CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

Effective The date of publication of Datum Dnem uvefejnéni smlouvy
Date: the contract in the register ucinnosti: v registru smluv
of contracts
Sponsor Incyte Corporation Zadavatel Incyte Corporation, se
located at 1801 Augustine sidlem 1801 Augustine Cut-
Cut-Off, Wilmington, Off, Wilmington, Delaware
Delaware 19803, U.S.A. 19803, USA zastoupeny
represented by Incyte Incyte Biosciences
Biosciences Distribution Distribution B.V., se sidlem
B.V,, located Paasheuvelweg 25, 1105 BP
at Paasheuvelweg 25, Amsterdam, Nizozemsko
1105 BP Amsterdam,
Netherlands
CRO Syneos  Health UK CRO Syneos Health UK Limited,
Limited, with principal se sidlem ve Spojeném
offices located in the kralovstvi Velké Britanie a
United  Kingdom  at Severniho Irska na adrese
Farnborough Business Farnborough Business Park, 1
Park, 1 Pinehurst Road, Pinehurst Road,
Farnborough, Hampshire, Farnborough, Hampshire,
GU14 7BF, United GU14 7BF, Spojené
Kingdom, including its kralovstvi Velké Britdnie a
affiliates, subsidiaries, and Severniho  Irska, vcetné
specifically its  parent pfidruzenych a dcefinych
company spoleCnosti a  matetské
Syneos Health, LLC spolecnosti Syneos Health,
(“CRO”) LLC (“CRO”)
Institution University Hospital Poskytovatel | Fakultni nemocnice
Kralovske Vinohrady, Kralovské Vinohrady
Srobarova 1150/50 Srobarova 1150/50
10034 Praha 10 10034 Praha 10
Czech Republic Ceska republika
IC: 00064173 IC: 00064173
DIC: CZ00064173 DIC: CZ00064173
Principal MUDr. Heidi Mdcikova, Hlavni MUDr. Heidi Mocikova,
Investigator Ph.D., date of birth zkousejici Ph.D., datum narozeni:
, having an , bytem na adrese
address at
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protokolu
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Protocol INCMORO0208-301

Number

Study Drug Tafasitamab

Protocol A Phase 3, Randomized,
Double-Blind, Placebo-
Controlled,  Multicenter

Study to Evaluate the
Efficacy and Safety of

Tafasitamab Plus
Lenalidomide in Addition
to Rituximab  Versus

Lenalidomide in Addition
to Rituximab in Patients
with Relapsed/Refractory
(R/R) Follicular
Lymphoma (FL) Grade 1
to 3a or R/R Marginal
Zone Lymphoma

THIS CLINICAL STUDY AGREEMENT (the
“Agreement”), effective as of the date of
publication of the contract in the register of
contracts (“Effective Date”), is entered between
Syneos Health UK Limited, with its registered
office located at Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14
7BF, United Kingdom with its affiliates,
subsidiaries and specifically its parent company
Syneos Health, LLC (“CRO”) acting as an
independent contractor for Incyte Corporation,
located at 1801 Augustine Cut-off, Wilmington,
Delaware 19803 USA (“Sponsor”), University
Hospital Kralovske Vinohrady, with its
registered office located at Srobarova 1150/50,
10034 Praha 10, Czech Republic reference
number: KH 18/2021, cost center: 52168,
represented by MUDr. Jan Votava, MBA,
Director (“Imstitution”) and MUDr. Heidi

Mocikova, Ph.D, date of birth: ,
having an address at

Hodnoceny Tafasitamab
piipravek

Protokol

Randomizovana, dvojité
zaslepena, placebem
kontrolovana multicentricka
studie faze3  posuzujici
ucinnost a bezpecnost
tafasitamabu plus
lenalidomidu v kombinaci
s rituximabem ve srovnani
s lenalidomidem v kombinaci
s rituximabem u pacientti
s relabujicim/refrakternim (R
/R) folikularnim
lymfomem stupné 1 az 3a
nebo R/R lymfomem
z marginalni zény

TUTO SMLOUVU O  KLINICKEM
HODNOCENI (dale jen ,,smlouva) nabyvajici
ucinnosti dnem uvefejnéni smlouvy v registru
smluv (dale jen ,,datum Wcinnosti*) uzaviraji
spole¢nost Syneos Health UK Limited, se
sidlem ve Spojeném kralovstvi Velké Britanie a
Severniho Irska na adrese Farnborough Business
Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, Spojené kralovstvi
Velké Britanie a Severniho Irska, vcetné
pfidruZzenych a dcefinych spole¢nosti a matetské
spolecnosti Syneos Health, LLC (dale jen
“CRO”), jednajici jako nezavisly smluvni
dodavatel spolecnosti Incyte Corporation se
sidlem na adrese 1801 Augustine Cut-off,
Wilmington, Delaware 19803 USA (dale jen
,zadavatel), Fakultni nemocnice Kralovské
Vinohrady, se sidlem na adrese Srobarova
1150/50, 10034 Praha 10, Ceska republika, IC:
00064173, DIC: CZ00064173, ¢&islo jednaci: KH
18/2021, nékladové stiedisko: 52168, zastoupena
MUDr. Janem Votavou, MBA, feditelem (dale
jen ,,poskytovatel“) a MUDr. Heidi Mdcikova,
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I (‘Principal

Investigator”).

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

WHEREAS, Institution and Principal
Investigator have the skills, knowledge, expertise
and resources to conduct clinical studies;

WHEREAS, Principal Investigator is
employed by Institution and shall serve principal
investigator at Institution for this Study (defined
below in Article 1);

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

WHEREAS, CRO is arranging and
administering the Study to evaluate Sponsor’s
drug Tafasitamab (“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 contracting with
clinical research sites on behalf of Sponsor, and
to assume obligations as applicable under this
Agreement as independent contractor of Sponsor;

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

Ph.D., datum narozeni:
adrese

(déle jen ,,hlavni zkouSejici®).

VZHLEDEM K TOMU, ZE zadavatel
vyviji obchodni c¢innost v oblasti vyzkumu,
vyvoje, vyroby a prodeje 1éCivych ptipravkl a
uskuteciiuje ve spojitosti s touto ¢innosti klinické
studie;

VZHLEDEM K TOMU, ZE poskytovatel
a hlavni zkouSejici maji dovednosti, znalosti,
odbornou priupravu a zdroje potiebné k provadéni
klinickych studii;

VZHLEDEM K TOMU, ZE hlavni
zkousejici je zaméstnancem poskytovatele a bude
zadavateli poskytovat své sluzby jako hlavni
zkousejici této studie (dle definice v €l. 1 nize);

VZHLEDEM K TOMU poskytovatel a
hlavni zkousejici (dle uvedené definice) budou
dale spole¢n¢ oznacovani jako ,FeSitelské
centrum*;

VZHLEDEM K TOMU, ZE CRO
organizuje a spravuje studii  posuzujici
zadavatelliv piipravek Tafasitamab (dale jen
,hodnoceny pripravek“) a zadavatel a CRO
uzavieli smlouvu tykajici se fizeni studie a
opraviiuyjici CRO poskytovat jako povéfeny
zastupce urCité sluzby, napf. uzavirat jménem
zadavatele smlouvy s vyzkumnymi pracovisti, a
jako nezavisly dodavatel zadavatele piebirat
zavazky vyplyvajici z této smlouvy.

TIMTO SE PROTO smluvni strany s
ohledem na vzijemné pfisliby a zavazky zde

obsazené¢ dohodly na nasledujicim znéni
smlouvy:
Clanek 1. Provadéni studie.
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Article 1. Conduct of the Study

1.1 Site shall conduct the Study in accordance
with the protocol, “A Phase 3, Randomized,
Double-Blind, Placebo-Controlled,
Multicenter Trial to Evaluate the Efficacy and
Safety of Tafasitamab Plus Lenalidomide in
Addition to Rituximab Versus Lenalidomide
in Addition to Rituximab in Patients with
Relapsed/Refractory (R/R) Follicular
Lymphoma Grade 1-3a or R/R Marginal
Zone Lymphoma” and any subsequent
amendments  thereto  (“Protocol” or
“Study”). The scope and nature of the clinical
study to be performed will be in accordance
with the Protocol. A copy of the Protocol will
be provided to the Institution and the
Principal Investigator under separate cover
and is hereby incorporated by reference into
this Agreement. 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 wunderstood and agreed that
performance under this Agreement is
expressly conditioned upon the approval of
the Study from Institution’s pertinent Ethics
Committee (“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 EC. A copy of the Protocol and any
amendments will be maintained in the
Principal Inverstigator's Study files.

Article 2. Research Work

1.1 Regitelské centrum bude studii vykonavat v
souladu s protokolem ,,Randomizovana, dvojité
zaslepena, placebem kontrolovana
multicentrickd studie faze 3 posuzujici u¢innost a
bezpecnost tafasitamabu plus lenalidomidu v
kombinaci s rituximabem ve srovnani s
lenalidomidem v kombinaci s rituximabem u
pacienti. s relabujicim/refrakternim  (R/R)
folikuldrnim lymfomem stupné 1 az 3a nebo R/R
lymfomem z margindlni zény*“ a vSemi jeho
dodatky (dale jen ,protokol”, pfipadné
,studie®). Rozsah a povaha provadéné klinické
studie budou v souladu s protokolem.
Poskytovatel a hlavni zkousSejici obdrzi stejnopis
tohoto protokolu jako samostatny dokument a
protokol bude do smlouvy zaclenén odkazem.
Protokol pln€¢ popisuje klinické vyzkumné
¢innosti a povinnosti, jez se feSitelské centrum
zavazuje plnit a dodrzovat s veSkerou nalezitou
péci. Smluvni strany berou na védomi a souhlasi
s tim, ze plnéni této smlouvy je vyslovné
podminéno jejim schvélenim ze strany piislusné
etické¢ komise (dale jen ,,EK*). Za finalni verzi
protokolu je povazovdna ta verze, kterda je
podepsana zadavatelem a hlavnim zkousejicim a
schvalena EK. K dalsi Gpravé protokolu potom
muze dojit jen na zdkladé¢ predchoziho
pisemného souhlasu zadavatele a nasledného
schvaleni EK. Stejnopis protokolu a vSech jeho
dodatkdt bude hlavnim zkouSejicim archivovan
ve studijnim Sanonu.

Clanek 2. Vyzkumna ¢innost
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2.1 The Site and Sponsor agree to conduct the
Study in compliance with the Protocol, any and
all applicable regional, national, international and
local laws regulations and guidelines, including
but not limited to: the United States Food and Drug
Administration (“FDA”) requirements; applicable
anti-bribery and anti-corruption laws including but
not limited to the U.S. Foreign Corrupt Practices
Act of 1977, the U.K.’s Bribery Act 2010 and the
German Law on Fighting Corruption (Gesetz zur
Bekdampfung der Korruption); all applicable
European Data Protection Laws (defined in
Schedule B, Article 1 attached hereto); the
implementation of good clinical practice in the
conduct of clinical trials on medicinal products for
human use; and Czech Republic laws; good
clinical practices (as defined in E6: Good Clinical
Practice: Consolidated Guidelines, adopted by the
International Conference on Harmonisation
(“ICH-GCP”)); all internal regulations of the
Institution; and any other relevant professional
standards (collectively, ‘“Applicable Law”).
Furthermore, the parties shall agree to data
processing terms, attached to this Agreement as
Schedule B and incorporated herein by reference.

2.2 The Site will require Study Personnel (as
defined below) to comply with the applicable
terms and conditions of this Agreement. Site shall
ensure  that 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. Principal Investigator shall be
considered  Study  Personnel.  Prinicipal
Investigator shall be liable for the acts and
omissions of Study Personnel.

2.1 Resitelské centrum a zadavatel se
dohodly, Ze budou studii provadét v souladu s
protokolem a veSkerymi mistnimi, regionalnimi,
staitnimi a mezinarodnimi zdkony, pfedpisy a
smérnicemi, véetné pozadavki Ufadu na
kontrolu potravin a 1éciv. USA (,,FDA®), v
souladu s pfisluSnymi zékony proti korupci a
uplatkéfstvi, mimo jiné amerického zakona proti
korup¢énim praktikdm v zahrani¢i z roku 1977
(Foreign Corrupt Practices Act), britského
protikorup¢niho zékona z roku 2010 (Bribery
Act) a némeckého zakona o boji proti korupci
(Gesetz zur Bekdmpfung der Korruption) a také
v souladu s pfisluSnymi evropskymi ptedpisy
tykajicimi se ochrany udaji (dle definice v
¢lanku 1 pfilohy B); béhem provadéni klinického
hodnoceni humanniho 1é¢ivého ptipravku budou
postupovat v souladu se spravnou klinickou
praxi, v souladu se zakony Ceské republiky, a v
souladu se zdsadami spravné klinické praxe (dle
definice ve smérnici E6): spravnd klinicka praxe:
kodifikované¢ zasady pfijat¢ = Mezinarodni
konferenci pro harmonizaci (,,JCH-GCP*),
vSechny interni ptedpisy poskytovatele a veskeré
dalsi odpovidajici oborové normy (spolecné
,prislusné predpisy*). Smluvni strany se dale
dohodly na podminkach zpracovavani udaju tak,
jak je uvedeno v piiloze B zaclenéné do této
smlouvy odkazem.

2.2 Resitelské centrum bude po pracovnicich
studie (dle niZe uvedené definice) pozadovat, aby
jednali v souladu s ustanovenimi a podminkami
stanovenymi touto smlouvou. Resitelské centrum
zajisti, ze jeho zaméstnanci, prostrednici,
zastupci, nezavisli dodavatel¢ a treti strany
provadéjici ¢innosti ¢i vyzkum v souvislosti s
touto smlouvou jménem feSitelského centra
(spolecné ,,pracovnici studie”) budou jednat v
souladu s ustanovenimi a podminkami
stanovenymi touto smlouvou. Hlavni zkousejici
je povazovan za pracovnika studie. Hlavni
zkousejici nese za jednani a opomenuti ze strany
pracovniki studie odpovédnost.
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2.3 Principal Investigator certifies that
Principal Investigator have obtained and will
maintain the required research authorization form
and/or any other required forms, notifications and
approvals for all subjects enrolled in the Study
(“Study Subjects”) as required to fully comply
with the Applicable Law.

2.4 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; however, the Principal
Investigator shall continue to comply with
obligations and conditions stipulated in Articles
4 (Rights to Study Drug, Sponsor Information,
and Study 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.

2.5 The Sponsor will obtain the written
authorization of the Regulatory Authority
(defined in Article 3.3) prior to the
commencement of the Study.

2.6 The Principal Investigator will be liable
to: (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

2.3 Hlavni zkousejici potvrzuje, Ze ziskd od
vSech subjektl zatazenych do studie (,,subjekty
studie®) potfebna opravnéni k vyzkumu a/nebo
jakékoli jiné formuléafe, oznameni a schvaleni
tak, jak je vyzadovano pro plny soulad s
pfislusnymi ptedpisy, a bude je udrzovat v
platnosti.

2.4 Hlavni zkousejici odpovida za provadéni
studie u poskytovatele. V pfipad¢, Ze hlavni
zkousejici nebude ochotny ¢i schopny nadéle se
podilet na studii, bude poskytovatel v dobré vite
a bez zbyte¢né¢ho prodleni spolupracovat na
hledani odpovidajici ndhrady piijatelné pro
zadavatele, pfiCemz hlavni zkouSejici bude i
nadale jednat v souladu se zavazky a
podminkami stanovenymi v ¢l. 4 (Prava k
hodnocenému piidavku, informacim zadavatele a
studijnim tdajiim) a 8 (Dusevni vlastnictvi) a ¢l.
10.2 v rozsahu aplikovatelném na hlavniho
zkous$ejiciho. Pokud se pfijatelna néhrada
nenajde, smi zadavatel tuto smlouvu vypovédét v
souladu se ¢l. 10 (Doba platnosti a ukonceni).
Soucinnost poskytovatele poskytnutd v ramci
hledani nové pfijatelné nahrady nijak nerusi
platnost zavazkl stanovenych touto smlouvou, a
to az do platného data ukonceni smlouvy.

2.5 Pfed samotnym zahdjenim studie
Zadavatel ziska pisemné opravnéni piislusného
regulacniho uradu (dle definice v ¢l. 3.3).

2.6 Hlavni zkousSejici bude odpovédny za:
(a) vykazovéani vSech zadavatelem dodanych
zasob lécivého pripravku, (b) vedeni evidence
veskerého zafizeni dodaného zadavatelem v
souladu s pokyny zadavatele, (c¢) jedndni v
souladu s pfislusSnymi ptedpisy upravujicimi
nakladani a likvidaci klinickych spotiebnich
materialii a/nebo vraceni klinickych nebo jinych
spotiebnich materiala poskytnutych zadavatelem
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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,
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.

2.7 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

nebo jeho zastupcem po skonceni studie dle
pokyni zadavatele, (d) hlaSeni zadavateli vSech
informaci a udaji ziskanych na zaklad¢
pozadavkli  stanovenych  protokolem, (e)
piredavani zadavateli nebo jeho zastupci fadné
vyplnénych elektronickych formulaii zaznamu
CREF (,,e-CRF*), kter¢ jsou vysledkem studie, (f)
uchovavani vSech nezbytnych zaznamt a
dokumentti o studii v souladu s regula¢nimi
pozadavky, touto smlouvou a/nebo pfislusnym
protokolem a (g) pouzivani dodanych klinickych
materiali a hodnocenych a srovnavacich
piipravka poskytnutych v souvislosti se studii
vyhradné za ucelem tadného dokonceni studie a
uchovavani vSech klinickych materidli dle
pokyni zadavatele a v souladu s pfislusnymi
piepisy a pokyny, coZz mimo jiné znamena
uchovavat je po celou dobu v uzamceném a
zabezpeceném prostoru.

2.7 S ohledem na elektronicky zaznam dat
(Electronic Data Capture; ,,EDC*) hlavni
zkous$ejici bude: (a) zadavat pomoci EDC
vSechny udaje souvisejici se studii do
odpovidajicich elektronickych formulait e-CRF,
a to nejpozd¢ji do Ctyficeti osmi (48) hodin od
posledni dokoncené studijni navstévy subjektu
studie, (b) neprodlen¢ napomahat zadavateli
nebo jeho zastupci pii obCasném sbéru dat
pomoci pracovnich listd/dotaznikli  (napft.
dotaznikli MPN-SAF ¢i mistnich laboratornich
udajli) nebo jiného média jest¢ pred jejich
zadanim do formulafe e-CFR pomoci systému
EDC nebo pfed jejich piipadnym pfenosem na
jiného poskytovatele sluzeb, (c) kontrolovat, zda
jsou vsSechny elektronické formulare e-CRF
piresné a kompletni, (d) pouzivat v souladu s
pozadavky zadavatele nebo jeho zastupce
vSechny technologie/zatizeni s cilem usnadnit
sbér udaji a vykonavani studie (napf. interaktivni
syst¢tm hlasové odezvy IVRS, pienosné
elektronické deniky poskytnuté subjektim studie
za ucelem sbéru informaci tykajicich se ptiznakt
souvisejicich s jejich onemocnénim) a (e)
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and environmental controls appropriate to the
applicable data type and in accordance with
Applicable Laws and industry standards.

2.8 Prior to the commencement of a Study, the
Institution and the Principal Investigator shall
review the Protocol and investigator’s brochure,
and Institution/Principal Investigator shall notify
Sponsor or its designee if it 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  In the event of an adverse event whether
serious or not, as defined in the Protocol and
Applicable Laws, the Principal Investigator shall
promptly and fully comply with all the notification
procedures, time frames and requirements stated in
the Protocol in accordance with Applicable Laws.

bezpecnym zplsobem spravovat a uchovavat
I¢katské zdznamy a udaje (dle niZze uvedené
definice) tak, aby k nim byl patficnym zptisobem
omezeny fyzicky i elektronicky piistup za pouziti
vhodnych prosttedki kontrolujicich prostiedi, ve
kterém se nachazeji, s ohledem na typ tidajii a v
souladu s pfislusSnymi pfedpisy a oborovymi
normami.

2.8 Poskytovatel a hlavni zkouSejici pied
zahajenim studie protokol a soubor informaci pro
zkousejiciho zkontroluji a nebudou-li moci
jakékoli ustanoveni v nich obsazené dodrzet,
oznami poskytovatel/hlavni zkouSejici tuto
skutecnost zadavateli nebo jeho zastupci.
Nastane-li v pribéhu provadeéni studie situace,
kdy obecné piijimané zasady klinického
vyzkumu a lékaiské praxe sledujici prospéch
subjektu hodnoceni a starajici se o jeho zdravi a
bezpecnost vyzaduji odchylku od protokolu,
bude se jednat v souladu s témito zasadami.
Smluvni strana, kterd zjisti, Ze je nutno odchylku
od protokolu provést, v takovém piipadé
bezodkladné uvédomi zadavatele 0
skutecnostech, které svéd¢i pro nutnost takové
odchylky, jakmile se o téchto skute¢nostech
dozvi. Po takovém oznameni bude nasledovat
pisemné potvrzeni téhoz. Bez ohledu na vyse
uvedené, nastane-li béhem provadéni studie
situace, kdy je tifeba urgentni odchylky od
protokolu pro vyfeseni bezprostfedniho ohrozeni
subjektu studie dle ustanoveni ICH-GCP 4.5,
hlavni zkouSejici okamzité informuje zadavatele
nebo jeho zastupce o nezbytné odchylce a takova
odchylka nebude povazovana za poruseni
protokolu.

2.9  Vyskytne-li se nezddouci ptihoda, bez
ohledu na to, zda zavazna ¢i nikoli, dle definice v
protokolu a piislusnych predpisech, bude hlavni
zkousejici bezodkladné a fadnym zplisobem
postupovat dle vSech postupii, lhit a pozadavkl
stanovenych protokolem a ptislusnymi predpisy.
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2.10 The Site will use biological samples
collected during the Study in accordance with 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.
Article 3. Reports, and
Regulatory Inspections

Monitoring

3.1 The Principal Investigator shall provide
Sponsor 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.

3.2 At mutually pre-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.

3.3 The Site shall notify Sponsor without
undue delay 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 (SUKL), the
FDA, or any state or national Supervisory
Authority (defined in Schedule B, Section 2),
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

2.10 S biologickymi vzorky odebranymi v
ramci studie bude feSitelské centrum zachézet v
souladu s protokolem a piislusSnymi predpisy.
Regitelské centrum odebrané biologické vzorky
nepouzije pro jiny vyzkum, nez je ten popsany v
protokolu a informovaném souhlasu.

Clanek 3.  Podavani
pribéhu studie a
regula¢nimi Grady

sledovani
provadéné

hlaseni,
inspekce

3.1 Hlavni zkouSejici bude zadavateli nebo
jeho =zastupci predkladat pravidelnd pisemna
hlaseni o prab¢hu studie tak, jak je vyzadovéano
(a) zadavatelem nebo jeho zastupcem a (b)
protokolem, a to vcetné¢ zaveéretné pisemné
zpravy o studii po ukonceni studie.

3.2 Zadavatel a jeho zastupci maji v piedem
dohodnutych terminech pravo provadét inspekce,
audit a monitoring mista feSitelského centra,
jakoz 1 provedenych zaznamii, a to vcetné
zaznaml, na néz odkazuje tato smlouva, a
Iékarskych zdznamu (vCetné pisemnych a
elektronickych lékaiskych zprav). V souvislosti s
takovou inspekci, auditem nebo monitorovaci
navstévou ma byt resitelské centrum a pracovnici
studie zadavateli a jeho zastupctim k dispozici a
v pfiméfené mife s nimi spolupracovat.

3.3  Reditelské centrum bez zbyteéného
prodleni telefonicky, e-mailem nebo faxem
upozorni zadavatele, je-li ze strany jakéhokoli
piislusného statniho nebo regulacniho tufadu
(,,regulaéni urad*), mimo jiné Statniho Ustavu
pro kontrolu 1é¢iv (SUKL), FDA nebo jakéhokoli
jiného statniho ¢i narodniho kontrolniho tfadu
(dle definice v ¢l. 2 prilohy B) pozadovano
povoleni k inspekci nebo je-li vykondna inspekce
poskytovatelova pracovist€¢ nebo vyzkumnych
zaznamu tykajicich se studie dle této smlouvy.
Resitelské centrum bude zadavatele fadné a véas
informovat o povaze, prubézném stavu a
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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.

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

4.1 Study Drug shall be, is and will remain, at
all times, the exclusive property of Sponsor.
Sponsor will provide Principal Investigator with
the required quantities of Study Drug for the sole
purpose of conducting the Study. Principal
Investigator shall handle and store the Study
Drug in accordance with the Protocol, written
instructions provided to Site, and all Applicable
Laws. 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 expense.

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 this Agreement (“Study
Information”) shall be, are and will remain
Sponsor's property.

4.3.  All results, documents, data, know-how
and formulas resulting from a Study, including,
without limitation, reports (e.g., e-CRFs, any data

vysledcich takovych inspekci. V souvislosti s
takovou inspekci, auditem nebo monitorovaci
navstévou ma byt fesitelské centrum a pracovnici
studie regulacnimu ufadu a ptipadné 1 zadavateli
a jeho zastupciim k dispozici a v pfiméiené mire
s nimi spolupracovat. Pokud to zdkony dovoluji
a bude-li to vhodné a praktické, poskytovatel
umozni zadavateli byt pfi téchto navstévach
pritomen a pifedd mu pisemné kopie veskerych
materialii, korespondence, prohlaseni, formulait
a zaznamu, které poskytovatel obdrzi, ziska nebo

vytvoifi v souvislosti s jakoukoli takovou
inspekci.
Clanek 4. Prava k hodnocenému

pridavku, informacim zadavatele a studijnim
udajum

4.1 Hodnoceny 1éCivy piipravek je, bude a
zlstane za vSech okolnosti vyhradnim majetkem
zadavatele. Zadavatel poskytne hlavnimu
zkousejicimu pozadované mnozstvi
hodnoceného piipravku vyhradné¢ za ucelem
provadéni studie. Hlavni zkouSejici bude s
hodnocenym  pfipravkem  manipulovat a
skladovat ho v souladu s protokolem,
poskytnutymi pisemnymi pokyny a vSemi
pfislusnymi  pravnimi  pfedpisy. Veskeré
nepouzit¢é hodnocené piipravky nebo jiné
hodnocené 1léky nebo placeba budou
zlikvidovany nebo na zakladé zadavatelova prani
a na jeho wvlastni nédklady doruceny zpét
zadavateli nebo jeho zastupci.

4.2 Veskeré vysledky, dokumenty, udaje,
know-how a vzorce poskytnuté poskytovateli
a/nebo hlavnimu zkousSejicimu pro ucely studie
za podminek stanovenych touto smlouvou (dale
jen ,studijni informace“) jsou, budou a
zlstanou majetkem zadavatele.

43  Veskeré¢ vysledky, dokumenty, udaje,
know-how a vzorce, které jsou vysledkem studie,
a to zejména zpravy (napf. formuléfe e-CRF,
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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.

Article 5. Consideration and Expenses

5.1 In full consideration for the conduct of a
Study by the Institution, and for all resources,
provided by the Institution for the Study, CRO,
on behalf of Sponsor agrees to pay the Payee in
accordance with the budget and schedule the
expenses and fees set forth therein for work
rendered in performing this Agreement and
completing the Study in accordance with the
Protocol, attached hereto as Schedule A and
incorporated herein by reference (“Schedule
A”). The 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. Each 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 in the format requested by Sponsor.

5.2 Except as set forth in Schedule A,
payments will be made only for those Study
Subjects who meet all of the applicable
admission, inclusion and exclusion criteria of the
Protocol.

vSechna shrnuti udajt, vSechny pifedbézné zpravy
a zavereCna zprava) (dale jen ,udaje”) jsou,
budou a =zGstanou majetkem zadavatele a
zadavatel bude mit pravo tyto udaje, vcetné
vysledka studie, pouzit jakymkoli zplsobem,
ktery uznd za vhodny =z hlediska svych
obchodnich zajmu. Originaly 1€ékatskych zprav a
zdrojovd dokumentace subjektd studie jsou
majetkem poskytovatele. Poskytovatel bude mit
nevyluéné pravo tudaje z feSitelského centra
pouzivat pro vlastni interni, nekomercni tcely v
ramci vyzkumu ¢i poskytovani 1ékarské péce.
Clanek 5. Odmény a naklady

5.1 S ohledem na vesker¢ aspekty provadéni
studie ze strany poskytovatele a na vSechny
zdroje, které do studie poskytovatel vlozi, CRO,
v zastoupeni zadavatele uhradi pifijemci plateb
naklady a poplatky dle daného rozpoctu a rozpisu
plateb za praci vykonanou pii plnéni této
smlouvy a provadéni této studie v souladu s
protokolem pfilozenym nize jako ptiloha A a do
smlouvy zaclenéné odkazem (,,pFiloha A®).
Ptijemce plateb bude stanoven v pfiloze A.
Uhrady téchto vydajii a finan¢nich prostiedkii
budou vyplaceny dle rozpisu plateb v ptiloze A a
budou odpovidat udajim a informacim
poskytnutym ¢i zadanym do syst¢ému EDC v
souladu s ¢l. 2.7. Kazdd priloha A bude
obsahovat seznam plateb za vyzkumné ¢innosti
vykonané dle protokolu, které budou uhrazeny
dle rozpisu plateb uvedeného v této piiloze.
Poskytovatel souhlasi, ze =zadavateli doruci
faktury v pozadovaném formatu.

5.2 Az na vyjimky stanovené v pfiloze A
budou platby hrazeny jen v souvislosti s témi
subjekty studie, které splnuji vSechna prisluSna
kritéria pro pfijeti, zafazeni a vytazeni ze studie
dle protokolu.
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53 Monies paid to the Payee will be deemed
in full satisfaction of all work and research
activities performed pursuant to this Agreement.

5.4  Total payments per Study Subject will not
exceed the limit indicated in the applicable
Schedule A.

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

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 Sponsor’s payment request.

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

5.8 In addition to the fees and expenses
designated in Schedule A Sponsor, through CRO,

will provide or reimburse Institution for

53 Castky  vyplacené Pfijemci budou
povazovany za TUplnou tuhradu veskerych
pracovnich a vyzkumnych ¢innosti provadénych
dle této smlouvy.

5.4  Uhrnné platby za kazdy subjekt studie
neptesahnou limit stanoveny v pfislusné Ptiloze
A.

5.5 Bez ohledu na vyse uvedené¢ nebo na
cokoli obsazené v protokolu, ukonci-li zadavatel
studii pfedCasné¢ jest¢ pred jejim fadnym
dokoncenim, zavazuje se, ze prostfednictvim
CRO uhradi pfijemci platby dle ptilohy A za
praci fadné¢ vykonanou v obdobi pfed ucinnym
datem ukonceni studie. Zadavatel se navic
zavazuje, ze prostiednictvim CRO Pfijemci
plateb uhradi veSkeré nezruSitelné zavazky
stanovené v piiloze A vzniklé pied U¢innym
datem ukonceni studie za UcCelem provadéni
studie. Castka vyplacena zadavatelem pii
pfed¢asném ukonceni studie ovSem v Zadném
piipadé neptekro¢i celkovou smluvni castku
stanovenou v piiloze A. Zadavatel ucini platby
prostiednictvim CRO do Ctyficeti péti (45) dnt
od ucinného data ukonceni studie dle definice v
¢l. 10 niZze.

5.6  Zbyva-li v okamziku ptedcasného
ukonceni studie jakékoli smluvni strané uhradit
n¢jakou castku zadavateli, zavazuje se piijemce
uhradit tuto ¢astku zadavateli nebo jeho zéstupci
do ctyficeti péti (45) dna od vyzvy zadavatele
k thradé¢.

5.7  Po skonceni platnosti nebo pred¢asném
ukonceni této smlouvy nebude zadavatel zadnym
zptisobem povinovan proplatit faktury obdrzené
po uplynuti lhity stanovené v ptiloze A pro
dodéni zavére¢nych faktur.

5.8  Dodate¢né informace k poplatkim a
uhradé¢ nakladd dle piilohy AZadavatel
prostiednictvim CRO poskytne nebo proplati
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equipment, supplies, instrumentation,
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 of reimbursement
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 or for which
Sponsor provided reimbursement to Institution.

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 Study 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 reasonable notice
to Institution.

poskytovateli naklady za zafizeni, spotfebni
materidl, nastroje, latky, 1éc¢ivé pfripravky,
piistroje, sluzby spojené se zpracovanim a
analyzou Udaju, pocitatovy hardware a software,
sluzby laboratofi, sluzby spojené se spravou
vzorkl a jakékoli jiné polozky a sluzby, které: (1)
jsou nezbytné a vhodné k provadéni studie v
souladu s protokolem, (2) nebudou pouzity pro
zadny jiny ucel a (3) byly zadavatelem nebo jeho
zastupcem pfedem pisemné schvéleny k
proplaceni. Obdrzi-li poskytovatel piredchozi
pisemny souhlas s thradou polozky nebo sluzby,
zavazuje se za ucelem proplaceni piedlozit
podrobnou fakturu takovych nakladd ve
vzajemn¢ dohodnutém formatu do tficeti (30)
dni od jejich vzniku. Po dokonceni studie
poskytovatel vrati zadavateli ¢i jeho zastupci dle
zadavatelova uvéazeni a na jeho naklady veskeré
nepouzité polozky, které mu zadavatel poskytl
nebo proplatil.

5.9 Resgitelské centrum bere na védomi, Ze
zadavatel podléhd piislusnym predpisim ohledné
vybirani a ohlaSovani plateb nebo pfevodu
hodnot urc¢itym poskytovatelim zdravotni péce a
fakultnim nemocnicim, a souhlasi s tim, Ze
zadavatel mize z jakychkoli zdkonem
stanovenych divodl pfijimat a zvefejiiovat
ustanoveni této smlouvy, vcetné¢ ustanoveni
tykajicich se odmén a pievodu hodnot. Zadavatel
si vyhrazuje pravo zvetejnit za ucelem splnéni
piislusnych  ohlaSujicich povinnosti  urcité
identifika¢ni Udaje hlavniho zkouSejicitho a
poskytovatele a fesitelské centrum se zavazuje se
zadavatelem pifi plnéni téchto ohlasovacich
povinnosti spolupracovat a poskytnout mu
odpovidajici informace. Resitelské centrum bude
vést pfesnou a uplnou evidenci dokumentujici
vSechny poplatky a naklady vzniklé v souvislosti
se studii nebo touto smlouvou. Zadavatel ma
pravo na zékladé oznameni podan¢ho zadavateli
s piiméfenym piedstihem kdykoliv provadét
kontrolu a audit ucetnich knih a zdznaml
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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 nor the
Principal Investigator 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 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 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.

Article 6. Publicity

No party to this Agreement shall use the other

party’s name or the name, logo, trademark,

poskytovatele, aby se ujistil o dodrzovani ¢l. 5
smlouvy a vSech jeho bod.

5.10 Hlavni zkouSejici bere na védomi a
souhlasi, ze jeho Ttusudek pii stanovovani
doporuceni a pii péci o jednotlivé subjekty studie
nebude ovlivnén odménami vyplacenymi dle Cl.
5 této smlouvy. Poskytovatel i hlavni zkousejici
berou na védomi a souhlasi s tim, aby odména
vyplacend zadavatelem dle Cl. 5 této smlouvy: (a)
nebyla poskytovdna vyménou za nebo jako
pobidka k ptedepisovani, koupi, pouzivani ¢i
doporucovani vyrobka zadavatele nebo s cilem
ovlivnit rozhodnuti o formé, ptedepisovani nebo
vydeji 1€kd, ani nebyla zaddnym zptsobem
povazZovana za piimou nebo nepfimou dohodu o
tomtéz; (b) nebyla stanovena zplsobem, ktery
zohledniuje objem nebo hodnotu jakychkoli
doporuceni ze strany poskytovatele nebo
hlavniho zkousSejictho a (c) predstavovala
redlnou trzni hodnotu za sluzby provadéné dle
této smlouvy. Zadavatel nevyplaci a poskytovatel
ani hlavni zkousSejici nevyplaci ani nepiijimaji
zadné platby, piimé nebo prostfednictvim jiné
osoby, s umyslem dopustit se korupce s cilem:
pfimét poskytovatele, hlavniho zkouSejiciho
nebo jiného uiedniho Cinitele, aby z titulu své
funkce vyuzil svého vlivu na vladu nebo jiny
organ za ucelem ovlivnéni néjakého ufedniho
ukonu nebo rozhodnuti (véetné rozhodnuti
nejednat), nebo pfimét poskytovatele, hlavniho
zkousejictho nebo jiného ufedniho Cinitele k
neptfipustnému  jednani nebo k  zajiSténi
neopravnéné¢ vyhody, které by zadavateli
vypomohly ziskat nebo zachovat obchodni
zakazky pro jakoukoli smluvni stranu nebo jinou
osobu nebo s jakoukoli smluvni stranou nebo
jinou osobou, nebo pfidélit zakazku jiné smluvni
strané nebo osobé.

Clanek 6. Propagace

Z4dna smluvni strana nesmi pouZit jméno, logo,
ochrannou znadmku, symbol nebo jiné vyobrazeni
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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.
Article 7. Publications

7.1 If the Study is a multi-center study, the
Institution and Principal Investigator agree 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 institutions
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.

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 institutions; or (c) if
Sponsor confirms there will be no multi-center

Study publication, then the Institution and/or

druhé strany nebo jejich zaméstnancl pro
reklamni ¢i propagacni ucely v souvislosti s
jakymkoli  vyrobkem nebo sluzbou bez
ptedchoziho pisemného souhlasu dané strany.

Clanek 7. Zverejnovani

7.1 Jedna-li se o multicentrickou studii,
poskytovatel a hlavni zkousejiciho souhlasi s tim,
ze ma zadavatel pravo zvetejnit vysledky studie
jako prvni. Zadavatel bude slouzit jako
koordinator zvetejnénych vysledki
multicentrické studie ve specifickych ptipadech,
kdy je prvni zvetejnéni zamysleno jako spolecné
multicentrické  zvefejnéni  vysledkl  studie
u¢inéné¢  zadavatelem ve  spolupraci se
zacastnénymi zkousejicimi 1ékafti a
zdravotnickymi  zafizenimi,  poskytujicimi
potiebné udaje, analyzy a komentafe. V ptipad¢,
ze dojde v rdmci multicentrické studie k neshod¢
hlavnich zkousejicich, rozhodne takové spory
vedouci zkouSejici 1ékat spolu se zadavatelem.
Veskeré publikace, které jsou vysledkem studie,
musi patficnym zptisobem uvadét védecky piinos
pracovnikl studie. Autorstvi nebo pod¢kovani
zuCastnénym zkouSejicim I¢kaitim bude v
takovych publikacich uvedeno ptfedev§im na
zéklade¢ jejich védeckého piinosu pii vypracovani
protokolu a interpretaci udaji a az druhotné na
zéklad¢ poctu zafazenych pacientti. VSichni
autofi musi spliovat kritéria pro pfipsani
autorstvi  stanovena  Mezinarodni  komisi
vydavatelti 1€katskych cCasopisti (International
Committee of Medical Journal Editors).

7.2 Po =zvefejnéni prvni publikace nebo
neptfedlozeni multicentrické publikace k vydani
ve lhite: (a) osmnacti (18) mésicti po dokonceni
studie, (b) osmnacti (18) mésict po opusténi nebo
ukonceni studie ve vSech zdravotnickych
zatizenich, nebo (c) po potvrzeni zadavatele, Ze
nedojde k multicentrické publikaci studie (dle
toho, co nastane diive), poskytovatel a/nebo
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Principal Investigator may publish the Study

results
below:

subject to Sponsor’s rights as set forth

(a) Institution and Principal
Investigator will notify Sponsor of the
intent by it or Principal Investigator 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.

hlavni zkousSejici mohou publikovat vysledky
studie za dodrZeni nésledujicich prav zadavatele:

(a) Poskytovatel a hlavni zkousejici
uvédomi o svém umyslu predlozit
publikaci k vydani nejméné Sedesat (60)
dnii pfed zamySlenym datem odevzdani;
toto oznameni bude obsahovat stru¢ny
piehled klicovych bodi zamyslené
publikace a zadavateli pfipadné poskytnou
vSechny navrhované publikace, mezi néz
podle definice patii mimo jiné rukopisy,
vytahy, plakaty, prezentace a/nebo jiné
pisemné materidly souvisejici se studii, a
to nejméné tricet (30) pracovnich dnti pred
odevzddnim zamyslené publikace nebo
vytahu nebo pfed zahajovacim dnem
konference/setkdni, na niz maji byt
plakaty nebo prezentace predstaveny.
Zadavateli bude bcéhem téchto 30
pracovnich dni umoznéno zkontrolovat a
okomentovat obsah publikace s ohledem
na zadavatelovy divérné a chranéné
informace a také z hlediska pfesnosti a
uplnosti  klinickych a  védeckych
pozorovani v publikaci obsazenych.
Zadavateli bude umoznéno z navrhované
publikace odstranit jakékoliv konkrétni
informace tykajici se jeho diivérnych nebo
chranénych dat. Poskytovatel a hlavni

zkousSejici se zavazuji, Ze vSechny
zadavatelovy komentéaie tykajici se
piesnosti a uplnosti v  publikaci
obsazenych klinickych a védeckych

pozorovani v dobré vife prodiskutuji a
zvazi a na pozadani zadavateli poskytnou
pisemné odpovédi na vSechny jeho
konkrétni komentare nebo otazky tykajici
se presnosti nebo uplnosti publikace jesté
pted predloZzenim navrzenych publikaci k
vydani.
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(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.

(©) The Institution and Principal
Investigator agree that neither Institution
nor Principal Investigator shall publish or
publicly present any interim results or
analyses using Data.

(d) The Sponsor will report the results
of the Study publicly to the extent
required by Applicable Laws.

Article 8. Intellectual Property

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

(b) Dojde-li zadavatel k presvédcenti,
ze predlozeny material obsahuje popis
predméti ochrany, ktery umoznuje jejich
realizaci, oznami tuto  skuteCnost
hlavnimu zkousSejicimu a poskytovateli do
tficeti (30) pracovnich dnii a publikace
nebo zvetejnéni bude na piimefenou dobu
pozdrzeno, nejvyse ovSem po dobu sto
dvaceti (120) dnit ode dne, kdy hlavni
zkousSejici a  poskytovatel  poprvé
predlozili zadavateli materialy navrzené k
publikaci/prezentaci, tak, aby bylo
zadavateli umoznéno piipravit a podat
odpovidajici patentovou ptihlasku, pokud
se pro ni rozhodne.

(©) Poskytovatel a hlavni zkousSejici
se zavazuji, Ze nebudou publikovat, ani
vefejné¢ prezentovat zadné piedbézné
vysledky nebo analyzy udajt.

(d) Zadavatel vysledky studie
vetejnosti predstavi v rozsahu stanoveném
prislusnymi ptredpisy.

Article 8. DuSevni vlastnictvi

8.1 S vyjimkou konkrétnich prav na pouziti
udaju a publikaci vysledki studie dle ¢l. 4.3 a 7
smlouvy a v souladu s dalS§imi ustanovenimi této
smlouvy ani poskytovatel ani pracovnici studie
nenabyvaji nédsledkem plnéni této smlouvy ani
zddnym jinym zptisobem viibec zadna préva k
udajim studie nebo hodnocenému piipravku.
Vsechny vynalezy, napady, vysledky vyvoje,
objevy a technologie, at' jiz patentovatelné ¢i
nikoli, vyvinuté poskytovatelem nebo hlavnim
zkousejicim samostatné nebo spole¢né s jinymi a
vyuzivajici, zavisejici na nebo odvozené od
divérnych  informaci nebo  hodnoceného
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(“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.

8.2  The Institution and Principal Investigator
shall disclose to Sponsor all Inventions. Such
disclosure shall be made fully and without undue
delayin writing to an authorized representative
of Sponsor.
Article 9. Debarment

9.1 The Institution hereby represents and
certifies that it is not aware, that neither the

Institution nor Principal Investigator nor any
Study Personnel:

(a) 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 Regulatory Authority;

(b) within five (5) years preceding

the Effective Date have not been

piipravku (,,vynalezy*) budou a zlstanou za
vSech okolnosti vyhradnim majetkem zadavatele.
Poskytovatel, hlavni zkousSejici a piipadné i
pracovnici studie pevedou, a timto také prevadi
veskera prava, naroky a zisk spojené se vSemi
vynalezy na zadavatele. Poskytovatel podnikne
na naklady zadavatele veSkeré kroky, které
zadavateli napomohou k ziskdni prav ke vSem
vynalezim. Podpisem této smlouvy se
poskytovatel zarucuje, ze neuzaviel a neuzavie
zadnou smlouvu nebo smluvni vztah, ktery by byl
v rozporu nebo jakkoli narusoval zadavatelovy
vlastnické zajmy nebo prava k jakymkoli
vynaleziim, objevim nebo technologiim
existujicim v okamziku podpisu této smlouvy
nebo vznikajici v souvislosti s plnénim této
smlouvy nebo v souvislosti s touto smlouvou.

8.2  Poskytovatel a hlavni zkouSejici budou
zadavatele nebo jeho opravnéného zastupce bez
zbytecného prodleni a v Uplnosti pisemné
informovat o vSech vynalezech.

Clanek 9. Zakaz Cinnosti
9.1 Poskytovatel  timto  prohlasuje a
potvrzuje, ze mu neni znamo, ze by

poskytovatel, hlavni zkouSejici a nikdo z
pracovniku studie:

(a) obdrzeli zakaz Cinnosti dle
pfislusnych predpist, a Ze poskytovatel
ani hlavni zkouSejici v souvislosti s
plnénim zavazkl dle této smlouvy nebo
v souvislosti s Zadosti o schvaleni
lé¢ivého piipravku regulaénim orgdnem
v budoucnu nezaméstnaji osobu, jiz byla
¢innost zakazana;

(b) v obdobi péti (5) let pred datem
ucinnosti této smlouvy nebyli odsouzeni
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convicted of any offense under

Applicable Law; and

(©) if during the term of this
Agreement, either Institution or any
Study Personnel: (i) comes under
investigator by Regulatory Authorities
for a debarment action or disqualification,
or (i1) is debarred or disqualified, or (iii)
engages in any conduct or activity that
could lead to a debarment action or
disqualification, Institution shall without
undue delay notify Sponsor of the same.

9.2 Institution will without undue delay
notify Sponsor in writing, if the Institution, the
Principal Investigator 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; (ii) receives
notification of any restriction on his/ her clinical
privileges at Institution or its affiliated hospitals;
or (iii) is sanctioned by any Regulatory Authority
or other governmental authorities.

Article 10. Term and Termination

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

v souvislosti s jakymkoli porusenim
ptislusnych ptredpisii a

(©) dojde-li v dobé platnosti této
smlouvy k nasledujicimu: (i) bude
zahdjeno vysSetfovani proti poskytovateli
nebo jakémukoli pracovnikovi studie,
které muaze vést k zakazu odborné
¢innosti  ¢i  vylouceni, nebo (ii) je
poskytovatel nebo jakykoli pracovnik
studie vylouCen nebo je mu zakazana
¢innost, nebo (iii) poskytovatel nebo
pracovnik studie se dopousti jednani nebo
¢innosti, které mohou mit za nasledek
zékaz Cinnosti ¢i vylouceni, poskytovatel
o dané skuteCnosti bez zbyte¢ného
prodleni vyrozumi zadavatele.

9.2 Poskytovatel bez zbyte¢ného prodleni
pisemné upozorni zadavatele, pokud
poskytovatel, hlavni zkouSejici nebo jiny

pracovnik studie: (i) bude zbaven zptisobilosti k
vykonu Cinnosti, obdrzi zékaz cinnosti, je
vylou¢en nebo je proti nému zahajeno
vySetfovani nebo hrozi, ze proti nému bude
zahdjeno vySetfovani  pfislusnou profesni
organizaci nebo jinym regula¢nim ufadem; (ii)
obdrzi oznameni o jakémkoli omezeni svych
opravnéni k vykonu Iékarské cCinnosti u
poskytovatele nebo v jeho pobockéch nebo (iii)
je sankciovan regulacnim organem nebo jinym
uradem.
Clanek 10.  Doba platnosti a ukon&eni

10.1 Tato smlouva vstupuje v platnost datem
ucinnosti a zistava v platnosti po celou dobu
trvani studie dle protokolu, neni-li pfedc¢asné
ukoncena v souladu s ustanovenimi tohoto
¢lanku. Zadavatel nebo jeho povéfeny zéstupce
mohou tuto smlouvu s okamzitou platnosti
pfedcasné ukoncit podanim pisemné vypovédi
poskytovateli za podminky, ze ustanoveni této
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shall continue in full force and effect until the
completion of such Study.

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.

10.3 Upon termination of this Agreement or
completion of the Study, the Institution and/or
Principal Investigator 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 and/or Principal
Investigator 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 by law.

Article 11.  Independent Contractor

The Institution 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,

smlouvy zlstanou pln¢ platna a G¢innd az do
doby ukonceni studie.

10.2  Ukonceni této smlouvy jakoukoli
smluvni stranou nebo povefenym zastupcem
zadavatele z jakéhokoli divodu nenarusuje
prava ani povinnosti smluvnich stran vzniklé
pfed u¢innym datem ukonceni této smlouvy.
Préava a povinnosti zadavatele a poskytovatele,
jejichz zamér a ucel trva i po ukonceni této
smlouvy, zejména pak vlastnickd prava k
vynalezim a vysledkim vyvoje, prdva na
davérnost informaci, odSkodnéni a odpovédnost
za Skodu, pfetrvdvaji 1 po ukonfeni nebo
vyprseni platnosti této smlouvy.

10.3 Po ukonceni smlouvy nebo dokonceni
studie poskytovatel a/nebo hlavni zkousejici
navrati zadavateli nebo jeho zéastupci vSechny
nepouzité latky, lécivé ptipravky, pfistroje,
zafizeni a jiné souvisejici materidly, jakoz i
kopie davérnych informaci piedané
poskytovateli a/nebo hlavnimu zkousSejicimu
zadavatelem dle této smlouvy na jeho vlastni
naklady, s vyjimkou jedné (1) kopie divérnych
informaci, kterou si poskytovatel ponecha za
ucelem monitorovani svych zavazkli a
uplatnovani svych prav dle této smlouvy, a
archivni kopie jakéhokoli dokumentu, jehoz
uchovavani ze strany poskytovatele vyzaduje
zakon.
Clanek 11.  Nezavisly smluvni dodavatel
Poskytovatel bude provadét studii dle této
smlouvy vyluéné jako nezavisly smluvni
dodavatel a nic uvedené v této smlouvé nesmi
byt vykladano v rozporu s timto postavenim
nebo vztahem. Poskytovatel, hlavni zkousejici
ani pracovnici studie nebudou povazovani za
zamé&stnance nebo prostiedniky zadavatele a
nepodléhaji tedy ani zddnym vyhodam, které
zadavatel svym zaméstnancim poskytuje. Tato

Protocol / Protokol: INCMOR0208-301
Site # / C. pracoviits: 536

Institution / Zdravotnické zatizeni: Fakultni nemocnice Kralovské Vinohrady

Principal Investigator / Hlavni zkousejici: _

Incyte # / C. Incyte: 00098488.0

| Page 20 of 45 / Strana 20 z 45




create, or in any way be interpreted as, a joint
venture, partnership, or business organization of
any kind.

and

Article 12.  Indemnity, Insurance

Study Subject Injury.

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 the administration of the
Study Drug or the procedures in the performance
of the Protocol (collectively, “Claim”).
Institution Indemnitee shall without undue delay
notify Sponsor in writing upon receipt of notice
of any Claim and shall not make any admission
of liability. Sponsor shall assume the defense and
costs of such Claim and have the right to select
defense counsel. Institution Indemnitee shall
fully cooperate with Sponsor in presenting all
defenses to the Claim. This indemnity shall not
apply to any Claim to the proven extent
attributable to an Institution Indemnitee’s: (a)
material 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 shall make no settlement admitting fault
on the part of an Institution Indemnitee without
its written consent, which consent shall not be
unreasonably withheld.

smlouva nepfedstavuje, nevytvaii a ani nebude
vykladana jako spoleény podnik ¢i partnerska
nebo obchodni organizace jakéhokoli typu.

Clanek 12.  Odskodnéni,
zdravotni ujma subjektu

pojisténi a

12.1  Zadavatel se zavazuje, ze odSkodni
poskytovatele, hlavniho zkouSejiciho, fidici a
vedouci pracovniky a pracovniky studie (kazdy z
nich dale jen ,odSkodiovana osoba
poskytovatele®), bude je branit a zbavi je
odpovédnosti za jakykoli divod Zaloby, narok,
pravni nebo jiné fizeni iniciované tfeti stranou,
jakoz 1 za jakékoli pfiméfené néklady, véetné
ndkladi na pravni zastoupeni, vzniklé
odskodnované osob¢ poskytovatele v souvislosti
s jakymkoli vznesenym narokem vzniklym v
dasledku Gjmy na zdravi nebo smrti nasledkem
podani hodnoceného ptipravku nebo postupt v
rdmci plnéni protokolu (spolecné¢ dale jen
,harok®). OdSkodnovand osoba poskytovatele
bez zbytecného prodleni pisemné vyrozumi
zadavatele o jakémkoli oznameni o naroku a
sama neucini zadné uznani odpovédnosti.
Obhajobu a ndklady na vypofadani takového
naroku prevezme zadavatel, ktery bude také
opravnén zvolit si vlastniho pravniho zéstupce.
Odskodnovana osoba poskytovatele bude se
zadavatelem v rdmci obhajoby proti naroku plné
spolupracovat. Takové odSkodnéni se netyka
naroku, které vznikly diisledkem nésledujiciho
prokdzaného chovani odskodiiované osoby
poskytovatele: (a) zdvazné poruseni smlouvy,
nedbalost nebo umysIné pochybeni, (b) ¢innosti
ve vyznamném rozporu s protokolem, (c)
poskytnuti neopravnénych zaruk tykajicich se
lécivého pripravku  nebo (d) nedodrzeni
piislusnych  pfedpisi  (v€etné¢  neziskani
informovaného souhlasu). Zadavatel nepfistoupi
na zadné vyrovnani, které by bez souhlasu
odSkodiiované strany poskytovatele piiznavalo
jeji pochybeni, pficemz odSkodnovana strana
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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.

12.3 To the extent permitted by Applicable
Law, Institution agrees to indemnify, defend and
hold harmless Sponsor, and Sponsor’s directors,
officers, employees, agents, and representatives
(each a “Sponsor Indemnitee”) against any
Claim arising from an Institution Indemnitee’s
proven: (a) material breach of Agreement; (b)
negligence or willful misconduct; (c) activities
contrary to the Protocol except for those
deviations permitted in Article 2.8 herein; (d)
unauthorized warranties concerning the Study
Drug; or (e) failure to comply with Applicable
Laws (including, without limitation, obtaining
informed consents). Indemnitee shall promptly
notify Institution in writing upon receipt of notice
of any Claim and shall not make any admission
of liability. Institution shall assume the defense
and costs of such Claim and have the right to
select defense counsel. Sponsor Indemnitee shall
reasonably cooperate with Institution in
presenting all defenses to the Claim. This
indemnity shall not apply to any Claim to the
extent attributable to a Sponsor Indemnitee’s: (a)
breach of the Agreement, or (b) negligence or
willful misconduct; or (¢) failure to comply with
Applicable Laws. Institution shall make no
settlement admitting fault on the part of an
Indemnitee without its written consent, which
consent shall not be unreasonably withheld.

poskytovatele nesmi takovy souhlas nepfimérené
dlouho odklédat.

12.2  Zadavatel se zavazuje, Ze uzavie a bude
udrzovat v platnosti takovy druh pojisténi Ci
sebepojisténi, jehoz minimalni kryti neni nizsi,
nez je vyzadovano piislusnymi ptedpisy, a jez
postaci na pokryti zavazkl plynoucich z této
smlouvy.

123 V rozsahu stanoveném pfislusSnymi
predpisy se poskytovatel zavazuje, ze odskodni
zadavatele, zadavatelovy fidici a vedouci
pracovniky, zaméstnance, prostiedniky a
zastupce (jednotlivé dale jen ,,odSkodrnovana
osoba zadavatele“), bude je branit a zbavi je
odpovédnosti za jakykoli narok, ktery vznikne
disledkem nésledujiciho prokazaného chovani
odskodnované osoby poskytovatele: (a) zavazné
poruseni smlouvy, (b) nedbalost nebo imysiné
pochybeni, (c) ¢innosti ve vyznamném rozporu s
protokolem kromé odchylek ptipustnych dle ¢l.
2.8 smlouvy, (d) poskytnuti neopravnénych
zaruk tykajicich se 1éCivého piipravku nebo (e)
nedodrzeni  pfislusnych  pfedpist  (vCetné
neziskani informovaného souhlasu).
Odskodnovana osoba zadavatele bezodkladné
pisemné vyrozumi poskytovatele o jakémkoli
oznameni o naroku a sama neucini Zadné uznani
odpovédnosti.  Obhajobu a ndklady na
vyporadani  takového  ndroku  pfevezme
poskytovatel, ktery bude také opravnén zvolit si
vlastniho pravniho zastupce. OdSkodiovana
osoba zadavatele bude s poskytovatelem v ramci
obhajoby proti naroku pln€ spolupracovat.
Takové odSkodnéni se netykd néarokl, které
vznikly  disledkem nésledujiciho chovani
odskodnované osoby zadavatele: (a) poruseni
smlouvy, (b) nedbalost nebo imysIné pochybeni
nebo (c) nedodrzeni pfislusnych predpist.
Poskytovatel nepfistoupi na zadné vyrovnani,
které by bez souhlasu odskodnované strany
zadavatele ptiznavalo jeji pochybeni, pficemz
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12.4 Institution shall maintain insurance
coverage as is required by section 45 par. 2 let. n)
of Act No. 372/2011 Coll., on health services and
conditions of their provision (Act on Health
Services)for the duration of the Study and for
three (3) years thereafter.

12.5 Sponsor further agrees that if a Study
Subject enrolled in the Study according to the
Protocol suffers an 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,
Sponsor will provide payment for the Study
Subject’s medical expenses for treatment for
injuries if: (a) the Study Subject received
reasonable medical care; (b) the injury is related
to the Study Drug or to properly performed Study
procedures that are not part of the Study Subject’s
usual medical care; and (c¢) 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.

Article 13. Confidential Information

The Institution agrees as follows:

(a) Anything in this Agreement to the
contrary notwithstanding, any and all
information, whether written, oral, or in
any other form, including, without
limitation, Study Information, Data,
knowledge, know how, practices,
process, data, or other information
(“Confidential Information) provided
to, resulting from, learned or acquired in

connection with the conduct of a Study by

odskodnovand strana zadavatele nesmi takovy
souhlas nepiiméten¢ dlouho odkladat.

12.4  Poskytovatel bude udrZzovat po dobu
trvani studie a jesté tii (3) roky po jejim skonceni
v platnosti pojistné kryti v souladu s pozadavky
dle ust. § 45 odst. 2 pism. n) zakona ¢. 372/2011
Sb., o zdravotnich sluzbach a podminkach jejich
poskytovani (zékon o zdravotnich sluzbach).

12.5 Zadavatel dale souhlasi, ze v piipadé
ujmy na zdravi subjektu zatfazeného do studie dle
protokolu, kterd nevznikla nésledkem nedbalosti
nebo Umyslného pochybeni, poruseni smlouvy
nebo nedodrzenim protokolu ze strany
odSkodiiované strany poskytovatele, uhradi
zadavatel ndklady subjektu studie spojené s
1écbou takové Gjmy, a to za podminky, ze: (a)
subjektu studie se dostalo odpovidajici 1€karskeé
péce, (b) yma na zdravi vznikla ve spojitosti s
1é¢ivym ptipravkem nebo fadné provedenymi
postupy v ramci studie, které nejsou soucasti
bézné 1€karské péce subjektu studie, a (¢) ujma
na zdravi neni disledkem pfirozeného vyvoje
zakladniho onemocnéni a/nebo dusledkem
progrese nemoci pfitomné jiz pfed podanim
hodnoceného pfipravku. Zadna platba nebude

pfedstavovat pfiznani pochybeni ze strany
zadavatele.
Clanek 13.  Diivérné informace

Poskytovatel souhlasi, ze:

(a) Bez ohledu na cokoli v této
smlouvé¢ obsazené v opacném smyslu,
veSkeré informace, at jiz pisemné,
ustni nebo v jakékoliv jiné podobg, a to
zejména studijni informace, udaje,

znalosti, know-how, praktické
postupy, procesy, data a dalsi
informace (dale jen ,,davérné

informace®) poskytnuté¢ za ucelem
studie nebo vyplyvajici, zjisténé ¢i
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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.

(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 the date of disclosure.

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

the time of disclosure:

jinak  ziskané v  souvislosti s
provadénim studie poskytovatelem,
hlavnim zkousSejicim nebo pracovniky
studie budou pfijimany a udrzovany
jako piisn¢ diavérné a nebudou
poskytnuty zadné tteti strané¢ po dobu
trvani této smlouvy a jesté deset (10)
let poté. Poskytovatel dale souhlasi s
tim, aby tyto davérné informace byly
vyuzivany vyhradné pro ucely této
smlouvy se zde  stanovenymi
vyjimkami.  Poskytovatel = muze
poskytnout davérné informace
pracovnikl studie za podminky, ze je
piistup k takovym informacim
zapotiebi pro plnéni této smlouvy.
Jesté¢ pied poskytnutim takovych
informaci se ovSem kazdy pracovnik
studie musi zavadzat zachovavat
duvérnost téchto informaci, a to
nejméné v rozsahu zde stanoveném, a
nepouzivat tyto informaci pro jiné
ucely nez ty stanovené touto
smlouvou.

(b) Za divérné informace se povazuji
také ustanoveni této smlouvy, vcetné
jejich finan¢nich podminek, a v
souladu s ¢l. 13 bod a) vySe by méla
byt zachovéavana jejich divérnost.
Vyzaduje-li  poskytnuti  takovych
informaci ze strany poskytovatele
nebo pracovnikit studie pfislusny
ptedpis nebo soudni piikaz, l1ze tak
ucinit  bez  poruseni  zavazkl
plynoucich z tohoto ¢lanku, a to za
podminky, ze zadavatele upozorni na
to, jaké informace maji byt
poskytnuty, z jakého diivodu a v jakém
terminu.

(¢) Zavazek zachovavat divérnost a
nepouzivat takové informace se

Protocol / Protokol: INCMORO0208-301
Site # / C. pracoviits: 536
Institution / Zdravotnické zatizeni: Fakultni nemocnice Kralovské Vinohrady

Principal Investigator / Hlavni zkousejici: _

Incyte # / C. Incyte: 00098488.0 | Page 24 of 45 / Strana 24 z 45



(1) is generally available in
the public domain, or becomes
available to the public through no

act of Institution or Study
Personnel;
(i1) is independently known

by Institution or Study Personnel
as evidenced by Institution’s
written records;

(i)  is received by a third party
who has a right to disclose it to
Institution or Study Personnel free
of confidentiality and non-use
obligations; or

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

(d) The parties’ respective obligations
regarding Personal Data (defined in
Schedule B) wunder European Data
Protection Laws (defined in Schedule B)
are set forth in Schedule B attached hereto
and incorporated by reference.
Article 14.  Assignment
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 Institution
or Principal Investigator to assign or delegate
this Agreement in violation of this Article 14
shall be of no force or effect.

neuplatiiuje na informace, které v dobé
jejich poskytnuti:

(1) jsou vseobecné dostupné
na vefejné doméné nebo se staly
vetejnosti dostupné bez piicinéni
poskytovatele nebo pracovniki

studie;

(i)  jsou  poskytovateli a
pracovnikim  studie = znamy
nezavisle na studii, jak to
dokladaji  pisemné  zaznamy
poskytovatele;

(i)  byly poskytnuty treti

stran¢, kterd ma pravo poskytnout
je poskytovateli nebo
pracovnikim studie, aniz by doslo
k poruseni zavazku ml¢enlivosti a
nepouzivani takovych udaji;

(iv)  byly vyvinuty nezavisle na
poskytovateli a pracovnicich
studie bez pouziti, odkazovani se
nebo spoléhani se na takova
davérnd data, jak lze dolozit
pisemnymi zdznamy.

(d) Zavazky jednotlivych stran tykajici se
osobnich udaji (dle definice v piiloze B)
dle evropskych zdkonl na ochranu tdaju
(dle definice v ptiloze B) jsou stanoveny
v pfiloze B, ktera je k této smlouvé
piiloZena a do ni zaclenéna odkazem.
Clanek 14.  Postoupeni
14.1 Poskytovatel ani hlavni zkousSejici
nemohou bez piedchoziho pisemného souhlasu
zadavatele tuto smlouvu a s ni souvisejici dalsi
smlouvy nikomu postoupit. Jakykoli pokus
poskytovatele nebo hlavniho zkousejiciho
postoupit tuto smlouvu nebo povéfit jejim
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14.2 Sponsor shall have the right to assign or
delegate this Agreement or any portion thereof
without the consent of Insitution or Principal
Investigator. The Sponsor shall inform the
Institution and the Principal Investigator of the
assignment of this Agreement without undue
delay.

Article 15.
Modification

Entire Agreement;

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 Study Subject welfare issues. In the
event of a conflict between the terms of the
Agreement and Schedule B, the terms of
Schedule B shall control. 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.
Article 16.  Notices

Legal notices required or permitted hereunder
shall be considered made and effective when
deposited in the postage prepaid, or shipped by
nationally recognized 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.

plnénim jinou stranu je v rozporu s timto ¢l. 14 a
nebude povazovan za platny ¢i vykonavatelny.
14.2 Zadavatel ma pravo postoupit tuto smlouvu
nebo jakoukoli jeji ¢ast tfeti strané €i povérit treti
stranu jejim plnénim, a to bez souhlasu
poskytovatele nebo hlavniho zkousejiciho.
Zadavatel bude o postoupeni této smlouvy
poskytovatele a hlavniho zkouSejictho bez
zbyte¢ného prodleni informovat.

Clanek 15.  Uplnost smlouvy a jeji zmény

Tato smlouva spole¢né se vSemi svymi piilohami
piedstavuje konec¢nou, uplnou a vyhradni verzi
dohody mezi smluvnimi stranami ohledné
predmétu této smlouvy a nahrazuje vesSkeré
pfedchozi ujednani a dohody wuzaviené v
souvislosti s predmétem smlouvy. V piipadé
rozporu mezi ustanovenimi této smlouvy a
protokolem, bude znéni této smlouvy rozhodujici
v oblasti obchodnich a smluvnich ustanoveni a
znéni protokolu bude naopak rozhodné v oblasti
provadéni studie s ohledem na prospéch subjektu
studie. V ptipad¢ rozporu mezi ustanovenimi této
smlouvy a pfilohou B bude rozhodujici znéni
piilohy B. Jakékoli dohodnuta zména ustanoveni
této smlouvy bude platnd, pouze pokud bude
provedena pisemné¢ a schvalena vzajemnou
dohodou povéienych zastupcii smluvnich stran.

Clanek 16.  Oznameni

Oznameni pravniho charakteru tak, jak je tato
smlouva pozaduje ¢i umoziuje, budou
povazovéana za podana a ucinna, pouze pokud
budou odesldna na niZe uvedenou adresu
odpovidajici strany s predem uhrazenym
postovnym nebo celostatné uznavanou kuryrni
sluzbou, pokud ovSem nebyly ostatni smluvni
strany pisemn¢ informovany o nové adrese.
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If to Sponsor:

Incyte Corporation

1801 Augustine Cut-Off
Wilmington, DE 19803
Attention: V.P. Development
Operations

Always with copy to:

Incyte Corporation

1801 Augustine Cut-off
Wilmington, Delaware 19803 USA
Attn: Legal Department

If to CRO:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina, 27560,
USA

Re: Project Code 7014858

If to Institution:

Fakultni nemocnice Kralovské Vinohrady
Srobérova 1150/50

100 34 Praha 10

Czech Republic

Attention:

If to Principal Investigator:

Fakultni nemocnice Kralovské Vinohrady
Hematologicka klinika

Srobérova 1150/50

100 34 Praha 10

Czech Republic

Attention:

Article 17.  Conflict of Interest

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

Oznameni zadavateli:

Incyte Corporation

1801 Augustine Cut-Off

Wilmington, DE 19803

K rukdm: V.P. Development Operations
Vzdy s kopii na adresu:

Incyte Corporation

1801 Augustine Cut-Off

Wilmington, Delaware 19803 USA

K rukdm: Legal Department

Oznameni CRO:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina, 27560,
USA

Re: Project Code 7014858

Oznameni poskytovateli:

Fakultni nemocnice Kralovské Vinohrady
Srobérova 1150/50

100 34 Praha 10

Ceska republika

K rukém:

Oznameni hlavnimu zkousejicimu:
Fakultni nemocnice Kralovské Vinohrady
Hematologicka klinika

Srobérova 1150/50

100 34 Praha 10

Ceska republika
K rukam:
Clanek 17.  Stiet zajmi

17.1 Poskytovatel a  hlavni  zkouSejici
prohlasuji, Ze oni ani ostatni pracovnici studie v
soucasnosti nejsou vazani zadnou smlouvou
nebo povinnostmi ¢i zavazky, které jsou ve stietu
s povinnostmi a zavazky vuci zadavateli dle této
smlouvy, a dale se zavazuji, Ze v prib¢hu trvani
této smlouvy se k zddnym takovym povinnostem
nezavazou a takovou smlouvu neuzaviou.
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any such obligation or agreement during the
course of this Agreement.

17.2  The 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 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) and 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, that they and their
spouses, domestic partners and dependent
children own or possess, directly, indirectly or
equitably.

17.3  During the conduct of the Study and for
one (1) year after its completion, the the Principal
Investigator executes and updates such financial
interest forms, disclosures and certifications now
or subsequently required by Sponsor or
Regulatory Authority. Principal Investigator also
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
Article 18.  Miscellaneous

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

18.2 If any provision of this Agreement is held

invalid or unenforceable, it shall be severed, and

17.2  Hlavni zkouSejici jakoukoli pfimétenou
formou ¢i zplisobem pozadovanym zadavatelem
zvetejni a vynalozi veskeré usili, aby také
spoluzkousejici zvetejnili, veSkeré odmeény,
platby (v€etné vyzkumnych grantl, poplatkd za
konzultace ¢i vedeni, honorafi, poplatkl
spojenych s cestovanim na prednésky ¢i setkani a
proplacenim ndklad) a hodnotné polozky ¢i
sluzby poskytované zadavatelem nebo jménem
zadavatele (s vyjimkou odmeén dle ptilohy A této
smlouvy a dle této smlouvy), jakoz i vSechny
ostatni finan¢ni z4jmy a jiné odmény dle
amerického predpisu CFR (Code of Federal
Regulations, FDA) 21, § 54, odst. 2, body a—f,
nebo jeho jiného srovnatelného ekvivalentu v
souladu s pfislusSnymi piedpisy, které vlastni
nebo drzi oni, jejich manzelé, partnefi nebo
nezletilé déti, a to piimo, nepiimo nebo rovnym
dilem.

17.3 'V pribéhu provadéni studie a jesté jeden
(1) rok po jejim dokonceni bude hlavni zkousejici
vypliiovat a aktualizoval formulate tykajici se
finan¢nich  z4jmt, jejich zvefejnovani a
opravnéni, tak jak je nyni nebo v budoucnu
pozadovano zadavatelem nebo regulacnim
organem. Hlavni zkouSejici dale prohlaSuje a
zarucuje, ze finan¢ni transakce budou pfesné
odpovidat povaze, c¢astkdm a specifikim
konkrétnich ~ transakci  uskutenénym v
souvislosti s touto smlouvou.

Clanek 18.  Dalsi ustanoveni

18.1 Nazvy clanka v této smlouvé maji pouze
prakticky ucel a netvoii redlny obsah této
smlouvy.

18.2 Je-li jakékoli ustanoveni prohldSeno za
neplatné nebo nevynutitelné, bude z této

Protocol / Protokol: INCMORO0208-301
Site # / C. pracoviits: 536

Institution / Zdravotnické zatizeni: Fakultni nemocnice Kralovské Vinohrady

Principal Investigator / Hlavni zkousejici: _

Incyte # / C. Incyte: 00098488.0

| Page 28 of 45 / Strana 28 z 45




the remainder of this Agreement shall not be
affected thereby.

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 dissimilar.

18.4 The Site understands and agrees that this
Agreement is being entered into on behalf of the
Sponsor and for the Sponsor’s benefit, and that,

accordingly, Sponsor may enforce this
Agreement.
18.5 This Agreement shall be interpreted

under the laws of Czech Republic.

18.6  Any amendments to this Agreement will
be incorporated by reference to this Agreement,
as applicable, when mutually agreed to in
writing.

18.7 This Agreement and any subsequent
amendment(s) thereto will be executed in 3
counterparts, and the counterparts, together, shall
constitute a single agreement and shall become
binding when any one or more counterparts
hereof, individually or taken together, bears the
signature of each of the parties hereto. A PDF
electronic submission of this Agreement signed
by a party’s duly authorized representative shall
be legal and binding on both parties.

IN WITNESS WHEREOF, the parties hereto
have entered into this Agreement effective as of
the Effective Date.

smlouvy vy¢lenéno, aniz by tim doslo k poruSeni
platnosti zbyvajicich ¢asti smlouvy.

18.3 Vzda-li se nebo nevykonava-li jakakoli
smluvni strana nckteré z ustanoveni nebo
podminek zde stanovenych nebo nebude-li
jakdkoli strana trvat na piisném dodrzovani
zaruk, prohlaseni, dohod, stanoveni a podminek
dle této smlouvy, nebude tato skutecnost do
budoucna povazovana za vzdani se prava na
plnéni téchto ustanoveni bez prodleni a
pochybeni, at’ jiz se bude jednat o podobnou nebo
rozdilnou situaci.

18.4 Regitelské centrum bere na védomi a
souhlasi s tim, Ze je tato smlouva uzavirana
jménem zadavatele v jeho prospéch a zadavatel
tedy mtze jeji plnéni vynucovat.

18.5  Tato smlouva bude vykladana v souladu s
platnymi zakony Ceské republiky.

18.6  Veskeré ptipadné dodatky budou do této
smlouvy zaclenény ve form¢ odkazu na zakladé
predchozi pisemné domluvy.

18.7 Tato smlouva a jeji pfipadné¢ dodatky
budou vyhotoveny ve 3 stejnopisech, které budou
spolecné tvofit jednu smlouvu a stanou se
zavaznymi, jestlize jeden nebo vice téchto
stejnopisti, at jiz samostatné nebo spolecné,
ponese podpis vSech jednotlivych smluvnich
stran. Elektronickd verze této smlouvy ve
formatu PDF podepsand fadné¢ povérenym
zastupcem smluvni strany bude povazovédna za
pravoplatnou a bude zivaznad pro vSechny
smluvni strany.

NA DUKAZ TOHO smluvni strany uzaviely tuto
smlouvu, ktera nabyva platnosti datem G¢innosti.
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CRO on behalf of/ jménem Incyte Fakultni nemocnice Kralovské Vinohrady
Corporation

By/ Podpis: By/ Podpis:

Printed Name/ Jméno tiskacim pismem: Printed Name/ Jméno tiskacim pismem:
MUDr. Jan Votava, MBA

Title/ Funkce: Title/ Funkce: Director/Reditel

Date/ Datum: Date/ Datum:

MUDr. Heidi Mécikova, Ph.D.

By/ Podpis:

Title/ Funkce: Principal Investigator/ Hlavni
zkousejici

Date/ Datum:
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SCHEDULE A - FINALIZED PAYMENT
SCHEDULE & BUDGET

PRILOHA A - KONECNY ROZVRH
PLATEB A ROZPOCET

Jméno piijemce platby

1. PAYEE 1. PRIJEMCE PLATBY
Payments shall be made to the following Platby budou vyplaceny nasledujicimu
payee: prijemci:
Contract Payee
Smluvni pFrijemce platby
Payee Name

Fakultni nemocnice Kralovské Vinohrady

Payee Address
Adresa ptijemce platby

Srobarova 1150/50
100 34 Praha 10
Ceska republika

Payee Email Address
E-mailova adresa | [
piijemce platby
Tax ID Number/VAT
Danové identifikac¢ni | CZ00064173
&islo / DIC
Banking Information
Bankovni udaje
Ba}nk Name Ceska narodni banka
Nazev banky
Bank Address Na Prikopé 28
Adresa banky 115 0,3 Praha.I
Ceska republika

Bank Account Number
Cislo bankovniho G¢étu

IBAN Number
Cislo IBAN

SWIFT Code

Koéd SWIFT

(8 or 11 characters)
(8 nebo 11 znaki)

Remit Check Payment to Payee Address
Poukézani platby na adresu pfijemce

Principal Investigator Name
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Jméno hlavniho zkouSejiciho

First Name

Kiestni jméno

Middle Name

Druhé jméno

Last Name

Ptijmeni

Suffix

Ptipona

Medical Credentials
Lékarska  akademicka
hodnost

PI Phone Number
Telefonni ¢islo hlavniho
zkousejiciho

PI Email Address
E-mailova adresa
hlavniho zkousejiciho

Payment Detail
Podrobnosti platby

Name of Payment
Recipient to Receive
Payment  Notification
and Details

Jméno pfijemce platby,
ktery obdrzi ozndmeni o
platbé a podrobnosti
Email Address
E-mailové adresa

Phone Number
Telefonni Cislo

The Sponsor’s Authorized Payment Agent Opravnénym zprostiedkovatelem zadavatele

(“CRO”) is Syneos Health UK Limited. pro provadéni plateb (,,CRO*) je spolec¢nost
Syneos Health UK Limited.

In case of changes in the Payee’s bank V ptipad¢ zmén v bankovnich udajich ptijemce

details, Payee must inform Sponsor or its platby musi pfijemce predem pisemné

designee in writing in advance of the informovat zadavatele nebo jeho povéfenou

applicable payment. The parties agree that in | osobu o dané platbé. Smluvni strany se
case of changes in bank details which do not | dohodly, Ze v ptipad¢ zmén bankovnich tdaji,
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involve a change of Payee/Bank Account
Name or change of country location of bank
account, no further amendments are required.

které nezahrnuji zménu piijemce platby /
nazvu U¢tu banky nebo zménu zemé
bankovniho uctu, neni tfeba provadét zadné
dalsi upravy

2. INVOICES

2. FAKTURY.

CRO shall act as payment agent “Payment
Agent” for services performed in this
Agreement. All invoices should be issued to
the following as instructed:

CRO vystupuje jako platebni agent (,,Platebni
agent”) pro sluzby poskytované na zéklad¢ této
smlouvy. VSechny faktury musi byt vystaveny
na nasledujici adresu:

Incyte Corporation

Incyte Corporation

c/o: Syneos Health UK Limited

k rukam: Syneos Health UK Limited

Attn. Investigator Payment Department

urcené pro: Investigator Payment Department
(oddé€leni plateb zkouSejicim)

Farnborough Business Park

Farnborough Business Park

1 Pinehurst Road

1 Pinehurst Road

Farnborough Farnborough
Hampshire Hampshire
GU14 7BF, UK GU14 7BF, Spojené kralovstvi Velké Britanie

a Severniho Irska

Re: Project Code 7014858

Véc: Kod projektu 7014858

All invoices and payment related queries -
including the Project Code- must be sent to
E-mail:

Veskeré faktury a dotazy tykajici se plateb,
vcetné kodu projektu, zasilejte na e-mailovou
adresu:

In case hard copy invoices need to be
processed, they must be sent to the Payment
Agent address stated in this Section.

Invoices should include Sponsor’s name,
Protocol ID, project code 7014858, Principal

V pfipadé, Ze je tieba zpracovat tisténé faktury,
musi byt zaslany na adresu Platebniho agenta
uvedenou v tomto ¢lanku.

Na faktute by mélo byt uvedeno jméno
zadavatele, nazev protokolu, kod projektu
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Investigator Name, Site Name, site number
and a summary of the reimbursement to be
made in compliance with Schedule A and
Exhibit A and if the Payee is VAT registered,
the Payee VAT registration number.

7014858, jméno hlavniho zkousSejiciho, nazev
poskytovatele, Ccislo ftesitelského centra a
souhrn uhrad, které maji byt provedeny podle
Ptilohy A a Dopliku A a pokud je piijemce
platby platcem DPH, identifika¢ni ¢islo platce
DPH.

Sponsor will pay Institution for invoiced
procedure(s) and/or Institutional fees within
forty-five (45) days from Sponsor or CRO’s
receipt of undisputed invoice and any
supporting documentation that Sponsor
requires.

Zadavatel proplati poskytovateli fakturovany
postup (postupy) a/nebo poplatky
poskytovatele do Ctyficeti péti (45) dni od
prijeti nesporné faktury a veskeré podpiirné
dokumentace, kterou zadavatel pozaduje,
zadavatelem nebo CRO.

Non-refundable Administrative Start-up
Fee. A one-time, non-refundable, start-up fee
as defined in Exhibit A will be paid upon
execution of this Agreement, confirmation of
EC Approval, and receipt of invoice.

Nevratny  administrativni  zahajovaci
poplatek. Jednorazovy, nevratny, zahajovaci
poplatek ve vysi uvedené v piiloze A bude
vyplacen po uzavieni této smlouvy a potvrzeni
souhlasu EK a po pfijeti faktury.

Ethics Committee. Central and/or Local
Ethics Committee fees will be paid directly

Eticka komise. Poplatky centralni a/nebo
mistni etické komise budou vyplaceny piimo

Institution acknowledges that this is a Study
designed to evaluate a set number of
subjects. Institution will be expected to apply
reasonable efforts for enrollment. An
“Evaluable Subject” is one who has been
properly screened and meets all eligibility
criteria in accordance with the Protocol.
When enrollment of the target number of
subjects for the entire Study is complete,
Institution will be notified and instructed not
to continue enrolling subjects.

to the applicable Ethics Committee by the pfislusné¢  etické  komisi  zadavatelem
Sponsor through CRO. prostiednictvim CRO.

3. SUBJECT ENROLLMENT 3. NABOR SUBJEKTU.

Enrollment for the Study is competitive. Zatazovani do studie je kompetitivni.

Poskytovatel bere na védomi, Ze tato studie je
navrzena pro hodnoceni urcitého poctu
subjekti. Od poskytovatele se ocekava
vyvinuti pfiméfeného usili pii podpote naboru.
,Hodnotitelny subjekt* je subjekt, ktery
podstoupil fadny screening a splituje vSechna
kritéria zpiisobilosti v souladu s protokolem.
Jakmile bude pfi zatazovani dosazeno cilového
poctu subjektl pro celou studii, poskytovateli
bude tato skute¢nost ozndmena a obdrzi pokyn,
aby jiz v dal$im naboru subjektti nepokracoval.

4. PAYMENT TERMS

4. PLATEBNI PODMINKY
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Payment to Institution for services provided
shall be made according to the agreed upon
detailed budget, attached hereto as Exhibit A
and hereby incorporated by reference. All
fees listed include overhead and are
calculated in CZK. All budget amounts are
exclusive of Value Added Tax (“VAT”).
Where applicable under local legislation,
VAT should be added to the budget amounts
at the relevant rate. Payments will be made
upon receipt of a valid VAT invoice. The
payment will not be subject to withholding
tax. Within the limits of applicable
regulation, it is the responsibility of the
Payee to declare this income and Sponsor
and CRO are not liable for any taxes due.
Payments, as set forth herein, shall only be
made after Sponsor or it designee has
verified that data has been entered into EDC.

Platba poskytovateli za poskytnuté sluzby
bude provedena v souladu s dohodnutym
podrobnym rozpoctem, ktery piedstavuje
prilohu A tohoto dokumentu a je do n¢j
zaClenéna  odkazem. Veskeré uvedené
poplatky zahrnuji rezijni naklady a pocitaji se
v CZK. Veskeré castky v rozpoctu jsou
uvedeny bez dané z ptidané hodnoty (,,DPH®).
Pokud to umoziuji mistni zdkony, castky
rozpo¢tu budou navySeny o DPH v
odpovidajici sazb¢. Platby budou provadény
po pftijeti faktury s platnou sazbou DPH. Platby
nepodléhaji srazkové dani. V ramci platnych
predpistt je odpovédnosti piijemce platby
priznat tento ptijem, pii¢emz zadavatel a CRO
neodpovidaji za Zzadné neuhrazené dané.
Platby, kter¢ jsou zde wuvedeny, budou
realizovany, jakmile zadavatel nebo jeho
povétena osoba ovéii, ze do systému EDC byly
vlozeny pozadované tidaje.

Compensation for all Protocol-required
activities to be performed by Institution
through the Principal Investigator is included
in Exhibit A, except for any services
reimbursed by a public health insurance.

Odména za vesSkeré Ccinnosti vyzadované
protokolem, které vykonavd poskytovatel
prostfednictvim hlavniho zkousSejiciho, je
uvedena v priloze A, s vyjimkou sluzeb
hrazenych zdravotni pojistovnou subjektu.

Institution must submit all invoices no later
than thirty (30) days after the final site
closeout visit at the Institution. Any invoices
that are submitted after such thirty (30) days
will not be paid.

Poskytovatel je povinen piedlozit vSechny
faktury nejpozdé;ji tricet (30) dni po zavérecné
navstévé  pifi  uzavieni  pracovist€¢ u
poskytovatele. Veskeré faktury, které budou
predlozeny po této tficetidenni (30) lhute,
nebudou proplaceny.

Sponsor reserves the right to suspend
payments in the event that Institution: 1) does
not resolve data queries, 2) fails to properly
enter eCRFs into EDC, pursuant to the terms
of this Agreement, and/or 3) fails to fulfill or
comply with any other terms of the
Agreement. Payments will resume once

Zadavatel si vyhrazuje pravo pozastavit platby
v ptipadé, ze hlavni zkouSejici: 1) nevyiesi
dotazy tykajici se Udajl, 2) nespravné vyplni
formulare eCRF v systému EDC v souladu s
podminkami této smlouvy a/nebo 3) nedodrzi
nebo nevyhovi jinym podminkdm této
smlouvy. Platby budou znovu obnoveny,
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Institution rectifies the deficiencies to
Sponsor’s satisfaction.

jakmile hlavni zkousejici opravi nedostatky ke
spokojenosti zadavatele.

Sponsor will not pay Institution for a Study
Subject whose enrollment in the Study
deviates from the Protocol’s eligibility
criteria or from whom Study Data cannot be
analyzed because of Protocol Deviations,
lack of proper records, or incomplete,
uncorrected eCRFs.

Zadavatel poskytovateli neproplati ndklady za
studijni subjekty, jejichz nabor do studie se
odchyluje od kritérii zptisobilosti uvedenych v
protokolu nebo jejichz studijni idaje nemohou
byt analyzovany kvili odchylkdm od
protokolu, nedostatku fadnych zdznama nebo
nekompletnim nebo nespradvnym formuldiim
CRF.

5. PAYMENT SCHEDULE

5. ROZVRH PLATEB

Payments shall be made on a quarterly basis
and prorated, as necessary. Ninety percent
(90%) of each payment due will be made
based upon prior quarterly enrollment data
confirmed by subject CRFs supporting
subject visitation. Payments shall be made
within forty-five (45) days after the end of
each quarter.

Platby budou hrazeny ctvrtletné a pomérnym
zpusobem, dle potfeby. Devadesat procent (90
%) kazdé dluzné castky bude proplaceno na
zékladé  Ctvrtletnich 10daji  z  ndboru
potvrzenych  formulafem CRF subjektu
dokladajicim navstévy subjektu. Platby budou
realizovany do Ctyficeti péti (45) dni po konci
kazdého ctvrtleti.

6. PER-SUBJECT COSTS

6. NAKLADY NA SUBJEKT

Sponsor agrees to pay the Institution
according to Exhibit A and payment will be
made for completed visits and treatment
related costs for all visits, procedures, and
tests scheduled in the Protocol. The total
estimated cost for the completion of the
Study per Completed Subject is set forth in
Exhibit A. In the event that a Study Subject
completes more visits than included in the
total estimated per-subject cost, Institution
shall be compensated for each additional visit
completed according to the stated
reimbursement in Exhibit A.

Zadavatel se zavazuje k platbam poskytovateli
podle ptilohy A, pficemz platba bude
provedena za absolvované navstévy a naklady
na lécbu za vSechny navstévy, postupy a
vySetieni planované v protokolu. Celkové
odhadované ndklady na dokonceni studie za
dokonceny subjekt jsou uvedeny v ptiloze A.
V piipadé, ze studijni subjekt absolvuje vice
navstév, nez je zahrnuto v celkovych
odhadovanych  nakladech na  subjekt
poskytovatel dostane proplacenu kazdou dalsi
dokoncenou navstévu ve vysi uvedené v
priloze A.

Payee will be reimbursed for the actual cost
of any other unforeseen but reasonable

Pfijemci platby budou uhrazeny skute¢né
naklady jinych nepfedpoklddanych, ale
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procedures which are not SOC but are
required by the Study or Protocol (and any
amendments thereto) upon Sponsor’s receipt
of invoice and itemized supporting
documentation. Where practicable, Sponsor’s
prior written approval will be obtained,
unless it will compromise the integrity of the
Protocol or affect Study Subject safety, in
which case Sponsor will be notified as soon
as practicable after the fact.

piiméfenych postupti, které neplynou ze
standardni péce, ale vyzaduje je studie nebo
protokol (a jakékoliv jejich dodatky), na
zéklad¢ faktury a podrobné podpirné
dokumentace pfijatych zadavatelem. Bude-li
to proveditelné, bude ziskan piedchozi
pisemny souhlas zadavatele, pokud to neohrozi
celistvost  protokolu  nebo  bezpefnost
studijniho subjektu; v opacném piipadé bude
o této skutecnosti zadavatel informovéan co
nejdiive poté.

Payment will be made within forty-five (45)
days of CRO’s receipt of invoice.

Platba bude realizovana ve lhuté Ctyficeti péti
(45) dnil po pfijeti faktury spole¢nosti CRO.

7. SCREEN FAILURES

7. NEUSPESNY SCREENING

A “Screen Failure” shall mean any Study
Subject who signs an Informed Consent
Form, but who fails to meet the eligibility
criteria for enrollment in the Study, as set
forth in the Protocol. Payee will be
reimbursed for a maximum of five (5) Screen
Failures enrolled in accordance with the
Protocol. Additional Screen Failures will be
paid upon written Sponsor approval.

,Piipadem neuspésného screeningu se rozumi
jakykoliv studijni subjekt, ktery podepiSe
formulat informovaného souhlasu, ale nesplni
kritéria zptisobilosti pro zatazeni do studie, jak
jsouuvedena v protokolu. Piijemci platby bude
vyplacena odména za maximalné pét (5)
ptipadii netispéSného screeningu zatazenych v
souladu s protokolem. Dalsi pfipady
neuspésného screeningu budou proplaceny na
zaklad¢ pisemného souhlasu zadavatele.

Compensation for all Screen Failures will be
paid with the regularly scheduled Study
Subject visit payments after Sponsor or its
designee has verified the screen failure in
EDC.

Uhrada za viechny piipady netsp&§ného
screeningu bude vyplacena spolu s pravidelnou
platbou za planované navstévy studijniho
subjektu poté, co zadavatel nebo jeho povéiena
osoba overi piipad neuspésného screeningu v
systéemu EDC.

8. EQUIPMENT USAGE

8. POUZITI VYBAVENI
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Sponsor will provide the following
equipment to the Principal Investigator for
purposes of the Institution performing
activities necessary for the Study, which
following Study Completion, shall be
returned to Sponsor or its designated agent in
good condition, normal wear and tear
excepted.

A separate contract will be concluded for the
loan of the equipment.

Zadavatel poskytne hlavnimu zkousSejicimu
nasledujici vybaveni pro potfeby hlavniho
zkousejiciho k provadéni ¢innosti nezbytnych
ve studii, které po dokonceni studie vrati zpét
zadavateli nebo jeho povéfenému zastupci v
dobrém stavu, s béznym opotiebenim.

O vypijéce bude wuzaviena samostatna
smlouva.

Item: Apple iPad 6th generation, model
A1954

Polozka: Apple iPad 6. generace, model
A1954

Value: $345.00

Hodnota: $345.00

Quantity: 1

Mnozstvi: 1

Condition: New

Stav: Novy

Principal Investigator will:

Hlavni zkousSejici bude provadét nasledujici:

e Ensure that the Equipment will be
used by trained personnel, in
accordance with the Protocol

e Zajisti, Ze vybaveni bude pouZzivat
proskoleny personal podle protokolu.

e Ensure that the Equipment will be
used only for this Study

e Zajisti, Ze vybaveni se bude pouzivat
vyhradné pro tuto studii.

e (Cooperate with all installation, repair,
and maintenance of the Equipment

e Spolupracovat pti veskerych
instalacich, opravach a udrzbé
vybaveni.

e Provide appropriate environment,
space and support for the Equipment

e Poskytne odpovidajici prostiedi,
prostor a podporu pro vybaveni.

e Notify Sponsor of damage to or
malfunction of the Equipment

e Uvédomi zadavatele o poSkozeni nebo
nespravném fungovani vybaveni.
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Promptly following the completion or earlier
termination of the Study, at Sponsor’s
direction and expense, Principal Investigator
shall return Equipment to Sponsor.

Ihned po dokonceni nebo predcasném
ukonceni studie, dle pokynli a na néaklady
zadavatele, vrati hlavni zkouSejici vybaveni
zpét zadavateli.

9. FINAL PAYMENT

9. ZAVERECNA PLATBA.

Final payment under this Agreement,
including the balance of monies earned for
Study Subject Visit Payments (10%
holdback) will be paid to Institution after the
following requirements have been met:

Zaveretna platba podle této smlouvy, véetné
zbyvajici ¢asti finan¢nich prostredkti z platby
za kazdou navstévu studijniho subjektu (10%
zadrzné), bude vyplacena poskytovateli poté,
co budou splnény nasledujici pozadavky:

e Final resolution of all queries

e Konec¢né vyieSeni vSech dotazi.

e Final acceptance of all eCRFs

e Konecné pfijeti vSech formuléit
eCRF.

e The receipt and approval of any
outstanding regulatory/study
documents as required by Sponsor

e Prijeti a schvéleni vSech chybé&jicich
kontrolnich/studijnich dokumenti
vyzadovanych zadavatelem.

e The return of all unused Study Drug or
verification of Institution’s destruction
of Study Drug; whichever is
applicable

e Vraceni  veskerého  hodnoceného
piipravku nebo piipadné ovéieni
zniceni hodnoceného  pftipravku

zdravotnickym zafizenim.

e The return of Study supplies, if
applicable (including any equipment
provided to Institution by Sponsor)

e Odevzdani studijniho materialu, dle
situace (vCetné vesSkerého vybaveni,
které zdravotnické zatizeni dostalo od
zadavatele).

e Completion of all other applicable
conditions set forth in the Agreement.

e Splnéni vSech dalSich platnych
podminek uvedenych ve smlouvé.
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Exhibit A to Schedule A Doplnék A k Priloze A

Budget Rozpocet
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SCHEDULE B

Personal Data Processing Terms -

These Personal Data Processing Terms shall
govern the data protection duties and
obligations between the Parties to the
Agreement.

1. In this Agreement, "European Data
Protection Laws" means the EU General
Data  Protection  Regulation 2016/679
(“GDPR”) (and its derivatives), Directive
2002/58/EC (as transposed into domestic
legislation of each European Union Member
State or Member State of the EEA) and any
other data protection laws, regulations, codes
of practice, codes of conduct, guidance issued
by any relevant Supervisory Authority or
Applicable Law amending, replacing or
superseding any of the foregoing and in
particular, following exit by the United
Kingdom from the European Union, or, and to
the extent applicable, the data protection or
privacy laws of any other country including,
without limitation, Switzerland.

2. For purposes of this Schedule B, the
terms “Controller”, “Data Subject”, “Personal
Data”, “Process/Processing”, “Processor”,
“Special Categories of Personal Data”, and
“Supervisory Authority”, shall have the
meanings ascribed to them in European Data
Protection laws.

3. Both prior to and during the course of
the Study, Study Personnel may be called
upon to provide Personal Data. This Personal
Data may include names, contact information,
work experience and professional
qualifications, publications, resumes,
educational background, information related
to potential conflict of interest, and payments

PRILOHA B

Ustanoveni ohledné zpracovavani osobnich
udaju - samostatni spravci osobnich idaji

Tato ustanoveni ohledné zpracovavani osobnich
udaji upravuji povinnosti a zavazky smluvnich
stran tykajici se ochrany osobnich udaji.

1. »Evropskymi zakony na ochranu
udaji“ se v této smlouvé rozumi Nafizeni
Evropského parlamentu a Rady (EU) 2016/679
(,,GDPR®) a piedpisy z néj odvozené, Smérnice
2002/58/ES (ve smyslu jejiho prevedeni do
narodni legislativy jednotlivych clenskych stat
EU nebo statt EHS) a jakékoli jiné zakony,
predpisy, fady, kodexy chovani ¢i pokyny
prislusnych kontrolnich organti, jakoz i pfisluSné
pravni predpisy, které dopliuji ¢i nahrazuji
nekteré z vySe uvedené¢ho, a to zejména po
vystoupeni Spojeného kralovstvi Velké Britanie a
Severniho Irska z Evropské unie, a v
odpovidajicim rozsahu také zakony tykajici se
ochrany udaji a soukromi jinych zemi, vcetné
Svycarska.

2. Pro ucely této ptilohy B budou mit pojmy
»spravee®, ,subjekt udajia“, ,osobni udaje®,
»Zpracovani/zpracovavani®, »Zpracovatel®,
,»zvlastni kategorie osobnich tdaju‘ a ,,dozorovy
ufad® stejny vyznam jako v evropskych zakonech
na ochranu udaji.

3. Ptfed zahajenim studie i v jejim prib¢hu
mohou byt pracovnici studie pozadani o
poskytnuti osobnich tdajii. Tyto osobni udaje
mohou zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a odbornou kvalifikaci,
publikace, zivotopisy, dosazené vzdélani a
informace tykajici se mozného stfetu zajmu, jakoz
i udaje o platbach poskytnutych piijemci plateb
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made to Payee under this Agreement and
Insitution and  Principal  Investigator
acknowledges that such Personal Data may be
used by Sponsor and CRO 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.

4. In the course of conducting the Study,
the Parties acknowledge that Principal
Investigator Processes Personal Data in
relation to the Permitted Purposes (as defined
below), where the Sponsor acts as the
Controller. Accordingly, Principal
Investigator undertakes to comply with the
provisions set out in this Schedule B with
respect to its Processing of Personal Data as
Joint Controller.

5. In respect of its Processing of Personal Data
as, Principal Investigator shall:

(a) not Process Personal Data in a
way that is incompatible with the
proper conduct of the Study in
accordance with the terms of this
Agreement (including Annex 1
attached hereto) and the Protocol
("Permitted Purposes");

(b) not Process Personal Data for
longer than is necessary to carry out the
Permitted Purposes (other than to
comply with a requirement of EU,
Member State or UK applicable laws);

dle této smlouvy. Poskytovatel a hlavni zkouSejici
berou na védomi, Ze tyto osobni tidaje mohou byt
zadavatelem a CRO pouzity pro nasledujici ucely:
(1) provadeéni klinickych hodnoceni, (i1) ovéfovani
ze strany statnich nebo kontrolnich tfadu,
zadavatele, CRO a jejich prostfedniki a
pridruzenych spolecnosti, (iii) plnéni zdkonnych a
regulacnich pozadavk, (iv) zvefejnéni na webové
strance www.clinicaltrials.gov a na webovych
strankach a v  databazich, které slouzi
srovnatelnym uceltiim, (v) ulozeni do databazi,
které napomadhaji ve vybéru zkousejicich pro
budouci klinickd hodnoceni a (vi) dodrzovani
protikorupcnich predpist.

4. Smluvni strany berou na védomi, ze v
prubéhu provadéni studie hlavni zkousSejici
zpracovava osobni udaje k povolenym uceliim
(dle nize uvedené definice), kde je spravcem
zadavatel. Hlavni zkouSejici se tedy jako
zpracovatel zavazuje dodrzovat ustanoveni této
ptilohy B tykajici se zpracovavani osobnich udaji.

5. Hlavni zkouSejici v ramci

osobnich udajt:

zpracovavani

(a) nebude zpracovavat osobni udaje
zpusobem, ktery neodpovidd fadnému
provadéni studie dle ustanoveni této
smlouvy (v€etné jeji ptilohy 1) a protokolu
(,,povolené ucely*),

(b) nebude zpracovavat osobni udaje
po dobu delsi nez nezbytné nutnou k
vykonani povoleného ucelu (jinému, nez je
plnéni pozadavkl stanovenych pravnimi
predpisy EU, clenského staitu EU nebo
Spojen¢ho kralovstvi Velké Britdnie a
Severniho Irska),
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(©) take all measures required
pursuant to Article 32 of the GDPR to
ensure the security of Processing of
Personal Data;

(d) ensure that persons authorized
to process Personal Data: (i) have been
appropriately trained on compliance
with European Data Protection Laws;
and (ii) have committed themselves to
confidentiality or are under an
appropriate statutory obligation of
confidentiality;

(e) ensure that, in relation to any
Processors appointed by Principal
Investigator:

(1) appropriate,
documented due diligence is
carried out on the Processor
prior to its appointment to
ensure that, to the reasonable
satisfaction of Sponsor, it is
able to comply with all relevant
provisions of the European
Data Protection Laws; and

(i1) Site has entered
into a contract with the
Processor which incorporates
all necessary provisions of the
European Data  Protection
Laws.

6. As Independent Controllers, each of Site and
Sponsor agree that:

(a) they shall each maintain a
register of their Processing activities in
the context of Permitted Purposes. The
register shall contain at least the
required information under the

(©) piijme veskera pozadovana
opatfeni dle ¢l. 32 GDPR, aby zajistil
zabezpeCeni zpracovavanych osobnich
udaj,

(d) zajisti, aby  vSechny osoby
opravnéné zpracovavat osobni udaje: (i)
obdrzely odpovidajici Skoleni ohledné
dodrzovani evropskych zékonti na ochranu
udajii a (ii) zavazaly se k zachovavani
davérnosti informaci nebo podl¢haly
piislusnym povinnym zavazkim
mlcéenlivosti;

(e) zajisti, aby v souvislosti se vSemi
zpracovateli ~ jmenovanymi  hlavnim

zkousejicim:
(1) byla zpracovatelim
poskytnuta, a patfi¢né
zdokumentovana, odpovidajici

nalezitd péce, aby se zajistilo, Ze
jsou v rozumné mife schopni
uspokojit pozadavky zadavatele
tykajici se dodrZzovani vSech
ptislusnych ptedpisit evropskych
zakonl na ochranu udajt a

(i1) byla uzaviena se
zpracovatelem  smlouva, ktera
reflektuje vSechna potiebna
ustanoveni evropskych zdkonii na
ochranu udajt.

6. Poskytovatel i zadavatel jako samostatni spravci
souhlasi, Ze:

(a) oba  budou  vést evidenci
zpracovatelskych  ¢innosti v rdmci
povolenych  ucelt. Evidence  musi
obsahovat pfinejmensim udaje pozadované
prislusnymi  evropskymi  zdkony na
ochranu udajd,
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applicable European Data Protection
Laws;

(b) they shall co-operate to
establish a lawful basis for the
Processing of Personal Data in
connection with the Permitted
Purposes, which shall (in connection
with normal Personal Data) be the
legitimate interests of Sponsor and
Institution in arranging and conducting
the Study and (in connection with
Special Categories of Personal Data)
shall be either (i) the explicit consent of
Study Subjects; or (i1) the necessity of
Processing for scientific research
purposes, in accordance with Union or
Member State law, except where an
alternative lawful basis is required by
the European Data Protection Laws;

(©) they shall co-operate to ensure
that Data Subjects are provided with all
information regarding the Processing
of the Personal Data to which they are
entitled under applicable European
Data Protection Laws, including via the
informed consent form and other
documentation made available to Study
Subjects;

(d) Insitution shall, except where
an express request is made by a Data
Subject to liaise directly with Sponsor
in place of Insitution, be responsible
for responding to all requests from
Data Subjects to exercise rights under
applicable European Data Protection
Laws (in relation to which Sponsor
shall provide Insitution with reasonable
assistance upon request), and that the
Parties shall attempt to channel all such
requests via Principal Investigator.
Notwithstanding  the  foregoing,

(b) budou spolupracovat na stanoveni
pravniho  zdkladu pro zpracovavani
osobnich udajii v rdmci povolenych ucelt
pii organizovani a provadéni studie, ktery
bude (spolu s béznymi osobnimi udaji) v
opravnéném  zajmu  zadavatele a
poskytovatele a (v souvislosti se zvlastni
kategorii osobnich udajii) bude vychazet
bud’ (i) z vyslovného souhlasu subjektl
studie, nebo (ii) z nezbytnosti zpracovat
udaje za ucelem védeckého vyzkumu v
souladu se zakony EU a c¢lenskych statl
EU, s vyjimkou pfipadi, kdy je odlisny
pravni zaklad vyzadovan v souladu s
evropskymi zdkony na ochranu udaju.

(c) budou spolupracovat tak, aby
zajistili, Ze jsou subjektim udaju
poskytnuty veskeré informace tykajici se
zpracovavani jejich osobnich tdajii, na nez
maji ndrok dle pfislusnych evropskych
zakonli na ochranu udajii, a to vcetné
informaci ve formé informovaného
souhlasu  nebo  jinych  dokumentt
dostupnych subjektim studie;

(d) Poskytovatel bude, s vyjimkou
vyslovného  ptani  subjektu  udaja
spolupracovat namisto s poskytovatelem
piimo se zadavatelem, odpovédny za
vyfizovani vSech Zadosti vznesenych
subjekty udaji v ramci uplatiovani svych
prav dle ptislusného evropského zdkona na
ochranu  udaji  (pficemz  zadavatel
poskytovateli poskytne primétenou
soucinnost); smluvni strany se pokusi
vSechny takové zéadosti zasilat
prostiednictvim hlavniho zkousejiciho.
Bez ohledu na vySe uvedené poskytovatel
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Insitution shall notify Sponsor without
undue delay upon receiving any such
request, and shall take due account of
the views of Sponsor when responding
to a request on behalf of the Parties;

(e) each Party shall determine its
own retention periods in respect of the
Personal Data which it processes. The
Parties shall not process Personal Data
for longer than is necessary to carry out
the Permitted Purposes, or to otherwise
comply with the requirements of
applicable law, or to establish, exercise
or defend legal rights;

€3} as Independent Controllers
(except where the European Data
Protection Laws or other applicable
laws provide otherwise), they are liable
towards Data Subjects for all damages
for the processing of which they are
responsible. In the event that Sponsor
or Institution is addressed or
subpoenaed in that regard, that Party
shall without undue delay inform the
other Party thereof.

vyrozumi  bez zbyte¢ného prodleni
zadavatele o jakékoli takové zadosti a ve
své reakci na zadost jménem smluvnich
stran fadn¢ zohledni stanoviska zadavatele.

(e) dobu archivace zpracovavanych
osobnich 1daji si kazdd strana stanovi
sama. Smluvni strany nebudou zpracovavat
osobni udaje po dobu delsi nez nezbytné
nutnou k vykonéni povolené¢ho ucelu nebo
dodrZeni jinych pozadavkl stanovenych
prislusnymi piedpisy nebo v ramci
nabyvani, vykonu nebo obrany svych
zakonnych prav;

63} jsou jako samostatni spravci (az na
vyjimky stanovené evropskymi zdkony na
ochranu udaji nebo jinymi pfisluSnymi
zékony) odpovédni za vSechny Skody
zpusobené subjektim udaji za jejichz
zpracovavani nesou odpovédnost. Je-li v
tomto ohledu zadavatel nebo poskytovatel
osloven nebo pfedvolan, bude o této
skutecnosti  bez zbytecného prodleni
informovat druhou stranu.
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