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AGREEMENT
ON THE CONDUCT OF A
CLINICAL TRIAL

SMLOUVA
O PROVADENI
KLINICKEHO HODNOCENI

(hereinafter referred to as “Agreement”)

(dale jako ,, Smlouva®)

Entered into between:

Uzavfena mezi stranami:

AOP Orphan Pharmaceuticals GmbH
represented by:

Leopold-Ungar-Platz 2, 1190 Vienna, AUSTRIA

(hereinafter referred to as “Sponsor”)

AOP Orphan Pharmaceuticals GmbH
zastoupena:

Leopold-Ungar-Platz 2, 1190 Wien (Viden),
RAKOUSKO

(dale jako ,Zadavatel”)

and

General University Hospital in Prague

(Vseobecna fakultni nemocnice v Praze)

represented by [

U Nemochnice 499/2, 128 08 Prague 2,
CZECH REPUBLIC

(hereinafter referred to as “VFN”)

Vseobecna fakultni nemocnice v Praze
zastoupena

U Nemocnice 499/2, 128 08 Praha 2,
CESKA REPUBLIKA

(dale jako , VFN“)

— each also hereinafter referred to as “Party” or

collectively as “Parties” —

— kazda z nich dale také jako , Strana” nebo spoleéné

jako ,Strany” —

1. Recitals

1. Uvodni ustanoveni

1.1. Whereas, the Sponsor is a pharmaceutical
company performing research, development,
of

products and administration methods for rare

and distribution innovative medicinal

and complex diseases and has become a

1.1. Zadavatel je farmaceutickou spolec¢nosti, ktera
provadi vyzkum, vyvoj a distribuci inovativnich
lé€ivych pfipravki a metod podavani u

vzacnych a slozitych onemocnéni a stala se
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European pioneer in the field of orphan

diseases.

evropskym priakopnikem v oblasti vzacnych

onemocnéni.

B ('nvestigator”) is experienced in

the treatment of patients with Pulmonary
Arterial Hypertension and the conduct of clinical
trials. The Investigator wishes to conduct the
Clinical Trial at the Trial Center after having
reviewed sufficient information about the

Clinical Trial and the Investigational Product. For

1.2. Whereas, the Sponsor is part of the AOP group | 1.2. Zadavatel je soucasti skupiny AOP, ktera plsobi
which is operating since January 2022 under a od ledna 2022 pod novou zastresujici znackou
new brand umbrella AOP Health. The new brand AOP Health. Novy nazev znacky, AOP Health, se
name, AOP Health, is particularly intended to zejména snazi zdlraznovat celostni pristup
underline the patient-centered, holistic zaméreny na pacienta, o ktery skupina AOP
approach that the AOP group is pursuing. Any usiluje. Veskeré odkazy v této smlouvé na
reference in this Agreement to the AOP Health skupinu AOP Health Group budou nadale
Group shall hereinafter be deemed to refer to povaZovany za odkazy na jakykoli pravni subjekt
any legal entity within the AOP Health Group, v ramci skupiny AOP Health Group, véetné (bez
including, but not limited to, the Sponsor. omezeni na) zadavatele.

1.3. Whereas, the Sponsor is fully dedicated to | 1.3. Zadavatel se zcela vénuje farmaceutickému a
pharmaceutical and clinical development as well klinickému vyvoji a také prodeji
as commercialization of  pharmaceutical farmaceutickych vyrobkd a preje si vyhodnotit
products and wishes to evaluate the safety and bezpecnost a ucinnost hodnoceného pripravku
efficacy of the Investigational Product treprostinilu pro pouzivani u ucastnik(
Treprostinil for the use in Clinical Trial Subjects klinického hodnoceni s plicni arterialni
with Pulmonary Arterial Hypertension. hypertenzi.

1.4. Whereas, VFN has sufficient resources with | 1.4. VFN ma dostatecné zdroje vzhledem na cas,
regard to time, adequate personnel, facilities adekvatni personal, zatizeni a jiné zdroje pro
and other resources for the proper and safe spravné a bezpecné provadeéni klinického
performance of the Clinical Trial and wishes the hodnoceni a preje si, aby bylo klinické
Clinical Trial to be conducted at its Trial Centre. hodnoceni provadéno v jeho centru klinického

hodnoceni.

1.5. Whereas, the Investigato_ 1.5. Zkousejici Iékar prof_

(ddle ,zkousejici I1ékaF“) ma zkusenosti s 1éCbou
pacient( s plicni arteriadlni hypertenzia s
provadénim klinickych hodnoceni. Zkousejici
|ékar si poté, co si prosel dostatecné mnoZstvi
informaci o klinickém hodnoceni a hodnoceném
pfipravku, preje provadét klinické hodnoceni v

centru klinického hodnoceni. Aby nedochazelo
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the avoidance of doubt AOP and Investigator will

conclude a separate agreement.

k pochybnostem, AOP a zkousejici Iékar uzaviou

samostatnou smlouvu.

1.6.

Whereas, the Parties agree that these recitals

are legally binding.

1.6.

Strany souhlasi s tim, Ze tato Uvodni ustanoveni

jsou pravné zavazna.

Therefore, the Parties agree as follows:

Proto se strany dohodly takto:

(i) applicable laws and regulations, in particular

2. Definition 2. Definice

2.1. “Adverse Event” means any adverse medical | 2.1. ,NeZadouci pfihoda” znamena jakoukoli
event that occurs to a subject who is neptiznivou uddlost tykajici se zdravotniho
administered a drug and that is not necessarily stavu, kterd se vyskytne u ucastnika, kterému
causally related to that treatment. byl podan |éCivy pfipravek a u kterého tato

nutné nemusi byt v pficinném vztahu s touto
|é¢bou.

2.2. “Affiliate” means in relation to any Party any | 2.2. , PfidruZzeny subjekt” znamena ve vztahu ke
legal entity which, directly or indirectly, is in kterékoli strané kazdy pravni subjekt, ktery
control of, or is controlled by, or is under pfimo nebo nepfimo vykondava kontrolu nad
common control with, the Party. For the stranou (nebo je ji kontrolovan) nebo je pod
purposes of this definition, "control" exists if an spole¢nou kontrolou se stranou. Pro Ucely této
entity possesses, directly or indirectly, power definice ,kontrola” existuje tehdy, kdyZ subjekt
either to direct or cause the direction of the ma, pfimo ¢i nepfimo, pravomoc bud’ davat
management and policies of another entity pokyny nebo zpUsobit vydani pokyn(
whether by contract or otherwise including, managementu a ovlivnit konani jiného
without limitation, where an entity holds subjektu, at uz smluvné nebo jinak véetné
directly or indirectly, legally, or beneficially, fifty (nikoliv vsak vyluéné) pripadd, kde subjekt drzi
percent (50%) or more of the voting shares of pfimo ¢i nepfimo, pravné nebo jako
such other legal entity. In addition, for the beneficient, padesat procent (50 %) nebo vice
avoidance of doubt, for the Sponsor the term hlasovacich prav tohoto jiného pravniho
“Affiliate” shall also include any legal entity subjektu. Kromé toho, s cilem vyhnout se
within the AOP Health Group other than Sponsor pochybnostem, pro zadavatele bude termin
itself. ,pridruzeny subjekt” znamenat také kazdy jiny

pravni subjekt v rdmci skupiny AOP Health
Group, nez je samotny zadavatel.
2.3. “Applicable Regulations” means all | 2.3. , PrisluSné predpisy” znamend veskeré

(i) prislusné zakony a nafizeni, zejména Nafizeni
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the Clinical Trials Regulation 536/2014 (CTR) and
(ii) relevant guidelines and generally accepted
standards applicable to the conduct of the Study
in Territory, including without limitation the
Guidelines of the International Council for
Harmonization like the current Good Clinical
Practices Guideline (cGCP) and the ethical
principles of the World Medical Association
Declaration of Helsinki (collectively, as amended
from time to time, the “Applicable Regulatory

Requirements”).

o klinickych hodnocenich 536/2014 (CTR) a

(ii) prislu$né smérnice a obecné uznavané
normy platné pfi provadéni studie na daném
uzemi, véetné (nikoliv viak vyluéné) Smérnice
mezinarodni rady pro harmonizaci jako je
aktualni Smérnice pro spravnou klinickou praxi
(cGCP) a etickeé zasady Helsinské deklarace
Svétové lekarské asociace (spoleéné, v platném

znéni, jako , pFislusné regulaéni pozadavky”)

confidential and / or proprietary information,

2.4. “Background IP” means any and all Intellectual | 2.4. ,Podkladové du3evni vlastnictvi” znamena
Property (i) owned or controlled by a Party, its viechna prava dusevniho vlastnictvi (i)
Affiliates and/or its permitted sub-contracted vlastnéna nebo ovladana stranou smlouvy,
third parties existing prior to the signing of this jejimi pridruzenymi subjekty a/nebo jejimi
Agreement or conceived or developed after the povolenymi subdodavateli tfetich stran
signing of this Agreement independently by existujicimi pfed podpisem této smlouvy nebo
either Party. nezavisle vymyslena ¢i vyvinuta nékterou ze

stran po podpisu této smlouvy.

2.5. “Clinical Trial” as defined in Art 2 Para3 CTRisa | 2.5. ,Klinické hodnoceni” dle definice v ¢l. 2 odst. 3
low-intervention clinical trial titled_ CTR je nizkointervenéni klinické hodnoceni s

nézvem [
.
I
I - b carried out by the | |
Investigator at VFN pursuant to this Agreement _ ktere
and including but not limited to the Protocol bude provadéno zkousejicim lékafem ve VFN
dle této smlouvy a véetné (nikoliv vsak vyluéné)
protokolu

2.6. “Clinical Trial Subjects” means the individuals | 2.6. ,U¢&astnici klinického hodnoceni” znamena
participating in the Clinical Trial either as a osoby ucastnici se klinického hodnoceni bud
recipient of the Investigational Product or as a jako pfijemci hodnoceného pfipravku nebo jako
member of a control group. ¢lenové kontrolni skupiny.

2.7. “Confidential Information” means any and all | 2.7. ,Davérné informace” znamena viechny

davérné informace a / nebo informace ve
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disclosed by the Disclosing Party to the Receiving
Party under this Agreement including, without
limitation, (i) any Confidential Information
disclosed by a Party in whichever form no matter
whether it is marked to be confidential or not;
(ii) any information which would reasonably be
considered to be confidential given the nature of
the information and the circumstances of
disclosure; (iii) any information obtained by
examination, testing or analysis in any way from
such  Confidential Information; (iv) any
information that is observed or which a Party has
access to at the other Party’s premises; and (v)

any derivative of such Confidential Information.

vlastnictvi, predané predavajici stranou
pfijimajici strané dle této smlouvy véetné
(nikoliv vsak vyluéné) (i) veskerych dlvérnych
informaci predavanych stranou v jakékoliv
podobé bez ohledu na to, zda jsou oznaceny
jako dlivérné nebo ne; (ii) veskeré informace,
které by se odivodnéné povaZovaly za divérné
vzhledem k povaze informaci a okolnostem
predavani; (iii) veskeré informace ziskané
vySetfenim, testovanim nebo analyzou
provedenymi jakymkoliv zplsobem z
takovychto davérnych informaci; (iv) veskeré
informace, které jsou vidény stranou nebo k
nimZ ma strana pfistup v prostorach druhé
strany; a (v) jakékoliv informace odvozené z

dlvérnych informaci.

Confidential Information includes, but is not limited to,
the terms of this Agreement, the content of the

Protocol, and:

2.8.

Davérné informace zahrnuji (nikoliv vsak
vyluéné) podminky této smlouvy, obsah

protokolu, a:

Disclosing Party under an obligation of

confidentiality that is disclosed by such

Disclosing Party to the Receiving Party and

a) financial, strategic, or commercial information, a) financni, strategické nebo komeréni
business information such as affairs, customers, informace, obchodni informace jako
zaleZitosti, zakaznici, klienti, dodavatelé a
clients, suppliers, and other parties with whom L Sy
jiné strany, s nimiz predavajici strana
the Disclosing Party deals, strategies, plans, jedna, strategie, plany, trini pfileZitosti,
market opportunities, operations, processes, provozy, procesy, informace o
) ) produktech; a
product information; and
b) know-how, designs, trade secrets or software of b) know-how, designy, obchodni tajemstvi
a Party (howsoever recorded or preserved) or nebo software strany (jakkoliv nahrane
her intell I g nebo uchované) nebo vedkeré jiné
any other intellectual property; an dugevni vlastnictvi: a
c) information of any Third Party provided to c) informace o jakékoliv tfeti strané

poskytované predavajici strané na
zakladé povinnosti dlvérnosti, kterou
tato predavajici strana predava pfijimajici
strang, a
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536/2014 OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 16 April 2014 on clinical trials
on medicinal products for human use and

repealing Directive 2001/20/EC, and related

d) technical, clinical, chemical, and other d) technické, klinické, chemické a jiné
information in connection with the Scope of this informace ve spojeni s rozsahem této
smlouvy, véetné (nikoliv vSak vylu¢né)
Agreement, including but not limited to all data . s e o .
vSech Udajl podporujicich formulaci,
in support of formulation, analytical methods, analytické metody a stabilitu tykajici se
and stability concerning any of the Disclosing kteréhokoliv lécivého pripravku
, o ] . predavajici strany a jeho chemické,
Party’s medicinal products and their chemical, L L,
farmaceutické a biologické dokumentace
pharmaceutical and biological documentation (véetné& jakékoliv expertni zpravy) a také
(including any expert report) as well as their jejich vyzkum, vyvoj, preklinické, klinicke,
- . vyrobni techniky a procesy; a
research, development, preclinical, clinical, y yap y
manufacture, techniques, and processes; and
e) any information disclosed or perceived in the e) jakékoliv informace preddvané nebo
course or in connection with an audit or vnimané v pribéhu nebo ve spojeni s
auditem nebo kontrolou v centru
inspection at the Trial Center; and S ,
klinického hodnoceni; a
f) any other information, whether contributed to f) veskeré dalsi informace, at uz jako
or obtained in connection with the Clinical Trial, prispévek ke klinickému hodnoceni nebo
ziskané v souvislosti s klinickym
that the Receiving Party can reasonably expect is , Sy e
hodnocenim, u nichz pfijimajici strana
confidential or of a commercially sensitive muze pfimérené olekavat, Ze jsou
nature. dlvérné nebo jde o informace obchodné
citlivé povahy.
For the sake of clarity, (i) Background IP and Trial | Z divodu jasného pochopeni se (i) podkladové dusevni
Results are deemed Confidential Information | vlastnictvi (Background IP) a vysledky klinického
and (ii) Confidential Information needs not to be | hodnoceni povazuji za dOvérné informace a (ii)
unique, patentable, novel, copyrightable or | divérné informace nemusi byt jedinecné,
constitute a trade secret in order to be | patentovatelné, nové, schopné ziskat copyright nebo
Confidential Information. predstavovat obchodni tajemstvi, aby byly ddvérnymi
informacemi.
2.8. “Confidentiality Period” has the meaning set | 2.9. ,Obdobi dlivérnosti ma vyznam uvedeny v
forth in Section 13.1.2 hereof. Casti 13.1.2 této smlouvy.
2.9. “CTR” means the REGULATION (EU) No. | 2.10. ,CTR“znamena NARIZENI (EU) ¢. 536/2014

EVROPSKEHO PARLAMENTU A RADY ze 16.
dubna 2014 o klinickych hodnocenich

humannich Iécivych pripravk( a o zruseni
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guidance and/or supporting documents as

amended from time to time.

smérnice 2001/20/ES, a souvisejici pokyny

a/nebo podpurné dokumenty, v platném znéni.

2.10.

“Disclosing Party” means any Party or its

Affiliates that discloses Confidential
Information, whether directly or indirectly via its
Affiliates or a Third Party on behalf of the

Disclosing Party.

2.11.

,Predavajici strana“ znamena kteroukoliv
stranu nebo jeji pridruzené subjekty, ktera
predava davérné informace, at uz pfimo nebo
neprimo pres své pridruzené subjekty nebo

treti stranu jménem predavaijici strany.

2.11.

“DPTS”, means Directive (EU) 2016/943 of the
European Parliament and of the Council of 08
June 2016 on the protection of undisclosed
know-how and business information (trade
secrets) against their unlawful acquisition, use
and disclosure (Directive on the Protection of

Trade Secrets).

2.12.

,DPTS” znamena Smérnici (EU) 2016/943
Evropského parlamentu a Rady ze dne 8. ¢ervna
2016 o ochrané nezverejnéného know-how a
obchodnich informaci (obchodniho tajemstvi)
pred jejich neopravnénym ziskanim, vyuzitim a
zpristupnénim (smérnice o ochrané obchodnich

tajemstvi).

2.12.

Committee” the relevant

Ethics

“Ethics means

competent Committee within the

meaning of the Applicable Regulations

2.13.

,Eticka komise” znamena pfislusnou
kompetentni etickou komisi ve vyznamu

pfislusnych natizeni

2.13.

“Federal Office” means the Austrian Federal
Office for Safety in Health Care (“Bundesamt fiir

Sicherheit im Gesundheitswesen”)

2.14.

»Spolkovy Gfad” znamend rakousky spolkovy
Urad pro bezpecnost ve zdravotnictvi
(,,Bundesamt fiir Sicherheit im

Gesundheitswesen”)

2.14.

“GDPR” means Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of individuals with
regard to the processing of personal data, on the
free movement of such data and repealing
Directive 95/46/EC (the General Data Protection
Regulation), which entered into force on 25 May
2018.

2.15.

,GDPR” znamena Natizeni (EU) 2016/679
Evropského parlamentu a Rady ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Gdajl a o
volném pohybu téchto udajl a o zruseni
smérnice 95/46/ES (obecné nafizeni o ochrané
osobnich Udaju), které vstoupilo v platnost dne
25. kvétna 2018.

2.15.

“Intellectual Property” shall mean any and all (i)
patents, utility models and applications thereof,
(i)

improvements or

and know-how, copyrights, inventions,

discoveries, work of

authorship, database and software rights, trade

2.16.

4
I

,Dusevni vlastnictvi” bude znamenat vSechny
(i) patenty, uZitné vzory a jejich aplikace, a (ii)
know-how, copyrighty, vynalezy, vylepseni
nebo objevy, autorské prace, databdze a

softwarova prdva, obchodni tajemstvi,
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secrets, trademarks and designs and all other
proprietary information whether registerable or
not, and other registered or granted property

rights.

obchodni znamky a designy a veskeré dalsi
informace ve vlastnictvi, at uz registrovatelné
nebo ne, a jina registrovana nebo udélena

vlastnicka prava.

2.16.

“Invention” means any discovery or creation of
new material (either a new manufactured
product, a new composition or matter), a new
process, a new use for an existing material or any
new improvements of any of these made by
members of the Investigation Team of the VFN
in the performance of the Clinical Trial, which is
characterized by an inventive step that is not
obvious to someone with knowledge and
experience in the subject and which is capable of

being made or used in some type of industry

2.17.

,Vynalez“ znamena kazdy objev nebo vytvoreni
nového materidlu (bud nové vyrobené
produkty, nové sloZzeni nebo hmotu), novy
postup, nové vyuziti existujiciho materialu nebo
jakékoli nové vylepseni cehokoliv z vyse
uvedenych, provedené cleny tymu klinického
hodnoceni ve VFN pfi provadéni klinického
hodnoceni, které je charakterizovano krokem
zahrnujicim vynalez, ktery neni zjevny nékomu
se znalostmi a zkuSenostmi v daném oboru a
ktery je schopen byt vyroben nebo pouZit v

néjakém odvétvi

2.17.

“Investigation Team” means the VFN
employees involved in the Clinical Trial. For the
avoidance of doubt, members of the
Investigation Team selected by Sponsor to
participate in the Clinical Trial on behalf of VFN
shall consist only of VFN employees. VFN shall

only choose qualified personnel.

2.18.

, Tym klinického hodnoceni” znamena
zaméstnance VFN, ktefi se podileji na klinickém
hodnoceni. Aby nedochazelo k pochybnostem,
¢lenové tymu klinického hodnoceni vybrani
zadavatelem pro ucast na klinickém hodnoceni
jménem VFN budou sestavat pouze ze
zaméstnanc VFN. VFN bude vybirat pouze

kvalifikovany personal.

2.18.

“Investigational Product” means the

investigational medicinal product according to

Art 2 Section 2 clause 5 CTR.

2.19.

,Hodnoceny pfipravek” znamena hodnoceny
|éCivy pripravek dle ¢lanku 2 odst. 2 bodu 5
CTR.

2.19.

“Investigator” means the principal investigator
in the meaning of Art 2 Para 16 CTR who is
responsible for the conduct of the Clinical trial at

the Trial Center. Investigator shall be an

employee of vi S

2.20.

M

»Zkousejici IékaF” znamena hlavniho
zkousejiciho ve vyznamu €l. 2 odst. 16 CTR,
ktery je odpovédny za provadeéni klinického
hodnoceni v centru klinického hodnoceni.

Zkousejicim |ékafem bude zaméstnanec VFN,
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2.20.

“Monitoring” means the oversight by or on
behalf of the Sponsor of the conduct of the
Clinical Trial with respect to the rights, safety,
well-being and physical integrity of the Clinical
Trial Subjects, the reliability of the data
collected, and the conduct of the Clinical Trial in

accordance with the requirements of the CTR.

2.21.

,Monitorovani” znamena dohled zadavatele
nebo jeho jménem nad pribéhem klinického
hodnoceni s ohledem na prava, bezpecnost,
pohodu a fyzickou integritu Ucastnikd
klinického hodnoceni, spolehlivost
shromazdénych dat a provedeni klinického
hodnoceni v souladu s poZadavky Nafizeni o

klinickych hodnocenich."

2.21.

“Multicenter Clinical Trial” means a Clinical Trial
conducted according to a single protocol at
more than one site and therefore conducted by
more than one investigator, which sites may be
located at a single or multiple parties to the

European Economic Area or in third countries.

2.22.

n

,Multicentrické klinické hodnoceni” znamena
klinické hodnoceni provadéné podle jednoho
protokolu ve vice nez jednom centru klinického
hodnoceni, a proto provadéné vice nez jednim
zkousejicim Iékafem, pficemz tato centra
mohou byt umisténa v jedné nebo vice zemich
Evropského hospodarského prostoru nebo ve

tretich zemich.

2.22.

“Parties” collectively means the parties to this

Agreement; i.e. the Sponsor and the VFN.

2.23.

»Strany” spole¢né znamenaji strany této

smlouvy; tj. zadavatel a VFN.

2.23.

“Protocol” means the document set forth in
Annex 1 describing the objective, design,

methodology, statistical considerations and
organization of the Clinical Trial. The term
also includes

"Protocol" subsequent

amendments to the Protocol and Protocol
Amendments, whereby amendments to the
Protocol that require VFN to provide additional
services not included in the payment schedule
require a written amendment to the payment

schedule.

2.24.

,Protokol” znamenda dokument uvedeny v
Ptiloze 1 a popisuijici cil, design, metodiku,
statistické avahy a organizaci klinického
hodnoceni. Termin "protokol" také zahrnuje
nasledné dodatky k protokolu a aktualizace
protokolu, pficemz dodatky k protokolu, které
vyzaduji, aby VFN poskytovala dalsi sluzby
nezahrnuté v rozvrhu plateb vyzaduji pisemnou

aktualizaci rozvrhu plateb.

2.24.

“Publication(s)” means publications (including

the process of making available and/or
publishing, including the forwarding to an editor
and/or publishing company), which — in any
manner whatsoever — may make available or

include Trial Results. This includes publications

2.25.

,Publikace” (v jednotném i mnozném Ccisle)
znamena publikace (véetné postupu vedoucimu
k dostupnosti a/nebo zverejriovani, véetné
preposilani editorovi a/nebo vydavatelstvi),
které — at uz jakymkoliv zplisobem — mohou

vést k dostupnosti nebo k zahrnuti vysledki
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of any kind, including abstracts, posters, oral or
written contributions at congresses or clinical
seminars or any other oral or written material.
For the avoidance of doubt, the Parties note that

this list is not exhaustive.

klinického hodnoceni. Patfi sem publikace
jakéhokoliv typu, v€etné abstraktl, plakatd,
Ustnich nebo pisemnych prispévkl na
kongresech nebo klinickych seminarich nebo
jakykoliv jiny Ustni nebo pisemny material. Aby
nedochazelo k pochybnostem, strany
poznamenavaji, Ze tento seznam neni

vycerpavajici.

2.25.

“Receiving Party” means any Party or its
Affiliates that receives Confidential Information,
whether directly or indirectly via its Affiliates or

a Third Party on behalf of the Receiving Party.

2.26.

,PFijimajici strana“ znamena kteroukoliv stranu
nebo jeji pridruzené subjekty, ktera prijima
davérné informace, at uz pfimo nebo nepfimo
pres své pridruzené subjekty nebo treti stranu

jménem pfijimajici strany.

2.26.

“Regulatory Authority” means any
governmental, administrative, or professional
body having authority under Applicable
Regulations to regulate in respect of the conduct
of Clinical Trial and all ancillary matters related
thereto or apply the Applicable Regulations,
including but not limited to the European
Medicines Agency (“EMA”), the Food and Drug
Administration of the United States Department
of Health and Human Services (“FDA”), and the

Federal Office.

2.27.

7 v

»Regulacni ufad” znamena jakykoliv vladni,
spravni nebo profesni organ, ktery ma
pravomoc dle pouzitelnych nafizeni regulovat s
ohledem na provadéni klinického hodnoceni a
veskeré doplnkové zalezitosti vztahujici se k
nému nebo pouzit pouzitelna natizeni, véetné
(nikoliv vsak vyluéné) Evropské agentury pro
|éCivé pripravky (,EMA®), Spravy USA pro
potraviny a léky amerického ministerstva
zdravotnictvi a lidskych sluzeb (,,FDA“), a

spolkovy urad.

2.27.

“Serious Adverse Event” means any adverse
medical occurrence, regardless of dose, that
requires treatment in hospital or prolongation
thereof, results in permanent or serious
disability or incapacity, results in congenital
anomaly or birth defect, is life-threatening, or

results in death.

2.28.

»,Zavazna nezadouci prihoda” znamena
jakoukoliv neptiznivou udalost tykajici se
zdravotniho stavu, ktera pfi jakékoli davce
vyZzaduje Ié¢bu v nemocnici nebo jeji
prodlouZeni, vede k trvalému nebo zavainému
poskozeni zdravi nebo omezeni schopnosti,
vede ke vrozené anomalii nebo vrozené vadg, je

Zivot ohrozujici nebo ma za nasledek smrt.

2.28.

“Sponsor” means the company AOP Orphan
Pharmaceuticals GmbH, Leopold-Ungar-Platz 2,

1190 Vienna, Austria, that has commissioned the

2.29.

,Zadavatel” znamena spolecnost AOP Orphan
Pharmaceuticals GmbH, Leopold-Ungar-Platz 2,
1190 Viden, Rakousko, ktera povérila VFN
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conduct of the Clinical Trial at VFN and assumes
responsibility for the initiation, management
and establishment of funding for the Clinical

Trial.

provadénim klinického hodnoceni a prebira
odpovédnost za zahajeni, fizeni a zafizeni

financovani pro klinické hodnoceni.

2.29.

“Third Party” means any person or entity other

than the Parties and their respective Affiliates.

2.30.

, Treti strana” znamena jakoukoliv osobu nebo
subjekt mimo strany smlouvy a jejich pfislusné

pridruzené subjekty.

2.30.

“Trial Centre” means the location at which the

Clinical Trial is carried out.

2.31.

o
1

,Centrum klinického hodnoceni” znamena

misto, kde se klinické hodnoceni provadi.

2.31.

“Trial Results” means all work results including
generated reports, data and Inventions - but not
source documents such as patient records and
patient identification lists - other findings that
arise in the course of conducting the Clinical Trial

in accordance with the Protocol.

2.32.

,Vysledky klinického hodnoceni” znamena
veskeré vysledky prace véetné vytvorenych
zprav, Udajl a vynalezl - ale ne zdrojovych
dokument jako jsou zdznamy o pacientech a
identifikacni seznamy pacient( - jina zjisténi,
ktera vznikaji v prabéhu provadéni klinického

hodnoceni v souladu s protokolem.

2.32.

“Working Day” means any weekday, other than
a Saturday, Sunday, or a public holiday in
Austria. Any reference to a number of days shall

refer to calendar days unless otherwise

specified.

2.33.

,Pracovni den” znamend kterykoliv den tydne
kromé soboty, nedéle nebo dne pracovniho

volna v Rakousku. Jakykoliv odkaz na pocet dni
bude znamenat pocet kalendarnich dni, neni-li

upfesnéno jinak.

Trial

Clinical

entied [N 1

Annex 1, and incorporated therein by reference.

according to the Protocaol,

The duration of the Clinical Trial is estimated to

3. Subject matter of the Agreement 3. Predmét smlouvy
3.1. Obijective of the Agreement 3.1. Cil smlouvy
3.1.1. The Sponsor instructs the VFN to carry out the 3.1.1. Zadavatel dava pokyn VFN, aby provedla

klinické hodnoceni nazvan_

zaclenéného tam odkazem. Trvani klinického

dle protokolu, pfilohy 1, a
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rodnocen s« I

the latest state of science and technology.

Within the scope of the performance of this

3.1.2. The Clinical Trial is designed as a Multicenter 3.1.2. Klinicke hodnoceni je navrzeno jako
Clinical Trial with approximately 10-20 centers multicentricke klinické hodnoceni s priblizné 10
within 5-10 countries. az 20 centry v 5 az 10 zemich.

3.1.3. The VFN shall use best efforts to recruit the | 3-1:3- VFN bude vynakladat maximalni sili na nabor
number of Clinical Trial Subjects required under poctu Ucastnikd klinického hodnoceni, ktery se
the Protocol. Competitive enrollment applies pozaduje dle protokolu. Kompetitivni
with an estimated enrollment rate of 5-10 zafazovani do klinického hodnoceni bude
patients in total. however, VFN does not probihat s odhadovanym zapojenim celkem 5
guarantee that a certain number of Clinical Trial a# 10 pacient. VFN viak nezaruéuje, 7e bude
Subjects will be reached. . _ . e,

dosazeno uréitého poctu ucastniku klinického
hodnoceni.

3.2. Framework conditions 3.2.  Ramcoveé podminky

3.2.1. The VFN will diligently and dutifully organize and 3.2.1. VFN bude pilné a fadné organizovat a spravné
properly carry out this Clinical Trial in provadét toto klinické hodnoceni v souladu s
accordance with this Agreement, including but touto smlouvou, véetné (nikoliv véak vyluéné) s
not limited to the PrOtOCOI, and in Compliance protokolem’ avsouladus p|atn»’/m| pfedp|sy'
with  Applicable Regulations, e.g. serious napf. zavazna poruseni, urgentni bezpecnostni
breaches, urgent safety measures and adverse . . e v

opatreni a povinnosti hlaseni nepriznivych
event reporting obligations acc. CTR and ICH L, L L

udalosti dle CTR a smérnic ICH v ramci
guidelines within required timelines.

pozadovanych termina.

3.2.2. The Protocol, including any amendments 3.2.2. Protokol véetné veskerych dodatk( predstavuje
constitutes an integral part of this Agreement. In integralni soucast této smlouvy. V pfipadé
case of a conflict between this Agreement and nesouladu mezi touto smlouvou a protokolem
the Protocol, the provisions of the Protocol shall budou platit ustanoveni protokolu.
prevail.

3.2.3. Neither of the Parties is entitled to represent the 3.2.3. Ani jedna ze stran nema narok zastupovat
other Party in any legal transactions. druhou stranu v jakychkoliv pravnich

transakcich.

3.2.4. VFN shall conduct the Clinical Trial according to 3.2.4. VFN bude provadét klinické hodnoceni podle

nejnovéjsiho stavu védy a technologii. V ramci

rozsahu plnéni této smlouvy nebo provadéni
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Agreement or the conduct of the Clinical Trial,
VFN does not owe any warranty for the
achievement of a specific result, success or that
the Trial Results can be used or commercially
exploited by the Sponsor for a specific purpose,
but only warrants the conduct of the Clinical

Trial in accordance with Section 3.2.1.

klinického hodnoceni VFN neruci za dosaZeni
konkrétniho vysledku, Uspéch nebo za to, Ze
vysledky klinického hodnoceni bude moci
zadavatel pouzit nebo obchodné vyuzit pro
urcity ucel, ale pouze zarucuje provedeni

klinického hodnoceni v souladu s ¢asti 3.2.1.

3.2.5.

VFN acknowledges that the Investigator has
entered into a separate agreement with the
Sponsor on the basis of which the Investigator
and his study team will be remunerated for the

performance of the clinical trial for drugs.

3.2.5.

VFN potvrzuje, Ze zkousejici |ékar uzavrel
samostatnou smlouvu se zadavatelem, na
jejimz zakladé zkousejici 1ékar a jeho tym
klinického hodnoceni bude odménovan za

provadeéni klinického hodnoceni léka.

Product, free of charge. The Investigational
Product must be sufficiently characterized and

labeled and must comply with the Applicable

4. Duties of the Sponsor 4. Povinnosti zadavatele

4.1. The Sponsor is required to observe all |4.1. Zadavatelje povinen dodrzovat veskeré
requirements and shall fulfill all obligations pozadavky a splni veskeré povinnosti na néj
imposed upon it pursuant to the Applicable kladené dle platnych predpist, véetné (nikoliv
Regulations, including but not limited to those vSak vyluéné) téch, které jsou uvedeny v
set forth in the following provisions of this nasledujicich ustanovenich v této ¢asti 4.
Section 4.

4.2. The Sponsor shall obtain all necessary approvals, | 4.2. Zadavatel obdrZi veskera pottebna schvaleni,
in particular an approval of the responsible zejména schvaleni odpovédné etické komise a
Ethics Committee and the required regulatory potiebna regulatorni schvaleni, pfed zahajenim
approvals, prior to the start of the Clinical Trial klinického hodnoceni v souladu s platnymi
in accordance with the Applicable Regulations. predpisy. Zadavatel bude pisemné informovat
The Sponsor shall inform VFN in writing that the VFN, Ze pfislusna eticka komise a vSechny
relevant Ethics Committee and all competent kompetentni regulacni orgdny poskytly sva
Regulatory Authorities have given their povoleni. Klinické hodnoceni za¢ne pouze po
authorization. The Clinical Trial shall commence ziskani téchto potrebnych povoleni.
only after any such necessary approvals have
been obtained.

4.3. The Sponsor must provide the Investigational | 4.3. Zadavatel musi poskytnout hodnoceny

pfipravek, a to bezplatné. Hodnoceny pfipravek
musi byt dostatecné charakterizovan a oznacen

a musi byt v souladu s platnymi ptredpisy,
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Regulations, in particular requirements of the
CTR. For the avoidance of doubt, Clinical Trial is
organized as a low interventional study with an
authorized Investigational Product. Therefore,
no trial specific labeling applies according to the
CTR. Investigational Product will be provided

with commercial packaging.

zejména pozadavky CTR. Aby nedochazelo k
pochybnostem, klinické hodnoceni se
organizuje jako nizkointervenéni klinické
hodnoceni s registrovanym hodnocenym
pripravkem. Proto se neuplatnuji zadné
pozadavky na znaéeni specifické pro klinické
hodnoceni dle CTR. Hodnoceny pripravek se

poskytne s komerénim obalem.

Adverse Events and Serious Adverse Events
reported to it and to report Adverse Events and
Serious Adverse Events to the competent

Regulatory Authorities in accordance with the

4.4. The Sponsor will deliver the Investigational | 4.4. Zadavatel doda hodnocené pripravky do
Products to the VPN pharmacy having léekarny VPN po ohlaseni dodavky ne pozdéji
announced the delivery no later than 3 business nez 3 pracovni dny pfed datem dodani, a to bud
days before delivery date either by email to e-mailem n_ nebo
_ or by telephone at telefonicky n_ nebo +
_ or _ _ (Odpovédny farmaceut:-
(Responsible pharmacist:_ _
I

4.5. The Sponsor will arrange the delivery to the | 4.5. Zadavatel zaridi dodani na nasledujici adresu:
following address: Oddéleni HVLP, Ke Karlovu 2, Oddéleni HVLP, Ke Karlovu 2, Praha 2, 128 08
Praha 2, 128 08 (Responsible pharmacist- (Odpovédny farmaceu_
| I

4.6. The Sponsor will provide for disposal of unused | 4.6. Zadavatel zaridi likvidaci nepouzitych léki na
drugs at its own expense during and after the své vlastni naklady béhem klinického hodnoceni
Clinical Trial in accordance with Act No. a po ném v souladu se zakonem ¢. 541/2020 Sb.
541/2020 Coll.

4.7. The Sponsor must ensure that the Clinical Trial | 4.7. Zadavatel musi zajistit, aby se po uéastnicich
Subjects do not incur any costs from the klinického hodnoceni nepozadovala uhrada
provision of the Investigational Product in nakladi za poskytnuti hodnoceného pfipravku v
accordance with Section 4.3. souladu s ¢asti 4.3.

4.8. The Sponsor is required to document in detail all | 4.8. Zadavatel musi podrobné zdokumentovat

veskeré nezadouci pfihody a zavazné nezadouci
prihody, které jsou mu nahlaseny, a nahlasit
nezadouci prihody a zavazné nezadouci pfihody

kompetentnim regulaénim organtim v souladu s
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Applicable Regulations, in particular Articles 42
and 43 CTR.

platnymi predpisy, zejména clanky 42 a 43

narizeni CTR.

Sponsor will provide VFN with an informed
consent form for Clinical Trial Subjects in
accordance with the Applicable Regulations and

approved by the Ethics Committee, the content,

49. The Sponsor must conclude personal injury | 4.9. Zadavatel musi uzavfit pojisténi osob pro pfipad
insurance for the Clinical Trial Subjects that Ujmy na zdravi pro ucastniky klinického
complies with all Applicable Regulations and hodnoceni, které je v souladu se vSsemi platnymi
must provide proof of this to VFN before the predpisy, a musi toto dolozZit VFN a
start of the Clinical Trial. zkousejicimu lékafi pred zahdajenim klinického

hodnoceni.

4.10. The Sponsor shall establish a contact point for | 4.10. Zadavatel ustanovi kontaktni misto pro
the Clinical Trial Subjects in accordance with Art Ucastniky klinického hodnoceni v souladu s ¢l.
28 CTR. 28 CTR.

4.11. If the Sponsor intends to conduct a Monitoring | 4.11. Pokud ma zadavatel v Umyslu provést
at the VFN, it shall notify VFN thereof in writing monitoring ve VFN, oznami to VFN dopredu v
in advance. The Monitoring shall take place pisemné formé. Monitoring bude probihat
during the normal business hours of VFN and the béhem bézné pracovni doby VFN a zadavatel
Sponsor shall ensure that the monitor appointed zajisti, aby monitor jmenovany zadavatelem
by the Sponsor complies with the operating rules dodrZoval béhem svého pobytu v prostorach
of VFN during the duration of its stay at VFN. VFN tamni provozni rad.

4.12. If the Sponsor intends to conduct an audit in | 4.12. Pokud ma zadavatel v dmyslu provést v centru
accordance with ICH-GCP at the Trial Centre, it klinického hodnoceni audit v souladu s ICH-
shall notify VFN thereof in writing at least 15 GCP, ozndami to VFN v pisemné formé nejméné
(fifteen) Working Days in advance. The audit 15 (patnact) pracovnich dni predem. Audit se
shall take place during VFN normal business bude konat béhem bézné pracovni doby VFN a
hours and Sponsor shall ensure that Sponsor's zadavatel zajisti, aby auditor jmenovany
designated auditor complies with VFN operating zadavatelem dodrzZoval provozni fad VFN v
rules while at VFN. The costs caused by a dobé, kdy se bude pohybovat v jejich
potential audit are part of the payment schedule prostorach. Naklady vzniklé v disledku
of the Clinical Trial, Annex 2. potenciadlniho auditu jsou soucasti platebniho

rozvrhu klinického hodnoceni, Priloha 2.
4.13. Prior to commencement of the Clinical Trial, the | 4.13. Pted zahajenim klinického hodnoceni zadavatel

poskytne VFN informovany souhlas ucastnik(
klinického hodnoceni v souladu s platnymi

predpisy a schvaleny etickou komisi. Za jeho
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completeness and correctness of which being

solely Sponsor’s responsibility.

obsah, Uplnost a spravnost je vyhradné

odpovédny zadavatel.

according to Sec 8.2 ICH-GCP E6, including case
histories, raw data, and reports of the Clinical
Trial, for a period of 25 years after the end of the
Clinical Trial (i.e. site close out visit) according to

Art 58 CTR, unless a longer period is required

5. Duties of VFN 5. Povinnosti VFN

5.1. ICH-GCP principles (section 2) must be adhered | 5.1. Je nutno dodrZovat zdsady ICH-GCP (¢3st 2).
to. The rights, safety, and well-being of the trial Prava, bezpecnost a kvalita Zivota ucastnik(
subjects are the most important considerations klinického hodnoceni jsou nejdllezitéjsimi
and should prevail over interests of science and hledisky a maji mit pfednost pied zajmy védy a
society. spolecnosti.

5.2. Upon delivery of Investigational Product, the | 5.2. Po dodani hodnoceného pfipravku prebere
VFN pharmacist will take over the consignment Iékarnik VFN zasilku a provede kontrolu kvality
and perform a quality and quantity check a mnozstvi, pfiéemz pisemné potvrdi napf.
confirming e.g. amounts, integrity and mnozstvi, integritu a dodrZovani ptepravnich
adherence to transport conditions in writing; podminek; nasledné zkousejici |ékat prebere
subsequently, the investigator will take over odpovédnost vyplnénim Zadanky specifické pro
responsibility by filled-in a site specific request pracovisté jménem centra klinického
form on behalf of the center. hodnoceni.

5.3. The Investigation Team shall, using the informed | 5.3. Tym klinického hodnoceni d3, s vyuzitim
consent form  provided by Sponsor, formulare informovaného souhlasu
comprehensively instruct and inform the Clinical poskytnutého zadavatelem, podrobné pokyny
Trial Subjects on the nature, significance, scope Ucastnikam klinického hodnoceni a bude je
and risks of the Clinical Trial according to informovat o povaze, vyznamu, rozsahu a
Applicable Regulations. rizicich klinického hodnoceni v souladu s

platnymi predpisy.

5.4. If applicable, VFN shall report Adverse Events | 5.4. Pokud je to pouzitelné, VFN bude v souladu s
and Serious Adverse Events (“Event”) to the platnymi pfedpisy a s protokolem zadavateli
Sponsor in accordance with the Applicable hlasit nezadouci ptihody a zadvainé nezadouci
Regulations and the Protocol. pfihody (,pfihoda“).

5.5. VFN shall retain the Investigator Site File | 5.5. VFN bude udrZovat dokumentaci na pracovisti

zkousejiciho Iékare podle ¢asti 8.2 ICH-GCP E6,
vCetné pripadovych historii, nezpracovanych
dat a zprav o klinickém hodnoceni, po dobu 25
let po ukonceni klinického hodnoceni (tj. po

navstévé k ukonceni pracovisté) dle ¢lanku 58
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under the Applicable Regulations. After this
retention period VFN will shred the documents
in conformity with relevant legal regulations.
Only if the Sponsor notifies VFN at least two
months before the end of archiving period in
writing VFN shall transfer the documents or
prolong the archiving period at Sponsor’s

reasonable cost.

CTR, neni-li vyZzadovano delsi obdobi dle
platnych predpist. Po tomto obdobi uchovavani
VFN dokumenty skartuje v souladu

s pFislusSnymi pravnimi predpisy. Pouze tehdy,
pokud zadavatel pisemné uvédomi VFN
nejméné dva mésice pred koncem archivacniho
obdobi, prevede VFN dokumenty nebo
prodlouzZi archiva¢ni obdobi na pfimérené

naklady zadavatele.

Investigator and Investigation Team during the
working hours of the Trial Centre. In the event
that the Investigator's employment with VFN
terminates prior to completion of the Clinical
Trial, or the Investigator is unable to fulfill
his/her duties as Investigator for any other
reason, VFN will notify the Sponsor in writing
with a 30 (thirty) calendar days’ notice and
attempt to propose a replacement Investigator
within a reasonable time. The Sponsor shall have
the right to reject the proposed substitute
investigator, provided that such rejection shall
not be without good cause. If no replacement
investigator is found, both contracting parties
shall have the right to terminate the contract in

accordance with clause 19.2.c.

5.6. The members of the Investigation Team are | 5.6. Clenové tymu klinického hodnoceni jsou
employees of VFN and confirm to have read and zaméstnanci VFN a potvrzuji, Ze si precetli a
acknowledged this Agreement, but not as a vzali na védomi tuto smlouvu, ale ne jako jeji
party. As far as this Agreement addresses acts, strana. Pokud se tato smlouva tyka ¢innosti,
omissions or obligations of Investigation Team, opomenuti nebo povinnosti tymu klinického
these shall be obligations of VFN, to assure hodnoceni, bude povinnosti VFN, aby zajistila
adherence to such acts, omissions and dodrZovani téchto ¢innosti, opomenuti a
obligations by members of the Investigation povinnosti ¢lend tymu klinického hodnoceni
Team as his/her employer. jako jejich zaméstnavatel.

5.7. The Clinical Trial is carried out by the | 5.7. Klinické hodnoceni provadizkousejici Iékar a

tym klinického hodnoceni béhem pracovnich
hodin centra klinického hodnoceni. V pfipade,
Ze pracovni pomér zkousejiciho u VFN skonci
pred dokoncenim klinického hodnoceni, nebo
zkousejici neni schopen plnit své povinnosti
zkousejiciho Iékare z jakéhokoliv jiného divodu,
VFN to ozndmi zadavateli pisemné do 30
(tficeti) kalendarnich dnd a pokusi se v
pfimérené dobé navrhnout nahradniho
zkousejiciho Iékare. Zadavatel bude mit pravo
odmitnout nabizeného nahradniho zkousejiciho
|ékare, za predpokladu, Ze toto odmitnuti
nebude bez dobrého dlivodu. Pokud nebude
nalezen nahradni zkousejici Iékar, obé strany
smlouvy budou mit pravo ukoncit smlouvu v

souladu s bodem 19.2.c.
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effective period of the Agreement, to take

appropriate operational, technological and

organizational measures for protection of
personal data that they will collect and process

for the purposes connected with CTD under

6. Medical Devices 6. Zdravotnické prostredky

6.1. In case VFN requires additional equipment (eg | 6.1. V ptipadé, ze VFN vyZzaduje dalsi vybaveni
medical devices), Parties will enter into a loan (napf. zdravotnické prostredky), strany uzaviou
agreement with the requisites stipulated in smlouvu o vypUjéce s nadleZitostmi stanovenymi
Section 2193 et seq. Of Act No. 89/2012 Coll,, v €asti 2193 a nasl. zakona ¢. 89/2012 Sb.,
the Civil Code. Such a separate agreement will Obcanského zakoniku. Takovato samostatna
be incorporated as an Annex to this Agreement. smlouva bude zahrnuta jako pfiloha do této
A template for this loan agreement will be smlouvy. Sablonu pro tuto smlouvu o vypUjéce
provided by VFN. poskytne VFN.

7. Data Protection 7. Ochrana osobnich udaju

7.1.  All terms used in this section are as defined in | 7.1. Veskeré terminy pouZité v této ¢asti jsou
Articles of the General Data Protection definovany v ¢lancich Vseobecného natizeni o
Regulation (GDPR). ochrané osobnich Gdajd (GDPR).

7.2. For the purpose of the GDPR, the Sponsor is the | 7.2. Pro Ucely GDPR je zadavatel sprdvcem a VFN
controller and VFN is processor of personal data zpracovatelem osobnich Gdajd zpracovavanych
processed for the purpose of the Clinical Study. pro Ucely klinického hodnoceni. VFN je
VFN is the controller of personal data processed spravcem osobnich tdajd zpracovavanych pro
for purposes other than the Clinical Study, e.g. jiné Ucely nez ucely klinického hodnoceni, napf.
the provision of medical care. The Investigator poskytovani lékarské péce. Zkousejici lékar
shall process personal data on behalf of VFN. bude zpracovavat osobni udaje jménem VFN.

7.3. Where the VFN is the Sponsor's processor and | 7.3. Tam, kde je VFN zpracovatelem zadavatele, a
thus where the processing is undertaken by the tedy kde je zpracovani provadéno VFN pro
VFN for the purposes of the Study, FVN shall ucely klinického hodnoceni, VFN bude
comply with the Data Processing Agreements dodrZovat smlouvu o zpracovani osobnich
defined in Annex 3 and the information given to udajti definovanou v Pfiloze 3 a bude konat v
the Clinical Trial Subjects. souladu s informacemi poskytnutymi

ucéastnikam klinického hodnoceni.

7.4. The Parties undertake to introduce and, for the | 7.4. Strany se zavazuji zavést a po dobu ucinnosti

této smlouvy pfijmout vhodna provozni,
technologicka a organizac¢ni opatreni na
ochranu osobnich udajt, které budou
shromazdovat a zpracovavat pro uUcely

souvisejici s CTD podle ptislusnych platnych
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relevant Applicable Regulations (in particular,
GDPR)

destruction,

against  unintentional or illegal

alteration, unauthorized
communication, access and other possible illegal

handling of the data.

predpist (zejména GDPR), proti neimysinému
nebo nelegalnimu zniceni, zméng,
neopravnénému sifeni, pristupu a dalSimu

mozZnému nezdkonnému zpracovani dat.

following the process described in Section 8.2
and pursuant to the payment schedule and
payment terms set forth in Annex 2 for the
carrying out of the Clinical Trial in accordance
with the terms of this Agreement and Applicable

Regulations. The Investigator and his study team

7.5. The Parties undertake to send each other a | 7.5. Strany se zavazuji poslat si navzajem oznameni
notification within thirty-six (36) hours following do tficeti Sesti (36) hodin po detekci jakéhokoliv
the detection of any potential mishandling of potencialniho nespravného nakladani s
personal data. In case of such a situation, the osobnimi udaji. V pripadé takové situace se
Parties undertake to bona fide collaborate with strany zavazuji navzajem spolupracovat v dobré
each other in order to establish whether it is vife s cilem zjistit, zda je nutné posilat zpravy
necessary to send reports to the subjects of the subjektdm téchto udajd a/nebo pfislusnym
data and/or relevant administrative authorities, spravnim organlim, a pokud by se ukazalo, Ze
and should this prove to be the case, mutually tomu tak je, vzajemné se dohodnout na tom,
agree on how such measures shall be taken and jak takova opatieni provést a jak by méla byt
how the agreed remedial measures shall be provedena dohodnuta napravna opatreni. VFN,
applied. VFN, through the agency of the prostfednictvim zastoupeni zkousejicim
Investigator, will be responsible for providing |ékarem, bude odpovédna za poskytovani
such notifications. takovych oznameni.

7.6. The Sponsor undertakes to deliver the consent | 7.6. Zadavatel se zavazuje dorucit souhlas s /
to / information of processing of the Clinical Trial informaci o zpracovani osobnich udajl
Subject's personal details to VFN and Ucastnika klinického hodnoceni VFN a
Investigator. It is the Sponsor that is fully zkousejicimu Iékari. Zadavatel je tim, kdo nese
responsible for the contents of the said plnou odpovédnost za obsah uvedeného
document. dokumentu.

8. Compensation 8. Odménovani

8.1. VFN shall receive from Sponsor payment | 8.1. VFN bude od zadavatele dostavat platby dle

postupu popsaného v ¢asti 8.2 a dle platebniho
rozvrhu a platebnich podminek uvedenych v
Ptiloze 2 za provadéni klinického hodnoceni v
souladu s podminkami této smlouvy a platnych
predpisl. Zkousejici a jeho studijni tym budou
odménéni na zakladé separatni smlouvy se

zadavatelem.
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will be remunerated on the basis of a separate

contract with the sponsor.

No.) and mailing address:

8.2. The amount of the payment is specified | 8.2. Castka platby je uvedena bez DPH. DPH bude
excluding VAT. VAT shall be added at the pfipoétena v zakonné sazbé zaloZené na
statutory rate based on the Applicable platnych predpisech k datu, kdy VFN vyda
Regulations on the date when VFN issues the danou fakturu. Platba bude provedena na
given invoice. The payment shall be made on the zakladé faktury vydané VFN. VFN vyda fakturu
basis of an invoice issued by FVN. FVN shall issue na zakladé kalkulace navstév uéastnika
the invoice on the basis of a calculation of klinického hodnoceni sestavené zadavatelem a
Clinical Trial Subject's visits drawn up by the schvalené zkousejicim lékafem. Pokud nedojde
Sponsor and approved by the Investigator. If the k poskytnuti kalkulace navstév ucastnika
calculation of the Clinical Trial Subject’s visits is klinického hodnoceni, toto nebude ovlivriovat
not provided, this shall not prejudice the right of pravo zdravotnického zafizeni vystavit
the medical facility to issue the relevant invoice prislusnou fakturu na zakladé platebnich
based on the payment terms agreed in the podminek dohodnutych ve smlouvé. Vystaveni
Agreement. Issuing an invoice will be conducted faktury se provede pololetné.
semi-annually.

8.3. The underlying documents for invoices, | 8.3. Podkladové dokumenty pro faktury, véetné
including the calculation of Clinical Trial kalkulace  navstév  uéastnika  klinického
Subject’s visits, and all the notices addressed to hodnoceni, a veskera oznameni adresovana VFN
VFN shall be sent to: budou posilana na adresu:

I

|

Kontaktni osoba_
Contact persor: [ N |
I

8.4. Invoices shall be payable within 30 days from the | 8.4. Faktury budou splatné do 30 dni od data vydani
date of issue by VFN. If an invoice is overdue, the VFN. Pokud je faktura po splatnosti,
medical facility may charge default interest of zdravotnické zafizeni muze uctovat urok z
0.05% of the amount of the invoice for each day prodleni 0,05 % z ¢astky uvedené na fakture za
of delay. kazdy den prodleni.

8.5. Invoicing address including the Tax Id. No. (VAT | 8.5. Fakturaéni adresa véetné DIC. (DIC DPH) a

postovni adresa:
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under this Agreement shall be made by wire
transfer to the account designated below in Euro

(€):

8.6. Trial participants will be reimbursed for the | 8.6. Ucastnikéim klinického hodnoceni budu
costs, which they will incur in commuting to the uhrazeny naklady, které vynalozi na dojizdéni
hospital for clinical trial visits and for the time do nemocnice k navétévam v ramci klinického
spent in the hospital. After each personal visit of hodnoceni, a ¢as straveny v nemocnici. Po
the clinical trial, the participant will receive kazdé osobni navstévé klinického hodnoceni
compensation in the amount o_ in obdrzi uéastnik klinického hodnoceni
the form of meal vouchers. kompenzaci ve_ ve formé

stravenek.
8.7. All payments to be made by Sponsor to VFN | 8.7. Veskeré platby provadéné zadavatelem ve

prospéch VFN dle této smlouvy budou
provadény prevodem na uéet uvedeny nize v

meéné euro (EUR):

Account holder (name):

Drzitel Guétu (jméno):

8.8. The Reference must be indicated for all

transactions. All and any incoming payments

shall be unambiguously identifiable by the

8.8. Referenéni ¢islo musi byt uvedeno u viech

transakci. Veskeré a viechny pfichozi platby
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number of the invoice and/or the specific

symbol.

budou jednoznacné identifikovatelné Cislem

faktury a/nebo specifickym symbolem.

the Trial Results and/or

the use of VFN

the Sponsor is

dependent on and/or
Investigator’s Background I[P for using Trial
Results, the VFN hereby expressly grant the
worldwide,

Sponsor a non-exclusive,

transferable, irrevocable right to use the
required Background IP for the purpose of use,
publication and/or commercial exploitation of

the Trial Results.

9. Background IP 9. Dusevni vlastnictvi
9.1. Any Background IP shall not be affected in their | 9.1. Touto smlouvou nebude dotéeno Zadné
legal existence by this Agreement. In particular, dusevni vlastnictvi v jeho pravni existenci.
the relevant Party shall own and remain the sole Zejména bude pftislusna strana vlastnit a
proprietor or otherwise entitled of such zGstane jedinym vlastnikem nebo jinym
Background IP”. drzitelem prav dusevni vlastnictvi.
9.2. Sponsor’s Background IP 9.2. _DuSevni vlastnictvi zadavatele
9.2.1. As far as the VFN is dependent on the use of the 9.2.1. Pokud zavisi zkousejici lekar nebo VFN na
Sponsor's Background IP for carrying out this pouzivani duSevniho vlastnictvi zadavatele pro
Clinical Trial, the Sponsor hereby expressly provedeni tohoto klinického hodnoceni,
grants VFN a non-exclusive, non-transferable, zadavatel timto vyslovné udéluje zkousejicimu
revocable right to use the required Sponsor’s léka¥i a VFN neexkluzivni, nepfevoditelné,
Background IP for the term of this Agreement odvolatelné pravo pouZivat nezbytné dusevni
and limited in scope the conduct of this Clinical L )
vlastnictvi zadavatele po dobu této smlouvy a v
Trial.
omezeném rozsahu pro provadéni tohoto
klinického hodnoceni.
9.3. VFN’s Background IP 9.3. _DuSevni vlastnictvi VFN
9.3.1. As far as any VFN’s Background IP is included in 9.3.1. Pokud je jakékoliv dusevni viastnictvi VFN nebo

zkousejiciho Iékare zahrnuto ve vysledcich
klinického hodnoceni a/nebo je zadavatel
zavisly na vyuzivani dusevniho vlastnictvi VFN
a/nebo zkousejiciho |ékare pro vyuzivani
vysledkt klinického hodnoceni, VFN timto
vyslovné udéluje zadavateli nevylucné,
celosvétové, prevoditelné, neodvolatelné pravo
vyuzivat potfebné dusevni vlastnictvi pro ucely
pouzivani, publikace a/nebo obchodniho

vyuzivani vysledkd klinického hodnoceni.
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10. Vysledky a vynalezy z klinického
hodnoceni

10. Trial Results and Inventions

10.1. Sponsor’s rights to Trial Results 10.1. Prava zadavatele na vysledky klinického

hodnoceni

10.1.1. All Trial Results and Inventions are the sole 10.1.1. Veskeré vysledky a vynalezy z klinickeho

property of the Sponsor and shall be promptly
brought to the attention of the Sponsor in

writing by VFN.

hodnoceni jsou ve vylu¢ném vlastnictvi
zadavatele a budou neprodlené pisemné
oznameny zadavateli zkouSejicim lékafem

a/nebo VFN.

10.1.2. VFN hereby assigns and transfers all rights, title

and interest in and to such Trial Results
exclusively and entirely to the Sponsor. In case
the full transfer of rights, title and interest is not
legally permissible, VFN hereby grants Sponsor
the irrevocable, royalty-free and exclusive right
to use the Trial Results by any currently known
and any future forms of exploitation without any
limitations as to time, scope or territory, and
particularly grants the right to reproduce and
distribute it, to rent and lend it, to broadcast and
communicate it to the public by wire or wireless
means, to publicly recite, perform and present it,
to make it available and to transfer and
sublicense any such rights against consideration
or royalty free to any third parties who may use
it to the same extent. Sponsor may further itself
or through third parties make adaptations,
arrangements and other alterations of the Trial
Results and may exploit such adaptions,
arrangements or alterations to the same extent
and may also grant third parties rights to the

same extent.

10.1.2. VFN timto postupuje a prevadi veSkera prava,

naroky a zajmy z takovych vysledk klinického
hodnoceni vyhradné a zcela ve prospéch
zadavatele. V pfipadé, Ze Uplny prenos prav,
narokd a zajmU neni pravné mozny, VFN timto
udéluje zadavateli neodvolatelné, bezplatné a
exkluzivni pravo uzivat vysledky klinického
hodnoceni jakymkoli dosud zndmym a
jakymkoli budoucim zplsobem exploatace bez
omezeni ohledné ¢asu, rozsahu nebo Uzemi, a
zejména udéluje pravo reprodukovat a
distribuovat je, pronajimat a zapujcovat je,
vysilat a sdélovat je verejnosti prostfednictvim
dratovych nebo bezdratovych prostredkd,
verejné prednaset, predvadét a prezentovat,
zpfistupnit je a prenaset a sublicencovat
jakakoli takova prava za Uplatu nebo bezplatné
tretim stranam, které by je mohly uZivat ve
stejném rozsahu. Zadavatel mlze déle sam
nebo prostfednictvim tretich stran provadét
adaptace, Upravy a dalsi zmény vysledkd
klinického hodnoceni a mliZe vyuzivat takové

adaptace, Upravy nebo zmény ve stejném
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rozsahu, a muizZe také udélovat tretim stranam

prava ve stejném rozsahu.

10.1.3. VFN rights pursuant to Section 12 hereof shall

remain unaffected.

10.1.3. Prava VFN dle ¢lanku 12 této smlouvy

zUstanou nedotcena.

10.2. VEN rights to Trial Results

10.2. Prava VFN na vysledky klinického hodnoceni

10.2.1. The contractual regulations governing (i) the
data protection pursuant to Section 7, (ii) the
obligation to maintain confidentiality pursuant
to Section 13, and (iii) the requirements for
publications as per Section 12 shall remain
unaffected and shall be complied with in

connection with the purposes according to the

Section 11.1.2 above.

10.2.1. Smluvni regulace, jimiz se fidi (i) ochrana
osobnich udaju dle ¢asti 7, (ii) povinnost
zachovavat dlveérnost dle ¢asti 13, a (iii)
pozadavky na publikaci dle ¢asti 12 zUstavaji
nedotéeny a budou dodrZzovany v souvislosti s

Ucely dle ¢asti 11.1.2 vyse.

10.2.2. For the avoidance of doubt, if VFN wishes to
use the Trial Results within the framework of the
Section 11.1.2 with non-commercial partners, or
to transfer or sublicense this rights to Third
Parties, this shall require the prior written
consent of the Sponsor. Same applies to

members of the Investigation Team as soon as

they are no longer employed with the VFN.

10.2.2. Aby nedochazelo k pochybnostem, pokud si
VFN bude prat vyuzivat vysledkd klinického
hodnoceni v ramci ¢asti 11.1.2 s nekomerénimi
partnery, nebo prevadét sublicenci téchto prav
na treti strany, bude toto vyZadovat predchozi
pisemny souhlas zadavatele. TotéZ plati pro
¢leny tymu klinického hodnoceni, jakmile uz

prestanou byt zaméstnanci VFN.

10.3. Inventions

10.3. Vynalezy

10.3.1. VFN shall notify the Sponsor in writing and
without any delay about any Invention made in
performance of or in connection with this
Agreement. Such notification shall include, at
least an overview of the Invention, the invertor’s
names and their respective share on the

Invention.

10.3.1. VFN oznami zadavateli pisemné a bez
prodleni jakykoliv vynalez vytvoreny pfi
provadéni nebo ve spojeni s touto smlouvou.
Takové oznameni bude zahrnovat minimalné
prehled vynalezu, jména vynalezcl a jejich

pfislusné podily na vynalezu.

10.3.2. Insofar as Inventions are patentable, VFN shall
have no right to apply for any patent or similar
intellectual

property rights. Upon Sponsors

request VFN shall promptly secure the execution

10.3.2. Pokud jsou vynalezy patentovatelné, VFN
nebude mit pravo podavat Zadost o jakykoli

patent nebo podobna prava dusevniho
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of any and all legally proper applications,

assignments and other documents which
Sponsor deems necessary to apply for and
obtain patents or similar intellectual property
rights in any country for the Invention at no
additional cost to Sponsor. At Sponsor’s request
and expense, VFN shall reasonably assist
Sponsor in obtaining or perfecting Sponsor's
rights, title, and interest in Inventions, including,
without limitation, the filing and prosecution of
any patent applications. VFN undertakes to
refrain from any action that could affect the

patentability of the Inventions.

vlastnictvi. Na zadost zadavatele VFN ihned
zajisti provedeni vSech pravné spravnych
Zadosti, postoupeni a dalSich dokumentd, které
zadavatel povaZuje za nutné k podani Zadosti a
ziskani patentd nebo podobnych prav
dusevniho vlastnictvi v jakékoli zemi, a to bez
dodateénych nakladl pro zadavatele. Na
pozddani zadavatele a na jeho ndklady bude
VFN zadavateli pfimérené ndpomocna pfi
ziskavani nebo zdokonalovani prav, narokl a
zajmU na vyndlezech, véetné (nikoliv vsak
vyluéné) podani a prosazovani jakychkoli
patentovych prihlasek. VFN se zavazuje zdrzet
se jakéhokoli jednani, které by mohlo ovlivnit

patentovatelnost vynalez(.

of a Multicenter Clinical Trial and that a joint
publication of participating investigators s

envisaged ("Joint Publication"). VFN will
therefore not make any publications prior to
such a Joint Publication. VFN shall support the
Sponsor and provide required information for

the Joint Publication to the extend reasonable.

11. Publications 11. Publikace

11.1. The Sponsor undertakes to publicly register the 11.1. Zadavatel se zavazuje verejné zaregistrovat
Clinical Trial in an internationally established klinické hodnoceni v mezinarodné zavedené
data base. The Parties agree to publish the Trial databdzi. Strany souhlasi se zvefejiovanim
Results in accordance with international vysledk klinického hodnoceni v souladu s
standards for publications. mezinarodnimi normami pro zvefejriovan.

11.2. VFN acknowledges that the Clinical Trial is part 11.2. VFN bere na védomi, Ze klinické hodnoceni je

soucdsti multicentrického klinického hodnoceni
a Ze se predpoklada spole¢né zverejnéni
Ucastnicich se zkousejicich lékafl ("spole¢né
zverejnéni"). VFN proto nebude provadét zadna
zvefejnéni pred takovym spolec¢nym
zverejnénim. VFN bude podporovat zadavatele
a v pfimérené mire poskytne poZadované

informace pro spolecné zverejnéni.
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11.3.

The Parties acknowledge that VFN and/or
Investigator, as the case may be, have aninterest
to publish the Study Results in compliance with
academic standards and subject to the following
provisions of this Section. However, it is at the
discretion of the Sponsor to decide whether to
(i) publish/allow publication of any Trial Results

and (ii) to include VFN in the Joint Publication.

11.3.

Strany berou na védomi, Ze VFN a/nebo
zkousejici Iékar, podle toho, jak se véci maji, ma
zajem na zverejnéni vysledk( klinického
hodnoceni v souladu s akademickymi standardy
a dle nasledujici ustanoveni této ¢asti. Na
rozhodnuti zadavatele vsak je, aby rozhodl, zda
(i) zvetejnit/umoznit zverejnéni jakychkoliv
vysledkt klinického hodnoceni a zda (ii)

zahrnout VFN do spole¢ného zverejnéni.

11.4.

Notwithstanding the foregoing and subject to
the following provisions of this Section, VFN is

entitled to publications under the following

11.4.

Bez ohledu na vysSe uvedené a v souladu s
nasledujicimi ustanovenimi této ¢asti ma VFN

pravo na zverejnéni dle nasledujicich

conditions: podminek:
a) the Multicenter Clinical Trial has a) multicentrické klinické hodnoceni bylo
been terminated early and no Joint ukonceno predcasné a k Zadnému
Publication will take place; and spole¢nému zverejnéni nedojde; a
b) Sponsor has confirmed in writing to b) zadavatel pisemné potvrdil VFN, Ze se

VFN that no Joint Publication will

take place.

zadné spolecné zverejnéni provadét

nebude.

11.5.

The Parties acknowledge the interest of the
Sponsor in protection its rights under this
Agreement (in particular according to Sections
10 and 11),

personal data of Sponsor and Clinical Trial

Confidential Information and
Subjects. The Parties agree to prepare the
Publications in accordance with the relevant
rules of research, teaching and science and to
publish any Publications in compliance with
academic standards and subject to the
provisions of this Section 11. In particular VFN
shall not publish any Publications that could lead

to the disparagement of the Sponsor and/or the

11.5.

Strany berou na védomi zajem zadavatele na
ochrané svych prav dle této smlouvy (zejména v
souladu s ¢astmi 10 a 11), ddvérnych informaci
a osobnich udajli zadavatele a Gcastnik(
klinického hodnoceni. Strany souhlasi s tim, Ze
pfipravi zverejnéni v souladu s pfislusnymi
pravidly vyzkumu, vyuky a védy a zverejni
jakékoliv publikace v souladu s akademickymi
standardy a dle ustanoveni této ¢asti 11.
Zejména VFN nebude zverejiovat zadné
publikace, které by mohly vést ke znevaZzovani
zadavatele a/nebo Uéastnikd klinického

hodnoceni a/nebo nejsou v souladu se slusnym
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Clinical Trial Subjects and/or are not in line with

public decency and common moral standards.

vystupovanim ¢i vyjadfovanim na verejnosti a

obecné pfijimanymi moralnimi normami.

11.6.

In any case, VFN shall send the intended
publication to the Sponsor for review at least 60
(sixty) calendar days prior to the planned
Publication date. Sponsor shall confirm in writing
to VFN the date of receipt of the intended
publication. Sponsor will review the proposed
Publication within a reasonable period of time
and provide VFN with its observations. Sponsor
reserves the unrestricted right to (i) review,
comment, suggest and make changes as
appropriate and scientifically reasonable, (ii)
request the removal of Confidential Information
information and

(excluding Trial Results),

references to Sponsor’s Background IP and any
(i)

Publication shall be made jointly with the

personal data, and require that any
Sponsor or other participants of the Multicenter
Clinical Trial. Sponsor shall further have the right
to request postponement of the intended
publication for an additional 90 (ninety) calendar
days within such 60 (sixty) calendar day period in
order to protect its rights under this Agreement.
VEN s take

obliged to Sponsor’s

review/comments/changes/measures into
consideration and to adjust the planned
Publication accordingly. After the adjustment,
VFEN shall provide the new version of the
Publication to Sponsor for final approval. A
Publication may only take place after prior
written (e-mail sufficient) approval of the final
version by Sponsor. The Sponsor shall not
withhold this approval on unreasonable grounds

but shall act in good faith.

11.6.

V kazdém pripadé zasle VFN zamyslenou
publikaci zadavateli ke kontrole nejméné 60
(Sedesat) kalendarnich dnl pred planovanym
datem zverejnéni. Zadavatel pisemné potvrdi
VFN datum prijeti zamyslené publikace.
Zadavatel posoudi navrhovanou publikaci
béhem pfimérené doby a poskytne k ni VFN své
poznamky. Zadavatel si vyhrazuje neomezené
pravo (i) posuzovat, komentovat, navrhovat a
provadét zmény, jak je to vhodné a védecky
rozumné, (ii) poZadovat odstranéni davérnych
informaci (s vyjimkou vysledka klinického
hodnoceni), informaci a odkaz( na podkladové
dusevni vlastnictvi zadavatele a jakékoli osobni
udaje a (iii) vyZzadovat, aby kazda publikace byla
provedena spolecné se zadavatelem nebo
dalSimi ucastniky multicentrického klinického
hodnoceni. Zadavatel bude mit dale pravo
pozadovat odloZeni zamyslené publikace po
dobu dalsich 90 (devadesati) kalendarnich dnt
v ramci téchto 60 (Sedesati) kalendarnich dnd,
aby chranil sva prava podle této smlouvy. VFN
je povinna vzit do Uvahy
posouzeni/komentare/zmény/opatieni a
prizpGsobit tomu prislusnym zplsobem
planovanou publikaci. Po Upravé VFN poskytne
zadavateli novou verzi publikace ke konecnému
schvaleni. Zverejnéni publikace mize
probéhnout pouze po predchozim pisemném
(postacuje e-mailem) schvaleni konecné verze
zadavatelem. Zadavatel nebude upirat toto
schvaleni z nepfimérenych divodd, ale bude

jednat v dobré vite.
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published in accordance with Act No. 340/2015
Coll., the Register of Contracts Act. Not subject
to such publication is that data that constitute
Confidential Information and/or Intellectual
Property of any of the Parties. In case of this
includes the

Agreement this in particular

Protocol, Investigator Brochure, Insurance
Policy, Informed Consent, schedule of particular
visits as stated in payment tables, number of
Clinical Trial Subjects included and the presumed
duration of the Clinical Trial, title of the
evaluated medicinal preparation. signatures.
Further, not subject to such publication will be
personal details of natural persons, unless
already published in another register open to the
public. The Sponsor shall send a reducted
version of the Agreement to VFN by the date of
signing the Agreement, sending it in electronic
form in machine-readable format to the e-mail

addres_ The expected total financial

fulfillment of the contract is...

11.7. VFN shall take the necessary steps in order to | 11.7. VFN podnikne nutné kroky k tomu, aby zarucila,
warrant that all members of the Investigation ze vsichni élenové tymu klinického hodnoceni
Team comply with the provisions of this Section budou dodrzovat ustanoveni této ¢asti 11.

11.

11.8. The Parties agree that the provisions in this | 11.8. Strany souhlasi s tim, Ze ustanoveni v této éasti
Section 11 shall remain in effect after 11 zhstanou v platnosti po ukonéeni nebo
termination or cancellation pursuant to Sections zruseni dle ¢asti 19 této smlouvy.

19, respectively, of this Agreement.
11.9. Parties are aware that the Agreement will be | 11.9. Strany jsou si védomy toho, Ze smlouva bude

uverejnéna v souladu se zakonem ¢é. 340/2015
Sb., o registru smluv. Timto uvefejnénim nejsou
dotéeny udaje, které predstavuji divérné
informace a/nebo dusevni vlastnictvi kterékoli
ze stran. V pfipadé této smlouvy toto zejména
zahrnuje protokol, soubor informaci pro
zkousejiciho, pojistku, informovany souhlas,
rozvrh jednotlivych navstév tak, jak je uveden v
platebnich tabulkach, poéet zapojenych
ucastnika klinického hodnoceni a
predpokladané trvani klinického hodnoceni,
nazev hodnoceného lééivého pripravku,
podpisy. Dale timto uvefejnénim nejsou
dotéeny osobni udaje fyzickych osob, pokud uz
nebyly uvefejnény v jiném registru, ktery je
dostupny vefejnosti. Zadavatel zasle
redigovanou verzi smlouvy VFN k datu
podepsani smlouvy, pfiéemz ji posle v
elektronické formé ve strojové éitelném
formatu na e-mailovou adres_
Predpokladané celkové finanéni plnéni smlouvy

j€s

11.10.1t is VFN that is responsible for publication of the

Agreement according to Section 11.9.

11.10.0dpovédnost za uverejnéni smlouvy ma podle

casti 11.9 VFN.

11.11.If the Sponsor fails to discharge the above

mentioned duty within 10 business days, VFN

11.11.Pokud zadavatel nesplni vyse uvedenou

povinnost do 10 pracovnich dnd, VFN ma pravo
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has the right to publish the Agreement on its
own. Since 1 July 2017, it has been provided that
a contract does not become effective before the
date of its publication in the Register of

Contracts.

uverejnit smlouvu sama. Od 1. ¢ervence 2017
bylo ustanoveno, Ze smlouva nevstupuje
v uc¢innost pred datem jejiho uverejnéni v

registru smluv.

12.

Confidentiality and Non-Use
Obligations

Y 4

12. Zavazky diivérnosti a nevyuzivani

12.1. Confidentiality and non-use obligations.

12.1. Zavazky divérnosti a nevyuzivani.

12.1.1. The Parties may disclose to each Confidential

Information that the Parties consider to fulfill

this Agreement and to conduct the Clinical Trial.

12.1.1. Strany si mohou vzajemné sdélovat dlvérné
informace ke splnéni této smlouvy a k

provadeéni klinického hodnoceni.

12.1.2. The confidentiality and non-use obligations as

set out herein shall remain upright and in full
force and effect for a period of ten (10) years
from the earlier of the termination or the
expiration of this Agreement (hereinafter
referred to as “Confidentiality Period”). If
certain information still qualifies as trade secrets
according to DPTS after the expiration of the
Confidentiality Period and VFN have been
informed about it by the Sponsor, then such
trade secret shall continue to be treated
confidentially and the confidentiality and non-
use obligations shall only cease when the
Confidential Information concerned no longer
constitutes a trade secret in accordance with
DPTS. The Sponsor as the Party claiming that
such information should be considered as a
trade secret after the expiration of the
Confidentiality Period shall bear the burden of
proving that such information constitutes

indeed a trade secret.

12.1.2. Zavazky dlvérnosti a nevyuzivani tak, jak jsou
stanoveny v této smlouvé, zlistanou platné a v
pIném rozsahu ucinné po dobu deseti (10) let
ode dne ukonceni nebo vyprieni této smlouvy
(ddle oznacovana jen jako ,,obdobi
diivérnosti“), podle toho, co nastane dfive.
Pokud urcité informace i po uplynuti obdobi
dlvérnosti stale splnuji kritéria obchodniho
tajemstvi podle DPTS a VFN o tom byla
informovana zadavatelem, pak se s takovym
obchodnim tajemstvim nadale zachazi jako s
dlvérnym a zavazky tykajici se dlivérnosti a
nepouZivani skonci pouze tehdy, kdyz pfislusné
davérné informace jiz nebudou predstavovat
obchodni tajemstvi v souladu s DPTS. Zadavatel
jako strana tvrdici, Ze takové informace by mély
byt povaZovany za obchodni tajemstvi po
vyprseni obdobi dlvérnosti, bude muset
prokazat, Ze tyto informace skutecné

predstavuji obchodni tajemstvi.
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12.1.3. As of the Effective Date of this Agreement,

during the term of this Agreement and the

Confidentiality Period each Party agree

12.1.3. Od data ucinnosti této smlouvy, béhem trvani

této smlouvy a obdobi divérnosti souhlasi

kazda strana s tim, Ze:

the Disclosing Party on a need-to-know-basis to
Affiliates, those of the Receiving Party’s and / or
its Affiliates’ employees, clinicians, consultants,
agents, and permitted sub-contracted Third
Parties (according to Section 15 hereof) to whom
such disclosure is necessary in order to fulfil the
Receiving Party’s obligations under this
Agreement (including but not limited to the

Sponsor’s Legal and Finance Department as well

a) to hold in strict confidence and, subject to this a) bude uchovévat v prisné dlivérnosti a v
Agreement, not to disclose to any Third Party souladu s touto smlouvou nebude bez
without the prior written consent of the predchoziho pisemného souhlasu
Disclosing Party any and all Confidential predavajici strany predavat tfetim
Information of the Disclosing Party that has been stranam zadné davérné informace
disclosed to the Receiving Party by the Disclosing predavajici strany, které preddvajici
Party; and strana poskytla pfijimajici strané; a

b) not to use the Confidential Information of the b) nebude pouZivat divérné informace
Disclosing Party outside the Scope of this predavajici strany mimo ramec této
Agreement; and smlouvy; a

c) not to or have a Third Party change, reverse ) nebude ménit nebo nenaftidi treti strané
engineer, decompile the Confidential ménit, zpétné pretvaret, dekompilovat
Information of the Disclosing Party or in any way dlvérné informace predavajici strany
generate any intellectual property or property nebo jakymkoli zplsobem vytvaret
pertaining to the Confidential Information of the dusevni vlastnictvi nebo vlastnictvi
Disclosing Party as well as any material provided tykajici se divérnych informaci
hereunder (if any); and predavajici strany, stejné jako jakykoli

material poskytnuty v souladu s touto
smlouvou (pokud néjaky existuje); a
d) solely to disclose the Confidential Information of d) vyhradné predavat dlivérné informace

predavajici strany na zakladé opravnéné
potfeby pfidruzenym osobam,
zaméstnanclm, klinickym pracovnikiim,
konzultantlim, zastupclim a povolenym
subdodavatellm tretich stran (podle
¢lanku 15 této smlouvy), pro které je
takové pteddni nezbytné pro plnéni
povinnosti pfijemce podle této smlouvy

(v€etné, nikoliv vsak vylu¢né pravniho a
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as the Sponsor’s Affiliate to whom Confidential
Information of VFN may be shared freely). The
Receiving Party shall ensure that any and all such
employees, clinicians, consultants, agents, and
permitted sub-contracted Third Parties are
bound, prior to such disclosure, by
confidentiality and non-use  obligations
materially equivalent to those under this
Agreement. For the avoidance of doubt, the
imposing of such confidentiality and non-use
obligations shall in no event relieve the Receiving
Party of its obligations under this Agreement. In
any case, the Receiving Party is liable toward the
Disclosing Party for all acts and omissions of any
of the Third Parties listed above in this

Section 12.1.3 d).

finan¢niho oddéleni zadavatele, stejné
jako pfidruzeného subjektu zadavatele,
se kterym Ize volné sdilet dlivérné
informace VFN). Pfijimajici strana zajisti,
aby vsichni takovi zaméstnanci, klinicti
pracovnici, konzultanti, zastupci a
povoleni subdodavatelé tretich stran
méli pred takovym preddanim zavazky
dlvérnosti a nevyuZivani, které jsou
realné ekvivalentnimi zavazkiim dle této
smlouvy. Aby nedochazelo k
pochybnostem, uloZeni zavazku
dlvérnosti a nevyuzivani v zadném
pfipadé pfijimajici stranu nezbavuje
povinnosti dle této smlouvy. V kazdém
pfipadé je prijimajici strana odpovédna
v0ci predavajici strané za vSechny ciny a
opomenuti kterékoli tfeti strany uvedené

vySe v této ¢asti 12.1.3 d).

12.1.4. The Receiving Party shall protect the

Confidential Information received, acting in
accordance with prudent commercial practice
and having utmost regard to the sensitivity of
the Confidential Information, and shall store and
handle the Confidential Information in such way
as to prevent unauthorized disclosure. In case of
any breach of the confidentiality and non-use
obligations as set out herein or any unauthorized
disclosure, the Party in breach shall immediately

inform the Disclosing Party in writing.

12.1.4. Ptijimajici strana bude chranit ziskané

davérné informace, jednajic v souladu s
uvazlivymi obchodnimi postupy a majic
maximalni ohled na citlivost ddvérnych
informaci, a bude uchovavat divérné
informace a nakladat s nimi takovym
zplUsobem, aby predchazela nepovolenému
predani. V pfipadé nedodrZeni zavazku
dlvérnosti a nevyuzivani, jak je stanoveno v
této smlouvé nebo pfi jakémkoli nepovoleném
predani, strana, ktera nedodrzela tyto zavazky,
bude okamZzité pisemné informovat predavajici

stranu.
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12.2. Exemptions from the Confidentiality and Non-

Use Obligations.

12.2. Vyjimky z povinnosti dlivérnosti a povinnosti

nevyuzivani.

12.2.1. The Parties’ obligations to keep secret and not

to use the Confidential Information (or parts
thereof) of the Disclosing Party shall not apply in
the following events where the respective
Confidential Information (or parts thereof) of the

Disclosing Party:

12.2.1. Povinnosti stran uchovavat tajemstvi a

nevyuzivat dlvérné informace (nebo jejich
Casti) predavaijici strany nebudou platit v
nasledujicich pfipadech, kde pfislusné divérné

informace (nebo jejich ¢asti) preddvajici strany:

already been known by the Receiving Party prior
to receipt of such Confidential Information by

the Disclosing Party; or

a) is, at the Effective Date, in or comes into the a) jsou, k datu ucinnosti, verejné dostupné
public domain other than by disclosure by the nebo se stanou verejné dostupnymi
Receiving Party (or one of the Receiving Party’s jinym zplsobem, nez je predani
employees, clinicians, consultants, agents, or prijimajici stranou (nebo jednim ze
contractors) in breach of this Agreement, zaméstnancl pfijimajici strany, klinickymi
whereby, notwithstanding the foregoing, pracovniky, konzultanty, zastupci nebo
Confidential Information shall not be considered smluvnimi partnery) s porusenim této
in the public domain when it has been derived smlouvy, pticemz, bez ohledu na
from one or more publicly known items; or predchazejici, dlvérné informace

nebudou povaZovany za verejné
dostupné, pokud byly odvozeny z jedné
nebo vice vefejné znamych polozek;
nebo

b) has been made known to the Receiving Party, b) byly oznameny pfijimajici strané, coz lze
which can be shown by written documentation, dolozit pisemnou dokumentaci, treti
by a Third Party free from any confidentiality and stranou, ktera neni vazana povinnosti
non-use obligations (and was not received, dlvérnosti a povinnosti nevyuzivani (a
either directly or indirectly, from the Disclosing nebyla pftijata, pfimo ¢i nepfimo, od
Party); or predavajici strany); nebo

c) can be shown by written documentation to have c) Ize u nich doloZit pisemnou dokumentaci,

Ze jiz byly pfijimajici strané znamy pred
prijetim dlvérnych informaci od

predavajici strany; nebo
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d) can be shown by written documentation to have d) Ize u nich dolozit pisemnou dokumentaci,
been independently developed or created by the Ze byly nezavisle vyvinuty nebo
Receiving Party or its Affiliates in written or vytvoreny prijimajici stranou nebo jejimi
other documentary form at the time of pridruzenymi subjekty v pisemné nebo
disclosure without access to the Confidential jiné listinné podobé v dobé predani bez
Information of the Disclosing Party, such pristupu k dvérnym informacim
possession to be evidenced within 10 (ten) predavajici strany, pticemz takové drzeni
Business Days of receipt of the Confidential ma byt doloZeno do 10 (deseti)
Information from the Disclosing Party; or pracovnich dni od obdrzeni divérnych

informaci od preddvajici strany; nebo
e) is not to be treated as Confidential Information e) nemaji byt povaZzovany za dlvérné

pursuant to a written agreement of the Parties.

informace podle pisemné smlouvy stran.

12.2.2. If the Receiving Party is required by judicial or

administrative process or authority, law, rule, or

regulation, or any public, administrative,
governmental, or judicial authority, including
without limitation the Ethics Committee and the
Regulatory Authorities, to disclose Confidential
the

Information of the Disclosing Party,

Receiving Party is entitled to make such
disclosure provided that it (i)immediately
notifies the Disclosing Party of such required
disclosure and (ii) strictly limits such disclosure
to the furthest possible under Applicable
Regulations. For the avoidance of doubt, any
such required disclosure does not relieve either
Party of any of their other obligations under this

Agreement.

12.2.2. Je-li od pfijimajici strany poZzadovano soudni

nebo spravni cestou nebo Uradem, zakonem,
predpisem nebo nafizenim, nebo jakymkoliv
verejnym, spravnim, vladnim uradem nebo
soudnim organem, vcetné (nikoliv vSak vylucné)
etické komise a regulacnich organq, predat
dlivérné informace predavajici strany,
pfijimajici strana je opravnéna provést takové
predani za predpokladu, Ze (i) okamZzité oznami
predavajici strané toto pozZadované predani a
(ii) pfisné omezi takové predani na nejvyssi
mozZnou miru v souladu s platnymi pfedpisy.
Aby nedochazelo k pochybnostem, kazdé
takové pozadované predani nezbavuje Zadnou
stranu Zadnych jejich jinych povinnosti dle této

smlouvy.

12.3.

VEN shall take all necessary steps to ensure
compliance with the provisions of this Section 12

by all members of the Investigation Team.

12.3.

VFN pfijme veskeré nutné kroky k zajisténi
dodrZovani ustanoveni této ¢asti 12 vSemi ¢leny

tymu klinického hodnoceni.
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12.4. VFN shall be entitled to include the existing

contractual relationship, the designation of the
Clinical Trial, the name of the Sponsor, the
agreed compensation, and the fact that this is
third-party funded research in the research and
documentation databases set up at VFN
exclusively for internal use and in compliance
with the confidentiality and non-use obligations

as set out herein.

12.4.

VFN bude opravnéna zahrnout existujici
smluvni vztah, oznaceni klinického hodnoceni,
nazev zadavatele, dohodnutou odménu a
skutecnost, Ze se jednd o vyzkum financovany
treti stranou, do vyzkumnych a
dokumentacnich databazi zfizenych ve VFN
vyhradné pro interni pouziti a v souladu se
zavazky davérnosti a nepouzivani, jak jsou

uvedeny v této smlouvé.

12.5.

Each Party represents that it has the full and
unconditional right to make disclosures under
this Agreement. However, the Parties make no
representation, warranty or condition and
accept no liability in respect of the accuracy or
completeness of any or all Confidential
Information and shall have no liability for the
Receiving Party's use of the Confidential
Information nor for any claims of Third Parties
howsoever arising from the Receiving Party's use
or possession of Confidential Information or as a
result of the Receiving Party's reliance on any
Confidential Information disclosed by the

Disclosing Party.

12.5.

Kazda ze stran prohlasuje, Ze ma plné a
neomezené pravo predavat informace v
souladu s touto smlouvou. Strany vsak
neposkytuji Zadna tvrzeni, zaruky nebo
podminky a nepftijimaji Zddnou odpovédnost za
presnost nebo Uplnost jakychkoli nebo vsech
dlvérnych informaci a nemaji zadnou
odpovédnost za pouziti dlvérnych informaci
prijimajici stranou ani za jakékoli naroky tretich
stran, jakkoliv vzniklé z pouzivani nebo drzeni
davérnych informaci pfijimajici stranou nebo v
dlsledku spoléhani se pfijimajici strany na
jakékoliv dlvérné informace poskytnuté

predavajici stranou.

12.6.

The Receiving Party agrees that all Confidential
Information remains the exclusive property of
the Disclosing Party and neither Party shall have
rights, by license or otherwise, to use the other
Party’s Confidential Information, name, or
reference except as expressly provided in this
subsequent  written

Agreement or any

agreement signed by each Party.

12.6.

Ptijimajici strana souhlasi, Ze veskeré davérné
informace zUstavaji ve vylu¢ném vlastnictvi
predavajici strany a zadna ze stran nebude mit
prava dana licenci nebo jinak, pouzivat dlvérné
informace druhé strany, nazev, nebo odkaz
kromé pripadQ, kdy je to vyslovné uvedeno v
této smlouvé nebo jakékoliv nasledné pisemné
smlouvé ¢i dohodé podepsané obéma

stranami.
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12.7.

Upon written request of the Disclosing Party,
however, no later than the expiration of the
Confidentiality Period, the Receiving Party shall
either return to the Disclosing Party or destroy
all Confidential Information received from the
Disclosing Party as well as all copies or
reproductions and other tangible manifestations
of the Confidential Information without
retaining any copies or reproductions and other
tangible manifestations of the Confidential
Information except to the extent as required
pursuant to any compulsory statutory provisions
or by any judicial or regulatory decision. Upon
written request by the Disclosing Party, the
Receiving Party shall confirm in writing that it
has complied with its obligations under this

Section 12.7.

12.7.

Na pisemné pozadani predavajici strany vsak,
ne pozdéji nezZ je datum vyprseni obdobi
dlvérnosti, prijimajici strana bud' vrati
predavajici strané nebo znici veskeré divérné
informace ziskané od predavajici strany a také
veskeré kopie nebo reprodukce nebo jiné
fyzické formaty davérnych informaci bez
uchovani si kopii nebo reprodukci a jinych
fyzickych format( davérnych informaci, kromé
informaci do té miry, jak je to pozadovano
povinnosti z ustanoveni zakonl nebo
rozhodnutimi soudu ¢i regula¢niho organu. Na
pisemnou Zadost preddvajici strany potvrdi
pfijimajici strana v pisemné formé, zZe dodrzela

veskeré své povinnosti dle této ¢asti 12.7.

damages and/or loss of profits of the respective

other Party except in case of willful misconduct.

13. Liability 13. Odpovédnost
13.1. VFN releases sponsor from liability for damages | 13.1. VFN zbavi zadavatele odpovédnosti za Skody
caused by VFN or its employees, which may lead zpUsobené hrubou nedbalosti VFN nebo jejich
to personal injury or death. The Sponsor shall zaméstnanc(, kterd mlzZe vést k Ujmé na zdravi
indemnify and hold VFN and its employees nebo smrti. Zadavatel zbavi VFN i jeji
harmless for all claims of Third Parties and for all zaméstnance odpovédnosti za Skody pfi
damages and losses resulting from the Clinical veskerych narocich tfetich stran a veskerych
Trial covered by this Agreement. Excluded from Skodach a ztratach vyplyvajicich z klinického
this indemnification are damages caused by hodnoceni, na které se vztahuje tato smlouva.
gross negligence or willful misconduct of VFN or Vyjmuty z tohoto zbaveni odpovédnosti jsou
its employees. Skody zpUsobené hrubou nedbalosti nebo
umysinym nespravnym jednanim VFN nebo
jejich zaméstnancl.
13.2. The Parties shall not be liable for indirect | 13.2. Strany nebudou odpovédné za nepfimé Skody

a/nebo ztraty ziskd prislusné druhé strany,
kromé pripadd umyslného nespravného

jednani.
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to Section 15 above, VFN shall remain liable vis-
a-vis Sponsor for (i) the performance of such
sub-contractors, (ii) any damages caused by such
(iii)

obligations that may arise out of or in connection

sub-contractors  and any payment

with the contractual relationship between VFN

and such sub-contractors.

14. Acceptance of other research 14. Prijeti jinych smluv o vyzkumu
contracts

14.1. VFN is free without restriction to accept further | 14.1. VFN ma volnost bez omezeni kdykoliv pfijimat
research projects from third parties at any time dalsi vyzkumné projekty od tfetich stran za
under the condition that such projects do not podminky, Ze takové projekty nebudou mit
have a negative impact on the proper and safe negativni vliv na fadné a bezpecné provadéni
performance of the Clinical Trial. klinického hodnoceni.

15. Sub-contracts 15. Subdodavatelské smlouvy

15.1. VFN may rely in full or in part on qualified sub- | 15.1. VFN muZe pfi pInéni této smlouvy pIné nebo
contractors to perform this Agreement without zCasti spoléhat na kvalifikované subdodavatele
Sponsor’s written consent provided that bez pisemného souhlasu zadavatele, a to za

predpokladu, Ze

a) VFN informs the Sponsor about any sub- a) VFN informuje zadavatele o veskerych
contractors before the engagement and subdodavatelich predtim, nez je zapoji, a

b) the confidentiality agreements between any b) smlouvy o dlvérnosti mezi jakymkoli
such sub-contractors and VFN are of the takovym subdodavatelem a VFN jsou v
standards set forth in Section 12 of this souladu se standardy uvedenymi v oddilu
Agreement and have been concluded prior to 12 této smlouvy a byly uzavieny pred
the exchange of any information between the vymeénou jakychkoli informaci mezi VFN a
VFN and the sub-contractors. subdodavateli.

15.2. Notwithstanding such sub-contracting according | 15.2. Bez ohledu na takovéto subdodavatelské

smlouvy podle oddilu 15 vyse zlstane VFN vUci
zadavateli odpovédna za (i) pInéni takovych
subdodavatel(, (ii) veskeré skody zplsobené
takovymi subdodavateli a (iii) veskeré platebni
zavazky, které mohou vyplynout ze smluvniho
vztahu mezi VFN a takovymi subdodavateli

nebo s nim souviset.
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for the contractual activity is in no way
connected with deliveries or services already
made or intended by the Sponsor to VFN.
Likewise, this Agreement is without any
influence on the product use, pricing and sales
volume of the Sponsor's products used or

initiated for use by VFN.

16. Advertising restrictions 16. Omezeni reklamy

16.1. Neither Party may state the name of the other | 16.1. Z4dna ze stran nesmi uvadét nazev druhé
Party in Publications or in advertising material of strany v publikacich nebo v jakémkoli
any kind (ads, advertisement spots, other oral or reklamnim materialu (inzeraty, reklamni spoty,
written  presentations etc.) without the jiné Ustni nebo pisemné prezentace atd.) bez
respective Party’s written consent. The same pfedchoziho pisemného souhlasu pfislusné
shall apply to using other signs (including the strany. TotéZ bude platit pro pouzivani jinych
logo) of the Parties. oznaceni (v€etné loga) stran.

17. Anti-Corruption 17. Protikorupcni ustanoveni

17.1. This Clinical Trial is in the interest of medical, | 17.1. Toto klinické hodnoceni je v zajmu lékatského,
scientific research and thus also in the interest of védeckého vyzkumu, a proto také v zajmu
the Clinical Trial Subjects. It is not bound to ucastnikd klinického hodnoceni. Nevaze se na
further conditions that serve non-project dalsi podminky pro nakupy nesouvisejici s
procurement. projektem.

17.2. In conducting the Clinical Trial, the Parties shall | 17.2. Pti provadéni klinického hodnoceni budou
comply with the respective Applicable strany dodrZovat pfislusné platné predpisy k
Regulations on anti-corruption. Without limiting boji proti korupci. Bez omezeni vyse uvedeného
the foregoing, neither Party shall offer or give zadna ze stran nebude nabizet ani poskytovat
any payment or benefit of any value to any zadnou platbu nebo vyhodu jakékoli hodnoty
public official or employee, politician, candidate zadnému verejnému Ciniteli nebo zaméstnanci,
for political office or other third party that would politikovi, kandidatovi na politickou funkci nebo
violate anti-corruption laws. jiné tfeti strané, ktera by porusovala

antikorupéni zakony.

17.3. The Sponsor assures that the allocation of funds | 17.3. Zadavatel ujistuje, Ze alokace prostfedku pro

smluvni ¢innosti neni Zddnym zplsobem
spojena s jiz u¢inénymi nebo zamyslenymi
dodavkami nebo sluzbami zadavatele pro VFN.
Podobné, tato smlouva nema zadny vliv na
pouzivani pripravku, cenu a objem obratu
pripravkd zadavatele pouzivanych nebo

uvadénych do pouZivani nemocnici VFN.
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18. Term 18. Termin

18.1. This Agreement enters into force upon signing by | 18.1. Tato smlouva vstupuje v platnost podpisem
all the Parties, effective on the date of véech stran, ucinnosti dnem uverejnéni
publication in the register of contracts and ends v registru smluv a kon¢i po Uplném splnéni
upon complete fulfilment of the mutual vzdjemnych povinnosti stranami.
obligations by the Parties.

19. Termination 19. Ukonceni

19.1. Premature termination 19.1. Pred&asné ukonceni

19.1.1. VFN and the Sponsor may terminate this

Agreement by giving 2 (two) months' notice.

19.1.1. VFN a zadavatel mohou tuto smlouvu ukondit

vypovédi s 2mésicni (dvoumésicni) IhGtou.

19.2. Termination for cause

19.2. Ukonceni z ddvodu

19.2.1. The VFN and the Sponsor may terminate this
Agreement at any time in writing for good cause

without notice period.

19.2.1. VFN a zadavatel mohou ukoncit tuto smlouvu
kdykoliv v pisemné formé z vazného dlivodu

bez vypovédni Ihity.

19.2.2. Good cause shall include, but not be limited to

19.2.2. Mezivainé divody bude patfit (nikoliv vsak

vyluéné):

a) material breach or non-compliance by the other
Party of/with this Agreement, if such default is
not remedied within 30 (thirty) calendar days of
receipt of written notice to that effect (if capable

of remedy.

a) podstatného poruseni nebo nedodrzeni
této smlouvy druhou stranou, pokud neni
takové poruseni napraveno do 30 (tficeti)
kalendafnich dni od obdrZeni pisemného
upozornéni o ném (pokud je naprava

mozna);

b) reasonable determination by VFN that the
continuation of this Clinical Trial not being
ethical or justifiable from a medical point of view

or due to Clinical Trial Subjects’ safety;

b) odlivodnéné rozhodnuti ze strany VFN,
Ze pokracovani tohoto klinického
hodnoceni neni etické nebo
odlivodnitelné z Iékarského hlediska
nebo kvuli bezpecnosti ucastnikt

klinického hodnoceni;

c) the Investigator is, for whatever reason, unable

to continue his/her conduct of the Clinical Trial

) zkousejici Iékar je, at uz z jakéhokoliv

dlvodu, neschopen pokracovat v
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at VFN, and a substitute investigator suitable for

both Parties cannot be found within a
reasonable period of time whereby consent to

suitability may not be unreasonably withheld.

provadeéni klinického hodnoceni ve VFN a
nelze béhem pfimérené doby najit
nahradniho zkousejiciho Iékare
vhodného pro obé strany, pricemz
souhlas s vhodnosti nesmi byt

bezdlvodné odepren.

19.3.

In the event of termination pursuant to Section
19.1. or 19.2. the compensation to be paid to
VFN pursuant to Section 8 as well as Annex 2 of
this Agreement shall be made in accordance with
the services provided up to the time the
termination becomes effective. Obligations that
were necessary due to the conduct of the Clinical
Trial and were entered into by VFN prior to
termination are to be reimbursed by the Sponsor

(non-cancellable costs).

19.3.

V ptipadé ukonceni dle ¢lanku 19.1. nebo 19.2.
bude odména k vyplaceni pro VFN dle ¢3sti 8 a
také pfrilohy 2 této smlouvy prevedena v
souladu se sluzbami poskytnutymi do doby, kdy
ukonceni nabude Ucinnosti. Povinnosti, které
byly nutné vzhledem k provadeéni klinického
hodnoceni a byly rozjedndny ze strany VFN
pfed ukonéenim, budou zadavatelem

proplaceny (nezrusitelné naklady).

delay or failure to perform its obligation in total
or in part hereunder, if such delay or failure to
perform is due to a cause beyond the reasonable

control of the Party (“Force Majeure”), including

20. Governing law / Place of jurisdiction | 20. Rozhodujici pravo / Misto jurisdikce

20.1. This Agreement shall be governed by the laws of | 20.1. Tato smlouva se bude Fidit pravem Ceské
Czech Republic without reference to its conflict republiky bez ohledu na kolizni normy.
of laws principles.

20.2. The Parties will endeavour to settle amicably any | 20.2. Strany se budou snaZit o pratelské vyreseni
dispute having its origin in this Agreement. The jakéhokoliv sporu, ktery ma sv(j ptvod v této
Parties agree that for all disputes between the smlouvé. Strany souhlasi, Ze pro vSechny spory
Parties arising from or in connection with this mezi stranami vznikajici z této smlouvy nebo ve
Agreement, including its valid conclusion, the spojeni s ni, véetné jejiho platného uzavreni,
court for the shall have exclusive jurisdiction bude mit vyluénou jurisdikci soud pfislusny dle
competent according to the seat of VFN. sidla VFN.

21. Force Majeure 21. VyssSi moc

21.1. Neither Party is liable to the other Party for the | 21.1. Zadna ze stran neni odpovédnd viéi druhé

strané za zpozdéni nebo nesplnéni své
povinnosti zcela nebo ¢astecné podle této
smlouvy, pokud takové zpozdéni nebo

nesplnéni povinnosti je zplsobeno pficinou
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but not limited to acts of nature such as but not
limited to fire, strike, labor-disturbances, riot,
civil war, tempest, events outside of human
control, law or governmental regulation,
provided that the Party so affected gives prompt
written notice (registered letter) to the other
Party and the affected Party uses its best efforts
such of
shall
performance with the utmost urgency whenever

When

to avoid or remove causes

non-performance and continue

such causes are removed. such
circumstances arise, the Parties shall in good
faith discuss what, if any, modification(s) of the
terms of this Agreement may be required in

order to arrive at an equitable solution.

mimo primérenou kontrolu strany (,,vyssi
moc”), véetné (nikoliv vSak vyluéné) prirodnich
udalosti, jako je napfiklad, ale ne vylucné poZzar,
stavka, pracovni nepokoje, vefejné nepokoje,
obcanska valka, boure, udalosti mimo lidskou
kontrolu, zakony nebo vladni natizeni, za
podminky, Ze postizena strana neprodlené
pisemné oznami (doporucenym dopisem)
druhé strané a postiZzena strana vynalozi
maximalni Usili na zabranéni nebo odstranéni
takovych pficin nesplnéni a bude pokracovat v
plnéni s nejvyssi naléhavosti, jakmile jsou
takové priciny odstranény. Jakmile takové
okolnosti nastanou, strany budou v dobré vire
diskutovat o tom, jaké, pokud viibec néjaké,
zmény v podminkach této smlouvy mohou byt

potfebné s cilem dostat se ke spravedlivému

terms and variants thereof (i) are deemed to be
followed by “without limitation” and (ii) do not

set forth an exhaustive list; and

feseni.

22. Interpretation 22. Interpretace

22.1. The Parties agree that 22.1. Strany souhlasi s tim, Ze

a) the headlines of each section and sub-sections, a) nadpisy kazdé c¢asti a podcasti, pokud
if any, are for reference purposes only and shall existuji, jsou pouze pro referencni Ucely a
not affect the interpretation and/or meaning of nebudou ovliviiovat interpretace a/nebo
this Agreement; and vyznam této smlouvy; a

b) the terms defined in this Agreement shall be b) terminy definované v této smlouvé
equally applicable to both the singular and plural budou pouZitelné stejné na jednotné, tak
forms of such defined terms; and i na mnozné Cislo definovanych pojm; a

c) the words “include”, “including” and similar ) slova ,,zahrnovat”, ,,zahrnujici“ a

podobné terminy a jejich varianty (i) se
rozumi tak, Ze budou chapana , bez
omezeni“ a (ii) nepredstavuji

vycerpavajici seznam; a
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(if any) do not apply, even if reference is made

d) the word “hereof”, “herein”, “hereunder”, d) slova ,,zde”, , v této smlouvé”, ,této
“hereto” and similar terms wused in this smlouvy“ a podobné terminy pouZivané v
Agreement refer (unless specifically set forth této smlouvé odkazuji (neni-li konkrétné
otherwise) to this Agreement as a whole and not uvedeno jinak) k této smlouvé jako celku,
to specific sections or sub-sections of this a ne ke konkrétnim ¢dstem nebo
Agreement; and podcastem této smlouvy; a

e) the word “or” has the inclusive meaning e) slovo ,,nebo” ma inkluzivni vyznam
represented by the phrase “and/or”. predstavovany pojmem ,a/nebo”.

23. Priority of Documents 23. Priorita dokumenta

23.1. The Parties agree that in the event of a conflict | 23.1. Strany souhlasi s tim, Ze v ptipadé konfliktu
or ambiguity between any term of this nebo nejednoznacnosti mezi terminem této
Agreement, its annexes, any amendments, or smlouvy, jeho pftiloh, jakychkoliv dodatkd, nebo
any exhibits thereto, the following order of jakychkoliv doklad( k této smlouvé bude platit
precedence shall apply (a= highest priority). The nasledujici poradi prednosti (a=nejvyssi
document with the higher priority shall prevail priorita). Dokument s vyssi prioritou bude mit
over the document with the lower priority prednost pred dokumentem s nizsi prioritou

a) Amendments to this Agreement (as set forth a) Dodatky k této smlouvé (jak jsou

d d
herein) uvedeny zde)

b) subject to Section 23.2 Annexes to this b) dle c¢asti 23.2 prilohy k této smlouvé
Agreement

c) this Agreement c) tato smlouva

23.2. In case of discrepancies between the Protocol | 23.2. V pfipadé nesouladu mezi protokolem a touto
and this Agreement, the Protocol shall govern in smlouvou bude z Iékarského hlediska urcujicim
medical aspects, and this Agreement shall protokol, a tato smlouva bude urcujici ve vSech
govern in all other aspects. ostatnich aspektech.

24. Final Provisions 24. Zavérecna ustanoveni

24.1. The general terms and conditions of the Parties | 24.1. VSeobecné smluvni podminky stran (pokud

existuji) neplati, i kdyby byl na né uveden odkaz
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thereto in any other documents or

communication related to this Agreement.

v jinych dokumentech nebo v komunikaci

souvisejici s touto smlouvou.

24.2.

If any provision of this Agreement is or becomes
invalid, this shall not affect the validity of the
remaining provisions hereof. The invalid
provision shall be retroactively replaced by a
valid and enforceable provision that closest
reflects the Parties' legal and economic intent or
their intent had they considered that aspect

when concluding this Agreement.

24.2.

Pokud jakékoliv ustanoveni této smlouvy je
nebo se stane neplatnym, toto nebude mit
dopad na platnost zbyvajicich ustanoveni
smlouvy. Neplatné ustanoveni bude
retroaktivné nahrazeno platnym a
vymahatelnym ustanovenim, které co nejblize
odrdzi pravni a ekonomicky zameér stran nebo
jejich zameér, kdyzZ tento aspekt brali do Gvahy

pfi uzavirani této smlouvy.

24.3.

No side agreements have been reached. Any

amendment of or modification to this
Agreement requires the written form. The same
shall apply to any waiver of the written form

requirement.

24.3.

Nebyly uzavieny zadné vedlejsi dohody.
Jakykoliv dodatek nebo zména této smlouvy
vyZaduje pisemnou formu. Totéz bude platit
pro jakékoliv zpétvzeti poZzadavku na pisemnou

formu.

24.4.

No Party may assign its rights and obligations
pursuant to this Agreement to third parties
unless upon prior written consent of the other
Party. This does not include the commissioning

of subcontractors in accordance with Section 15.

24.4.

Z4adna ze stran nemUZe postoupit sva prava a
povinnosti k této smlouvé tretim stranam, neni-
li dan predchozi pisemny souhlas druhé strany.
To se nevztahuje na povéreni subdodavatel(l v

souladu s ¢asti 15.

24.5.

This Agreement is executed in the English and
Czech language. Czech language shall be binding

for the interpretation of the Agreement.

24.5.

Tato smlouva je vyhotovena v anglickém a
Ceském jazyce. Cesky jazyk bude zavazny pro

interpretaci smlouvy.

24.6.

This Agreement is signed by duly authorized
representatives of each Party and may be
executed by the Parties in two counterparts,
each of which shall be deemed to be an original,
but all of which shall constitute one and the

same agreement.

24.6.

Tato smlouva je podepsana radné povérenymi
zastupci kazdé strany a mlze byt stranami
podepsdna ve dvou stejnopisech, z nichz kazdy
bude povaZovan za original, ale vSechny

spole¢né budou tvofit jednu a tutéz smlouvu.

25.

Annexes

26.

Prilohy

Annex 1:

Protocol

Priloha 1

Protokol
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Annex 2: Payment schedule

Annex 3: Data Processing Agreement

Pfiloha 2 Rozvrh plateb

v o

Pfiloha 3 Smlouva o zpracovani udajl

[The rest of this page has been left empty on
purpose, please refer to the next page for

signatures.]

[Zbytek této strany byl ponechdn zamérné prézdny,

pro podpisy prosim prejdéte na dalsi stranu.]
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ppa.

Read and acknowledged by the Investigator

Pfecteno a vzato na védomi zkousejicim

lékafem

I_ the Investigator
in this Clinical Trial, hereby confirm that | have
become acquainted with the Protocol and all the
documents submitted by the Sponsor for the
performance of the Clinical Trial. | have been
acquainted with the Agreement executed
between the Sponsor and VFN and | shall comply
with the duties stipulated therein for the
Investigator and duties following for the
Investigator from Good Clinical Practice.

Place, Date / Misto, datum

zkousejici
lékar v tomto klinickém hodnoceni, timto
potvrzuji, Ze jsem se seznamil s protokolem a
vsemi dokumenty zaslanymi zadavatelem pro
provadéni tohoto klinického hodnoceni. Byl jsem
seznamen se smlouvou uzavienou mezi
zadavatelem a VFN a budu dodrzovat povinnosti
Vv ni stanovené pro zkousejiciho lékare a
povinnosti vyplyvajici pro zkousejiciho lékare ze

spravné klinické praxe.

|
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ANNEX 1 PRILOHA 1

Protocol Protokol
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ANNEX 2 PRILOHA 2

Payment Schedule Rozvrh plateb

Tabulka plateb za jednotlivé navstévy/ Individual Visits Cost
Schedule
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Naklady na pacienta/navstévu

Costs per patient/per visit
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ANNEX 3 PRILOHA 3

s 7 o

Data Processing Agreement Smlouva o zpracovani udaju
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