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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
Gewerbestrasse 16
CH - 4123 Alischwil
Switzerland

(herein referred to as “SPONSOR”)

and

Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové— Novy Hradec Kralové
Czech Republic
Represented by prof. MUDr. Roman Prymula,
CSc., Ph.D. , Director
VAT nr. 00179906

(herein referred to as “PROVIDER”)
with

|

Neurologicka klinika
Fakultni nemocnice Hradec Kralove
Sokolska 581
500 05 Hradec Kralove — Novy Hradec Kralove
Czech Republic

(herein referred to as “INVESTIGATOR”)

(jointly referred to as “the Parties”)

TPL-000072_V8

SMLOUVA

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

o léCivech, v platném znéni

mezi

Actelion Pharmaceuticals Ltd
Gewerbestrasse 16
CH - 4123 Alischwil
Svycarsko

(dale jen ,ZADAVATEL")

a

Fakultni nemocnici Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

zastoupena prof. MUDr. Romanem Prymulou, CSc.,

Ph.P., feditelem
DIC 00179906

(dale ,POSKYTOVATEL")

a

Neurologicka klinika
Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

(dale ,ZKOUSEJiCI¥)

(dale spole¢né ,smluvni strany*)
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Purpose of this Agreement 1.
INVESTIGATOR is prepared to participate 1.1.
in the following ACTELION sponsored
clinical study:

Multicenter, randomized, double-blind,
parallel-group, active-controlled,

superiority study to compare the

efficacy and safety of ponesimod to
teriflunomide in subjects with relapsing
multiple sclerosis (hereinafter referred to

as the “Study”).Protocol nr: AC-058B301

The ACTELION’s authorized representative

of the sponsor within the EU is Actelion
Pharmaceuticals UK Ltd., Company No.
04133736, seated in Chiswick Tower, 13th
Floor, 389 Chiswick High Road, W4 4AL
London, the United Kingdom.

PROVIDER shall, through 1.2.
INVESTIGATOR, carry out the Study in a
professional, competent manner in
accordance with the Protocol and the
terms of this Agreement and in accordance
with all applicable laws as specified below
especially Act no. 378/2007 Coll ., On
Pharmaceuticals , Law no. 372/2011 Coll. ,
On health services, law no. 101/2000 Coll ,
On protection of personal data and Decree

no. 226/2008 Coll., On good clinical

practice. PROVIDER represents and
warrants that INVESTIGATOR and
PROVIDER 's employees, contractors,

agents and/or representatives shall comply
with the terms of this Agreement, the
Protocol and all applicable local and
national laws, rules and regulations.

The Study will be at 1.3
PROVIDER’s premises. PROVIDER will

provide

conducted

appropriate  facilities and
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Ugel této smlouvy

ZKOUSEJICI je
nasledujici klinické studii, jejimz zadavatelem je
spole¢nost ACTELION:

Multicentricka,

ochoten podilet se na

randomizovana, dvojité
zaslepena, aktivné kontrolovanad, superioritni
studie s paralelnimi skupinami, k porovnani
ucinnosti

a bezpecnosti ponesimodu a

teriflunomidu u subjektd s relabujici
roztrousenou sklerézou

(dale jen ,Studie®). Cislo protokolu: AC 058B301.
Opravnénym zastupcem spole¢nosti ACTELION
jakozto zadavatele pro EU je spoleCnost Actelion
Pharmaceuticals UK Ltd., IC: 04133736, se
sidlem Chiswick Tower, 13. patro, 389 Chiswick

High Road, W4 4AL Londyn, Spojené kralovstvi.

POSKYTOVATEL bude Studii
prostfednictvim ZKOUSEJICIHO odbornym a

kompetentnim

provadét
zpusobem v souladu
s Protokolem a s ustanovenimi této Smlouvy i
v souladu se v8emi nize uvedenymi pfisluSnymi
pravnimi  pfedpisy, zakonem &.
378/2007 Sb., o lécivech, zakonem €. 372/2011
Sb., o zdravotnich sluzbach,
101/2000 Sb., o ochrané osobnich udaji a
vyhlasky ¢&. 226/2008 Sb., o spravné klinické
praxi. POSKYTOVATEL prohlasuje a zarucuje

dodavatelé,

zejména

zakonem ¢.

se, ze zameéstnanci,

zprostredkovatelé a/nebo zastupci
ZKOUSEJICIHO A POSKYTOVATELE budou
dodrZovat ustanoveni této Smlouvy, Protokol a
vSechny pfislusné mistni a néarodni pravni

predpisy.

Studie  bude
POSKYTOVATELE,

prostory a vybaveni a bude podporovat €innosti

provadéna v  prostorach

které poskytne vhodné
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equipment and will support the subjects’s
recruitment activities and conduct of the
Study at the PROVIDER’s premises.

PROVIDER represents and warrants that it 1.4.

is a due and legitimate runner of a
pharmacy located at the PROVIDER's
addresse. The PROVIDER undertakes to
ensure receiving, taking over, checking,
storage and supply of the Study drug
through its above presented pharmacy in
the Good

Practice, relevant

compliance with terms of
Pharmaceutical
instructions of the State Institute of Drug
Control and may allow the physicial
handling of the Study drug only to persons
duly qualified for such performance. The
the

to

study drug will be delivered to
PROVIDER’s pharmacy,
No. 226/2008 Coll.,

amended, in terms and supplies so that the

pursuant
regulation as
Study can be performed in a due and
continuous manner according to the terms
set forth in the Protocol, namely in working
days between 7 AM to 2 PM. PROVIDER
undertakes to record and keep records of
any and all handling with the Study drug
according to the Good Pharmaceutical
Practice and instruction’s of SPONSOR, if
applicable, and submit such records as
part of the Study file to SPONSOR upon its
request.

|
L Ju . J( ()
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souvisejici se ziskavanim subjektd hodnoceni a
provadénim studie
POSKYTOVATELE.

POSKYTOVATEL zavazné prohlaSuje, ze je

fadnym a opravnénym provozovatelem Iékarny

v prostorach

umisténé na adrese POSKYTOVATELE.
POSKYTOVATEL se zavazuje zajistit pfijeti,
pfevzeti, kontrolu, skladovani a vydej

hodnoceného |éCiva prostfednictvim své vySe

uvedené lékarmny za podminek spravné
lékarenské praxe, pfisluSnych pokyn Statniho
ustavu pro kontrolu léCiv a smi umoznit zachazet
s hodnocenym léCivem pouze osobam pro tuto
¢innost fadné kvalifikovanym. Hodnocené IéCivo
bude do lékarny POSKYTOVATELE. dodavano
¢. 226/2008 Sb.,

platném znéni, vterminech a dodavkach tak,

v souladu s vyhlaskou v
aby Studie mohla byt provedena fadné a plynule
za podminek stanovenych v Protokolu a to
v pracovni dny od 7.00 hodin do 14.00 hodin.
POSKYTOVATEL se zavazuje vést a uchovavat
zadznamy o veSkerém zachazeni s hodnocenym
lékem v souladu se spradvnou lékarenskou praxi
a pokyny spolecnosti ZADAVATELE, budou-li
takové, a na pozadani tyto kdykoli predloZit
jakou soucast studijni dokumentace spole€nosti
ZADAVATELE.
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2. Protocol

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 PROVIDER/
INVESTIGATOR
PROVIDER and INVESTIGATOR will

perform all activities in accordance with

3.1.

recognized medical and ethical standards
for the conduct of clinical trials, and all
applicable national and international laws
as well as regulations for protecting the
rights, safety and welfare of human
subjects and for the control of new drugs
under investigation, including relevant data
the

Conference on Harmonization of Technical

protection laws, International

Requirements  for  Registration  of
Pharmaceuticals for Human Use
guidelines on Good Clinical Practices

(“ICH GCP”), each and all in the latest
available version, and the Declaration of

Helsinki. The Parties are obliged to strictly

follow the aforementioned rules and
directives. Moreover, if requested by
SPONSOR, INVESTIGATOR and/or
PROVIDER will assist SPONSOR in

obtaining all documentation required for
compliance with FDA-specific requirements,
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2.1.

2.2.

3.1..

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 (véetné veskerych dodatkl) nedilnou
soucasti této smlouvy (Pfiloha A). V pfipadé
rozpord mezi Protokolem a touto smlouvou maji
pfednost ustanoveni této

smlouvy, vyjma

védeckych zalezitosti, kdy ma pfednost Protokol.

Povinnosti POSKYTOVATELE_/ZKOUSEJICIHO
POSKYTOVATEL a ZKOUSEJICi

vykonavat

budou

vSechny ¢innosti v souladu
s uznavanymi zdravotnickymi a etickymi normami
pro hodnoceni  a

provadéni  klinickych

s nejnovéjSimi  dostupnymi  verzemi  vSech
pfislusnych narodnich a mezinarodnich pravnich
predpist, jakoz i pFedpisi na ochranu prav,
bezpeCnosti a zdravi subjektll a pro kontrolu
novych zkoumanych IéCiv, vCetné pfisluSnych
zakonu na ochranu udaju a smeérnice O spravné
klinické praxi stanovenych Mezinérodni
konferenci o harmonizaci technickych pozadavk
na registraci Ié€iv k humannimu pouziti (,ICH
GCP®) a Helsinské deklarace . Smluvni strany
jsou povinny strikiné dodrzovat vySe uvedené
predpisy a smérnice. Navic, bude-li to spole¢nosti
ZADAVATELE vyzadano, budou ZKOUSEJICI a
POSKYTOVATEL spole¢nosti ZADAVATELE
napomocni pfi ziskavani vesSkeré dokumentace
potfebné pro dodrzeni specifickych pozadavki
FDA, pfiCemz takova pomoc a dokumentace budou
vzdy v souladu s platnymi mistnimi zékony a

predpisy.
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3.2.

3.3.

3.4.

3.5.
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whereby such assistance and
documentation to be in accordance with
applicable local laws and regulations at all
times.

In his/her function as INVESTIGATOR,
INVESTIGATOR will provide his/her best
efforts to assist SPONSOR with a view to
achieving the aims of this Agreement,
including, but not limited to, conducting the
Study in the Study period as outlined in the
Protocol.

Furthermore, INVESTIGATOR confirms to
hold the necessary registration and has the
necessary expertise, time and resources to
perform the Study.

The Parties will adhere to any applicable
Subject’'s  Privacy legislation and/or
applicable data protection laws.
INVESTIGATOR and PROVIDER will
ensure to be in possession of the written
approval for the Protocol as well as any

amendments thereto, the conduct of the

Study, the content of the patient
information sheet (as well as any
amendment thereto), and informed

consent forms (as well as any amendment

thereto) from a properly constituted
Institutional
Ethics Committee (hereinafter “IRB/IEC”)

prior to the commencement of the Study as

Review Board/Independent

well as throughout the duration thereof.
Such approval must indicate the date it
was given, the name and signature of the
Chairman or Secretary of the IRB/IEC as
the

professions/positions of the members of

well as names and

the IRB/IEC. If the necessary permissions

from the constituted IRB/IEC are not
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3.2.

3.3

3.4

3.5.

V ramci vykonu své funkce bude ZKOUSEJICI

vynakladat maximalni  Gsili  ktomu, aby

spole¢nosti ZADAVATELE pomohl dosahnout cilt
této smlouvy, véetné - nikoli v8ak vylucné -
Studie obdobi

stanoveném v Protokolu.

provedeni v hodnoticim

ZKOUSEJICI dale potvrzuje, Ze je pfislusnym
zpusobem registrovan a ma pfislusné odborné
znalosti a zkuSenosti, as a zdroje k provadéni
Studie.
Smluvni strany budou dodrZovat veskerou platnou
legislativu tykajici se ochrany soukromi subjektl
a/nebo pfislusné zakony na ochranu udaja.
Pfed zahajenim Studie stejné jako v jejim
ZKOUSEJIiCi a POSKYTOVATEL
aby byly ziskany pisemné souhlasy
dodatky,
obsahem

prubéhu
zajisti,
s Protokolem a v8emi jeho
Studie,

pro

zpusobem provadéni

formulard, informaci pacienta a
informovaného souhlasu (a vSemi jejich dodatky)
od
POSKYTOVATELE (dale eticka komise), a to

pred zahajenim Studie stejné jako béhem celého

fadné ustavené etické komise

trvani této smlouvy. Tento souhlas musi
obsahovat datum jeho vydani, jméno a podpis
pfedsedy nebo tajemnika pfislusné etické
komise a jména a profese/funkce clenl této
etické komise. Nebudou-li ziskana potfebna
povoleni od ustavené etické komise, podniknou
smluvni strany veskeré potiebné kroky k ziskani
povoleni s ohledem na zamér a rozsah této
Nebudou-li

potfebné souhlasy,

Smiouvy. obdrzeny

ZADAVATEL

vSechny

bude mit
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obtained, the Parties will undertake all
possible steps to obtain the permissions
taking into consideration the intention and
If all
necessary permissions are not obtained,
SPONSOR will have the exclusive right to
immediately withdraw from this Agreement.
INVESTIGATOR and PROVIDER will, in
such an event, not be entitled to claim any

the scope of this Agreement.

costs, loss of profit or compensation from
SPONSOR,

expenses incurred in an effort to obtain

other than reasonable

said permissions upon receipt of a
statement of costs and the supporting
documentation.

SPONSOR has supplied INVESTIGATOR

with an

3.6
Investigator's Brochure (“IB”),

the
medicinal product being tested (“Study

which  describes investigational
Drug”) and its known adverse effects.
INVESTIGATOR must be familiar with this
document before the Study commences.

INVESTIGATOR

informed consent

3.7.

will  obtain  written

from each subject
the

commencement of any Study procedure.

enroling in the Study prior to
The method of explanation to the patient
and the obtaining of their consent have to
comply with the ICH Guidelines, with local

law and/or the ethical principles in the

Declaration of Helsinki (then current
version), whichever represents the greater
protection for the individual.

INVESTIGATOR  will
information sheets and informed consent
forms approved by SPONSOR and by the
IRB/IEC. The Parties will adhere to any

applicable Subject’s Privacy

only use patient

legislation
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vyhradni
Smlouvy. ZKOUSEJICIi a POSKYTOVATEL

nebudou mit vtakovém pfipadé narok na

pravo okamzité odstoupit od této

nahradu jakychkoli naklad(, uslého zisku a na
od  ZADAVATELE,

pfiméfenych nakladl vynalozenych v ramci Usili

odménu s vyjimkou

o ziskani téchto povoleni, a to poté, co
ZADAVATEL obdrzi vyucétovani téchto nakladu a

pfislusné doklady.

ZADAVATEL predal ZKOUSEJICIMU BroZuru
zkousejiciho (,IB*), kterd popisuje hodnocené
léCivo, které je pfedmétem Studie (,hodnoceny
léCivy pfipravek) a jeho znamé nezadouci
uginky. ZKOUSEJICI se musi obeznamit s timto
dokumentem pfed zahajenim studie.

Pfed zahajenim jakéhokoli vykonu v ramci studie
ZKOUSEJiCI

souhlas od kazdého subjektu zafazeného do

ziska podepsany informovany
studie. Zpusob podani vysvétleni pacientovi a
ziskani jeho souhlasu musi byt v souladu se

smérnicemi ICH-GCP, s mistnimi zakony a/nebo

etickymi  zasadami  stanovenymi Helsinskou
deklaraci v poslednim  doplnéném  znéni,
pficemz musi byt zvolen ten zuvedenych

postupl, ktery predstavuje vys$Si miru ochrany
jednotlivee. ZKOUSEJICI bude pouzivat pouze
formulare Informace pro pacienta a
Informovaného souhlasu, které byly schvaleny
ZADAVATELEM a etickou komisi. Smluvni strany
budou dodrzovat veSkerou platnou legislativu
tykajici se ochrany soukromi subjektd a/nebo
platné zakony tykajici se ochrany osobnich udaju.
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and/or applicable data protection laws.
INVESTIGATOR

information, which is foreseen to advertise

will forward any
the Study or encourage recruitment for the
Study to SPONSOR prior to
INVESTIGATOR
information only with the prior
approval of SPONSOR and after IRB/IEC

approval has been obtained.

its use.
the

written

agrees to use

SPONSOR will not release supplies of the
Study Drug to PROVIDER
/INVESTIGATOR until all necessary

approvals with regard to the Study start
have been obtained. A copy of such
approval be
SPONSOR prior to delivery. All material
provided to INVESTIGATOR or PROVIDER
for the purpose of carrying out the Study

needs to provided to

((including, but not limited to, Study Drug
and Study material) (hereinafter “Study
Material” ) are supplied only for the purpose
of the Study and must not be used for any
other purpose. All Study Material shall
the property of SPONSOR.
INVESTIGATOR, or his/her delegate, is
the

accountability of all Study Material.. At the

remain

responsible  for security  and
completion or early termination of the Study,
INVESTIGATOR will arrange to have an
accounting of all Study Material provided by
SPONSOR. Unless the Study Material has
to be retained by INVESTIGATOR for Study
documentation, such Study Material shall be
to SPONSOR. However, the

Parties may agree to have such Study

returned

Material disposed of (including destruction
of Study drug) in with
SPONSOR’s SOPs or in accordance with

accordance
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3.8.

3.9.

ZKOUSEJiCi  bude ACTELION

predem predkladat veskeré informace, které bude

spole¢nosti

chtit pouzit k propagaci studie nebo k podporeni
ziskavani subjektt studie. ZKOUSEJICI souhlasi
s tim, Ze tyto informace bude pouzivat pouze po
predchozim pisemném schvaleni ZADAVATELE

a po ziskani souhlasu etické komise.

ZADAVATEL doda hodnoceny léCivy pfipravek
POSKYTOVATELI / ZKOUSEJICIMU aZ po
obdrzeni vSech souhlas(i potfebnych k zahajeni
Studie. Kopie téchto souhlast musi byt pfedany
ZADAVATELI
léCivého pripravku. Veskery material poskytnuty
ZKOUSEJICIMU nebo POSKYTOVATELI

UCelem provadéni studie (vCetné, nikoli vSak

pfed dodanim hodnoceného

za

vyluéné vc€etné, hodnoceného Iéc€ivého pfipravku,
studijnich materidlil — dale jen studijni material)
bude dodan pouze pro Ucely studie a nesmi byt
pouzivan k zadnému

jinému UcCelu. Veskery

studijni material zUstava
ZADAVATELE. ZKOUSEJiCi

povéfena osoba zodpovida za zabezpeceni a

majetkem
a/nebo  jim
inventarizaci veSkerého studijniho materialu. Po
dokoncéeni studie nebo pfi jejim predCasném
ukon&eni ZKOUSEJICI zajisti provedeni evidence
veSkerého studijniho materidlu  poskytnutého
spoleCnosti ZADAVATELEM. Pokud se nebude
byt
Ucely

jednat
ZKOUSEJiCiM

dokumentace studie, ma byt tento studijni material

o studijni material, ktery musi

archivovan pro
vracen ZADAVATELI. Smluvni strany se vSak
mohou dohodnout na tom, Ze tento studijni
material bude zlikvidovan ¢i skartovan (v&etné
zniCeni hodnoceného Ié¢ivého pfipravku) v
ZADAVATELE nebo

v souladu se specifickymi pozadavky studie.

souladu se smérnicemi
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3.11.

3.12.
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Study specific requirements.
If SPONSOR or an SPONSOR’s third 3.10
“Third Party
Vendor”) provides equipment (hereinafter
PROVIDER
the Equipment

party vendor (hereinafter

“‘Equipment”)  to and/or
INVESTIGATOR,
remain the sole and exclusive property of
SPONSOR or Third Party Vendor as the

case may be.

shall

The Equipment shall be
used by  PROVIDER,
INVESTIGATOR and/or the designated
Study Staff. The Equipment shall only be

exclusively

used for the conduct of the Study in

accordance with the Protocol and
SPONSOR’s instructions.
INVESTIGATOR or PROVIDER, will 3.11.

maintain, retain and appropriately archive
copies of all electronic Case Report Forms
(“eCRFs”) as well as any other Essential
Documents The provider shall archive the
materials free of charge pursuant to the
provisions of Act No. 378/2007 Coll. for
five years, and it shall archive the materials
for a yearly fee of CZK |l for another
ten years. An invoice for the archiving fee
shall be issued after the execution of the
agreement. Six months before the end of
the archiving term for fee, the customer
shall inform the provider that it insists on
continuing the archiving, and shall pay the
costs related thereto.

The INVESTIGATOR and/or PROVIDER
undertake to notify SPONSOR immediately

on knowledge that an audit or inspection is

3.12.

planned by any health authority or other
authorized body. INVESTIGATOR and/or
PROVIDER must

documentation pertaining to the Study for

make available all
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Jestlize ZADAVATEL nebo néktery jeji nezavisly
(dale jen ,Nezavisly dodavatel)
poskytne POSKYTOVATELI a/nebo
ZKOUSEJICIMU né&jaké =zafizeni (dale jen

LZafizeni®),

dodavatel

zUstane  Zafizeni
ZADAVATELE
Nezavislého dodavatele. Zafizeni bude pouzivat
POSKYTOVATEL, ZKOUSEJICI

uréeny a bude

vyhradnim

majetkem nebo  daného
vyhradné

a/nebo studijni  personal
pouzivano pouze k provadéni Studie v souladu

s Protokolem a s pokyny ZADAVATELE.

ZKOUSEJICI nebo POSKYTOVATEL bude vést,
uchovavat a nalezité archivovat kopie vSech
elektronickych Zaznamu o subjektech hodnoceni
(,formulafi eCRF*), stejné jako dalSi nezbytné
dokumenty. Poskytovatel provede bezplatnou
archivaci 5 let vsouladu se zakonem ¢&.
378/2007 Sb. a na dalSich 10 let provede
zpoplatnénou archivaci — [JJKe/rok. Na
zpoplatnénou archivaci bude vystavena faktura
po podpisu smlouvy.

Zadavatel v pfedstihu 6 mésicd od konce
zpoplatnéné archivace oznami poskytovateli, Zze
trva na dalSi archivaci a uhradi naklady s tim

spojené.

ZKOUSEJICI POSKYTOVATEL
zavazuji, ze daji ZADAVATELI neprodlené na

a/nebo se
védomi, Ze jakykoli zdravotni nebo spravni organ

planuje auditu  nebo
ZKOUSEJiCl a/nebo POSKYTOVATEL musi pro

jakykoli takovy audit nebo kontrolu zpfistupnit

provedeni kontroly.

veskerou dokumentaci vztahujici se ke Studii.
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any such audit or

INVESTIGATOR and/or

reports regarding the Study or information
issued by the authority and PROVIDER’s

proposed and final response.

3.13.  SPONSOR shall be entitled to demand that

a particular person is prevented from further

participation in
SPONSOR
reasonable grounds for such a demand.

provided  that

Confidentiality

4.1. INVESTIGATOR and PROVIDER will treat

as confidential any information (in tangible

or intangible form)

for any purpose other than the conduct of

the Study under this Agreement,

a) unless such information is in the public

domain at the time of disclosure; or

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

being under an obligation
confidentiality to SPONSOR; or

¢) unless such information is or was in the
possession of INVESTIGATOR and/or
PROVIDER at the time of disclosure by
SPONSOR as evidenced by written
records and was not acquired directly
or indirectly from SPONSOR or from

any other third party under
agreement  of  confidentiality
SPONSOR,; or

d) unless such information is or was

TPL-000072_V8
AC 058B301_Optimum_CZ_country contract

template_Tripartite _FNHK (e Site 3010 Final
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inspection.
PROVIDER
provide SPONSOR with copies of any

the Study performance
presents

received from
SPONSOR and/or on SPONSOR’s behalf

and will make no use of such information

3.13.

ZKOUSEJICI  a/nebo POSKYTOVATEL
poskytne ZADAVATELI kopie vesSkerych zprav
souvisejicich se studii nebo informaci vydanych
témito organy, koncept své odpovédi a svou

konecnou odpoved.

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

svou zadost uvede pfiméfené dlivody.

Ochrana ddvérnych informaci
ZKOUSEJiCI a POSKYTOVATEL budou s
veSkerymi informacemi (v hmotné i nehmotné
formé) ziskanymi od ZADAVATELE a/nebo v jejim
nakladat jako

zastoupeni s davérnymi

informacemi a nebudou tyto informace vyuzivat

pro zadné jiné ucely kromé uc€eld pro vedeni

Studie podle této smlouvy.

a) ledaze by takové informace byly v dobé
ziskani ve vefejném vlastnictvi, nebo

b) ledaze by se takové informace po datu ziskani
staly soulasti informaci ve vefejném

vlastnictvi, vyjma pfipadu, Ze by se tak stalo

porusenim této smlouvy nebo porusenim

smluvnich povinnosti jakékoli treti

ZADAVATELI,

strany
zavazané micenlivosti vuci
nebo

c) ledaze by takové
poskytnuti ZADAVATELEM byly ve vlastnictvi
ZKOUSEJICIHO a/nebo POSKYTOVATELE,

coz by bylo moZno doloZit

informace jiz v dobé

pisemnymi
zaznamy, piiéemz by do tohoto vlastnictvi
nebyly
ZADAVATELE nebo od jakékoli tfeti strany
smluvné
ZADAVATELI, nebo

ziskany pfimo ¢&i nepfimo od

zavazané mlcenlivosti vUGi

AC 058B301_Optimum_CZ_Tfistranny vzor smlouvy _ FNHK
centrum 3010_Final 06May16
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4.2.

4.3.

4.4.
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developed by INVESTIGATOR and/or
PROVIDER independently of receipt
hereunder, as shown by appropriate
proof; or
e) unless such information is required to
be disclosed by law, governmental
regulation, or court order; provided,
however, that INVESTIGATOR/
PROVIDER shall use their best efforts
to provide SPONSOR with immediate
notice thereof in order to oppose or
limit such disclosure.
Subject to Publication Clause contained 4.2.
hereinafter, any data and/or results arising
the Study shall
confidential information.
INVESTIGATOR and PROVIDER will
ensure that the co-operating persons (i.e.

from be considered

4.3.

sub-investigators, study coordinators,

study nurses, etc.) (hereinafter “Study
Staff”) are bound by the same obligations of
confidentiality.

The provisions of this Clause shall survive 4.4.

termination of this Agreement for an

indefinite time.

Financial Terms

SPONSOR will pay PROVIDER
amounts as set forth
schedule (Exhibit B), such Exhibit B to be an

integral part of this Agreement. The amounts

the

in the payment

set forth in Exhibit B cover all Study-related
fees and costs (i.e. INVESTIGATOR fees,
PROVIDER's

laboratory fees, pharmacy fee, IT costs,

overhead costs, local

etc.), unless explicitly stated otherwise in
Exhibit B. IRB/IEC costs are not included.

TPL-000072_V8
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d) ledaze by takové informace byly prokazatelné
vysledkem vlastni ¢&innosti ZKOUSEJICIHO
a/nebo POSKYTOVATELE nezavisle na jejich
obdrzeni podle této smlouvy, nebo

ledaze by takové informace bylo zapotiebi
poskytnout na zakladé ustanoveni zakona,
soudu,
7e ZKOUSEJICi

spravniho predpisu nebo nafizeni

avSak za predpokladu,

a/nebo  POSKYTOVATEL vynalozi své
nejlepsi  usili  ktomu, aby spole¢nost
ZADAVATELE o této situaci neprodlené

uveédomili, a ta mohla proti poskytnuti informaci
podat odpor nebo omezit jeho rozsah.
S vyhradou dolozky o zvefejfiovani obsazené
dale vtéto smlouvé, budou veskeré udaje

a/nebo vysledky majici puvod ve Studii
povazovany za d(ivérné informace.

ZKOUSEJICI a POSKYTOVATEL zajisti, Ze
Studii (t.

subinvestigatofi, koordinatofi, studijni sestry atd.)

spolupracujici osoby na
(dale ,studijni personal“) bude vazan stejnou
povinnosti mi¢enlivosti.

Ustanoveni tohoto ¢&lanku smlouvy zlstavaji
ucinna po neomezenou dobu po ukonceni této

smlouvy.

Finanéni podminky
ZADAVATEL zaplati POSKYTOVATELI c&astky

stanovené v rozvrhu plateb obsazeném v Pfiloze

B, ktera je nedilnou soug&asti této smlouvy. Castky
stanovené v Pfiloze B zahrnuji vSechny poplatky a
(4.
naklady

naklady souvisejici s provadénim Studie
honorafe ~ ZKOUSEJICIHO,
POSKYTOVATELE,

mistnich laboratofi, naklady na IT podporu, atd.),

rezijni

poplatky za pouzivani

neni-li v Pfiloze B vyslovné uvedeno jinak.

Naklady souvisejici s Cinnosti etické komise
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5.3.

5.5.
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5.6.

5.7.

5.8.

5.9.
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Il
il

INVESTIGATOR AND PROVIDER agree to
use Electronic Data Capturing system
(“EDC”)
specification and instructions provided by
SPONSOR.

INVESTIGATOR / PROVIDER herewith
confirms to be in the possession of any and

in accordance to any written

5.7.

all infrastructure necessary for the use of
EDC. INVESTIGATOR  /
PROVIDER that

infrastructure is available throughout the

Moreover,

will  ensure such
duration of Study (i.e., until acceptance of
Study report by SPONSOR),

especially in order to fully meet the Study

the final

timelines.

INVESTIGATOR / PROVIDER will ensure
to have appropriate procedures and
measures in place in order to ensure
controlled access to the physical and
electronic resources used in connection with
the EDC. Especially, such procedures and
measures must be adequate to prevent any
violation of any applicable subject’s privacy
legislation and/or applicable data protection
laws.

After acceptance of the final Study report by 5.9.

SPONSOR, SPONSOR will provide the

TPL-000072_V8
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5.6. ZKOUSEJICi A POSKYTOVATEL souhlasi pouZivat

systém pro Elektronicky Sbér Dat (,EDC")
v souladu se v8emi pisemnymi specifikacemi a
instrukcemi poskytnutymi ZADAVATELEM.
ZKOUSEJICI / POSKYTOVATELtimto potvrzuii,
Ze maji v drzeni vdechnu a jakoukoliv potfebnou
infrastrukturu k pouziti EDC. Dale ZKOUSEJICI /
POSKYTOVATEL zajisti, ze takova infrastruktura
bude k dispozici béhem celého trvani Studie (t.].
do
ZADAVATELEM), zejména proto, aby bylo mozné

plné dodrzet harmonogram Studie.

schvaleni Zavéretné Zpravy o Studii

ZKOUSEJICi / POSKYTOVATEL zajisti

zavedeni pfisluSnych postupll a opatfeni s cilem
zajistit  kontrolovany  pfistup  fyzickych a
elektronickych zdroji pouzivanych v souvislosti
s EDC. Zejména tyto postupy a opatfeni musi byt
pfiméfené, aby se zabranilo jakémukoliv poruseni
vSech platnych pravnich predpisi o ochrané
soukromi subjektu a / nebo platnych zakond na

ochranu osobnich udaju .

Po schvaleni
ZADAVATELEM,

ZavéreCné Zpravy o Studii

ZADAVATEL poskytne

AC 058B301_Optimum_CZ_Tfistranny vzor smlouvy _ FNHK
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INVESTIGATOR / PROVIDER with a pdf-
version of all e-CRFs completed by the
INVESTIGATOR/PROVIDER for archiving.

Monitoring and Audits by SPONSOR
The Study will be monitored by SPONSOR 6.1.

or the designated

representative. Its
representatives will be allowed access to all
information resulting from this Study and
SPONSOR or the

representative will have an unrestricted right

designated
to use Study generated information.
SPONSOR or the
representative
according to PROVIDER'’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.

designated

has to have access

SPONSOR may appoint individuals who 6.2.
are independent of the Study to conduct
during regular business hours audits, to be
INVESTIGATOR  with
reasonable prior notice.
INVESTIGATOR and/or PROVIDER must
make available all documentation pertaining

arranged  with

written

to the Study for any such audit.

7. [ | 7.

| 1.
- L) L)
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ZKOUSEJICIMU / POSKYTOVATELI pdf. verze
véech vyplnénych stranek eCRF ZKOUSEJiCiM/
POSKYTOVATELEM pro potfeby archivace.

Monitoring a audity provadéné ZADAVATELEM

Prabéh Studie bude monitorovan spolecnosti
ZADAVATELE nebo ji ustanovenym zastupcem.
Jejich zastupclm bude umoznén pfistup ke véem
informacim vzeSlym ztéto Studie a spolec¢nost
ZADAVATELE nebo ji
budou mit neomezené pravo vyuzivat informace
vzeslé ze Studie. Spole¢nost ZADAVATELE nebo
ji ustanoveny zastupce budou mit v souladu

ustanoveny zastupce

s mistnimi  etickymi  smérnicemi
POSKYTOVATELE pfistup k

vysledkim laboratornich vySetfeni, zdrojovym

platnymi v

prostorach

datim (definovanym podle GCP) a jakymkoli
dals$im zaznamim o subjektu hodnoceni, které
budou potfebné k ovéfovani zaznaml
formulafich CRF.

ZADAVATEL muze jmenovat nezavislé osoby,

ve

které budou povéfeny provadénim auditd Studie
v rdmci bézné pracovni doby podle dohody se
ZKOUSEJiciM predchoziho
pisemného oznameni. ZKOUSEJICIi
POSKYTOVATEL musi dat pro Gcely jakéhokoli

takového auditu k dispozici veskerou dokumentaci

na zakladé

a/nebo

vztahujici se ke Studii.
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1

PROVIDER assumes liability for and will
indemnify and hold harmless SPONSOR,
its affiliates, and SPONSOR’s directors,
officers, employees, agents, and
subcontractors, including representatives
(collectively, the “SPONSOR Indemnitees”)
from any and all losses they may suffer in
connection with any claim or lawsuit
brought by a third party arising from (a) the
willful
misconduct on the part of the PROVIDER
or its trustees, directors, officers, or the
Study Staff, (b) a breach of the
PROVIDER’s and/or INVESTIGATOR'’s
obligations under this Agreement, or (c) a

breach of any of PROVIDER’s and /or

negligence, recklessness, or
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AC 058B301_Optimum_CZ_country contract
template_Tripartite _FNHK [EE——Site 3010 Final

06May16

N
»

7.5.

POSKYTOVATEL

odSkodni a

prebira  odpovédnost a
ZADAVATELE,

pfidruzené spolenosti a jeji Feditele, vedouci

ochrani jeho
pracovniky, zameéstnance, zprostfedkovatele a

subdodavatele, vcetné zastupcl (spolecné
,odSkodrfiované osoby ZADAVATELE®) ve vztahu
k veSkeré ujmé, kterou mohou utrpét v souvislosti
s jakymkoli narokem nebo Zzalobou ftfeti osoby,
vyplyvajici (a) z nedbalosti, neuvazeného nebo
umysiného protipravniho jednani ze strany
POSKYTOVATELE nebo jeho spravci, fediteld,
vedoucich pracovnikd nebo studijniho personalu,
(b) POSKYTOVATELE
a/nebo ZKOUSEJICIHO dle této Smlouvy nebo
(¢) zporuseni kterychkoli prohlaseni a zaruk

POSKYTOVATELE ZKOUSEJiCiHO

z poruseni povinnosti

a/nebo
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INVESTIGATOR’s

warranties made in Section 8.

representations and

No Conflicts or Debarment of PROVIDER
and INVESTIGATOR
PROVIDER and INVESTIGATOR will not

concurrently conduct any study that may

conflict with or negatively impact upon the
goals of the Study. Neither PROVIDER nor
any person employed thereby
the Study has been
debarred, disqualified or
conducting clinical trials and PROVIDER

will not, during the term of this Agreement,

in the
performance of

banned from

employ any debarred, disqualified or
banned person in connection with any work
on the Study. If at any time after execution
of this Agreement, PROVIDER becomes
aware that PROVIDER or any person
employed thereby is, or is in the process of
being PROVIDER
certifies that it will so notify SPONSOR in

writing immediately.

debarred, hereby

Insurance

SPONSOR
confirms that pursuant to the provisions of
Section 52 (3) (f) of Act No. 378/2007 Coll.,

on pharmaceuticals,

hereby  represents

as amended and
supplemented, it shall arrange insurance of
the clinical trial.

PROVIDER and INVESTIGATOR shall
comply with all local legal requirements
regarding insurance coverage, including

but not limited to adequate commercial
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8.

and 9

9.2.

uvedenych v ¢lanku 8.

Zadné stiety zajm0 nebo odebrani opravnéni
POSKYTOVATELE nebo ZKOUSEJICIHO

k provadeéni klinickych hodnoceni
POSKYTOVATEL a ZKOUSEJICIi

souc€asné provadét zadnou studii, ktera by mohla

nebudou

byt v rozporu s cili Studie nebo by na né mohla
mit negativni dopad. POSKYTOVATELI
zadné zosob, které POSKYTOVATEL pouziva

k provadéni studie, nebylo odebrano opravnéni k

ani

provadéni klinickych hodnoceni, nebyla
diskvalifikovana, ani ji nebylo zakdzano provadét
klinickda hodnoceni, a POSKYTOVATEL bé&hem
doby platnosti této Smlouvy nepouzije Zadnou
osobu, ktera bylo odebrano toto opravnéni nebo
kterd byla takto diskvalifikovana nebo na ni byl
uvalen takovy zakaz, jakychkoli
ve Studii. Pokud se POSKYTOVATEL

kdykoli po uzavieni této Smlouvy dozvi, ze jemu

k provadéni

éinnosti

samotnému nebo jakékoli osobé, kterou vyuziva,

bylo odebrano toto opravnéni nebo je s ni vedeno

fizeni o] odebrani tohoto opravnéni,
POSKYTOVATEL timto potvrzuje, Ze o tom bude
okamzité  pisemné informovat  spole€nost
ZADAVATELE.

Pojisténi

ZADAVATEL prohlaSuje a potvrzuje, ze v
souladu s ust. § 52 odst. 3, pism. f) zakona &.
378/2007 Sb., o léCivech, v platném znéni,

zajisti pojisténi klinického hodnoceni.

POSKYTOVATEL dodrzi vSechny mistni pravni
pozadavky na pojiSténi, zejména co se tyCe

pfiméfeného  komeréniho  pojisténi  obecné

odpovédnosti, jakoz i pojisténi odpovédnosti
AC 058B301_Optimum_CZ_Tfistranny vzor smlouvy _ FNHK
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general liability insurance as well as zvykonu povolani. Potvrzeni o tomto pojisténi
professional liability insurance at their sole bude na pozadani predlozeno ZADAVATELI ke
cost and expense. Certificates evidencing kontrole.

such insurance will be made available for
examination upon request by SPONSOR.
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12.
12.1.

12.2.

12.3.

12.4.

12.5.

Term and Termination

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

This Agreement may be terminated by
SPONSOR at any time for any reason,
which termination shall not be deemed a
material breach of this Agreement.
INVESTIGATOR and or PROVIDER may
terminate the Agreement in case of a
Serious Adverse Event (“SAE”) issue or a
material breach of contract if such breach
has not been solved within thirty (30) days.
In the event that INVESTIGATOR leaves
his/her with  PROVIDER
whatever reason during the course of the
Study, PROVIDER may appoint a new
Investigator who has to be approved by
SPONSOR. If SPONSOR does not agree
with the proposed Investigator, SPONSOR
has the

position for

right to either terminate this
a different

PROVIDER’s

Agreement or to appoint

investigator from  within
employees...

In case monitoring and/or auditing identifies
serious and/or persistent non-compliance
with the obligations as outlined in this
the part of the

and/or PROVIDER,

Agreement  on

INVESTIGATOR
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12.

12.1.

12.2.

12.3.

12.4.

12.5.

Trvani a ukonéeni

Tato smlouva vstupuje vplatnost a nabyva
ucinnosti od data pfipojeni posledniho podpisu
smluvnich stran a zUstane v platnosti po dobu
trvani Studie (fj. do pfijeti zavérecné zpravy
ZADAVATELEM).

Tato smlouva muaze byt ukonéena ze strany
ZADAVATELE kdykoli a zjakéhokoli dlvodu,
pficemz takové ukoneni se nepovazuje za
zavazné poruseni této smlouvy.

ZKOUSEJICI a/nebo POSKYTOVATEL mohou
ukonéit tuto smlouvu v pfipadé, Zze nastane
(»SAE")

zdlvodu zavazného poruSeni smlouvy, které

zavazna nezadouci prihoda nebo
nebude do tficeti (30) dnli napraveno.

V ptipadé, ze ZKOUSEJICI v prlib&hu provadéni
Studie z jakéhokoli divodu pfestane zastavat svoji
funkci u POSKYTOVATELE,
POSKYTOVATEL jmenovat nového zkousejiciho,
schvélit ZADAVATEL. Jestlize

nesouhlasi

muUze

kterého musi
ZADAVATEL

zkousejicim, ma pravo bud’ ukoncit tuto smlouvu,

s navrhovanym

nebo jmenovat jiného zkouSejiciho zfad

zaméstnancl POSKYTOVATELE.

V pfipadé, Zze v ramci monitoringu a/nebo auditu
bude zjiSttno zavazné al/nebo pretrvavajici
nedodrzovani povinnosti shrnutych v této smlouvé
ZKOUSEJICIHO

bude

a/nebo
ZADAVATEL

ze
POSKYTOVATELE,

strany

mit
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SPONSOR will have the right to terminate pravo ukonCit sokamzitou UCinnosti UcCast
the INVESTIGATOR's (PROVIDER’s) ZKOUSEJICIHO (POSKYTOVATELE) ve Studii.
participation in the Study with immediate Nastane-li takova situace, ZADAVATEL o ni
effect. If this occurs, SPONSOR will notify uvédomi spravni organ(y).

the regulatory authority(ies).

12.6. [ 2.6
) () () ()
|
) O )00 C )

|
9 _J J( )
|
)
L I J )
|

12.7. In the event of any termination of this 12.7. V pfipadé jakéhokoli ukonceni této smlouvy
Agreement, INVESTIGATOR will stop the pfestane ZKOUSEJICI okamzité¢ po doruéeni
use of the Study Drug immediately upon nebo po obdrzeni vypovédi pouzivat hodnoceny
delivery or receipt of notice of termination, IéCivy pripravek. VSechny nedokonéené eCRF
as applicable. All eCRFs outstanding must musi byt vyplnény a doru¢eny ZADAVATELI spolu
be completed and returned to SPONSOR s dokon¢enou inventarizaci hodnoceného
together with completed Study Drug léCiveho pfipravku, se zaznamy a se zbylym
inventory, records and remaining Study studijnim materialem.
Material.

13. Miscellaneous 13. Rizné

13.1.  Notice: Any notice given in connection with 13.1.  Oznameni. Neni-li zde stanoveno jinak, budou

this Agreement shall, unless otherwise veskera oznameni pfedavana v souvislosti s touto
provided herein, be in writing and shall be Smlouvou pisemna a budou doru¢ovana osobné
delivered personally, or sent by registered nebo zasilana doporu¢enou postou na nize
mail or facsimile to the address given uvedenou adresu:

below.

— )
— )

S
— )

TPL-000072_V8

AC 058B301_Optimum_CZ_country contract AC 058B301_Optimum_CZ_Tfistranny vzor smlouvy _ FNHK
template_Tripartite _ FNHII GBI Site 3010_Final_ I -ntrum 3010_Final 06May16

06May16

Initials



mailto:rachel.heinis@actelion.com

- Page 24 of 36 —

PROVIDER:
Legal Department: Dasa ProkGpkova

Fakultni nemocnice Hradec Kralové
Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Krélové
Czech Republic
email: dasa.prokupkova@fnhk.cz

If to INVESTIGATOR:
I

Neurologicka klinika
Fakultni nemocnice Hradec Kralové
Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralove
Czech Republic
|

INVESTIGATOR
PROVIDER will not assign or transfer any

13.2.  Assignment:

of their rights or obligations hereunder
without prior written consent of SPONSOR.
Any assignments or transfer of any
obligations or rights hereunder without the
prior written consent of SPONSOR, shall be
null and void and render this Agreement
subject to immediate termination by
SPONSOR without any obligation or liability
attached to SPONSOR as a result of such

termination.

13.3.  Subcontracting: With SPONSOR’s prior 13.3.

written consent in each instance,
PROVIDER / INVESTIGATOR may
subcontract the performance of certain of

its activities under this Agreement to

TPL-000072_V8
AC 058B301_Optimum_CZ_country contract
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or 13.2.

POSKYTOVATEL:

Pravni odbor — Dasa Proklpkova
Fakultni nemocnice Hradec Kralové
Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Krélové
Ceska republika
email: dasa.prokupkova@fnhk.cz

ZKOUSEJiCI

Neurologicka klinika
Fakultni nemocnice Hradec Kralové
Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

Postoupenti, ZKOUSEJICI nebo
POSKYTOVATEL bez pfedchoziho pisemného
souhlasu  ZADAVATELE nepostoupi nebo

nepfevede zadné ze svych prav nebo povinnosti
vyplyvajicich z této smlouvy. Jakékoli postoupeni
nebo prevedeni kterychkoli ztéchto prav nebo
povinnosti ucinéné bez predchoziho pisemného
souhlasu ZADAVATELE bude od pocatku
neplatné a bude povazovano za duvod
k okamZitému ukon&eni smlouvy
ZADAVATELEM, ktery tim bude zprostén
jakéhokoli zavazku nebo odpovédnosti, jeZ by pro
ného z takového ukonceni jinak vyplyvaly.

Subdodavatelé. POSKYTOVATEL / ZKOUSEJICI
mohou s pfedchozim pisemnym souhlasem
ZADAVATELE s kazdym jednotlivym pfipadem
zadat provadéni nékterych svych &innosti dle této

Smlouvy kvalifikovanym tfetim osobam, pokud (a)
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13.4.

13.5.

13.6.

13.7.
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qualified third parties, provided that (a)
such third parties perform such activities in
a manner consistent with the terms and
conditions in this Agreement, (b)
PROVIDER remains fully liable for such
third (c)
INVESTIGATOR has not any direct or

indirect financial interest in any such third

parties’ performance, and

parties.

Amendments: 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 SPONSOR and must be in
writing and signed by all Parties.

Independent Contractor: PROVIDER'’s and
INVESTIGATOR’s relationship with
SPONSOR under this Agreement shall be
that of independent contractors and not as
an agent, joint venture, or partner of
SPONSOR. Nothing
shall

in this Agreement
implying the
relationship of employer/employee
between PROVIDER and INVESTIGATOR
on the one hand and SPONSOR. on the
other hand.

be construed as

The

unenforceability of any term or provision of

Severability: invalidity or
this Agreement shall not affect the validity
or enforceability of any other term or
provision hereof.

Waiver: No waiver of any term or delay in
enforcing a party’s rights, under this
Agreement will constitute a waiver of such
party’s rights to the future enforcement of

its rights under this Agreement, except with

TPL-000072_V8
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13.4

13.5

13.6

13.7

tyto tfeti osoby provadéji tyto ¢innosti zpisobem,
ktery je v souladu s ustanovenimi a podminkami
(o) POSKYTOVATEL nadale

ponese plnou odpovédnost za pInéni poskytované

této smiouvy,

takovymi tfetimi osobami a (c) ZKOUSEJICi nema
zadny pfimy ani nepfimy finanéni zajem na

takovych tretich osobach.

Dodatky. Smluvni strany se zavazuji jednat
v dobré vife, bude-li k dokon¢eni Studie zapotfebi
jakakoli zména, Uuprava nebo dodatek této
Smlouvy. Jakakoli zména, uprava nebo dodatek
této Smlouvy musi byt schvalen ze strany
ZADAVATELE, musi byt pisemny a podepsan

vS§emi smluvnimi stranami.

Nezavisly Dodavatel: Vztah POSKYTOVATEL a
ZKOUSEJICIHO se ZADAVATELEM dle této
Smlouvy je vztahem nezavislych dodavatell a
nikoli
podniku nebo ZADAVATELE.. Zadné ustanoveni

této smlouvy nesmi byt vykladano tak, jakoby

zprostfedkovatell, partnerd spole¢ného

implikovalo vztah zaméstnance a zaméstnavatele
mezi POSKYTOVATELEM a ZKOUSEJICIM na
strané jedné a ZADAVATELEM na strané druhé.

Oddélitelnost jednotlivych ustanoveni. Neplatnost
nebo nevymahatelnost kterékoli podminky nebo
ustanoveni této smlouvy nemaji vliv na platnost
nebo vymahatelnost kterékoli jiné jeji podminky
nebo ustanoveni.

Vzdani se. Zadné vzdani se néjaké podminky
nebo odklad vymahani prav néjaké smluvni strany
dle této smlouvy neznamena, ze se dana smiluvni
strana vzdava prava na budouci vymahani svych
prav dle této smlouvy, s vyjimkou vyslovného
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13.8.

13.9.

13.10.

13.11.

13.12.
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respect to an express written waiver

relating to a particular matter for a
particular period of time signed by a
representative of the waiving party, as
applicable.

Taxes and Social Security Contributions: It
be PROVIDER'’s

comply with all obligations in respect of

shall responsibility to
taxes and social security contributions, if
applicable, which relate to the subject
matter of this Agreement, including without
limitation  those  which  relate to
INVESTIGATOR, PROVIDER

employees and/or collaborators.

and its

13.8.

pisemného prohlaseni souvisejiciho s konkrétni
dobu

podepsaného zastupcem vzdavajici se smluvni

zalezitosti, vydaného na urcitou a

strany.

Dané a pfispévky na sociadlni zabezpeceni:
POSKYTOVATEL odpovida za dodrzovani v§ech
povinnosti souvisejicich s danémi a pfFispévky na
socialni zabezpedeni, které souviseji
s pfedmétem této smlouvy, zejména téch, které
ZKOUSEJiCIM,

jeho zaméstnanci

souviseji
POSKYTOVATELEM a
spolupracovniky.

se

a

This Agreement and its attached Exhibits A 13. 9. Tato smlouva a k ni pfipojené pfilohy A az C, které

to C, which constitute integral parts hereof,
the
agreement between the Parties.

constitute entire  and complete
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 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
the this

Agreement, unless explicitly agreed in the

related subject matter of

Agreement.
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13.11.

13.12.

tvofi jeji nedilnou soucast, tvofi uplné a konecné

ujednani mezi smluvnimi stranami.
Jakékoli podminky, které jsou svym smyslem
nebo obsahem definovany tak, Zze by mély platit i
po vyprseni trvani této smlouvy nebo po jejim
ukonceni, zustavaji ucinné i po vyprSeni trvani
této smlouvy nebo po jejim ukonceni.
Smluvni strany, kazda samostatné, zavazné
prohlasuji, Ze na sebe berou nebezpe&i zmény
okolnosti, a proto vsouladu s § 1765 odst. 2
obcéanského zakoniku, Zzadné ze stran nevznikne
pravo domahat se obnoveni jednani o smlouvé
v pfipadé jakékoli zmény okolnosti. Ustanoveni
U 1765 odst. 1 a § 1766 obCanského zakoniku
se nepouziji.
Smiluvni strany si ramec

nepreji, aby nad

vyslovnych ustanoveni této smlouvy byla
jakakoliv prava a povinnosti stran dovozovany
z dosavadni €i budouci praxe zavedené mezi
stranami Ci zvyklosti zachovavanych obecné Ci
v odvétvi tykajicim se pfedmétu pinéni této
ledaze

smilouvy, je ve smlouvé vyslovné

sjednano jinak.
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14. Applicable Law and Venue 14.
14.1.

Pouzitelné zakony a mistni soudni pfisluSnost

This Agreement shall be interpreted and 14.1. Interpretace a vyklad této smlouvy podléhaji

construed in accordance with the laws of the zékonim  Ceské republiky s vyjimkou jejich

Czech Republic, under exclusion of its koliznich norem.

conflicts of laws rules. 14.2. Vpfipadé vzniku spornych bodd, které se

14.2. In case of controversies, which cannot be nepodafi urovnat smirnym narovnanim, bude

settled amicably, the matter shall be brought zalezitost predloZzena k projednani pfislusnym

before the competent courts of the Czech soudtim Ceské republiky.

Republic.

This agreement shall be executed in three Smlouva je vyhotovena ve 3 vyhotovenich

counterparts in the Czech and English version. The v Ceské a anglické verzi, pficemz Ceska verze je

Czech version hereof shall prevail over the English nadfazena verzi anglické.

one.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by persons duly

authorized.

For INSTITUTION:

Signature:

Name: prof. MUDr. Roman Prymula, CSc.,
Ph.D.

Title: Director

Date: 19. 5. 2016

TPL-000072_V8
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NA DUKAZ TOHO je tato smlouva podepsana osobami,

které k tomu byly smluvnimi stranami fadné zmocnény.

Za ZDRAVOTNICKE ZARIZENI:

Podpis:

Jméno: prof. MUDr. Roman Prymula, CSc., Ph.D.
Funkce: feditel

Datum: 19. 5. 2016
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INVESTIGATOR: ZKOUSEJICi:

Signature: Podpis:

Name: | Jméno: ]
Title: Principal Investigator Funkce: Hlavni zkousSejici

Date: 17.5.2016 Datum: 17.5.2016

For ACTELION Pharmaceuticals Ltd: Za ACTELION Pharmaceuticals Ltd:
Signature: Podpis:

Name: Jméno:

Title: Funkce:

Date: 10.5.2016 Datum: 10.5.2016
Signature: Podpis:

Name: Jméno:

Title: Funkce:

Date: 16.5.2016 Datum: 16.5.2016
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