CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

Effective the date of the publication Datum datum uvefejnéni smlouvy

Date: of the agreement ucinnosti: v registru smluv

Sponsor Incyte Corporation located Zadavatel Incyte  Corporation, se
at 1801 Augustine Cut-Off, sidlem 1801 Augustine Cut-
Wilmington, Delaware Off, Wilmington, Delaware
19803, U.S.A. 19803, USA

CRO inVentiv Health Clinical CRO inVentiv Health Clinical
UK Ltd, with a place of UK Ltd, se sidlem na
business at Farnborough adrese Farnborough
Business Park, 1 Pinehurst Business Park, 1 Pinehurst
Road, Farnborough Hants, Road, Farnborough Hants,
GU14 7BF, United GU14 7BF, Spojené
Kingdom, together with any kralovstvi,  spole€né s
Affiliate, VAT Number: GB jakoukoli jeji ptidruZenou
385756207, Registration spoleCnosti
Number: 1772610 DIC: GB 385756207, IC:

1772610

Provider Fakultni nemocnice Hradec Zdravotnick | Fakultni nemocnice Hradec
Kralové € zafizeni Kralové

Principal _ Hlavni _

Investigator zkousSejici

Protocol _ Cislo _

Number protokolu

Study Drug | |GG Hodnoceny | | Gz

piipravek
Protocol _ Protokol _
THIS CLINICAL TRIAL AGREEMENT (the | TUTO SMLOUVU O  KLINICKEM

“Agreement”), effective as of the date of the
publication of the agreement, 201_
(“Effective Date”), is entered among
inVentiv Health Clinical UK Ltd, with a
place of business at Farnborough Business
Park, 1 Pinehurst Road, Farnborough Hants,
GU14 7BF, United Kingdom, together with
any Affiliate, VAT Number: GB 385756207,
Registration Number: 1772610 (“CRO”)
acting in its own name and for and on behalf
of and in the name of Incyte Corporation
located at 1801 Augustine Cut-Off,
Wilmington, Delaware 19803, U.S.A.
(“Sponsor”), Fakultni nemocnice Hradec
Kralové, Sokolskd 581, 500 05 Hradec
Krilové — Novy Hradec Krilové, Czech
Republic, VAT ID number CZ00179906,

HODNOCENI (dale jen ,,Smlouva‘), s datem
ucinnostike dni uvetfejnéni smlouvy v registru
smluv (déle jen ,,Datum Géinnosti*), uzaviraji
spolecnost inVentiv Health Clinical UK Ltd,
se sidlem na adrese Farnborough Business
Park, 1 Pinehurst Road, Farnborough Hants,
GU14 7BF, Spojené kralovstvi, spolecné s

jakoukoli jeji pfidruZzenou spoleénosti DIC: GB

385756207, IC: 1772610 (déle jen ,,CRO%)

jednajici svym jménem a rovnéZ jménem

spole¢nosti Incyte Corporation se sidlem 1801
Augustine Cut-Off, Wilmington, Delaware
19803, USA (déle jen ,,Zadavatel”), Fakultni
nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec
Krilové, Ceskd republika, DIC CZ00179906,
zastoupena prof. MUDr. Vladimirem Palickou,
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zastoupena  prof. MUDr. Vladimirem
Palickou, CSc., dr. h. c., director (hereinafter
referred to as the ‘“Provider”) and
having a permanent address at
and place of Study conduct at
Fakultni nemocnice Hradec
Krélové (the “Principal Investigator™).

CSc., dr. h. c., feditelem, (dile jen

,Poskytovatel) a . s adresou
tvalého bydlisté a mistem
provadeéni klinického hodnoceni ve

B  rokultni  nemocnice  Hradec

Kralové (dale jen ,,Hlavni zkouSejici”).

WHEREAS, Sponsor conducts
business in the research, development,
manufacture and sale of pharmaceutical
products, and Sponsor’s clinical studies in
connection with such business;

Zadavatel vyviji obchodni Cinnost
v oblasti vyzkumu, vyvoje, vyroby a prodeje
farmaceutickych produkti a zadava klinické
studie souvisejici s touto ¢innosti.

WHEREAS, Provider has the skills,
knowledge, expertise and resources to
conduct clinical studies;

Poskytovatel ma schopnosti, znalosti,
odbornou pripravu a zdroje potiebné pro
provadéni klinickych studii.

WHEREAS, _ is employed by
Provider and shall serve as ‘“Principal

Investigator” for this Study (defined below
in Article 1);

je je zaméstnancem Poskytovatele
a bude pusobit jako ,,Hlavni zkouSejici“ pro
tuto Studii (definovanou niZe v Clanku 1).

WHEREAS, Provider and Principal
Investigator shall hereinafter be collectively
referred to as “Site”; and

Poskytovatel a Hlavni zkouSejici budou
didle spole¢n¢ oznaCovani jako ,,Misto
provadéni klinického hodnoceni*.

WHEREAS, CRO is arranging and
administering the Study to evaluate Sponsor’s
B Study Treatment Drug”) and
Sponsor and CRO have entered into an
agreement concerning the management of the
Study, authorizing CRO to serve as Sponsor’s
designee for certain services including the
obligation to make payments to the Provider
and/or Principal Investigator on behalf of
Sponsor and to assume obligations as
applicable under this Agreement;

CRO organizuje a zajiStuje spravu
Studie posuzujici Zadavateliv  piipravek
B (. Hodnoceny lécivy piipravek®)
a Zadavatel a CRO uzavfteli smlouvu tykajici se
fizeni Studie, ktera opraviiuje CRO jednat jako
povéfeny zdstupce Zadavatele pro ucely
urcitych sluzeb, coz zahrnuje zavazek vyplacet
jménem Zadavatele platby Poskytovatela
pfejimat zavazky v souladu s touto Smlouvou.

WHEREAS, For purposes of this
Agreement and the inclusion of CRO in the
recitals above notwithstanding “party” means
each of Sponsor, Principal Investigator, and
Provider, and “parties” means collectively,
Sponsor, Principal Investigator, and Provider.
The parties and CRO agree that CRO shall be
a party to this Agreement for the sole and
limited purpose of making such payments on
behalf of Sponsor, and that CRO shall have
no other rights or obligations under this
Agreement.

Pro ucely této Smlouvy a bez ohledu na
zahrnuti CRO do vySe uvedenych ustanoveni
bude pojem ,smluvni strana®“ oznaCovat
jednotlivé Zadavatele, Hlavniho zkousSejiciho a
Poskytovatele a pojem ,,smluvni strany* bude
oznaCovat spolecné Zadavatele, Hlavniho
zkousSejiciho a Poskytovatele. Smluvni strany a
CRO souhlasi s tim, Ze CRO bude stranou této
smlouvy pro jediny a omezeny ucel provadéni
plateb jménem Zadavatele a Zze CRO nebude
mit podle této Smlouvy z4adnd jind prava nebo
zavazky.

NOW THEREFORE, in consideration

Po zvazeni vzdjemnych pfislibi a
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of the promises and mutual covenants herein
contained, the parties agree to the following:

zavazkl uvedenych v této Smlouvé se smluvni
strany dohodly na uzavieni Smlouvy v tomto
znéni:

Article 1. Conduct of the Study

Clének 1. Provadéni Studie

Principal Investigator is responsible for the
conduct the Study at Provider in accordance
with the protocol, “ || | j ] > and any
subsequent amendments thereto (hereinafter
referred to as ‘“Protocol” or “Study). The
scope and nature of the Study to be performed
will be in accordance with the Protocol. A
copy of the Protocol will be provided to the
Provider and the Principal Investigator under
separate cover. The Protocol fully details the
clinical research activities and responsibilities
to be undertaken, pursued, and followed with
all due diligence by the Site. It is understood
and agreed that performance under this
Agreement is expressly conditioned upon the
approval of the Study the Regulatory
Authority and Ethics Committee for
Multicentrics Trials (“ECMT”) and Local
Ethics Committees (“LEC), jointly Ethics
Committees (“EC”). The Protocol will be
considered final after it is signed by the
Sponsor and Principal Investigator and
approved by the EC. Thereafter, the Protocol
may be amended only by prior written
consent of Sponsor and subsequent approval
by the Regulatory Authority and EC. A copy
of the Protocol and any amendments will be
maintained in the Provider's Study files. In the
event of a conflict between the terms of the
Protocol and the terms of this Agreement, the
terms of the Protocol shall prevail regarding
all clinical matters, and the terms of this
Agreement shall prevail regarding all other
matters.

Sponsor/CRO herby confirms that no other
agreement for this Study will be concluded
with the Principal Investigator or any other
employee of Provider in connection with this
Study.

Hlavni zkouSejici zodpovidd za provadéni
Studie ve Poskytovatel v souladu s protokolem
s nazvem | 2 jakymikoli jeho
pozdéjsimi dodatky (déle jen ,,Protokol“ nebo
»otudie®). Rozsah a charakter provadéné
Studie bude odpovidat tomuto Protokolu.
Stejnopis Protokolu bude pfeddan Poskytovatele
a Hlavnimu zkouSejicimu jako samostatny
dokument.  Protokol uvddi do vSech
podrobnosti klinické vyzkumné cinnosti a
povinnosti, které na sebe Misto provadéni
klinického hodnoceni bere a které bude
s vynaloZzenim  veSkerého sili plnit a
dodrZovat. Strany berou na védomi a souhlasi
stim, Ze plnéni této Smlouvy je vyslovné
podminéno schvélenim Studie pfisluSnym
Kontrolnim tdfadem a rovnéz Etickou komisi
pro multicentrickd klinickd hodnoceni (déle jen
»,MEK*) a mistni etickou komisi (déle jen
,LEK®), spole€né¢ oznaCovanymi pojmem
Etické komise (,,EK*). Protokol bude poklddan
za findlni po podepsini Zadavatelem a
Hlavnim zkouSejicim a po schvaleni EK. Poté
muZze byt Protokol zménén jen na zdkladé
pfedchoziho pisemného souhlasu Zadavatele a
nasledného schvéleni Kontrolnim ufadem a
EK. Stejnopisy Protokolu a veskerych dodatkt
budou wulozeny ve slozkdch Studie u

Poskytovatele. V  ptfipadé rozporu mezi
ustanovenimi Protokolu a ustanovenimi této
Smlouvy budou rozhodujici ustanoveni

Protokolu ve vSech klinickych zdleZitostech a
ustanoveni této Smlouvy budou rozhodujici ve
vSech ostatnich zéleZitostech.

Zadavatel/CRO timto potvrzuji, zZe v
souvislosti s touto Studii neuzaviou se
ZkouSejicim ani  jinym zaméstnancem

Poskytovatele Zddnou jinou smlouvu na tuto
studii.

2. Research Work

2. Vyzkumna prace
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2.1 The Site represents and warrants that
it will conduct this Study in compliance with
the Protocol; any and all applicable regional,
national, international and local laws
regulations and  guidelines, including
applicable law against to corruption and
antibribery. all applicable privacy and data
protection laws and regulations, in particular
the Act of the European Parliment and
Council and General Data Protection
Regulations (,,GDPR*); the EU directive
2001/20/EC of April 4, 2001 relating to the
implementation of good clinical practice in
the conduct of clinical trials on medicinal
products for human use; and Czech laws, in
particular Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals) and
Decree No. 226/2008 Coll., on good clinical
practice and detailed conditions of clinical
trials on medicinal products, as amended, Act
No. 372/2011 Coll., on Medical Services and
terms and conditions of performance of such
services (,,Act on Medical Services®) or any
subsequent amendments or laws substantially
replacing any of the foregoing; good clinical
practices (as defined in E6: Good Clinical
Practice: Consolidated Guidelines, adopted by
the International Conference on
Harmonisation (“ICH-GCP?)); all
requirements of the host Provider or facility;
and any other relevant professional standards
(collectively, “Applicable Law”).

2.1 Misto provadéni klinického hodnoceni
prohlaSuje a zarucuje, Ze bude provadét tuto
Studii v souladu s Protokolem a veSkerymi
regiondlnimi, stitnimi, mezindrodnimi a
mistnimi zdkony, predpisy a smérnicemi,
véetng piislusnych zdkonnych ptedpisi proti
korupci a uplatkdrstvi vSechny pfislu$né
zdkony a predpisy na ochranu soukromi a
osobnich tudaji, zejména zdkon Nafizenim
Evropského parlamentu a Rady GDPR,
smérnice 2001/20/ES ze 4. dubna 2001 tykajici
se zavedeni sprdvné klinické praxe pii
provadéni klinickych hodnoceni humadannich
1é¢ivych piipravki a zakony Ceské republiky,
zejména Zikon <¢. 378/2007 Sb., zékon
o lécivech a o zméndch nékterych souvisejicich
zakonu (,,zakon o léCivech®) a Vyhlaska ¢.
226/2008 Sb., o spravné klinické praxi a
bliz§ich podminkdch klinického hodnoceni
1éCivych ptipravki, v platném znéni, zdkon
372/2011 Sb., o zdravotnich sluzbach a
podminkdch jejich  poskytovani (,,zdkon
o zdravotnich sluzbach*), nebo jakékoli jejich
zmeény a dopliky nebo zdkony, které jakékoli z
téchto  uvedenych pfedpisi  podstatnym
zptisobem nahrazuji, a ddle pak zdsady spravné
klinické praxe (definované ve smérnici E6:
Spravnd  klinickd praxe:  konsolidované
smérnice, piijaté Mezindrodni konferenci pro
harmonizaci [,,JICH-GCP*)), vSechny
pozadavky hostujictho Poskytovatele nebo
podniku a vSechny ostatni relevantni oborové
normy  (spolecné oznaCované  pojmem
,,Prislusné piredpisy*).

2.2 The Site will require Principal
Investigator and co-workers (as defined
below) to comply with the applicable terms
and conditions of this Agreement. The Site
shall ensure that it, its affiliates, and their
employees, agents, representatives,
independent contractors or third party entities
who perform work or research activities in
connection with the Study on behalf of the
Site (collectively, “Study Personnel”) shall
comply with the applicable terms and
conditions of this Agreement to the same

2.2 Misto provadéni klinického hodnoceni
bude vyZadovat, aby Hlavni zkouSejici a
spolupracujici  osoby  (definovani  niZe)
dodrzovali vSechna pfisluSnd ustanoveni a
podminky této Smlouvy. Misto provadéni
klinického hodnoceni zajisti, aby jeho
pracovnici, jeho pfidruZzené spole¢nosti a jejich
zaméstnanci, prostfednici, zastupci, nezdvisli
smluvni  dodavatelé nebo tieti strany
provadé€jici prace nebo vyzkumné cCinnosti
v souvislosti se Studii jménem Mista provadéni
klinického hodnoceni (oznaCovani spolené
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extent as Provider. Principal Investigator shall
be considered Study Personnel. Site shall be
liable for the acts and omissions of Study
Personnel.

pojmem ,Pracovnici studie”) dodrZovali
vSechna pfislusnad ustanoveni a podminky této
Smlouvy ve stejném rozsahu jako Poskytovatel.
Hlavni zkousSejici bude poklddan za Pracovnika
studie. Misto provadéni klinického hodnoceni
ponese odpovédnost za jedndni a opomenuti ze
strany Pracovniki studie.

2.3 Site agrees that Study Personnel will
not seek direct payment from Sponsor for
services performed on the Study except of
those Study Personnel for whose activities
Sponsor will conclude separate contracts. The
Site agrees that neither Sponsor nor Sponsor’s
designee is under an obligation to make
payments to Study Personnel under this
Agreement.

2.3 Misto provadéni klinického hodnoceni
souhlasi s tim, Ze Pracovnici studie nebudou
pozadovat od Zadavatele pfimou platbu za
sluzby poskytované v ramci Studie, s vyjimkou
téch Pracovniki studie, snimiZz Zadavatel
uzavie samostatné smlouvy ohledné jejich
¢innosti. Misto provadéni klinického hodnoceni
souhlasi stim, Ze ani Zadavatel, ani
Zadavatellv povéfeny zdstupce nemd za
povinnost poskytovat podle této Smlouvy
platby Pracovnikim studie.

24  The Principal Investigator also
represents and warrants that it has obtained
and will maintain the required research
informed consent/authorization form and/or
any other required forms for all subjects
enrolled in the Study (“Study Subjects”) as
required to fully comply with the applicable
privacy regulations including but not limited
to authorization from Study Subjects for the
collection, use, disclosure, transfer and
processing of their personal data for Study
purposes and as outlined in the informed
consent form. The informed
consent/authorization must be the most
current informed consent form approved by
Regulatory Authority and EC (and privacy
board, as applicable) and Sponsor and in
compliance with Applicable Law.

Estimated number of enrolled subjects — [}

2.4  Hlavni zkouSejici také prohlasuje a
zarucuje, Ze ziskal a bude udrzovat v platnosti
pozadované formulare informovaného
souhlasu/svoleni k vyzkumu a/nebo jakékoli
dalsi pozadované formuldfe pro vSechny
subjekty hodnoceni zatfazené do Studie (ddle
jen ,,Subjekty studie) tak, jak je to zapotiebi
k dosaZzeni tplného souladu s pfisluSnymi
predpisy o ochrané osobnich udaji, jako je
napiiklad  svoleni Subjektd studie ke
shromazd’ovani, pouzivéni, predavand,
pfevadeéni a zpracovani jejich osobnich ddaja
pro ucely Studie, a jak je uvedeno ve formulafi
informovaného souhlasu. Tento informovany
souhlas/svoleni musi byt nejaktudlné;si
formuldf informovaného souhlasu, ktery je
v souladu s PfisluSnymi pfedpisy a byl
schvdlen Kontrolnim dfadem, EK (a vyborem
pro ochranu osobnich tudaji, pokud je to
relevantni) a Zadavatelem.

Predpoklddany pocet zatazenych subjekti —

The Sponsor shall be the data controller for
such personal data except that, if CRO deals
with any personal data under this Agreement
in the manner of a data controller, CRO shall

Spravcem  téchto osobnich tdaji  bude
Zadavatel; bude-li vSak s osobnimi udaji podle
této Smlouvy naklddat jako spravce tdaji
CRO, bude vrozsahu, vjakém snimi bude
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be the data controller of such personal data to
the extent of such dealings. Sponzor and CRO
undertake to handle parsonal data in
accordance with the GDPR.

nakléddat, spradvcem udaja CRO.
Zadavatel i CRO se =zavazuji, Ze budou
s osobnimi tdaji zachédzet v souladu s GDPR.

CRO may process "personal data", as defined
in the applicable data protection legislation
enacted under the same or equivalent/similar
national legislation (collectively "Data
Protection Legislation"), of the Investigator
and Study Staff for study-related purposes
and all such processing will be carried out in

CRO je oprdavnéna zpracovavat ,,0sobni udaje*
Zkousejiciho a Pracovnikil studie tak, jak jsou
definovany pfisluSnymi pravnimi predpisy na
ochranu osobnich ddaji vydanymi na zdkladé
shodné ¢i  ekvivalentni/obdobné nérodni
legislativy (spolecné déle jen ,Predpisy na
ochranu osobnich tdaji*), pro tcely souvisejici

accordance with the Data Protection | se Studii, pfi¢emz veSkerd takova zpracovani

Legislation. budou provddéna v souladu s Predpisy na
ochranu osobnich ddaju.

2.5 The  Principal  Investigator  is | 2.5 Hlavni zkousSejici je odpovédny za

responsible for the conduct of the Study at the
Provider. In the event Principal Investigator
becomes either unwilling or unable to
participate in the Study, Provider will
cooperate, in good faith and expeditiously, to
find a replacement investigator acceptable to
the Sponsor; Principal Investigator shall
continue to comply with obligations and
conditions stipulated in Articles 4 (Rights to
Data) and 8 (Intellectual Property) and
Section 10.2 as applicable to the Principal
Investigator. In the event an acceptable
substitute is not found, this Agreement may
be terminated by the Sponsor in accordance
with Article 10 (Term and Termination).
Provider’s cooperation in finding an
acceptable replacement does not negate its
obligation to perform under this Agreement
up to the effective date of termination.

provadéni Studie u Poskytovatele. V ptipadé,
ze Hlavni zkousSejici jiz nebude ochoten nebo
schopen podilet se na Studii, bude Poskytovatel
v dobré vife a bez odkladii spolupracovat na
hledani ndhradniho zkousejiciho, pfijatelného
pro Zadavatele; Hlavni zkouSejici bude i nadale
dodrZzovat zavazky a podminky stanovené
v Clanku 4 (Priva kddajoim) a 8 (DuSevni
vlastnictvi) a v Césti 10.2, podle toho, jak se na
néj tato ustanoveni vztahuji. Pokud nebude
nalezena pfijatelnd ndhrada, Zadavatel miiZe
tuto Smlouvu ukon¢it podle ustanoveni Clanku
10 (Doba platnosti a ukonceni). Povinnost
Poskytovatele spolupracovat pii nalezeni
pfijatelné ndhrady je nezbavuje povinnosti plnit
tuto Smlouvu az do data ucinnosti jejiho
ukonceni.

2.6 The Sponsor will obtain the written
authorization of the Regulatory Authority
(defined in Article 3.4) prior to the
commencement of the Study.

2.6 Pfed zahdjenim Studie ziskd Zadavatel od
Kontrolniho dfadu (definovaného v Clanku 3.4)
pisemné schvaleni.

Sponsor/CRO will obtain the written approval
of the EC prior to commencement of the
Study and will furnish Provider and Principal

Zadavatel/CRO ziskd pfed zahdjenim Studie
pisemné schvédleni od EK a pteda toto pisemné
schvdleni EK Poskytovateli a Hlavnimu

Investigator with the EC’s letter of approval. | zkouSejicimu.

2.7  The Provider and Principal | 2.7 Poskyytovatel a pfipadné Hlavni
Investigator, as applicable, will: (a) account | zkouSejici budou: (a) vykazovat zdsoby a
for all clinical supplies furnished by Sponsor; | spotiebu ~ vSech  klinickych  spotiebnich

(b) keep a written inventory of any equipment

materidll dodanych Zadavatelem, (b) vést
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supplied by Sponsor according to guidelines
provided by the Sponsor; (c) comply with all
Applicable Laws governing the disposition or
destruction of the clinical supplies and/or
return all unused clinical or other supplies
provided by Sponsor or its designee at the
conclusion of the Study, as directed by
Sponsor; (d) report to Sponsor all information
and data obtained as a requirement of the
Protocol; (e) submit to Sponsor or its designee
completed electronic case report forms (“e-
CRF”) resulting from the Study; (f) retain all
necessary records and documents about the
Study as required by regulatory requirements,
this Agreement, and/or the applicable
Protocol; and (g) use the clinical supplies,
Study Drug and any comparator products
provided in connection with the Study in
accordance with the Protocol, any Applicable
Laws, and written instructions provided to
Site, solely for the purpose of properly
completing the Study and shall maintain all
clinical supplies as specified by Sponsor and
according to applicable laws and regulations,
including storage in a locked, secured area at
all times. All unused Study Drug or other
study drug or placebos, shall be destroyed or
delivered to Sponsor or its designee upon
Sponsor’s request and at Sponsor’s reasonable
expense.

pisemné soupisy veSkerého zafizeni dodaného
Zadavatelem podle Zadavatelovych pokynd, (c)
dodrzovat  vSechny  Piislusné  ptedpisy
upravujici likvidaci nebo zniceni klinickych
nebo jinych spotfebnich materidli dodanych
Zadavatelem nebo jeho povéfenym zdstupcem
pti ukonceni Studie podle pokyni Zadavatele,
(d) pfeddvat Zadavateli vSechny informace a
tdaje podle pozadavka Protokolu, (e) preddvat
Zadavateli nebo jeho povérenému zdstupci
vyplnéné elektronické zdznamy subjektd
hodnoceni (,,e-CRF*), které jsou vysledkem
Studie, (f) uchovavat vSechny potiebné
zaznamy a dokumenty o Studii podle
pozadavkl pravnich predpist, této Smlouvy
a/nebo pftislusného Protokolu a (g) pouZivat

klinické spotfebni materidly, hodnoceny
pfipravek a veSkeré srovndvaci piipravky
dodané v souvislosti se Studii v souladu

s Protokolem, vSemi PfisluSnymi ptedpisy a
pisemnymi pokyny, které Misto provadéni
klinického hodnoceni obdrzelo, a to vyhradné
pro ucely faddného provadéni Studie, a
uchovavat vSechny klinické spotiebni materidly
podle pokynii Zadavatele a v souladu
s piisluSnymi zakony a piedpisy, vCetné toho,
Ze tyto materidly budou vzZdy uloZeny
vuzamceném a zabezpeceném  prostoru.
Veskery nespotiebovany Hodnoceny piipravek
nebo jiny hodnoceny pfipravek ¢i placebo
budou zni¢eny nebo doruceny Zadavateli nebo
jeho poveéfenému zastupci na zadost Zadavatele
a v pfiméfené mife na Zadavatelovy ndklady.

2.8 Regarding Electronic Data Capture
(“EDC”), the Principal Investigator shall: (a)
enter all data related to the Study onto the
appropriate e-CRF pages using the EDC
system within forty-eight (48) hours of a
Study Subject’s last completed Study visit;
(b) promptly assist the Sponsor or its designee
from time-to-time to obtain data collected on
a worksheet/questionnaire (e.g., MPN-SAF,
local laboratory data) or other medium prior
to entry onto the e-CRF page(s) in the EDC
system or transmission to a vendor, as
appropriate; (c) review all e-CRF pages for

2.8 Co se tyCe elektronického zdznamu dat
(déle jen ,,EDC*), Hlavni zkousSejici bude: (a)
zadavat vSechny udaje souvisejici se Studii na
pifslusné stranky e-CRF s pouZitim systému
EDC do ctyficeti osmi (48) hodin od posledni
dokoncené navstévy Subjektu studie ve Studii,
(b) neprodlené Cas od Casu pomahat Zadavateli
nebo jeho povétenému zdstupci ziskdvat tdaje
zaznamenané na pracovnich listech / v
dotaznicich (napt. MPN-SAF, tdaje z mistni
laboratofe) nebo na jinych médiich pted jejich
zaddnim na strdnky e-CRF v systému EDC
nebo pred jejich pfenosem dodavateli, podle
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accuracy and completeness; (d) comply with
the use of technology/equipment as requested
by Sponsor or its designee intended to
facilitate the collection of data and conduct of
the Study (e.g., Interactive Voice Response
System (IVRS), handheld electronic diary
issued to Study Subjects for the collection of
information pertaining to the symptom(s)
attributed to their disease), and (e) maintain
and store medical records and Data (as
defined below) in a secure manner with
physical and electronic access restrictions, as
applicable and environmental controls
appropriate to the applicable data type and in
accordance with Applicable Laws and
industry standards.

toho, co bude relevantni, (c) kontrolovat, zda
jsou vSechny strdnky e-CRF pfesné a
kompletni, (d) pouZivat technologii/zatfizeni
podle pozadavki Zadavatele nebo jeho
povéfeného zastupce s cilem usnadnit ziskavani
udajii a provadéni Studie (napf. Interaktivni
systém hlasové komunikace [[VRS], pfenosné
elektronické deniky vyddvané Subjektim
studie pro shromazd’ovani informaci o jejich
piiznacich souvisejicich s onemocnénim) a (e)
udrZzovat a uchovdvat lékaiské zaznamy a
Udaje  (definované niZe) zabezpedenym
zpusobem, s piislusnym fyzickym a
elektronickym zamezenim neopravnénému
pfistupu a s pouzitim prostfedkll kontrolujicich
okolni prostfedi vhodnych pro dany typ udaji
ve shodé€ s PrisluSnymi pfedpisy a oborovymi
normami.

2.9  Prior to the commencement of a
Study, the Principal Investigator shall review
the Protocol and investigator’s brochure, and
Principal Investigator shall notify Sponsor or
its designee if Provider or the Principal
Investigator cannot comply with any of the
terms contained therein. If, in the course of
performing the Study, generally accepted
standards of clinical research and medical
practice relating to the benefit, well-being and
safety of the Study Subjects require a
deviation from the Protocol, such standards
will be followed. In such case, the party
aware of the need for a deviation shall
immediately notify Sponsor of the facts
supporting such deviation as soon as the facts
are known to said party. Said notification
shall be followed by written confirmation of
same. Notwithstanding the foregoing, if,
during the performance of the Study, an
emergency deviation from the Protocol is
necessary to eliminate an immediate hazard to
a Study Subject as provided under ICH-GCP
4.5, the Principal Investigator  will
immediately notify Sponsor or its designee of
the necessary deviation, and such deviation
will not constitute a failure to comply with the
Protocol.

29 Pred zahdjenim  Studie  Hlavni
zkouSejici posoudi Protokol a pfirucku
zkouSejictho a bude informovat Zadavatele
nebo jeho povéfeného zastupce, pokud
Poskytovatel nebo Hlavni zkouSejici nebudou
moci dodrzet kterékoli ustanoveni obsazené
v téchto dokumentech. Pokud budou obecné
pfijimané zdsady klinického vyzkumu a
lékatské praxe tykajici se prospéchu pro
Subjekty Studie, jejich celkového zdravi a
bezpecnosti vyZadovat v dobé provadéni Studie
odchylku od Protokolu, budou dodrzovany
zminéné zdsady. V takovém piipadé strana,
ktera zjisti, Ze je nutno se odchylit od
Protokolu, okamzit¢ uvédomi Zadavatele
o skutecnostech poukazujicich na nutnost této
odchylky, jakmile se o takovych skute¢nostech
dozvi. Po takovém ozndmeni musi ndsledovat
pisemné potvrzeni. Bez ohledu na vySe
uvedené, pokud bude béhem provadeéni Studie
nezbytnd odchylka od Protokolu za nouzovych
okolnosti, kdy bude nutno podle ustanoveni
ICH-GCP 4.5 eliminovat bezprostfedni
nebezpe¢i hrozici Subjektu studie, Hlavni
zkousejici okamzité vyrozumi Zadavatele nebo
jeho poveéteného zastupce o této nezbytné
odchylce a takovdto odchylka nebude
predstavovat poruSeni Protokolu.
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Sponsor will promptly report to the Principal
Investigator, Regulatory Authority/LEC, any
finding that could affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the
conduct of the Study, or alter the Regulatory
Authority/LEC approval to continue the
Study.

Zadavatel okamzit€ vyrozumi Hlavniho
zkousejiciho a Kontroln{ tfad/LEK o jakémkoli
zjisténi, které mulzZze ovlivnit bezpecnost
Subjekti studie ¢i jejich ochotu pokracovat
v Gdcasti ve Studii, ovlivnit provadéni Studie ¢i
zmenit vydané souhlasné stanovisko
Kontrolntho dfadu/LEK  vztahujici se k
pokracovani ve Studii.

2.10 In the event of an adverse event
whether serious or not, as defined in the
Protocol and Applicable Laws, the Site shall
promptly and fully comply with all the
notification procedures, time frames and
requirements stated in the Protocol in
accordance with Applicable Laws. The Site
shall cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site
shall comply with its  Regulatory
Authority/EC reporting obligations. More
specifically the Principal Investigator shall
report adverse events and serious adverse
events as directed in the Protocol and by
applicable laws and regulations. The
Investigator shall cooperate with Sponsor in
its efforts to follow-up on any adverse events.
The Site shall comply with its LEC reporting
obligations.

2.10 'V piipad¢ vyskytu nezadouci piihody,
at jiz zdvazné ¢i nikoli, podle definice
v Protokolu a PfisluSnych pfedpisech, bude
Misto  provadéni  klinického  hodnoceni
neprodlené¢ a v Uplnosti dodrZovat vSechny
postupy o oznamovdni, casové lhity a
pozadavky uvedené v Protokolu v souladu
s PrisluSnymi  pfedpisy. Misto provadéni
klinického hodnoceni bude spolupracovat se
Zadavatelem pii naslednych cinnostech ve
vztahu k jakékoli neZzadouci piithodé. Misto
provadéni klinického hodnoceni bude jednat

v souladu s oznamovacimi povinnostmi
vyZadovanymi piisluSnym Kontrolnim
uradem/EK.  Konkrétné¢ feCeno, Hlavni

zkousSejici bude oznamovat nezadouci pithody
a zdvazné nezddouci pithody v souladu
s pozadavky Protokolu a pfisluSnymi zdkony a
predpisy. ZkouSejici bude spolupracovat se
Zadavatelem pifi naslednych cinnostech ve
vztahu k jakékoli neZadouci piithodé. Misto
provadéni klinického hodnoceni bude jednat
v souladu s oznamovacimi povinnostmi
vyzadovanymi jeho LEK.

2.11 The Site will use biological samples
collected during the Study pursuant to the

2.11 Misto provadéni klinického hodnoceni
bude pouZzivat biologické vzorky odebirané

Protocol and in compliance with Applicable | béhem Studie v souladu s Protokolem a

Laws. The Site shall not use biological | PiisluSnymi  pfedpisy. @ Misto  provadéni

samples for use in research not described in | klinického  hodnoceni  nesmi  pouZivat

the Protocol and in the informed | biologické vzorky pro vyzkum, ktery neni

consent/authorization. popsan v Protokolu a  informovaném
souhlasu/svoleni.

Article 3. Reports, Monitoring and | Clanek 3. Zpravy, sledovani prubéhu

Regulatory Inspections Studie a inspekce provadéné kontrolnimi
urady

3.1 The Principal Investigator shall | 3.1 Hlavni zkousSejici bude Zadavateli nebo

provide Sponsor or its designee with such

jeho povéfenému zdastupci predklddat béhem
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periodic written reports during the course of
the Study as are (a) requested by Sponsor or
its designee, and (b) required by the Protocol,
as well as a final written report of the Study at
the conclusion of the Study.

Studie periodické pisemné zpravy (a) na Zadost
Zadavatele nebo jeho povéteného zdstupce a
(b) podle pozadavkl Protokolu a ptedlozi také
zavérecnou pisemnou zprdavu o Studii pfi jejim
dokonceni.

3.2 At mutually agreed upon times,
Sponsor and its designees shall have the right
to inspect, audit and monitor the Site’s
facilities and records, including, but not
limited to, records referenced under this
Agreement and medical records (including
paper and/or electronic medical records). Site
and its Study Personnel shall make itself
available and shall reasonably cooperate with
Sponsor and its designees with respect to such
inspection, audit and monitoring visits.

3.2  Zadavatel a jeho povéfeni zdstupci
budou mit prdvo v dob& urcené vzijemnou
dohodou provadét inspekce, kontrolu a
sledovani prostor a zdznamii Mista provadéni
klinického hodnoceni, coZ mimo jiné zahrnuje
zaznamy, na néZ odkazuje tato Smlouva, a
lékatské zaznamy (vCetné papirovych a/nebo
elektronickych 1ékafskych zdznamtl). Misto
provadéni klinického hodnoceni a jeho
Pracovnici studie budou k dispozici Zadavateli
a jeho povéfenym zdstupcim a budou s nimi
pii téchto ndvStévach za ucelem inspekce,
kontroly a sledovani pfiméfené spolupracovat.

33 The Site shall notify Sponsor
immediately by telephone, e-mail or facsimile
if a governmental or regulatory authority with
competent jurisdiction (“Regulatory
Authority”), including but not limited to the
State Institute for Drug Control, and the FDA,
requests permission to or does inspect the
Provider’s facilities or research records
relating to the Study under this Agreement.
Site shall keep Sponsor fully and timely
informed of the nature, on-going status and
outcome of any such inspections. Site and its
Study Personnel shall make itself available
and shall reasonably cooperate with
Regulatory Authority and if applicable,
Sponsor and its designees, with respect to
such inspection, audit and monitoring visits.
If legally permitted, appropriate and
practicable, Provider will permit Sponsor to
be present and will provide in writing to
Sponsor  copies  of all materials,
correspondence, statements, forms and
records which the Provider receives, obtains,
or generates pursuant to any such inspection.

3.3 Misto provadéni klinického hodnoceni
okamzité vyrozumi Zadavatele telefonicky, e-
mailem nebo faxem, pokud stitni nebo
kontrolni ufad s pfisluSnou jurisdikci (dale jen
,,Kontrolni drad), napiiklad Statni dstav pro
kontrolu 1éCiv nebo americky ufad FDA,
pozadd o svoleni k inspekci nebo provede
inspekci prostor Poskytovatele nebo jeho
zdznamu o vyzkumu tykajicich se Studie
provddéné podle této Smlouvy. Misto
provddéni  klinického  hodnoceni  bude
Zadavatele tadné a vCas informovat
o charakteru, prubézném stavu a vysledku
vSech takovych inspekci. Misto provadéni
klinického hodnoceni a jeho Pracovnici studie
budou k dispozici Kontrolnimu tfadu a, pokud
je to relevantni, také Zadavateli a jeho
povéfenym zdstupcim a budou snimi pfi
téchto navstévach za ucelem inspekce, kontroly
a sledovéni pifiméfene spolupracovat. Pokud to
zdkony dovoluji a bude-li to vhodné a
praktické, Poskytovatel umozni pfitomnost
Zadavatele pfi téchto navstévach a preda
Zadavateli pisemné kopie vSech materidll,
korespondence, prohldseni, formuldifi a
zdznam, které Poskytovatel obdrzi, zisk4 nebo
vytvoii v souvislosti s veSkerymi takovymi
inspekcemi.
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Article 4. Rights to Study Treatment
Drug, Sponsor Information, and Study
Data

Clanek 4. Prava k hodnocenému
1é¢ivému pripravku, Zadavatelovym
informacim a idajim ze Studie

4.1 Study Treatment Drug shall be, is and
will remain, at all times, the exclusive
property of Sponsor. Sponsor will provide to
hospital pharmacy of Provider with the
required quantities of Study Treatment Drug
for the sole purpose of conducting the Study.
The Study Treatment Drug will be delivered
to the hospital pharmacy, always in properly
packaged containers intended for the Study
Treatment Drug and marked in accordance
with the provisions of paragraph 19 (1) (e) of
Degree No. 226/2008 Coll., on Good Clinical
Practice.

Deliveries will take place on Mon — Fri from
7:00 to 14:00.

4.1 Hodnoceny ptipravek bude, je a vzdy
zUstane vyhradnim vlastnictvim Zadavatele.
Zadavatel poskytne do nemocni¢ni 1ékdrny
Poskytovatele pottebné mnoZstvi Hodnoceného
lécivého  piipravku  vyluéné pro tcely
provadéni Studie.

Hodnoceny 1écivy piipravek bude doddvéin do
nemocni¢ni 1ékdrny, vZzdy v fddné zabalenych
obalech uréenych pro hodnoceny 1éCivy
pfipravek a oznaceny v souladu s ustanovenim
paragrafu 19 odst 1 pism e) vyhlasky
¢.226/2008 Sb., o spravné klinické praxi.

Dodavky se budou uskutecnovat v Po-Pa od
7.00 h do 14.00 h.

4.2 All results, documents, data, know-
how and formulas provided to the Provider
and/or Principal Investigator for purposes of a
Study under the terms of this Agreement
(“Study Information”) shall be, are and will

4.2  VsSechny vysledky, dokumenty, udaje,
know-how a formule poskytnuté
Poskytovatelem a/nebo Hlavnimu zkousSejicimu
pro ucely provadéni Studie podle ustanoveni
této Smlouvy (déle jen ,,Informace ke studii‘)

remain Sponsor's property. budou, jsou a zOstanou vlastnictvim
Zadavatele.
4.3.  All results, documents, data, know- | 4.3.  VSechny vysledky, dokumenty, udaje,

how and formulas resulting from a Study,
including, without limitation, reports (e.g., e-
CRFs, any data summaries, any interim
reports and the final report) (“Data’) shall be,
are and will remain Sponsor's property, and
Sponsor will have the right to use the Data,
including results of the Study, in any manner
deemed appropriate to Sponsor's business
interests. Original medical records and source
documents of Study Subjects are the property
of the Provider. The Provider will have the
non-exclusive right to use Data from the Site
for its internal, non-commercial purposes for
research and patient care.

Provider shall make free archiving for 5 years

know-how a formule, které jsou vysledkem
Studie, vcetn€é, mimo jiné, zprdv (napf.
formuldit e-CRF, jakychkoli souhrnli ddaji,
veSkerych piedbéZnych zprav a zavérecné
zpravy) (dédle jen ,,deaje“), budou, jsou a
zlstanou vlastnictvim Zadavatele a Zadavatel
bude mit priavo pouzivat Udaje, véetnd
vysledkli Studie, jakymkoli zplsobem, ktery
bude poklddat za vhodny z hlediska svych
obchodnich zdjmi. Plvodni 1ékafské zdznamy
a zdrojova dokumentace Subjektli studie jsou
vlastnictvim Poskytovatele. Poskytovatel bude
mit nevyluéné pravo pouzivat Udaje z Mista
provadéni klinického hodnoceni ke svym
vnitinim, nekomerénim dceltim, pro vyzkum a
péci o pacienty.

Poskytovatel provede bezplatnou archivaci 5
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in accordance with Act No.: 378/2007 Coll.
and for the next 10 years it will make a
charged archive ||} Bl per year. The
invoice will be issued after the Agreement has
been signed.

Sponsor shall notify Provider in advance of 6
months before the end of charged archiving
Services that it will insist on further archiving
then it will cover the related costs.

I the case, that the SPONSOR does not inform
within the aforementioned time limit, how to
deal with all documentation for the Study
(,,Documents*) or to pay a further amount for
archiving, the Provider is deemed to be
entitled to liquidate the documents.

let v souladu se zdkonem ¢. 378/2007 Sb. a na
dalsich 10 let provede zpoplatnénou archivaci —

I ok Na zpoplatnénou archivaci

bude vystavena faktura po podpisu smlouvy.

Zadavatel v pfedstihu 6 mésici od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze
trvd na dal$i archivaci a uhradi nédklady s tim
spojené.

V ptipadé, Ze ZADAVATEL ve shora uvedené
lhaté nesdéli, jak ma byt naloZeno s veskerou
dokumentaci ke klinickému hodnoceni (dale
jen “dokumenty”) ani nezaplati dalsi ¢astku na
archivaci, md se za to, Ze je Poskytovatel
opravnén k likvidaci dokumentt.

Article 5. Consideration and Expenses

Clanek 5. Odmeéna a naklady

5.1 In full consideration for the conduct of
a Study by the Provider, Principal Investigator
and for all resources, including Study
Personnel, provided by the Provider for the
Study, Sponsor through CRO agrees to pay
the Provider (,,Payee®) in accordance with the
budget and schedule of payments the
expenses and fees set forth therein for work
rendered in performing this Agreement and
completing the Study in accordance with the
Protocol, attached hereto as Schedule A and
incorporated herein by reference (“Schedule
A”). The designated Payee shall be
designated under Schedule A. Payment of
these expenses and funds will be made
according to the schedule of payments
indicated in Schedule A and are dependent on
data and information being provided or
entered into the EDC system in accordance
with Section 2.7. Schedule A will outline
payment for research activities conducted
under the Protocol, which will be made
according to the payment schedule set forth
therein. Provider agrees to submit detailed
invoices/financial documentation in the
format requested by CRO.

5.1 Jako celkovou odménu za provadéni
Studie Poskytovatelem a Hlavnim zkouSejicim
a za vSechny materiélni a lidské zdroje, véetné
Pracovnikt studie, které Poskytovatel pro tuto
Studii poskytne, se Zadavatel zavazuje vyplacet
prostiednictvim CRO Poskytovateli (dale jen
Piijemce) v souladu srozpoctem a rozpisem
plateb ¢4stky na thradu nédkladi a poplatkd
stanovenych v rozpoCtu a rozpisu plateb za
praci vynaloZenou na plnéni této Smlouvy a
provadéni Studie v souladu s Protokolem; tento
rozpocet a rozpis plateb je pfilozen k této
Smlouvé jako Pifloha A a formou odkazu se
stava jeji soucasti (ddle jen ,Piiloha A®).
UrCeny Prijemce je stanoven v Priloze A.
Uhrady téchto ndkladd a poplatki budou
vyplaceny podle rozpisu plateb v Piiloze A a
budou zdviset na udajich a informacich
poskytovanych nebo zadavanych do systému
EDC v souladu s Césti 2.7. Piiloha A uvadi
platby za vyzkumné Cinnosti provadéné podle
Protokolu, které budou vypliceny podle
rozpisu plateb stanoveného v této piiloze.
Poskytovatel se zavazuje zasilat podrobné
faktury / finan¢ni dokumentaci ve formdtu
pozadovaném CRO.
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Estimated value of performance — 339 670,80
CZK

Predpokladané hodnota plnéni — 339 670,80 K&

5.2 Except as set forth in Schedule A,
payments will be made subject to a 10%
withholding (as detailed in Schedule A, only
for those Study Subjects who meet all of the
applicable admission, inclusion and exclusion
criteria of the Protocol with the last payment
being made after the Site completes all its
obligations hereunder, and CRO has received
all properly completed e-CRFs and, if CRO
requests, all other Confidential Information
(as defined below).

5.2 S vyjimkou toho, co uvadi Piiloha A,
bude z plateb odecteno 10 % (jak je podrobné&ji
uvedeno v Pfiloze A) pouze pro Subjekty
studie splitujici vSechna piisluSnd kritéria pro
pfijeti a zafazeni a nespliujici Zaddnd vylucujici
kritéria podle Protokolu, stim, Ze posledni
platba bude vyplacena poté, co Misto
provadéni klinického hodnoceni splni vSechny
své zdvazky podle této Smlouvy a CRO obdrzi
vSechny tadné vyplnéné formuldie e-CRF, a
pokud oto CRO poziddd, vSechny dalsi
Duveérné informace (definované nize).

5.3 Monies paid to the Payee will be
deemed in full satisfaction of all work and

53  Castky vyplacené Pi{jemci budou
poklddany za uplnou uhradu za vSechnu praci a

research activities performed pursuant to this | vyzkumné c¢innosti provadéné podle této
Agreement. Smlouvy.
5.4  Total payments per Study Subject will | 5.4  Uhrnné platby za kazdy Subjekt studie
not exceed the Ilimit indicated in the | nepfeséhnou limit stanoveny v pfislu$né
applicable Schedule A. Ptiloze A.
5.5 Notwithstanding the foregoing, or | 5.5 Bez ohledu na vySe uvedené nebo na

anything contained in the Protocol, if Sponsor
terminates a Study prior to completion,
Sponsor agrees through CRO to pay the Payee
funding set forth in the Schedule A for work
properly performed prior to the effective
termination date. In addition, Sponsor,
through CRO, agrees to pay the Payee all
non-cancelable obligations as set forth under
Schedule A that the Site incurred in furthering
the Study prior to the effective date of
termination. In no event, however, will the
amount paid by Sponsor upon premature
termination exceed the total contract amount
set forth in Schedule A. Payment by Sponsor
through CRO will be made for the final
invoice from Provider to be submitted, within
forty-five (45) days of the effective
termination date, defined in Article 10, below.

cokoli, co je uvedeno v Protokolu, pokud

Zadavatel  ukon¢i  Studii  pfed  jejim
dokoncenim, zavazuje se vyplatit
prostiednictvim  CRO  Piijemci  Céstky
stanovené v Priloze A za praci fadné

vykonanou pfed datem ucinnosti ukonceni
Studie. Navic se Zadavatel zavazuje vyplatit
prosttednictvim CRO Pfijemci c¢astky za
vSechny  nezruSitelné  zdvazky uvedené
v Piiloze A, které Mistu provadéni klinického
hodnoceni vznikly pifed datem ucinnosti
ukonceni Studie pii jeho snaze napomdhat
provadéni Studie. V z4ddném piipad€ vSak
Castka vyplacena Zadavatelem pii predCasném

ol

ukonceni Studie nepievysi celkovou smluvni

Castku stanovenou v Piiloze A. Zadavatel
prostfednictvim CRO uskute¢ni platbu za
zavéreCnou fakturu, kterou ma vystavit

Poskytovatel, a to do Ctyficeti peti (45) dnti od
data ucinnosti ukonceni Studie definovaného
nize v Clanku 10.

5.6 In the event there is a refund due to
Sponsor, at the time of premature termination
by either party, the Payee agrees to remit the

5.6 Pokud mé& byt Zadavateli vracena
n¢jakd Castka v dobé predCasného ukonceni
Studie kteroukoli ze smluvnich stran, Piijemce
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same to Sponsor or its designee within forty-
five (45) days of the effective termination
date.

plateb se zavazuje vrétit tuto ¢astku Zadavateli
nebo jeho povéfenému zastupci do Ctyficeti péti
(45) dnii od data dc¢innosti ukonceni Studie.

5.7.  Upon completion or termination of
this Agreement, in no event shall Sponsor be
obligated to pay any invoices submitted after
the time period for submitting final invoices
set forth in Schedule A has expired.

5.7. Po skonceni platnosti nebo ukonceni
této Smlouvy jiz nebude Zadavatel v Zddném
piipadé¢ povinen proplacet jakékoli faktury
ptedlozené po uplynuti lhity pro predloZeni
zavérecnych faktur uvedené v Piiloze A.

5.8 In addition to the fees and expenses | 5.8 Navic k poplatkim a dhradé¢ nakladt
designated in Schedule A: podle Piilohy A:
(a) Sponsor, through CRO, will | (a) Zadavatel prostiednictvim CRO

provide or reimburse Provider for equipment,
supplies, instrumentation, staffing services,
compounds, drugs, devices, data processing
services, data analytics services, computer
hardware and software, laboratory testing
services, specimen management services, and
any other items or services which: (1) are
necessary and appropriate to conduct the
Study in accordance with the Protocol; (2) are
not to be used for any other purpose; and (3)
have been pre-approved for reimbursement by
Sponsor or its designee in writing. When
Provider has received prior written approval
to purchase an item or service, Provider
agrees to submit detailed invoices in a
mutually  agreed upon  format  for
reimbursement of any such expenses within
thirty (30) days of the procurement. At the
completion of the Study, Provider shall return
to Sponsor or Sponsor’s designee at
Sponsor’s discretion and at Sponsor’s cost all
unused items that Sponsor provided Provider
or for which Sponsor provided reimbursement
to Provider.

Poskytovateli poskytne nebo proplati ndklady
za vybaveni, spotfebni materidly, ndstroje,
persondlni sluzby, latky, 1éky, pfistroje, sluzby
zpracovani dat, sluzby analyzy dat, pocCitacovy
hardware a software, laboratorni testovaci
sluzby, sluzby spravy vzorka a jakékoli dalsi
polozky nebo sluzby, které: (1) jsou nezbytné a
vhodné k provadéni Studie podle Protokolu, (2)
se nesmi pouzivat pro Zadny jiny ucel a (3)
byly k proplaceni ndkladli piedem pisemné
schvédleny Zadavatelem nebo jeho povéfenym
zastupcem. KdyZz Poskytovatelobdrzi pfedem
pisemné schvéleni k zakoupeni nékteré polozky
nebo sluzby, zavazuje se, ze k dhradé
jakychkoli takovych ndkladl predloZi podrobné
faktury ve vzdjemné dohodnutém formétu do
tiiceti (30) dnt od jejich vzniku. Po dokonceni
Studie vrati PoskytovatelZadavateli nebo jeho
poveéfenému zastupci podle Zadavatelova
rozhodnuti a na jeho néklady veskeré nepouZzité
polozky, které Zadavatel Poskytovateliposkytl
nebo za které uhradil Poskytovateli ndklady.

(b) Sponsor, through CRO, will cover or
reimburse Principal Investigator and Study
Personnel for reasonable and necessary
expenses which have been pre-approved in
advance by Sponsor or its designee in writing
for travel, lodging, and meals incurred by
Principal Investigator and Study Personnel in
association with such individuals’ attendance
at investigator meetings regarding the Study.
Principal Investigator and/or Study Personnel
as applicable agrees to submit detailed

(b) Zadavatel prostiednictvim CRO pokryje
piimo nebo formou dhrady ndkladii pfimérené
a nezbytné vydaje Hlavniho zkouSejiciho a
Pracovnikl studie, které Zadavatel nebo jeho
povefeny zdastupce piedem pisemné schvalil;
jedna se o ndklady na cestovani, ubytovani a
stravovani, které vznikly Hlavnimu
zkousSejicimu a Pracovnikiim studie ve spojeni

sGCasti na setkdnich zkouSejicich lékatd
ohledn¢ Studie. Hlavni zkousSejici a/nebo

Pracovnici studie, podle okolnosti, se zavazuji,
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invoices in a mutually agreed upon format for
reimbursement of any such expenses within
thirty (30) days of the date of the meeting.

ze k dhradé¢ takovych ndkladl predlozi
podrobné faktury ve vzdjemné dohodnutém
formatu do tficeti (30) dnti od data takového
setkani.

5.9  The Site acknowledges that Sponsor is
subject to Applicable Laws related to the
collection and reporting of payments or
transfers of value to certain healthcare
providers and faculty hospitals and agrees that
Sponsor may receive and disclose for any
lawful purpose the terms of this Agreement,
including compensation and other transfers of
value. Sponsor reserves the right to disclose
certain  identifying  information  about
Principal Investigator and Provider in order to
comply with applicable reporting
requirements, and Site agrees to cooperate in
providing relevant information to allow
Sponsor to comply with its obligations. Site
will  maintain accurate and complete
documentary support for all fees and expenses
it incurs related to Sponsor or this Agreement.
Sponsor shall be entitled to review and audit
Provider’s books and records to determine
conformance with this Article 5 and its
subsections at any time upon reasonable
notice to Provider.

5.9  Misto provadéni klinického hodnoceni
bere na védomi, Zze Zadavatel musi dodrzovat
Ptislu§né predpisy souvisejici s vyplacenim a
oznamovanim  plateb nebo  pfevadénim
hodnotného plnéni ur€itym zdravotnikim a
fakultnim nemocnicim, a souhlasi s tim, Ze

Zadavatel muZze =z jakychkoli zdkonnych
divodii  pfijmout a pfedat informace

o ustanovenich této Smlouvy, véetné¢ odmén a
jingych  hodnotnych plnéni. Zadavatel si
vyhrazuje pravo preddvat urcité informace
o totoznosti ~ Hlavniho  zkouSejiciho a
Poskytovatele za tcelem splnéni piisluSnych

zakonem stanovenych oznamovacich
povinnosti a Misto provadéni klinického
hodnoceni se zavazuje spolupracovat pii

poskytovani relevantnich informaci, aby tak
Zadavatel mohl tyto své povinnosti splnit.
Misto provadéni klinického hodnoceni bude
vést pfesnou a uplnou dokumentaci jako
podklad pro vSechny poplatky a ndklady, které
mu vzniknou v souvislosti se Zadavatelem
nebo touto Smlouvou. Zadavatel bude kdykoli
na zdkladé ozndmeni Poskytovateli v pfiméfené
Ihite¢ opravnén kontrolovat a auditovat tcetni
knihy a zdznamy Poskytovatele, aby zjistil, zda
Poskytovatel dodrzuje ustanoveni tohoto
Clanku 5 a viech jeho &4sti.

5.10 Principal Investigator acknowledges
and agrees that Principal Investigator’s
judgment  with  respect to  Principal
Investigator’s advice to and care of each
Study Subject shall not be affected by the
compensation payable pursuant to this Article
5. Each of Provider and Principal Investigator
acknowledge and agree that the compensation
payable by Sponsor pursuant to this Article 5:
(a) is not being given in exchange for, as an
inducement to, or in any way in consideration
for any explicit or implicit agreement to
prescribe, purchase, use, or recommend for
use Sponsor’s products or to influence

5.10 Hlavni zkouSejici potvrzuje a zavazuje
se, Ze jeho usudek ohledn€ konzultaci a péce
o jednotlivé Subjekty studie nebude nijak
ovliviiovdn odménou, kterd mu bude vypldcena
podle tohoto Clanku 5. Poskytovatel a Hlavn{
zkousejici potvrzuji a souhlasi s tim, Ze odména
vypldcend Zadavatelem podle tohoto Clanku 5:
(a) se neposkytuje vyménou, jako pobidka nebo
v zadném ohledu jako platba za pifimé nebo
nepiimé ujednani ohledné predepisovani,
koup¢, pouzivani nebo doporuceni k pouzivani
zadavatelovych vyrobkil nebo s cilem ovlivnit
rozhodnuti o formulich, pfedepisovani nebo
vydavani 1ékli, (b) nebyla stanovena
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formulary, prescribing or  dispensing
decisions; (b) has not been determined in a
manner that takes into account the volume or
value of any referrals generated by Provider
and/or the Principal Investigator; and (c)
constitutes a fair market value for services
performed wunder this Agreement. The
Sponsor is not making, nor will the Provider,
the Principal Investigator nor any of their
representatives make or receive, any payment,
directly or indirectly through another person,
with the corrupt intention of: inducing the
Provider, the Principal Investigator, or any
other person, entity or government official to
use its (or his or her) influence with a
government or instrumentality for purposes of
influencing any official act or decision
(including a decision not to act) in its (or his
or her) official capacity; or inducing the
Provider, the Principal Investigator, or any
other person, entity or government official to
perform any improper act or to secure any
improper advantage in order to assist Sponsor
in obtaining or retaining business for or with
any party or other person, or in directing
business to any party or any person; or
influencing any act or decision.

s ptihlédnutim k objemu nebo hodnoté
jakychkoli doporuceni ze strany Poskytovatele
a/nebo Hlavniho zkousejiciho a (c) pfedstavuje
pfimétfenou trzni hodnotu sluzeb
poskytovanych podle této Smlouvy. Zadavatel
nevypldci, a ani Poskytovatel, Hlavni
zkouSejici nebo jakykoli jejich zdstupce
nevyplati ani nepfijme zadnou platbu, at’ jiz
piimo nebo prostfednictvim jiné osoby,
s imyslem dopustit se korupce s cilem: pfimét
Poskytovatele, Hlavniho zkouSejictho nebo
jakoukoli dalSi osobu, pravnickou osobu nebo
ufedniho Cinitele, aby ve své ufedni funkci
vyuzili svého vlivu na vladu nebo orgén stitni
sprivy za ucelem ovlivnéni jakéhokoli
ufedniho tdkonu nebo rozhodnuti (vcietné
rozhodnuti nejednat); nebo piimét
Poskytovatele, Hlavniho zkouSejictho nebo
jakoukoli dalsi osobu, pravnickou osobu nebo
ufedniho Cinitele, aby jednali nesprivnym
zpisobem nebo zajistili neopravnéné vyhody, a
pomohli tak Zadavateli ziskat nebo udrzet
obchodni zakdzku pro jakoukoli stranu nebo
jinou osobu ¢i s jakoukoli stranou nebo osobou
nebo zajistit, aby byla zakdzka ptidélena
kterékoli jiné strané nebo osob€, nebo aby
ovlivnili jakékoli jedndni nebo rozhodnuti.

If the Sponsor or CRO provide any free
products or items for use in the Study,
Provider and Principal Investigator agree that
they will not bill any patient, insurer or
governmental agency, or any other third
party, for such free products or items.
Provider and Principal Investigator agree that
they will not bill any patient, insurer, or
governmental agency for any visits, services
or expenses incurred during the Study for
which they have received compensation from
CRO or Sponsor, or which are not part of the
ordinary care they would normally provide
for the patient.

Bude-li Zadavate]l nebo CRO poskytovat
k pouziti ve Studii né&jaké vyrobky nebo
polozky zdarma, zavazuje se Poskytovatela
Hlavni  zkouSejici, Ze takové vyrobky
nebo polozky  nebude  uctovat  Zadnym
pacientim, pojiStovndm, stitnim dfadim ani
Zadnym jinym tfetim stranidm. Poskytovatela
Hlavni zkouSejici se zavazuji, Ze nebudou
pacientim, zdravotnim pojiStovndm  ani
staitnim dfadim dctovat Zadné navstévy, sluzby
ani vydaje, které jim vzniknou v pribéhu
Studie a za néZ budou od CRO nebo od
Zadavatele dostavat platby, nebo které nebudou
souCdsti bézné 1écby, kterou by jinak
poskytovali pacientiim.

Article 6. Publicity

Clanek 6. Publicita

No party to this Agreement shall use the other
party’s name or the name, logo, trademark,
symbol or other image of any party hereto or

Bez ptedchoziho pisemného souhlasu druhé
strany nejsou smluvni strany oprdvnény
pouZivat pro ucely nebo v souvislosti s ucely
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such party’s employees in connection with
any advertising or promotion of any product
or service without the prior written
permission of such party except that the
Sponsor may use the Site’s name in Study
publications and communications, including
clinical trial websites and Study newsletters.
Sponsor will register the Study with a public
clinical trials registry in accordance with
applicable laws and regulations and will
report the results of the Study publicly when
and to the extent required by applicable laws
and regulations.

reklamy nebo propagace jakéhokoli vyrobku ¢i
sluzby jméno druhé strany nebo jméno,
grafickou znacku, ochrannou zndmku, symbol
nebo jiné zobrazeni jakékoli smluvni strany
nebo jejich zaméstnanct, s vyjimkou toho, Ze
Zadavatel mize pouzit ndzev Mista provadéni
klinického hodnoceni v publikacich a sdélenich
tykajicich se Studie, v€etné webovych stranek
pro klinickd hodnoceni a zpravodaji ke Studii.
Zadavatel bude Studii registrovat v souladu
s ptisluSnymi zdkony a predpisy a oznami
vysledky Studie vetejné ve lhiité¢ a v rozsahu
uloZzeném piisluSnymi zédkony a predpisy.

Article 7. Publications

Clanek 7. Zverejnovani

7.1 Site agrees that the Study results may
be used by Sponsor, for the purposes of
national and international registration,
publication, and in any manner deemed
appropriate to Sponsor's business interests. If
required under Applicable Law, the
Regulatory Authorities will be notified of the
Principal Investigator’s name and
involvement in the Study.

7.1 Misto provadéni klinického hodnoceni
souhlasi stim, Ze Zadavatel miZe pouZit
vysledky Studie po udcely ndrodni a
mezindrodni registrace a zvefejnéni a
jakymkoli zpusobem, ktery bude Zadavatel
poklddat za vhodny 2z hlediska svych
obchodnich zajmi. Pokud to Pfislusné predpisy
vyZaduji, bude Kontrolnim tdfadim ozndmeno
jméno Hlavniho zkouSejictho a jeho ucast ve
Studii.

Following Study conclusion and within the
timeframes required by Applicable Law,
Sponsor shall make the required Study results
public.

Zadavatel zvetejni v poZzadovaném rozsahu
vysledky Studie po jejim ukonceni, a to
v ¢asovych lhitdch uloZenych PiisluSnymi
piedpisy.

If the Study is a multi-center study, the
Provider and Principal Investigator agrees that
Sponsor shall have the right to the first
publication of the results of the Study.
Sponsor shall serve as the coordinator of
multi-center study disclosures, in those
specific instances where the first publication
is intended to be a joint, multi-center
publication of the Study results made by
Sponsor in conjunction with the participating
investigators and sites contributing data,
analysis and comments, as appropriate. In the
event of a disagreement among the principal
investigators in a multi-center study, the lead
investigator and a representative of Sponsor
shall serve as co-arbiters of such dispute. Any
publication(s) resulting from the Study shall
give appropriate credit to the scientific

Pokud se jednda o multicentrickou Studii,
Poskytovatel a Hlavni zkouSejici souhlasi s tim,
Ze Zadavatel bude mit pravo zvefejnit vysledky
Studie jako prvni. Zadavatel bude koordinovat
zvefejnéni informaci o multicentrické Studii
v téch konkrétnich ptipadech, kdy prvni
zvefejnéni ma byt spolecné multicentrické
zvefejnéni vysledki Studie Zadavatelem ve
spoluprici se zudcastnénymi zkouSejicimi a
misty provadéni klinického hodnoceni, ktera
dodaji pfislusné uidaje, analyzy a komentare. V
piipadé neshody mezi hlavnimi zkouSejicimi
v multicentrické  studii  budou  vedouci
zkouSejici 1ékat a zastupce Zadavatele feSit
takovyto spor spolecné. Jakékoli publikace,
které jsou vysledkem Studie, musi ptfisluSnym
zpisobem uvddét védecké piinosy ze strany
pracovnikl Zadavatele. \Y takovych
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contributions made by Sponsor personnel. For

such publication(s), authorship or
acknowledgement of participating
investigators shall be determined based
primarily on scientific contribution to

protocol development and data interpretation
and secondarily on patient enrollment. All
authors must meet authorship criteria as
outlined by the International Committee of
Medical Journal Editors.

publikacich bude autorstvi nebo uvedeni jmen
zkousejicich 1ékafi zapojenych do Studie
urCovano predevSim na zdklad¢ védeckého
piinosu k vypracovani protokolu a interpretaci
tdaji a druhotné na zdkladé poctu zatrazenych
pacientl. VSichni autofi musi spliiovat kritéria
autorstvi stanovend Mezindrodnim vyborem
redaktori 1ékaiskych casopisii (International
Committee of Medical Journal Editors).

7.2 However, following the earlier of the
first publication, or if a multi-center
publication is not submitted within the earlier
of: (a) eighteen (18) months after Study
conclusion; (b) eighteen (18) months after
abandonment or termination of the Study
occurs at all Study sites; or (c) if Sponsor
confirms there will be no multi-center Study
publication, then the Provider and/or Principal
Investigator may publish the Study results
subject to Sponsor’s rights as set forth below:

7.2  Bud po prvni publikaci, pokud k ni
dojde diive, nebo pokud nebude multicentricka
publikace predloZzena k vydani v nasledujicich
lhtitdch: (a) do osmnacti (18) mésici po
dokonceni Studie; (b) do osmnacti (18) meésica
po opusténi nebo pred¢asném ukonceni Studie
ve vSech mistech provdadéni klinického
hodnoceni, nebo (c) pokud Zadavatel potvrdi,
7Ze 74dnd multicentrickd publikace ke Studii
nebude vydana, vSak mtze Poskytovatel a/nebo
Hlavni zkousSejici zvetejnit vysledky Studie se
zachovanim prav Zadavatele, jak je uvedeno
nize:

(a) Provider and Principal Investigator
agrees to notify Sponsor of the intent to
submit a publication at least sixty (60) days
prior to the proposed submission date; such
notification shall include a brief overview of
the key points of the intended publication and
shall formally submit to Sponsor all proposed
publications, if applicable, which by
definition shall include, but are not limited to,
manuscripts, abstracts, posters, slides, and/or
other written materials related to the Study at
least thirty (30) business days before the
submission of the contemplated publication or
abstract or the start date of the
congress/meeting for presentations of posters
and/or slides. During such 30 business-day
period, Sponsor shall have the opportunity to
review and comment upon the contents of the
publication with regard to Sponsor’s
confidential and proprietary information, as
well as the accuracy and completeness of the
clinical and scientific observations contained
therein. Sponsor may remove from the

(a) Poskytovatela Hlavni zkouSejici se
zavazuji ozndmit Zadavateli svij Udmysl

predlozit publikaci k vydani nejméné Sedesat
(60) dnti pied navrhovanym datem piedlozeni k
vydani; toto oznameni bude obsahovat stru¢ny
prehled kli€ovych bodl zamyslené publikace; a

formaln€¢  Zadavateli  predlozi  vSechny
navrhované publikace, jak je to relevantni,
které podle definice zahrnuji napiiklad

rukopisy, vytahy, plakéty, snimky a/nebo jiné
pisemné materidly souvisejici se Studii, a to
nejméné tficet (30) pracovnich dni pied
pfedloZenim zamySlené publikace nebo vytahu
k vydini nebo pfed datem zacatku
konference/setkdni, pifi kterém maji byt
prezentovdny plakaty nebo snimky. Bchem
tohoto obdobi 30 pracovnich dni bude mit
Zadavatel pftilezitost posoudit a komentovat
obsah publikace s ohledem na své davérné
a chranéné informace a rovnéZz z hlediska
presnosti a uplnosti klinickych a védeckych
pozorovéani obsaZenych v publikaci. Zadavatel
muZe z navrhované publikace odstranit jakékoli
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proposed  publication any  specifically
identified  sponsor  confidential  and/or
proprietary  information.  Provider and

Principal Investigator agree to discuss and
consider in good faith any Sponsor comment
with regard to the accuracy and completeness
of the clinical and scientific observations
contained therein and, upon request, to submit
written responses to specific Sponsor
comments or questions regarding accuracy or
completeness prior to submission of proposed
publications.

své konkrétn¢ identifikované diveérné a/nebo
chranéné informace. Poskytovatela Hlavni
zkousSejici se zavazuji prodiskutovat a v dobré
vali zvéazit jakékoli Zadavatelovy komentéfe
ohledn¢ pfesnosti a uplnosti klinickych a
védeckych pozorovéani obsazenych v publikaci
a pfed predloZzenim navrhovanych publikaci k
vydani dodat na poZadani pisemné odpovédi na
konkrétni Zadavatelovy komentéie nebo otazky
ohledn¢ presnosti nebo tplnosti obsahu.

(b) In the event Sponsor determines that
an enabling description of patentable subject
matter is contained in such material or
outline, it shall notify the Principal
Investigator and the Provider within the thirty
(30) business-day period, and the publication
or disclosure will be withheld for a reasonable
period of time, not to exceed one-hundred
twenty (120) days from the date the Principal
Investigator and the Provider first submit to
Sponsor the materials proposed for
submission for publication/presentation to
permit appropriate patent application(s) to be
prepared and filed by Sponsor, if it so elects.

(b) Pokud Zadavatel usoudi, Ze takovy
materidl nebo osnova obsahuje  popis
patentovatelnych  pfedméti ¢ postupl

umoziujici jejich vyrobu ¢i pouZiti, ozndmi to
Hlavnimu zkousejicimu a Poskytovatelive 1htté
tficeti (30) pracovnich dnd a publikace nebo
jina forma zvetejnéni bude na pfimétenou dobu
pozastavena; tato doba nesmi byt delSi nez sto
dvacet (120) dni od data, kdy Hlavni
zkouSejici a Poskytovatelptedlozi Zadavateli
materidly navrhované k publikaci/prezentaci,

pfiCemz ucelem této lhlty je umoZnit
Zadavateli pifipravu a podédni pfislusné

patentové piihlasky, pokud si tak pfeje ucinit.

(©) The Provider and Principal
Investigator agrees that neither of them shall
publish or publicly present any interim results
or analyses using Data.

(c) Poskytovatela Hlavni zkousSejici
souhlasi stim, Ze Zaddny z nich nevydd ani
nebude vefejné prezentovat Zadné predbézné
vysledky nebo analyzy s pouZitim Udaj.

7.3. Notwithstanding the foregoing, Provider,
Sponsor and CRO hereby acknowledge that
this Agreement shall be published pursuant to
Act no. 340/2015 Sb., on Agreements
Register. As and between the Parties,
Provider agrees to publish the Agreement
pursuant to the foregoing. Any information
which constitutes trade secret of either Party
is exempted from such publication. For the
purposes of this Agreement such trade secrets
include, but are not limited to, the Protocol,
Investigator Brochure, the design of
individual visits described in the payment
table/s in Schedule A, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of

7.3. Bez ohledu na piedchozi ustanoveni berou
timto Poskytovatel, Zadavatel a CRO na
védomi, Ze tato Smlouva bude uvefejnéna
podle zdkona €. 340/2015 Sb., o registru smluv.
V rdmci ujedndni mezi smluvnimi stranami se
Poskytovatelzavazuje uvefejnit tuto Smlouvu
vsouladu  svySe uvedenym.  Jakékoli
informace, které jsou obchodnim tajemstvim
kterékoli  strany,  predstavuji  vyjimku
z povinnosti  uvefejnéni. Pro tucely této
Smlouvy takovd obchodni tajemstvi zahrnuji
mimo jiné Protokol, Piiru¢ku zkousSejiciho,
rozvrzeni jednotlivych ndvstév, jak je popsdno
v platebni tabulce (¢i tabulkdch) v Piiloze A,
minimdlni cilovy pocet zatfazeni, ofekdvany
poCet subjektll zatazenych do Studie a
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the Study. Furthermore, personal data of the
individuals are also exempt from such
publication, unless they have been previously
published in another public register. Before
signing of the Agreement Sponsor provides
the final version of the Agreement to the
Provider in a machine-readable format, with a
painted text of the Agreement, which Sponsor
considers as business secret., in accordance
with all applicable local laws and in specific,
in accordance with law no. 340/2015 Coll.

ocekdavané trvani Studie. Kromé toho
predstavuji vyjimku z uvefejnéni také osobni
tdaje jednotlivych osob, pokud jiZ nebyly diive
uvefejnény v jiném vefejném registru. Pred
podpisem smlouvy Zadavatel zasSle
Poskytovateli findlni verzi smlouvy ve strojové
Citelném formdtu s podbarvenym textem
smlouvy, ktery povaZzuje Zadavatel za obchodni
tajemstvi v souladu se vSemi piisluSnymi
mistnimi zdkony a obzvlast¢ v souladu se
zakonem ¢. 340/2015 Sb.

The Provider shall publish this Agreement in
accordance with the article herein above.

Poskytovatel uvefejni tuto Smlouvu v souladu
s vySe uvedenym Clankem.

Article 8. Intellectual Property

Clének 8. DusSevni vlastnictvi

8.1 Other than the specified rights to use
the Data and publish the Study results
specifically set forth in Section 4.3 and
Article 7, respectively, or as otherwise set
forth herein, neither Provider nor its Study
Personnel, shall acquire any rights of any kind
whatsoever with respect to the Data) or Study
Drug as a result of performance under this
Agreement or otherwise. All inventions,
ideas, developments, discoveries, and
technology, whether patentable or not,
conceived by Provider or its Principal
Investigator solely or jointly with others that
uses, relies or is derived from Confidential
Information or Study Drug (“Inventions”)
shall be, and remain, at all times the sole and
exclusive property of Sponsor. The Provider,
its Principal Investigator and Study Personnel,
as applicable, shall assign to Sponsor the
entire right, title and interest in and to all
Inventions. Any and all acts necessary to
assist Sponsor in perfecting its right to any
and all Inventions shall be performed by the
Provider, at Sponsor’s expense. Provider
warrants by the execution of this Agreement,
that it has not entered, and will not enter, into
any contractual agreement or relationship
which would in any way conflict with or
compromise Sponsor’s proprietary interest in,
or rights to, any inventions, discoveries, or

8.1 S vyjimkou konkrétnich opravnéni
pouzivat Udaje a publikovat vysledky Studie,
jak je specificky uvedeno v Cisti 43 a
v Clanku 7, nebo jak je jinak uvedeno v této
Smlouvé, ani Poskytovatel, ani jeho Pracovnici
studie nenabyvaji naprosto Zzadnych prav k
Udajim nebo k Hodnocenému piipravku
v disledku plnéni této Smlouvy nebo jinak.
Veskeré vyndlezy, ndpady, vysledky vyvoje,
objevy a technologie, at’ jiZ patentovatelné ¢i
nikoli, vyvinuté Poskytovatelem nebo Hlavnim
zkouSejicim  samostatné  nebo  spolecné
s jinymi, ktefi pouZzivaji Divérné informace
nebo Hodnoceny ptipravek, zavisi na nich nebo
jsou z nich odvozeny (ddle jen ,,Objevy*),
budou a vZdy zlstanou vyhradnim a vyluénym
vlastnictvim Zadavatele. Poskytovatel, nebo
piipadné Hlavni zkouSejici ¢i Pracovnici studie,
pfevedou na Zadavatele veSkera prava, naroky
a majetkové zdjmy k veSkerym Objeviim.
Poskytovatelprovede na ndklady Zadavatele
veSkeré potfebné tikony na pomoc Zadavateli k
ziskéani prav ke vSem Objeviim v co nejvétSim
rozsahu. Poskytovatelpodepsanim této
Smlouvy zarucuje, Ze neuzavielo ani neuzavie
Zadnou smlouvu nebo smluvni vztah, ktery by
byl jakkoli v rozporu nebo by jakkoli naruSoval
Zadavatelovy vlastnické zdjmy nebo prava k
vynédleziim, objevim nebo technologii
existujici v dobé podepsani této Smlouvy nebo
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technology existing at the time of the
execution of this Agreement or arising out of
or related to its performance hereunder and
thereunder.

vznikajici z plnéni nebo v souvislosti s pInénim
této Smlouvy.

8.2  The Provider and Principal
Investigator shall disclose to Sponsor all
Inventions. Such disclosure shall be made
fully and promptly in writing to an authorized
representative of Sponsor.

8.2  Poskytovatel a Hlavni zkouSejici budou
Zadavatele informovat o v§ech Objevech. Ucini
tak v dplnosti a neprodlené formou pisemného
oznameni zmocnénému zastupci Zadavatele.

Article 9. Debarment Clanek 9. Nezpisobilost k vykonu
¢innosti
9.1 The Provider and Principal | 9.1 Poskytovatel a Hlavni zkousSejici timto

Investigator hereby represents and certifies
that neither the Provider nor Principal
Investigator nor any Study Personnel:

prohlasuji a osvédcuji, Ze Poskytovatel, Hlavni
zkousejici ani Zadny z Pracovniki studie:

(a) have been debarred under Applicable
Law, and that no debarred person will in the
future be employed by the Provider or
Principal Investigator in connection with the
performance of its obligations under this
Agreement, as well as, any application for
approval of a drug by any Regulatory
Authority;

(a) nebyli podle Pfislusnych predpisi
zbaveni zpulsobilosti k vykonu cinnosti a Ze
zadnd osoba zbavend zpusobilosti k vykonu
¢innosti nebude v budoucnu zaméstndvédna
Poskytovatelem nebo Hlavnim zkouSejicim ve
spojeni s vykonem jejich povinnosti podle této
Smlouvy ¢i ve spojeni s jakoukoli Zadosti
oregistraci léku podanou u kteréhokoli
Kontrolniho tfadu;

(b) within five (5) years preceding the
Effective Date have not been convicted of any
offense under Applicable Law; and

(b) nebyli v obdobi péti (5) let ptred Datem
ucinnosti odsouzeni v souvislosti s jakymkoli
porusenim PiisluSnych piedpisi.

(©) if during the term of this Agreement,
either Provider or any Study Personnel: (i)
comes under investigator by the Regulatory
Authorities for a debarment action or
disqualification, or (ii) is debarred or
disqualified, or (iii) engages in any conduct or
activity that could lead to a debarment action
or disqualification, Provider shall
immediately notify Sponsor of the same.

(c) Pokud v dobé trvani této Smlouvy: (i)
bude proti Poskytovatelinebo kterémukoli z
Pracovnikl studie zahdjeno vySetfovani, jehoz
vysledkem miiZe byt zbaveni zplsobilosti k
vykonu ¢innosti nebo zbaveni opravnéni, nebo
(i) bude Poskytovatelnebo kterykoli z
Pracovnikli studie zbaven zpusobilosti k
vykonu ¢innosti nebo zbaven opravnéni nebo
(iii) se Zdravotnické zatizeni nebo kterykoli z
Pracovnikii studie dopusti jedndni nebo
¢innosti, jejimz vysledkem mulze byt zbaveni
zpusobilosti k vykonu c¢innosti nebo zbaveni

opravnéni, Zdravotnické zafizeni o tom
okamZzit¢ vyrozumi Zadavatele.
9.2  Provider will immediately notify | 9.2  Poskytovatel okamzité pisemné

Sponsor in writing, if the Provider or any
Study Personnel: (i) is debarred, disqualified,
excluded or 1is investigated or being
threatened with investigation by his/her

vyrozumi Zadavatele, pokud Poskytovatel nebo
kterykoli z Pracovnikl studie: (i) bude zbaven
zpusobilosti  k vykonu c¢innosti, zbaven
opravnéni, vylouen nebo proti nému bude
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professional governing body, any Regulatory
Authority; (ii) receives notification of any
restriction on his/ her clinical privileges at
Provider or its affiliated hospitals; or (iii) is
sanctioned by any Regulatory Authority.

zahdjeno vySetfovani piisluSnou oborovou
organizaci nebo kterymkoli  Kontrolnim
ufadem; (ii) obdrzi ozndmeni o jakémkoli
omezeni svych oprdvnéni k vykonu klinické
¢innosti u Poskytovatelenebo v jeho
pridruZenych nemocni¢nich zafizenich; nebo
(ii1) bude postiZen sankci ze strany kteréhokoli
Kontrolniho ufadu.

Article 10. Term and Termination

Clanek 10. Doba platnosti a ukondeni

10.1  This Agreement will become effective
upon the Effective Date and shall continue in
effect for the full duration of the Study
according to the Protocol unless sooner
terminated in accordance with the provisions
of this Article. Sponsor or its designee as
applicable may terminate this Agreement,
immediately upon written notice to the
Provider; provided, however, that the
provisions of this Agreement shall continue in
full force and effect until the completion of
such Study.

Estimated Studi duration — -

10.1 Tato Smlouva nabyva tuc¢innosti dnem
stanovenym jako Datum ucinnosti a zlstane
v ucinnosti po celou dobu trvani Studie podle
Protokolu, pokud nebude ukoncena diive podle
ustanoveni tohoto Cldnku. Zadavatel, nebo
piipadné jeho povéteny zdstupce, mohou tuto
Smlouvu s okamzitou ucinnosti vypoveédét
pisemnym ozndmenim Poskytovateli, avSak
s tim, Ze ustanoveni této Smlouvy ziistanou
plné platnd a uc¢innd az do dokonceni Studie.

Piedpokladana délka trvani Studie — ||

10.2  Termination of this Agreement by any
party or by Sponsor’s designee as applicable
for any reason shall not affect the rights and
obligations of the parties accrued prior to the
effective date of termination of this
Agreement. The rights and obligations of
Sponsor and Provider which, by intent or
meaning, have validity beyond termination of
this Agreement, including, but not limited to,
rights with respect to ownership of inventions
and developments, confidentiality,
indemnification and liability, shall survive the
termination or expiration of this Agreement.

10.2  Ukonceni této Smlouvy kteroukoli
smluvni stranou nebo piipadné Zadavatelovym
povéfenym zdstupcem z jakéhokoli divodu
nijak neovlivni prdva a povinnosti smluvnich
stran vzniklé pfed datem ucinnosti ukonceni
této Smlouvy. I po ukonceni nebo skonceni
platnosti této Smlouvy zlstdvaji v platnosti ta
prdva a povinnosti Zadavatele a Poskytovatele,
jejichZ platnost podle jejich zaméru ¢i smyslu
pretrvava i po ukonceni této Smlouvy, jako
napiiklad vlastnickd prdva k objevim a
vysledkiim vyvoje a prava tykajici se zachovani
divérnosti, odSkodnéni a odpovédnosti za
Skodu.

10.3  Upon termination of this Agreement
or completion of the Study, the Provider shall
return to Sponsor, or Sponsor’s designee, all
unused compounds, drugs, devices,
equipment, and related materials and all
copies of Confidential Information that were
furnished to the Provider at Sponsor’s

10.3  Po ukonceni této Smlouvy nebo
dokonceni Studie vrati PoskytovatelZadavateli
nebo jeho poveéfenému zastupci vSechny
nespotfebované latky a léky, pfistroje,
vybaveni a souvisejici materidly a rovnéz
vSechny  kopie Diivérnych informaci
poskytnuté na naklady Zadavatele
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expense under this Agreement, except for one
(1) copy of Confidential Information retained
by the Provider for the purpose of monitoring
its obligations and exercising its rights under
this Agreement and archival copy of any
document which Provider is required to
maintain by law.

Poskytovatelipodle této Smlouvy, s vyjimkou
jedné (1) kopie Divérnych informaci, kterou si
Poskytovatel ponechd pro tcely sledovéni
svych povinnosti a uplatiiovani svych prav
podle této Smlouvy, a archivni kopie veSkerych
dokumentti, které musi Poskytovatel uchovavat
podle zdkonnych pozadavkii.

Article 11.  Independent Contractor

Clinek 11.  Nezavisly smluvni dodavatel

The Provider and Principal Investigator shall
conduct the Study under this Agreement only
as an independent contractor, and nothing
contained herein shall be construed to be
inconsistent with that relationship or status.
The Provider, Principal Investigator and
Study Personnel shall not be considered
employees or agents of Sponsor and, as such,
shall not be entitled to any benefits available
to employees of Sponsor. This Agreement
shall not constitute, create, or in any way be
interpreted as, a joint venture, partnership, or
business organization of any kind.

Poskytovatel a Hlavni zkouSejici budou
provadét Studii podle této Smlouvy vyhradné
jako nezdvisly smluvni dodavatel a nic v této
Smlouvé nesmi byt vykldddno jako ustanoveni
vrozporu stimto vztahem nebo stavem.
Poskytovatel, Hlavni zkouSejici a Pracovnici
studie nebudou poklddani za zaméstnance nebo
prostfedniky Zadavatele, a jako takovi nebudou
mit Zadny ndarok na jakékoli benefity, které
Zadavatel poskytuje svym zaméstnanctim. Tato
Smlouva nezaklddd ani nevytvdii a nebude
Zadnym zplUsobem vykldddna jako spolecny
podnik, partnersky podnik nebo obchodni
organizace jakéhokoli druhu.

Article 12. Indemnity, Insurance and

Study Subject Injury.

Clanek 12. Odskodnéni, pojisténi a
zdravotni ijma zpusobena Subjektu studie.

12.1  Sponsor agrees to indemnify, defend

and hold harmless Provider, Principal
Investigator, and Provider’s directors,
officers, and Study Personnel (each an

“Provider Indemnitee”) against any third
party cause of action, claim, lawsuit or other
proceeding, and reasonable expenses,
including reasonable legal fees, brought
against any Provider Indemnitee seeking
compensation for personal injury or death
arising  from  Principal  Investigator’s
administration of the Study Treatment Drug
in the performance of the Protocol
(collectively, “Claim”). Provider Indemnitee
shall promptly notify Sponsor in writing upon
receipt of notice of any Claim and shall not
make any admission of liability. Sponsor shall
assume the defense and costs of such Claim
and have the right to select defense counsel.
Provider Indemnitee shall fully cooperate
with Sponsor in presenting all defenses to the
Claim. This indemnity shall not apply to any

12.1 Zadavatel se zavazuje, Ze odSkodni,
bude brdnit a  zprosti  odpovédnosti
Poskytovatel, Hlavniho zkouSejiciho, Ccleny
statutdrnich ~ orgdnt a  vykonné  fidici
pracovniky Poskytovatele a Pracovniky studie
(jednotlivé oznacované pojmem
,,;OdSkodiovana osoba Poskytovatele) proti
jakymkoli  divodim  Zaloby,  ndroklim,
pravnimu fizeni nebo jinému fizeni (vCetné
thrady pfiméfenych ndkladi na pravni
zastoupeni) zahdjené kteroukoli tfeti stranou
proti Odskodnované osobé
Poskytovateles cilem ziskat ndhradu Skody za
Ujmu na zdravi nebo smrt v disledku poddvani
Hodnoceného 1é¢ivého piipravku Hlavnim
zkouSejicim pii realizaci Protokolu
(oznatovanym  spolecné jako ,,Narok®).
OdsSkodnovand osoba Poskytovatele bude
Zadavatele neprodlené pisemné informovat pfi
obdrZzeni ozndmeni o jakémkoli takovém
Naroku a neuznd v Zidném  ohledu
odpovédnost za Skodu. Zadavatel prevezme
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Claim to the extent attributable to an Provider
Indemnitee’s: (a) breach of the Agreement or
negligence or willful misconduct; (b)
activities contrary to the Protocol; (c)
unauthorized warranties concerning the Study
Treatment Drug; or (d) failure to comply with
Applicable  Laws  (including,  without
limitation, obtaining informed consents).
Sponsor shall make no settlement admitting
fault on the part of an Provider Indemnitee
without its written consent, which consent
shall not be unreasonably withheld.

obhajobu proti takovému Naroku, uhradi
souvisejici ndklady a bude opriavnén vybrat
pravniho zdastupce obhajoby. Odskodiovana
osoba Poskytovatele bude plné€ spolupracovat
se Zadavatelem pii veSkeré Cinnosti pro ucely
obhajoby proti Néroku. Tato ustanoveni
o odSkodnéni nebudou platit pro Zddné Néroky
vtom rozsahu, vjakém budou dasledkem
nasledujictho jednani OdSkodiované osoby
Poskytovatele: (a) poruseni Smlouvy, nedbalost
nebo timyslné poruseni povinnosti, (b) ¢innosti
vrozporu s Protokolem, (c) neopravnéné
poskytované ziruky ohledné¢ Hodnoceného
léc¢ivého piipravku nebo (d) nedodrzovani
Prislusnych predpistt (napiiklad neziskani
informovanych souhlasil). Zadavatel neuzavie
Zddnou dohodu o vypofdddni s uzndnim
zavinéni ze strany OdSkodnované osoby
Poskytovatele bez pisemného souhlasu této
osoby, kterd jej vSak nesmi neodlivodnéné
odpirat.

12.2  Sponsor agrees to procure and/or self-
insure and maintain the kind(s) of insurance
in the minimum amounts of coverage
sufficient to cover its obligations under this
Agreement and no less than that which is
required by Applicable Law. More
specifically, Sponsor hereby represents and
warrants that it will provide clinical trial
insurance in accordance with § 52, par. 3,
letter f) Act on Pharmaceuticals as may be
subsequently amended.

12.2  Zadavatel se zavazuje uzaviit a
udrzovat takovy druh ¢i druhy pojiSténi nebo
samopojiSténi, které predstavuji minimum
¢astek dostatecnych na pokryti Zadavatelovych
zdvazkli podle této Smlouvy, a tyto castky
nesmi byt niz§i, nez vyZzaduji Piislusné
predpisy. Konkrétné feceno, Zadavatel timto
prohlaSuje a  potvrzuje, Ze v souladu
s ustanovenim § 52 odst. 3 pism.f) zdkona
o léCivech v aktudlnim platném znéni uzavie
pojisSténi Studie.

12.3  Provider agrees to remain responsible
for any Claim arising from an Provider
Indemnitee’s: (a) breach of Agreement; (b)
negligence or willful misconduct; (c)
activities contrary to the Protocol except for
those deviations permitted in Article 2.9
herein; (d) unauthorized warranties
concerning the Study Treatment Drug; or (e)
failure to comply with Applicable Laws

12.3  Poskytovatelsouhlasi s tim, Ze i naddle
ponese odpovédnost za veSkeré Naroky, které
budou dasledkem nésledujictho  jednani
OdsSkodnované osoby Poskytovatele: (a)
poruseni Smlouvy, (b) nedbalost nebo imysIné
poruSeni povinnosti, (c) ¢innosti v rozporu
s Protokolem, kromé¢ odchylek dovolenych
podle Clinku2.9 této Smlouvy, (d)
neopravnéné poskytované zaruky ohledné

(including, without Ilimitation, obtaining | Hodnoceného 1éCivého pripravku nebo (e)

informed consents). nedodrzovani PiisluSnych ptedpistt (napiiklad
neziskdni informovanych souhlasit).

12.4 Provider, shall maintain such | 124 Po dobu trvani Studie bude

insurance coverage as 1is required by

Poskytovatel udrZovat takové pojisténi, jaké
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Applicable Law for the duration of the Study.

vyZzaduji Prislusné predpisy.

12.5 Sponsor further agrees that if Study
Subject enrolled in the Study according to the
Protocol suffers an adverse event, illness,
injury, provided such injury is not caused by
an Provider Indemnitee’s negligence or
willful misconduct, breach of the Agreement
or failure to adhere to the Protocol, to the
extent that such expenses for treatment are not
covered by the patient’s health insurance
policy, Sponsor will provide payment for the
patient’s medical expenses for treatment for
injuries if such injuries are not the result of
the natural course of any underlying disease
and/or pre-existing disease process present
prior to the proper administration of the Study
Treatment Drug.

12.5 Zadavatel dale souhlasi s tim, Ze pokud
u Subjektu studie zatfazeného do této Studie
podle Protokolu dojde k nezddouci piihodé¢,
onemocnéni nebo zdravotni Gjmé, pokud tato
zdravotni Gjma nebude zpiisobena nedbalosti
nebo dmyslnym  poruSenim  povinnosti,
porusenim  Smlouvy nebo nedodrZzenim
Protokolu ze strany Odskodinované osoby
Poskytovatele, pak v rozsahu, v jakém nejsou

ndklady na 1écbu pokryty pacientovym
zdravotnim  pojiSténim, Zadavatel uhradi
pacientovy zdravotni ndklady na 1écbu

zdravotni Ujmy v pfipad¢, Ze tato zdravotni
Ujma neni dusledkem pfirozeného priubéhu
jakéhokoli zdkladnitho onemocnéni a/nebo
postupu  onemocnéni  existujictho  pied
sprivnym podavanim Hodnoceného 1écivého
piipravku.

Any payment shall not be an admission of
wrongdoing on the part of the Sponsor.

Jakédkoli platba nebude uznianim nespravného
jedndni ze strany Zadavatele.

The Sponsor’s liability to reimburse the
Provider under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Provider’s actual damages in the amount of
Study Subject’s claim (or claim of Study
Subject's legal representative) successfully
claimed under Czech legal order.

Odpovédnost Zadavatele odskodnit
Poskytovatele podle tohoto ustanoveni nebude
limitovéana Castkou splatnou v rdmci jakéhokoli
pojisténi povinné uzavieného Zadavatelem, ale
bude se vztahovat na celou c¢astku skute¢né
Skody Poskytovatele ve vysi naroku Subjektu
studie (nebo ndroku zdkonného zastupce
Subjektu studie) uspésné uplatnéného podle
pravniho fadu Ceské republiky.

Any payment shall not be an admission of
wrongdoing on the part of the Sponsor.

Jakakoli platba nebude uznanim nesprdvného
jedndni ze strany Zadavatele.

Article 13. Confidential Information

Clanek 13. Duvérné informace

13.1  The Provider agrees as follows:

13.1 Poskytovatel souhlasi s ndsledujicim:

(a) Anything in this Agreement to
the contrary notwithstanding, any and all
information, whether written, oral, or in any
other form, including, without limitation,
Study Information, Data, knowledge, know
how, practices, process, data, or other
information (hereinafter referred to as
“Confidential Information”) provided to,
resulting from, learned or acquired in
connection with the conduct of a Study by the
Provider, Principal Investigator, or Study
Personnel, shall be received and maintained in

(a) Bez
ohledu na cokoli v této Smlouvé v opacném
smyslu, veSkeré informace, at' jiz pisemné,
ustni nebo v jakékoli jiné podobé, jako
napiiklad Informace ke studii, deaje, znalosti,
know how, praktické postupy, procesy, data
nebo jiné informace (dile jen ,Davérné
informace*), které byly poskytnuty pro ucely
Studie, jsou vysledkem Studie nebo byly
zjiStény ¢i ziskdny v souvislosti s provadénim
Studie Poskytovatelem, Hlavnim zkouSejicim
nebo Pracovniky studie, budou pfijimany a
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strict confidence and not disclosed to any
third party during the term of this Agreement
and for ten (10) years thereafter. Furthermore,
the Provider agrees that such Confidential
Information shall only be used for the
purposes of this Agreement except as
provided for herein. The Provider may
disclose Confidential Information to the Study
Personnel who require access thereto for the
purposes of this Agreement; provided that
prior to making any such disclosures, each
such Study Personnel shall be bound by
obligations no less stringent than those
contained herein, to maintain Confidential
Information in confidence and not to use such
information for any purpose other than in
accordance with the terms of this Agreement.

uchovavany s ptisnym zachovanim davérnosti
a nebudou predany zZadné tfeti stran€ po dobu
trvani této Smlouvy a pak po dobu dalSich
deseti (10) let. Poskytovateltaké souhlasi s tim,
Ze tyto Davérné informace budou pouZivany
vyhradné¢ pro ucely plnéni této Smlouvy,
s vyjimkou toho, co je zde stanoveno.
Poskytovatel miize ptedat Diveérné informace
Pracovnikiim studie, kteii je potfebuji pro ucely
plnéni této Smlouvy, avSak stim, Ze pied
jakymkoli takovym pfedanim informaci bude
v neméné piisné mife, nez jak je stanoveno
v této Smlouveé, ulozena kazdému z téchto
Pracovnikli  studie povinnost zachovdvat
divérnost téchto Divérnych informaci a
nepouzivat je  jinak nez v souladu
s ustanovenimi této Smlouvy.

(b) The terms of this Agreement,
including, but not limited to, the financial
terms, shall also be considered Confidential
Information and will be maintained in
confidence by the parties in accordance with
Section 13(a), above. If, however, the
Provider or Study Personnel is required by
Applicable Laws or court order to disclose
such information, they may do so without
breaching its obligation under this Section;
provided, in advance of disclosure, they
notify Sponsor of the information to be
disclosed, the reason for disclosure, and the
date of disclosure.

(b) Ustanoveni této Smlouvy, vcetné
napiiklad jejich finan¢nich podminek, se budou
také poklddat za Divérné informace a smluvni
strany budou zachovdvat jejich davérnost
vsouladu s Césti 13(a) vySe. Pokud vSak
Poskytovatel nebo Pracovnici studie musi
podle PiisluSnych piedpisi nebo z nafizeni
soudu predat tyto informace, mohou tak ucinit
bez poruSeni svych povinnosti podle této
Smlouvy, avSak stim, Ze pred takovym
pfeddnim informaci musi Zadavateli sdélit,
o které informace se jednd, divod jejich
pfedéni a datum predani.

(©) The obligations of
confidentiality and non-use herein shall not
apply to the extent Confidential Information,
which at the time of disclosure:

(c) Zavazek zachovavat duveérnost a
nepouZivat tyto informace se nevztahuje na
Dlveérné informace, které v dobé jejich
predani:

(1) is generally available in the public
domain, or becomes available to the public
through no act of Provider or Study
Personnel;

(1) jsou vSeobecné pfistupné ve vetejné
doméné nebo se stanou ptistupné vetejnosti bez
pfi¢inéni  Poskytovatele nebo Pracovnikl
studie,

(i1) is independently known by
Provider or Study Personnel as evidenced by
Provider’s written records;

(i)  jsou nezavisle znamy
Poskytovatelinebo Pracovnikiim studie, jak
doklddaji pisemné zdznamy Poskytovatele,

(ii1))  1s received by a third party
who has a right to disclose it to Provider or
Study Personnel free of confidentiality and
non-use obligations; or

(ii1)) byly obdrzeny tfeti stranou,
kterd méd pravo je predat Poskytovateli nebo
Pracovnikiim studie bez porusSeni povinnosti
zachovavat  jejich  dvérnost nebo je
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nepouZzivat, nebo

(iv)  is independently developed by
Provider or Study Personnel without use of or
reference to or reliance on such Confidential
Information as evidenced by written records.

(iv)  byly nezdvisle vyvinuty
Poskytovatelem nebo Pracovniky studie bez
pouziti DUvérnych informaci, odkazovani na né
nebo na jejich zédklad¢, jak dokladaji pisemné
zadznamy.

13.2  Both prior to and during the course of
the Study, the parties acknowledge and agree
that Study Personnel may be called upon to
provide personal data. This personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational
background, information related to potential
conflict of interest, and payments made to
Payee(s) under this Agreement and Provider
acknowledges and agrees that such personal
data may be used by Sponsor and its
designees for the following purposes (i) the
conduct of clinical trials; (i1) verification by
governmental or regulatory agencies, the
Sponsor, CRO and their agents and affiliates;
(iii)) compliance with legal and regulatory
requirements; @iv) publication on
www.clinicaltrials.gov and websites and
databases that serve a comparable purpose;
(v) storage in databases to facilitate the
selection of investigators for future clinical
trials and (vi) anti-corruption compliance.

13.2  Smluvni strany berou na védomi, Ze
pted zahdjenim Studie i v jejim pritbéhu mohou
byt Pracovnici studie poZdddni o poskytnuti
osobnich udajii. Tyto osobni udaje mohou

zahrnovat  jména, kontaktni  informace,
pracovni  praxi  aprofesni  kvalifikaci,
publikace, Zivotopisy, dosavadni vzdélani
a informace tykajici se potencidlnich stfetil
zajma, stejn¢ jako udaje o platbach

poskytnutych Pifjemci ¢i Piijemcim plateb
podle této Smlouvy, a Poskytovatel bere na
védomi a souhlasi stim, Ze Zadavatel muze
tyto osobni udaje pouZit pro ndsledujici ucely:
(1) provadéni klinickych hodnoceni, (i1)
kontroly provadéné statnimi nebo kontrolnimi
ufady, Zadavatelem, CRO a jejich prostfedniky
a pfidruzenymi spole¢nostmi, (iii) plnéni
zakonnych poZadavkl a poZadavkl regula¢nich

pfedpist,  (iv)  zvefejnéni na  webu
www.clinicaltrials.gov. a na  webovych
strankdch a v databazich, které slouzi

srovnatelnému tcelu, (v) ulozeni do databazi,
které slouzi k vybéru zkousejicich pro budouci

klinickA hodnoceni, a (vi) dodrzovani
protikorup¢nich predpisi.

Article 14.  Assignment Clinek 14.  Postoupeni

14.1 Neither Provider nor Principal | 14.1 Poskytovatel ani Hlavni zkouSejici

Investigator may assign this Agreement or
any associated agreements, without Sponsor’s
prior written consent. Any attempt made by
Site or Principal Investigator to assign or
delegate this Agreement in violation of this
Article 14 shall be of no force or effect.

nemohou bez ptedchoziho pisemného souhlasu
Zadavatele postoupit jiné strané tuto Smlouvu
nebo jakékoli s ni souvisejici dalS$i smlouvy.
Jakykoli pokus Mista provadéni klinického
hodnoceni nebo Hlavniho  zkouSejiciho
postoupit tuto Smlouvu nebo povéfit jejim
plnénim jinou stranu vrozporu s timto
Clankem 14 bude neplatny nebo netcinny.

14.2 Sponsor shall have the right to assign or
delegate this Agreement or any portion
thereof without the consent of Site or
Principal ~ Investigator. Sponsor  will
immediately inform Provider in writing about

14.2 Zadavatel bude opravnén postoupit celou
tuto Smlouvu nebo kteroukoli jeji ¢4st nebo
povéfit jejim plnénim jinou stranu bez souhlasu
Mista provadéni klinického hodnoceni nebo
Hlavniho zkousSejiciho. O postoupeni bude
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that assigment. Zadavatel obratem pisemné informovat
Poskytovatele.

Article 15.  Entire Agreement; | Clanek 15.  Uplnost ujednani a zmény

Modification

This Agreement, together with all Schedules
attached hereto, constitutes the final, complete
and exclusive agreement of the Parties with
respect to the subject matter hereof and
supersedes all prior understandings and
agreements relating to its subject matter. In
the event of a conflict between the terms of
this Agreement and the Protocol, this
Agreement shall control with respect to
commercial and contract terms, but the
Protocol shall control with respect to the
conduct of the Study and with respect to
patient welfare issues. Any agreement to
change the terms of this Agreement in any
way shall be valid only if the change is made
in writing and approved by mutual agreement
of authorized representatives of the parties
hereto.

Tato Smlouva spolu se vSemi prfilohami
pfedstavuje zdvérecné, uplné a vyhradni
ujedndni smluvnich stran ohledné pfedmétu
této Smlouvy a nahrazuje veSkeré piedchozi
dohody a ujednédni ohledné tohoto predmétu
Smlouvy. 'V pfipadé rozporu  mezi
ustanovenimi této Smlouvy a Protokolem bude
tato Smlouva rozhodujici pro vSechna obchodni
a smluvni ustanoveni, ale Protokol bude
rozhodujici v otdzkdch provadéni Studie a
v otdzkdch zdravi a prospéchu pacientq.
Jakékoli ujedndni ozméné ustanoveni této
Smlouvy jakymkoli zpisobem bude platné jen
v ptipadé, Ze tato zména bude pisemna a bude
schvdlena vzdjemnou dohodou povétenych
zastupcti smluvnich stran.

Article 16.  Notices

Clanek 16.  Oznameni

Legal notices required or permitted hereunder
shall be considered made and effective when
deposited in the mail, postage prepaid, or
shipped by nationally recognized overnight
courier service and addressed to the
appropriate party at the address noted below,
unless by notice to the other parties a different
address shall have been designated.

Veskerd ozndmeni pravniho charakteru, kterd
jsou vyzadovdna nebo povolena podle této
Smlouvy, budou povazovdna za podand a
ucinnd, kdyz budou zaslana postou s uhrazenim
postovného, nebo zasldna celostiatné uzndvanou

expresni kuryrni sluzbou a adresovédna
pifsluSné strané¢ s pouZitim niZze uvedené
adresy, pokud nebyla formou ozndmeni

ostatnim smluvnim strandm urcena jind adresa.

If to Sponsor: If to Provider: Dzndmeni zasilana Oznameni zasilana
Incyte Fakultni nemocnice Yadavateli: Poskytovateli:
Corporation Hradec Kralové [ncyte Corporation Fakultni nemocnice
1801 Augustine Pravni odbor 1801 Augustine Cut- | Hradec Krdlové
Cut-Off Sokolskd 581 Dff Pravni odbor
Wilmington, DE | 500 05 Hradec Kralové —| | Wilmington, DE Sokolska 581
19803, U.S.A. Novy Hradec Kralové 19803, USA 500 05 Hradec Kralové
Attention: V.P. Czech Republic K rukdm: V.P. — Novy Hradec Kralové|
Development Development Cesk4 republika
Operations Attention: Dasa Dperations
cc: Legal Proklipkova Kopie: Legal K rukdm: Dasi
Department Department Proktipkové
If to CRO: inVentiv Health Clinical | | Ozndmeni zasiland | inVentiv Health
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LLC

202 Carnegie Hall, Suite
#200

Princeton, New Jersey,
08540, USA

Attention: _

Telephone:

CRO:

Clinical LLC

202 Carnegie Hall,
Suite #200
Princeton, New
Jersey, 08540, USA

Attention: _

Telephone:

Article 17. Conflict of Interest

Clanek 17.  Stiety zAjmii

17.1 The Provider and Principal
Investigator agree that they, as well as all
Study Personnel, are not presently under any
agreement or obligation which conflicts with
the duties and obligations owed to Sponsor
under this Agreement, and further agree not to
undertake any such obligation or agreement
during the course of this Agreement.

17.1 Poskytovatel a Hlavni zkouSejici

potvrzuji,

Ze ani oni sami, ani kterykoli z

Pracovnikli studie nejsou v soucasnosti vdzani
Zadnou dohodou nebo zdvazkem, které by byly

V rozporu
Zadavateli

s povinnostmi a zdvazky vuci
podle této Smlouvy, a zavazuji se

rovnéZ nepiijimat jakékoli takovéto zdvazky
ani neuzavirat jakékoli takovéto dohody po
dobu trvani této Smlouvy.

17.2  Principal Investigator will, in any
form or manner reasonably requested by
Sponsor, disclose, and shall use his/her best
efforts to cause any sub-Investigators for the
Study to disclose, all of the following that
they and their spouses, domestic partners and
dependent children own or possess, directly,
indirectly or equitably (all collectively
“Financial Interests”):

172V

zpisobem
Zadavatele
a vynalozi

jakékoli formé& nebo jakymkoli

podle pfiméfenych pozadavki
bude Hlavni zkouSejici oznamovat
nejlepsi usili na to, aby tak ucinili 1

vSichni spoluzkousSejici ve Studii, vSechny

nasledujici
zkousSejici,

majetkové zdjmy, které Hlavni
jeho/jeji manzel/ka, partner/ka a

nezletilé déti vlastni nebo maji v drzeni, piimo,

nepiimo

nebo rovnym dilem (spolecné

,Finanéni zajmy*):

(a) All compensation, payments
(including other research grants, consulting or
director’s fees, honoraria, speaking and
meeting travel fees and reimbursement) and
items or services of value provided by or on
behalf of the Sponsor (excluding
compensation received under Schedule A and
this Agreement);

(a) Ves

keré odmény, platby (v¢etné dalSich

grantll na vyzkum, odmén za konzultace nebo
odmén c¢lenim statutarnich organti, honorafd,
plateb za vystoupeni a plateb a thrad ndklada
za cesty na pracovni setkdni) a hodnotné
polozky nebo sluzby poskytované Zadavatelem
nebo jeho jménem (s vyjimkou odmén
obdrZenych podle ustanoveni Ptilohy A a této

Smlouvy).

(b) All licenses, assignments, or other
conveyances of rights or interests in real,
personal or intellectual property with the
Sponsor or relating to the Study Drug;

(b) Vsechny licence, postoupeni priv nebo
jiné pievody prav nebo z4jmi k nemovitému ¢i
osobnimu majetku nebo dusevnimu vlastnictvi

za ucasti

Zadavatele nebo ve vztahu k

Hodnocenému piipravku.

(©) All forms of interests in the equity
(including stock, options and warrants) or
debt of the Sponsor or of other entities having

(c) VSechny formy vlastnickych zgjmi k
majetkovym podilim ve spolecnosti (véetné
akcii, opci a warrantll) nebo k dluhu Zadavatele

Strana 29 z 37

INCYTE

I BN c:: craTrisic S et N 1318 FINAL




a financial interest in the Study Drug; and

¢i jinych pravnickych osob s finanénimi zajmy
ve vztahu k Hodnocenému piipravku.

(d) All other financial interests, payments
and other compensation described as required
under the Applicable Law.

(d) Vsechny ostatni finan¢ni z4jmy, platby
a jiné odmény popsané v zdkonnych
ustanovenich ve shodé s pozadavky
Ptislusnych predpisii.

During the conduct of the Study and for one
(1) year after its completion, Principal
Investigator shall execute and update such
Financial Interest forms, disclosures and
certifications now or subsequently required by
Sponsor or Regulatory Authority. Site
represents and warrants that all financial
transactions will be recorded in a timely and
accurate manner, and that its financial records
accurately reflect the nature, amount, and
specifics of each transaction relating to this
Agreement. The Principal Investigator further
consents to the transfer of its financial
disclosure data to the Sponsor’s country of
origin, the United States, even though data
protection laws may not be as stringent as in
the Czech Republic.

Béhem provadéni Studie a pak po dalsi jeden
(1) rok po jejim dokoneni bude Hlavni
zkousSejici vypliovat a aktualizovat formuléfe
informaci o finan¢nich zdjmech, oznidmeni a
osvédCeni podle soucasnych nebo budoucich
pozadavkl Zadavatele nebo Kontrolniho ufadu.
Misto  provadéni  klinického  hodnoceni
prohlasuje a zaruCuje, Ze vSechny financ¢ni
transakce budou zaznamendvény vcéas a presné
a 7e jeho finan¢ni zdznamy piesné¢ odrizeji
charakter, ¢astky a konkrétni podrobnosti kazdé
transakce tykajici se této Smlouvy. Hlavni
zkouSejici také svoluje k pievodu svych
ozndmeni o finan¢nich zdjmech do plvodni
zem¢ Zadavatele, tedy Spojenych statd,
pfestoZze tamni zdkony na ochranu osobnich
idaji nemusi byt tak pifsné jako v Ceské
republice.

Article 18. Miscellaneous

Clanek 18. Riizné

18.1 Titles to the Articles in this Agreement
are solely for convenience and do not
constitute a substantive part of this
Agreement.

18.1 Nazvy c¢lanki této Smlouvy jsou uvedeny
jen pro prehlednost a nepredstavuji vlastni
soucdst obsahu této Smlouvy.

18.2 The parties agree that if it is determined
that any activity under this Agreement is
legally noncompliant with Applicable Law,
that portion of this Agreement shall be
deemed void unless, within thirty (30) days
after such determination, the parties have
amended and reformed this Agreement as
necessary to comply, and the parties shall
thereafter cooperate in taking such actions as
are necessary to secure compliance.

18.2 Strany souhlasi stim, Ze pokud bude
stanoveno, Ze jakdkoli cCinnost podle této
Smlouvy je pravné neslucitelnd s PfisluSnymi
predpisy, bude dand ¢4st Smlouvy pokladana
za zruSenou, pokud do tficeti (30) dnl po
takovémto stanoveni neslucitelnosti strany
nezmeéni a neopravi tuto Smlouvu tak, aby byla
s témito predpisy slucitelna; v takovém piipade
pak strany musi spolupracovat na pfijeti
opatieni nezbytnych k zajiSténi souladu
s témito predpisy.

18.3 The waiver of or acquiescence by any
party hereto to any terms or provision
hereunder, or the failure of any party to insist
upon strict compliance with any warranty,
representation, agreement, term, or condition
in this Agreement, shall not constitute a

18.3 Pokud se kterdkoli smluvni strana vzda
plnéni nebo pfistoupi na neplnéni kterékoli
podminky nebo ustanoveni této Smlouvy nebo
pokud nebude trvat na jedndni v piisném
souladu s jakoukoli zdrukou, prohldSenim,
souhlasem, ustanovenim nebo podminkou této
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waiver of any subsequent default or failure,
whether similar or dissimilar.

Smlouvy, nebude to znamenat, Ze svoluje
k jakémukoli budoucimu poruSeni zdvazki
nebo jejich neplnéni, at’ jiZ podobnému nebo
rozdilnému.

184 The Provider agrees to the
administrative terms and conditions set forth
in the Protocol to the extent such terms and
conditions do not conflict with this
Agreement. This Agreement, together with
any and all Schedules , schedules or other
documents executed herewith, constitutes the
entire agreement between the parties and
supersedes all prior agreements, whether
written, oral or otherwise.

18.4  Poskytovatel souhlasi s administrativnimi
ustanovenimi a podminkami uvedenymi
v Protokolu v tom rozsahu, v jakém nejsou tato
ustanoveni a podminky v rozporu s touto
Smlouvou. Tato Smlouva spolu se vSemi
piilohami, rozpisy nebo jinymi dokumenty
vypracovanymi a pfijatymi spolu s ni
pfedstavuje uplné ujedndni mezi stranami a
nahrazuje veSkeré predchozi dohody, at’ jiz
pisemné, ustni nebo jiné.

18.5 Any administrative or financial
additions or modifications to this Agreement
will be incorporated by reference to this
Agreement, as applicable, when mutually
agreed to in writing.

18.5 Veskeré administrativni nebo finan¢ni
dodatky nebo upravy této Smlouvy budou jeji
soucdsti ve form¢ odkazu, podle toho, jak to
bude relevantni, poté, co budou vzijemné
pisemné schvéleny.

18.6 This Agreement has been prepared in
English and Czech language versions. In the
event of a dispute between the two versions,

18.6 Tato Smlouva byla
v anglickém a Ceském jazyce.
rozporli mezi

vyhotovena
V ptipadé
témito dvéma jazykovymi

the Czech language version shall control. verzemi bude rozhodujici ceskd jazykova
verze.
18.7 This Agreement shall be governed by | 18.7 Tato Smlouva se bude fidit zdkony

theCzech law. Prior to taking any legal action,
the Parties shall endeavor to settle by
amicable arrangement any disputes arising
between them regarding this Agreement.

Ceské republiky. Pied zahijenim jakéhokoli
pravniho fizeni se strany budou snazit dospét
ke smirnému feSeni jakychkoli vzdjemnych
sport tykajicich se této Smlouvy.

18.8 Any disputes arising out of this | 18.8 VesSkeré spory vzniklé ztéto Smlouvy
Agreement shall be resolved by the competent | budou feSeny pfisluSnymi soudy v Ceské
courts of the Czech Republic. republice.

189 This Agreement has been executed in
five (5) originals.

18.9 Tato Smlouva byla podepséna v péti (5)
stejnopisech.

18.10 Parties acknowledge that there will be
no initial visit, the delivery of Study Treatment
Drug and the handing over of the equipment
until the final document is published in the
contract register.

18.10 Smluvni strany berou na védomi, Ze

nedojde k iniciaéni navstéve, dodavce
hodnoceného 1éCivého piipravu a predani

vybaveni do okamZiku uvefejnéni konecného
dokumentu v registru smluv.

[Signature Page Follows]

[Nésleduje strdnka s podpisy]
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IN WITNESS WHEREOF, the parties hereto | NA DUKAZ TOHO uzaviely smluvni strany
have entered into this Agreement effective as | tuto Smlouvu s G¢innosti ke Dni udc¢innosti
of the Effective Date. Smlouvy.

CRO Name

inVentiv Health Clinical UK Ltd.,

For itself and on behalf of Sponsor under a Master Limited Agency Agreement/Za sebe a
jménem Zadavatele podle Rdmcové smlouvy o omezeném jednatelstvi

By/Podpis:
Sign Here/Podepiste zde

Print Name/
Jméno tiskacim pismem:

Title/ Funkce:

Date/Datum: 23. 7. 2018

PROVIDER/POSKYTOVATEL
Fakultni nemocnice Hradec Kralové

By/Podpis:
Sign Here/Podepiste zde

Print Name/
Jméno tiskacim pismem: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Title/ Funkce: Director / feditel

Date/Datum: 7. 8. 2018

PRINCIPAL INVESTIGATOR
HLAVNI ZKOUSEJICI

By/Podpis:
Sign Here/Podepiste zde

Print Name/

Jméno tiskacim pismem: ||| Gz

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum: 26. 7. 2018
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Schedules: Ptilohy:

Schedule A - Budget and payment schedule Priloha A — Rozpocet a rozpis plateb
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SCHEDULE A - PAYMENT SCHEDULE & PRILOHA A - ROZVRH PLATEB A ROZPOCET
BUDGET

Sponsor’s Authorized Payment Agent | Zadavatelem povéieny zastupce pro platby
cArA”): IIEGEGIEG (authorized  payment  agent, APA):

Payments shall be made to the following payee/ Platby budou vyplaceny nasledujicimu
prijemci:

Payee Name/ Jméno pifjemce plateb: ||| Gz;

Tax ID Number/ DIC: || | G

Method of Payment: APA shall make payments as follows/ Zpiisob platby: APA uhradi
platby nésledujicim zptisobem:

Direct Deposit/ Bankovni pfevod:
Bank’s Name/ Nazev banky:
Bank’s Location/ Adresa banky:
Account Number/ Cislo tiétu:
IBAN code/IBAN kdd:
SWIFT code/SWIFT kéd:
Variabilni symbol:
Name of Account Holder/ Jméno majitele uétu: |||z

A1 STUDY SUBJECT ENROLLMENT Al ZARAZOVANI
SUBJEKTU STUDIE

Al.1 Per Patient Fee for Each Evaluable | A1.1 Poplatek za pacienta za kazdy
Subject hodnotitelny subjekt

A1.2 Standard of Care A1.2 Standardni péce
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A1.3 Definition of a Screen Failure

A1.3 Definice pripadu netispésného screeningu

A1.4 Payment for Screen Failures

A1.4 Platby za piipady neuspésného screeningu

A2 PAYMENT SCHEDULE

A2 ROZVRH PLATEB

Subjects

A2.1 Subject Visit Payments for Evaluable

A2.1 Platby za navstévy subjektii za hodnotitelné

subjekty

Table 1/ Tabulka 1.

Visit/ NavStéva

Fee/ Poplatek

CELKOVE
PACIENTA*

TOTAL PER PATIENT COST/

NAKLADY NA

339 670,80 CZK

Table 2/ Tabulka 2.

* assumes site overhead at 20%/ za ptedpokladu rezijnich ndkladi pracovisté ve vysi 20 %

Invoicable
polozky

Items/Fakturovatelné

Fee/ Poplatek

provided bills

Patient Reimbursement — for travel and meal expanse (travel to and from the Study
Site), in the sum up to || per each patient/ per each Study visit based on

Pacientské ndhrady - thrada za cestovné a stravu (cestovani do a ze studijniho centra),
do vyse | za kazdého pacientai za kazdou studijni navitévu na zakladé
poskytnutych uctenek

INCYTE
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A2.2 Other Fees

A2.3 Final Payment

A2.3 Zavéreéna platba

A2.4 Unitized Procedures/Costs

A2.4 Sjednocené postupy/naklady

A2.5 Additional Study-Necessitated Fees

A2.5 DalSi poplatky plynouci ze studie

A3 MISCELLANEOUS

A3 RUZNA USTANOVENI

Study Equipment

Vybaveni pro studii

Sponsor shall provide Provider with the
following equipment for use in the Study
(“Equipment”), which following termination
of this Agreement, shall be returned to
Sponsor at Sponsor’s instruction and expense
promptly.

Item: Mortara ECG

Estimated Value:
( )

Quantity: 1
Condition: New

Item: Tablet for ePRO completion

Poskytovateli zafizeni poskytne k pouZiti ve
studii  ndsledujici vybaveni (ddle jen
,vybaveni), které po ukonceni této smlouvy
musi byt bez odkladu vriaceno zadavateli podle
jeho pokynt a na jeho nédklady.

Polozka: Mortara EKG

Odhadovana hodnotz.
( )

Mnozstvi: 1
Stav: Novy

Polozka: Tablet pro ePRO vypliiovani
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Estimated Value:-
( )

Quantity: 1
Condition: New

Remains at Provider through the end of the
study.

Odhadovana hodnota'
( )

Mnozstvi: 1
Stav: Novy

Zustane u Poskytovatele az do konce studie.

Sponsor reserves the right to suspend
payments due to Payee if Principal
Investigator and/or Provider do not provide
completed data clarifications, eCRFs, and/or
regulatory documents to Sponsor’s designee
in a timely manner. Payments will resume
once Principal Investigator and/or Provider
provide the missing or incomplete data
clarifications, eCRFs, and/or regulatory
documents.

Reimbursement for activities related to non-
Evaluable Subjects shall be at the sole
discretion of Sponsor.

Zadavatel si vyhrazuje prdvo pozastavit platby
pifjemci plateb, pokud hlavni zkousejici a/nebo
Poskytovatel v€as neposkytnou tiplné objasnéni
udaji, eCRF a/nebo kontrolni dokumentaci
zastupci zadavatele.  Platby budou znovu
obnoveny, jakmile hlavni zkouSejici a/nebo
Poskytovatel doplni chybéjici nebo netplné

objasnéni udajii, eCRF a/nebo kontrolni
dokumentaci.

Odména za Cinnosti v  souvislosti s
nehodnotitelnymi subjekty bude vyplacena

vyhradné na zdklad¢ uvazeni zadavatele.
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