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AGREEMENT

on conducting a clinical study made in compliance
with the provision of § 1746, paragraph 2, Act No.
89/2012 Coll., Civil Code, as amended and in
compliance with Act No. 378/2007 Coll. on
Pharmaceuticals, as amended

between

Actelion Pharmaceuticals Ltd
VAT Identification Nr: CHE 116.310.323
Gewerbestrasse 16
CH - 4123 Allschwil
Switzerland

(herein referred to as “ACTELION")
and

Fakultni nemocnice v Motole
State contributory organisation
Identification Nr: 00064203
VAT ldentification Nr: CZ00064203
V Uvalu 84
150 06 Praha 5
Czech Republic
Represented by JUDr. Ing. Miloslav Ludvik, MBA,
Director

(herein referred to as “INSTITUTION")

(jointly referred to as “the Parties”)

1. Purpose of this Agreement

INSTITUTION is prepared to participate in
the following ACTELION sponsored clinical

study

“Multicenter, non-comparative
extension to study AC-058B301, to
investigate the long-term  safety,

tolerability, and control of disease of

I i subjects

with relapsing multiple sclerosis (RMS)”

SMLOUVA

o provedeni klinické studie uzavfiena dle ustanoveni
§ 1746 odstavec 2 zakona ¢. 89/2012 Sb., ob&ansky
zakonik, v platném znéni a dle zdkona €. 378/2007 Sb.,

o lécivech, v platném znéni

mezi

Actelion Pharmaceuticals Ltd
DIC: CHE 116.310.323
Gewerbestrasse 16
CH — 4123 Allschwil
Svycarsko

(dale ,ZADAVATEL")
a

Fakultni nemocnici v Motole
statni prispévkova organizace
ICO 00064203
DIC CZ00064203
V Uvalu 84
150 06 Praha 5
Ceska republika

zastoupena JUDr. Ing. Miloslavem Ludvikem, MBA,

1.

feditelem

(dale ,POSKYTOVATEL zdravotnich sluzeb")

(dale spole¢né ,smluvni strany")

Ucel této smlouvy
POSKYTOVATEL zdravotnich sluzeb je ochotny
podilet se na nasledujicim klinickém hodnoceni,

jejimz zadavatelem je spole¢nost Actelion:

Multicentrické, nesrovnavaci rozSifeni studie

[ ] hodnotici dlouhodobou
bezpe€nost, snaSenlivost a  kontrolu
onemocnéni pFipravkem I

I

roztrouSenou skler6zou (RMS)“

pacientll s relabujici
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(hereinafter referred to as the “Study”).

The Study will be conducted at
INSTITUTION by the INSTITUTION's
employee, [N s
the Investigator (hereinafter referred to as
the “INVESTIGATOR"). ACTELION
represents that it has executed with
INVESTIGATOR a separate contract on

clinical _trial _of

drugs, under which
INVESTIGATOR and the study team shall
receive remuneration for the performance
INSTITUTION  will

facilities and

of the clinical trial
provide appropriate
equipment and will support the recruitment
activities and conduct of the Study at the
INSTITUTION. Study to be conducted at
Neurologicka klinika 2. LF UK a FN Motol

(hereinafter referred to as the “Site”)

INSTITUTION
that it is a due and legitimate runner of a

represents and warrants

pharmacy, that is Pharmacy of FN Motol
located at the INSTITUTION’s address.
The INSTITUTION undertakes to ensure
receiving, taking over, checking, storage
and supply of the Study drug through its
above presented pharmacy in compliance
with the terms of Good Pharmaceutical
Practice, relevant instructions of the State
Institute of Drug Control and may allow the
physical handling of the Study drug only to
persons duly qualified for such
performance. The study drug will be
INSTITUTION's

regulation No.

delivered to the
pharmacy,
226/2008 Coll., as amended, in terms and

pursuant to

13

(déle jen ,Studie").

1.2. Studie bude provadéna v prostorach
POSKYTOVATELE zdravotnich sluzeb jeho
zaméstnancem, || EKGTGNNGEGEEEEEEEEE
jako zkousejicim (dale jen ,ZKOUSEJICIY).

Zadavatel prohlaSuje, ze uzaviel se zkouSejici

samostatnou smlouvu o provedeni Kklinického

hodnoceni _Ié¢iv, na zakladé které bude

zkousSejici a studijni tym odménén za provedeni
klinického hodnoceni |éCiv.

POSKYTOVATEL zdravotnich sluzeb zajisti
vhodné prostory, kde bude klinické hodnoceni
probihat, a to Neurologickd klinika 2. LF UK a
FN Motol (dale jen ,Pracovisté") a vybaveni a
bude

ziskavanim Gc¢astnik( a provadénim Studie na

podporovat ¢innosti  souvisejici  se

Pracovisti.

POSKYTOVATEL zdravotnich sluzeb zavazné
prohlasuje, Ze je fadnym a opravnénym
provozovatelem to Nemocni¢ni
lékarny FN Motol,
POSKYTOVATELE
POSKYTOVATEL

zavazuje

Iékarny, a
umisténé na adrese
zdravotnich sluzeb.
zdravotnich  sluzeb se

zajistit  prijeti, prevzeti, kontrolu,

skladovani a vydej hodnoceného I|éciva
prostfednictvim své vySe uvedené lékarny za
podminek spravné Iékarenské praxe,
pfislusnych pokyna Statniho Ustavu pro kontrolu
[éCiv a smi umoznit zachazet s hodnocenym
|[é¢ivem pouze osobdm pro tuto Cinnost fadné
kvalifikovanym. Hodnocené I|é¢ivo bude do
lékarny POSKYTOVATELE zdravotnich sluzeb.
dodavano v souladu svyhlaskou ¢. 226/2008

Sb., v platném znéni, v terminech a dodéavkéach
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supplies so that the Study can be
performed in a due and continuous manner
according to the terms set forth in the
INSTITUTION undertakes to

record and keep records of any and all

Protocol.

handling of the Study drug according to
Good Pharmaceutical Practice and
instructions of ACTELION, if applicable,
and submit such records as
Study file to ACTELION upon its request.
ACTELION shall
expense for the
shipment of the
INSTITUTION’s pharmacy where

be taken over

part of the
arrange on its own
distribution of the
study drugs to
it shall
and checked by the
pharmacist (in the same manner as any
other shipments, i.e. whether it is not
damaged, whether any special transport
requirements have been complied with and
shall confirm receipt of the shipment);
INVESTIGATOR shall collect

the study drugs upon a requisition slip for

thereafter,

the centre where he/she shall be fully liable
for such drugs. ACTELION shall report
either by e-mail or by telephone to a
pharmacist appointed by the pharmacy
within three working days before the
delivery when the shipment will be
delivered to the pharmacy. Liquidation of
any unused drugs shall be arranged for by
ACTELION at its own expense.

ACTELION shall arrange for the delivery of

the shipment to the following address:

University  Hospital Motol,  Hospital
Pharmacy,
V Uvalu 84, 150 06 Prague 5, and shall
state the name of the responsible
pharmacist.

tak, aby Studie mohla byt provedena fadné a
plynule za podminek stanovenych v Protokolu.
POSKYTOVATEL

zavazuje vést a uchovavat zaznamy o veskerém

zdravotnich  sluzeb se

zachazeni s hodnocenym lékem v souladu se
pokyny
ZADAVATELE, budou-li takové, a na pozadani
tyto kdykoli
dokumentace ZADAVATELE.

ZADAVATEL zajisti na své néklady distribuci

Iékarny

spravnou  lékdrenskou praxi a

pfedlozit jakou soucast studijni

zasilky hodnocenych pripravki do
zdravotnického zafizeni, kde je Iékarnik
prevezme a zkontroluje (jako jiné zasilky - tzn.
neni-li  poSkozena, v pfipadé zvlaStnich
pozadavkd na transport, byly-li tyto pozadavky
dodrzeny, pfijem zasilky potvrdi), nasledné si na
Zzadanku  zkouSejici hodnocené  pfipravky
vyzvedne na centrum, kde je za né piné
zodpovédny. Zadavatel je povinen oznamit do 3
pracovnich dnd pfed dodanim, kdy bude zasilka
do lékarny predana budto emailem nebo
telefonicky lékarnou povéfenému farmaceutovi.
Likvidaci nevyuzitych |ékd si zadavatel zajisti na
vlastni naklady.

Zadavatel zajisti dodavku na adresu:

FN Motol, nemocniéni Iékarna,

V Uvalu 84, 150 06 Praha 5 a oznadi ji jménem

zodpovédného |ékarnika.
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1.4.
the Study at the Site is J] and estimated
maximum cost is 390 000CZK.

Expected study duration at the Site
2. Protocol

2.1 The protocol of the Study (hereinafter
“Protocol”) will be strictly adhered to and will
be performed under the supervision and
responsibility of INVESTIGATOR.

2.2. The Protocol (including any amendments

thereof) is an integral part of this Agreement

(Exhibit A). In the event of contradictions

between the Protocol and this Agreement,

the provisions of this Agreement shall
prevail, except in scientific matters, where

the Protocol shall take precedence.

3. Obligations of INSTITUTION

3.1 INSTITUTION represents and warrants that
the Study will the
INSTITUTION the

Protocol, further that it has been provided

be conducted in

in accordance with

with the Protocol and other Study related

documents by ACTELION and that it has

familiarized himself with them.
3.2. INSTITUTION shall ensure, that
INVESTIGATOR will conduct the Study in
accordance with the Protocol and all its
future amendments, if applicable, the
approval of the Study performance issued
by the State Institute for Drug Control and

the statement of the respective Ethics

Expected number of patients enrolled into 1.4.

1.5.

2.2.

Predpokladany pocet pacientl, ktefi budou do
Studie v ramci Pracovisté, je ] a predpokladana

maximalni vySe odmény ¢ini 390 000 K&..

Délka trvani Studie rdmci Pracovisté je planovéana

Protokol

Protokol Studie (dale ,Protokol*) bude pfisné
dodrzovan a Studie bude podle tohoto Protokolu
provadéna pod dohledem ZKOUSEJICIHO,

ktery bude za dodrzovani protokolu zodpovidat.

Protokol je (v€etné veskerych dodatkd) nedilnou
soucéasti této smlouvy (Pfiloha A). V pfipadé
rozpord mezi Protokolem a touto smlouvou maji
ustanoveni této smlouvy,

pfednost vyjma

veédeckych zalezitosti, kdy ma prednost Protokol.

Povinnosti POSKYTOVATELE  zdravotnich

sluzeb

3.1. POSKYTOVATEL zdravotnich sluzeb

3.2,

zavazné prohlaSuje, Ze Studie bude na Pracovisti

provadéna v souladu s Protokolem, ze mu
ZADAVATEL poskytl Protokol a dalSi dokumenty
se ke Studii,

vztahujici a Ze se stémito

dokumenty seznamil.

POSKYTOVATEL zdravotnich sluzeb se zavazuje
zajistit, e ZKOUSEJICI bude Studii provadsét
v souladu s Protokolem a vSemi jeho budoucimi
dodatky, budou-li néjaké, s povolenim Statniho
kontrolu |éCiv a stanoviskem

Ustavu pro

prisluSnych etickych komisi, pravidly spravné
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Committees, the ICH Good Clinical Practice
“GCP”"), health authority

requirements as well as any and all

(hereinafter

applicable laws and regulations. Moreover, if
requested by ACTELION, INSTITUTION, in
cooperation with the INVESTIGATOR if
ACTELION in
obtaining all documentation required for

applicable, will assist
compliance with FDA-specific requirements,

whereby such assistance and
documentation to be in accordance with
applicable local laws and regulations at all

times.

The INSTITUTION will provide his/her best
efforts to assist ACTELION with a view to 3.3.
achieving the aims of this Agreement,
including, but not limited to, conducting the
Study in the Study period as outlined in the
Protocol.

The Parties will adhere to any applicable

and/or

Patient 34.

Privacy  legislation

applicable data protection laws.

INSTITUTION will forward any information,
which is foreseen to advertise the Study or 35,
encourage recruitment for the Study to
ACTELION prior to its use. INSTITUTION
agrees to use the information only with the
prior written approval of ACTELION and

after IRB/IEC approval has been obtained.

All  material provided to INSTITUTION

and/or INVESTIGATOR for the purpose of

3.6.

klinické praxe (dale ,GCP"), pozadavky Statniho
Gstavu pro kontrolu IéCiv  jakoz i veSkerymi
platnymi zakony a predpisy. Navic, bude-li to
ZADAVATELEM vyzadano, bude
POSKYTOVATEL zdravotnich sluzeb, pfipadné ve
spolupraci se ZKOUSEJICIM, ZADAVATELEM
poskytovat soucinnost pfi ziskavani veSkeré
dokumentace potfebné pro dodrzeni specifickych
pozadavkl FDA, pficemz takova pomoc a
dokumentace budou vzdy v souladu s platnymi

mistnimi zakony a predpisy.

POSKYTOVATEL zdravotnich  sluzeb se
zavazuje vynakladat maximalni Usili k tomu, aby
ZADAVATELI pomohl dosdhnout cild této

smlouvy, véetné - nikoli vSak vyluéné - provedeni
Studie obdobi

v Protokolu.

v hodnoticim stanoveném

Smluvni strany se zavazuji dodrzovat veSkeré

platné pravni predpisy tykajici se ochrany

soukromi pacient a ochrany osobnich Gdaj.

POSKYTOVATEL zdravotnich sluzeb bude
ZADAVATELI
informace, jejichZz u¢elem bude propagace Studie

predem predkladat veSkeré

nebo podpora ziskavani Uc€astnikd do Studie.
POSKYTOVATEL zdravotnich sluzeb souhlasi s
tim, Ze tyto informace bude pouZivat pouze po
predchozim schvéleni
ZADAVATELEM a po ziskani souhlasu etické

komise.

pisemném

Veskery materidl poskytnuty POSKYTOVATELI
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carrying out the Study (including, but not
limited to, Study drug and Study material)
are supplied only for the purpose of the
Study and must not be used for any other
purpose. INSTITUTION, or its delegate, is
responsible  for the  security and
accountability of all material. At the
completion or early termination of the Study,
INSTITUTION will arrange to have an

accounting of all material provided by

ACTELION. Unless the material has to be

retained by INSTITUTION for Study
documentation, such material shall be
returned to ACTELION. However, the

Parties may agree to have such material
disposed of (including destruction of Study
in accordance with ACTELION’s
SOPs or in accordance with Study specific
INSTITUTION shall
enter into a separate lending agreement
with  ACTELION
necessary for Study purposes.

drug)

requirements. The

regarding equipment

INSTITUTION agrees to keep the medical
records of patients enrolled into the Study
as well as all data generated as a result of 3.7.
conducting the Study, relevant source

documents and any other essential
documents or materials as required by the
Study protocol (“Study Data”) in a safe and
secure location during conduct of the
Study and for the period of fifteen (15)
years following completion of the Study
(“Record Retention Period”).ACTELION
INSTITUTION at

to the end of Record

shall inform least 6

months prior

Retention Period about the further

zdravotnich sluzeb a/nebo ZKOUSEJICIMU za
ucelem provadéni studie (véetné, avSak nejen,
hodnoceného IéCiva a studijnich materidlt ) bude
dodan pouze pro UcCely Studie a nesmi byt
pouzivan k zadnému ucelu.
POSKYTOVATEL zdravotnich sluzeb a/nebo jim

povéfena osoba zodpovida za zabezpeceni a

jinému

inventarizaci veSkerého materidlu. Po dokonéeni
Studie nebo pfi jejim pred€asnému ukoncéeni
POSKYTOVATEL zdravotnich sluzeb zajisti

provedeni  vyuctovani vesSkerého materidlu
poskytnutého ZADAVATELEM. Pokud se nebude
jednat o materidl, ktery musi byt
POSKYTOVATELEM zdravotnich sluzeb

archivovan pro Gcely dokumentace Studie, ma byt
vracen ZADAVATELI.
strany se vSak mohou dohodnout na tom, Ze tento
bude
hodnoceného 1é¢iva) v souladu se smérnicemi
ZADAVATELE nebo v souladu se specifickymi
pozadavky Studie. POSKYTOVATEL zdravotnich
sluzeb uzavie se ZADAVATELEM samostatnou

tento material Smluvni

material zlikvidovan (vCetné zniceni

smlouvu o vypujcce ohledné zafizeni, které bude
k pInéni cili Studie nezbytné/potfebné.

POSKYTOVATEL zdravotnich sluzeb se zavazuje

uchovavat zdravotnické zaznamy pacientd
zafazenych do Studie, jakoz i Udaje vytvorené
v disledku provadéni Studie, pfislusné zdrojové
veSkeré  ostatni

dokumenty a podstatné

dokumenty  nebo materidly ~ vyzadované
protokolem Studie (dale jen ,Udaje o Studii) na
bezpecném a zabezpeCeném misté béhem
provadéni Studie a po dobu patnacti (15) let po
jejim dokonceni (,, Doba uchovévani zaznamu").
ZADAVATEL bude

POSKYTOVATELE nejpozdéji 6 meésicu pred

informovat
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circumstances of the Study Data storage.
In case ACTELION asks the INSITUTION
for extension of the Record Retention
INSTITUTION
reimbursed accordingly.

INSTITUTION follow ACTELION's

instructions on the shipment of Study Data

Period , shall be
Otherwise,
shall
to another facility for

ACTELION'’s expense.

storage at

The INSTITUTION undertakes to notify
ACTELION immediately that there is an
audit or inspection planned by any health
authority — or body.
INSTITUTION must make available all

documentation pertaining to the Study for

3.8.

other authorized

any such audit or inspection.

ACTELION shall be entitled to demand that
a particular person is prevented from further
participation in 3.9.

that

the Study performance
ACTELION

reasonable grounds for such a demand.

provided presents

Neither INSTITUTION nor any person
employed thereby in the performance of
the Study is not awarehas been debarred, 3.10.
disqualified or banned from conducting

clinical trials and INSTITUTION will not

intentionally, during the term of this
Agreement, employ any debarred,
disqualified or banned person in

connection with any work on the Study. If

at any time after execution of this
Agreement, INSTITUTION becomes aware
that INSTITUTION or

employed thereby is, or is in the process of

any person

uplynutim Doby uchovani zaznamu o tom, jakym
zplisobem bude sUdaji o Studii nalozeno, a
v pfipadé, Ze bude Zzadat o prodlouzeni Doby
POSKYTOVATEL
opravnén po ZADAVATELI pozadovat Uumérné

uchovani  zaznamu, je
zpoplatnéni. V opacném
POSKYTOVATEL bude postupovat dle instrukci
ZADAVATELE pro zaslani Udaji o Studii do
jiného
ZADAVETELE,

pfipade,

archivaéniho  zafizeni na néaklady

POSKYTOVATEL zdravotnich sluzeb se zavazuje,
Ze d4 ZADAVATELI neprodlené poté, co se o
ném dozvi na védomi, Ze jakykoli zdravotni nebo
spravni organ planuje provedeni auditu nebo

POSKYTOVATELE

sluzeb musi pro jakykoli takovy audit nebo

kontroly. u zdravotnich

kontrolu  zpfistupnit veSkerou dokumentaci

vztahujici se ke Studii.

ZADAVATEL je opravnén pozadovat, aby nebylo
umoznéno v dalSi UCasti na provadéni Studie
konkrétni osobé, pokud ZADAVATEL pro tuto

svou zadost uvede pfiméfené davody.

POSKYTOVATELI zdravotnich sluzeb neni
znamo, ze by POSKYTOVATELI zdravotnich
sluzeb ani z&dné z osob, které POSKYTOVATEL
zdravotnich  sluzeb zameéstndva v rdmci
provadéni Studie, bylo odebrdno opravnéni k
klinickych
diskvalifikovana,pfipadné ji
provadét klinickd hodnoceni, a POSKYTOVATEL

zdravotnich sluzeb béhem doby platnosti této

provadéni hodnoceni, byla

bylo zakazano

Smlouvy védomé nepouzije Zzadnou osobu, které

bylo odebrano toto opravnéni nebo ktera byla
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being debarred, INSTITUTION hereby takto diskvalifikovana nebo na ni byl uvalen takovy
certifies that it will so notify ACTELION in zékaz, kprovadéni jakychkoli praci na Studii.
writing immediately. Pokud se POSKYTOVATEL zdravotnich sluzeb

kdykoli po uzavfeni této Smlouvy dozvi, ze jemu
samotnému nebo jakékoli osobé, kterou vyuziva,
bylo odebrano toto opravnéni nebo je s ni vedeno
fizeni o] odebrani tohoto opravnéni,
POSKYTOVATEL zdravotnich sluzeb timto

potvrzuje, 2e o tom bude okamZité pisemné

Confidentiality informovat ZADAVATELE.
4.1. INSTITUTION will treat as confidential any

information (in tangible or intangible form) 4. Ochrana daveérnych informaci

received from ACTELION and/or on 4.1. POSKYTOVATEL zdravotnich sluzeb bude s
ACTELION's behalf and will make no use veSkerymi informacemi (v hmotné i nehmotné
of such information for any purpose other formé) ziskanymi od ZADAVATELE a/nebo v jejim
than the conduct of the Study under this zastoupeni nakladat jako s davérnymi
Agreement, informacemi a nebude tyto informace vyuzivat pro

zadné jiné Ucely kromé uceltl pro vedeni Studie
a) unless such information is in the public podle této smlouvy.

domain at the time of disclosure; or ,

b) unless such information becomes part a) ledaze by takové informace byly v dobé
of the public domain after the time of ziskani verejné pfistupné, nebo
disclosure, except by breach of this b) ledaze by se takové informace po datu ziskani
Agreement or breach by any third party staly soucasti informaci verejné pfistupnych,
being under an obligaton of vyjma pfipadu, Ze by se tak stalo porusenim
confidentiality to ACTELION; or této smlouvy nebo poruSenim smiluvnich

¢) unless such information is or was in the povinnosti jakékoli tfeti strany zavézané
possession of INSTITUTION at the mi&enlivosti vici ZADAVATELI, nebo
time of disclosure by ACTELION as c) ledaze by takové informace jiz v dobé
evidenced by written records and was poskytnuti POSKYTOVATELI zdravotnich
not acquired directly or indirectly from sluzeb byly ve vlastnictvi POSKYTOVATELE
ACTELION or from any other third zdravotnich sluzeb, jak to prokazuji pisemné
party under an agreement of zaznamy, a soucasné pokud nebyly ziskany
confidentiality to ACTELION; or pfimo ¢&i nepfimo od ZADAVATELE nebo od

d) unless such information is or was jakékoli tfeti strany smluvné zavézané
developed by INSTITUTION ml&enlivosti vici ZADAVATELI, nebo
independently of receipt hereunder, as d) ledaze by takové informace byly prokazatelné
shown by appropriate proof; or vysledkem vlastni ¢innosti
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e) unless such information is required to
be disclosed by law, governmental
regulation, or court order; provided,
however, that INSTITUTION shall use
their  best
ACTELION with
thereof in order to oppose or limit

efforts to  provide

immediate notice

such disclosure.

Subject to Publication Clause contained
hereinafter, any data and/or results arising
the Study shall be considered
information. ACTELION
acknowledges that the INSTITUTION, as a

state contributory organisation, may be

from

confidential

obliged to provide upon a third party's

inquiry the information according to

applicable Czech law.

INSTITUTION will ensure that the Study

staff  (i.e. sub-investigators,  study

coordinators, study

(hereinafter “Study Staff”) is bound by the

nurses, etc.)

same obligations of confidentiality.

The provisions of this Clause shall survive
termination of this Agreement.

Financial Terms
ACTELION will pay

amounts as set forth

INSTITUTION the

in the payment
schedule (Exhibit B), such Exhibit B to be an
integral part of this Agreement. The amounts
set forth in Exhibit B cover all Study-related

4.2.

4.3.

4.4.

ZDRAVOTNICKEHO ZARIZENI nezavisle na
jejich obdrzeni podle této smlouvy, je-li to
vhodnym zplGsobem prok&zéno, nebo
e) ledaze by takové informace bylo zapotfebi
poskytnout na zakladé zakona, jiného
(s)pravniho predpisu nebo nafizeni soudu,
Ze ZKOUSEJICI
ktomu, aby

avSak za predpokladu,
vynalozi své nejlepsi usili
ZADAVATEL o této

uvédomilo, a se ta mohla proti poskytnuti

situaci neprodlené
informaci U¢inné branit nebo omezit jeho
rozsah.

S vyhradou dolozky o zvefejriovani obsazené
dale vtéto smlouvé, budou veskeré Udaje

a/nebo vysledky majici puavod ve Studii

povazovany za davérné informace.
ZADAVATEL bere na védomi,
ze POSKYTOVATEL zdravotnich sluzeb,
jakozto statni prispévkova organizace, je

povinen na dotaz tfeti osoby poskytnout
informace podle zdkona v souladu s platnymi

pravnimi predpisy Ceské republiky.

ZKOUSEJICI zajisti, Ze persondl G&astnici se
Studie (tj. subinvestigatofi, koordinatofi, studijni
sestry atd.) (dale ,studijni personal”) bude vazan

stejnou povinnosti mi¢enlivosti.

Ustanoveni tohoto ¢&lanku smlouvy zUstavaji

acéinna i po ukonéeni této smlouvy.

Finanéni podminky
ZADAVATEL POSKYTOVATELI

zdravotnich sluzeb ¢astky stanovené v rozvrhu

zaplati

plateb obsazeném v Pfiloze B, ktera je nedilnou
soucasti této smlouvy. Castky stanovené v Pfiloze

B zahrnuji vSechny poplatky a néklady souvisejici

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
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fees and costs (i.e. INSTITUTION's
overhead costs, local laboratory fees,
pharmacy fee, IT costs, etc.), unless

explicitly stated otherwise in Exhibit B.

IRB/IEC costs are not included.

Payment will be made upon correct 5.2.
completion of all eCRF pages, verification of
such pages by ACTELION monitor against
the source documents and satisfactory
resolution of any possible queries. In case of
serious non-compliance with the Protocol,
GCP, andlor health authority and other
applicable requirements by the
INVESTIGATOR INSTITUTION,
ACTELION has the right to withhold part or

all payments.

and/or

Payments will be made |l based on  5.3.
eCRFs
requirements of Clause 5.2 and delivered to
ACTELION in the respective [ IR
I e payment shall be made to
the bank account as specified in Exhibit C. If
INSTITUTUION is not qualified as a VAT

taxable person obliged to issue invoice,

the completed fulfilling the

sending invoices to ACTELION is not
necessary. If INSTITUTION is qualified as
a VAT taxable person obliged to issue
INSTITUTION  shall
ACTELION an original invoice for the
amount due as specified by ACTELION

invoices, send to

beforehand. Such payment will be made by

ACTELION  within - [

The final payment will be done upon

s provadénim Studie (fj. rezijni néklady
POSKYTOVATELE zdravotnich sluzeb, poplatky
za pouzivani mistnich laboratofi, platby lékarné,
naklady na IT podporu, atd.), neni-li v Pfiloze B
vyslovné uvedeno jinak. Naklady souvisejici
s €innosti etické komise/revizni komise
POSKYTOVATELE zdravotnich sluzeb nejsou

v téchto ¢astkach zahrnuty.

Platba bude provedena po sprdvném vyplnéni
vSech formulafi eCRF, ovéreni téchto formulard
ZADAVATELE

zdrojovymi dokumenty a uspokojivém vyfizeni

monitorem v porovnani  se
vSech potencialnich dotaz(. V pfipadé zavazného
GCP  a/nebo

orgdnt ¢ jinych

nedodrZeni Protokolu, zasad

pozadavk(l zdravotnich
opodstatnénych pozadavku ze
ZKOUSEJICIHO  a/inebo  POSKYTOVATELE
zdravotnich sluzeb mé& ZADAVATEL pravo

nevyplatit ¢ast plateb nebo vSechny platby.

strany

Platby budou ZADAVATELEM  provéadény
I 2 z4kladé vypinénych stranek eCRF,
které odpovidaji pozadavk(l stanovenym v odst.
5.2, a které byly ZADAVATELI doruceny
v piislusném |l Platoa bude provedena
ve prospéch bankovniho UcCtu specifikovaného
v pfiloze C. Pokud POSKYTOVATEL zdravotnich
sluzeb neni platcem DPH povinnym vystavovat
doklad  (fakturu), faktur
ZADAVATELI se nevyzaduje. Pokud
POSKYTOVATEL zdravotnich sluzeb je platcem

DPH povinnym vystavovat

dariovy zasilani

dariovy doklad
(fakturu), POSKYTOVATEL zdravotnich sluzeb
je povinen dorucit ZADAVATELI fakturu na ¢astku
odmény specifikovanou pifedem ZADAVATELEM.
ZADAVATEL  uhradi  tuto  platbul |l

B Finini platba odmény bude

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
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satisfactory resolution of any Study related

gueries.

5.4.
Incurred Study-related pass-through costs

(e.g. IRB/IEC costs) shall
passed on to ACTELION along with any

be promptly

specific payment details. Payment will be
made by ACTELION within |

Since the
ACTELION’s
patients participating in the Study the costs

INSTITUTION acknowledges
intention to

5.5.
reimburse to

they incur due to their participation in the
Study and ACTELION's intention to respect
and preserve Study patients confidentiality
and their personal data protection and not to
process the patients personal data unless it
is absolutely necessary, the INSTITUTION
undertakes to ensure for ACTELION and on
its behalf payments of patient costs in the
amounts and under the terms and
conditions set forth in Exhibit B hereto.
Actelion will provide INSTITUTION with an
appropriate deposit e
I 1 deposit is a pass

through cost and is to be invoiced to

Actelion. Inthe  event that that the deposit

IS spent, Actelion will provide another
deposit based on appropriate invoice, if
necessary. In the event that the
subsequent deposit is  not spent, it will be

returned to Sponsor at the end of Study.

INSTITUTION agrees to use [ °%

provedena teprve po uspokojivém vyfreSeni

veskerych dotaz(l spojenych se studii.

Prabézné néklady vzniklé v souvislosti se Studii
(napf. naklady na c¢innost etické komise/revizni
komise POSKYTOVATELE zdravotnich sluzeb)
budou ZADAVATELI bezodkladné& postoupeny
spole¢né konkrétnimi

s veskerymi Udaji

potfebnymi k provedeni platby. ZADAVATEL pak

platbu provede do I

Protoze POSKYTOVATEL zdravotnich sluzeb
uznava zamér ZADAVATELE hradit subjektim
hodnoceni G€astnicim se Studie naklady, které
jim v disledku Ucasti ve Studii vzniknou a rovnéz
ZADAVATELE
identité

uznava zamer respektovat a

zachovavat davérnost o subjekt
hodnoceni a ochranu jejich osobnich Gdaju a
nezpracovavat jejich osobni Udaje, pokud to neni
POSKYTOVATEL

zavazuje  pro

skute€né nezbytné,

zdravotnich ~ sluzeb  se
ZADAVATELE a na jeho Ucet zajistit vyplaceni
nahrad subjektdm hodnoceni v ¢astkdch a za
B ktéto
smlouvé. Zadavatel poskytne za timto Gcelem
POSKYTOVATELI zdravotnich sluzeb
ptimérenou zalohu |GG
Tato zadloha je provozni naklad a bude
fakturovana ZADAVATELIL. V pfipadé, Ze tato

zaloha bude vycCerpdna a bude nutné dalSi

podminek stanovenych v pfiloze

vyplaceni cestovnich nahrad, poskytne zadavatel
dals§i zalohu na zékladé zéalohové faktury. V
pfipade, Ze
nasledna zaloha nebude vycerpana, bude

vricena Zadavateli po skonceni studie.

ZKOUSEJICI A POSKYTOVATEL zdravotnich

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
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I i~ accordance to any

written  specification and  instructions
provided by ACTELION.

INSTITUTION herewith confirms to be in the
possession of any and all infrastructure
necessary for the use of il Moreover,
INSTITUTION  will that

infrastructure is available throughout the

ensure such

duration of Study (i.e., until acceptance of
Study report by ACTELION),

especially in order to fully meet the Study

the final

timelines.

INSTITUTION  will ensure to have
appropriate procedures and measures in
place in order to ensure controlled access
|
I csoecially, such procedures and
measures must be adequate to prevent any
violation of any applicable patient privacy
legislation and/or applicable data protection
laws.

After acceptance of the final Study report by
ACTELION, ACTELION will provide the
INSTITUTION with a pdf-version of all e-
CRFs completed by the INSTITUTION for

archiving.

Monitoring and Audits by ACTELION

The Study will be monitored by ACTELION
or the designated CRO. Its representatives
will be allowed access to all information
resulting from this Study and ACTELION or
the designated CRO will

unrestricted right to use Study generated

have an

5.7.

5.8.

6.1.

sluzeb souhlasi pouzivat systém |
I vsouladu  se  vsemi
pisemnymi  specifikacemi a  instrukcemi

poskytnutymi ZADAVATELEM.

POSKYTOVATEL zdravotnich sluzeb timto
potvrzuje, ze ma v drzeni vSechnu a jakoukoliv
potrebnou infrastrukturu  k pouziti [l Dae
POSKYTOVATEL zdravotnich sluzeb zajisti, ze
takovd infrastruktura bude k dispozici béhem
celého trvani Studie (t.j. do schvéleni Zavérecné
Zpravy o Studii ZADAVATELEM), zejména proto,
aby bylo mozné plné dodrzet
Studie.

harmonogram

POSKYTOVATEL zdravotnich sluzeb zajisti
zavedeni pfislusnych postupll a opatfeni s cilem
zajistit kontrolovany
I
B zejména tyto postupy a opatfeni musi byt
pfiméfené, aby se zabranilo jakémukoliv poruseni
vSech platnych pravnich predpisi o ochrané
soukromi pacienta a / nebo platnych zakond na
ochranu osobnich udaju .

Po schvéleni ZavéreCné Zpravy o Studii
ZADAVATELEM, ZADAVATEL poskytne
ZKOUSEJICIMU / POSKYTOVATELI zdravotnich
sluzeb pdf. verze vSech vyplnénych stranek eCRF
ZKOUSEJICIM/ POSKYTOVATELEM zdravotnich

sluzeb pro potfeby archivace.

Monitoring a audity provadéné ZADAVATELEM

Pribéh Studie bude monitorovan ZADAVATELEM

nebo ji ustanovenou smluvni
(-CRO").
umoznén pristup ke vSem informacim vzeSlym

z této Studie a ZADAVATEL nebo ji ustanovena

vyzkumnou

organizaci Jejich z&stupcim bude

CRO budou mit neomezené pravo vyuZivat

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
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information e.g. CRFs. ACTELION or the
designated CRO has to have access
according to the Site’'s local ethical
guidelines to laboratory test reports, Source
Data (as defined by the GCP) and any other
patient records needed to verify the entries
on the eCRF, However, such approach may
not disturb the ordinary INSTITUTION

operations.

ACTELION may appoint individuals who are
independent of the Study to conduct audits.
INSTITUTION must make available all 6.2.
documentation pertaining to the Study for

any such audit.

Liability and Indemnification

ACTELION assumes liability for and will
indemnify and hold harmless 7.
INVESTIGATOR, INSTITUTION, Study 7.1.
Staff and affiliated, participating hospitals

from and against any and all injuries,
including death, that occur to Study patients
whenever a causal relationship can be
established between the event and the
Study procedure or the Study drug if the

following can be demonstrated:

a) The event resulted from the Study drug,
provided that the Study drug was
administered according to the Protocol.

b) The event arose in association with the
use of comparative substances used
legitimately as part of the Protocol.

c) The event occurred as a consequence
of diagnostic procedures performed
according to the Protocol.

d) The event resulted from therapeutic or

informace vzeSlé ze Studie, napf. CRF.
ZADAVATEL nebo ji ustanovend CRO budou mit
vsouladu smistnimi  etickymi  smérnicemi
platnymi na Pracovisti pfistup k vysledkim

laboratornich  vySetfeni, zdrojovym datdm
(definovanym podle GCP) a jakymkoli dalSim
zdznamUm o subjektu hodnoceni, které budou
potfebné k ovérovani zaznam( ve
formuléfich eCRF, avSak takovymto pfistupen
nesmi dojit k naruSeni bézného provozu u

POSKYTOVATELE zdravotnich sluzeb.

ZADAVATEL miZze jmenovat nezavislé osoby,
které budou povéreny provadénim auditu Studie.
POSKYTOVATEL zdravotnich sluzeb musi dét
pro Ucely jakéhokoli takového auditu k dispozici

veskerou dokumentaci vztahujici se ke Studii.

Odpovédnost a odSkodnéni

ZADAVATEL se zavazuje nahradit Gjmu na zdravi

véetné smrti, kter& vznikne  subjektim

hodnoceni v disledku  G&asti v klinickém
hodnoceni, kdykoli bude moZzno zjistit pficinny
vztah mezi uddlosti a postupem pouzitym
pfi Studii nebo hodnocenym lé¢ivym pfipravkem,
a k dhradé této Gjmy, ke které bude povinen
ZKOUSEJICI, POSKYTOVATEL

sluzeb a studijni

zdravotnich
persondl a pfidruzena
zU€astnéna zdravotnicka zafizeni, pokud bude
mozno prokazat nasledujici skutecnosti:

a) Udalost byla zpusobena hodnocenym Ié€ivym

pfipravkem, pfiéemz hodnoceny |éCivy
pripravek byl podavéan podle Protokolu.
b) Udalost nastala v souvislosti s pouzitim

srovnavacich pfipravkd, jejichz podavéani bylo
odlvodnénou soucasti Protokolu.
doslo v dlsledku

¢) Kudélosti pouziti

diagnostickych vykon( provadénych podle

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
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diagnostic  measures  legitimately

required as a consequence of
unexpected events caused by the
Study

substances, or by

drug, by comparative
diagnostic

procedures called for by the Protocol.

ACTELION is not liable for events that occur
solely as a consequence of the underlying

illness of the Study patient.

Moreover, ACTELION shall not be liable for

events resulting from diagnostic or

therapeutic measures not specifically
required by the Protocol, or for events
resulting from negligence (including failure
to act according to accepted medical
practice, or to comply strictly with the
Protocol or the terms of this Agreement), or
wilful INVESTIGATOR,
INSTITUTION, Study Staff or any other
involved and/or related clinical staff and
facilities. In such event, INSTITUTION and
INVESTIGATOR shall assume liability and
indemnify and hold harmless ACTELION

and/or its affiliates.

misconduct  of

This Indemnity provided by ACTELION shall

further apply as follows:

a) ACTELION is to be informed as soon as
possible of any complaint, action or suit
of proceeding giving rise to the right of

INSTITUTION

fully — with

indemnification, and
agree to
ACTELION in the defence or disposition

of all such cases.

co-operate

7.2.

7.3.

7.4.

Protokolu.
d) Udalost byla zplisobena terapeutickymi nebo
diagnostickymi opatfenimi, jejichz provedeni

bylo odlvodnéné a potfebné v dusledku

neocekavanych acinkd zkoumaného
pfipravku, srovnavacich pfipravki nebo
diagnostickych postupul pozadovanych
Protokolem.

ZADAVATEL nenese odpovédnost za udalosti, ke
kterym dojde vyluéné v dasledku zékladniho

onemocnéni subjektu hodnoceni.

Mimoto ZADAVATEL nenese odpovédnost za

udalosti  zpusobené  diagnostickymi  nebo
terapeutickymi opatfenimi, ktera nejsou vyslovné
pozadovana Protokolem, nebo za pfipady
zplsobené nedbalosti (véetné jednani v rozporu
s uznavanymi Iékarskymi postupy nebo jakéhokoli
nedodrzeni Protokolu & podminek této smlouvy)
Ci védomé nespravnym
ZKOUSEJICIHO, ZDRAVOTNICKEHO

ZARIZENI, studijniho personalu nebo jakéhokoli

pocindnim

jiného  spolupracujiciho  a/nebo  spfiznéného
klinického persondlu ¢ zdravotnického zafizeni.
Vtakovém pfipadé se POSKYTOVATEL
zdravotnich sluzeb a ZKOUSEJICI
pfijmout odpovédnost a nahradit Skodu a Ujmu
vzniklou ZADAVATELI a/nebo jeho pfidruzenym

spole&nostem.

zavazuji

Narok na uvedenou nahradu Skody poskytnutou

ZADAVATELEM bude navic mozno uplatnit

pouze tehdy, budou-li splnény nasledujici

podminky:

a) ZADAVATEL musi byt co nejdfive informovan
o0 jakékoli stiznosti, zalobé nebo soudni pfi, ze

kterych vyplyvd pravo na nahradu Ujmy,
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smlouva se Zdravotnickym zafizenim



8.2.

- Page 15 of 30 —

b) ACTELION will be permitted, at its costs
and discretion, to handle and control the
defence or disposition of all such cases.

¢) No case will be settled without the prior
written consent of ACTELION.

Insurance

ACTELION represents and warrants to 8.
have executed and to maintain for the 8.1.
whole period of the Study the liability
insurance for
INVESTIGATOR under which also the

indemnification in case of a patient’s death

the sponsor and the

or damage to patient’s health accrued due

to the performance of Study is ensured. 8.2.
INSTITUTION shall procure and maintain

adequate commercial general liability
insurance as well as professional liability
insurance at their sole cost and expense
for the whole period of conducting the

Study pursuant hereto.

Publication
In accordance with standard editorial and 9.
ACTELION

publication (including, but not limited to,

ethical practice, supports 9.1.
manuscripts, abstracts, posters etc.) of
Study results in reputable scientific and
scientific

medical journals and at

conferences.

pficemz POSKYTOVATEL zdravotnich sluzeb
souhlasi stim, ze ZADAVATELI ve vSech
takovych pfipadech poskytne plnou soucinnost
pfi obrané proti nebo postupu ve vSech
takovych pfipadech.

b) ZADAVATELI bude umoznéno, aby na vlastni
naklady a dle vlastniho uvéazeni vedla obranu
nebo rozhodovala o postupu ve vSech

takovych pfipadech.

c) Zadny piipad nebude urovnan bez
predchoziho pisemného souhlasu
ZADAVATELE.

Pojisténi

ZADAVATEL zavazné prohlaSuje, Zze uzavrel pro
celou dobu Studie pojiSténi odpovédnosti pro
zadavatele a ZKOUSEJICIHO, v ramci kterého je
zajisténé i odSkodnéni subjektu hodnoceni
v pfipadé smrti nebo Ujmy na zdravi subjektu
hodnoceni vzniklé v dusledku provadéni Studie.

POSKYTOVATEL zdravotnich sluzeb si na své
vlastni naklady sjedna a bude udrzovat v platnosti
komercni obecné

pfiméfené pojisténi

odpovédnosti  jakoz i  pojiSténi  profesni

odpovédnosti za Skodu zplsobenou svou ¢innosti

po celou dobu provadéni Studie v souladu s touto

smlouvou.
Publikace
V souladu se standardni vydavatelskou a etickou
praxi ZADAVATEL podporuje zvefejiovani

(v€etng, nikoli vSak vylucné vcetné, rukopisd,
atd.) Studie

v uzndvanych védeckych a lékarskych ¢asopisech

abstrakt,  sdéleni vysledku

a na védeckych konferencich.
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ACTELION
presentation and publication of the Study

shall co-ordinate the
results, in collaboration with the Steering or

Publication Committee of the Study, if any.

Any and all publications (including, but not
limited to, manuscripts, abstracts, posters
etc.) must fulfil the following prerequisites:

a) the Study

compliance with the Protocol; and

was conducted in
b) the proposed publication states any

conclusions relative to valid statistical

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

appropriately investigated

resolved. All four aforementioned
criteria must be fulfilled. Consistent
with these and major journal guidelines,
those individuals who meet all
authorship criteria should be named
as authors and those who do not
should be acknowledged elsewhere, if
that

appropriate. It is understood

9.2.

9.3.

ZADAVATEL bude koordinovat prezentaci a

zverejnovani

vysledkd Studie ve spolupréci

s Fidicim nebo publikac¢nim vyborem Studie, bude-

li zfizen.

Veskeré publikace (véetné, nikoli vSak vyluéné

véetné, rukopisl, abstrakt, sdéleni atd.) musi

splfiovat nasledujici nezbytné pfedpoklady:

a)

b)

c)

Studie

s protokolem,

byla provadéna v souladu
navrhovana publikace uvadi veskeré zavéry
v souladu s platnymi statistickymi postupy a
metodami interpretace vysledk( a

autorstvi a posudky splfuji kritéria stanovené
Mezinarodnim
|ékarskych periodik (ICMJE). Podle téchto

smérnic je pfiznani autorstvi zaloZzeno pouze

vyborem vydavatelU

na kritériich, kterymi jsou (i) podstatné

pfispéni pfi vytvafeni koncepce a navrhu

nebo pfi shromazdovani dat nebo pfi
analyzovani a interpretaci dat, (i)
vypracovani nebo recenzovani rukopisu

s podstatnym mysSlenkovym obsahem, (iii)

schvéleni kone¢né verze uréené ke
zvefejnéni a (iv) souhlas stim, Ze autor
ponese odpovédnost za vSechny aspekty dila
pfi  zajiStovani fadného prezkoumani a
vyfeSeni otézek souvisejicich s pfesnosti
nebo pravosti vesSkerych ¢asti dila. Splnéna
musi byt vSechna ctyfi vySe uvedend kritéria.
Ve shodé stémito a dalSimi zasadnimi
vydavatelskymi smérnicemi by jako autofi
meély byt uvadény ty osoby, které spliuji
vSechna kritéria pro pfiznani autorstvi, a
pfipadné ty osoby, jejichz autorstvi nebude

uznano jinde. Pfitom se ma za to, Zze
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enrolment of patients into the Study
and/or data collection, alone, is not

adequate to qualify for authorship.

Multicenter studies may only be published
in their entirety and not as individual center
data. Notwithstanding the foregoing, in the
event that (i) the multi-center study has
been terminated prior to completion and no
joint publication is to be made, or (ii) no
publication of the study results has been
made within 12 month of signature of the
final Study report by ACTELION and no
proposed publication is under discussion
by the Steering or Publication Committee,

INSTITUTION may publish his/her/its own

study results and/or data on sub-studies

defined in the Protocol, provided that:

a) INSTITUTION clearly states that the
study conducted at the Site was part
of a multi-centre study and shall
reference the multi-centre publication,
if any; and

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

c) INSTITUTION clearly states that the
interpretation of the data in the

publication represents the view of

INVESTIGATOR

INSTITUTION and not of any other

investigator participating in the multi-

and/or

center study; and
d) INSTITUTION clearly states that the

9.4.

samotny vybér a zafazovéani pacientl do
Studie a/nebo samotné shromazdovani dat
nejsou dostatec¢né predpoklady pro pfiznani

autorstvi.

Multicentrické studie sméji byt zvefejiovany
pouze v celém rozsahu a nikoli jako data
shromézdéna v jednotlivych centrech. Nehledé
na toto POSKYTOVATEL
ZDRAVOTNICH SLUZEB publikovat své vlastni
vysledky studie a/nebo data ziskana v ramci
dil¢ich

v pfipadé, ze (i) multicentricka studie bude

pravidio  smi

studii  definovanych v protokolu
predéasné ukonéena a nemda se uskuteénit
zvefejnéni souhrnnych vysledkd nebo (ii) do 12
meésicl od podepséani zavérecné zpravy o studii
ZADAVATELEM nedojde ke zvefejnéni vysledku
studie a souc¢asné nebude projednavano zadné
navrhované zvefejnéni s fidicim nebo
publikaénim vyborem, a to za pfedpokladu, Ze:

a) POSKYTOVATEL ZDRAVOTNICH SLUZEB
jednoznacné prohlaSenti,

vyda Ze studie

provadénd na Pracovisti byla soucéasti

multicentrické studie a uvede odkaz na

zvefejnéni  zahdjeni multicentrické studie,
pokud toto bylo provedeno,

b) POSKYTOVATEL ZDRAVOTNICH SLUZEB

jednozna¢né prohlaSeni, ze

vyda Udaje

predlozené vjeho publikaci predstavuji
podmnozinu Udaja shromézdénych v pribéhu
celé multicentrické studie a uvede procentudlni
podil na celkovém objemu Udaju a souvisejici
snizeni sily statistické analyzy,

c) POSKYTOVATEL ZDRAVOTNICH SLUZEB
vyd4 jednoznacné prohlaSeni, Ze interpretace
udaja v jeho publikaci

ZKOUSEJICIHO a/nebo POSKYTOVATELE

predstavuje néazor
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data interpretation and conclusions of
INVESTIGATOR
INSTITUTION in the
applies only to the data collected at
the Site; and

and/or

publication

e) the prerequisites of Sub-Clause 9.3

are given.

The Steering or Publication Committee, if
any, as well as INSTITUTION agree to
submit any intended publication (including,
but not limited to, manuscripts, abstracts,
posters etc.), whether individual or multi-
center, to ACTELION at least sixty (60)
days prior to submission to a publisher or
disclosure to any third party. Within this
sixty (60) day period, ACTELION may
request in writing that the Steering or
Publication = Committee, if any, or
INSTITUTION delay such publication in
order to protect the potential patentability
of any invention/improvements described
therein. Moreover, ACTELION shall notify
the Steering or Publication Committee, if
any, or INSTITUTION of any comments to
the proposed publication as well as
comments on data interpretation and/or
conclusions and the Steering or
Publication Committee, if
INSTITUTION shall consider in good faith
any changes reasonably requested by
ACTELION. It

confidential information — other than data

any,

is understood that no

and results, which may be published as set

forth in this Clause - and/or information on

9.5.

ZDRAVOTNICH SLUZEB a nikoli
kteréhokoli jiného vyzkumného pracovnika

nazor

podilejiciho se na provadéni multicentrické
studie,

d) POSKYTOVATEL ZDRAVOTNICH SLUZEB
vyd4 jednoznacné prohlaSeni, Ze interpretace
Gdaji a zavéry ZKOUSEJICIHO a/nebo
POSKYTOVATELE ZDRAVOTNICH SLUZEB
uvedené v publikaci se tykaji pouze udajl
shromazdénych na Pracovisti.

e) jsou splnény nezbytné predpoklady podle

odstavce 9.3.

Ridici a publikaéni komise, bude-li ustanovena,
POSKYTOVATEL ZDRAVOTNICH
SLUZEB souhlasi s tim, Ze jakoukoli zamy3lenou

jakoz i

publikaci obsahujici vysledky Studie (vcetné, nikoli
vSak vyluéné vcetné, rukopisu, abstrakt, sdéleni
atd.), at’ individudini nebo multicentrické, predlozi
ZADAVATELI vzZzdy nejméné Sedeséat (60) dnu
pred predanim vydavateli nebo jakékoli tfeti
osobé. Béhem tohoto obdobi v délce Sedesati
(60) dni mGze spole€nost ZADAVATEL pisemné
pozadat o to, aby fidici a publikaéni komise, bude-
POSKYTOVATEL
publikaci

li ustanovena, nebo
ZDRAVOTNICH SLUZEB

pozdrzeli a umoznili tak zajiSténi potencialni

takovou

patentové ochrany  jakéhokoli vynélezu
/zlepSovaciho navrhu popsaného v pfislusnych
podkladech. Mimoto ZADAVATEL uvédomi fidici
a publikaéni komisi, bude-li ustanovena, nebo
POSKYTOVATELE ZDRAVOTNICH SLUZEB o
jakychkoli pfipominkach k navrhované publikaci
jakoz i o pfipominkéch k interpretaci dat a/nebo
k zavérdm, nacez fFidici a publikaéni komise,
bude-li ustanovena, nebo POSKYTOVATEL
ZDRAVOTNICH  SLUZEB zmény

opravnéné pozadované ZADAVATELEM v dobré

veskeré
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ACTELION’s proprietary rights shall be
ACTELION's

written consent, such consent not to be

published  without prior

unreasonably withheld or delayed.

ACTELION
may freely quote from articles, provided

Notwithstanding foretasted,
that the scientific source of data (e.g.
scientific conference or scientific journal) is

mentioned.

INSTITUTION grants to ACTELION, and
ACTELION retains, the exclusive right of
reference to and use of any publications of
INSTITUTION made in connection with the
Study in support of new drug applications
submitted by or on behalf of ACTELION to

any regulatory authority.

Without INVESTIGATOR’s
INSTITUTION's prior written consent, such

and/or

consent not to be unreasonably withheld,
ACTELION may not make reference, either
directly or indirectly, in any commercial
activities (e.g. advertisements etc.), to
INVESTIGATOR's,
INSTITUTION's, or any of the Study Staff's
names or use the same as recommenders

Site's and

of the quality, efficacy, and/or safety of the

finished product and/or drug.

INSTITUTION will ensure that adequate

provisions are in place with the Study Staff

9.6.

9.7.

9.8.

vife zvézi. Pfitom se m& za to, Ze bez
predchoziho pisemného souhlasu ZADAVATELE
nebudou zvefejnény zadné duvérné informace -
kromé adaju a vysledkd, které sméji byt
zverejnény podle ustanoveni tohoto ¢&lanku -
a/nebo
ZADAVATELE,

souhlasu nem& byt neodivodnéné odepreno

informace ve vyluéném vlastnictvi

pficemz udéleni takového

nebo pozdrzeno.
Nehledé na vySe uvedena ustanoveni smi

ZADAVATEL

predpokladu, ze pfitom bude uvadét védecky

volné citovat z¢lankl  za
zdroj Gdajli (napf. védeckd konference nebo

védecky casopis).

POSKYTOVATEL ZDRAVOTNICH SLUZEB
ZADAVATELI udéluje a ZADAVATEL si vyhrazuje
vyluéné pravo na uvadéni odkazll na a jakékoli
publikace POSKYTOVATELE ZDRAVOTNICH
SLUZEB vytvofené v souvislosti se Studii a na
vyuzivani téchto publikaci za G¢elem podporeni
novych Zadosti o registraci nového Iécivého
pfipravku, predkladanych ZADAVATELEM nebo

jeho jménem jakémukoli regulaénimu organu.

Bez pfedchoziho pisemného souhlasu
ZKOUSEJICIHO a/nebo POSKYTOVATELE
ZDRAVOTNICH SLUZEB, pfiéemz takovy

souhlas nem4 byt neodtvodnéné odepfen, nesmi
ZADAVATEL pfi  jakychkoli

¢innostech (napf. vinzerci atd.) zmifiovat, at

komerénich

piimo & nepfimo, jméno ZKOUSEJICIHO, nazev
Pracovisté a POSKYTOVATELE zdravotnich
sluzeb nebo jméno kteréhokoli z €lend studijniho
persondlu ani tato jména & nazvy vyuzivat k
kvality, a/nebo

bezpecnosti konec¢ného produktu a/nebo 1é€ivého

doporucovani ucinnosti
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in order to guarantee compliance with this

Clause.
9.0.
Intellectual Property Rights
Any data and results arising from this Study
shall be the exclusive property of
ACTELION. 10.
10.1.

Should any inventions/improvements result
from this Study ACTELION shall be entitled,
without further payment to INVESTIGATOR
and/or INSTITUTION, to file in its own name 10.2.
patent applications, and the said inventions
and improvements will become and remain
the exclusive property of ACTELION.
INSTITUTION agrees to provide ACTELION
with all requested assistance necessary for
obtaining any patents, including execution of
legal documents. It is understood that any
is withheld until

publication a patent

application is filed.

These obligations shall continue beyond the
termination of this Agreement and shall be
binding upon the INSTITUTION’s assigns,
successors, administrators and other legal

10.3.

representatives. INSTITUTION will ensure
that adequate provisions are in place with
the Study Staff in order to guarantee

compliance with this Clause.

Transparency
INSTITUTION confirms and gives hereby

pripravku.

POSKYTOVATEL zdravotnich sluzeb zajisti pfijeti

odpovidajicich opatfeni, kter4d zaruci, Ze se

ustanovenimi tohoto ¢&lanku bude fidit také

veskery studijni personal.

Prava k predmétim dusevniho vlastnictvi

Veskera data a vesSkeré vysledky vzeslé ztéto
Studie
ZADAVATELE.

budou ve vyluéném  vlastnictvi

Pokud by vtéto Studii
vynalezy/zlepSeni, bude ZADAVATEL opravnén
aniz by ZKOUSEJICIMU  a/nebo
POSKYTOVATELI ZDRAVOTNICH SLUZEB
vznikl narok na dalSi platbu, podat patentové

mély puvod jakékoli

tim

pfihlasky vlastnim jménem, pficemZ se uvedené
vynalezy a zlepSeni stanou a zustanou vyluénym
vlastnictvim ZADAVATELE. POSKYTOVATEL
ZDRAVOTNICH SLUZEB souhlasi
ZADAVATELI

podporu, ktera bude nezbytna k ziskani jakychkoli

stim, Ze

poskytne veSkerou vyzadanou

patent(, v€etné vyhotoveni pravnich listin. Pfitom
bude

pozdrzeno, dokud nebude podana pfisluSna

se ma za to, Ze jakékoli zvefejnéni

patentovd pfihlaska.

Tyto povinnost zUstavaji v platnosti i po ukonceni
této smlouvy, pficemz budou zavazné i pro
nabyvatele prav, pravni nastupce, spravce a dalsi
POSKYTOVATELE

POSKYTOVATEL

zajisti

zakonné zastupce
ZDRAVOTNICH SLUZEB.
ZDRAVOTNICH SLUZEB

odpovidajicich opatfeni,

pfijeti
kterd zarudi, Ze se

ustanovenimi tohoto ¢&lanku bude fidit také

veskery studijni personal.
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their consent that ACTELION may disclose 11.
any terms and conditions of this Agreement 11.1

and in particular the identity of the
INSTITUTION (such as name, address,
person in charge) to governmental

authorities and to the public by any medium
irrespective of the territory, provided that
such disclosure shall be required by
applicable laws, including but not limited
data  protection laws, governmental
orders and EFPIA
guidelines in the respective territory while
ACTELION

applicable

regulations and/or

shall also comply with

Data protection law. in
accordance with applicable law for personal
data Czech

Republic. ACTELION agrees with publication

protection in

of this Agreement in Czech Contract registry
with  applicable
N0.340/2015 Coll and Czech Ministry of

health regulations and decisions. Parties

in  accordance law

agreed that this Agreement will be published
by INSTITUTION within 30 days from its
execution.  ACTELION
INSTITUTION with final redacted version of
this Agreement (without personal data and

will  provide

business secret with accordance to § 504 of
the Civil Code).

Term and Termination

This Agreement shall come into force as of

the date of the last signature of the Parties 12.
and shall remain in effect for the duration of 12.1.
the Study (i.e. until acceptance of the final
report by ACTELION), whereas the contract
becomes effective on the day of publication

in Contract register..

Transparentnost

POSKYTOVATEL ZDRAVOTNICH SLUZEB timto
potvrzuje a davd svUj souhlas stim, Ze
ZADAVATEL muze zpfistupnit jakékoli podminky
této smlouvy a identitu
POSKYTOVATELE ZDRAVOTNICH SLUZEB
(Gdaji jako je jméno, adresa, odpovédna osoba)
jakymkoli

zplsobem bez ohledu na Gzemi za predpokladu,

zejména

statnim organdm a zvefejnit je

Ze takové zverejnéni je pozadovano pfisluSnymi
pravnimi predpisy,véetné, nikoliv vSak vyluéné
zdkonem o ochrané dat,vladnimi nafizenimi
a/nebo pokyny ¢&i guideliny EFPIA v ramci
pficemz se ZADAVATEL

zavazuje také dodrzovat pfislusné pravni predpisy

pfislusného Uzemi,

0 ochrané data osobnich Gdajd, kterymi je Ceska
ZADAVATEL

s uverejnénim této smlouvy v souladu s platnou a

republika vazana., souhlasi

acinnou pravni UOpravou, a to zejména se
zdkonem ¢&. 340/2015 Sh., o registru smiuv,
v platném znéni, a dale pokyny a rozhodnutimi
Ministerstva zdravotnictvi CR. Smluvni strany se
dohodly, Z7e  uvefejnéni  této  smlouvy
prostfednictvim registru smluv bude provedeno
POSKYTOVATELEM do 30 dnli od uzavfeni této
smlouvy; ZADAVATEL doru¢i POSKYTOVATELI
pred podpisem této smlouvy kone¢nou podobu
smlouvy sredikci (prostou osobnich Gdajd a
obchodnich § 504

tajemstvi ve smyslu

obcanského zékoniku).

Trvani a ukonéeni

Tato smlouva vstupuje v platnost od data pfipojeni
posledniho podpisu smluvnich stran a zlstane
v platnosti po dobu trvani Studie (tj. do pfijeti
zavéreCné zpravy ZADAVATELEM),

uéinnosti nabyvd dnem zvefejnénim v registru

pficemz
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13.
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This Agreement may be terminated by either
Party for good reason (e.g. patient safety) at
any time by giving one month prior written

notice to the other Party.

INSTITUTION agrees that during the term of
this Agreement he/she will notify ACTELION
of any conflicting mandates with third parties
in writing and ACTELION may decide to
accept such situation or not. In the negative,
ACTELION has the right to terminate the
Agreement in a period set out in

ACTELION's notice on termination.

In the event that INVESTIGATOR leaves
his/her position at the Site for whatever
reason during the course of the Study,
ACTELION must be thereof
immediately by the INSTITUTION or the
INVESTIGATOR and ACTELION has the

right to either terminate this Agreement or to

notified

appoint a different investigator from within
INSTITUTION.

In case monitoring and/or auditing identifies
serious and/or persistent non-compliance
with the obligations as outlined in this
Agreement on the part of the
INVESTIGATOR INSTITUTION,
ACTELION will have the right to terminate
the INVESTIGATOR's (INSTITUTION's)
participation in the Study with immediate
effect. If this occurs, ACTELION will notify
the regulatory authority(ies).

and/or

Miscellaneous

12.2.

12.3.

12.4.

12.5.

smluv.

Tato smlouva muze byt kteroukoli ze smluvnich
stran kdykoli ze zavazného dlvodu (napf.

zddvodu bezpecCnosti pacientll) ukoncena

podanim pisemné vypovédi s jednomésicni

vypovédni dobou druhé strané.

POSKYTOVATEL ZDRAVOTNICH SLUZEB
souhlasi s tim, ze béhem trvani této smlouvy bude
ZADAVATELE pisemné informovat o jakychkoli
kolidujicich mandatech od tfetich
ZADAVATEL se muze rozhodnout, zda takovou

stran a

situaci bude akceptovat ¢&i nikoli. Rozhodne-li se
ZADAVATEL, Ze
nepfijateln4, ma pravo ukonéit tuto smlouvu
vypovédi ve Ih(té urCené ZADAVATELEM ve
vypoveédi.

je pro ni takova situace

V pfipadé, e ZKOUSEJICI v prab&hu provadéni
Studie z jakéhokoli diivodu pfestane zastavat svoji
funkci na Pracovisti, musi to byt ZADAVATELI
neprodlené oznameno ZKOUSEJICIM
POSKYTOVATELEM ZDRAVOTNICH SLUZEB a
ZADAVATEL mé pravo bud ukongit tuto smlouvu,

nebo

nebo jmenovat jiného zkouSejiciho z fad

zaméstnancl POSKYTOVATELE

ZDRAVOTNICH SLUZEB.

V pfipadé, Ze v rdmci monitoringu a/nebo auditu
bude zjiSténo zavazné a/nebo pretrvavajici
nedodrZovani povinnosti shrnutych v této smlouvé
ze strany ZKOUSEJICIHO a/nebo
POSKYTOVATELE ZDRAVOTNICH SLUZEB.,
bude mit ZADAVATEL pravo ukoncit s okamzitou
ucinnosti ZKOUSEJICIHO
(POSKYTOVATELE ZDRAVOTNICH SLUZEB)
ve Studii. Nastane-li takova situace, ZADAVATEL

Ucast
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The contact person at ACTELION will be:
I o any other person ACTELION
written designate in advance.

Neither Party may assign its rights and
obligations under this Agreement without
the other Party’s prior written consent,
except that ACTELION may (a) assign its
this
Agreement or any part hereof to one or

rights and obligations under
more of its Affiliates; or (b) assign this
Agreement in its entirety to a successor to
all or substantially all of its assets or the
business unit to which this Agreement
relates. Any permitted assignee will
assume all obligations of its assignor under
this Agreement (or related to the assigned
portion in case of a partial assignment).
Any attempted assignment in
contravention of the foregoing will be void.
Subject to the terms of this Agreement, this
Agreement will be binding upon and inure
to the benefit of the Parties and their
respective

successors and permitted

assigns.

This Agreement and its attached Exhibits A
to D, which constitute integral parts hereof,
constitute the entre and complete
agreement between the Parties about the
subject matter hereof and all matters the
Parties had and wished to agree upon
herein and which the Parties consider
important. At the same time the Parties
represent and warrant to have provided to
each other all information they deem
important and substantial for entering into

this Agreement.

13.
13.1.

13.2.

13.3.

o0 ni uvédomi spravni organ(y).

RaGzné

Kontaktni  osobou  ZADAVATELE bude:
|
Il nebo kierdkoli dalsi osoba, kterou

ZADAVATEL pfedem pisemné ustanovi.

Zadna ze Stran nesmi postoupit sva prava a
povinnosti dle této Smlouvy bez prfedchoziho
pisemného souhlasu druhé Strany stim, ze
spoleénost ACTELION mUze (a) postoupit sva
prava a povinnosti dle této Smlouvy nebo
kteroukoli jejich Cast jedné nebo vice svym
Spfiznénym spole¢nostem; nebo (b) postoupit
tuto Smlouvu jako celek svému nastupci, ktery
pfevezme v podstaté celou obchodni jednotku
nebo aktiva, S nimiz souvisi tato
Smlouva. Jakykoli povoleny postupnik pfevezme
vSechny povinnosti postupitele dle této Smlouvy
(nebo pfi castecném postoupeni ty, které
souviseji s postoupenou Casti). Veskeré pokusy
0 postoupeni v rozporu svySe uvedenymi
ustanovenimi budou neplatné. Tato Smlouva
bude s vyhradou svych ustanoveni zavazna a ku
prospéchu Stran a jejich pfislusnych nastupct a

povolenych postupniki

Tato smlouva a kni pfipojené prilohy A az D,
které tvofi jeji nedilnou soucast, tvofi Uplné a
kone¢né ujednani mezi smluvnimi stranami o
pfedmétu smlouvy a vSech nalezitostech, které
smluvni strany mély a chtély ve smlouvé
ujednat, a které povazuji za dulezité. Soucasné
smluvni strany prohlasSuji, Ze se navzajem
sdéelily vSechny informace, které povazuji za

dllezité a podstatné pro uzavfeni této smiouvy.
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Any terms and conditions, which by their
intent or content are meant to have validity
beyond expiry or termination, shall survive

the expiry or termination of this Agreement.

The Parties, each separately, represent
and warrant that they accept the risk of
change of circumstances and therefore
neither party shall become entitled to claim
renegotiation of the Agreement in case of
any change of circumstances occurs.
Sections 1765(2) and 1766 of the Act No.
89/2012 Coll, Civil Code shall not apply.

The Parties do not wish that any rights or
obligations of the Parties are derived from
the current or future practice introduced
between the Parties or from business
practice observed generally or in the field
related the subject matter of this
Agreement, unless explicitly agreed in the

Agreement.

With ACTELION'’s prior written consent in
INSTITUTION

subcontract the performance of certain of

each instance, may
its activities under this Agreement to
qualified third parties, provided that (a)
such third parties perform such activities in
a manner consistent with the terms and
this  Agreement, (b)
INSTITUTION remains fully liable for such
third parties’ and (c)
INVESTIGATOR has not any direct or
indirect financial interest in any such third

conditions in

performance,

parties.

13.4.

13.5.

13.6.

13.7

Jakékoli podminky, které jsou svym smyslem
nebo obsahem definovény tak, ze by mély platit i
po vyprSeni trvani této smlouvy nebo po jejim
ukonceni, z(stavaji Gcinné i po vyprseni trvani

této smlouvy nebo po jejim ukonéeni.

Smluvni strany, kazd4 samostatné, zavazné
prohlasuji, Ze na sebe berou nebezpeci zmény
okolnosti, a proto v souladu s § 1765 odst. 2
zak. ¢. 89/2012Sh., ob&anského zdkoniku zadné
ze stran nevznikne pravo domahat se obnoveni
jednani o smlouvé v pfipadé jakékoli zmény
okolnosti. Ustanoveni § 1765 odst. 1 a § 1766
zak. €. 89/2012 Sh.,obCanského zakoniku se
nepouziji.

Smluvni strany si ramec

nepfeji, aby nad

vyslovnych ustanoveni této smlouvy byla
jakakoliv prava a povinnosti stran dovozovany
z dosavadni ¢i budouci praxe zavedené mezi
stranami i zvyklosti zachovavanych obecné ci
v odvétvi tykajicim se prfedmétu plnéni této
ledaze

smlouvy, je ve smlouvé vyslovné

sjednano jinak.

POSKYTOVATEL zdravotnich sluzeb muze
s predchozim
ZADAVATELE danym v kazdém takovém pripadé
subdodavatelsky zadat provadéni urcitych svych

pisemnym souhlasem

¢innosti dle této Smlouvy kvalifikovanym tretim
osobam, pokud (a) tyto tfeti osoby provadéji tyto
¢innosti  zpGsobem, ktery je v souladu
s ustanovenimi a podminkami této Smlouvy, (b)
POSKYTOVATEL zdravotnich sluzeb ponese
nadale plnou odpovédnost za plnéni téchto tfetich
osob a (c) ZKOUSEJICI nema zadny pFimy ani

nepfimy finanéni zdjem na kterychkoli takovych
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13.8. Nothing in this Agreement shall be
construed as implying the relationship of
employer/employee between
INSTITUTION on the one hand and
ACTELION on the other hand.

13.9. The Parties agree to negotiate in good
faith if any alteration, modification or
amendment to this Agreement is required
in order to complete the Study. Any
alteration, modification, or amendment to
this Agreement must be approved by
ACTELION and must be in writing and

signed by all Parties.

14. Applicable Law and Venue

14.1. This Agreement shall be interpreted and
construed in accordance with the laws of
the Czech Republic, under exclusion of its
conflicts of laws rules. In case of a conflict
of a provision hereof with the applicable
legal standards, the provisions of the

relevant law shall prevail

14.2. In case of controversies arising from this
Agreement and related to this Agreement,
which cannot be settled amicably, the matter
shall be solved factually and by the locally

competent court of the Czech Republic.

In case of conflict of the language versions
of this Agreement the Czech language version shall
prevail.

This Agreement is created in two (2) originals, one
for ACTELION and one for INSTITUTION.

tretich osobéch.

13.8. Zadné ustanoveni této Smlouvy se nevyklada tak,

13.9

14.
14.1.

14.2.

Ze naznaCuje existenci pracovniho pomeéru mezi
POSKYTOVATELEM zdravotnich sluzeb na jedné
strané a ZADAVATELEM na druhé strané.

Smluvni strany se zavazuji jednat v dobré vife,
bude-li k dokonceni této Studie vyzadovana
jakékoli Uprava, zména nebo doplnéni této
Smlouvy. Jakoukoli dpravu, zménu nebo
doplnéni  této  Smlouvy musi  schvalit
ZADAVATEL a musi byt pisemna a podepsana

vSemi Smluvnimi stranami.

Pouzitelné zakony a mistni soudni pfisluSnost

Interpretace a vyklad této smlouvy podiéhaji
zékonim Ceské Republiky, ve vécech vyslovné
neupravenych touto smlouvou se smiuvni vztah
fidi eskym pravnim fadem,. V pfipadé rozporu
nékterého ustanoveni této smlouvy se zakonnymi
normami jsou nadfazena ustanoveni pfislusného

zakona.

V pfipadé vzniku sporG vyplyvajicich z této
smlouvy a stouto smlouvou souvisejici, které se
nepodafi urovnat smirnym narovnanim, budou
tyto spory feSeny vécné a mistné prislusSnym

soudem v Ceské republice.

V pfipadé rozporu jazykovych verzi této smlouvy
je Ceska verze smlouvy pfevazuijici.

Tato smlouva je sepsana ve dvou vyhotovenich,
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z nichz jedno paré obdrzi ZADAVATEL a jedno
paré POSKYTOVATEL.

Annexes of this agreement:

Exhibit A: Protocol of Study No. AC-058B303.

Exhibit B: Schedule of Payments Pfilohy této smlouvy:
Exhibit C: Supplier Master Data Form Priloha A: Protokol studie €. AC-058B303
Exhibit D: Power of Attorney Pfiloha B: Rozpis plateb

Pfiloha C: Formular s Gdaji pro bankovni pfevod
Pfiloha D: PIna moc

IN WITNESS WHEREOF, the Parties hereto have

executed this Agreement in triplicate by persons duly

authorized. NA DUKAZ TOHO je tato smlouva ve trojim vyhotoveni
podepséana osobami, které k tomu byly smluvnimi

stranami fadné zmocnény.

For INSTITUTION:

Signature:
Name: JUDr. Ing. Miloslav Ludvik, MBA Za POSKYTOVATELE ZDRAVOTNICH SLUZEB:
Title: Director of the Fakultni nemocnice v Podpis:
Motole Jméno: JUDr. Ing. Miloslav Ludvik, MBA
Date: Funkce: feditel Fakultni nemocnice v Motole
Datum:

For ACTELION Pharmaceuticals Ltd:

Signature:
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Name: Za ZADAVATELE Pharmaceuticals Ltd:
Title: Podpis:
Date: Jméno:
Funkce:
Signature: Datum:
Name:
Title: Podpis:
Date: Jméno:
Funkce:
Datum:

Prohlaseni ZkousSejiciho

.NiZe podepsana _jako zkouSejici potvrzuji, Ze jsem se Fadné seznamila se smlouvou
a pfislusnou dokumentaci ke klinickému hodnoceni Ié€iva a zavazuji se zajistit dodrzovéni povinnosti
vyplyvajicich z nich a z protokolu. Déle se zavazuji nezvefejfiovat informace tykajici se pfedmétného klinického
hodnoceni bez predchoziho pisemného souhlasu zadavatele, zachovavat miéenlivost o vSech poskytnutych
informacich, povazovat tyto za davérné a zdrzet se jakéhokoliv jiného uZiti téchto informaci a vysledkd nez pro
Ucely tohoto klinického hodnoceni. Jako zkouSejici souhlasim stim, ze zadavatel (a popf. i CRO) bude/budou
shromazdovat, pouzivat, zpracovavat a zverejhiovat mé osobni Udaje, véetné jména, kvalifikace a zkuSenosti
v klinickém hodnoceni, mé finan¢ni Gdaje vztahujici se mimo jiné k obdrzené odméné a finan¢ni ndhradé a dalsi
osobni udaje k administrativnim Géeldm v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim

a statnim Graddm a zavazuiji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lenu studijniho tymu.

Datum a Podpis:

Investigator’s statement

“, the undersigned | - h<rcby confim as the Investigator that | have duly familiarised
myself with the contract and with the relevant documentation concerning the clinical trial of the drug and

undertake to ensure compliance with the obligations arising fromit. | further undertake not to publish any
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information regarding the relevant clinical trial without prior written consent of the Sponsor, to keep  confidential
all provided information, to consider such information confidential and to desist from any use of such information
and results for purposes other than this clinical trial. As the Investigator, | agree that the Sponsor (and CRO, if
applicable) shall collect, use, process and publish my personal data, including my name, qualification and
experience with clinical trial, my financial data which relate, among others, to the received remuneration and
financial compensation and other personal data for administrative purposes relaxed to the clinical trial, or for
disclosure thereof to ethics committees and government authorities, and undertake to procure such consent from

co-investigators and other study team members.

Date and Signature
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Exhibit A: Final Protocol Priloha A: Finalni protokol
] I

oPTIMUM-LT|| I _site 3008_Bipartite institution Agreement / OPTIMUM-LT || |l _centrum 3008_bDvojstranna
smlouva se Zdravotnickym zafizenim



- Page 30 of 30 —

Exhibit B:  Payment Schedule
XX

Exhibit C:  Supplier Master Data
XX

Exhibit D:

Power of attorney

XX
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