CLINICAL TRIAL AGREEMENT/SMLOUVA O KLINICKEM HODNOCENI (CTA)

Effective Date/Datum u¢innosti

Date of publishing this Agreement according to the Act
No. 340/2015 Coll., on Register of Contracts / Den
uvefejnéni smlouvy dle zakona ¢. 340/2015 Sb., o
Registru smluv

Sponsor/Zadavatel

Incyte Corporation located at 1801 Augustine Cut-Off,
Wilmington, Delaware 19803, USA/Incyte Corporation
se sidlem na adrese 1801 Augustine Cut-Off,
Wilmington, Delaware 19803, USA

CRO/Smluvni vyzkumné organizace (CRO)

INC Research UK Limited with principal offices located
in the United Kingdom at Riverview, the Meadows
Business  Park, Station  Approach, Blackwater,
Camberley, Surrey GU17 9AB, United Kingdom/INC
Research UK Limited s hlavnim sidlem ve Velké Britanii
na adrese Riverview, the Meadows Business Park,
Station Approach, Blackwater, Camberley, Surrey GU17
9AB, Velka Britanie

Institution/Instituce

Fakultni nemocnice Ostrava located at 17. listopadu
1790/5, 708 52 Ostrava — Poruba, Czech Republic, ID
No.: 00843989, VAT No.: CZ00843989, in matters
related to this Agreement represented by: MUDr. Josef
Srovnal, Deputy Director for Medical Care / Fakultni
nemocnice Ostrava se sidlem 17. listopadu 1790/5, 708
52 Ostrava — Poruba, Ceska republika, IC: 00843989,
DIC: CZ00843989, v& vécech této smlouvy je opravnén
jednat a podepisovat MUDr. Josef Srovnal, naméstek
teditele pro 1écebnou péci

Principal Investigator/Hlavni zkousejici

prof. MUDr. Roman Héjek, CSc.

Protocol Number/Cislo protokolu

INCB50465-102

Study Drug/Hodnoceny piipravek

INCB050465

Protocol/Protokol

An open-label, dose-finding, and cohort-expansion Phase
1 study evaluating safety and efficacy of INCB050465 in
combination with bendamustine and obinutuzumab in
subjects with relapsed or refractory Follicular Lymphoma
(CITADEL-102) / Oteviené klinické hodnoceni faze 1 s
roz§ifenim kohorty a s cilem stanovit davku a vyhodnotit
bezpeCnost a uCinnost piipravku  INCB050465
podavaného v  kombinaci s bendamustinem a
obinutuzumabem u subjektd s relabujicim nebo
refrakternim folikularnim lymfomem (CITADEL-102)

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”), effective as of Effective Date, is entered
among INC Research UK Limited with principal offices
located in the United Kingdom at Riverview, the
Meadows Business Park, Station Approach, Blackwater,
Camberley, Surrey GU17 9AB, United Kingdom,
including its affiliates, subsidiaries, and specifically its
parent company INC Research, LLC (“CRQ”) 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 Ostrava, located at 17. listopadu
1790/5, 708 52 Ostrava — Poruba, Czech Republic

TATO SMLOUVA OKLINICKEM HODNOCENI
(»,smlouva”), G¢inna k datu ucinnosti, se uzavira mezi
spole¢nosti INC Research UK Limited, s hlavnim sidlem
ve Velké Britanii na adrese Riverview, the Meadows
Business  Park, Station  Approach, Blackwater,
Camberley, Surrey GU17 9AB, Velka Britanie, véetné
jejich pobocek, dcefinych spolecnosti a zvlasté jeji
matefskou spolec¢nosti INC Research, LLC, (,CRO”)
jednajici vlastnim jménem ajménem spolecnosti Incyte
Corporation se sidlem na adrese 1801 Augustine Cut-Off,
Wilmington, Delaware 19803, USA (,,zadavatel”),
Fakultni nemocnici Ostrava, se sidlem na adrese 17.
listopadu 1790/5, 708 52 Ostrava — Poruba, Ceska
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(hereinafter referred to as the “Institution”) and prof.
MUDr. Roman Hajek, CSc., having his place of work at
Fakultni nemocnice Ostrava, Hematology Clinic, 17.
listopadu 1790/5, 708 52 Ostrava - Poruba, Czech
Republic (the “Principal Investigator”).

republika (dale jen ,instituce™) apanem prof. MUDr.
Romanem Hajkem, CSc., s mistem pracovisté: Fakultni
nemocnice Ostrava, Klinika hematoonkologie, 17.
listopadu 1790/5, 708 52 Ostrava - Poruba, Ceské
republika (,,hlavni zkou3ejici”).

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

PRICEMZ zadavatel podnika v oblasti vyzkumu,
vyvoje, vyroby aprodeje farmaceutickych vyrobki
aprovadi sva Kklinickd hodnoceni souvisejici s timto
podnikanim;

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

PRICEMZ instituce ma dovednosti, znalosti,
odborné zkuSenosti azdroje K provadéni klinickych
hodnocent;

WHEREAS, prof. MUDr. Roman Hajek, CSc. is
employed by Institution and shall serve as “Principal
Investigator” for this Study (defined below in Article 1);

PRICEMZ pan prof. MUDr. Roman Hajek, CSc.
je zaméstnan uinstituce abude ve vztahu ktomuto
klinickému hodnoceni  vystupovat jako ,hlavni
zkouSejici” (dle definice uvedené niZe v ¢lanku 1);

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

PRICEMZ instituce a hlavni zkousejici budou

¥713,

dale souhrnné oznacovani jako ,,pracovisté”; a

WHEREAS, CRO is arranging and administering
the Study to evaluate Sponsor’s INCB050465 (“Study
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 Institution and/or Principal Investigator
on behalf of Sponsor and to assume obligations as
applicable under this Agreement;

PRICEMZ organizace CRO zajituje a spravuje
klinické hodnoceni za tucCelem vyhodnoceni ptipravku
INCB050465 (,,hodnoceny pripravek”) azadavatel
a organizace CRO uzavreli smlouvu tykajici se fizeni
Klinického hodnoceni, podle které je organizace
CRO opravnéna vystupovat jako povéfeny subjekt
zadavatele ve vztahu Kuréitym sluzbam, véetné
povinnosti hradit jménem zadavatele platby instituci
a/nebo hlavnimu zkouSejicimu a piebirat povinnosti
vyplyvajici z této smlouvy;

WHEREAS, For purposes of this Agreement and
the inclusion of CRO in the recitals above
notwithstanding “party” means each of Sponsor, Principal
Investigator, and Institution, and “parties” means
collectively, Sponsor, Principal Investigator, and
Institution. 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.

PRICEMZ pro uéely této smlouvy a bez ohledu
na zaclenéni organizace CRO do vySe uvedené uvodni
Casti znamend vyraz ,strana” jednotlivé zadavatele,
hlavniho zkousejiciho a instituci a,strany” znamenaji
souhrnné zadavatele, hlavniho zkouSejiciho a instituci.
Strany a organizace CRO souhlasi s tim, Ze organizace
CRO bude smluvni stranou této smlouvy pro vyhradni
aomezeny ucel provadéni téchto plateb jménem
zadavatele a Ze organizace CRO nebude mit Zadnéa dalSi
prava ani povinnosti vyplyvajici z této smlouvy.

NOW THEREFORE, in consideration of the
promises and mutual covenants herein contained, the
parties agree to the following:

PROTO se smluvni strany po zvaZeni
vzajemnych pfislibli a zavazki zde obsaZenych dohodly
na nasledujicim:

Avrticle 1. Conduct of the Study

Clanek 1. Provadéni klinického hodnoceni

Principal Investigator is responsible for the conduct the
Study at Institution in accordance with the protocol, “An
open-label, dose-finding, and cohort-expansion Phase 1
study evaluating safety and efficacy of INCB050465 in
combination with bendamustine and obinutuzumab in
subjects with relapsed or refractory Follicular Lymphoma
(CITADEL-102)” 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 Institution and the

Hlavni zkousSejici je odpovédny za provedeni klinického
hodnoceni v instituci v souladu s protokolem ,,Oteviené
klinické hodnoceni faze 1 s rozsifenim kohorty a s cilem
stanovit davku a vyhodnotit bezpecnost a U¢innost
piipravku INCB050465 podavaného v kombinaci s
bendamustinem a obinutuzumabem u subjektd s
relabujicim nebo refrakternim folikularnim lymfomem
(CITADEL-102)” ajeho piipadnych naslednych dodatki
(dale jen ,protokol” nebo ,klinické hodnoceni”).
Rozsah apovaha klinického  hodnoceni  budou
prizpisobeny protokolu. Kopie protokolu bude instituci
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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
Institution’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.

The estimated duration of the Study is to({ | | | GGP)
where this duration can be changed on a basis of
Sponsor’s requests and in accordance with conditions of
Protocol. Potential deviation of real duration from
estimated duration exceeding 6 months requires the

ahlavnimu  zkouSejicimu  poskytnuta  samostatné.
Protokol  detailné popisuje ¢innosti  a povinnosti
klinického vyzkumu, které musi pracovisté s veSkerou
nalezitou pé¢i provadét, sledovat adodrZovat. Je
srozuméno a dohodnuto, Ze plnéni na zakladé této
smlouvy je vyslovné podminéno schvalenim klinického
hodnoceni regula¢nim tufadem a Etickou komisi pro
multicentrickd  hodnoceni  (,EKMH”)  a mistnimi
etickymi komisemi (,MEK?”), dale souhrnné jako etické
komise (,,EK”). Protokol bude povazovan za kone¢ny po
jeho podpisu zadavatelem ahlavnim  zkouSejicim
a schvaleni EK. Poté mize byt protokol zménén pouze na
zakladé predchoziho pisemného souhlasu zadavatele
a nasledného schvaleni regula¢nim tfadem a EK. Kopie
protokolu a jeho piipadnych dodatkti budou uchovavany
v evidenci klinického hodnoceni vedené instituci.
V piipadé rozporu mezi podminkami protokolu
a podminkami této smlouvy budou mit ve vztahu ke viem
klinickym zalezitostem piednost podminky protokolu
a ve vSech ostatnich z&lezitostech bude mit pfednost tato
smlouva.

Piedpokladana doba trvani Klinického hodnoceni je do
priCemz tato doba mize byt pfedmétem zmény
na zakladé pozadavki Zadavatele a v souladu s
podminkami Protokolu. Piipadna odchylka skute¢né doby

change of this Agreement through the written | trvani od pfedpokladané doby trvani del$i nez 6 mésict

amendment. vyzaduje zménu této smlouvy ve form¢ pisemného
dodatku.

2. Research Work 2. Vyzkumna prace

2.1 The Site represents and warrants that it will | 2.1 Pracovisté prohlaSuje a zarucuje se, ze bude toto

conduct this Study in compliance with the Protocol; any
and all applicable regional, national, international and
local laws regulations and guidelines, including but not
limited to: all applicable anti-corruption, privacy and data
protection laws and regulations; 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 institution or facility;
and any other relevant professional standards
(collectively, “Applicable Law™).

klinické hodnoceni provadét v souladu s protokolem
avsemi platnymi oblastnimi, statnimi, mezinarodnimi
a mistnimi zakony, pfedpisy a pokyny, mimo jiné vetné:
vSech platnych zakonti a pfedpist proti korupci a
0 ochrané soukromi a dajd; smérnice 2001/20/ES ze dne
4. dubna 2001 tykajici se zavedeni spravné klinické praxe
pfi provadéni klinickych hodnoceni humannich 1é€ivych
pfipravkl; acCeskych zakonl, zejména zékona ¢.
378/2007 Sb. oléCivech  adodatki  nékterych
souvisejicich zakonl (,,zdkon o 1é¢ivech”) a vyhlasky ¢.
226/2008 Sb. ospravné Kklinické praxi a blizSich
podminkach klinického hodnoceni 1é¢ivych pripravki
Vv platném znéni, zakona ¢. 372/2011 Sb. o zdravotnich
sluzb4dch apodminkdch jejich poskytovani (,,zakon
0 zdravotnich sluZzbach™) nebo naslednych dodatk nebo
zakond, které zasadné nahradi vy$e uvedené; spravné
klinické praxe (dle definice uvedené v bodé¢ E6: Spravna
KlinickA  praxe: Konsolidované pokyny  pfijaté
Mezinarodni konferenci o harmonizaci (,,ICH-GCP™));
vSech pozadavkll hostitelské instituce nebo zafizeni
avdech ostatnich relevantnich odbornych norem (dale
souhrnné jako ,,platné zakony”).

2.2 The Site will require Study Personnel (as defined | 2.2 Pracovis§t¢ bude poZadovat, aby pracovnici
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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

klinickeho hodnoceni (dle nize uvedené definice)
dodrzovali platné podminky této smlouvy. Pracovisté
zajisti, aby jeho pobocky ajejich zaméstnanci,
zprostiedkovatelé,  zastupci, nezavisli  dodavatelé
apovéienci tietich stran, ktefi provadéji prace nebo
vyzkumné ¢innosti souvisejici s klinickym hodnocenim
jménem pracovisté (dale souhrnné jako ,,pracovnici
klinického hodnoceni™), dodrZovali platné podminky

same extent as Institution. Site shall be liable for the acts | této smlouvy ve stejném rozsahu jako instituce.

and omissions of Study Personnel. Pracovist¢ bude odpovédné za Ukony iopomenuti
pracovniki klinického hodnoceni.

2.3 Site agrees that Study Personnel will not seek | 2.3 Pracovi§té souhlasi stim, Ze pracovnici

direct payment from Sponsor for services performed on
the Study. The Site agrees that neither Sponsor nor
Sponsor’s designee is under an obligation to make
payments to Study Personnel under this Agreement.

klinického hodnoceni nebudou od zadavatele poZadovat
ptimou platbu za sluzby provadéné v ramci Kklinického
hodnoceni. Pracovi$té souhlasi s tim, Ze zadavatel ani jim
povéfena osoba nemaji povinnost hradit platby
pracovnikim klinického hodnoceni podle této smlouvy.

2.4 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.

2.4 Hlavni zkouSejici také prohlaSuje a zarucuje se,
Ze ziskal a bude udrzovat pro vSechny subjekty zafazené
do klinického hodnoceni  (,,subjekty hodnoceni”)
pozadovany  formulaf  informovaného  souhlasu/
opravnéni tykajici se vyzkumu a/nebo dal§i povinné
formulafe, které jsou potiebné kplnému dodrZeni
platnych predpisit o ochrané soukromych tdaji, mimo
jiné véetné opravnéni od subjektd hodnoceni ke
shromazd’ovani, pouzivani, poskytovani, pfevodu
a zpracovani jejich osobnich tdaji pro ucely klinického
hodnoceni, ato zpusobem uvedenym ve formulafi
informovaného  souhlasu.  Informovany  souhlas/
opravnéni musi mit podobu nejaktualnéjsiho formulare
informovaného souhlasu schvaleného regula¢nim ufadem
a EK (a pfipadné radou pro ochranu soukromych udaji)
a zadavatelem a v souladu s platnymi zakony.

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 be the data controller of such personal data to
the extent of such dealings.

Spravcem idaji ve vztahu k témto osobnim udajim bude
zadavatel, pfiCemz plati vyjimka, Ze pokud bude
organizace CRO nakladat s libovolnymi osobnimi Gdaji
podle této smlouvy stejnym zplsobem jako spravce
udajt, bude spravcem téchto osobnich udaji v rozsahu
takového nakladani s nimi organizace CRO.

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 accordance
with the Data Protection Legislation.

Organizace CRO milze zpracovavat ,,osobni udaje”
zkousejiciho a pracovniki klinického hodnoceni pro
ucely souvisejici s klinickym hodnocenim tak, jak je
vymezeno V platnych pravnich pfedpisech na ochranu
udaji = uzdkonénych v ramci stejnych nebo
rovnocennych/obdobnych vnitrostatnich pravnich
piedpist (dale souhrnné jako ,,pravni predpisy na ochranu
udaju”), aveskeré takové zpracovani bude provadéno
Vv souladu s pravnimi ptepisy na ochranu udaji.

25 The Principal Investigator is responsible for the
conduct of the Study at the Institution. In the event
Principal Investigator becomes either unwilling or unable
to participate in the Study, Institution will cooperate, in
good faith and expeditiously, to find a replacement
investigator acceptable to the Sponsor; Principal

2.5 Za provedeni Klinického hodnoceni v instituci je
odpovédny hlavni zkousejici. Pokud hlavni zkousSejici
nebude dale ochoten nebo schopen se na klinickém
hodnoceni podilet, poskytne instituce v dobré vite
a urychlené soucinnost k nalezeni nahradniho
zkouSejiciho, ktery bude pro zadavatele pfijatelny; hlavni
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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). Institution’s cooperation in
finding an acceptable replacement does not negate its
obligation to perform under this Agreement up to the
effective date of termination. The amendment to this
Agreement shall be executed in case of change of
Principal Investigator.

zkousSejici bude pokracovat v plnéni svych povinnosti
a podminek uvedenych v ¢lanku 4 (Prava kudajim)
a 8 (DuSevni vlastnictvi) avbodu 10.2 vrozsahu
vztahujicim se na hlavniho zkouSejiciho. Pokud nebude
nalezen vhodny néhradnik, bude tato smlouva
zadavatelem ukoncena v souladu s ¢lankem 10 (Doba
platnosti a ukonceni). Soucinnost instituce pii hledani
vhodné nahrady nerusi jeji povinnost poskytovat plnéni
podle této smlouvy az do data ucinnosti jejiho ukonceni.
O ptipadné zméné hlavniho zkousejicitho bude uzavien
dodatek k této smlouvé.

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 Zadavatel ziska pfed zahajenim klinického
hodnoceni pisemné opravnéni regulacniho ufadu (dle
definice v ¢lanku 3.4).

The Principal Investigator will obtain the written
approval of the EC prior to commencement of the Study
and will furnish Sponsor with the EC’s letter of approval.

Hlavni zkou$ejici =ziska pfed zahajenim klinického
hodnoceni pisemny souhlas EK aptedlozi zadavateli
potvrzeni EK o tomto souhlasu.

2.7 The Institution and Principal Investigator, as
applicable, will: (a) account for all clinical supplies
furnished by Sponsor; (b) keep a written inventory of any
equipment supplied by Sponsor according to guidelines
provided by the Sponsor; (¢) 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.

Study Drug shall be stored in accordance with the Decree
No. 226/2008 Coll.,, as amended, in Institution’s
Pharmacy which undertakes to comply with conditions of
good pharmaceutical practice, related guidelines of the
State Institute for Drug Control and ensures the handling
with drugs by the authorized persons only. Institution’s
Pharmacy shall be responsible for receiving the Study
Drug shipments and dispensing the Study Drug to
Principal Investigator or persons authorized by him.

2.7 Instituce, pfipadné hlavni zkouSejici: (a) bude
odpovidat za vSechny klinické z&soby dodané
zadavatelem; (b) povede pisemny inventarni soupis
vybaveni dodaného zadavatelem podle pokynti pfedanych
zadavatelem; (c) na konci klinického hodnoceni dodrzi
vSechny platné zakony upravujici nakladani s klinickymi
zasobami nebo jejich likvidaci a/nebo dle pokynu
zadavatele vrati veSkeré nevyuZité Klinické nebo jiné
zasoby poskytnuté zadavatelem nebo jim povéfenou
osobou; (d) sdéli zadavateli veSkeré informace a Udaje
ziskané na zakladé pozadavku protokolu; (e) odevzda
zadavateli nebo jim povéfené osobé vyplnéné
elektronické zaznamy subjektu hodnoceni (,,e-CRF”)
vyplyvajici  z klinického hodnoceni; (f) ponechd si
vSechny potfebné zaznamy a dokumenty o klinickém
hodnoceni dle pozadavkl regulacnich pfedpisi, této
smlouvy a/nebo piislusného protokolu; a(g) bude
pouzivat klinické zasoby, hodnoceny pripravek
a ptipadné srovnavaci produkty poskytnuté v souvislosti
s klinickym  hodnocenim v souladu s protokolem,
platnymi  zakony apisemnymi pokyny pfedanymi
pracovisti vyhradn¢ pro ucely fadného provedeni
Klinického hodnoceni abude vSechny klinické zé&soby
udrzovat dle specifikaci zadavatele a v souladu s platnymi
zakony a predpisy, vcetné uskladnéni po celou dobu
Vuzamceném a zajisténém prostoru. Veskery nevyuzity
hodnoceny pfipravek nebo jiné hodnocené piipravky
nebo placeba budou na Zadost zadavatele ana jeho
pfimétené naklady zniceny nebo doruceny zadavateli
nebo jim povéfené osobe.

Hodnoceny piipravek bude v souladu s vyhlaskou
¢. 226/2008 Sb., v platném znéni, uskladnén v Lékarné
instituce, kterd se zavazuje dodrZovat podminky spravné
lékarenské praxe, souvisejici pokyny SUKL a zaruduje
manipulaci s léfivem pouze opravnénymi osobami.
Lékéarna instituce bude zodpovidat za piijem zasilky
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Hodnoceného piipravku a vydej Hodnoceného ptipravku
Hlavnimu zkous$ejicimu nebo jim povéfené osobg.

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 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.

2.8 Pokud jde o elektronicky zaznam udaju (,,EDC”),
hlavni zkousSejici: (a) do &tyficeti osmi (48) hodin od
posledni  absolvované navstévy subjektu v ramci
klinického hodnoceni zadd v3echny (daje souvisejici
s klinickym hodnocenim do pfislusnych stranek zdznamu
e-CRF pomoci systému EDC; (b) neprodlené pomuiize
zadavateli nebo jim povéfené osobé prilezitostné ziskat
udaje shromazdéné v pracovnim listu/ dotazniku (napf.
MPN-SAF, mistni laboratorni udaje) nebo jiném médiu
pied jejich vloZzenim na stranky zaznamu e-CRF
vsysttmu EDC, pfipadné¢ pied jejich odesldnim
dodavateli; (c) zkontroluje spravnost a Uplnost vSech
zaznami e-CRF; (d) bude pouzivat prislusné
technologie/zatizeni dle pozadavki zadavatele nebo jim
poveéfené osoby za ucelem umoznéni sbéru udaji
aprovedeni klinického hodnoceni (napf. systém
Interactive Voice Response System (IVRS), ruéni
elektronicky diat vydavany subjektim klinického
hodnoceni za uc¢elem shromazd’ovani informaci tykajicich
se piiznakt souvisejicich s jejich onemocnénim); a (e)
bude vést a ukladat I1ékaiské zaznamy a Udaje (dle nize
uvedené definice) bezpeénym zplisobem s fyzickym
a elektronickym  omezenim  piistupu  a kontrolami
prostiedi vhodnymi pro dany druh udaju a v souladu
s plathymi zdkony anormami dodrZzovanymi v tomto
odvétvi.

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 Institution 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.

2.9 Hlavni zkousSejici pfed zahajenim klinického
hodnoceni zkontroluje protokol a soubor informaci pro
zkouSejiciho, a pokud instituce nebo hlavni zkouSejici
nemohou dodrzet nékterou v nich uvedenou podminku,
oznami to hlavni zkousSejici zadavateli nebo jim povétené
osob€. Pokud obecné¢ pfijimané normy pro klinicky
vyzkum a l1ékatskou praxi vyzaduji ve vztahu k vyhodam,
blahu abezpe¢nosti subjekti klinického hodnoceni
odchylky od protokolu, budou tyto normy dodrZeny.
V takovém pfipad¢ strana, kterd si je védoma nutnosti
provedeni odchylky, vyrozumi zadavatele
0 skutecnostech podporujicich tuto odchylku neprodlen¢
poté, co se otéchto skute¢nostech dozvi. Po uvedeném
vyrozuméni zadavatel tuto odchylku pisemné potvrdi.
Aniz by tim bylo dotceno vySe uvedené, plati, Ze pokud
bude béhem provadeéni klinického hodnoceni nutné
provest nouzovou odchylku od protokolu, aby se
zabranilo bezprostiednimu ohroZeni subjektu klinického
hodnoceni, jak stanovi dokument ICH-GCP 4.5, hlavni
zkousejici o této nezbytné odchylce neprodlené vyrozumi
zadavatele nebo jim povéfenou osobu atato odchylka
nebude znamenat nedodrZeni protokolu.

Sponsor will promptly report to the Principal Investigator,
Regulatory Authority/LEC, any finding that could affect
the safety of participants or their willingness to continue
participation in the Study, influence the conduct of the

Zadavatel ihned ozndmi hlavnimu zkouSejicimu,
regulacnimu Ufadu / komisi LEK veskera zjisténi, ktera
by mohla mit vliv na bezpec¢nost U¢astnikd nebo jejich
ochotu pokracovat vucasti na klinickém hodnoceni,
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Study, or alter the Regulatory Authority/LEC approval to
continue the Study.

ovlivnit provadéni klinického hodnoceni nebo ovlivnit
souhlas regula¢niho ufadu / komise LEK s pokra¢ovanim
Klinického hodnoceni.

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 Vpfipadé¢ nezddouci piihody, at zavazné Ci
nikoli, jak je definovana v protokolu a platnych zakonech,
pracovisté musi ihned a v pIném rozsahu splnit viechny
oznamovaci postupy, ¢asové lhity a poZadavky uvedené
v protokolu v souladu s platnymi zakony. Pracovisté bude
se zadavatelem spolupracovat pii jeho usili o nasledné
sledovani ptipadnych nezadoucich piihod. Pracovisté
bude dodrzovat své oznamovaci povinnosti vuci
regulaénimu ufadu/ EK. Konkrétné bude hlavni
zkousejici oznamovat nezddouci piihody dle pokynt

uvedenych v protokolu apodle platnych zakonu
a predpisu. Zkousejici bude se zadavatelem spolupracovat
pii jeho Usili onéasledné sledovani pripadnych

nezadoucich piihod. Pracovist¢ bude dodrzovat své
oznamovaci povinnosti vii¢i komisi LEK.

2.11  The Site will use biological samples collected
during the Study pursuant to the Protocol and in
compliance with Applicable Laws. The Site shall not use
biological samples for use in research not described in the
Protocol and in the informed consent/authorization.

2.11  Pracoviste¢ bude pouzivat biologické vzorky
shromazdéné beéhem klinického hodnoceni podle
protokolu avsouladu splatnymi zakony. Pracovisté
nebude pouZivat biologické vzorky pro vyzkum, ktery
neni popsan Vv protokolu ¢i v informovaném souhlasu /

oprévnéni.
Avrticle 3. Reports, Monitoring and Regulatory | Clanek 3. Zpravy, monitorovani  aregula¢ni
Inspections kontroly
3.1 The Principal Investigator shall provide Sponsor | 3.1 Hlavni zkouSejici bude zadavateli nebo jim

or its designee with such 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.

povéiené osobé piedavat béhem klinického hodnoceni
pravidelné pisemné zpravy, které (a) bude zadavatel nebo
jim povéfena osoba pozadovat akteré (b) budou
pozadovany protokolem, apo dokonceni klinického
hodnoceni také poskytne zavére¢nou zpravu o klinickém
hodnoceni.

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 Ve vzajemné dohodnutych terminech budou mit
zadavatel a jim povéfené osoby pravo provadét kontrolu,
audit a monitorovani zafizeni azaznami pracovisté,
mimo jiné véetné zaznamt uvedenych v této smlouvé
a lékarskych zaznaml (vCetné vytiSténych zaznamu
a/nebo elektronickych lékarskych zaznamt). Pracovisté
a jeho pracovnici klinického hodnoceni budou k dispozici
abudou ohledné téchto navstév za ucCelem kontroly,
auditu a monitorovani se zadavatelem a jim povéfenymi
osobami pfiméfené spolupracovat.
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3.3 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 Institution’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, Institution will permit Sponsor to be present
and will provide in writing to Sponsor copies of all
materials, correspondence, statements, forms and records
which the Institution receives, obtains, or generates
pursuant to any such inspection.

3.3 Pokud statni nebo regulacéni ufad s prisluSnou
pravomoci (,regulaéni uiad”), mimo jiné vcetné
Statniho ustavu pro kontrolu 1éciv a ifadu FDA, poZaduje
povoleni ke kontrole nebo provede kontrolu zafizeni nebo
zaznamu o Vyzkumu instituce souvisejicich s klinickym
hodnocenim podle této smlouvy, pracovist¢ otom
zadavatele neprodlené vyrozumi, a to bud’ telefonicky, e-
mailem, nebo faxem. Pracovisté bude zadavatele v plném
rozsahu avcas informovat o povaze, pribézném stavu
a vysledku téchto kontrol. Pracovi§té a jeho pracovnici
klinickeho hodnoceni budou k dispozici regulaé¢nimu
ufadu, pfipadn¢ zadavateli ajim povéfenym osobam
ohledné¢ téchto navstév za tucelem kontroly, auditu
a monitorovani a budou s nimi pfiméfené spolupracovat.
Pokud to zakon povoluje a je to vhodné a proveditelne,
povoli instituce zadavateli, aby byl pfitomen, a poskytne
mu pisemné kopie vSech materiali, korespondence,
vykazii, formulaii a zaznamu, které instituce obdrzi,
ziska nebo vypracuje na zaklad¢ takové kontroly.

Avrticle 4. Rights to Study Drug, Sponsor
Information, and Study Data

Clanek 4. Prava k 1é¢ivému piipravku,
informace o zadavateli a idaje o klinickém hodnoceni

4.1 Study Drug shall be, is and will remain, at all
times, the exclusive property of Sponsor. Sponsor will
provide Site with the required quantities of Study Drug
for the sole purpose of conducting the Study.

4.1 Lécivy pripravek je, bude a ziistane po celou
dobu vyhradnim majetkem zadavatele. Zadavatel
poskytne pracovisti poZzadovand mnozstvi hodnoceného
pfipravku vyhradné¢ pro tucely provadéni klinického
hodnoceni.

4.2 All results, documents, data, know-how and
formulas provided to the Institution and/or Principal
Investigator for purposes of a Study under the terms of

4.2 VSechny vysledky, dokumenty, Gdaje, know-how
avzorce  poskytnuté instituci a/nebo  hlavnimu
zkouSejicimu pro ucely klinického hodnoceni podle

this Agreement (“Study Information”) shall be, are and | podminek této smlouvy (,,informace o klinickém

will remain Sponsor’s property. hodnoceni”)  jsou, budou azistanou majetkem
zadavatele.

4.3.  All results, documents, data, know-how and | 4.3.  VSechny vysledky, dokumenty, Gdaje, know-how

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
Institution. The Institution will have the non-exclusive
right to use Data from the Site for its internal, non-
commercial purposes for research and patient care.

a vzorce vyplyvajici z klinického hodnoceni, mimo jiné
véetné vykazii (napi. e-CRF, vsSech souhrni udaji,
prozatimnich zprav a kone¢né zpravy) (dale jen ,,udaje”),
budou a ziistanou majetkem zadavatele a zadavatel bude
mit pravo pouzivat tyto tidaje vcetné vysledki klinického
hodnoceni libovolnym zpisobem, ktery bude povazovat
za vhodny vzajmu sveého podnikani. Originaly
lékatskych zaznamid a zdrojové dokumenty subjektl
klinického hodnoceni jsou majetkem instituce. Instituce
bude mit nevyhradni pradvo pouZivat Udaje z pracovisté
pro své interni nekomeréni uéely v ramci vyzkumu a péce

0 pacienty.
Article 5. Consideration and Expenses Clanek 5. Odmeéna a vydaje
51 In full consideration for the conduct of a Study | 5.1 Zadavatel souhlasi stim, Ze prostfednictvim

by the Institution, Principal Investigator and for all
resources, including Study Personnel, provided by the
Institution for the Study, Sponsor through CRO agrees to
pay the 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,

organizace CRO zaplati ptijemci jako tplné protiplnéni
za provedeni Klinického hodnoceni instituci, hlavnim
zkouSejicim aza vSechny zdroje véetné pracovniki
klinickeho hodnoceni, které instituce pro Kklinické
hodnoceni  poskytuje, vydaje aodmény uvedené
V rozpoctu a planu plateb za praci provedenou pii plnéni
této smlouvy a provedeni klinického hodnoceni v souladu
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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. Institution agrees to
submit detailed invoices/financial documentation in the
format requested by CRO.

s protokolem, ktery je pfiloZzen jako pldn A a za¢lenén do
této smlouvy odkazem (,,pldn A”). Uréeny piijemce je
definovan v planu A. Uhrada téchto vydaji a prostiedki
bude provedena v souladu s planem plateb uvedenych
vplanu A abude zaviset na Udajich ainformacich
poskytnutych nebo zadanych do systému EDC v souladu
s bodem 2.7. PIan A stanovi platbu za vyzkumné ¢innosti
provedené podle protokolu, ktera bude uhrazena podle
planu plateb uvedeného v daném dokumentu. Instituce
souhlasi stim, Ze poskytne podrobné faktury/ finan¢ni
dokumentaci ve forméatu poZzadovaném organizaci CRO.

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 including
10% withholding 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 ustanoveni uvedenych v planu A se
bude na platby vztahovat 10% srdZka (dle definice
uvedené v planu A, pouze utéch subjektt klinického
hodnoceni, které spliiuji vSechna pfislusna kritéria
protokolu pro pfijeti, zafazeni a vylouCeni, pfiCemz
posledni platba zahrnujici 10% sradZku je uhrazena pote,
co pracovi$té splni vSechny své povinnosti vyplyvajici
z této smlouvy a organizace CRO obdrzi vSechny fadné
vyplnéné zaznamy e-CRF avSechny ostatni divérné
informace (dle niZze uvedené definice), pokud to bude
organizace CRO poZadovat).

5.3 Monies paid to the Payee will be deemed in full
satisfaction of all work and research activities performed
pursuant to this Agreement.

53 Penézité castky zaplacené piijemci budou
povazovany za Uplnou Uhradu za veSkeré prace
a vyzkumné ¢innosti provedené podle této smlouvy.

5.4 Total payments per Study Subject will not exceed | 5.4 Celkove platby za jeden subjekt Kklinického

the limit indicated in the applicable Schedule A. hodnoceni nepiekro¢i limit uvedeny v pfislusném
planu A.

55 Notwithstanding the foregoing, or anything | 5.5 Aniz by tim bylo dotéeno vySe uvedené nebo

contained in the Protocol, if Sponsor terminates a Study | cokoli, co je uvedeno v protokolu, plati, Ze pokud

prior to completion, Sponsor agrees through CRO to pay | zadavatel ukon¢i klinické hodnoceni pied jeho

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 Institution to
be submitted, within sixty (60) days of the effective
termination date, defined in Article 10, below.

dokonc¢enim, souhlasi zadavatel s tim, Ze prostfednictvim
organizace CRO zaplati financovani pfijemci uvedenému
v planu A za prace, které byly fadné provedeny do data
uéinnosti ukonéeni. Kromé toho zadavatel souhlasi s tim,
ze prostifednictvim organizace CRO zaplati pifijemctim
vSechny nezrusitelné zavazky predepsané podle planu A,
které pracovisti vznikly ptfi  provadéni klinického
hodnoceni do data u¢innosti ukonéeni. Castka zaplacena
zadavatelem pii predCasném ukoneni vSak nebude
Vv zadném pripadé¢ vy$si nez celkovd smluvni Céstka
uvedena v planu A. Zadavatel provede prostiednictvim
organizace CRO thradu konecné faktury vystavené
instituci do 60 dni od data ucinnosti ukonceni dle
definice v ¢lanku 10 nize.

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 same to Sponsor or its designee
within forty-five (45) days of the effective termination
date.

5.6 V piipadé refundace splatné zadavateli pfi
predcasném ukonceni kteroukoli smluvni stranou souhlasi
pfijemce stim, ze tyto Castky poukaze zadavateli nebo
jim povéfené osobé do Ctyficeti péti (45) dnt od data
ucinnosti ukonceni.

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

5.7.  Po dokonCeni nebo ukonéeni této smlouvy
nebude zadavatel v zadném piipadé povinen zaplatit
jakékoli faktury ptedlozené po uplynuti lhity pro
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submitting final invoices set forth in Schedule A has
expired except of cases where it is necessary for
protection of safety of Study Subjects.

piedlozeni kone¢nych faktur, kterd je stanovena
v planu A s vyjimkou ptipadd, kdy je to nezbytné pro
ochranu zdravi Subjektl studie.

5.8 In addition to the fees and expenses designated in
Schedule A:

5.8 Kromé plateb a vydaji uvedenych v planu A:

€)) Sponsor, through CRO, will provide or reimburse
Institution 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 Institution has received prior
written approval to purchase an item or service,
Institution 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, Institution shall return to
Sponsor or Sponsor’s designee at Sponsor’s discretion
and at Sponsor’s cost all unused items that Sponsor
provided Institution.

@) Zadavatel prostfednictvim organizace CRO
poskytne instituci (nebo ji proplati) zafizeni, zasoby,
nastrojové vybaveni, naborové sluzby, slouceniny, 1é¢iva,
prostiedky, sluzby zpracovani dat, sluzby analytiky dat,
pocitacovy hardware a software, sluzby laboratorniho
testovani a veSkeré dalSi polozky nebo sluzby, které:
(1) jsou nezbytné avhodné kprovadéni klinického
hodnoceni v souladu s protokolem; (2) nebudou pouzity
pro jiné tucely; a(3) jejich proplaceni bylo pisemné
pfedem schvaleno zadavatelem nebo jim povéfenou
osobou. Pokud instituce ziskala pfedem pisemny souhlas
s ndkupem poloZek nebo sluZeb, souhlasi instituce s tim,
ze do ftficeti (30) dni od takového nakupu predlozi
podrobné faktury ve vzajemné dohodnutém formatu
K proplaceni vsech takovych vydaji. Po dokonceni
klinického hodnoceni instituce vréti zadavateli (nebo dle
uvazeni zadavatele jim povéfené osob€) ana naklady
zadavatele veSkeré nevyuZité polozky, které zadavatel
instituci poskytl.

(b) Sponsor, through CRO, will cover or reimburse
Principal Investigator and Study Personnel for reasonable
and necessary expenses which have been pre-approved 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 invoices in a
mutually agreed upon format for reimbursement of any
such expenses within thirty (30) days of the date of the
meeting.

(b) Zadavatel prostiednictvim organizace
CRO uhradi nebo proplati hlavnimu zkouSejicimu
a pracovnikim  klinického  hodnoceni  pfimérené

a nezbytné vydaje za cestovné, ubytovani a stravu, které
byly zadavatelem nebo jim povéfenou osobou pisemné
ptedem schvaleny akteré hlavnimu zkouSejicimu
a pracovnikiim klinického hodnoceni vznikly
v souvislosti s ucasti téchto jednotliveh na schiizkach
zkousejicich tykajicich se klinického hodnoceni. Hlavni
zkousejici a/nebo pracovnici  Kklinického hodnoceni
souhlasi s tim, Ze do tficeti (30) dn od data takovych
jednani ptedlozi podrobné faktury ve vzajemné
dohodnutém formétu K proplaceni v§ech takovych vydaji.

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 teaching 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 Institution 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
Institution’s books and records to determine conformance
with this Article 5 and its subsections at any time upon

5.9 Pracovisté bere na védomi, ze na zadavatele se
vztahuji  platné zakony tykajici se inkasovani
a vykazovani plateb nebo hodnotnych pievoda pro urcité
poskytovatele zdravotni péce afakultni nemocnice,
asouhlasi stim, Zze zadavatel mize pro zakonné ucely
pfijmout a poskytnout podminky této smlouvy, ato
véetné  ¢asti o ndhradidch aostatnich  hodnotnych
prevodech. Zadavatel si vyhrazuje pravo poskytnout
uréité identifikujici informace o hlavnim zkou3ejicim
ainstituci za ucelem splnéni platnych pozadavkli na
ohlaSovéni a pracovist¢ souhlasi stim, Ze poskytne
soucinnost pfi poskytovani piislusnych informaci tak, aby
zadavatel mohl tyto své povinnosti splnit. Pracovisté
povede ptesnou a Uplnou dokumentaci ke vSem platbam
avydajum, které mu vzniknou v souvislosti se
zadavatelem nebo touto smlouvou. Zadavatel bude mit po
zaslani oznameni instituci v pfiméfeném piedstihu pravo

INCY:I'E ]
DUVERNE
Vzor smlouvy CTA s &eskou instituci a zkouSejicim

Strana 10/29




reasonable notice to Institution.

nahliZzet do tcetnictvi a zaznamu instituce a kontrolovat
je, aby zjistil, zda jsou v souladu s timto ¢lankem 5 a jeho
dil¢imi body.

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 Institution 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
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
Institution and/or the Principal Investigator; and (c)
constitutes a fair market value for services performed
under this Agreement. The Sponsor is not making, nor
will the Institution, 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 Institution, 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
Institution, 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.

5.10  Hlavni zkouSejici potvrzuje asouhlasi s tim, Ze
jeho posouzeni v souvislosti sjeho radami a péci
0 jednotlivée subjekty hodnoceni nebude ovlivnéno
nahradou splatnou podle tohoto clanku 5. Instituce
a hlavni zkouSejici sami za sebe potvrzuji a souhlasi
stim, Ze néhrada splatnd zadavatelem podle tohoto
¢lanku 5: (a) se neposkytuje vyménou za vyslovnou ani
piedpokladanou dohodu o pfedepisovani, nakupu,
pouzivani nebo doporucovani produktli zadavatele nebo
ovliviiovani rozhodnuti o jejich predepisovani nebo
vydavani ani jako pobidka k vySe uvedenému ¢i jako
protiplnéni za vy3e uvedengé; (b) nebyla uréena zptisobem,
ktery by zohlednoval objem nebo hodnotu doporuceni
vygenerovanych instituci a/nebo hlavnim zkouSejicim;
a(c) predstavuje pifiméfenou trzni cenu sluzeb
poskytnutych na zakladé této smlouvy. Zadavatel nehradi
aani instituce, hlavni zkouSejici ani jejich zéstupci
nehradi ani nepfijimaji zadné pifimé nebo neptimé platby
od jiné osoby s korupénim zamérem ve snaze: pobizet
instituci, hlavniho zkousejiciho nebo jinou osobu, subjekt
nebo statniho ufednika k tomu, aby vyuZili svého vlivu
uvlady nebo ufadu pro ucely ovlivnéni jakéhokoli
ufedniho ukonu nebo rozhodnuti (mimo jiné vcetné
rozhodnuti nekonat) v jejich Gfednim postaveni; nebo
pobizet instituci, hlavniho zkousejiciho nebo jinou osobu,
subjekt nebo statniho ufednika, aby provedli nedovoleny
Ukon nebo zajistili nedovolenou vyhodu, a pomohli tak
zadavateli ziskat nebo udrZet si obchod pro nebo
s kteroukoli stranou nebo jinou osobou nebo nasmérovat
obchod ke kterékoli strané nebo osob&; nebo ovlivnit
n&jaky ukon ¢i rozhodnuti.

If the Sponsor or CRO provide any free products or items
for use in the Study, Institution 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. Institution and 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

Pokud zadavatel nebo organizace CRO poskytne zdarma
produkty nebo polozky k pouZziti vradmci Kklinického
hodnoceni, souhlasi instituce a hlavni zkousejici s tim, Ze
tyto produkty nebo polozky poskytnuté zdarma
nevyuctuji zadnému pacientovi, pojistovateli ¢i statnimu
ufadu ani jiné teti strang. Instituce a zkouSejici souhlasi
s tim, Ze nebudou zadnému pacientovi, pojistovateli ¢i
statnimu Gfadu uctovat zadné navstévy, sluzby ani vydaje
vzniklé v prab&hu klinického hodnoceni, za které dostali
nahradu od organizace CRO nebo zadavatele nebo které

the patient. nejsou soucasti bézné péfe, kterou by normalné
pacientim poskytovali.
Avrticle 6. Publicity Clanek 6. Propagace

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 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

Z&dna smluvni strana této smlouvy nebude pouZivat jméno
druhé smluvni strany ani jméno, logo, ochrannou zndmku,
symbol ¢i jiny obrazek kterékoli smluvni strany této
smlouvy nebo jejich zaméstnancd v souvislosti s reklamou
nebo propagaci jakéhokoli produktu ¢i sluzby bez
predchoziho pisemného povoleni dané smluvni strany s tou
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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

vyjimkou, Ze zadavatel muze pouZivat nazev pracovisté
v publikacich klinického hodnoceni a sdélenich o ném, a to
véetné webovych stranek klinického hodnoceni a jeho
véstnik. Zadavatel zaregistruje klinické hodnoceni ve
vefejném registru klinickych hodnoceni podle platnych
zékonu a predpisi avysledky klinického hodnoceni

laws and regulations. oznami vefejné vterminu arozsahu vyZadovaném
plathymi zakony a ptedpisy.

Article 7. Publications Clanek 7. Publikace

7.1 Site agrees that the Study results may be used by | 7.1 Pracovisté¢ souhlasi stim, Ze zadavatel muze

Sponsor, for the purposes of national and international | pouzit vysledky klinického hodnoceni pro ucely

registration, publication, and in any manner deemed | vnitrostatni a mezinarodni registrace, publikovani

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.

a libovolnym zplsobem, ktery bude zadavatel povazovat
za vhodny pro své obchodni zajmy. Pokud to budou
platné zékony vyZadovat, bude jméno hlavniho
zkousejiciho a jeho zapojeni do klinického hodnoceni
ohlaSeno regulacnim uradim.

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

Zadavatel po uzavieni klinického hodnoceni zvefejni
poZadované vysledky Klinického hodnoceni v lhatach
poZadovanych platnymi zakony.

If the Study is a multi-center study, the Institution 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
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.

Pokud je Klinické hodnoceni multicentrické, souhlasi
instituce a hlavni zkouSejici s tim, Ze zadavatel bude mit
pravo na prvni publikovani vysledkd klinického
hodnoceni. Zadavatel bude jednat jako koordinator
zvefejnovani multicentrického klinického hodnoceni v téch
konkrétnich ptipadech, kdy je prvni publikovani
zamysleno jako spolecné multicentrické publikovani
vysledkd klinického hodnoceni provedené zadavatelem ve
spojeni se zucastnénymi zkouSejicimi a pracovisti, ktera
prisp€la svymi idaji, analyzami a ptipominkami. V piipadé
neshody mezi hlavnimi zkouSejicimi multicentrického
klinického hodnoceni budou jako spolurozhodci takoveho
sporu vystupovat vedouci zkouSejici a zastupce zadavatele.
VSechny publikace vyplyvajici z klinického hodnoceni
budou obsahovat odpovidajici pod¢kovani za veédecky
pfinos pracovnikii zadavatele. Autorstvi nebo podékovani
ziCastnénym zkousejicim budou pro ucely publikace
ureny primarné na zakladé veédeckého pfinosu vyvoji
protokolu avykladu tudaji asekundarné na zakladé
zatazeni pacientll. VSichni autofi musi splnovat kritéria
autorstvi stanovend Mezinarodnim vyborem redaktorti
l1ékaiskych Casopisti (ICMIJE).

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 Institution and/or
Principal Investigator may publish the Study results
subject to Sponsor’s rights as set forth below:

7.2 Aviak po prvnim zvefejnéni, nebo v diivéjsi
znize uvedenych lhat v pripadé, Ze se neptredklada
multicentrickd publikace (podle toho, kterd& moZnost
nastane dfive): (a) osmnact (18) mésici od uzavieni
klinickeho hodnoceni; (b) osmnact (18) mésici od
upusténi od klinického hodnoceni nebo jeho ukonceni na
vSech pracovistich klinického hodnoceni; nebo (c) pokud
zadavatel potvrdi, Ze nebude publikovat Zadnou publikaci
o multicentrickém Klinickém hodnoceni, pak instituce
a/nebo hlavni zkouSejici mohou zvefejnit vysledky
klinického hodnoceni na zaklad¢ nize uvedenych prav
zadavatele:
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€)) Institution 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 proposed publication any specifically identified
sponsor confidential and/or proprietary information.
Institution 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.

@) Instituce a hlavni zkou$ejici souhlasi stim, Ze
oznami zadavateli svij zamér piedlozit publikaci nejméné
Sedesat (60) dnl pfed navrhovanym datem predlozeni,
toto oznameni bude obsahovat kratky piehled kli¢ovych
bodli zamyslené publikace a formalné predlozi zadavateli
vSechny navrhované publikace, které podle definice
zahrnuji mimo jiné rukopisy, vytahy, postery, diapozitivy
a/nebo jiné pisemné materialy souvisejici s klinickym
hodnocenim, a to nejméné tiicet (30) pracovnich dni pred
predlozenim zamyslené publikace nebo vytahu nebo pied
datem zahdjeni kongresu/jednéni, kde maji byt
prezentovany postery a/nebo diapozitivy. Béhem tohoto
obdobi 30 pracovnich dnti bude mit zadavatel moznost
zkontrolovat obsah publikace avznést pFipominky
tykajici se duvérnych a chranénych informaci zadavatele
aspravnosti  a uplnosti Klinickych  a v&deckych
pozorovani obsazenych v dané publikaci. Zadavatel mtize
z navrhované publikace odstranit vSechny své diveérné
a/nebo chranéné informace, které mohou poslouZit
k identifikaci. Instituce a hlavni zkouSejici souhlasi s tim,
Ze projednaji av dobré vife zvazi ptipadné piipominky
zadavatele tykajici se spravnosti a Uplnosti klinickych
a védeckych pozorovani obsazenych v publikaci a na jeho
zadost predlozi pted odevzdanim navrhované publikace
pisemné odpovédi na konkrétni pripominky nebo otazky
zadavatele tykajici se jeji spravnosti nebo Uplnosti.

(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 Institution 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 Institution 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 rozhodne, Ze tento material nebo
nastin  obsahuje provadéci popis patentovatelné
pfedmétné zalezitosti, vyrozumi otom do ftficeti
(30) pracovnich dnti hlavniho zkouSejiciho a instituci
a publikace nebo zvetejnéni udaji bude pozastaveno na
pfimétenou dobu, kterd nebude delsi nez sto dvacet
(120) dnt od data, kdy hlavni zkouSejici a instituce
poprvé zadavateli predlozi materidly navrZzené na odeslani
K publikaci/prezentaci, aby m¢l zadavatel moznost
vyhotovit a podat piislu$nou patentovou piihlasku, pokud
se tak rozhodne.

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

(©) Instituce a hlavni zkouSejici souhlasi stim, Ze
Zadny z nich nezvefejni ani nebude vefejné prezentovat
Zadné prozatimni vysledky ani analyzy vyuZivajici
dotCené udaje.

(d) The parties agreed that Sponsor shall provide
Institution with the list of publications available in the
public domain and related to the results of the Study after
the completion of the Study on a one-time basis upon
request.

(d) Smluvni strany se dohodly, Ze zadavatel
jednorazové poskytne instituci po ukonéeni klinického
hodnoceni a na zakladé zadosti instituce seznam veiejné
dostupnych publikaci vztahujicich se k vysledkiim tohoto
klinického hodnoceni.

7.3.  Notwithstanding the foregoing, Institution,
Sponsor and CRO hereby acknowledge that this
Agreement shall be published pursuant to Act no.
340/2015 Sbh., on an Agreements Register. As and
between the Parties, Institution agrees to publish the

7.3.  AniZ by tim bylo dotéeno vySe uvedené, instituce,
zadavatel a organizace CRO berou timto na védomi, Ze
tato smlouva bude zvefejnéna v souladu se zakonem ¢.
340/2015 Sb. oregistru smluv. Dle dohody mezi
smluvnimi stranami souhlasi instituce stim, Ze tuto
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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 the Study. Furthermore, personal data of the
individuals are also exempt from such publication, unless
they have been previously published in another public
register. The Institution is obliged to publish this
Agreement in accordance with the article herein above.

smlouvu zveiejni v souladu s vySe uvedenym. V3echny
informace, které predstavuji obchodni tajemstvi kterékoli
smluvni strany, jsou z tohoto zvefejnéni vynaty. Pro ucely
této smlouvy tato obchodni tajemstvi zahrnuji mimo jiné
protokol, soubor informaci pro zkousejiciho, navrh
individualnich navstév popsany v tabulce plateb/planu A,
minimalni cilovy pocet zarazenych subjektl, ocekavany
pocet zatazenych subjektd hodnoceni a o¢ekavanou dobu
trvani klinického hodnoceni. Osobni udaje jednotlivct
jsou z tohoto zvetejnéni také vynaty, pokud nebyly jiz
diive zvefejnény v jiném vefejném registru. Instituce je
povinna tuto smlouvu zvefejnit vsouladu s vyse
uvedenym clankem této smlouvy.

Avrticle 8. Intellectual Property

Clanek 8. Dusevni 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 Institution 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 Institution 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 Institution,
its Principal Investigator and Study Personnel, as
applicable, shall assign and hereby do 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 Institution, at Sponsor’s expense. Institution 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
technology existing at the time of the execution of this
Agreement or arising out of or related to its performance
hereunder and thereunder.

8.1 Kromé uvedenych prav na pouzivani udaju
a zvefejnéni vysledkt klinického hodnoceni, ktera jsou
vyslovné uvedena v bod¢ 4.3, ptipadné v ¢lanku 7, nebo
je-li jinak uvedeno v této smlouvé, neziskaji instituce ani
jeji pracovnici klinického hodnoceni Zadna prava tykajici
se udajii ¢i hodnoceného piipravku v disledku plnéni
podle této smlouvy nebo jinak. VSechny vynélezy,
napady, vyvoj, objevy a technologie bez ohledu na to, zda
jsou patentovatelné ¢i nikoli, jejichz autorem je instituce
nebo jeji hlavni zkouSejici, ato bud’ samostatng, nebo
spole¢né s ostatnimi, a které vyuzivaji divérné informace
nebo hodnoceny piipravek nebo z nich vychazeji ¢i jsou
z nich odvozené (,,vynélezy”), budou a ztstanou po celou
dobu vyhradné majetkem zadavatele. Instituce, jeji hlavni
zkousSejici, pripadné pracovnici klinického hodnoceni
postoupi atimto postupuji zadavateli veSkeré pravo na
vSechny vyndlezy, vlastnicky narok apodil na nich.
V3echny Ukony nezbytné ktomu, aby byla zadavateli
poskytnuta pomoc pii uplatnéni jeho prava na veskeré
vynalezy, bude instituce provadét na naklady zadavatele.
Instituce podpisem této smlouvy potvrzuje, Ze
nevstoupila a nevstoupi do Zadného smluvniho vztahu,
ktery by byl jakymkoli zpisobem v rozporu nebo
narusoval majetkovou ucast zadavatele nebo jeho prava
na vynalezy, objevy nebo technologii existujici v dobé
podpisu této smlouvy nebo vyplyvajici z plnéni této
smlouvy nebo v souvislosti s ni.

8.2 The Institution 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 Instituce a hlavni zkousejici poskytnou zadavateli
informace o v3ech vynalezech. Toto poskytnuti bude
provedeno v plném rozsahu, ato neprodlené pisemnou
formou opravnénému zastupci zadavatele.

Article 9. Debarment

Clanek 9. Vylouceni

9.1 The Institution and Principal Investigator hereby
represents and certifies that neither the Institution nor
Principal Investigator nor any Study Personnel:

9.1 Instituce a hlavni zkouSejici timto prohlaSuji
apotvrzuji, Ze instituce ani hlavni zkouSejici ani
pracovnici klinického hodnoceni:

€)) have been debarred under Applicable Law, and
that no debarred person will in the future be employed by
the Institution 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

@) nebyli podle platnych zdkont vylouceni a Ze ani
v budoucnu nebude Zadna vyloucena osoba zaméstnana
instituci nebo hlavnim  zkouSejicim v souvislosti
S plnénim jejich povinnosti vyplyvajicich z této smlouvy
ani v souvislosti se Zadosti 0 schvaleni 1é¢iva regulacnim
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Regulatory Authority;

ufadem;

(b) within five (5) years preceding the Effective Date
have not been convicted of any offense under Applicable
Law according to the Sec. 2.1.; and

(b) nebyli po dobu péti (5) let pfed datem u¢innosti
této smlouvy odsouzeni za trestny ¢in podle platnych
zakonu dle ¢l. 2.1.; a

(©) if during the term of this Agreement, either
Institution 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,
Institution shall immediately notify Sponsor of the same.

(c) pokud instituce nebo kterykoli pracovnik
klinického hodnoceni béhem doby platnosti této smlouvy:
(i) zacne byt vySetfovan regulacnim tfadem v souvislosti
s vylu¢ovacim navrhem nebo diskvalifikaci nebo (ii) je
vylouen ¢i diskvalifikovan, nebo (iii) se zapoji do
jednani nebo Cinnosti, které by mohly vést
k vylucovacimu navrhu nebo diskvalifikaci, instituce to
zadavateli neprodlené¢ oznami.

9.2 Institution will immediately notify Sponsor in
writing, if the Institution or any Study Personnel: (i) is
debarred, disqualified, excluded or is investigated or
being threatened with investigation by his/her
professional governing body, any Regulatory Authority;
(i) receives notification of any restriction on his/ her
clinical privileges at Institution or its affiliated hospitals;
or (iii) is sanctioned by any Regulatory Authority.

9.2 Instituce  neprodlené  pisemné  vyrozumi
zadavatele, pokud instituce nebo pracovnici klinického
hodnoceni: (i) budou svym odbornym fidicim organem
nebo regulaénim ufadem vylouéeni, diskvalifikovani,
vyfazeni nebo vySetifovani anebo jim bude hrozit
vysetfovani; (i) obdrZi ozndmeni o omezeni svych
klinickych opravnéni u instituce nebo jejich piidruzenych
nemocnic, nebo (iii) je jim regulacnim ufadem uloZena
sankce.

Article 10. Term and Termination

Clanek 10. Doba platnosti a ukoné&eni

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 Institution; provided, however, that the
provisions of this Agreement shall continue in full force
and effect until the completion of such Study.

10.1  Tato smlouva se stane G¢innou k datu Géinnosti
a bude platna po celou dobu trvani klinického hodnoceni
podle protokolu, pokud nebude piredCasné¢ ukoncena
v souladu s ustanovenimi tohoto ¢lanku. Zadavatel a/nebo
jim povéfena osoba mohou tuto smlouvu ukoncit
s okamzitou platnosti pisemnou vypovédi zaslanou
instituci, avSak za podminky, Ze ustanoveni této smlouvy
budou inadéale platna auc¢innd, dokud dané Kklinické
hodnoceni nebude dokonceno.

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
Institution 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 stranou nebo
povéfenou osobou zadavatele zjakéhokoli divodu
nebude mit vliv na prava a povinnosti smluvnich stran
vzniklé pfed datem UCinnosti ukonceni této smlouvy.
Prava a povinnosti zadavatele a instituce, které na zakladé
jejich ucelu nebo vyznamu plati ipo ukonceni této
smlouvy, mimo jiné vcetn¢ prav tykajicich se vlastnictvi
vynalezi a vyvoje, diveérnosti, odskodnéni
a odpovédnosti, pfetrvavaji i po ukonceni této smlouvy
nebo uplynuti doby jeji platnosti.

10.3 Upon termination of this Agreement or
completion of the Study, the Institution 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 Institution at Sponsor’s expense under this
Agreement, except for one (1) copy of Confidential
Information retained by the Institution for the purpose of
monitoring its obligations and exercising its rights under
this Agreement and archival copy of any document which
Institution is required to maintain according to the legal
requirements.

10.3 Po ukonéeni této smlouvy nebo dokonceni
klinickeho hodnoceni vrati instituce zadavateli nebo jim
povefené osobé vSechny nevyuzité slouCeniny, léky,
prostiedky, zafizeni a souvisejici materidly a vSechny
kopie davérnych materiall, které byly instituci dodany
podle této smlouvy na naklady zadavatele, ato
s vyjimkou jedné (1) kopie davérnych informaci, kterou
si instituce ponecha pro ucely monitorovani svych
povinnosti a uplatiovani svych prav vyplyvajicich z této
smlouvy, a archivni kopie dokumentu, kterou je instituce
povinna uchovavat dle zakonnych pozadavkii.
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Article 11. Independent Contractor

Clanek 11.  Nezavisly dodavatel

The Institution 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 Institution, 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.

Instituce a hlavni zkouSejici budou provadét klinické
hodnoceni podle této smlouvy pouze jako nezavisly
dodavatel a Zadné poloZzky v tomto dokumentu nebudou
interpretovany jinak neZ vsouladu stimto vztahem ¢i
stavem. Instituce, hlavni zkouSejici a pracovnici
Klinického  hodnoceni  nebudou  povaZovani za
zaméstnance ani zprostiedkovatele zadavatele a jako
takovi nebudou mit narok na wvyhody, které maji
k dispozici zaméstnanci zadavatele. Tato smlouva nebude
zakladat, vytvaret ani nebude Zadnym zplsobem
vykladana jako spoleény podnik, spoleCenstvi nebo
obchodni organizaci jakéhokoli druhu.

Article 12.
Subiject Injury.

Indemnity, Insurance and Study

Clanek 12.  Od$kodnéni, pojisténi
zdravi subjektu Kklinického hodnoceni

aljmy na

12.1  Sponsor agrees to indemnify, defend and hold
harmless Institution, Principal Investigator, and
Institution’s directors, officers, and Study Personnel (each
an “Institution Indemnitee”) against any third party
cause of action, claim, lawsuit or other proceeding, and
reasonable expenses, including reasonable legal fees,
brought against any Institution Indemnitee seeking
compensation for personal injury or death arising from
Principal Investigator’s administration of the Study Drug
in the performance of the Protocol (collectively,
“Claim”). Institution Indemnitee shall promptly notify
Sponsor in writing upon receipt of notice of any Claim
and shall not make any admission of liability. Institution
Indemnitee shall fully cooperate with Sponsor in
presenting all defenses to the Claim. This indemnity shall
not apply to any Claim to the extent attributable to an
Institution Indemnitee’s: (a) breach of the Agreement or
negligence or willful misconduct; (b) activities contrary
to the Protocol; (c) unauthorized warranties concerning
the Study Drug; or (d) failure to comply with Applicable
Laws (including, without limitation, obtaining informed
consents). Sponsor and/or Institution shall make no
settlement admitting fault on the part of an Institution
Indemnitee without written consent of the other Party,
which consent shall not be unreasonably withheld.

12.1  Zadavatel souhlasi stim, ze instituci, hlavniho
zkousejiciho, jednatele instituce, jeji predstavitele a jeji
pracovniky klinického hodnoceni (dale jednotlivé jako
,»od$kodiiovana osoba na strané instituce”) odSkodni,
ochrani azbavi odpovédnosti vi¢i tfetim strandm za
jakékoli zaloby, naroky, soudni spory nebo jinad fizeni
a primétrené vydaje, véetné pfiméfenych vydaji na pravni
zastoupeni, které budou vzneseny vuéi kterékoli
odskodnované osob& na strané instituce a které budou
pozadovat nahradu za Ujmu na zdravi ¢i amrti osoby, ke
kterému dojde v dtsledku podani hodnoceného pfipravku
hlavnim zkouSejicim v ramci provadéni protokolu (dale
souhrnné jako ,,narok”). Odskodfiovana osoba na strané
instituce vyrozumi zadavatele pisemné ihned poté, co
obdrzi ozndmeni o naroku, anebude provadét zadné
pfiznani odpovédnosti. Odskodiiovand osoba na strané
instituce bude se zadavatelem pln¢ spolupracovat na své
obhajob¢ wvuci naroku. Toto odskodnéni se nebude
vztahovat na ndroky, které Ize pficist tomu, Ze
odskodnovana osoba na strané instituce: (a) porusila
smlouvu nebo ujednani nebo se dopustila zamérného
nespravného jednani; (b) provadéla cinnost v rozporu
s protokolem; (c) poskytla neopravnéné zaruky tykajici se
hodnoceného piipravku; nebo (d) nedodrZela platné
zakony (mimo jiné véetné ziskani informovaného
souhlasu). Zadavatel ani instituce nebude uzavirat Zadna
vyrovnani s pfiznanim zavinéni na strané odskodnované
osoby na strané instituce, pokud ktomu nebude mit
pisemny souhlas druhé strany, pficemz tento souhlas
nebude bezdivodné odmitnut.

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, regarding liability for damage for Sponsor and

12.2  Zadavatel souhlasi s tim, Ze obstara a/nebo zajisti
samopojisténi a bude udrZovat takovy druh (druhy)
pojisténi v minimalnich castkach kryti, které budou
dostacujici k pokryti jeho povinnosti vyplyvajicich z této
smlouvy anebudou mensi, nez jaké vyZaduji platné
zakony. Zadavatel timto konkrétné prohlasuje a zarucuje
se, ze zajisti pojisténi klinického hodnoceni v souladu
s § 52, odst. 3, pism. f) zadkona o 1é¢ivech v platném znéni
0 odpovédnosti za Skodu pro zadavatele a hlavniho
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Principal Investigator which covers also indemnity in
case of death of Study Subject or in case of damage to
health of Study Subject as a result of conduct of the
Study.

Sponsor is obliged to maintain the above mentioned
insurance valid for the whole duration of the Study.
Sponsor shall pay all claims caused by damage to health
or death of Study Subject in relation to participation in
the Study in accordance with the sections below.

zkousSejiciho, jehoz prostiednictvim je zajiSténo i
odskodnéni v ptipadé smrti subjektu hodnoceni nebo v
ptipadé skody vzniklé na zdravi subjektu hodnoceni v
dasledku provadéni klinického hodnoceni.

Zadavatel je povinen vySe uvedené pojisténi udrzovat v
platnosti po celou dobu trvani Klinického hodnoceni.
Zadavatel bude hradit vSechny néaroky vzniklé z
poSkozeni zdravi nebo smrti subjektu klinického
hodnoceni v souvislosti s Gcasti na klinickém hodnoceni
v souladu s ¢lanky uvedenymi nize.

12.3  Institution agrees to remain responsible for any
Claim arising from an Institution 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 Drug; or
(e) failure to comply with Applicable Laws (including,
without limitation, obtaining informed consents).

12.3  Instituce souhlasi s tim, Ze ziistava odpovédna za
veSkeré naroky vyplyvajici ztoho, ze odskodinovana
osoba na strané¢ instituce: (&) poruSila smlouvu;
(b) dopustila se nedbalosti nebo zamérného nespravného
jednani; (c) provadéla cCinnosti v rozporu s protokolem
svyjimkou odchylek povolenych v ¢lanku 2.9 této
smlouvy; (d) poskytla neopravnéné zaruky tykajici se
hodnoceného pfiipravku; nebo (e) nedodrzela platné
zakony (mimo jiné véetné ziskani informovaného
souhlasu).

12.4  Institution has executed according to the Section
45(2)(n) of the Act No. 372/2011 Coll.,, on Medical
Services, the insurance agreement on insurance of its
liability for damage caused in relation to provision of
medical services.

12.4  Instituce ma v souladu s § 45 odst. 2 pism. n)
zékona ¢. 372/2011 Sb., o =zdravotnich sluZzbach,
uzavienou pojistnou smlouvu o pojisténi  své
odpovédnosti za Skodu zplsobenou v souvislosti s
poskytovanim zdravotnich sluZeb.

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

125  Zadavatel dale souhlasi stim, Ze pokud subjekt
klinického hodnoceni zatazeny do klinického hodnoceni
podle protokolu utrpi nezadouci piihodu, onemocnéni ¢i
ujmu na zdravi, ktera nebyla zptsobena nedbalosti nebo
umyslnym nespravnym jednanim odskodiované osoby na
strané instituce, jejim porusenim Smlouvy nebo
nedodrZzenim protokolu, pak vrozsahu, vijakém tyto
vydaje na 1éCbu nejsou pokryty zdravotnim pojiSténim
pacienta, uhradi lékaiské vydaje daného pacienta za
léceni Gjmy na zdravi zadavatel, pokud tato Gjma na
zdravi neni dusledkem pfirozeného pribéhu vychoziho
onemocnéni  a/nebo  postupu  diive  existujiciho
onemocnéni piitomného jest¢ pied fadnym podanim
hodnoceného pfipravku. Pfipadna platba nebude
znamenat pfiznani provinéni ze strany zadavatele.

The Sponsor’s liability to reimburse the Institution 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 Institution’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.

Povinnost zadavatele provést Uhradu instituci podle
tohoto ustanoveni nebude omezena castkou splatnou
podle pojisténi, které je zadavatel povinen sjednat, ale
bude se vztahovat na plnou vysi skute¢né nahrady skody
instituce ve vySi naroku subjektu Klinického hodnoceni
(nebo jeho zakonného zastupce), ktery bude uspesné
vymahan podle ¢eského pravniho fadu.

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

Ptipadna platba nebude znamenat pfiznani provinéni ze
strany zadavatele.

Article 13. Confidential Information

Clanek 13. Duvérné informace

13.1  The Institution agrees as follows:

13.1  Instituce souhlasi s timto:

@) Anything in this Agreement to the contrary
notwithstanding, any and all information, whether
written, oral, or in any other form, including, without

(@) Aniz by tim byla dotfena opa¢na ustanoveni této
smlouvy, vSechny informace, at’ pisemné, ustni, nebo
Vjiné formé, mimo jiné véetné informaci o klinickém
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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 Institution,
Principal Investigator, or Study Personnel, shall be
received and maintained in strict confidence and not
disclosed to any third party during the term of this
Agreement and for ten (10) years thereafter. Furthermore,
the Institution agrees that such Confidential Information
shall only be used for the purposes of this Agreement
except as provided for herein. The Institution 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.

hodnoceni, udaju, veédomosti, know-how, postupd,
procesu, dat nebo jinych informaci (dale jen ,,dGvérné
informace”), poskytnuté, vyplyvajici, zjisténé nebo
porizené v souvislosti s provadénim klinického hodnoceni
instituci, hlavnim  zkouSejicim nebo  pracovniky
klinického hodnoceni budou pfijaty a budou udrZzovany
Vv pfisné daveérnosti a nebudou poskytnuty po dobu
platnosti této smlouvy apo dobu nésledujicich deseti
(10) let tfetim stranam. Instituce dale souhlasi s tim, Ze
tyto diivérné informace budou pouzity pouze pro ucely
této smlouvy, pokud neni v této smlouvé uvedeno jinak.
Instituce mulze  poskytnout didvérné informace
pracovnikim klinického hodnoceni, kteti k nim potfebuji
mit pfistup pro ucely této smlouvy, a to za podminky, Ze
pfed takovym poskytnutim bude kazdy pracovnik
Klinického hodnoceni zavdzan povinnostmi, které
nebudou méné piisné nez povinnosti ulozené touto
smlouvou akteré se tykaji zachovani duavérnosti
davérnych informaci azadkazu jejich pouZiti pro jiné
ucely nez ucely, které jsou v souladu s podminkami 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 Institution 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

(b) Podminky této smlouvy, mimo jiné vdetné
finan¢nich podminek, budou také povazovany za divérné
informace a budou smluvnimi stranami uchovavany jako
davérné v souladu s bodem 13(a) vy3e. Pokud v3ak platné
zakony nebo soudni piikaz budou od instituce nebo
pracovnikd klinického hodnoceni pozadovat, aby tyto
informace poskytli, mohou tak u€init, aniz by tim porusili
svou povinnost vyplyvajici z tohoto bodu, pokud pied
timto poskytnutim vyrozumi zadavatele o informacich,
které maji byt poskytnuty, aduvodu adatu jejich

the date of disclosure. poskytnuti.
(©) The obligations of confidentiality and non-use | (¢) Povinnosti  divérnosti  a nepouZiti  informaci
herein shall not apply to the extent Confidential | uvedené v této smlouvé se nebudou vztahovat na divérné

Information, which at the time of disclosure:

informace, které jsou v okamZiku poskytnuti:

M is generally available in the public domain, or
becomes available to the public through no act of
Institution or Study Personnel;

0] obecné veiejné dostupné nebo se stanou vetejné
dostupnymi jinak nez jednanim instituce nebo pracovniki
klinického hodnocent;

(i) is independently known by Institution or Study | (ii) instituci nebo pracovnikim klinického hodnoceni

Personnel as evidenced by Institution’s written records; nezavisle znadmy, coZz prokazuji pisemné zéznamy
instituce;

(iii) is received by a third party who has a right to | (ili)  pfijaty tfeti stranou, kterd ma pravo je instituci

disclose it to Institution or Study Personnel free of
confidentiality and non-use obligations; or

nebo pracovnikiim klinického hodnoceni poskytnout bez
zavazku duvérnosti nebo zakazu pouZiti; nebo

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

(iv) byly nezavisle vypracovany instituci nebo
pracovniky klinického hodnoceni bez pouziti téchto
davérnych informaci nebo odkazovani na né nebo
vychazeni z nich, coZ prokazuji pisemné zdznamy.

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,

13.2  Smluvni strany berou na védomi a souhlasi s tim,
Ze pracovnici Kklinického hodnoceni mohou byt pied
klinickym hodnocenim iV jeho prib&éhu vyzvani, aby
poskytli své osobni idaje. Témito osobnimi idaji mohou

work experience and professional qualifications, | byt jména, kontaktni Udaje, pracovni zkuSenosti
publications,  resumes, educational  background, | a odborna kvalifikace, publikace, Zivotopis, vzdélani &i
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information related to potential conflict of interest, and
payments made to Payee under this Agreement and
Institution 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; (ii)
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.

informace tykajici se potencialnich stfetii zajmu a plateb
hrazenych piijemci podle této smlouvy. Instituce bere na
védomi a souhlasi s tim, Ze tyto osobni udaje mohou byt
zadavatelem ajim povéfenou osobou pouzity pro
nasledujici ucely: (i) provadéni klinickych hodnoceni;
(if) oveéteni  statnimi  nebo  regulacnimi  ufady,
zadavatelem, organizaci CRO a jejich zprostiedkovateli
a pobo¢kami; (iii) dodrzovani zakonnych a regula¢nich
pozadavka; (iv) publikovdni na webové strance
www.clinicaltrials.gov ana  webovych  strankach
a v databazich, které slouzi pro srovnatelné ucely;
(V) ulozeni do databazi pro wusnadnéni vybéru
zkouSejicich pro budouci klinickd hodnoceni; a (vi)
dodrzovani protikorup¢nich predpist.

13.3  Notwithstanding the foregoing, Institution,
Sponsor and CRO hereby acknowledge that this
Agreement shall be published pursuant to Act No.
340/2015 Coll., on Register of Contracts. The Parties
agreed that Institution shall publish the version of this
Agreement which will be prepared and provided in
machine readable format in electronic file by CRO for
this purpose. The anticipated total amount of
remuneration for performance of services for maximum
number of subjects who complete all visits according to
the Protocol, is EUR 21,580.00.

13.3 Bez ohledu na vySe uvedené timto instituce,
zadavatel a CRO berou na védomi, Ze tato smlouva bude
zvetejnéna v souladu se zadkonem ¢. 340/2015 Sb., o
registru smluv. Smluvni strany se dohodly, Ze instituce
uvefejni verzi této Smlouvy, kterou mu za timto G¢elem
ptipravi a poskytne CRO, a to ve strojové Citelném
formatu v elektronické podobé. Piedpokladana celkova
vySe odmény za provedeni sluZzeb za maximalni pocet
pacientd, kteti absolvuji vSechny navstévy dle protokolu,
¢ini 21.580,- EUR.

Article 14. Assignment

Clanek 14.  Postoupeni

14.1  Neither Institution nor Principal 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.

14.1  Instituce ani hlavni zkouSejici nesmi tuto
smlouvu ani jakékoli souvisejici smlouvy postoupit bez
piedchoziho pisemného souhlasu zadavatele. Pripadny
pokus pracovisté nebo hlavniho zkouSejiciho postoupit
nebo pfenést tuto smlouvu vrozporu stimto clankem
14 nebude mit zadnou platnost ani G¢innost.

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.

14.2  Zadavatel ma pravo postoupit nebo pienést tuto
smlouvu ¢i nékterou jeji Cast bez souhlasu pracovisté
nebo hlavniho zkousejiciho.

Article 15. Entire Agreement; Modification

Clanek 15. Cela smlouva, zmény

This Agreement, together with all Exhibits 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 pfipojenymi piilohami
predstavuje  kone¢né, UpIné avyhradni ujednani
smluvnich stran tykajici se piredmétné zalezitosti této
smlouvy anahrazuje v3echna ptedchozi ujednani
a smlouvy tykajici se jeji pfedmétné zalezitosti. V piipadé
rozporu mezi podminkami této smlouvy a protokolem
bude mit tato smlouva piednost ve vztahu k obchodnim
asmluvnim podminkdm, avSak protokol bude mit
ptednost ve vztahu k provadéni klinického hodnoceni
ave vztahu K otazkam blaha pacientl. Piipadna dohoda
0 jakékoli zméné¢ podminek této smlouvy bude platit
pouze v ptipadé, Ze tato zména bude provedena pisemné
abude schvélena vzajemnou dohodou opravnénych
zastupct smluvnich stran.

Article 16. Notices

Clanek 16. Oznameni

All legal notices required or permitted hereunder shall be
considered made and effective when deposited in the

VesSkerd pravni oznadmeni poZadovand nebo povolend
podle této smlouvy budou povaZzovana za odesland,

mail, postage prepaid, or shipped by nationally | pokud budou odeslana posStou s piedplacenym poStovnym
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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.

nebo zasldna vnitrostatné uznavanou noc¢ni kuryrni
sluZzbou s doru¢enim do druhého dne na adresu piislu$né
smluvni  strany uvedenou niZze, pokud nebyla
v oznamenim zaslanem ostatnim smluvnim stranam
urcena jind adresa.

If to Sponsor:

Incyte Corporation

1801 Augustine Cut-Off

Wilmington, DE 19803, USA

Attention: V.P. Development Operations
cc: Legal Department

Pokud je adresatem zadavatel:

Incyte Corporation

1801 Augustine Cut-Off

Wilmington, DE 19803, USA

K rukam: V.P. Development Operations
Kopie: Legal Department

If to Institution:

Fakultni nemocnice Ostrava
Center of Clinical Studies
17. listopadu 1790/5

708 52 Ostrava — Poruba

Pokud je adresatem instituce:
Fakultni nemocnice Ostrava
Centrum Klinickych studii
17. listopadu 1790/5

708 52 Ostrava — Poruba

Czech Republic Ceska republika
Attention: Mgr. Martina Robenkova K rukdm: Mgr. Martiny Robenkové
If to CRO: Pokud je adresatem CRO:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547, USA

Re: Project Code Incyte 1008561
Attention: Site Contracts Department

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Piedmét: Kdd projektu Incyte 1008561
K rukam: Site Contracts Department

If to Principal Investigator:

Fakultni nemocnice Ostrava
Hematooncology Clinic

17. listopadu 1790/5

708 52 Ostrava — Poruba

Czech Republic

Attention: prof. MUDr. Roman Hajek, CSc.

Pokud je adresatek hlavni zkousejici:
Fakultni nemocnice Ostrava

Klinika hematoonkologie

17. listopadu 1790/5

708 52 Ostrava-Poruba

Ceska republika

K rukam: prof. MUDr. Roman Hajek, CSc.

Article 17. Conflict of Interest

Clinek 17.  Stiet zAjmi

17.1  The Institution 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  Instituce a hlavni zkouSejici souhlasi s tim, Ze oni
sami ani Zadni pracovnici klinického hodnoceni
vV souCasnosti nejsou vazani zadnou smlouvou C¢i
zavazkem, které by mohly byt v rozporu s povinnostmi ¢i
zavazky vac¢i zadavateli podle této smlouvy. Dale
potvrzuji, Ze po dobu platnosti této smlouvy nebudou
takové zavazky a smlouvy uzavirat.

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”):

17.2  Hlavni zkou3ejici libovolnou formou nebo
zpusobem, ktery zadavatel pfiméfené pozaduje, poskytne
a vynalozi maximalni usili na zaji$téni toho, aby pfipadni
dil¢i zkousSejici klinického hodnoceni poskytli vSechny
nasledujici polozky, které oni ajejich manzel/ka,
druh/druZka a vyzivované déti vlastni nebo maji ve svém
drZeni, a to pfimo, nepfimo nebo na spravedlivém zakladé
(dale v3e souhrnng jako ,finanéni zajmy”):

€)) 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);

@) vSechny nahrady, platby (v€etné ostatnich
vyzkumnych grantl, odmén za poradenstvi a odmén
jednateld, honordit, odmén aplateb za proslovy
a schiizky na cestach) a hodnotné polozky nebo sluzby
poskytované zadavatelem nebo jeho jménem (kromé
nahrady pfijaté podle planu A a této smlouvy);

(b) All licenses, assignments, or other conveyances | (b) vdechny licence, postoupeni a dalsi pfevody prav
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of rights or interests in real, personal or intellectual
property with the Sponsor or relating to the Study Drug;

nebo ucasti na nemovitém, movitém nebo duSevnim
vlastnictvi se  zadavatelem nebo v souvislosti
S hodnocenym ptipravkem,

(c) All forms of interests in the equity (including
stock, options and warrants) or debt of the Sponsor or of
other entities having a financial interest in the Study
Drug; and

(©) vSechny formy podilu na vlastnim jméni (vcetn¢
akcii, opci a poukézek) nebo zadvazcich zadavatele nebo
jinych subjekti, které maji financni ti€ast na hodnoceném
ptipravku; a

(d) All other financial interests, payments and other
compensation described under 21 C.F.R. § 54.2 (a)-(f) or
any comparable equivalent as required by Applicable
Law.

(d) vSechny ostatni finanéni 0casti, platby a dalsi
nahrady popsané podle piedpisu 21 C.F.R. § 54.2 (a)—(f)
nebo jakéhokoli srovnatelného ekvivalentu poZzadovaného
platnymi zakony.

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.

Hlavni zkouSejici bude b&hem provadeéni klinického
hodnoceni a po dobu jednoho (1) roku od jeho dokonéeni
vyplnovat a aktualizovat formulafe o financni ucasti,
sdéleni a potvrzeni, ktera jsou nyni ¢i nasledné budou
pozadovana zadavatelem nebo regulaénim Uradem.
Pracovisté prohlasuje a zarucuje se, ze vSechny finan¢ni
transakce budou véas apresné zaznamenany a Ze jeho
finanéni zaznamy piesné odrazeji povahu, castku
a specifika jednotlivych transakci souvisejicich s touto
smlouvou. Hlavni zkouSejici dale souhlasi stim, Ze
odesle svj formular zvetejniovani finan¢nich informaci
do zem¢ plvodu zadavatele, Spojenych statt, prestoze
zakony na ochranu udajii zde mohou byt méné piisné nez
v Ceské republice.

Sponsor and Principal Investigator represent that they
shall not conclude any legal relationship between them
without Institution’s consent, no matter if it relates to the
Study or not. Parties hereby represent that there is no
conflict of interests of financial or non-financial nature on
their side which would impede the proper conduct of the
Study in accordance with generally applicable regulations
and regulatory requirements (especially with good
clinical practice).

Zadavatel a hlavni zkouSejici prohladuji, Ze mezi sebou
neuzaviou zadny pravni vztah bez ohledu na to, zda se
vztahuje k tomuto klinickému hodnoceni, aniZz by s tim
instituce vyjadiila souhlas. Smluvni strany timto
prohladuji, Ze z jejich strany neexistuje zadny stiet zajmi
finan¢ni ¢i nefinancni povahy, ktery by branil fadné
realizaci klinického hodnoceni v souladu s obecné
platnymi piedpisy a regula¢nimi pozadavky (zejména se
spravnou Klinickou praxi).

Article 18. Miscellaneous

Clanek 18. Ruzné

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  Nadpisy ¢lanku této smlouvy slouzi vyhradné pro
orientaci a nepiedstavuji podstatnou ¢ast 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  Smluvni strany souhlasi stim, Ze pokud bude
zjisténo, ze nckterd cCinnost podle této smlouvy neni
pravné v souladu s platnymi zakony, bude dana &ast této
smlouvy povaZovana za neplatnou, pokud smluvni strany
do ftficeti (30) dnt od tohoto zjiSténi nezméni
a nepreformuluji tuto smlouvu tak, aby byla v souladu,
a smluvni strany poté budou spolupracovat na provedeni
krokl, které budou potfebné k zajisténi souladu.
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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 waiver of any
subsequent default or failure, whether similar or

18.3  Pokud se kterakoli smluvni strana vzda podminky
nebo ustanoveni této smlouvy nebo z nich ustoupi nebo
pokud kterdkoli smluvni strana netrvd na pfisném
dodrzeni zaruky, prohlaseni, dohody, Ilhity nebo
podminky této smlouvy, nebude to znamenat, Ze se jich
vzdava iv pfipadé naslednych podobnych ¢&i odlisnych

dissimilar. prodleni nebo neplnéni.
18.4  The Institution agrees to the administrative terms | 18.4  Instituce souhlasi s administrativnimi
and conditions set forth in the Protocol to the extent such | podminkami  uvedenymi v protokolu, pokud tyto

terms and conditions do not conflict with this Agreement.
This Agreement, together with any and all exhibits,
schedules or other documents executed herewith,
constitutes the entire agreement between the parties and
supersedes all prior agreements, whether written, oral or
otherwise.

podminky nejsou v rozporu stouto smlouvou. Tato
smlouva spolu se vSemi pfilohami, plany nebo dal§imi
dokumenty uzavienymi spolu stouto smlouvou
predstavuje celou smlouvu mezi smluvnimi stranami
a nahrazuje vSechny ptedchozi pisemné, ustni nebo jiné
dohody.

18,5 Any administrative or financial additions or
modifications to this Agreement will be incorporated to
this Agreement, as applicable, when mutually agreed to in
writing.

18.5  VSechny administrativni nebo finanéni dodatky
nebo zmény této smlouvy budou do této smlouvy po
jejich pisemném uzavieni zaclenény.

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

18.6  Tato smlouva byla vyhotovena v anglické a ¢eské
jazykové verzi. V piipadé rozporu mezi témito dvéma
verzemi bude mit pfednost Ceska verze.

18.7  This Agreement shall be governed by the laws of
the Czech Republic. Prior to taking any legal action, the
Parties shall endeavor to settle by amicable arrangement
any disputes arising between them regarding this
Agreement.

18.7 Tato smlouva se bude fidit zikony Ceské
republiky. Nez podniknou smluvni strany jakékoli pravni
kroky, vynasnaZi se vyfesit pfipadné spory vzniklé mezi
nimi v souvislosti s touto smlouvou ptatelskou dohodou.

18.8  Any disputes arising out of this Agreement shall
be resolved by the competent courts of the Czech

18.8  VSechny spory vyplyvajici z této smlouvy budou
vyfeSeny opravnénymi soudy Ceské republiky.

Republic.
18.9  This Agreement has been executed in five (5) | 189 Tato smlouva byla vyhotovena v péti
originals. (5) originalech.

[Signature Page Follows] [Nésleduje podpisovy list]
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IN WITNESS WHEREOF, the parties hereto have entered into this Agreement effective as of the Effective Date./NA
DUKAZ CEHOZ uzavtely strany tuto smlouvu k datu u¢innosti.

INC RESEARCH UK LIMITED FAKULTNI NEMOCNICE OSTRAVA
For itself and on behalf of Sponsor/
Za sebe a jménem zadavatele

By/Podpis: By/Podpis:
Sign Here/Zde podepiste Sign Here/Zde podepiste
Print Name/Jméno tiskacimi pismeny: Print Name/Jméno tiskacimi pismeny:
CRISTINA OANA STEFANESCU, DDS, PHD. MUDR. JOSEF SROVNAL
Title/Pozice: Acting under a Power of Attorney / Title/Pozice: Deputy Director for Medical Care /
Na zaklad¢ plné moci Naméstek feditele pro 1é¢ebnou péci
Date/Datum: Date/Datum:

PRINCIPAL INVESTIGATOR/HLAVNI ZKOUSEJICI

By/Podpis:

Sign Here/Zde podepiste

Print Name/Jméno tiskacimi pismeny:
PROF. MUDR. ROMAN HAJEK, CSC.

Title/Pozice: Principal Investigator/Hlavni zkousejici

Date/Datum:

Schedules/Plany:

Schedule A - Budget and payment schedule/Plan A — Rozpocet a plan plateb
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SCHEDULE A PLAN A
FINALIZED PAYMENT SCHEDULE & BUDGET DOKONCENY HARMONOGRAM PLATEB A
ROZPOCET

Payments: Payment should be made to the following
organization (“Payee”™):

Platby: Platby musi byt uhrazeny nésledujici organizaci
(,,pFijemce"):

Payee Name: Fakultni nemocnice Ostrava

Jméno prijemce: Fakultni nemocnice Ostrava

Payee Address: 17. listopadu 1790/5, 708 52 Ostrava —
Poruba, Czech Republic

Adresa piijemce: 17. listopadu 1790/5, 708 52 Ostrava —
Poruba, Ceska republika

Tax ID: CZ00843989

Danové identifikacni ¢islo: CZ00843989

Bank Name:
Bank Account No.:
SWIFT:
Variable Symbol:

Néazev banky:
¢.u.:

SWIFT:
variabilni symbol:

Invoices: All payments under this Schedule A shall be
made by Sponsor through CRO.

Faktury: VSechny platby v rdmci tohoto planu A musi byt
provedeny sponzorem prostiednictvim CRO.

All invoices submitted by Institution shall be mailed to
CRO at the address set forth below or emailed to
All
invoices submitted by Institution must be submitted to
CRO within ninety (90) days of occurrence and include
the Protocol number and Principal Investigator name.
Additional invoices or corrections to final payment
may be submitted up to fifteen (15) days after receipt
of the final payment by Payee.

VSechny faktury zaslané instituci budou zaslany poStou
organizaci CRO (smluvni vyzkumna organizace) na adresu

uvedenou nize nebo budou zaslany e-mailem na adresu
VSechny

faktury zaslané instituci musi byt zaslany organizaci CRO
do devadesati (90) dnd od vzniku a musi obsahovat ¢islo
protokolu ajméno hlavniho zkouSejiciho. Dalsi faktury
nebo opravy kone¢né platby mohou byt zaslany do patnacti
(15) dnti od okamziku, kdy piijemce piijme kone¢nou
platbu.

All cost shall be invoiced to:

INC RESEARCH UK LIMITED

Attention: Investigator Payment Department
Riverview, the Meadows Business Park, Station
Approach

Blackwater

Camberley

Surrey

GU17 9AB, UK

VAT No.: GB806650142

Re: Incyte 1008561
Email

VSechny néklady budou vyfakturovany na:

INC RESEARCH UK LIMITED

Attention: Investigator Payment Department

Riverview, the Meadows Business Park, Station Approach
Blackwater

Camberley

Surrey

GU17 9AB, UK

Danové identifika¢ni ¢islo: GB806650142

Piedmét: Incyte 1008561
e-mail- (N

Contact: For questions regarding invoices or
payments, please contact the INC Research
Investigator Payment Team at

Kontakt: V piipadé otazek tykajicich se faktur nebo plateb

se obrat'te na tym pro platby zkousejiciho spolecnosti INC
Research na éisle“

Payments shall be made quarterly on a basis of
invoices issued by Institution which become due within
30 days of invoice issue date.

Invoicing shall be made on a basis of materials for
invoicing delivered by CRO where the summary of
realized visits of Study Subjects and numbers of
individual realized assessments shall be stated.

Platby budou provadény d¢tvrtletné na zaklade faktur
vystavenych instituci se splatnosti do 30 dnid ode dne
vystaveni faktury.

Fakturace bude probihat na zaklad¢ podkladu pro vystaveni
faktury dodanych CRO, kde bude vyznacen piehled
uskutecnénych navstév subjektd hodnoceni a pocty
jednotlivych provedenych vySetfeni.

Al STUDY SUBJECT ENROLLMENT

Al  ZARAZENI SUBJEKTU DO HODNOCENI
ROZSAHU DAVEK

Enrollment for the Study is competitive. Institution
acknowledges that this is a Study designed to evaluate
a set number of subjects. Institution will be expected to
apply best efforts for enrollment as provided for under

Zatazeni do hodnoceni rozsahu davek je konkurencni.
Instituce potvrzuje, Ze toto je hodnoceni rozsahu davek
navrzené¢ pro uUcely vyhodnoceni stanoveného poctu
subjektti. Od instituce se ocekava, Ze vynalozi maximalni
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the Agreement. usili 0 zafazeni tak, jak stanovi tato smlouva.

An “Evaluable Subject” is one who has been properly | ,,Hodnotitelny subjekt je subjekt, ktery absolvoval fadny

screened and meets all eligibility criteria in accordance | screening a spliiuje vSechna kritéria zpusobilosti v souladu

with the Protocol. s protokolem.

When enrollment of the target number of subjects for | Jakmile bude dokonéeno zatazeni cilového poctu subjektd

the entire Study is complete, Institution will be notified | pro celé hodnoceni rozsahu davek, bude instituce

and instructed not to continue enrolling subjects. vyrozuména a bude ji dan pokyn, aby jiz nepokracovala
V zatazovani subjektt.

The budget for the Study is attached hereto as Exhibit | Rozpoéet pro hodnoceni rozsahu davek je timto pfiloZen
A (Budget). jako ptiloha A (rozpocet).
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EXHIBIT A/PLAN A
BUDGET/ROZPOCET

(See Attached Budget)/(Viz priloZeny rozpocet)
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