on the part of Provider in breach of this Agreement; (iii) was
developed independently, without reliance on Confidential
Information, by Provider, as evidenced by written
documentation contemporaneous with the development;
(iv) is disclosed to Provider without restriction at any time
by a third party who had a legal right to disclose it; or (v)
Source Documents.

5.2 Ownership of Confidential Information. Provider agrees
that Actelion holds a proprietary interest in the Confidential
Information and that the Confidential Information shall
remain, as between the Parties, the sole and exclusive
property of Actelion.

5.3 Permitted Disclosures and Use Restrictions.

5.3.1 Provider shall not use or disclose to any third parties
any Confidential Information, except as necessary to fulfill
their obligations or exercise their rights under this
Agreement. Confidential Information may be disclosed to
the extent reasonably necessary if it: (i) is required to be
disclosed in accordance with Applicable Law or by
Regulatory Authorities, provided that Provider will, to the
extent legally permissible, give reasonable advance notice
to Actelion of such disclosure and shall cooperate with
Actelion to secure confidential treatment of such
information; (ii) is required from a Subject by a third-party
payer, to the extent necessary to determine coverage; (iii)
is required to verbally answer Subject's reasonable
questions during the informed consent process; (iv) is
required by Provider, Investigator or third-party physician
for medical treatment or counseling of Subjects exposed to
the Study Drug; (v) is required to be disclosed to protect the
public's health; (vi) is reasonably required for publication
purposes in accordance with Article 6 (Publication) of this
Agreement, (vii) is required by Provider or Investigator to
defend itself in subject injury litigation, subject to twenty
(20) days prior written notification to Actelion and right to
Actelion to seek a protective order from a court of
competent jurisdiction.

Confidential/DGvérné

Actelion nebo jejich korporatnich spfiznénych osob nebo
Zastupcul, coz je moziné dolozZit pfislusSnymi doklady
(ovsem za predpokladu, Ze tato vyjimka se nevztahuje na
Data spolecnosti Actelion ani na Objevy); (ii) jsou
vSeobecné verejné zndmé bez jakéhokoli jednani nebo
opomenuti jednat na strané Poskytovatele pfi poruseni
této Smlouvy; (iii) byly vytvoreny nezavisle, bez
spoléhani se na DUvérné informace, Poskytovatelem,
coz je mozné dolozit pisemnou dokumentaci ¢asové
odpovidajici dobé vytvoreni téchto informaci; (iv) byly
Poskytovateli kdykoli odhaleny bez omezeni treti
stranou, ktera méla zdkonné pravo tyto informace
poskytnout; nebo (v) pfedstavuji Zdrojové dokumenty.

5.2 Vlastnictvi Duavérnych informaci. Poskytovatel
souhlasi s tim, Ze spolecnost Actelion je drZitelem
vlastnického prava na Dlvérné informace a Ze Davérné
informace zlstanou, pokud jde o vztah Smluvnimi
stranami, vyhradnim vlastnictvim spolecnosti Actelion.

5.3 Povolend uverejnéni informaci a omezeni jejich
Vyuziti.

5.3.1 Poskytovatel nevyuZije ani neodhali Zadnym tretim
osobam zadné Davérné informace, s vyjimkou nutného
poskytnuti k naplnéni jejich povinnosti nebo uplatnéni
jejich prav z této Smlouvy. Dlvérné informace mohou
byt odhaleny v pfiméreném rozsahu, jestlize: (i) se jejich
poskytnuti poZaduje v souladu s PfisluSnymi pravnimi
predpisy nebo je pozaduji Regula¢ni organy, oviem s tim,
Ze Poskytovatel v rozsahu ptipustném zdkonem
pfiméfené predem o takovém poskytnuti informaci
informuje spole¢nost Actelion a bude s ni spolupracovat
na zajisténi dlvérného zachdzeni s takovymi
informacemi; (ii) poskytnuti informaci poZaduje od
Subjektu nezavisly platce, a to v rozsahu nezbytném pro
zjisténi kryti; (iii) je potrebné ke slovnimu zodpovézeni
odlvodnénych dotazi Subjektu v pribéhu procesu
zajistovani informovaného souhlasu; (iv) je poZaduje
Poskytovatel, Zkousejici nebo nezavisly lékaf pro ucely
zdravotni |écby nebo poradenstvi pro Subjekty
vystavené Hodnocenému pripravku; (v) se odhaleni
pozaduje kvlli ochrané vefejného zdravi; (vi) se
odlvodnéné pozaduje pro ucely publikovani v souladu s
ustanovenimi ¢lanku 6 (Publikace) této Smlouvy; (vii)
poskytnuti informaci poZaduje Poskytovatel nebo
Zkousejici kvali vlastni obhajobé v soudnim fizeni
tykajicim se Ujmy na zdravi subjektu, a to s podminkou
oznameni dvacet (20) dni pred pisemnym oznamenim
spolecnosti Actelion a s tim, Ze spole¢nost Actelion ma
pravo Zadat na soudu pfislusné jurisdikce o vydani
pfikazu k ochrané.

Page/Strana 11 of/z 43

AC-055H301 (RUBATO)_Czech Republic_1201_Bipartite Provider Agreement_29-May-2019/
AC-055H301 (RUBATO) Ceska republika_1201_Dvoustranna smlouva s Poskytovatelem_29. kvétna 2019



5.3.2 Provider shall limit the disclosure of Confidential
Information to those members of the Study Personnel who
need to know the Confidential Information for the conduct
of the Study and are bound by written obligations of non-
disclosure and non-use no less stringent than those
contained in this Agreement. Provider shall take all
reasonable precautions to prevent the disclosure or
unauthorized use by any of its employees or agents of the
Confidential Information and shall promptly report to
Actelion any actual or suspected violation of this Article 5
(Confidentiality) and will take all reasonable further steps
requested by Actelion to prevent, control or remedy any
such violation.

5.4. Return or Destruction of Confidential Information.

5.3.2 Poskytovatel omezi odhaleni Dlvérnych informaci
na ty Pracovniky podilejici se na klinickém hodnoceni,
ktefi potrebuji tyto Dlvérné informace znat pro ucely
provadeéni Klinického hodnoceni a jsou vazani pisemnymi
zavazky neodhalovani a nevyuZivani Davérnych
informaci, které by byly méné striktni nez omezeni dand
touto Smlouvou. Poskytovatel pfijme vSechna
pfimérend opatfeni k tomu, aby zabrdnilo odhaleni nebo
nepovolenému uZiti DGvérnych informaci kterymkoli ze
svych zaméstnancl nebo zastupc(, a urychlené uvédomi
spole¢nost Actelion o jakémkoli skute¢ném poruseni
ustanoveni tohoto ¢lanku 5 (Zachovani divérnosti) nebo
o jakémkoli podezieni na takové poruseni, pficemz ucini
vSechny ptrimérené dalsi kroky poZzadované spolecnosti
Actelion k tomu, aby zabranilo jakémukoli takovému
poruseni, dostalo jej pod kontrolu nebo jej napravilo.

5.4 Vraceni nebo zni¢eni DOvérnych informaci. Do tficeti

Within thirty (30) days following expiration or termination
of this Agreement for any reason, Provider will return to
Actelion or destroy (with written certification of destruction
to Actelion) all media with Confidential Information in its or
its Study Personnel's possession, custody or control.
Provider may retain one (1) securely archived copy of
Confidential Information for its records in a secure location
for the sole purpose of determining the scope of its
obligations under this Agreement.

5.5 Survival. This Article 5 (Confidentiality) shall survive 15
years after termination or expiration of this Agreement.

ARTICLE 6
PUBLICATION

6.1 Publication. The Parties acknowledge that the Study is
part of a multi-center research study and the first
publication of the results of the Study will be made by
Actelion with the investigators involved in the Study as
outlined in the Protocol. If, within eighteen (18) months of
submission of final Study report (i) no joint publication is
submitted for publication; (ii) Actelion informs Provider
that no joint publication will be produced; (iii) Actelion gives
written permission; or (iv) a joint publication is issued,
Provider and/or Investigator may individually publish data
generated by it in connection with the Study. Any such
proposed publication or presentation, paper, abstract, or
other materials to be presented must be reviewed by
Actelion prior to submission or disclosure to any third party
and a period of sixty (60) days shall be provided for Actelion

Confidential/DGvérné

(30) dnli od zaniku této Smlouvy z jakéhokoli divodu
vrati Poskytovatel spole¢nosti Actelion vSechny nosice
Davérnych informaci, které ma v drZeni, v Uschové nebo
pod kontrolou Poskytovatele nebo jeho Pracovnici
podilejici se na klinickém hodnoceni, pfipadné tyto
Davérné informace zni¢i (s predanim pisemného
potvrzeni o jejich zniceni spolecnosti Actelion).
Poskytovatel si mUZe ponechat jednu (1) bezpecné
archivovanou kopii Davérnych informaci do svych
zaznamu, a to na bezpeéném misté a vyhradné pro ucel
uréeni rozsahu svych zavazk( z této Smlouvy.

5.5 Pretrvani__ platnosti _nékterych ustanoveni.
Ustanoveni tohoto c¢lanku 5 (Zachovani dlvérnosti)
zUstavaji v platnosti i 15 let po zaniku této Smlouvy.

CLANEK 6
PUBLIKACE

6.1 Publikace. Smluvni strany berou na védomi, Ze
Klinické hodnoceni je soucdsti multicentrického
vyzkumného klinického hodnoceni a Ze prvni uverejnéni
vysledk(l Klinického hodnoceni provede spole¢nost
Actelion spolu se Zkousejicimi zapojenymi do Klinického
hodnoceni tak, jak je stanoveno v Protokolu. Jestlize do
osmnacti (18) mésicl od predloZeni zavérecné zpravy z
Klinického hodnoceni (i) nedojde k Zadnému
spolecnému predlozeni vystupl k uverejnéni; (ii)
spolecnost Actelion informuje Poskytovatele, Ze nebude
predlozena 7adnd spolecna publikace wvystupl; (iii)
spolec¢nost Actelion poskytne pisemny souhlas; nebo (iv)
je vydana spolec¢na publikace vystupu, pak Poskytovatel
a/nebo Zkousejici mohou samostatné uverejnit data jimi
vytvorena v souvislosti s Klinickym hodnocenim. Jakékoli
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to complete its review. Upon Actelion's request, any
Confidential Information shall be removed by Provider and,
if patentable inventions are identified, any such publication
or presentation shall be delayed up to ninety (90) more
days to allow for the filing of appropriate patent
applications. Provider agrees that if either publishes the
results of the Study, Actelion is hereby granted an
irrevocable, royalty-free license to make and distribute
copies of such publication under any copyright privileges
that Provider may have. Actelion shall also have the right to
publish independently the results of the Study.

6.2 Guidelines. Unless otherwise required by the journal,
authorship will comply with the requirements of the
International Committee of Medical Journal Editors
("ICMJE"). In any publication or presentation based in
whole or in part on data generated from the Study, Provider
will include a statement that creation of the data was
supported in part by Actelion, in accordance with ICMJE
guidelines.

6.3 Survival. This Article 6 (Publication) shall survive
termination or expiration of this Agreement.

ARTICLE 7
INTELLECTUAL PROPERTY

7.1 Definition. "Invention" means any and all discoveries,
inventions and other subject matter (whether patentable or
not) conceived, reduced to practice, or otherwise
discovered by Investigator, Study Personnel or an
employee, contractor or agent of Provider or Investigator,
alone or jointly with others, in connection with performing
the Study and/or from use of the Study Drug or the
Confidential Information, in each case together with all
intellectual property rights in any of the foregoing.

Confidential/DGvérné

takové navrhované uverejnéni nebo prezentace, ¢lanek,
dokument nebo jiné materidly, které maji byt
uverejnény, podléhaji prezkoumani ze strany
spolec¢nosti Actelion jesté pred jejich predanim nebo
poskytnutim jakékoli tfeti osobé, pficemz na provedeni
tohoto prezkoumani ma spolec¢nost Actelion Ihitu
Sedesati (60) dnd. Na Zadost spolecnosti Actelion
odstrani Poskytovatel jakékoli DGvérné informace v nich
obsazené, a pokud jsou zjistény jakékoli patentovatelné
objevy, bude takovd publikace nebo prezentace
odloZena az o dalSich devadesat (90) dn(, aby bylo
mozné podat pfislusné patentové  prihlasky.
Poskytovatel souhlasi s tim, Ze pokud uvertejni vysledky
Klinického hodnoceni, ma spole¢nost Actelion timto
udélené pravo na neodvolatelnou bezplatnou licenci k
vytvoreni a Sifeni kopii takové publikace, a to s jakymikoli
vysadami autorskych prav, které pripadné nalezeji
Poskytovateli. Spole¢nost Actelion ma také pravo
nezavisle publikovat vysledky Klinického hodnoceni.

6.2 Smérnice. Pokud konkrétni list nevyzaduje néco
jiného, musi  autorstvi  splfiovat pozadavky
Mezindrodniho vyboru séfredaktort Iékarskych ¢asopist
(International Committee of Medical Journal Editors,
dale oznacovany jen jako ,ICMIJE“). Do jakékoli publikace
nebo prezentace zaloZené zcela Ci ¢astecné na datech
vytvofenych v ramci Klinického hodnoceni zahrne
Poskytovatel prohldseni o tom, Ze wvytvorfeni dat
podpofila spole¢nost Actelion, a to v souladu s pokyny
ICMJE.

6.3 Pretrvani__ platnosti _nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 6 (Publikace) zlstavaji v
platnosti i po ukonceni platnosti nebo vyprseni této
Smlouvy.

CLANEK 7
DUSEVNI VLASTNICTVi

7.1 Definice. Vyraz , Objev” znamend veskeré objevy,
vynalezy a jiné predméty (at jiz patentovatelné, ¢i nikoli)
formulované, uvedené do praxe nebo jinak objevené
Zkousejicim, Pracovniky podilejicimi se na klinickém
hodnoceni nebo zaméstnancem, dodavatelem nebo
zastupcem Poskytovatele nebo Zkousejiciho, at jiz
samostatné nebo spole¢né s jinymi osobami, v
souvislosti s provadénim Klinického hodnoceni a/nebo v
dlisledku uzivani Hodnoceného pfipravku nebo
Davérnych informaci, v kazdém pripadé spolu s
veskerymi pravy z duSevniho vlastnictvi vztahujicimi se
na cokoli z vySe uvedeného.

Page/Strana 13 of/z 43

AC-055H301 (RUBATO)_Czech Republic_1201_Bipartite Provider Agreement_29-May-2019/
AC-055H301 (RUBATO) Ceska republika_1201_Dvoustranna smlouva s Poskytovatelem_29. kvétna 2019



7.2 Ownership. Provider agrees that Actelion Data and
Inventions shall be the sole and exclusive property of
Actelion. Provider shall assign and hereby assigns to
Actelion all right, title and interest in and to the Actelion
Data and Inventions. Provider shall ensure that Study
Personnel members, other employees or agents are
contractually obligated to hereby assign and transfer to
Provider all right, title and interest to the Actelion Data and
Inventions. Provider shall promptly disclose to Actelion the
Actelion Data and Inventions and further agree to execute
or have executed any and all papers and documents which
are necessary or convenient to perfect the foregoing
assignment and fully implement Actelion's proprietary
rights in and to the Actelion Data and Inventions and to fully
cooperate in the prosecution, enforcement and defense of
such proprietary rights. For clarity, Provider shall own all
Source Documents.

7.3 To the extent that the Applicable Law does not allow for
a transfer of any of the Actelion Data and Inventions,
Provider hereby grants Actelion an exclusive, perpetual,
irrevocable, worldwide and royalty free license, with the
right to sublicense to any third party, to use such Actelion
Data and Inventions for any purposes.

7.4 Survival. This Article 7 (Intellectual Property) shall
survive termination or expiration of this Agreement.

ARTICLE 8
REPRESENTATIONS AND WARRANTIES

8.1 General Representations and Warranties.

8.1.1 Each Party represents and warrants that; (i) it has the
legal authority to enter into this Agreement; (ii) the
execution and delivery of this Agreement and the
performance of its obligations hereunder do not conflict
with, or constitute a default under, other contractual
arrangements to which it is a party or by which it may be
bound and; (iii) it will comply with Applicable Law.

8.1.2 Provider represents, warrant and covenant to
Actelion that: (i) Investigator and each other member of the
Confidential/DGvérné

7.2 Vlastnictvi. Poskytovatel souhlasi s tim, Ze Data
spoleCnosti Actelion a Objevy jsou vyhradnim
vlastnictvim spolecnosti Actelion. Poskytovatel postoupi
a timto postupuje na spole¢nost Actelion vSechna prava,
vlastnickd prava k Datlm spolecnosti Actelion a k
Objeviim a také veskeré podily na nich. Poskytovatel
zajisti, aby Pracovnici podilejici se na klinickém
hodnoceni, jini zaméstnanci nebo zastupci byli smluvné
vazani, Ze timto postupuji a pfevadéji na Poskytovatele
veskerd prava a vlastnickd prava k Datlim spolecnosti
Actelion a Objevim a podily na nich. Poskytovatel
urychlené poskytne spolecnosti Actelion Data
spole¢nosti Actelion a Objevy a ddle souhlasi s tim, Ze
vyhotovi a podepisi nebo nechaji vyhotovit a podepsat
veskeré doklady a dokumenty, které jsou nezbytné nebo
vhodné pro dokondni vySe uvedeného postoupeni a k
Uplné realizaci vlastnickych prav spolecnosti Actelion k
Datlim spolecnosti Actelion a k Objevim, a dale Ze
budou plIné spolupracovat pfi provozovani, vymahani a
obhajobé takovych vlastnickych prav. Pro ujasnéni plati,
Zze vlastnikem vSech Zdrojovych dokumentld je
Poskytovatel.

7.3 V rozsahu, v némiZ Pfislusné pravni predpisy
neumoznuji prevedeni jakychkoli Dat spolecnosti
Actelion a Objevl, timto Poskytovatel udéluje
spolecnosti Actelion vyhradni, trvalou, neodvolatelnou,
celosvétové platnou a bezplatnou licenci k uZivani
takovych Dat spolecnosti Actelion a Objevu pro jakékoli
Ucely, a to spolu s pravem udélit jakékoli tfeti osobé
sublicenci.

7.4  Pretrvani__ platnosti _nékterych  ustanoveni.
Ustanoveni tohoto ¢lanku 7 (DuSevni vlastnictvi)
zUstavaji v platnosti i po ukoncéeni platnosti nebo
vyprseni této Smlouvy.

CLANEK 8
PROHLASENI A ZARUKY

8.1 VSeobecnad prohladseni a zaruky.

8.1.1 Kazda ze Smluvnich stran prohlasuje a zarucuje, Ze:
(i) méa pravomoc uzavfit tuto Smlouvu; (ii) podepsani a
doruceni této Smlouvy a plnéni jejich zavazk( z ni neni v
rozporu s jinymi smluvnimi ujednanimi, jichZ je smluvni
stranou nebo jimiz je pfipadné vazana, ani
nepredstavuje poruseni takovych jinych smluvnich
ujednani; (iii) bude dodrZovat ustanoveni Pfislusnych
pravnich predpisa.

8.1.2 Poskytovatel prohlasuje a zarucuje vici spole¢nosti
Actelion, Ze: (i) Zkousejici a kazdy dal$i Pracovnik
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Study Personnel, is qualified by training, expertise and
experience to conduct the Study and at all times during the
term of this Agreement have the appropriate licenses,
approvals and certifications necessary to safely and lawfully
perform the Study. Provider shall immediately report to
Actelion in writing of any withdrawal of Investigator's
privileges, sanction against Provider or Investigator by a
Regulatory Authority, or similar enforcement; and (ii) to the
best of its knowledge, Provider's personnel, facilities and
patient population are adequate to perform its obligations
under the Protocol and this Agreement.

8.2 Debarment. "Debarment" shall have the meaning given
to it under the Applicable Law. Provider hereby represents,
warrant and covenant to Actelion that:

8.2.1 Investigator has not been Debarred.

8.2.2 Provider shall not, in the course of performing the
Study, use in any capacity any person or entity who has
been Debarred.

8.2.3 Provider shall (i) promptly notify Actelion in writing
upon becoming aware of any Debarment as outlined in this
Section 8.2 (Debarment) if or proceedings have been
initiated with respect to Debarment whether each
Debarment or initiation of proceedings occurs during or
after the performance of the Study and (ii) certify in writing
that Provider, Investigator and any persons or entities
involved in the Study have not been Debarred, if requested
by Actelion in connection with any certification Actelion
may make to a Regulatory Authority.

8.3 DISCLAIMER. EXCEPT AS SET FORTH IN THIS ARTICLE 8
(REPRESENTATIONS AND WARRANTIES), NO PARTY MAKES
ANY WARRANTIES (EXPRESS, IMPLIED STATUTORY OR
OTHERWISE) WITH RESPECT TO THE SUBJECT MATTER
HEREOF AND EACH PARTY EXPRESSLY DISCLAIMS ANY SUCH
ADDITIONAL WARRANTIES INCLUDING IMPLIED
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A
PARTICULAR PURPOSE AND NONINFRINGEMENT OF
INTELLECTUAL PROPERTY RIGHTS OF THIRD PARTIES.

Confidential/DGvérné

podilejici se na klinickém hodnoceni je zpUsobily z
hlediska zaskoleni, odbornych znalosti i zkuSenosti
provadét Klinické hodnoceni, a kdykoli v priibéhu doby
trvani této Smlouvy ma k dispozici pfislusné licence,
povoleni a osvédceni potiebné pro bezpecné a zdkonné
provadeéni Klinického hodnoceni. Poskytovatel okamzité
pisemné nahldsi spole¢nosti Actelion informaci o
jakémkoli odebrani vysad Zkousejiciho, o sankcich v(ci
Poskytovateli nebo ZkousSejicimu uvalenych ze strany
Regula¢niho organu nebo o podobném vymahani prava;
a (ii) podle jeho nejlepsiho védomi pracovnici, zafizeni a
pacienti Poskytovatele odpovidaji poZzadavkim na plnéni
povinnosti vyplyvajicich z Protokolu a této Smlouvy.

8.2 Vylouceni z innosti. Vyraz ,Vylouceni z ¢innosti“ ma
vyznam mu pfifazeny v Prislusnych pravnich predpisech.
Poskytovatel timto prohlasuje, zaruCuje a zavazuje se
vUci spolecnosti Actelion takto:

8.2.1 Zkousejici nebyl Vyloucen z ¢innosti.

8.2.2 Poskytovatel v pribéhu provadéni Klinického
hodnoceni nevyuzije v zadné pozici Zadnou osobu ani
subjekt, ktery/a byl/a Vylouc¢en/a z ¢innosti.

8.2.3 Poskytovatel (i) urychlené pisemné uvédomi
spolecnost Actelion, jakmile se dozvi o jakémkoli
Vylouceni z ¢innosti, jak je tento vyraz definovan v ¢lanku
8.2 (Vylouceni z ¢innosti), jestlize bylo zahdjeno fizeni
souvisejici s Vyloucenim z ¢&innosti, at jiz Vylouceni z
¢innosti nebo zahdjeni fizeni nastane v pridbéhu
provadéni Klinického hodnoceni nebo po ném, a (ii)
pisemné potvrdi, Ze Poskytovatel, Zkousejici ani zadné
osoby nebo subjekty zapojené do Klinického hodnoceni
nebyly Vylouéeny z cinnosti, jestlize si spolecnost
Actelion vyzada toto potvrzeni v souvislosti s jakoukoli
certifikaci spolec¢nosti Actelion smérem k Regula¢nimu
organu.

83 OMEZENi ODPOVEDNOSTI. S  VYJIMKOU
USTANOVENI OBSAZENYCH V TOMTO CLANKU 8
(PROHLASENI A ZARUKY) NECINi ZADNA ZE SMLUVNICH
STRAN  ZADNE  ZARUKY  (VYSLOVNE,  MLCKY
PREDPOKLADANE, VYPLYVAJICI ZE ZAKONA ANI JINE),
POKUD JDE O PREDMET TETO SMLOUVY. KAZDA ZE
SMLUVNICH STRAN TETO SMLOUVY SE VYSLOVNE
VZDAVA JAKYCHKOLI TAKOVYCH DODATECNYCH ZARUK,
VCETNE MLCKY  PREDPOKLADANYCH  ZARUK
PRODEJNOSTI, VHODNOSTI PRO URCITY UCEL A
NEPORUSENI PRAV Z DUSEVNIHO VLASTNICTVi TRETICH
OSOB.
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8.4 Anti-Bribery and Anti-Corruption. Provider represents
and warrant that neither Provider, nor any of their affiliates,
nor any of their respective directors, officers, employees or
agents (all of the foregoing, including affiliates collectively,
“Provider 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 Provider and Actelion
(collectively the “Anti-Corruption Laws”).

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

Provider and Institution’s Representatives have conducted
and will conduct their businesses in compliance with the
Anti-Corruption Laws.

Provider shall maintain effective internal accounting
control and shall make sure all aspects of this study are
recorded in their 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.

Notwithstanding section 13 term and termination and 9
Indemnification, if Provider fails to comply with any of the
provisions of this clause, such failure shall be deemed to be
a material breach of the Agreement and, upon any such
failure, Actelion shall have the right to terminate the
Agreement with immediate effect upon written notice to
Provider without Actelion having any financial liability or
other liability of any nature whatsoever resulting from any
such termination.

8.5 Survival. This Article 8 (Representations and Warranties)
shall survive termination or expiration of this Agreement.

ARTICLE 9
INDEMNIFICATION

Confidential/DGvérné

8.4 Protiuplatkarskd a  protikorupéni opatreni.
Poskytovatel prohlasuje a zarucuje, Ze Poskytovatel ani
Zzadnd z jeho spfiznénych osob, ani Zadny z jeho
pfislusnych  ¢lend  predstavenstva, funkcionarq,
zaméstnancl nebo zastupcl (vSichni vySe uvedeni
budou dale souhrnné — vcéetné spfiznénych osob —
oznacovani jen jako ,Zastupci Poskytovatele®) neucinili
zadny ukon, ktery by predstavoval poruseni mistnich
nebo mezinarodnich zakonl nebo predpisli proti
Uplatkafstvi vztahujicich se na Poskytovatele a/nebo
spole¢nost Actelion (ddle souhrnné oznacované jen jako
,Protikorupcni zdkony“) ze strany takovych osob.

Poskytovatel pfimo ani nepfimo neprovede Zadnou
platbu ani nenabidne nebo neprevede nic hodnotného,
neodsouhlasi ani nepfislibi prevod jakékoli platby di
nabidku nebo prevod ¢ehokoli hodnotného ve prospéch
statniho Urednika nebo statniho zaméstnance, jakékoli
politické strany nebo jakéhokoli kandidata na politicky
urad nebo jakékoli jiné tieti osoby za ucelem ovlivnéni
rozhodnuti tykajicich se spolecnosti Actelion a/nebo
jejtho podnikani zplsobem, ktery by predstavoval
poruseni Protikorupcnich zakond.

Poskytovatel a Zastupci Poskytovatele realizuji a budou
realizovat své podnikani v souladu s Protikorupénimi
zakony.

Poskytovatel udrzuje ucinnou interni Uéetni kontrolu a
zajisti, aby vSechny aspekty tohoto klinického hodnoceni
byly pfesné, Uplné a pravdivé zaznamendny v jeho
Ucetnich knihach a zaznamech a aby dokumenty, z nichz
takové ucetni knihy a zaznamy vychazeji, byly ve vSech
podstatnych ohledech presné, Uplné a pravdivé.

Bez ohledu na ustanoveni ¢lanku 13 Doba trvani a
Ukoncéeni platnosti smlouvy a 9 Nahrada Skody plati, Ze
pokud Poskytovatel nedodrzi jakékoli ustanoveni tohoto
¢lanku, povaZuje se takové nedodrZeni za podstatné
poruseni této Smlouvy. V takovém pripadé ma
spole¢nost Actelion pravo tuto Smlouvu s okamfZitou
ucinnosti pisemné vici Poskytovateli vypovédét s tim, Ze
ji nevznika Zadny financ¢ni ani jiny zdvazek jakéhokoli
charakteru vyplyvajici z takové vypovédi.

8.5 Pretrvani _ platnosti nékterych  ustanoveni.
Ustanoveni tohoto c¢lanku 8 (Prohlaseni a zaruky)
zGstavaji v platnosti i po ukonceni platnosti nebo
vyprseni této Smlouvy.

CLANEK 9
NAHRADA SKODY
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9.1 By Actelion. Subject to Section 9.3 (Procedure), Actelion
shall indemnify, defend and hold harmless Provider and its
officers, directors, trustees, employees contractors and
agents and Investigator (the "Provider Indemnitees"), from
and against any and all losses, damages, liabilities, court
costs and expenses paid to third parties (including
reasonable attorneys' fees) (collectively "Liabilities") as a
result of a claim, action, or suit, in each case brought by a
third party (each, a "Claim") made or filed against Provider
Indemnitees by reason of personal injury, including death,
to any person, or damage to property, arising out of, or
caused directly by, the Study Drug or its use in accordance
with the Protocol; except in each case to the extent such
liability arises from the Subject's underlying illness, or any
diagnosis, treatment or therapeutic measures not
specifically required by the Protocol, and in each case to the
extent that Provider is obligated to indemnify Actelion for
such Claims under Section 9.2 (By Provider) below.

9.2 By Provider. Subject to Section 9.3 (Procedure), Provider
and Investigator each shall indemnify, defend and hold
harmless Actelion and its corporate affiliates, officers,
directors, employees, contractors and agents of each (the
"Actelion Indemnitees"), from and against Liabilities as a
result of any Claims made or filed against any of the
Actelion Indemnitees arising out of, or caused directly by
Provider's (i) breach of this Agreement, including but not
limited to failure to obtain IRB/IEC approvals or a signed ICF
from each Subject and/or failure to adhere to the terms of
the Protocol or to Actelion's other written instructions
concerning the Study Drug; (ii) failure to comply with
Applicable Laws; (iii) negligence or willful misconduct; or
(iv) use of a product (including the Study Drug) other than
those produced or supplied by Actelion.

9.3 Procedure. Each Party shall promptly notify the
indemnifying Party in writing of any Claim triggering any
Confidential/DGvérné

9.1 Ze strany spole¢nosti Actelion. V souladu s
ustanovenimi ¢lanku 9.3 (Postup) spolecnost Actelion
odskodni, obhdji a prevezme odpovédnost za
Poskytovatele a jeho funkcionare, ¢leny predstavenstva,
spravce, zaméstnance, dodavatele a zdstupce a za
Zkousejiciho (dale oznacované jen jako ,Osoby
odskodnované Poskytovatelem®) ve vztahu k veSkerym
ztratdm, Skodam, zavazkdm, soudnim nakladim a
vydajim hrazenym tfetim osobam (véetné pfimérenych
poplatkl za pravni zastoupeni) (dale souhrnné
oznacované jen jako ,Zavazky“) v dUsledku naroku,
Zaloby nebo soudniho sporu, v jednotlivych ptipadech
vznesenych nebo podanych tfeti osobou (kazdy z nich
dale oznacovany jen jako ,Narok”) proti Osobé
odskodniované Poskytovatelem z divodu Ujmy na zdravi
(v€etné umrti) jakékoli osoby, pfipadné z divodu Skody
na majetku, vzniklych v dasledku uzivani Hodnoceného
pfipravku  nebo zplsobenych pfimo  uZivanim
Hodnoceného pfipravku v souladu s Protokolem; v
kazdém pripadé s vyjimkou v rozsahu, v némz takova
odpovédnost ¢i zavazek vznikne z ddvodu zakladni
nemoci nebo z divodu jakékoli diagndzy, |écby nebo
|éCebnych opatfeni, které Protokol konkrétné
nevyzaduje, a v kazdém ptipadé v rozsahu, v némz je
Poskytovatel povinen odskodnit spoleénost Actelion za
takové Naroky v souladu s ustanovenimi ¢lanku 9.2 (Ze
strany Poskytovatele) nize.

9.2 Ze strany Poskytovatele. V souladu s ustanovenimi
¢lanku 9.3 (Postup) jak Poskytovatel, tak Zkousejici
odskodni, obhaji a prevezme odpovédnost za spolecnost
Actelion a jeji korporatni spfiznéné osoby, funkcionare,
¢leny predstavenstva, zaméstnance, dodavatele a
zastupce kazdé z nich (ddle oznacované jen jako , Osoby
odskodriované spolecnosti Actelion”) ve vztahu k
veskerym Zavazkim vzniklym v dlsledku jakychkoli
Narok( vznesenych nebo podanych proti kterékoli z
Osob odskodnovanych spolecnosti Actelion a vzniklych v
dlsledku nebo zplsobenych ptfimo (i) z poruseni této
Smlouvy Poskytovatelem , zejména vietné jejich
nezajisténi souhlasu IRB/IEC nebo podepsaného
formulare ICF od kazdého Subjektu a/nebo nedodrzeni
podminek Protokolu nebo jinych pisemnych pokyn(
spole¢nosti  Actelion tykajicich se Hodnoceného
pfipravku; (ii) nedodrzenim Pfislusnych pravnich
predpisti ze strany Poskytovatele; (iii) nedbalosti nebo
zdmérnym pochybenim ze strany Poskytovatele; nebo
(iv) uzivanim produktu (véetné Hodnoceného pripravku)
jiného, neZ jsou produkty vyrdabéné nebo dodavané
spole¢nosti Actelion.

9.3 Postup. Kazda ze Smluvnich stran urychlené pisemné
uvédomi odskodnujici Smluvni stranu o jakémkoli
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indemnification obligations hereunder. The Parties will
closely cooperate to defense and settlement of the Claim;
provided that the indemnifying Party shall not enter into
any settlement that admits the fault of or creates financial
or other obligations for such Indemnitee, or otherwise
materially adversely prejudices Indemnitee without such
Indemnitee's prior written consent, such consent not to be
unreasonably withheld or delayed. The Indemnitee shall
have the right to participate, at its own expense and with
counsel of its own choosing, in the defense or settlement of
the Claim. The indemnification obligations under this
Article 9 (Indemnification) shall not apply to amounts paid
in the settlement of any Claim is such settlement is effected
without the consent of the indemnifying Party.
Indemnitees, at the indemnifying Party's request and
expense, shall provide full information and reasonable
assistance to the indemnifying Party and its legal
representatives with respect to Claims.

9.4 Survival. This Article 9 (Indemnification) shall survive
termination or expiration of this Agreement.

ARTICLE 10
SUBJECT INJURY

10.1 Payment. Actelion agrees, without admission of
wrongdoing, to pay all reasonable medical expenses
incurred as a result of necessary medical treatment of
injuries that are not covered by the Subject's medical or
hospital insurance or governmental programs providing
such coverage; provided that: (i) the Subject is enrolled in
the Study in accordance with the Protocol; (ii) the injury is
a direct result of receiving the Study Drug administered in
accordance with the Protocol and this Agreement, or
research procedures required and conducted in accordance
with the Protocol and this Agreement; and (iii) the injury is
not caused in any ways by Investigator's or Study
Personnel's or Provider's or its trustees', officers', agents' or
employees' negligence, willful misconduct or failure to
adhere to the Protocol or terms and conditions of this
Agreement. Actelion shall not be obligated to pay for the
treatment of medical complications that are a part of the
natural course of the primary disease. No other
compensation of any type shall be provided by Actelion to
any Subject with respect to any injury.

Confidential/DGvérné

Naroku, ktery vytvari jakékoli zdvazky odskodnéni na
zakladé této Smlouvy. Odskodnujici Smluvni strany
budou pfi vyfizovani zaleZitosti Uzce spolupracovat;
ovsem s tim, Ze odskodnujici Smluvni strana neuzavira
zadné vyrovnani, které pripousti pochybeni nebo vytvari
financni ¢i jiné zdvazky pro takovou OdSkodrovanou
osobu, pfipadné jinak podstatné negativné poskozuje
Odskodriovanou osobu bez jejiho predchoziho
pisemného souhlasu, pficemz tento souhlas nesmi byt
bezdlvodné odpirdn nebo zadriovan. Odskodriovana
osoba ma pravo Ucastnit se dle svého vlastniho
rozhodnuti, na své naklady a s pravni podporou
odbornika dle svého vlastniho vybéru na obhajobé nebo
vyrovnani Ndaroku. Zavazky odskodnéni podle tohoto
¢lanku 9 (Nahrada skody) se nevztahuji na castky
hrazené pti vyrovnani jakéhokoli Naroku, pokud je
takové vyrovnani realizovano bez souhlasu odskodnujici
Smluvni strany. Odskodriované osoby poskytnou
odskodnujici Smluvni strané a jejim pravnim zastupclim,
na jeji zadost a na jeji naklady, veskeré informace a
pfimérenou pomoc ve vztahu k Narokim.

9.4 Pretrvani__ platnosti _nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 9 (Nahrada skody) zGstavaji v
platnosti i po zaniku této Smlouvy.

CLANEK 10
UJMA NA ZDRAVI SUBJEKTU

10.1 Platba. Spolecnost Actelion souhlasi, pficemzZ tim
nepripousti Zadné pochybeni, Ze uhradi vsechny
odlvodnéné vydaje na lékarskou péci potfebnou v
dlsledku nezbytné lécby drazu ¢i Ujmy na zdravi, které
nejsou kryty zdravotnim ani nemocenskym pojisténim
Subjektu ani statnimi programy, jez takové kryti
poskytuji; oviem za predpokladu, Ze: (i) Subjekt je
zapojen do Klinického hodnoceni v souladu s
Protokolem; (ii) Ujma na zdravi je pfimym duasledkem
uzivani Hodnoceného ptipravku a podavaného v souladu
s Protokolem a touto Smlouvou, pfipadné s vyzkumnymi
postupy pozadovanymi a provadénymi v souladu s
Protokolem a touto Smlouvou; a (iii) Ujma na zdravi
nebyla nijak zplsobena nedbalosti, zdmérnym
pochybenim ani nedodrzenim Protokolu nebo podminek
této Smlouvy ze strany Zkousejiciho ani Pracovnik(
podilejicich se na  klinickém hodnoceni ani
Poskytovatelem ani jeho spravcd, funkcionar(, zastupcu
nebo zaméstnancl. Spole¢nost Actelion neni povinna
hradit 1é¢bu zdravotnich komplikaci, které jsou soucdsti
pfirozeného  prlbéhu  primarniho  onemocnéni.
Spolecnost Actelion neposkytuje Zadnému Subjektu ve
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10.2 Procedure. Provider shall promptly notify Actelion of
any such apparent impending need for treatment or such
treatment. Provider agrees that it will provide to Actelion
any necessary information upon request so that Actelion
may comply with Applicable Law.

10.3 Survival. This Article 10 (Subject Injury) shall survive
termination or expiration of this Agreement.

ARTICLE 11
INSURANCE

11.1 The Parties agree to carry insurance at levels
reasonable and customary in the industry to cover potential
liabilities arising under this Study.

11.2 The Parties shall provide each other with a valid
certificate of insurance upon written request. In addition,
the Parties shall provide each other with at least thirty (30)
days prior written notice of cancellation, non-renewal, or
other material change in such insurance.

11.3 Survival. This Article 11 (Insurance) shall survive
termination or expiration of this Agreement.

ARTICLE 12
USE OF NAME AND PUBLICITY

12.1 Use of Name. Each Party shall not, without the prior
written consent of the other Party, use in advertising,
publicity or otherwise, any tradenames, trademarks, logos,
symbols, or other image of Actelion or an Actelion
employee or agent ("Marks") unless designated in this
Agreement. Notwithstanding the foregoing, a Party may
use the name of the other Party and, in the case of Actelion,
of Investigator, as necessary for (i) filings with Regulatory
Authorities; (ii) in the case of Actelion, filing patent
applications covering or claiming Inventions; (iii)
prosecuting or defending litigation; (iv) complying with
Applicable Law; or (v) in the case of Actelion, Study
newsletters circulated solely to Providers participating in
the Study.

Confidential/DGvérné

vztahu k jakékoli Ujmé na zdravi Zzadnou dalsi

kompenzaci, at jiz jakéhokoli charakteru.

10.2 Postup. Poskytovatel urychlené uvédomi
spolecnost Actelion o jakékoli takové ziejmé potiebé
|é€by nebo o takové |écbé. Poskytovatel souhlasi s tim,
Ze na vyzadani poskytne spolecnosti Actelion jakékoli
nezbytné informace tak, aby spole¢nost Actelion mohla
splnit poZadavky Pfislusnych pravnich predpis(.

10.3 Pretrvdni platnosti nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 10 (Ujma na zdravi Subjektu)
zUstavaji v platnosti i po zaniku této Smlouvy.

CLANEK 11
POJISTENI

11.1 Smluvni strany se dohodly, Ze budou udrZovat
odpovidajici pojisténi obvyklé v daném oboru, které
bude kryt potencidlni odpovédnost vyplyvajici z tohoto
Klinického hodnoceni.

11.2 Smluvni strany si na zdkladé pisemné Zadosti
vzajemné poskytnou platné potvrzeni o existenci
pojisténi. Kromé toho si Smluvni strany vzdjemné
poskytnou pisemné oznameni o zruSeni, neobnoveni
nebo jiné podstatné zméné takového pojisténi, a to
alespon tficet (30) dni pred takovou zménou.

11.3 Pretrvdni__ platnosti _nékterych ustanoveni.
Ustanoveni tohoto c¢lanku 11 (Pojisténi) zlstavaji v
platnosti i po zaniku této Smlouvy.

CLANEK 12
POUZITi NAZVU A PUBLICITA

12.1 Pouziti ndzvu. Zadna ze Smluvnich stran nesmi bez
predchoziho pisemného souhlasu druhé Smluvni strany
pouzivat v reklamé, propagaci ani jinak Zzadné obchodni
nazvy, ochranné znamky, loga, symboly ani jiné obrazy
spojené se spolecnosti Actelion ani zaméstnance Ci
zastupce spolecnosti Actelion (dale oznacované jen jako
»Znamky“), pokud tak neni stanoveno touto Smlouvou.
Bez ohledu na vySe uvedené je Smluvni strana
opravnéna pouzit jméno druhé Smluvni strany, a v
pfipadé spolecnosti Actelion také Zkousejiciho, v
rozsahu nezbytném pro (i) podani k Regula¢nim
organlim; (ii) v pripadé spolec¢nosti Actelion k podani
patentovych pfihlasek, kryjicich nebo narokujicich
Objevy; (iii) realizaci obZaloby nebo obhajoby v soudnim
sporu; (iv) dodrZzovani Prislusnych prdvnich predpis(;
nebo (v) v pripadé spolecnosti Actelion informacni
dopisy o Klinickém hodnoceni, které se vydavaji do
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12.2 Publicity. Each Party shall not, and shall not authorize
or assist any third party to, originate or produce any written
publicity, news release, advertisement, marketing
collateral, or other publication announcement, relating in
any way to this Agreement, without the prior written
approval of the other Party, which approval shall not be
unreasonably withheld, provided however, that Actelion
shall have the right to identify Provider as a site at which
the Study was conducted and to identify those individuals
responsible for conducting the Study. For clarity, no
advertisement may be used in the Study unless prior
written approval is received from Actelion.

12.3 Survival. This Article 12 (Use of Name and Publicity)
shall survive termination or expiration of this Agreement.

ARTICLE 13
TERM AND TERMINATION

13.1 Term. Unless terminated earlier by written notice of
one Party to the other in accordance with this Article 13,
this Agreement will expire upon the later of the date on
which: (i) Actelion has received all properly completed CRFs
from Provider and Investigator; (ii) Provider and
Investigator have resolved all data clarification queries, and
submitted the closeout reports to the IRB/IEC and to
Actelion to Actelion’s satisfaction; (iii) all Provider and other
Study sites closeout activities have been completed; and
(iv) Actelion has made all payments and reimbursements
and collected all refunds due under this Agreement.

13.2 Termination by Actelion. Actelion reserves the right to
terminate this Agreement at any time with or without cause
upon thirty (30) days written notice to Provider.
Notwithstanding the foregoing, Actelion may terminate this
Agreement immediately upon written notice to Provider, if:
(i) the events described under Section 1.5.3 (Replacement
of Investigator) occur and a replacement Investigator is not
agreed-upon; (ii) monitoring by Actelion's Representative
and/or inspection by any Regulatory Authority identifies
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obéhu vyhradné smérem ke Zdravotnickym zafizenim /
Poskytovatellim zapojenym do Klinického hodnoceni.

12.2 Publicita. Z4dnd ze Smluvnich stran nesmi bez
predchoziho pisemného souhlasu druhé Smluvni strany,
ktery nesmi byt bezdGvodné odpiran, vytvofit ani vyrobit
Zadnou pisemnou propagaci, tiskovou zpravu, reklamu,
marketingové materidly ani jiné uverejnéni prohlaseni,
které se jakkoli tyka této Smlouvy, ani nedovoli Zadné
tfeti osobé toto vytvofit ¢i vyrobit, ani ji v tom neni
napomocna, ovsem za predpokladu, Ze spolecnost
Actelion je opravnéna oznacit Poskytovatele jako
pracovisté, kde se Klinické hodnoceni provadi, a
identifikovat také ty osoby, které jsou odpovédné za
provadeéni Klinického hodnoceni. Pro ujasnéni plati, Ze v
Klinickém hodnoceni se nesmi pouzivat zadna reklama,
pokud k tomu spolecnost Actelion neposkytne pisemny
souhlas predem.

12.3 Pretrvdni__ platnosti _nékterych ustanoveni.
Ustanoveni tohoto ¢lanku 12 (Pouziti nazvu a publicita)
zUstavaji v platnosti i po zaniku této Smlouvy.

CLANEK 13
DOBA TRVANi A UKONCENi PLATNOSTI SMLOUVY

13.1 Doba trvani platnosti Smlouvy. Pokud nebude
vypovézena predcasné pisemnou vypovédi jedné
Smluvni strany druhé Smluvni strané v souladu s
ustanovenimi tohoto ¢lanku 13, pak tato Smlouva vyprsi
k takovému z téchto dat, které nastane pozdéji: (i)
spole¢nost Actelion obdriela vsechny fadné vyplnéné
formulafe CRF od Poskytovatele a Zkousejiciho; (ii)
Poskytovatel a Zkousejici vyresil/i vsechny dotazy na
vyjasnéni dat a predlozil/i IRB/IEC a spolecnosti Actelion
zavérecné zpravy dostatecné uspokojivé pro spolecnost
Actelion; (iii) byly dokonceny zavérecné Cinnosti ve vSech
zafizenich Poskytovatele a na dalSich pracovistich, kde se
provadi Klinické hodnoceni; a (iv) spolecnost Actelion
provedla veskeré platby a ndhrady a inkasovala veskeré
Castky a nahrady splatné podle této Smlouvy.

13.2 Vypovéd smlouvy ze strany spolecnosti Actelion.
Spolecnost Actelion si  vyhrazuje pravo kdykoli
vypovédét tuto Smlouvu s uvedenim divodu ¢i bez
uvedeni divodu, a to vypovédi s tficetidenni (30 dni od
doruceni) vypovédni lh(tou predanou Poskytovateli. Bez
ohledu na vyse uvedené je spolecnost Actelion
opravnéna vypovédeét tuto Smlouvu okamZité na zakladé
pisemné vypovédi Poskytovateli, jestlize: (i) nastaly
udalosti popsané v ¢lanku 1.5.3 (Vyména Zkousejiciho) a
nedoslo k dohodé o vyméné Zkousejiciho; (ii)
monitorovanim ze strany Zastupce spolecnosti Actelion
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serious and/or persistent noncompliance with the terms of
this Agreement on the part of the Provider.

13.3 Termination by Provider. Provider terminate this
Agreement upon thirty (30) days written notice to Actelion
if Provider or Investigator has reasonable medical basis
based on data to believe that the continuation of the
Protocol is detrimental to the health or safety of Subject(s)
participating in the Study.

13.4 Termination for Breach. Either Party may terminate
this Agreement if the other Party materially breaches this
Agreement and fails to cure such breach within thirty (30)
days of receipt of prior written notice from such Party
thereof.

13.5 Effects of Termination/Expiration. In the event of
termination of this Agreement, for any reason:

13.5.1 Provider shall, or shall ensure that Investigator: (i)
notify the IRB/IEC that the Study has been terminated; (ii)
cease enrolling further Subjects into the Study; (iii) cease
treating Subjects according to the Protocol to the extent
medically permissible and appropriate, but in no event
more than thirty (30) days after effective date of
termination or expiration; (iv) terminate as soon as
practicable, but in no event more than thirty (30) days after
the effective date of termination or expiration, all other
Study activities; provided however, that upon Actelion's
request, Provider shall continue to collect Subject data and
prepare CRFs for Subjects treated in the Study prior to
termination; (v) within ninety (90) days after the effective
date of termination or expiration of this Agreement,
provide to Actelion all Actelion Data and shall return or
destroy any media with Confidential Information as
outlined in Section 5.4 (Return of Confidential Information)
and Equipment as outline in Section 1.8 (Equipment); and
(vi) within thirty (30) days after the effective date of
termination or expiration of this Agreement, Provider shall
deliver to Actelion a final accounting, along with detailed
supporting documentation, of the Study and within thirty
(30) days after Actelion's receipt, Provider shall refund to
Actelion any excess amounts paid by Actelion or Actelion
shall pay any additional amounts owed to Provider.
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a/nebo kontrolou ze strany jakéhokoli Regulaéniho
organu je zjisténo zadvainé a/nebo trvalé nedodrzovani
podminek této Smlouvy na strané Poskytovatele.

13.3 Vypovéd smlouvy ze strany Poskytovatele.
Poskytovatel mizZe vypovédét tuto Smlouvu na zakladé
vypovédi s tficetidenni (30 dnl od doruceni) vypovédni
IhGtou spolecnosti Actelion, jestlize Poskytovatel nebo
Zkousejici ma odGvodnény zdravotni dlvod, vychazejici
z dostupnych dat, k tomu, aby byl/o pfesvédcen/o, ze
pokrac¢ovani Protokolu je zdravi Skodlivé nebo je v
neprospéch bezpecnosti Subjektu nebo Subjektd
ucastnicich/ho se Klinického hodnoceni.

13.4 Vypovéd smlouvy z davodu jejiho poruseni.
Kterdkoli ze Smluvnich stran miZe tuto Smlouvu
vypovédét, jestlize druha Smluvni strana podstatné
porusi tuto Smlouvu a nenapravi takové poruseni do
tficeti (30) dnl od doruceni pisemného oznameni takové
Smluvni strany o tomto poruseni.

13.5 U¢inky vypovédi / vyprieni platnosti. V pfipadé
ukonceni platnosti této Smlouvy z jakéhokoli dlivodu:

13.5.1 Poskytovatel sam zajisti, anebo zajisti
prostfednictvim Zkousejici, aby: (i) uvédomilo IRB/IEC, ze
Klinické hodnoceni bylo ukonceno; (ii) ukoncilo nabor
dalsich Subjektd do Klinického hodnoceni; (iii) ukoncilo
|éCeni Subjektl podle Protokolu v rozsahu lékarsky
pfipustném a vhodném, ale v Zzadném ptipadé ne pozdéji
neZ tficet (30) dnl od data ucinnosti takové vypovédi
nebo uplynuti Ihaty; (iv) co moZna nejdrive, ale v Zzadném
pfipadé ne pozdéji nez tricet (30) dnli od data ucinnosti
takové vypovédi nebo vyprseni platnosti, ukoncilo
vSechny ostatni aktivity v rdmci Klinického hodnoceni;
ovsem za predpokladu, Ze na Zadost spolecnosti Actelion
Poskytovatel nadale provadi sbér dat Subjektd a
pfipravuje formuldre CRF pro Subjekty |éCené v
Klinickém hodnoceni pfed ukoncenim platnosti Smlouvy;
(v) do devadesati (90) dnl od data zaniku této Smlouvy
poskytnou spolecnosti  Actelion vSechna Data
spolecnosti Actelion a vrati nebo znici nosice veskerych
Davérnych informaci, jak je uvedeno v ¢lanku 5.4
(Vraceni nebo zniceni Davérnych informaci) a Vybaveni,
jak je uvedeno v ¢lanku 1.8 (Vybaveni); a (vi) do tficeti
(30) dnli od data ucinnosti takové vypovédi nebo
vyprseni platnosti této Smlouvy doruci Poskytovatel
spolecnosti Actelion konecné vyuctovani Klinického
hodnoceni, spolu s podrobnymi podklady k vyuétovani, a
do triceti (30) dni od jeho prevzeti spolecnosti Actelion
Poskytovatel vrati spolecnosti Actelion jakékoli
nadbytecné ¢astky vyplacené spole¢nosti Actelion, nebo
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13.5.2 Actelion shall remain liable for any payments due for
CRFs submitted prior to the effective date of termination or
expiration, or within ninety (90) days thereafter, in
compliance with the terms of this Agreement. Except in the
event Actelion terminates this Agreement in accordance
with Section 13.3 (Termination for Breach), Actelion agrees
to reimburse Provider, as applicable, for reasonable non-
cancelable obligations properly incurred by the Study by
Provider prior to the effective date of termination or
expiration; provided that such amounts are not in excess of
the budget set form in Exhibit B.

13.6 Survival. Section 13.4 (Effects of Termination) of this
Agreement shall survive termination or expiration of this
Agreement.

ARTICLE 14
DATA PRIVACY

4.1 Processing of personal data of the Parties or their
representatives:

4.1.1 The Parties may, in the course of their activities,
process data of their employees or other persons involved
in the performance of this Agreement (hereinafter referred
to as the "Data Entity"). These data may be in accordance
with relevant legislation, in particular Regulation (EC)
2016/679 of the European Parliament and of the Council on
the protection of individuals with regard to the processing
of personal data and on the free movement of such data
and repealing Directive 95/46 / EC (hereinafter referred to
as "the Regulation", personal data ("Data"). For the
avoidance of doubt, it is determined that the Data is also
confidential information under this Agreement.

4.1.2 Each Party shall be required to ensure that the Data
subject does not suffer harm to his or her right to
preservation of human dignity, and also to protect against
unauthorized interference with his or her private and
personal life. Each Party may in no way use such Data or
make it available to any third party unless otherwise agreed
in this Agreement.

14.1.3 Each of the Parties is also required to ensure the
technical and organizational protection of the Data and to
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spolecnost Actelion uhradi jakékoli dodatecné castky
dluzené Poskytovateli.

13.5.2 Spolecnost Actelion nadéle nese odpovédnost za
veskeré platby splatné za formuldre CRF predloZené
pfed datem Ucinnosti vypovédi nebo datem zaniku
smlouvy, nebo do devadesati (90) dni poté, v souladu s
podminkami této Smlouvy. S vyjimkou pfipadu, kdy
spole¢nost Actelion vypovi tuto Smlouvu v souladu s
ustanovenimi ¢lanku 13.3 (Vypovéd smlouvy z divodu
jejiho poruseni), spole¢nost Actelion souhlasi s tim, Ze
nahradi Poskytovateli, podle konkrétni situace, viechny
odlvodnéné nezrusitelné zavazky radné vzniklé v ramci
provadéni Klinického hodnoceni ze strany Poskytovatele
pred datem ucinnosti vypovédi nebo vyprseni platnosti
Smlouvy; ovSsem za predpokladu, Ze takové castky nejsou
nad ramec rozpoc¢tu uvedeného v Priloze B.

13.6  Pretrvdni__ platnosti _nékterych ustanoveni.
Ustanoveni ¢lanku 13.4 (U&inky ukonéeni platnosti
Smlouvy) této Smlouvy zlstdvaji v platnosti i po zaniku
této Smlouvy.

CLANEK 14
OCHRANA OSOBNIiCH UDAJU

4.1 Zpracovani osobnich Udajd smluvnich stran,
pfipadné jejich zastupcu:
4.1.1 Smluvni strany vramci své cinnosti mohou

zpracovavat Udaje o svych zaméstnancich, pfipadné
dalSich osobach, které se podili na plnéni zaloZzeném
touto Smlouvou (dale jako ,Subjekt udaji“). Tyto udaje
mohou byt dle pfislusnych pravnich predpist, zejména
nafizeni EP a Rady (EU) 2016/679 o ochrané fyzickych
osob v souvislosti se zpracovanim osobnich udaji o a
volném pohybu téchto Udajli a o zruseni smérnice
95/46/ES (dale jen ,Nafizeni“), osobnimi Gdaji (déle jen
,Udaje”). Pro vylouceni pochybnosti se stanovi, ze Udaje
jsou zaroven dlvérnymiinformacemi dle této Smlouvy.

14.1.2 Kazda smluvni strana je pfitom povinna dbat, aby
Subjekt udaji neutrpél Ujmu na svych pravech, zejména
na pravu na zachovani lidské distojnosti, a také dbat na
ochranu pred neopravnénym zasahovanim do jeho
soukromého a osobniho Zivota. Tato smluvni strana
nesmi v zddném pFipadé takové Udaje jakkoli vyuZit, ani
je nesmi poskytnout Z7adné treti osobé, neni-li
dohodnuto v této Smlouvé jinak.

14.1.3 Kazda ze smluvnich stran je rovnéz povinna zajistit
technické a organiza¢ni zabezpeleni ochrany Udajd a
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take measures to prevent an unauthorized access,
alteration, destruction or loss, unauthorized transmission,
unauthorized processing, and other misuse of these Data
(including data subject rights).

14.1.4 The Parties undertake to inform the other
Contracting Party promptly of any suspicion of a breach of
the Security of the Data. In case of a breach of security
leading to the accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or access to, Data
transmitted, stored or otherwise processed (“Privacy
Incident”), the Provider will immediately after becoming
aware of a Privacy Incident notify Actelion. 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. The Provider agrees to fully cooperate with
Actelion, investigate and resolve any such Privacy Incident
and provide Actelion any information necessary to provide
notifications.

14.2 Arrangements for the processing of personal data of
subjects in clinical trial, if applicable:

14.2.1 Actelion has entrusted the Provider with the
processing of the personal data of the clinical trial subjects
necessary for the fulfillment of this Agreement in
accordance with the subject and the purpose of this
Contract, which is the execution of the Study to the extent
requested by the records of the Subjects in written or
electronic form (hereinafter referred to as "CRF”),
respectively by the protocol, and which particularly
includes clinical trial subject’s health status data
(hereinafter referred to as "Personal Data").

14.2.2 Personal data are obtained according to the
requirements of the Protocol from the source
documentation (e.g. medical documentation of the clinical
trial subjects, medical report from the examination) or
directly from the clinical trial subjects (e.g. interviews
and/or questionnaires). The data, entered to CRF in a
pseudonymized form, are made available to Actelion,
where are further processed, particularly categorized,
evaluated and stored. The Provider will not provide
Actelion with the key or code that enables Study Subjects
to be re-identified. The Provider will notify Actelion
immediately if the provider discovers that any Study
Documents and data concerning Study Subjects provided to
Actelion does not satisfy this requirement. The provider will
cooperate with all Actelion requests to mitigate any harm
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pfijmout takova opatfeni, aby nemohlo dojit k
neopravnénému pfistupu k témto Udajim, k jejich
zméné, zniceni ¢i ztraté, neopravnénym prenoslim,
neopravnénému zpracovani, jakoz i k jinému zneufZiti
téchto Udaja.

14.1.4 Smluvni strany se zavazuji neprodlené informovat
druhou smluvni stranu o jakémkoliv podezieni poruseni
zabezpecéeni Udajd. V pFipadé porueni bezpeénosti,
vedouci k nahodnému nebo protiprdvnimu zniceni,
ztraté, zméné, neopravnénému vyzrazeni nebo pfistupu
k Datdm prenasenym, uchovavanym nebo jinak
zpracovavanym (,Naruseni soukromi“) Poskytovatel
neprodlené po zjisténi NaruSeni soukromi upozorni
spole€nost Actelion. V tomto ozndmeni musi byt
uvedena povaha naruseni v oblasti ochrany soukromi,
kategorie a pfiblizny pocet subjekt(i udaja a zaznamy o
osobnich udajich ovlivnénych timto narusenim v oblasti
ochrany soukromi. Poskytovatel se zavazuje plné
spolupracovat se spolecnosti Actelion, proSetrfovat a
resit jakékoli takové naruseni v oblasti ochrany soukromi
a poskytnout spolecnosti Actelion veskeré informace
nezbytné k poskytnuti oznameni.

14.2 Ujednani o zpracovani osobnich udaji subjektu
hodnoceni, je-li aplikovatelné:

14.2.1 Zadavatel povéfil Poskytovatele zpracovanim
osobnich Udaji subjektd hodnoceni nezbytnych pro
plnéni této Smlouvy v souladu s predmétem a uUcelem
této Smlouvy, kterym je provedeni Studie, a to v rozsahu
Udaji  poZadovaném zaznamovymi listy subjektd
hodnoceni v pisemné nebo elektronické formé (dale
také jen ,CRF“), resp. Protokolem, a kterymi jsou
zejména Udaje o zdravotnim stavu subjektl hodnoceni
(ddle jen , Osobni udaje”).

14.2.2 Osobni udaje jsou ziskavany podle poZadavku
Protokolu ze zdrojové dokumentace (napf. zdravotnicka
dokumentace subjektd hodnoceni, lékarské zpravy z
vysetieni) a/nebo pfimo od subjektd hodnoceni (napf.
na zdkladé rozhovor( a/nebo dotaznik(l) Zkousejicim
a/nebo dal$imi ¢leny studijniho tymu a témito osobami
jsou vkladany v pseudonymizované podobé do CRF
zpfistupnénych zadavateli Studie, ktery je dale
zpracovava tak, Ze je zejména tfidi, vyhodnocuje a
uchovava. Poskytovatel neposkytne spolecnosti Actelion
klic nebo kod, ktery umozni opakovanou identifikaci
studijnich subjektl. Poskytovatel oznami spolecnosti
Actelion neprodlené, pokud Poskytovatel zjisti, Ze
veskeré studijni dokumenty a Udaje tykajici se Subjekt,
poskytnutych spolecnosti Actelion, tento poZzadavek
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resulting from any such disclosure of Study Documents and
data. In such an event, the Provider will deliver corrected
Study Documents and data to Actelion as promptly as
possible at no extra expense to Actelion;

In the presence and with co-operation of the Investigator
and/or other site personnel the personal data is further
processed by Actelion's authorized personnel at the
Provider's workplace to verify compliance between the
records in the CRF and the source documentation.

14.2.3 The Provider undertakes to process the Personal
Data for the necessary period of time required to fulfill the
purpose of this Agreement, however in maximum for as
long as The Provider is obliged to retain such data for the
purpose of complying with legal obligations (unless another
purpose and the legal basis for their longer retention is
given), after the completion of the Study, the Provider is
obliged to dispose of the Personal Data in accordance with
its obligations under this Agreement.

14.2.4 The Provider is obliged to process Personal Data in
accordance with the instructions given in this Agreement.
During processing, the provider is also obliged to ensure the
Personal Data process protection under the Regulation
(including all applicable law), in particular:

a) is entitled, within the scope of this Agreement, to process
Personal Data only to the extent necessary for the proper
fulfillment of this Agreement, including processing in
accordance with the Protocol and, where appropriate,
other instructions by Actelion;

b) is not authorized to assign personal data processing,
either fully or partially, within the fulfillment of the scope
of this Agreement, to a third party without the prior written
consent of Actelion. In case the Processing of Personal Data
is assigned to a third party, the Provider is responsible for
ensuring that the Personal Data is protected to the same
extent as the Provider is obliged to under this Agreement;

In the event Actelion consents to such third party data
processor, the provider (i) shall be responsible for ensuring
that any permitted third-party data processor complies
with this Agreement, the applicable data protection law
and regulations, and (ii) shall be fully liable to Actelion for
all actions of such third-party data processors.
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nesplnuji. Poskytovatel bude spolupracovat u vsSech
Zadosti spolecnosti Actelion, aby zmirnil pripadné skody
vyplyvajici z takového zverejnéni studijnich dokument
a udaji. Poskytovatel v takovém pripadé doda
spole¢nosti Actelion opravené studijni dokumenty a
udaje co nejrychleji a bez dalSich nakladd spolec¢nosti
Actelion;

Osobni Udaje jsou dale zpracovavany tak, Ze
prostfednictvim povérenych osob Zadavatele dochazi na
pracovisti Poskytovatele k ovéfovdni shody mezi
zaznamy v CRF a zdrojové dokumentaci za pfitomnosti a
soucinnosti Zkousejiciho a/nebo dalsich ¢len studijniho
tymu.

14.2.3 Poskytovatel se zavazuje Osobni udaje
zpracovavat po nezbytnou dobu vyZadovanou pro
naplnéni Gcelu této Smlouvy, maximalné vsak po dobu,
po kterou je povinen tyto Udaje uchovavat za ucelem
splnéni povinnosti vyplyvajicich z pravnich predpis(
(ledaZe je dan jiny ucel a pravni zaklad pro jejich delsi
uchovavani), pficemz plati, Ze po ukonceni provadéni
Studie je Poskytovatel povinen s Osobnimi udaji nakladat
v souladu se svymi zavazky podle této Smlouvy.

14.2.4 Poskytovatel je povinen zpracovavat Osobni
Udaje v souladu s pokyny uvedenymi v této Smlouvé. V
prabéhu zpracovani je Poskytovatel rovnéZ povinen
zajistit ochranu zpracovavanych Osobnich Udajd podle
Natizeni, zejména:

a) je opravnén v ramci plnéni pfedmétu této Smlouvy
zpracovavat Osobni Udaje pouze v rozsahu nezbytném
pro radné plnéni pfedmétu této Smlouvy, cozZ zahrnuje i
zpracovani v souladu s Protokolem a pfipadné dalSimi
pokyny Zadavatele;

b) neni opravnén zpracovani Osobnich Udaji v ramci
plnéni pfedmétu této Smlouvy svéfit, a to ani z€asti, jiné
osobé bez predchoziho pisemného souhlasu Zadavatele.
V pripadé svéreni zpracovani Osobnich udaju jiné osobé
odpovidd Poskytovatel za to, Ze tato osoba zajisti
ochranu Osobnich udaji ve stejném rozsahu jako je
Poskytovatel povinen podle této Smlouvy;

V pripadé, ze Actelion souhlasi s takovym zpracovanim
udajli treti osobou, je Poskytovatel (i) odpovédny za to,
Ze kazdd takto povolend treti osoba, zpracovavajici
Osobni Udaje, splfiuje podminky této dohody, platné
zakony a predpisy na ochranu osobnich udajl a (ii) je
plné odpovédny Actelionu za vSechny ukony téchto
tretich osob zpracovateld.

Page/Strana 24 of/z 43

AC-055H301 (RUBATO)_Czech Republic_1201_Bipartite Provider Agreement_29-May-2019/
AC-055H301 (RUBATO) Ceska republika_1201_Dvoustranna smlouva s Poskytovatelem_29. kvétna 2019



c) to impose confidentiality on all persons involved in the
processing of the personal data.

d) to ensure the technical and organizational security of
Personal Data and to take precautions to prevent an
unauthorized access, alteration, destruction or loss,
unauthorized transmission, unauthorized processing, and
other misuse of such Personal Data. These particularly
include the setting of precautions to control access into the
premises where personal data are processed, access
control and access rights to the Personal Data, separate
processing, control of access to Personal Data, control of
systems availability (including the availability of the system
recovery);

e) Based on Actelion’s written request the Provider
undertakes to adopt, within the shortest possible
timeframe, adequate specific precautions for the technical
and organizational security of the Personal Data,
particularly these that are necessary to comply with the
applicable data protection legislation and/to prevent
unauthorized or accidental access to Personal Information;

f) to provide Actelion with the necessary assistance to fulfill
the obligations of Actelion towards the clinical trial subjects
in respect to their rights under Chapter Ill. Regulations and
to ensure the protection of Personal Data pursuant to
Articles 32 to 36 of the Regulation and all applicable law;

g) to provide Actelion with all the information necessary to
demonstrate compliance with the obligations under this
Article, in particular (but not limited to) to answer the
related inquiries of Actelion and/or to provide
documentation demonstrating the adoption and adherence
to at least a minimal standard of technical and security
precautions, d) above;

h) to enable Actelion or any authorized person to perform
audits and inspections under this Article and to provide the
necessary cooperation to do so;

ch) to comply with the other obligations and conditions set
forth for processors by the Regulation and all applicable law
in connection with the processing and protection of
Personal Data.

i) If, in the opinion of the Provider, Actelion's instruction
violates the Regulation or any other generally binding
provisions on the protection of personal data, the Provider
is obliged to inform Actelion of this fact without delay.
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c) zavazat mlcenlivosti veskeré osoby podilejici se na
zpracovani osobnich udaju;

d) zajistit technické a organizacni zabezpeceni Osobnich
udajli a pfijmout takova opatieni, aby nemohlo dojit k
neopravnénému pristupu k témto Osobnim ddajam, k
jejich  zméné, zni¢eni i ztrdté, neoprdavnénym
prenosim, neopravnénému zpracovani, jakoz i k jinému
zneuziti téchto Osobnich Udaj. Mezi tato opatieni patfi
zejména nastaveni opatfeni zajistujici kontrolu vstupu
do prostor, kde dochazi ke zpracovani Osobnich Gdaja,
kontrolu pfistupu a pfistupovych oprdvnéni k Osobnim
udajam, oddélené zpracovani, kontrolu zptistupriovani
Osobnich adajd, kontrolu dostupnosti systému (véetné
obnoveni dostupnosti systému);

e) Poskytovatel se zavazuje na pisemnou Zadost
Zadavatele pfijmout v co nejkratSim moZzném casovém
horizontu pfimérena specifickd opatfeni za ucelem
technického a organizacniho zabezpeceni Osobnich
udajd, zejména takova, kterd budou nezbytna ke splnéni
pozadavkl pfislusnych pravnich predpisd v oblasti
ochrany osobnich udaji a/nebo aby nemohlo dojit k
neopravnénému nebo nahodilému pfistupu k Osobnim
udajam;

f) poskytovat Zadavateli soucinnost nezbytnou pro
splnéni povinnosti Zadavatele vici subjektim hodnoceni
pfi vykonu jejich prav podle kapitoly Ill. Nafizeni a pro
zabezpeceni ochrany Osobnich udajli podle ¢l. 32 az 36
Nafrizeni;

g) poskytnout Zadavateli veskeré informace nezbytné k
doloZeni splnéni povinnosti podle tohoto ¢lanku,
zejména (avSak nejen pouze) zodpovédét s tim
souvisejici dotazy Zadavatele a/nebo predlozit
dokumentaci prokazujici ptijeti a dodrZovani alespon
minimdlniho standardu technickych a bezpecnostnich
opatreni ve smyslu pism. d) vyse;

h) umozZnit provedeni auditl a kontrol plnéni povinnosti
podle tohoto ¢lanku Zadavatelem nebo jim povérenou
osobou a poskytnout k tomu nezbytnou soucinnost;

ch) dodrZovat dalsi povinnosti a podminky stanovené
pro zpracovatele Nafizenim v souvislosti se zpracovanim
a ochranou Osobnich udaju;

i) pokud podle ndazoru Poskytovatele urcity pokyn
Zadavatele porusuje Natizeni nebo jiné obecné zavazné
predpisy tykajici se ochrany osobnich adajd, je
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14.2.5 Data 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 Data provided by the Investigator for
managing internal studies and ensuring that contact
information is contained in a faithful and complete way in
other systems, in compliance with this Section.

14.2.6 Actelion may transmit Data to other affiliates of the
Johnson & Johnson group of companies and their
respective agents worldwide. Accordingly, Data 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, Actelion 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. Data may
also be disclosed as required by individual regulatory
agencies or applicable law, such as to report serious
adverse events.

14.2.7 Actelion has provided certain details regarding its
Data handling practices, concerning Data related to
Investigator and any investigational staff, including data
subject rights, in Exhibit D. The Provider agrees to inform all
investigational staff from who Personal Information is
collected during the course of the Study in scope of this
Agreement about Data handling practices as specified in
Exhibit D.

14.2.8 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.
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Poskytovatel povinen o této skutecnosti Zadavatele
neprodlené informovat.

14.2.5 Udaje vztahuijici se ke Zkousejicimu Iékafi a véem
pracovnikiim provadéjicich klinické hodnoceni (napfr.
jméno, adresa nemocnice nebo kliniky a telefonni Cislo,
Zivotopis), mohou byt prevedeny na pobocky spole¢nosti
Johnson & Johnson za Ucelem monitorovani,
implementace, dokumentace a kontroly klinickych
hodnoceni. V pfipadé dalSich budoucich studii nebo
klinického hodnoceni, do kterych mohou byt zapojeni.
Smluvni strany se rovnéZz dohodly, Ze budou pouZivat
Udaje poskytnuté vyzkumnym pracovnikem pro fizeni
internich studii a zajisti, aby byly kontaktni informace v
souladu s timto oddilem vérné a kompletné obsazeny v
jinych systémech.

14.2.6 Spole¢nost Actelion mlze predavat Data dalSim
pobockam skupiny spolecnosti Johnson & Johnson a
jejich pfislusnym zastupcdm po celém svété. Tudiz
mohou byt Udaje prfedavany do zemi mimo Evropsky
hospodarsky prostor (EHP), jako jsou Spojené staty,
které EU urcilo jako v soucasné dobé postradajici
odpovidajici zdkonnou Uroven pro ochranu soukromi.
Bez ohledu na vySe uvedené plati, Ze spolecnost Actelion
a jeji dcefiné spolecnosti skupiny spolecnosti Johnson &
Johnson a pfislusnych zastupcl spolecnosti Johnson &
Johnson, budou uplatfiovat pfimérend opatfeni na
ochranu osobnich Udajq, jak je poZzadovano v EHP. Data
mohou byt také zvefejiiovana podle poZadavki
jednotlivych regulacnich uradl nebo platnych zakond,
napftiklad pro hldseni zavaznych nezddoucich udalosti.

14.2.7 Spole¢nost Actelion poskytla nékteré podrobnosti
tykajici se jejich postupl pro zpracovani osobnich udajl
Zkousejiciho a vsech pracovnikl provadéjicich klinické
hodnoceni, véetné prav subjektu hodnoceni, viz Pfiloha
D. Poskytovatel se zavazuje informovat vsechny
pracovniky provadéjicich klinické hodnoceni o tom,
které osobni Udaje jsou béhem Studie shromaZzdovany,
tak jak je uvedeno v Pfiloze D.

14.2.8 V pripadé, Ze néktera Cast této Smlouvy by méla
porusit platné zakony a predpisy, se smluvni strany
dohodly, Ze budou v dobré vife jednat o zménach
ustanoveni nebo téch ustanoveni, ktera jsou v rozporu.
V pripadé, Ze se strany nedohodnou na novych nebo
pozménénych podminkach, které jsou nezbytné k tomu,
aby celd Smlouva byla v souladu, miZe kteradkoli ze stran
tuto Smlouvu druhé strané vypovédét pisemné s
vypovédni lhdtou Sedesati (60) kalendarnich dnd od
doruceni.
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ARTICLE 15
GENERAL PROVISIONS
15.1 Notices. All notices given or required to be given under
this Agreement shall be in writing sent by overnight courier,

registered or certified airmail (postage prepaid), or by
facsimile (receipt confirmed) and addressed as follows:

If to Actelion:

CLANEK 15
VSEOBECNA USTANOVENI

15.1 Dorucovdni. VSechna oznameni poddvana nebo
poZadovana na zakladé této Smlouvy se vyhotovuji
pisemné a zasilaji se expresnim kuryrem, doporucenou
postou nebo doporucenou leteckou postou (s pfedem
vyplacenym postovnym), pfipadné faxem, a adresovdna
budou takto:

Pro spolecnost Actelion:

With a copy to:

If to Provider:

University Hospital in Motol

address: Provider’s registered seat

If to Investigator:

University Hospital in Motol

address: Provider’s registered seat

All notices shall be deemed to be effective on the business
day after delivery of such notice to the overnight courier,
the day such notice is received by the addressee via
registered or certified mail, or the day on which such notice
is sent by facsimile. In case any Party changes address at
which notices are to be received, written notice of such
change shall be given as soon as practicable to the other
Parties.

15.2 Governing Law, Court selection and language. This
Agreement will be governed by the laws of Czech Republic
without regard to its conflict of law principles. The exclusive
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S kopii pro:

Pro Poskytovatele:

Fakultni nemocnice v Motole

adresa: sidlo Poskytovatele

Pro Zkousejiciho:

Fakultni nemocnice v Motole

adresa: sidlo Poskytovatele

Ma se za to, Ze veskera ozndmeni nabyvaji Ucinnosti v
pracovni den nasledujici po doruceni pfislusSného
oznameni expresnimu kuryrovi, nebo v den, kdy adresat
toto ozndmeni obdrZel doporuéenou postou, pfipadné v
den, kdy bylo takové ozndameni odeslano faxem. V
pfipadé, Ze kterdkoli ze Smluvnich stran zméni adresu,
kam se dorucuji ozndmeni, co nejdfive oznami tuto
zménu pisemnym oznamenim ostatnim Smluvnim
stranam.

15.2 Rozhodné prédvo, vybér soudu a jazyk. Tato Smlouva
se fidi pravnim fadem Ceské republiky bez ohledu na
jeho zasady o kolizi pravnich norem. Vyhradnim mistem
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venue of jurisdiction shall be Czech Republic. With respect
to the above sentences of this article, the Parties agree to
use Czech language version of this Contract as prevail
version.

15.3 Headings. The headings contained in this Agreement
have been inserted for convenience of reference only and
shall in no way define, limit or affect the scope and intent
of this Agreement.

15.4 Independent Contractor. For the purposes of this
Agreement, the Parties are independent contractors and
nothing contained in this Agreement shall be construed to
place them in the relationship of partners, principal and
agent, employer/employee or joint ventures. The Parties
also agree that neither shall have the power or right to bind
or obligate the other and that they shall not hold
themselves out as having such authority.

15.5 Assignment. This Agreement shall not be assignable by
Provider without the prior written consent of Actelion. Any
intended assignment or delegation without Actelion's
written consent is null and void. Actelion shall have the
right to assign this Agreement and shall use reasonable
efforts to provide prior written notice thereof to Provider.

15.6 Subcontracting. With Actelion’s prior written consent
in each instance, Provider may subcontract the
performance of certain activities under this Agreement to
qualified third parties, provided that (i) such third parties
perform the activities in a manner consistent with the terms
and conditions of this Agreement, (ii) Provider remains fully
liable for such third parties’” performance, and (iii)
Investigator has no direct or indirect financial interest in any
such third parties.

15.7 Third Party Beneficiaries. Nothing herein shall be
deemed to create (by implication or otherwise) any right on
behalf of any third party to enforce any provision of this
Agreement or any other right.

15.8 Severability; Waiver. Wherever possible, each
provision of this Agreement shall be interpreted so that it is
valid under the Applicable Law. If any one or more of the
provisions of this Agreement is held invalid, illegal, or
unenforceable by a court of competent jurisdiction, the
remainder of this Agreement shall remain in full force and
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jurisdikce je Ceskd republika. S ohledem na predchozi
véty tohoto odstavce smluvni strany jako rozhodnou
jazykovou verzi smlouvy si ujednavajici ceskou.

15.3 Nadpisy. Nadpisy obsazené v této Smlouvé byly
vloZeny pouze pro prehlednost a v Zadném pfripadé
nedefinuji, neomezuji ani neovliviiuji rozsah ani zamér
této Smlouvy.

15.4 Nezavisly dodavatel. Pro ucely této Smlouvy jsou
Smluvni strany nezavislymi smluvnimi stranami a nic
obsazeného v této Smlouvé se nevyklada tak, aby je
postavilo do vztahu mezi partnery, zmocnitelem a
zmocnéncem, zameéstnavatelem a zaméstnancem nebo
Ucastniky spolec¢ného podniku. Smluvni strany také
souhlasi s tim, Ze zddna z nich nema pravomoc ani pravo
zavazovat nebo vazat druhou Smluvni stranu a Ze Zadna
z nich nebude vystupovat tak, jako by takovou pravomoc
méla.

15.5 Postoupeni. Poskytovatel nesmi tuto Smlouvu
postoupit bez predchoziho pisemného souhlasu
spolecnosti Actelion. Jakékoli zamyslené postoupeni
nebo delegovani bez pisemného souhlasu spolec¢nosti
Actelion je neplatné a nulitni. Spole¢nost Actelion je
opravnéna tuto Smlouvu postoupit a vynalozi pfimérené
Usili, aby o tom zdravotnické zafizeni vyrozuméla
pisemné pfedem.

15.6 Subdodavky. S pfedchozim pisemnym souhlasem
spolecnosti Actelion v kazdém konkrétnim ptipadé smi
Poskytovatel subdodavatelsky zajistit vykon nékterych
¢innosti podle této Smlouvy ze strany tretich osob,
ovSsem za predpokladu, Ze (i) takové treti osoby tyto
¢innosti vykondvaiji zpUsobem odpovidajicim
podminkdm této Smlouvy, (ii) Poskytovatel zlstava i
naddle odpovédnym za plnéni takovych tretich osob a
(iii) Poskytovatel nema zadny pfimy ani neprimy financni
podil na jakékoli takové treti osobé.

15.7 Obmyslené treti osoby. Nic obsazeného v této
Smlouvé se nepovaZuje za vznik (nepfimo nebo jinak)
jakéhokoli prava v zastoupeni jakékoli treti osoby k
vymahani jakéhokoli ustanoveni této Smlouvy nebo
jakéhokoli jiného prava.

15.8 Oddélitelnost; vzdani se prava. Kdykoli je to mozné,
kazdé ustanoveni této Smlouvy se vyklada tak, ze je
platné podle Pfislusnych pravnich predpisl. Jestlize je
kterékoli ustanoveni této Smlouvy (nebo vice jejich
ustanoveni) soudem pfislusné jurisdikce prohlaseno za
neplatné, nezdkonné nebo nevymahatelné, zbyvajici
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effect without said provision. The Parties shall negotiate in
good faith a substitute clause for any provision declared
illegal, invalid, or unenforceable, which shall most nearly
approximate the original intent of the Parties in entering
this Agreement. The failure of a Party to enforce any
provision of this Agreement shall not be construed to be a
waiver of the right of such Party to thereafter enforce that
provision or any other provision or right.

15.9 Entire Agreement; Modification. This Agreement, its
Exhibits and the Protocol, contain the entire understanding
of the Parties with respect to the subject matter thereof,
and supersede all prior discussions, agreements and
writings in respect to such subject matter. In the event of
any inconsistency between this Agreement and the
Exhibits, the terms of this Agreement shall govern except
that the terms of the Protocol will govern with respect to all
scientific, medical and/or technical matters. No
amendments or changes to the Agreement shall be
effective unless made in writing and signed by authorized
representatives of the Parties.

15.10 Counterparts. This Agreement may be executed in
two (2) counterparts, each of which shall be deemed an
original, but all of which together shall constitute one and
the same instrument. Neither Party may enforce this
Agreement against the other Party unless it has executed
and delivered this Agreement to such other Party. The
signatory for each Party below represents and warrants
that they have full authority and power to execute this
Agreement on behalf of that Party.
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Cast této Smlouvy z(stava v pIné platnosti a Ucinnosti bez
uvedeného ustanoveni. Smluvni strany vyjednaji v dobré
vife nahradni ustanoveni za takové ustanoveni
prohlasené za neplatné, nezakonné nebo
nevymahatelné, a toto nové ustanoveni bude co moznd
nejblizsi plvodnimu zdméru Smluvnich stran v dobé
uzavirani této Smlouvy. Zadny pfipad, kdy Smluvni
strana nevymahad jakékoli ustanoveni této Smlouvy, se
nevykladd jako vzdani se prava takové Smluvni strany na
nasledné vymdhani takového ustanoveni nebo
jakéhokoli jiného ustanoveni nebo prava.

15.9 Uplnéd dohoda; zmény ve Smlouvé. Tato Smlouva,
jeji Prilohy a Protokol obsahuji Uplnou dohodu
Smluvnich stran ve vztahu k jejich predmétu a nahrazuji
vSechna predchozi jednani, dohody a pisemna ujednani
ve vztahu k takovému predmétu. V pripadé jakéhokoli
rozporu mezi touto Smlouvou a jejimi Pfilohami jsou
rozhodujici podminky této Smlouvy, ovsem s tou
vyjimkou, Ze podminky Protokolu jsou rozhoduijici,
pokud jde o veskeré védecké, lékarské a/nebo technické
zalezitosti. Zadné zmény ani Upravy této Smlouvy nejsou
ucinné, pokud nebyly sepsany pisemné a podepsany
zmocnénymi zastupci Smluvnich stran.

15.10 Vyhotoveni. Tato Smlouva se vyhotovuje ve 2
stejnopisech, z nichZz kazdy se povazuje za original,
ovSsem vsechny stejnopisy predstavuji jednu a tutéz
listinu. Zadnd ze Smluvnich stran neni opravnéna
vymahat ustanoveni této Smlouvy vicéi druhé Smluvni
strané, pokud tuto Smlouvu nepodepsala a takové druhé
Smluvni strané nedorucila. Osoba podepisujici tuto
Smlouvu za kaZzdou Smluvni stranu prohlasuje a zarucuje,
Ze ma plné zmocnéni a pravomoc tuto Smlouvu jménem
dané Smluvni strany podepsat.
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IN WITNESS WHEREOF, the Parties have entered into this
Agreement under seal as of the Effective Date by their duly
authorized representatives.

ACTELION
Signature/Podpis:

Name/Jméno:
Title/Funkce:
Date/Titul:

and /a

Signature/Podpis:

Name/Iméno:
Title/Funkce:
Date/Titul:

, the undersigned (NG -

Investigator, | hereby confirm that | have been properly
made aware of the Agreement and relevant Study
Documentation and | undertake to comply with the
obligations arising therefrom. Furthermore, | undertake not
to disclose information regarding the Study without the
prior written consent of the Actelion company, not to
disclose any information provided, to treat such
information as confidential and to refrain from any other
use of such information and results than for the purposes
of this Study. As Investigator, | agree that the Actelion
company will/will collect, use, process and disclose my
personal data, including the name, qualifications and
experience in the Study, my financial data concerning,
among other things, remuneration and financial
compensation received and other personal data for Study-
related administrative purposes and to ethics committees
and government authorities, and | undertake to ensure this
approval also from the Co-Investigators and other members
of the Study Team.

(N  vestigator)

Recognition and acceptance

Confidential/DGvérné

NA DUKAZ €EHOZ Smluvni strany uzaviely tuto Smlouvu
ve formé verejné listiny ke Dni Gc¢innosti skrze své fadné
zmocnéné zastupce.

POSKYTOVATEL / PROVIDER
Podpis/Signature:
Funkce/Title: Feditel

Datum/Date:

14, nize podepsans, (N -

Zkousejici, timto potvrzuji, Ze jsem byla fadné
informovdana o Smlouvé a pfislusné studijni dokumentaci
a zavazuji se, Zze budu dodrZovat povinnosti, které z ni
vyplyvaji. Dale se zavazuji nezverejiiovat informace
tykajici se Studie bez predchoziho pisemného souhlasu
spole¢nosti Actelion, nezverejiiovat zadné poskytnuté
informace, povaZovat tyto informace za dlvérné a zdrzet
se jakéhokoli jiného poufZiti téchto informaci a vysledkd
neZ za ucelem této studie. Jako Zkousejici souhlasim s
tim, Ze spolec¢nost Actelion bude shromazdovat / bude,
pouzivat, zpracovdvat a zvefejiiovat mé osobni Udaje,
véetné jména, kvalifikace a zkusenosti ve studii, financni
Udaje, tykajici se mimo jiné ziskané odmény a financéni
nahrady, a dalsi osobni Udaje pro administrativni Ucely
souvisejici se studii, etickymi komisemi a vladnimi
organy, a zavazuiji se zajistit tento souhlas také ze strany
spoluzkousejicich a dalSich ¢lend studijniho tymu.

(Y 7 ejic)

Pro uznani a pfijeti
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