CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM

HODNOCENI

Effective the date of publication of the Datum dnem uvetejnéni smlouvy

Date: contract in the register of ucinnosti: v registru smluv
contracts

Sponsor Incyte Corporation located Zadavatel Incyte  Corporation, se
at 1801 Augustine Cut-Off, sidlem 1801 Augustine Cut-
Wilmington, Delaware Off, Wilmington, Delaware
19803, U.S.A. represented 19803, USA zastoupeny
by Incyte  Biosciences Incyte Biosciences
Distribution B.V., located Distribution B.V., se sidlem
at Paasheuvelweg 25, 1105 Paasheuvelweg 25, 1105 BP
BP Amsterdam, Netherlands Amsterdam, Nizozemsko

CRO Syneos Health UK Limited, CRO Syneos Health UK Limited, se
with principal offices located sidlem ve Spojeném kralovstvi
in the United Kingdom at na adrese Farnborough
Farnborough Business Park, 1 Business Park, 1 Pinehurst
Pinehurst Road, Farnborough, Road, Farnborough,
Hampshire, GU14 7BF, Hampshire, GU14 7BF,
United Kingdom, including its Spojené  kralovstvi, vcetné
affiliates, subsidiaries, and pfidruzenych a  dcefinych
specifically its parent company spolec¢nosti a matefské
Syneos Health, LLC (“CRO”) spole¢nosti  Syneos Health,

LLC (“CRQO”)

Provider University Hospital Hradec Poskytovatel | Fakultni nemocnice Hradec
Krélové having a place of Krélové se sidlem na adrese
business at Sokolska 581, Sokolska ~ 581,  Hradec
Hradec Krilové — Novy Kralové — Novy Hradec
Hradec Kralové, Zip Code Kralové, PSC 500 05, Ceska
500 05, Czech Republic, republika, ICO: 00179906,
Identification Number: DIC: CZ00179906
00179906, VAT number:

CZ00179906

Principal — Hiavn —

Investigator , having an address at [V zkousejici , s adresou IV. Interni
Internal Hematology Clinic, hematologicka klinika
Fakultni nemocnice Hradec Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 Kralové, Sokolskda 581,
05 Hradec Krilové — Novy Hradec Krilové - Novy
Hradec Kralové, Hradec Krilové, PSC 500
Czech Republic 05, Ceskd republika

Protocol INCMORO0208-301 Cislo INCMORO0208-301

Number protokolu

Study Drug | Tafasitamab

Protocol: INCMOR0208-301

Site #: 535

Institution: Fakultni nemocnice Hradec Kralove

Principal Investigator:
Incyte #: 00096795.0
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Hodnoceny Tafasitamab
Protocol A Phase 3, Randomized, piipravek
Double-blind, Placebo- Protokol Randomizovand,  dvojité
controlled, Multiceqter Trial to zaslepend, placebem
E;’?;;lateof th’FafaE;ftf;ﬁ:g alllli kontrolovand multicentricka
Lenal};domide in Additiorf) to S,t}l.dle fdze 3 pOSUZVUJICI
Rituximab versus ucinnost a bezpecnost
Lenalidomide in Addition to tafasitamabu Pplus
Rituximab in Patients with lenalidomidu v kombinaci
Relapsed/Refractory (R/R) s rituximabem ve srovnani
Follicular Lymphoma Grade 1 s lenalidomidem
to 3a or R/R Marginal Zone v kombinaci s rituximabem
Lymphoma u pacientll
s relabujicim/refrakternim (
R/R) folikuldrnim
lymfomem stupné¢ 1  az 3a
nebo R/R lymfomem
z marginalni z6ny
THIS CLINICAL TRIAL AGREEMENT (the | TUTO SMLOUVU O  KLINICKEM

“Agreement”), effective as of the date of
publication of the contract in the register of
contracts, is entered among 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 (“CRQ”) acting for and on behalf of Incyte
Corporation located at 1801 Augustine Cut-
Off, Wilmington, Delaware 19803,
U.S.A.(“Sponsor”),  University = Hospital
Hradec Kralové, having an address at Sokolska
581, 500 05 Hradec Krilové — Novy Hradec
Krilové, Ceska republika, represented by prof.
MUDr. Vladimirem Pali¢kou, CSc., dr. h . ¢
Director DIC CZOOI79906 (hereinafter referred

“Provider”) and
_ having an address
at IV. Internal Hematology Clinic University
Hospital Hradec Kralové (the “Principal
Investigator”).

HODNOCENI (ddle jen ,Smlouva®), s
ucinnosti dnem uvetejnéni smlouvy v registru
smluv uzavird spolecnost Syneos Health UK
Limited, se sidlem ve Spojeném kralovstvi na
adrese Farnborough Business Park, 1 Pinehurst
Road, Farnborough, Hampshire, GU14 7BF,
Spojené kralovstvi, vcetn¢ pfidruZzenych a
dcefinych spole¢nosti a matetské spolecnosti
Syneos Health, LLC (“CRO”) a za a jménem
spole¢nosti Incyte Corporation se sidlem 1801
Augustine Cut-Off, Wilmington, Delaware
19803, USA (dale jen ,,Zadavatel*), Fakultni
nemocnice Hradec Kralové, se sidlem
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Krilové, Ceska republika, zastoupena
prof. MUDr. Vladimirem Palickou, CSc., dr. h
. ¢., feditelem, DIC CZ00179906, (déle jen
~Poskytovatel”) 2 [N
se sidlem IV. interni hematologickd klinika
Fakultni nemocnice Hradec Kralové (ddle jen
,,Hlavni zkousSejici”).

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

Zadavatel vyviji obchodni c¢innost
v oblasti vyzkumu, vyvoje, vyroby a prodeje
farmaceutickych produktii a zadava klinické
studie souvisejici s touto Cinnosti.
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WHEREAS, Provider has the skills,
knowledge, expertise and resources to conduct
clinical studies;

WHEREAS,
employed by Provider and shall serve as
“Principal Investigator” for this Study (defined
below in Article 1);

I

Poskytovatel ma schopnosti, znalosti,
(odbornou pripravu) expertizu a zdroje
potrebné pro provadéni klinickych studii.

je zaméstnancem
Poskytovatele a bude pusobit jako ,,Hlavni
zkousSejici“ pro tuto Studii (definovanou nize
v Clénku 1).

WHEREAS, Provider and Principal

Poskytovatel a Hlavni zkouSejici budou

Investigator shall hereinafter be collectively | ddle spolecné oznaCovani jako ,,Misto
referred to as “Site”; and provadéni klinického hodnoceni*.
WHEREAS, Sponsor has entered into Zadavatel wuzaviel smlouvu s CRO,

agreement with CRO, concerning the
management of the Study, authorizing CRO to
serve in conduct of the Study and to assume
obligations as applicable under this Agreement
including the obligation to make payments to the
Provider on behalf of Sponsor;

tykajici se fizeni Studie, které opraviiuji CRO
poskytovat sluzby pii provddéni Studie a
pfejimat zavazky v souladu s touto Smlouvou,
véetn€ zdvazku provadét platby Poskytovateli
jménem Zadavatele.

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

Pro ucely této Smlouvy a bez ohledu na
zahrnuti CRO do vySe uvedenych ustanoveni
bude pojem ,smluvni strana* oznacovat
jednotlivé Zadavatele, Hlavniho zkousSejiciho a
Poskytovatele a pojem ,,smluvni strany* bude
oznaCovat spoleCné¢ Zadavatele, Hlavniho
zkousejiciho a Poskytovatele.

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

Po zvazeni vzdjemnych piisliba a zdvazki
uvedenych v této Smlouvé se smluvni strany
dohodly na uzavieni Smlouvy v tomto znéni:

Article 1. Conduct of the Study

Clanek 1. Provadéni Studie

Principal Investigator is responsible for the
conduct the Study at Provider 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 (FL) Grade 1-3a or R/R Marginal Zone
Lymphoma (MZL)’ and any subsequent

amendments thereto (hereinafter referred to as
“Protocol” or “Study). The scope and nature of
the Study to be performed will be in accordance
with the Protocol. A copy of the Protocol will be
provided to the Provider and the Principal
Investigator under separate cover. The Protocol
fully details the clinical research activities and
responsibilities to be undertaken, pursued, and

Hlavni zkouSejici zodpovida za provadéni
Studie u Poskytovatele v souladu s protokolem
s ndzvem ,,Randomizovand, dvojit¢ zaslepena,
placebem kontrolovand multicentrickd studie
faze 3  posuzujici ucinnost a bezpecnost
tafasitamabu plus lenalidomidu v kombinaci
s rituximabem ve srovnédni s lenalidomidem
v kombinaci s rituximabem u pacientil
s relabujicim/refrakternim (R/R) folikuldrnim
lymfomem stupné 1 aZ 3a nebo R/R lymfomem
zmargindlni z6ny” a jakymikoli jeho
pozdé&jsimi dodatky (dale jen ,,Protokol nebo
»Studie®). Rozsah a charakter provadéné Studie
bude odpovidat tomuto Protokolu. Stejnopis
Protokolu bude pfedin Poskytovateli a
Hlavnimu zkouSejicimu jako samostatny
dokument. Protokol uvadi do vSech podrobnosti
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followed with all due diligence by the Site. It is
understood and agreed that performance under
this Agreement is expressly conditioned upon
the approval of the Study the Regulatory
Authority and  Ethics Committee  for
Multicentrics Trials (“ECMT”) and Local
Ethics Committees (“LEC”), jointly Ethics
Committees (“EC”). The Protocol will be
considered final after it is signed by the Sponsor
and Principal Investigator and approved by the
EC. Thereafter, the Protocol may be amended
only by prior written consent of Sponsor and
subsequent approval by the Regulatory
Authority and EC. A copy of the Protocol and
any amendments will be maintained in the
Provider’s Study files. In the event of a conflict
between the terms of the Protocol and the terms
of this Agreement, the terms of the Protocol shall
prevail regarding all clinical matters, and the
terms of this Agreement shall prevail regarding
all other matters.

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

klinické vyzkumné ¢innosti a povinnosti, které
na sebe Misto provadéni klinického hodnoceni
bere a které bude s vynaloZenim veskerého usili
plnit a dodrZovat. Strany berou na védomi a
souhlasi stim, Ze plnéni této Smlouvy je
vyslovné podminéno schvdlenim Studie
piisluSnym Kontrolnim udfadem a rovnéz
Etickou komisi pro multicentrickd klinicka
hodnoceni (dédle jen ,,MEK®) a mistni etickou
komisi (ddle jen ,LEK%), spolecné
oznacovanymi pojmem Etické komise (,,EK®).
Protokol bude pokladén za findlni po podepsani
Zadavatelem a Hlavnim zkouSejicim a po
schvéleni EK. Poté mtze byt Protokol zménén
jen na zdklad¢ predchoziho pisemného souhlasu
Zadavatele a nésledného schvaleni Kontrolnim
ufadem a EK. Stejnopisy Protokolu a veSkerych
dodatkli budou uloZeny ve slozkdch Studie u
Poskytovatele. V pifipadé rozporu mezi
ustanovenimi Protokolu a ustanovenimi této
Smlouvy budou rozhodujici ustanoveni
Protokolu ve vSech klinickych zalezitostech a
ustanoveni této Smlouvy budou rozhodujici ve
vSech ostatnich zdleZitostech.

Zadavatel timto potvrzuje, Ze v souvislosti s
touto Studii neuzaviou se ZkouSejicim ani
jinym zaméstnancem Poskytovatele Zzadnou
jinou smlouvu na tuto studii.

2. Research Work

2. Vyzkumna prace

2.1 The Site represents and warrants that it
will conduct this Study in compliance with the
Protocol; any and all applicable regional,
national, international and local laws regulations
and guidelines, including all applicable anti
bribery and anti corruption laws; all applicable
privacy and data protection laws and regulations;
namely Act No.: 110/2019 Coll., on Personal
Data Processing and the GDPR European
Parliament and Council, the EU directive
2001/20/EC of April 4, 2001 relating to the
implementation of good clinical practice in the
conduct of clinical trials on medicinal products
for human use; and Czech laws, in particular Act
No. 378/2007 Coll., on Pharmaceuticals and on

2.1 Misto provadéni klinického hodnoceni
prohlaSuje a zaruCuje, Ze bude provadét tuto
Studii v souladu s Protokolem a veSkerymi
regiondlnimi, stitnimi, mezindrodnimi a
mistnimi zdkony, predpisy a smérnicemi,
véetné piisluSnych zdkonnych ptedpisii proti
korupci a uplatkafstvi, vSechny pfislusné
zakony a pfedpisy na ochranu soukromi a
osobnich ddaji zejména zdkon ¢. 110/2019 Sb.,
o zpracovani osobnich tdaji a Nafizenim
Evropského parlamentu a Rady GDPR,
smeérnice 2001/20/ES ze 4. dubna 2001 tykajici
se zavedeni sprdvné klinické praxe pfi
provadéni klinickych hodnoceni huménnich
1é¢ivych pifpravki a zdkony Ceské republiky,
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amendments to some related acts (“Act on
Pharmaceuticals) and Decree No. 226/2008
Coll., on good clinical practice and detailed
conditions of clinical trials on medicinal
products, as amended, Act No. 372/2011 Coll.,
on Medical Services and terms and conditions of
performance of such services (,,Act on Medical
Services™) or any subsequent amendments or
laws substantially replacing any of the
foregoing; good clinical practices (as defined in
E6: Good Clinical Practice: Consolidated
Guidelines, adopted by the International
Conference on Harmonisation (“ICH-GCP”));
all requirements of the host Provider or facility;
and any other relevant professional standards
(collectively, “Applicable Law”).

zejména Zikon ¢. 378/2007 Sb., zdkon
o lécivech a o zménach nekterych souvisejicich
zakonu (,,zakon o lé¢ivech”) a Vyhlaska ¢.
226/2008 Sb., o spravné klinické praxi a
blizS§ich podminkich klinického hodnoceni
1éCivych piipravkd, v platném znéni, zdkon
372/2011 Sb., o zdravotnich sluzbach a
podminkdch jejich poskytovani (,,zdkon
o zdravotnich sluzbach®) nebo jakékoli jejich
zmény a dopliky nebo zdkony, které jakékoli z
téchto uvedenych ptfedpisi  podstatnym
zpisobem nahrazuji, a ddle pak zdsady spravné
klinické praxe (definované ve smérnici E6:
Spravna  klinickd praxe: konsolidované
smérnice, prijaté Mezindrodni konferenci pro
harmonizaci [,,JCH-GCP*“]), vSechny
pozadavky hostujictho Poskytovatele nebo
podniku a vSechny ostatni relevantni oborové
normy  (spole¢né oznaCované  pojmem
,,Prislusné prredpisy*).

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

2.2 Misto provadéni klinického hodnoceni
bude vyzadovat, aby Hlavni zkouSejici a
spolupracujici  osoby  (definovani niZe)
dodrzovali vSechna pfisluSnd ustanoveni a
podminky této Smlouvy. Misto provadéni
klinického hodnoceni zajisti, aby jeho
pracovnici, jeho pfidruZené spolecnosti a jejich
zameéstnanci, prostfednici, zdstupci, nezavisli
smluvni dodavatelé nebo tfeti strany
provad¢jici prace nebo vyzkumné cCinnosti
v souvislosti se Studii jménem Mista provadéni
klinického hodnoceni (oznacovani spolecné
pojmem ,Pracovnici studie”) dodrZovali
vSechna pfislu$nd ustanoveni a podminky této
Smlouvy ve stejném rozsahu jako Poskytovatel.
Hlavni zkousSejici bude poklddan za Pracovnika
studie. Misto provadéni klinického hodnoceni
ponese odpovédnost za jednani a opomenuti ze
strany Pracovniki studie.

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

2.3 Misto provadéni klinického hodnoceni
souhlasi s tim, Ze Pracovnici studie nebudou
pozadovat od Zadavatele piimou platbu za
sluzby poskytované v ramci Studie. Misto
provadeéni klinického hodnoceni souhlasi s tim,
Ze ani Zadavatel, ani Zadavatelliv povéfeny
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zastupce nemd za povinnost poskytovat podle
této Smlouvy platby Pracovnikim studie.

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

Estimated number of enrolled subjects: 3.

2.4  Hlavni zkouSejici také prohlasuje a
zarucuje, Ze ziskal a bude udrzovat v platnosti
poZzadované formuléte informovaného
souhlasu/svoleni k vyzkumu a/nebo jakékoli
dalsi pozadované formuldfe pro vSechny
subjekty hodnoceni zatazené do Studie (déle jen
»Subjekty studie*) tak, jak je to zapotiebi k
dosazeni tplného souladu s pfisluSnymi
predpisy o ochrané¢ osobnich udajl, jako je
napiiklad svoleni Subjekti studie ke
shromazd’ovani, pouZivéni, pfeddvani,
pfevadéni a zpracovdni jejich osobnich udaji
pro ucely Studie, a jak je uvedeno ve formuléti
informovaného souhlasu. Tento informovany

souhlas/svoleni musi byt nejaktudlng;si
formuldf informovaného souhlasu dodany

Zadavatelem, ktery je v souladu s PtisluSnymi
pfedpisy a byl schvdlen Kontrolnim ufadem,
EK (a vyborem pro ochranu osobnich udaju,
pokud je to relevantni).

Predpoklddany pocet zatazenych subjekti: 3.

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

The Provider will be the administrator of the
personal data contained in the medical
documentation of the Study Subjects and the
processor of the personal data of the Study
Subjects processed on the basis of this
Agreement.

Spravcem téchto osobnich udaji  bude
Zadavatel; bude-li vSak s osobnimi tidaji podle
této Smlouvy nakladat jako spravce udaji CRO,
bude v rozsahu, v jakém s nimi bude naklédat,
spravcem tudaji  CRO. Poskytovatel bude
spradvcem osobnich udaji, obsaZenych ve
zdravotnické dokumentaci Subjekt studie, a
zpracovatelem osobnich tidaji Subjektt studie,
zpracovavanych na zdkladé této Smlouvy.

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

CRO je opravnéna zpracovavat ,,osobni udaje*
Zkousejiciho a Pracovniki studie tak, jak jsou
definovany pfisluSnymi pravnimi pfedpisy na
ochranu osobnich tdaji vydanymi na zdkladé
shodné ¢i ekvivalentni/obdobné narodni
legislativy (spolecné déale jen ,Pfedpisy na
ochranu osobnich ddaji*), pro tcely souvisejici
se Studii, pficemz veskerd takova zpracovani
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budou provadéna v souladu s Pfedpisy na
ochranu osobnich tdaji.

2.5  The Principal Investigator is responsible
for the conduct of the Study at the Provider. In
the event Principal Investigator becomes either
unwilling or unable to participate in the Study,
Provider will cooperate, in good faith and
expeditiously, to find a replacement investigator
acceptable to the Sponsor; Principal Investigator
shall continue to comply with obligations and
conditions stipulated in Articles 4 (Rights to
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). Provider’s cooperation in
finding an acceptable replacement does not
negate its obligation to perform under this
Agreement up to the effective date of
termination.

2.5 Hlavni zkouSejici je odpovédny za
provadéni Studie u Poskytovatele. V ptipadé, Ze
Hlavni zkouSejici jiz nebude ochoten nebo
schopen podilet se na Studii, bude Poskytovatel
v dobré vite a bez odkladl spolupracovat na
hledani ndhradniho zkousejiciho, pfijatelného
pro Zadavatele; Hlavni zkouSejici bude i nadale
dodrzovat zdvazky a podminky stanovené
v Clanku 4 (Pridva k hodnocenému piipravku,
Zadavatelovym informacim a udajim ze
Studie) a 8 (Dusevni vlastnictvi) a v Césti 10.2,
podle toho, jak se na n¢j tato ustanoveni
vztahuji. Pokud nebude nalezena pfijatelna
nahrada, Zadavatel muze tuto Smlouvu ukoncit
podle ustanoveni Clanku 10 (Doba platnosti
a ukonceni). Povinnost Poskytovatele
spolupracovat pii nalezeni pfijatelné ndhrady je
nezbavuje povinnosti plnit tuto Smlouvu az do
data dcinnosti jejiho ukoncend.

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

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

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

Zadavatel ziské pred zah4jenim Studie pisemné
schvéleni od EK a preda toto pisemné schvaleni
EK Mistu provadéni klinického hodnoceni.

2.7 The Provider and Principal Investigator,
as applicable, will: (a) account for all clinical
supplies furnished by Sponsor; (b) keep a written
inventory of any equipment supplied by Sponsor
according to guidelines provided by the Sponsor;
(c) comply with all Applicable Laws governing
the disposition or destruction of the clinical
supplies and/or return all unused clinical or other
supplies provided by Sponsor or its designee at
the conclusion of the Study, as directed by
Sponsor; (d) report to Sponsor all information
and data obtained as a requirement of the
Protocol; (e) submit to Sponsor or its designee
completed electronic case report forms (‘“e-
CRF”) resulting from the Study; (f) retain all
necessary records and documents about the

2.7 Poskytovatel a pfipadné¢ Hlavni
zkouSejici budou: (a) vykazovat zdsoby a
spottebu  vSech  klinickych  spotiebnich
materidli dodanych Zadavatelem, (b) vést
pisemné soupisy veSkerého zatizeni dodaného
Zadavatelem podle Zadavatelovych pokyni, (c)
dodrzovat  vSechny  PiisluSné  predpisy
upravujici likvidaci nebo zniceni klinickych
nebo jinych spotfebnich materidli dodanych
Zadavatelem nebo jeho povéfenym zdstupcem
pfi ukonceni Studie podle pokynli Zadavatele,
(d) pfeddvat Zadavateli vSechny informace a
udaje podle pozadavkil Protokolu, (e) pfedavat
Zadavateli nebo jeho povéfenému zdstupci
vyplnéné elektronické zdznamy subjektd
hodnoceni (,,e-CRF*), které jsou vysledkem
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Study as required by regulatory requirements,
this Agreement, and/or the applicable Protocol;
and (g) use the clinical supplies, Study Drug and
any comparator products provided in connection
with the Study in accordance with the Protocol,
any Applicable Laws, and written instructions
provided to Site, solely for the purpose of
properly completing the Study and shall
maintain all clinical supplies as specified by
Sponsor and according to applicable laws and
regulations, including storage in a locked,
secured area at all times. All unused Study Drug
or other study drug or placebos, shall be
destroyed or delivered to Sponsor or its designee
upon Sponsor’s request and at Sponsor’s
reasonable expense.

Studie, (f) uchovavat vSechny potiebné
zaznamy a dokumenty o Studii podle
pozadavkl pravnich predpist, této Smlouvy
a/nebo prislusného Protokolu a (g) pouzivat

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

s Protokolem, vSemi PfisluSnymi ptedpisy a
pisemnymi pokyny, které Misto provadéni
klinického hodnoceni obdrZelo, a to vyhradné
pro ucely fadného provadéni Studie, a
uchovévat vSechny klinické spotfebni materidly
podle pokyni Zadavatele a v souladu
s ptislusnymi zdkony a ptedpisy, vcetné toho,
Zze tyto materidly budou vzdy uloZeny
vuzameném a zabezpeCeném  prostoru.
Veskery nespotiebovany Hodnoceny piipravek
nebo jiny hodnoceny pftipravek ¢i placebo
budou zni¢eny nebo doru¢eny Zadavateli nebo
jeho povérenému zastupci na zadost Zadavatele
a v pfiméfené mife na Zadavatelovy ndklady.

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

2.8 Co se tycCe elektronického zdznamu dat
(déle jen ,,EDC*), Hlavni zkouSejici bude: (a)
zadavat vSechny udaje souvisejici se Studii na
pfislusné stranky e-CRF s pouZitim systému
EDC do ctyficeti osmi (48) hodin od posledni
dokoncené navstévy Subjektu studie ve Studii,
(b) neprodlené ¢as od ¢asu pomahat Zadavateli
nebo jeho povéfenému zdastupci ziskavat tdaje
zaznamenané na pracovnich listech / v
dotaznicich (napf. MPN-SAF, udaje z mistni
laboratote) nebo na jinych médiich pted jejich
zaddnim na strdnky e-CRF v systému EDC
nebo pred jejich pfenosem dodavateli, podle
toho, co bude relevantni, (¢) kontrolovat, zda
jsou vSechny stranky e-CRF pfesné a
kompletni, (d) pouZivat technologii/zafizeni
podle poZzadavkli Zadavatele nebo jeho
povéteného zdstupce s cilem usnadnit ziskdvani
Udaji a provddéni Studie (napf. Interaktivni
systém hlasové komunikace [[VRS], pfenosné
elektronické deniky vyddvané Subjektlim studie
pro  shromazdovani informaci o jejich
pfiznacich souvisejicich s onemocnénim) a (e)
udr?ovat a uchovavat lékaiské zaznamy a Udaje
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restrictions, as applicable and environmental
controls appropriate to the applicable data type
and in accordance with Applicable Laws and
industry standards.

(definované niZe) zabezpeCenym zpusobem,
s pfisluSnym  fyzickym a elektronickym
zamezenim  neopravnénému  piistupu a
s pouzitim prostfedkll kontrolujicich okolni
prosttedi vhodnych pro dany typ udajii ve shode
s PiisluSnymi piedpisy a oborovymi normami.

2.9  Prior to the commencement of a Study,
the Principal Investigator shall review the
Protocol and investigator’s brochure, and
Principal Investigator shall notify Sponsor or its
designee if Provider or the Principal Investigator
cannot comply with any of the terms contained
therein. If, in the course of performing the Study,
generally accepted standards of clinical research
and medical practice relating to the benefit, well-
being and safety of the Study Subjects require a
deviation from the Protocol, such standards will
be followed. In such case, the party aware of the
need for a deviation shall immediately notify
Sponsor of the facts supporting such deviation as
soon as the facts are known to said party. Said
notification shall be followed by written
confirmation of same. Notwithstanding the
foregoing, if, during the performance of the
Study, an emergency deviation from the Protocol
1s necessary to eliminate an immediate hazard to
a Study Subject as provided under ICH-GCP 4.5,
the Principal Investigator will immediately
notify Sponsor or its designee of the necessary
deviation, and such deviation will not constitute
a failure to comply with the Protocol.

29  Pred zahdjenim  Studie  Hlavni
zkousejici posoudi Protokol a pfirucku
zkousejictho a bude informovat Zadavatele
nebo jeho povéfeného zdastupce, pokud
Poskytovatel nebo Hlavni zkouSejici nebudou
moci dodrzet kterékoli ustanoveni obsaZené
v téchto dokumentech. Pokud budou obecné
pfijimané zdsady klinického vyzkumu a
lékatské praxe tykajici se prospéchu pro
Subjekty Studie, jejich celkového zdravi a
bezpecnosti vyZadovat v dobé provadéni Studie
odchylku od Protokolu, budou dodrzZovany
zminéné zdsady. V takovém piipad¢ strana,
ktera zjisti, Ze je nutno se odchylit od Protokolu,
okamzit¢ uvédomi Zadavatele o skutecnostech
poukazujicich na nutnost této odchylky, jakmile
se o takovych skute¢nostech dozvi. Po takovém
ozndmeni musi nédsledovat pisemné potvrzeni.
Bez ohledu na vySe uvedené, pokud bude
béhem provadéni Studie nezbytnd odchylka od
Protokolu za nouzovych okolnosti, kdy bude
nutno podle ustanoveni ICH-GCP 4.5
eliminovat bezprostfedni nebezpeci hrozici
Subjektu studie, Hlavni zkouSejici okamzité
vyrozumi Zadavatele nebo jeho povéfeného
zastupce o této nezbytné odchylce a takovato

odchylka nebude piredstavovat poruseni
Protokolu.
Sponsor will promptly report to the Principal | Zadavatel okamzit¢ vyrozumi Hlavniho

Investigator, Regulatory Authority/LEC, any
finding that could affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the conduct
of the Study, or alter the Regulatory
Authority/LEC approval to continue the Study.

zkousejiciho a Kontrolni ufad/LEK o jakémkoli
zjiSténi, které muiZze ovlivnit bezpecnost
Subjektti studie ¢i jejich ochotu pokracovat
v ucasti ve Studii, ovlivnit provadéni Studie ¢i
zmeénit  vydané  souhlasné  stanovisko
Kontrolntho dfadu/LEK  vztahujici se k
pokracovani ve Studii.

2.10  In the event of an adverse event whether
serious or not, as defined in the Protocol and
Applicable Laws, the Site shall promptly and

2.10 'V pfipad¢ vyskytu nezadouci piihody,
atl jiz zdvazné ¢i nikoli, podle definice
v Protokolu a PfisluSnych predpisech, bude
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fully comply with all the notification procedures,
time frames and requirements stated in the
Protocol in accordance with Applicable Laws.
The Site shall cooperate with Sponsor in its
efforts to follow-up on any adverse events. The
Site shall comply with its Regulatory
Authority/EC  reporting obligations. More
specifically the Principal Investigator shall
report adverse events and serious adverse events
as directed in the Protocol and by applicable laws
and regulations. The Investigator shall cooperate
with Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply with its
LEC reporting obligations.

Misto  provadéni  klinického  hodnoceni
neprodlené¢ a v uplnosti dodrzovat vSechny
postupy o oznamovani, casové lhity a
pozadavky uvedené v Protokolu v souladu
s PtisluSnymi  pfedpisy. Misto provadéni
klinického hodnoceni bude spolupracovat se
Zadavatelem pifi naslednych cinnostech ve
vztahu k jakékoli neZzddouci pithod¢. Misto
provadéni klinického hodnoceni bude jednat

v souladu s oznamovacimi povinnostmi
vyZadovanymi piisluSnym Kontrolnim
dradem/EK. Konkrétn€é feCeno, Hlavni

zkousSejici bude oznamovat nezddouci piihody
a zavazné nezddouci pithody v souladu
s pozadavky Protokolu a pfisluSnymi zakony a
ptedpisy. ZkouSejici bude spolupracovat se
Zadavatelem pifi naslednych cinnostech ve
vztahu k jakékoli nezadouci piithod€. Misto
provadéni klinického hodnoceni bude jednat
v souladu s oznamovacimi povinnostmi
vyZadovanymi jeho LEK.

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

2.11 Misto provadéni klinického hodnoceni
bude pouZzivat biologické vzorky odebirané

béhem Studie v souladu s Protokolem a
PfisluSnymi  pfedpisy. Misto  provadéni
klinického  hodnoceni  nesmi  pouZivat

biologické vzorky pro vyzkum, (ktery neni
popsan) které nejsou popsdny v Protokolu a
informovaném souhlasu/svoleni.

Article 3. Reports, Monitoring and | Clinek 3. Zpravy, sledovani prabéhu
Regulatory Inspections Studie a inspekce provadéné kontrolnimi
urady

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.

3.1 Hlavni zkousSejici bude Zadavateli nebo
jeho povéfenému zastupci predklddat béhem
Studie periodické pisemné zpravy (a) na Zadost
Zadavatele nebo jeho povéfeného zastupce a (b)
podle pozadavkii Protokolu a predlozi také
zavérecnou pisemnou zpravu o Studii pfi jejim
dokonceni.

3.2 At mutually agreed upon times, Sponsor
and its designees shall have the right to inspect,
audit and monitor the Site’s facilities and
records, including, but not limited to, records
referenced under this Agreement and medical
records (including paper and/or electronic

3.2 Zadavatel a jeho poveéfeni zastupci
budou mit prdvo v dobé urcené vzijemnou
dohodou provadét inspekce, kontrolu a
sledovani prostor a zdznaml Mista provadéni
klinického hodnoceni, coZ mimo jiné zahrnuje
zdznamy, na néZ odkazuje tato Smlouva, a
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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.

lékatské zdznamy (vCetné papirovych a/nebo
elektronickych 1€karskych zdznamu). Misto
provadéni klinického hodnoceni a jeho
Pracovnici studie budou k dispozici Zadavateli
a jeho povétenym zastupciim a budou s nimi pii
téchto ndvstévach za dcelem inspekce, kontroly
a sledovéni pfiméten¢ spolupracovat.

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

3.3 Misto provadéni klinického hodnoceni
okamZité vyrozumi Zadavatele telefonicky, e-
mailem nebo faxem, pokud stitni nebo
kontrolni dfad s piisluSnou jurisdikci (déle jen
,,Kontrolni aiad*), naptiklad Statni dstav pro
kontrolu 1é¢iv nebo americky ufad FDA,
pozadd o svoleni k inspekci nebo provede
inspekci prostor Poskytovatele nebo jeho
zdznaml o vyzkumu tykajicich se Studie
provadéné podle této Smlouvy. Misto
provadéni  klinického  hodnoceni  bude
Zadavatele fadn€ a vcas informovat
o charakteru, pribézném stavu a vysledku
vSech takovych inspekci. Misto provadéni
klinického hodnoceni a jeho Pracovnici studie
budou k dispozici Kontrolnimu tdfadu a, pokud
je to relevantni, také Zadavateli a jeho
povéfenym zastupcim a budou s nimi pfi téchto
navstévach za tucelem inspekce, kontroly a
sledovéani pfiméfené spolupracovat. Pokud to
zakony dovoluji a bude-li to vhodné a praktické,
Poskytovatel umozni pfitomnost Zadavatele pti
téchto navstévach a predd Zadavateli pisemné

kopie vSech materidli, korespondence,
prohlaseni, formuldfi a z4znamu, které
Poskytovatel obdrzi, =ziskd nebo vytvoii
v souvislosti s veSkerymi takovymi
inspekcemi.

Article 4. Rights to Study Drug, Sponsor | Clanek 4. Prava k hodnocenému

Information, and Study Data

pripravku, Zadavatelovym informacim a
udajium ze Studie

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

4.1 Hodnoceny piipravek bude, je a vzdy
zlstane vyhradnim vlastnictvim Zadavatele.
Zadavatel poskytne Mistu provadeni klinického
hodnoceni potfebné mnozstvi Hodnoceného
piipravku vylu¢né pro tcely provadéni Studie.
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The Study Treatment Drug will be delivered to
the hospital pharmacy no. 20, always in properly
packaged containers intended for the Study
Treatment Drug and marked in accordance with
the provisions of paragraph 19 (1) (e) of Degree
No. 226/2008 Coll., on Good Clinical Practice.

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

Hodnoceny 1é¢ivy piipravek bude doddvan do
nemocni¢ni 1ékarny ¢. 20, vzdy v fadné
zabalenych obalech ur¢enych pro hodnoceny
1é¢ivy piipravek a oznaceny v souladu s
ustanovenim paragrafu 19 odst. 1 pism. e)
vyhlasky ¢.226/2008 Sb., o spravné klinické
praxi.

Dodavky se budou uskutec¢niovat v Po-Pé od
7.00 h do 14.00 h.

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

4.2  VsSechny vysledky, dokumenty, ddaje,
know-how a formule poskytnuté Poskytovateli
a/nebo Hlavnimu zkouSejicimu pro ucely
provadéni Studie podle ustanoveni této
Smlouvy (déle jen ,Informace ke studii*)
budou, jsou a zlistanou vlastnictvim Zadavatele.

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

The originals of all records and materials,
including relevant medical records, will be
archived for fifteen (15) years from the end of
the study at the Provider and will be discarded
after this period.

The Institution will perform free archiving for 5
years in accordance with Act No. 378/2007 Coll.
and for the next 10 years it will perform paid

Larchiving - [Nl An invoice will be

4.3. Vsechny vysledky, dokumenty, idaje,
know-how a formule, které jsou vysledkem
Studie, vcetné, mimo jiné, zprdv (napf.
formuldii e-CRF, jakychkoli souhrnli ddaja,
veskerych predbéZznych zprdv a zdvérecné
zpravy) (dale jen ,Udaje“), budou, jsou a
ztstanou vlastnictvim Zadavatele a Zadavatel
bude mit privo pouzivat Udaje, v&etnd
vysledkii Studie, jakymkoli zplsobem, ktery
bude poklddat za vhodny z hlediska svych
obchodnich z4jma. Pavodni 1ékaiské zaznamy
a zdrojovd dokumentace Subjektll studie jsou
vlastnictvim Poskytovatele. Poskytovatel bude
mit nevyluéné pravo pouzivat Udaje z Mista
provddéni klinického hodnoceni ke svym
vnitinim, nekomerénim dcelim, pro vyzkum a
péci o pacienty.

Origindly vSech zdznaml a materidlli, véetné
piislusnych  lékaiskych zdznamt, budou
archivovany po dobu patnicti (15) let od
ukonceni studie u Poskytovatele a budou po
tomto obdobi vyfazeny.

Poskytovatel provede bezplatnou archivaci 5
let v souladu se zdkonem ¢. 378/2007 Sb. a na
dalsich 10 let provede zpoplatnénou archivaci —
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issued for paid archiving after the execution of
the Agreement.

If the Sponsor is interested in further archiving
of the documentation, it is obliged to submit its
request in writing to the Provider at least two
months prior to the expiry of the agreed
archiving period and the Provider shall ensure
further archiving at the expense of the Sponsor.

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

_. Na zpoplatnénou archivaci bude

vystavena faktura po podpisu smlouvy.

Pokud mé Zadavatel zdjem o dalsi archivaci
dokumentace, je povinen podat pisemnou
Zadost Poskytovateli nejméné dva mésice pred
uplynutim dohodnuté doby archivace a
Poskytovatel zajisti dalsi archivaci na ndklady
Zadavatelem.

V piipadé, Ze ve shora uvedené 1hiit¢ Zadavatel
nesd¢li poZzadavek na dalsi archivaci ¢i neuhradi
poplatek na dalsi archivaci, md se za to, Ze je
Poskytovatel oprdvnén k likvidaci  vSech
archivovanych dokumenta Studie.

Article S. Consideration and Expenses

Clanek 5. Odména a naklady

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

5.1 Jako celkovou odménu za provadéni
Studie Poskytovatelem a Hlavnim zkouSejicim
a za vSechny materidlni a lidské zdroje, v€etné
Pracovnikt studie, které Poskytovatel pro tuto
Studii poskytne, se Zadavatel zavazuje vyplacet
prostfednictvim Dodavatele Piijemci plateb
v souladu s rozpo¢tem a rozpisem plateb ¢astky
na vhradu ndkladl a poplatkli stanovenych
vrozpoftu a rozpisu plateb za préci
vynaloZzenou na plnéni této Smlouvy a
provadéni Studie v souladu s Protokolem; tento
rozpocet a rozpis plateb je pfilozen k této
Smlouvé jako Piiloha A a formou odkazu se
stava jeji soucasti (ddle jen ,Priloha A*).
Urceny Piijemce plateb je stanoven v Piiloze A.
Uhrady téchto ndkladt a poplatkti budou
vyplaceny podle rozpisu plateb v Ptiloze A a
budou =zaviset na udajich a informacich
poskytovanych nebo zadavanych do systému
EDC v souladu s Cdsti 2.7. Pifloha B uvadi
platby za vyzkumné ¢innosti provadéné podle
Protokolu, které budou vyplaceny podle rozpisu
plateb stanoveného v této piiloze. Poskytovatel

requested by CRO. se zavazuje zasilat podrobné faktury / finan¢ni
Estimated value of performance — | dokumentaci ve formatu poZadovaném CRO.

3,463,016 CZK. Predpoklddand hodnota plnéni —3.463.016 K¢.
5.2 Except as set forth in Schedule A, |5.2 S vyjimkou toho, co uvadi Ptiloha A,

payments will be made subject to a 10%

bude z plateb odecteno 10 % (jak je podrobnéji
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withholding (as detailed in Schedule A, only for
those Study Subjects who meet all of the
applicable admission, inclusion and exclusion
criteria of the Protocol with the last payment
being made after the Site completes all its
obligations hereunder, and CRO has received all
properly completed e-CRFs and, if CRO
requests, all other Confidential Information (as
defined below).

uvedeno v Piiloze A) pouze pro Subjekty studie
splnujici vSechna piislusna kritéria pro pfijeti a
zafazeni a nespliujici zadna vylucujici kritéria
podle Protokolu, s tim, Ze posledni platba bude
vyplacena poté, co Misto provadéni klinického
hodnoceni splni vSechny své zavazky podle této
Smlouvy a CRO obdrzi v§echny fadn¢ vyplnéné
formulafe e-CRF, a pokud oto CRO pozada,
vSechny dals$i Divérné informace (definované
niZe).

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

5.3 Castky  vyplacené  Pifjemci  ¢&i
Pfijemcim plateb budou pokladany za dplnou
thradu za vSechnu praci a vyzkumné ¢innosti
provadéné podle této Smlouvy.

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

5.4  Uhmné platby za kazdy Subjekt studie
nepfesahnou limit stanoveny v piislusné Ptiloze
B

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(s) funding
set forth in the Schedule B for work properly
performed prior to the effective termination date.
In addition, Sponsor, through CRO, agrees to
pay the Payee(s) 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 B. Payment by
Sponsor through CRO will be made for the final
invoice from Provider to be submitted, within
forty-five (45) days of the effective termination
date, defined in Article 10, below.

5.5 Bez ohledu na vySe uvedené nebo na
cokoli, co je uvedeno v Protokolu, pokud
Zadavatel ukon¢i  Studii  pfed jejim
dokoncenim, zavazuje se vyplatit
prostfednictvim CRO Piijemci ¢i Piijemcim
plateb Castky stanovené v Piiloze B za praci
fddn€¢ vykonanou pted datem ucinnosti
ukonceni Studie. Navic se Zadavatel zavazuje
vyplatit prostiednictvim CRO Piijemci ¢i
Piijemcim plateb Castky za  vSechny
nezruSitelné zavazky uvedené v Priloze A, které
Mistu provadeéni klinického hodnoceni vznikly
pred datem ucinnosti ukonceni Studie pii jeho
snaze napomadhat provadeéni Studie. V Zddném
piipadé vSak Cdstka vyplacend Zadavatelem pii

pfedCasném  ukoneni Studie nepievysi
celkovou  smluvni  ¢astku  stanovenou
v Piiloze B. Zadavatel prostfednictvim

Dodavatele uskute¢ni platbu za zévére¢nou
fakturu, kterou ma vystavit Poskytovateli, a to
do Ctyficeti péti (45) dni od data tucinnosti
ukonceni Studie definovaného nize
v Clénku 10.

5.6  In the event there is a refund due to
Sponsor, at the time of premature termination by
either party, the Payee agrees to remit the same
to Sponsor or its designee within forty-five (45)
days of the effective termination date.

5.6  Pokud md byt Zadavateli vracena néjaka
Castka v dobé predcasného ukonceni Studie
kteroukoli ze smluvnich stran, Pfijemce plateb
se zavazuje vritit tuto ¢astku Zadavateli nebo
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jeho povétenému zdstupci do Ctyficeti péti (45)
dnill od data G¢innosti ukonceni Studie.

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

5.7. Po skonceni platnosti nebo ukonceni
této Smlouvy jiZ nebude Zadavatel v Zddném
piipadé povinen proplacet jakékoli faktury
ptedlozené po uplynuti lhity pro predlozeni
zavereCnych faktur uvedené v Priloze A.

5.8 In addition to the fees and expenses | 5.8 Navic k poplatkiim a thrad¢ ndkladi
designated in Schedule B: podle Ptilohy B:
(a) Sponsor, through CRO, will provide or | (a) Zadavatel prostiednictvim CRO

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

Poskytovateli poskytne nebo proplati ndklady
za vybaveni, spotfebni materidly, ndastroje,
persondlni sluzby, latky, 1éky, ptistroje, sluzby
zpracovani dat, sluzby analyzy dat, poc¢itaCovy
hardware a software, laboratorni testovaci
sluzby, sluzby spravy vzorki a jakékoli dalsi
polozky nebo sluzby, které: (1) jsou nezbytné a
vhodné k provadéni Studie podle Protokolu, (2)
se nesmi pouZzivat pro Zadny jiny tcel a (3) byly
k proplaceni  ndkladi  pfedem  pisemné
schvdleny Zadavatelem nebo jeho povéfenym
zastupcem. Kdyz Poskytovatel obdrzi predem
pisemné schvdleni k zakoupeni n¢které polozky
nebo sluzby, zavazuje se, Ze k uhradé
jakychkoli takovych ndkladt predlozi podrobné
faktury ve vzdjemné dohodnutém formatu do
tiiceti (30) dnti od jejich vzniku. Po dokonceni
Studie vrati Poskytovatel Zadavateli nebo jeho
povétenému zdstupci podle Zadavatelova
rozhodnuti a na jeho néklady veSkeré nepouzité
polozky, které Zadavatel Poskytovateli poskytl
nebo za které uhradil Poskytovateli ndklady.

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

(b) Zadavatel prostiednictvim CRO
pokryje pfimo nebo formou thrady ndkladi
pfiméfené a nezbytné vydaje Hlavniho
zkouSejictho a Pracovnikil studie, které
Zadavatel nebo jeho povéteny zdstupce predem
pisemné schvdlil; jednd se ondklady na
cestovani, ubytovani a stravovani, které vznikly
Hlavnimu zkouSejicimu a Pracovnikiim studie
ve spojeni s Ucasti na setkdnich zkousejicich
1ékait ohledné Studie. Hlavni zkousejici a/nebo
Pracovnici studie, podle okolnosti, se zavazuji,
Zze k duhradé¢ takovych ndkladii predlozi
podrobné faktury ve vzdijemné dohodnutém
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reimbursement of any such expenses within
thirty (30) days of the date of the meeting.

formatu do tficeti (30) dn od data takového
setkani.

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

5.9  Misto provadéni klinického hodnoceni
bere na védomi, Ze Zadavatel musi dodrzovat
Ptislusné ptedpisy souvisejici s vypldcenim a
oznamovanim plateb nebo  pievadénim
hodnotného plnéni uréitym zdravotnikim a
fakultni nemocnicim, a souhlasi stim, Ze
Zadavatel mulze =z jakychkoli zdkonnych
davodi  pfijmout a predat informace
o ustanovenich této Smlouvy, vcetné odméen a
jinych hodnotnych plnéni. Zadavatel si
vyhrazuje pravo predavat urcité informace
o totoznosti ~ Hlavnitho  zkouSejictho a
Poskytovatele za tucelem splnéni piislusnych

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

poskytovani relevantnich informaci, aby tak
Zadavatel mohl tyto své povinnosti splnit.
Misto provadéni klinického hodnoceni bude
vést presnou a uplnou dokumentaci jako
podklad pro vSechny poplatky a ndklady, které
mu vzniknou v souvislosti se Zadavatelem nebo
touto Smlouvou. Zadavatel bude kdykoli na
zakladé oznameni Poskytovateli v pfimétené
Ihiit¢ opravnén kontrolovat a auditovat ucetni
knihy a zdznamy Poskytovatele aby zjistil, zda
Poskytovatel dodrZzuje wustanoveni tohoto
Clanku 5 a viech jeho &4sti.

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

5.10 Hlavni zkousSejici potvrzuje a zavazuje
se, Zze jeho usudek ohledné konzultaci a péce
o jednotlivé Subjekty studie nebude nijak
ovliviiovan odménou, ktera mu bude vypldcena
podle tohoto Clanku 5. Poskytovatel a Hlavn{
zkousejici potvrzuji a souhlasi s tim, Ze odmeéna
vypldcend Zadavatelem podle tohoto Clanku 5:
(a) se neposkytuje vyménou, jako pobidka nebo
v Zddném ohledu jako platba za piimé nebo
nepiimé ujednani ohledné¢ piedepisovani,
koupé, pouZzivani nebo doporuceni k pouzivani
zadavatelovych vyrobkd nebo s cilem ovlivnit
rozhodnuti o formulich, pifedepisovani nebo
vydavani 1ékd, (b) nebyla stanovena
s ptihlédnutim k objemu nebo hodnoté
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manner that takes into account the volume or
value of any referrals generated by Provider
and/or the Principal Investigator; and (c)
constitutes a fair market value for services
performed under this Agreement. The Sponsor is
not making, nor will the Provider, the Principal
Investigator nor any of their representatives
make or receive, any payment, directly or
indirectly through another person, with the
corrupt intention of: inducing the Provider, the
Principal Investigator, or any other person, entity
or government official to use its (or his or her)
influence with a government or instrumentality
for purposes of influencing any official act or
decision (including a decision not to act) in its
(or his or her) official capacity; or inducing the
Provider, the Principal Investigator, or any other
person, entity or government official to perform
any improper act or to secure any improper
advantage in order to assist Sponsor in obtaining
or retaining business for or with any party or
other person, or in directing business to any party
or any person; or influencing any act or decision.

jakychkoli doporuceni ze strany Poskytovatele
a/nebo Hlavniho zkousejiciho a (c) piedstavuje
piiméienou trzni hodnotu sluzeb
poskytovanych podle této Smlouvy. Zadavatel
nevypléaci, a ani Poskytovatel, Hlavni zkouSejici
nebo jakykoli jejich zdstupce nevyplati ani
nepfijme Zadnou platbu, at’ jiZ pifimo nebo
prostfednictvim jiné osoby, s imyslem dopustit
se korupce scilem: piimét Poskytovatele,
Hlavniho zkouSejictho nebo jakoukoli dalsi
osobu, pravnickou osobu nebo udfedniho
Cinitele, aby ve své ufedni funkci vyuzili svého
vlivu na vlddu nebo orgdn stitni spravy za
ucelem ovlivnéni jakéhokoli ufedniho dkonu
nebo rozhodnuti (véetné rozhodnuti nejednat);
nebo primét Poskytovatele, Hlavniho
zkousejictho nebo jakoukoli dalSi osobu,
pravnickou osobu nebo ufedniho Cinitele, aby
jednali nespradvnym zpusobem nebo zajistili
neopravnéné vyhody, a pomohli tak Zadavateli
ziskat nebo udrZet obchodni zakizku pro
jakoukoli stranu nebo jinou osobu ¢i s jakoukoli
stranou nebo osobou nebo zajistit, aby byla
zakazka pridélena kterékoli jiné strané¢ nebo
osobé&, nebo aby ovlivnili jakékoli jedndni nebo
rozhodnuti.

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

Bude-li Zadavatel nebo CRO poskytovat
k pouziti ve Studii né&jaké vyrobky nebo
polozky zdarma, zavazuje se Poskytovatel a
Hlavni zkouSejici, Ze takové vyrobky
nebo polozky  nebude  udcétovat  Zadnym
pacientim, pojiStovndm, stdtnim udradim ani
Zadnym jinym tfetim strandm. Poskytovatel a
Hlavni zkouSejici se zavazuji, Ze nebudou
pacientiim, zdravotnim pojiStovndm  ani
statnim dfadim tctovat Zaddné navstévy, sluzby
ani vydaje, které jim vzniknou v pribéhu Studie
a za néZ budou od Dodavatele nebo od
Zadavatele dostéavat platby, nebo které nebudou
souCasti bé&€zné 1écby, kterou by jinak
poskytovali pacientim.

Article 6. Publicity

Clinek 6.  Publicita

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

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

reklamy nebo propagace jakéhokoli vyrobku ¢i
sluzby jméno druhé strany nebo jméno,
grafickou zna¢ku, ochrannou zndmku, symbol
nebo jiné zobrazeni jakékoli smluvni strany
nebo jejich zaméstnanct, s vyjimkou toho, Ze
Zadavatel miZe pouZit ndzev Mista provadéni
klinického hodnoceni v publikacich a sdélenich
tykajicich se Studie, vCetné webovych stranek
pro klinickd hodnoceni a zpravodaju ke Studii.
Zadavatel bude Studii registrovat v souladu
s ptislusSnymi zdkony a pfedpisy a oznami
vysledky Studie vetfejné ve lhlté a v rozsahu
uloZeném piisluSnymi zdkony a predpisy.

Article 7. Publications

Clanek 7. Zverejnovani

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

7.1 Misto provadéni klinického hodnoceni
souhlasi stim, Ze Zadavatel mize pouzit
vysledky Studie po d¢ely ndrodni a mezinarodni
registrace a zvefejnéni a jakymkoli zpiisobem,
ktery bude Zadavatel poklddat za vhodny z
hlediska svych obchodnich z4jmt. Pokud to
Ptislusné ptedpisy vyzaduji, bude Kontrolnim
uradiim 0zndmeno Jméno Hlavniho
zkousejiciho a jeho ucast ve Studii.

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

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

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

Pokud se jednd o multicentrickou Studii,
Poskytovatel a Hlavni zkouSejici souhlasi s tim,
Ze Zadavatel bude mit pravo zvetejnit vysledky
Studie jako prvni. Zadavatel bude koordinovat
zvetejnéni informaci o multicentrické Studii
v téch konkrétnich pfipadech, kdy prvni
zvefejnéni mda byt spolecné multicentrické
zvetejnéni vysledki Studie Zadavatelem ve
spolupraci se zucastnénymi zkouSejicimi a
misty provadéni klinického hodnoceni, ktera
dodaji prislusné udaje, analyzy a komentére. V
piipadé neshody mezi hlavnimi zkouSejicimi
v multicentrické  studit  budou  vedouci
zkousejici 1ékaf a zdstupce Zadavatele feSit
takovyto spor spolecné. Jakékoli publikace,
které jsou vysledkem Studie, musi ptisluSnym
zptisobem uvadét védecké piinosy ze strany
pracovnikii Zadavatele. V takovych publikacich
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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.

bude autorstvi nebo uvedeni jmen zkouSejicich
lékait  zapojenych do Studie urovano
pfedevS§im na zdkladé¢ védeckého piinosu k
vypracovini protokolu a interpretaci udaji a
druhotné na zdklad¢ poctu zatfazenych pacienti.
VSichni autofi musi splilovat kritéria autorstvi
stanovend Mezindrodnim vyborem redaktort
lékarskych Casopist (International Committee
of Medical Journal Editors).

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

7.2  Bud po prvni publikaci, pokud k ni
dojde dfive, nebo pokud nebude multicentricka
publikace pfedloZena k vydani v ndsledujicich
lhitach: (a) do osmnacti (18) mésicl po
dokonceni Studie; (b) do osmnacti (18) mésicu
po opusténi nebo pred€asném ukonceni Studie
ve vSech mistech provadéni klinického
hodnoceni, nebo (c¢) pokud Zadavatel potvrdi,
ze 74dnd multicentrickd publikace ke Studii
nebude vydéna, vSak mize Poskytovatel a/nebo
Hlavni zkousSejici zvetejnit vysledky Studie se
zachovanim prav Zadavatele, jak je uvedeno
nize:

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

(a) Poskytovatel a Hlavni zkouSejici se
zavazuji ozndmit Zadavateli svij dmysl
pfedloZit publikaci k vydani nejméné Sedesat
(60) dnti pfed navrhovanym datem piedloZeni k
vydani; toto ozndmeni bude obsahovat strucny
ptehled klicovych bodli zamyslené publikace; a
formaln€¢  Zadavateli  pfedlozi  vSechny
navrhované publikace, jak je to relevantni, které
podle definice zahrnuji napiiklad rukopisy,
vytahy, plakdty, snimky a/nebo jiné pisemné
materidly souvisejici se Studii, a to nejméné
tiicet (30) pracovnich dnl pfed piedloZzenim
zamySlené publikace nebo vytahu k vydani
nebo pred datem zacatku konference/setkant,
pii kterém maji byt prezentovany plakédty nebo
snimky. Béhem tohoto obdobi 30 pracovnich
dnti bude mit Zadavatel ptilezitost posoudit a
komentovat obsah publikace s ohledem na své
divérné achrdnéné informace a rovnéz z
hlediska pfesnosti a uplnosti klinickych a
védeckych pozorovani obsaZenych v publikaci.
Zadavatel mlZe z navrhované publikace
odstranit jakékoli své konkrétn¢ identifikované
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confidential and/or proprietary information.
Provider and Principal Investigator agree to
discuss and consider in good faith any Sponsor
comment with regard to the accuracy and
completeness of the clinical and scientific
observations contained therein and, upon
request, to submit written responses to specific
Sponsor comments or questions regarding
accuracy or completeness prior to submission of
proposed publications.

divérné  a/mebo  chrdnéné  informace.
Poskytovatel a Hlavni zkouSejici se zavazuji
prodiskutovat a v dobré vili zvazit jakékoli
Zadavatelovy komentdfe ohledné pfesnosti a
tplnosti klinickych a védeckych pozorovéni
obsazenych v publikaci a pfed predloZzenim
navrhovanych publikaci k vydani dodat na
pozadani pisemné odpovédi na konkrétni
Zadavatelovy komentéafe nebo otdzky ohledné
presnosti nebo tuplnosti obsahu.

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

(b) Pokud Zadavatel usoudi, Ze takovy
materidl nebo osnova obsahuje popis
patentovatelnych  pfedméti  ¢i  postupi
umoznujici jejich vyrobu ¢i pouZiti, ozndmi to
Hlavnimu zkouSejicimu a Poskytovateli ve
Ihite tiiceti (30) pracovnich dnti a publikace
nebo jind forma zvetejnéni bude na pfiméfenou
dobu pozastavena; tato doba nesmi byt delsi nez
sto dvacet (120) dni od data, kdy Hlavni
zkouSejici a Poskytovatel predlozi Zadavateli
materidly navrhované k publikaci/prezentaci,
pficemz ucelem této lhity je umoZnit
Zadavateli pfipravu a poddni piislusné
patentové piihlasky, pokud si tak pieje uCinit.

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

() Poskytovatel a Hlavni zkouSejici
souhlasi stim, Ze Zaddny z nich nevydad ani
nebude vefejn¢ prezentovat zddné piedb&zné
vysledky nebo analyzy s pouZitim Udaji.

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

7.3. Bez ohledu na pfedchozi ustanoveni berou
timto Poskytovatel, Zadavatel a CRO na
védomli, Ze tato Smlouva bude uvetejnéna podle
zdkona ¢. 340/2015 Sb., oregistru smluv.
V rdmci ujedndni mezi smluvnimi stranami se
Poskytovatel zavazuje uvefejnit tuto Smlouvu
vsouladu svySe uvedenym. Jakékoli
informace, které jsou obchodnim tajemstvim
kterékoli  strany, pfedstavuji  vyjimku
z povinnosti  uvefejnéni. Pro ucely této
Smlouvy takova obchodni tajemstvi zahrnuji
mimo jiné Protokol, Prirucku zkouSejiciho,
rozvrzeni jednotlivych ndvstév, jak je popsano
v platebni tabulce (¢i tabulkach) v Priloze B,
minimdlni cilovy pocet zafazeni, ocekdvany
pocet subjektl zafazenych do Studie a
ofekdvané trvdni Studie. Kromé toho
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have been previously published in another public
register. Before signing of the Agreement
Sponsor provides the final version of the
Agreement to the Provider in a machine-readable
format, with a painted text of the Agreement,
which Sponsor considers as business secret, in
accordance with all applicable local laws and in
specific, in accordance with law no. 340/2015
Coll.

predstavuji vyjimku z uvetfejnéni také osobni
udaje jednotlivych osob, pokud jiz nebyly diive
uveiejnény v jiném vefejném registru. Pred
podpisem smlouvy Zadavatel zasle
Poskytovateli findlni verzi smlouvy ve strojové
¢itelném formdtu s podbarvenym textem
smlouvy, ktery povazuje Zadavatel za obchodni
tajemstvi v souladu se vSemi piisluSnymi
mistnimi zdkony a obzvlaSt€ v souladu se
zdkonem €. 340/2015 Sb.

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

Poskytovatel uvetejni tuto Smlouvu v souladu
s vySe uvedenym ¢ldnkem.

Article 8. Intellectual Property

Clinek 8. DusSevni vlastnictvi

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

8.1 S vyjimkou konkrétnich opravnéni
pouzivat Udaje a publikovat vysledky Studie,
jak je specificky uvedeno v Césti 4.3 a v Clanku
7, nebo jak je jinak uvedeno v této Smlouvé, ani
Poskytovatel, ani jeho Pracovnici studie
nenabyvaji naprosto zddnych prav k Udajim
nebo k Hodnocenému piipravku v disledku
plnéni této Smlouvy nebo jinak. Veskeré
vynélezy, ndpady, vysledky vyvoje, objevy a
technologie, at' jiZ patentovatelné ¢i nikoli,
vyvinuté Poskytovatelem nebo Hlavnim
zkousejicim samostatné nebo spole¢né s jinymi,
ktetfi pouzivaji Duvérné informace nebo
Hodnoceny piipravek, zavisi na nich nebo jsou
z nich odvozeny (déle jen ,,Objevy*), budou a
vzdy zistanou vyhradnim a vyluénym
vlastnictvim Zadavatele. Poskytovatel, nebo
piipadné Hlavni zkouSejici ¢i Pracovnici studie,
pfevedou na Zadavatele veSkerd priva, naroky
a majetkové zdjmy k veSkerym Objevim.
Poskytovatel provede na nédklady Zadavatele
veSkeré potiebné ikony na pomoc Zadavateli k
ziskdni prav ke vS§em Objeviim v co nejvétsim
rozsahu.  Poskytovatel podepsdnim  této
Smlouvy zarucuje, Ze neuzavielo ani neuzavie
Zadnou smlouvu nebo smluvni vztah, ktery by
byl jakkoli v rozporu nebo by jakkoli narusoval
Zadavatelovy vlastnické zdjmy nebo prava k
vyndlezim, objevim nebo technologii
existujici v dob€ podepsani této Smlouvy nebo
vznikajici z plnéni nebo v souvislosti s pInénim
této Smlouvy.
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8.2 The Provider and Principal Investigator
shall disclose to Sponsor all Inventions. Such
disclosure shall be made fully and promptly in
writing to an authorized representative of

8.2  Poskytovatel a Hlavni zkouSejici budou
Zadavatele informovat o vSech Objevech. Uc¢ini
tak v uplnosti a neprodlené formou pisemného
ozndmeni zmocnénému zdstupci Zadavatele.

Sponsor.

Article 9. Debarment Clanek 9. Nezpiisobilost k vykonu
¢innosti

9.1 The Provider and Principal Investigator | 9.1 Poskytovatel a Hlavni zkouSejici timto

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

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

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

(a) nebyli podle PiisluSnych predpist
zbaveni zpusobilosti k vykonu ¢innosti, a Ze
zadnd osoba zbavend zpusobilosti k vykonu
¢innosti nebude v budoucnu zaméstndvdna
Poskytovatelem nebo Hlavnim zkouSejicim ve
spojeni s vykonem jejich povinnosti podle této
Smlouvy ¢i ve spojeni s jakoukoli Zadosti
oregistraci 1éku podanou u kteréhokoli
Kontrolniho Gfadu;

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

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

(©) if during the term of this Agreement,
either Provider or any Study Personnel: (1)
comes under investigator by the Regulatory
Authorities for a debarment action or
disqualification, or (ii) 1is debarred or
disqualified, or (iii) engages in any conduct or
activity that could lead to a debarment action or
disqualification, Provider shall immediately
notify Sponsor of the same.

(c) Pokud v dob¢ trvani této Smlouvy: (i)
bude proti Poskytovateli nebo kterémukoli z
Pracovnikl studie zahdjeno vySetiovéni, jehoz
vysledkem muze byt zbaveni zplsobilosti k
vykonu ¢innosti nebo zbaveni opravnéni, nebo
(i) bude Poskytovatel nebo kterykoli z
Pracovnikti studie zbaven zpuUsobilosti k
vykonu ¢innosti nebo zbaven opravnéni nebo
(iii) se Poskytovatel nebo kterykoli z
Pracovniki studie dopusti jedndni nebo
¢innosti, jejimz vysledkem muze byt zbaveni
zpusobilosti k vykonu ¢innosti nebo zbaveni

opravnéni, Poskytovatel otom okamzité
vyrozumi Zadavatele.
9.2  Provider will immediately notify | 9.2  Poskytovatel okamZzité pisemné

Sponsor in writing, if the Provider 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 Provider or its affiliated hospitals;

vyrozumi Zadavatele, pokud Poskytovatel nebo
kterykoli z Pracovniki studie: (i) bude zbaven
zpusobilosti  k  vykonu cCinnosti, zbaven
opravnéni, vyloucen nebo proti nému bude
zahdjeno vySetfovani pfisluSnou oborovou
organizaci nebo kterymkoli  Kontrolnim
ufadem; (ii) obdrzi ozndmeni o jakémkoli
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or (iii) is
Authority.

sanctioned by any Regulatory

omezeni svych oprdvnéni k vykonu klinické
¢innosti u  Poskytovatele nebo v jeho
pfidruzenych nemocnicnich zafizenich; nebo
(iii) bude postiZen sankci ze strany kteréhokoli
Kontrolniho tifadu.

Article 10. Term and Termination

Clanek 10. Doba platnosti a ukonéeni

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

Estimated Study duration — 6 years.

10.1 Tato Smlouva nabyva wcinnosti dnem
stanovenym jako Datum ucinnosti a zUstane
v ucinnosti po celou dobu trvani Studie podle
Protokolu, pokud nebude ukoncena diive podle
ustanoveni tohoto Cldnku. Zadavatel, nebo
piipadné jeho povéfeny zdstupce, mohou tuto
Smlouvu s okamzZitou uUcCinnosti vypovedét
pisemnym ozndmenim Poskytovateli, avSak
s tim, Ze ustanoveni této Smlouvy zistanou plné
platnd a i¢innd az do dokonceni Studie.

Predpoklddand délka trvani Studie -_6 let.

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

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

10.3  Upon termination of this Agreement or
completion of the Study, the Provider shall
return to Sponsor, or Sponsor’s designee, all
unused compounds, drugs, devices, equipment,
and related materials and all copies of
Confidential Information that were furnished to
the Provider at Sponsor’s expense under this
Agreement, except for one (1) copy of
Confidential Information retained by the
Provider for the purpose of monitoring its
obligations and exercising its rights under this

10.3  Po wukonceni této Smlouvy nebo
dokonceni Studie vrati Poskytovatel Zadavateli
nebo jeho poveéfenému zdstupci vSechny
nespotiebované latky a 1éky, ptistroje, vybaveni
a souvisejici materidly a rovnéz vSechny kopie
Diivérnych informaci poskytnuté na ndklady
Zadavatele Poskytovateli podle této Smlouvy,
s vyjimkou jedné (1) kopie Duvérnych
informaci, kterou si Poskytovatel ponecha pro
ucely sledovani svych povinnosti a uplatiiovani
svych prav podle této Smlouvy, a archivni kopie
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Agreement and archival copy of any document
which Provider is required to maintain by law.

veskerych dokumentt, které musi Poskytovatel
uchovavat podle zdkonnych pozadavkd.

Article 11.  Independent Contractor

Clanek 11.  Nezavisly smluvni dodavatel

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

Poskytovatel a Hlavni zkouSejici budou
provadét Studii podle této Smlouvy vyhradné
jako nezdvisly smluvni dodavatel a nic v této
Smlouvé nesmi byt vykldddno jako ustanoveni
vrozporu stimto vztahem nebo stavem.
Poskytovatel, Hlavni zkouSejici a Pracovnici
studie nebudou pokladéani za zamé&stnance nebo
prostiedniky Zadavatele, a jako takovi nebudou
mit 7Zddny ndrok na jakékoli benefity, které
Zadavatel poskytuje svym zaméstnancim. Tato
Smlouva nezaklddd ani nevytvaii a nebude
Zadnym zplsobem vykldddna jako spole¢ny
podnik, partnersky podnik nebo obchodni
organizace jakéhokoli druhu.

Article 12. Indemnity, Insurance and

Study Subject Injury.

Clinek 12. Odskodnéni, pojisténi a
zdravotni ijma zpisobena Subjektu studie.

12.1  Sponsor agrees to indemnify, defend and
hold harmless Provider, Principal Investigator,
and Provider’s directors, officers, and Study
Personnel (each an “Provider Indemnitee”)
against any third party cause of action, claim,
lawsuit or other proceeding, and reasonable
expenses, including reasonable legal fees,
brought against any Provider Indemnitee seeking
compensation for personal injury or death arising
from Principal Investigator’s administration of
the Study Drug in the performance of the
Protocol (collectively, “Claim”). Provider
Indemnitee shall promptly notify Sponsor in
writing upon receipt of notice of any Claim and
shall not make any admission of liability.
Sponsor shall assume the defense and costs of
such Claim and have the right to select defense
counsel. Provider Indemnitee shall fully
cooperate with Sponsor in presenting all
defenses to the Claim. This indemnity shall not
apply to any Claim to the extent attributable to
an Provider Indemnitee’s: (a) breach of the
Agreement or negligence or willful misconduct;
(b) activities contrary to the Protocol; (c)
unauthorized warranties concerning the Study
Drug; or (d) failure to comply with Applicable

12.1 Zadavatel se zavazuje, Ze odSkodni,
bude branit a  zprosti odpovédnosti
Poskytovatele, Hlavniho zkouSejiciho, cleny
statutdrnich orgdanti a vykonné fidici pracovniky
Poskytovatele a Pracovniky studie (jednotliveé
oznacované pojmem ,,OdSkodiiovana osoba u
Poskytovatele”) proti jakymkoli davodim
Zaloby, narokim, pravnimu fizeni nebo jinému
fizeni (vCetné thrady pfimefenych nakladii na
pravni zastoupeni) zahdjené kteroukoli tfeti
stranou proti  Odskodiované osobé u
Poskytovatele s cilem ziskat ndhradu Skody za
Ujmu na zdravi nebo smrt v disledku podavéani
Hodnoceného ptipravku Hlavnim zkouSejicim
pfi realizaci Protokolu (oznacovanym spolecné
jako ,Narok®). OdSkodnovand osoba u
Poskytovatele bude Zadavatele neprodlené
pisemné informovat pfi obdrZeni ozndmeni
o jakémkoli takovém Néaroku a neuzna
v Zddném ohledu odpovédnost za Skodu.
Zadavatel pfevezme obhajobu proti takovému
Néroku, uhradi souvisejici ndklady a bude
opravnén vybrat prdvniho zdstupce obhajoby.
Odskodnovand osoba u Poskytovatele bude
plné€ spolupracovat se Zadavatelem pii veSkeré
¢innosti pro Ucely obhajoby proti Naroku. Tato
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Laws (including, without limitation, obtaining
informed consents). Sponsor shall make no
settlement admitting fault on the part of an
Provider Indemnitee without its written consent,
which consent shall not be unreasonably
withheld.

ustanoveni o odSkodnéni nebudou platit pro
zadné Naroky v tom rozsahu, v jakém budou
diisledkem nésledujiciho jednani
Odskodnované osoby u Poskytovatele: (a)
poruseni Smlouvy, nedbalost nebo UmysIné
poruSeni povinnosti, (b) ¢innosti v rozporu
s Protokolem, (c) neoprdvnéné poskytované
zaruky ohledné¢ Hodnoceného piipravku nebo
(d) nedodrzovani PriislusSnych  ptedpist
(naptiklad neziskani informovanych souhlasti).
Zadavatel neuzavie Zadnou dohodu
o vyporddani s uzndnim zavinéni ze strany
Odskodnované osoby u Poskytovatele bez
pisemného souhlasu této osoby, kterd jej vSak
nesmi neodlivodnéné odpirat.

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

12.2  Zadavatel se zavazuje uzaviit a udrZzovat
takovy druh ¢ druhy pojisténi nebo
samopojiSténi, které predstavuji minimum
¢astek dostate¢nych na pokryti Zadavatelovych
zdvazkl podle této Smlouvy, a tyto Castky
nesmi byt niz8i{, nez vyzaduji PiisluSné
pfedpisy. Konkrétné feceno, Zadavatel timto
prohlaSuje a  potvrzuje, Ze v souladu
s ustanovenim § 52 odst. 3 pism. f) zdkona
o léCivech v aktudlnim platném znéni uzavie
pojiSténi Studie.

12.3  Provider agrees to remain responsible for
any Claim arising from an Provider
Indemnitee’s: (a) breach of Agreement; (b)
negligence or willful misconduct; (c) activities
contrary to the Protocol except for those
deviations permitted in Article 2.9 herein; (d)
unauthorized warranties concerning the Study
Drug; or (e) failure to comply with Applicable
Laws (including, without limitation, obtaining
informed consents).

12.3  Poskytovatel souhlasi s tim, Ze i naddle
ponese odpovédnost za veSkeré Néroky, které
budou disledkem nésledujictho  jednani
OdsSkodnované osoby u Poskytovatele : (a)
poruseni Smlouvy, (b) nedbalost nebo imysIné
poruSeni povinnosti, (c) ¢innosti v rozporu
s Protokolem, kromé& odchylek dovolenych
podle Clanku2.9 této Smlouvy, (d)
neoprdvnéné¢ poskytované zaruky ohledné
Hodnoceného ptipravku nebo (e) nedodrzovani
Piislusnych predpisit (napiiklad neziskani
informovanych souhlasti).

12.4  Provider, shall maintain such insurance
coverage as is required by Applicable Law for
the duration of the Study.

124 Po dobu trvani Studie bude
Poskytovatel udrzovat takové pojiSténi, jaké
vyzaduji Piislusné predpisy.

12.5 Sponsor further agrees that if Study
Subject enrolled in the Study according to the
Protocol suffers an adverse event, illness, injury,
provided such injury is not caused by a Provider

12.5 Zadavatel dale souhlasi s tim, Ze pokud
u Subjektu studie zarazeného do této Studie
podle Protokolu dojde k neziadouci piihodé,
onemocnéni nebo zdravotni Gjmé, pokud tato
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Indemnitee’s negligence or willful misconduct,
breach of the Agreement or failure to adhere to
the Protocol, to the extent that such expenses for
treatment are not covered by the Study Subject’s
health insurance policy, Sponsor will provide
payment for the Study Subject’s medical
expenses for treatment for injuries if such
injuries are not the result of the natural course of
any underlying disease and/or pre-existing
disease process present prior to the proper
administration of the Study Drug.

zdravotni djma nebude zplsobena nedbalosti
nebo Udmyslnym  poruSenim  povinnosti,
porusenim  Smlouvy nebo nedodrZzenim
Protokolu ze strany OdSkodnované osoby u
Poskytovatele, pak v rozsahu, v jakém nejsou
ndklady na 1écbu pokryty pacientovym
zdravotnim  pojiSténim, Zadavatel uhradi
pacientovy zdravotni ndklady na 1écbu
zdravotni djmy v piipad¢, Ze tato zdravotni
Ujma neni disledkem pfirozeného pribéhu
jakéhokoli zdkladniho onemocnéni a/nebo
postupu  onemocnéni  existujictho  pted
spravnym podavanim Hodnoceného piipravku.

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

Jakédkoli platba nebude uzndnim nespravného
jedndni ze strany Zadavatele.

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

Odpovédnost Zadavatele odskodnit
Poskytovatele podle tohoto ustanoveni nebude
limitovana ¢4stkou splatnou v rdmci jakéhokoli
pojisténi povinné uzavieného Zadavatelem, ale
bude se vztahovat na celou ¢astku skute¢né
Skody Poskytovatele ve vySi ndroku Subjektu
studie (nebo ndroku zdkonného zdstupce
Subjektu studie) UspéSné uplatnéného podle
pravniho ¥adu Ceské republiky.

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

Jakakoli platba nebude uzndnim nespravného
jedndni ze strany Zadavatele.

Article 13.  Confidential Information Clanek 13. Divérné informace

13.1 The Provider agrees as follows: 13.1  Poskytovatel souhlasi s ndsledujicim:
(a) Anything in this Agreement to (a) Bez ohledu na cokoli v této

the contrary notwithstanding, any and all | Smlouvé  vopatném  smyslu,  veskeré

information, whether written, oral, or in any
other form, including, without limitation, Study
Information, Data, knowledge, know how,
practices, process, data, or other information
(hereinafter referred to as “Confidential
Information”) provided to, resulting from,
learned or acquired in connection with the
conduct of a Study by the Provider, Principal
Investigator, or Study Personnel, shall be
received and maintained in strict confidence and
not disclosed to any third party during the term
of this Agreement and for ten (10) years
thereafter. Furthermore, the Provider agrees that
such Confidential Information shall only be used
for the purposes of this Agreement except as

informace, at’ jiz pisemné, tstni nebo v jakékoli
jiné podobé, jako napiiklad Informace ke studii,
Udaje, znalosti, know how, praktické postupy,
procesy, data nebo jiné informace (ddle jen
,Duvérné informace*), které byly poskytnuty
pro ucely Studie, jsou vysledkem Studie nebo
byly zjiStény ¢i  ziskdny v souvislosti
s provadénim Studie Poskytovatelem, Hlavnim
zkouSejicim nebo Pracovniky studie, budou
pfijimény a uchovévany s pfisnym zachovanim
diivérnosti a nebudou pfedany Zadné tieti strané
po dobu trvani této Smlouvy a pak po dobu
dalSich deseti (10) let. Poskytovatel také
souhlasi stim, Ze tyto Duvérné informace
budou pouzivany vyhradné pro ucely plnéni
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provided for herein. The Provider may disclose
Confidential Information to the Study Personnel
who require access thereto for the purposes of
this Agreement; provided that prior to making
any such disclosures, each such Study Personnel
shall be bound by obligations no less stringent
than those contained herein, to maintain
Confidential Information in confidence and not
to use such information for any purpose other
than in accordance with the terms of this
Agreement.

této Smlouvy, s vyjimkou toho, co je zde
stanoveno. Poskytovatel mtze piedat Duvérné
informace Pracovnikiim studie, kteifi je
potiebuji pro ucely plnéni této Smlouvy, avSak
s tim, Ze pred jakymkoli takovym ptredanim
informaci bude v nemén¢ ptisné mite, nez jak je
stanoveno v této Smlouve€, uloZena kazdému z
téchto Pracovnikl studie povinnost zachovavat
divérnost téchto Duvérnych informaci a
nepouzivat je  jinak neZ v souladu
s ustanovenimi této Smlouvy.

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

(b) Ustanoveni této Smlouvy, vcetné
napiiklad jejich finan¢nich podminek, se budou
také pokladat za Divérné informace a smluvni
strany budou zachovavat jejich divérnost
vsouladu s Césti 13(a) vySe. Pokud vSak
Poskytovatel nebo Pracovnici studie musi podle
Ptislusnych pifedpisi nebo z nafizeni soudu
pfedat tyto informace, mohou tak ucinit bez
poruseni svych povinnosti podle této Smlouvy,
avSak stim, Ze pfed takovym predanim
informaci musi Zadavateli sdé¢lit, o které
informace se jednd, duvod jejich pfedani a
datum pfedani.

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

(c) Zavazek zachovavat duvérnost a
nepouZzivat tyto informace se nevztahuje na
Duivérné informace, které v dobé jejich predant:

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

(1) jsou vSeobecné piistupné ve vetejné
doméné nebo se stanou piistupné verejnosti bez
pficinéni Poskytovatele  nebo Pracovniki
studie,

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

(i)  jsou nezavisle znamy
Poskytovateli nebo Pracovnikim studie, jak
dokladaji pisemné zdznamy Poskytovatele,

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

(iii)  byly obdrZeny tfeti stranou,
ktera ma pravo je pfedat Poskytovateli nebo
Pracovnikiim studie bez poruseni povinnosti
zachovdvat jejich diveérnost nebo je nepouZivat,
nebo

(iv)  1s independently developed by
Provider or Study Personnel without use of or
reference to or reliance on such Confidential
Information as evidenced by written records.

(iv)  byly nezavisle vyvinuty
Poskytovatelem nebo Pracovniky studie bez
pouziti Divérnych informaci, odkazovani na n¢
nebo na jejich zdklad¢, jak dokladaji pisemné
zdznamy.
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Article 14.  Assignment

Clinek 14.  Postoupeni

14.1 Neither Provider nor Principal Investigator
may assign this Agreement or any associated
agreements, without Sponsor’s prior written
consent. Any attempt made by Site or Principal
Investigator to assign or delegate this Agreement
in violation of this Article 14 shall be of no force
or effect.

14.1 Poskytovatel ani Hlavni zkousSejici
nemohou bez predchoziho pisemného souhlasu
Zadavatele postoupit jiné strané tuto Smlouvu
nebo jakékoli s ni souvisejici dal$si smlouvy.
Jakykoli pokus Mista provadeéni klinického
hodnoceni nebo Hlavniho zkouSejiciho
postoupit tuto Smlouvu nebo povéfit jejim
plnénim jinou stranu v rozporu s timto Clankem
14 bude neplatny nebo neucinny.

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

14.2 Zadavatel bude opravnén postoupit celou
tuto Smlouvu nebo kteroukoli jeji ¢ast nebo
povéfit jejim plnénim jinou stranu bez souhlasu
Mista provadéni klinického hodnoceni nebo
Hlavniho zkousSejictho. O postoupeni bude

Zadavatel obratem pisemné¢ informovat
Poskytovatele.
Article 15.  Entire Agreement; | Clanek 15.  Uplnost ujednéni a zmény
Modification

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

Tato Smlouva spolu se vSemi ptilohami
pfedstavuje zéavérecné, uplné a vyhradni
ujedndni smluvnich stran ohledn¢ pfedmétu této
Smlouvy a nahrazuje veskeré predchozi dohody
a ujedndni ohledné¢ tohoto predmétu Smlouvy.
V ptfipadé rozporu mezi ustanovenimi této
Smlouvy a Protokolem bude tato Smlouva
rozhodujici pro vSechna obchodni a smluvni
ustanoveni, ale Protokol bude rozhodujici
v otdzkdch provadéni Studie a v otdzkich
zdravi a prospéchu pacientl. Jakékoli ujednani
o zméné ustanoveni této Smlouvy jakymkoli
zpisobem bude platné jen v ptipadé, Ze tato
zména bude pisemnd a bude schvilena
vzajemnou dohodou povéienych zastupci
smluvnich stran.

Article 16.  Notices

Clanek 16.  Oznameni

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

Veskerda ozndmeni pravniho charakteru, ktera
jsou vyzadovdna nebo povolena podle této
Smlouvy, budou povazovdna za podand a
ucinnd, kdyz budou zasldna poStou s uhrazenim
postovného, nebo zasldna celostatné uznavanou
expresni kuryrni sluZzbou a adresovéna piislusné
stran€ s pouzitim niZe uvedené adresy, pokud
nebyla formou ozndmeni ostatnim smluvnim
strandm urcena jind adresa.
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If to Sponsor: If to Provider: Ozndmeni zasiland | Oznameni zasilana
Incyte Corporation University Hospital Zadavateli: Poskytovateli:
1801 Augustine Hradec Kralové, Legal ||| Incyte Corporation Fakultni nemocnice
Cut-Off Department 1801 Augustine | Hradec Krédlové
Wilmington, DE Sokolska 581, 500 05 Cut-Off Pravni odbor
19803, U.S.A. Hradec Krilové — Wilmington, DE | Sokolskd 581
Attention: V.P. Novy Hradec Krdlové, 19803, USA 500 05 Hradec
Development Czech Republic K rukdm: V.P. Kralové — Novy
Operations Attention: IDasa Development Hradec Kralové
cc: Legal Prokupkova Operations Ceska republika
Department Kopie: Legal | K rukdam: Dasa
If to CRO: Department Prokipkova
Syneos Health, Oznameni zasilana
LLC CRO:
1030 Sync Street Syneos Health,
Morrisville, North LLC
Carolina, 27560, 1030 Sync Street
USA Morrisville, North
Re: Project Code Carolina, 27560,
7014858 USA

Re: Project Code

7014858

Article 17.  Conflict of Interest Clinek 17.  Stiety zajmii
17.1 The Provider and Principal Investigator | 17.1 Poskytovatel a Hlavni zkouSejici

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

potvrzuji, Ze ani oni sami, ani kterykoli z
Pracovniktl studie nejsou v soucasnosti vazani
Zadnou dohodou nebo zdvazkem, které by byly
v rozporu s povinnostmi a zavazky vuci
Zadavateli podle této Smlouvy, a zavazuji se
rovnéZ neptijimat jakékoli takovéto zavazky ani
neuzavirat jakékoli takovéto dohody po dobu
trvani této Smlouvy.

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

17.2 'V jakékoli formé nebo jakymkoli
zpisobem podle ptfiméfenych pozadavki
Zadavatele bude Hlavni zkouSejici oznamovat a
vynaloZi nejlep$i dsili na to, aby tak ucinili i
vSichni spoluzkouSejici ve Studii, vSechny
nasledujici majetkové zdjmy, které Hlavni
zkousSejici, jeho/jeji manzel/ka, partner/ka a
nezletilé déti vlastni nebo maji v drZeni, piimo,
nepiimo nebo rovnym dilem (spolecné
,JFinanni zajmy*):
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(a) All compensation, payments (including
other research grants, consulting or director’s
fees, honoraria, speaking and meeting travel fees
and reimbursement) and items or services of
value provided by or on behalf of the Sponsor
(excluding compensation received under
Schedule B and this Agreement);

(a) Veskeré odmény, platby (véetné dalSich
grantli na vyzkum, odmén za konzultace nebo
odmén Clenim statutdrnich orgdnd, honorafd,
plateb za vystoupeni a plateb a thrad ndkladii za
cesty na pracovni setkani) a hodnotné polozky
nebo sluzby poskytované Zadavatelem nebo
jeho jménem (s vyjimkou odmén obdrZenych
podle ustanoveni Piilohy B a této Smlouvy).

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

(b) Vsechny licence, postoupeni prav nebo
jiné pievody prav nebo zdjmi k nemovitému ¢i
osobnimu majetku nebo dusevnimu vlastnictvi
za UCasti Zadavatele nebo ve vztahu k
Hodnocenému piipravku.

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

(c) Vsechny formy vlastnickych zdjma k
majetkovym podilim ve spolecnosti (vCetné
akcii, opci a warrant) nebo k dluhu Zadavatele
¢i jinych pravnickych osob s finanénimi z4jmy
ve vztahu k Hodnocenému piipravku.

(d) All other financial interests, payments
and other compensation described under FDA or
any comparable equivalent as required by
Applicable Law.

(d) Vsechny ostatni finan¢ni z4jmy, platby
a jiné odmény popsané v zdakonnych

ustanovenich FDA nebo v jakychkoli jinych
srovnatelnych  ustanovenich  ve  shodé
s pozadavky Piislusnych predpisti.

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

Béhem provéadeéni Studie a pak po dalsi jeden
(1) rok po jejim dokonceni bude Hlavni
zkousSejici vypliovat a aktualizovat formulafe
informaci o finan¢nich zajmech, ozndmeni a
osvédCeni podle soucasnych nebo budoucich
pozadavkl Zadavatele nebo Kontrolniho tfadu.
Misto  provadéni  klinického  hodnoceni
prohlaSuje a zaruCuje, Ze vSechny finan¢ni
transakce budou zaznamendvéany vcas a presné
a ze jeho financni zdznamy presn€ odrazeji
charakter, ¢4stky a konkrétni podrobnosti kazdé
transakce tykajici se této Smlouvy. Hlavni
zkouSejici také svoluje k prevodu svych
oznameni o finan¢nich zdjmech do plvodni
zem¢ Zadavatele, tedy Spojenych statd,
pfestoZze tamni zdkony na ochranu osobnich
Gidaji nemusi byt tak pifsné jako v Ceské
republice.

Article 18. Miscellaneous

Clanek 18. Riizné

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

18.1 Nazvy ¢lanki této Smlouvy jsou uvedeny
jen pro piehlednost a neptedstavuji vlastni
soucast obsahu této Smlouvy.
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18.2 The parties agree that if it is determined that
any activity under this Agreement is legally
noncompliant with Applicable Law, that portion
of this Agreement shall be deemed void unless,
within thirty (30) days after such determination,
the parties have amended and reformed this
Agreement as necessary to comply, and the
parties shall thereafter cooperate in taking such
actions as are necessary to secure compliance.

18.2 Strany souhlasi stim, Ze pokud bude
stanoveno, ze jakdkoli cCinnost podle této
Smlouvy je pradvné neslucitelnd s PfisluSnymi
ptedpisy, bude dand c¢ast Smlouvy pokldddna za
zruSenou, pokud do tficeti (30) dnd po
takovémto stanoveni neslucitelnosti strany
nezméni a neopravi tuto Smlouvu tak, aby byla
s témito ptedpisy slucitelnd; v takovém piipadé
pak strany musi spolupracovat na pfijeti
opatieni nezbytnych k zajisténi souladu s témito
predpisy.

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

18.3 Pokud se kterdkoli smluvni strana vzda
plnéni nebo pfistoupi na neplnéni kterékoli
podminky nebo ustanoveni této Smlouvy nebo
pokud nebude trvat na jedndni v pifisném
souladu s jakoukoli zarukou, prohldSenim,
souhlasem, ustanovenim nebo podminkou této
Smlouvy, nebude to znamenat, Ze svoluje
k jakémukoli budoucimu poruSeni zdvazka
nebo jejich neplnéni, at’ jiZ podobnému nebo
rozdilnému.

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

18.4  Poskytovatel souhlasi
s administrativnimi ustanovenimi a
podminkami uvedenymi v Protokolu v tom
rozsahu, v jakém nejsou tato ustanoveni a
podminky v rozporu s touto Smlouvou. Tato
Smlouva spolu se vSemi piflohami, rozpisy
nebo jinymi dokumenty vypracovanymi a
piijatymi spolu s ni piedstavuje tplné ujednini
mezi stranami a nahrazuje veSkeré predchozi
dohody, at’ jiz pisemné, dstni nebo jiné.

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

18.5 Veskeré administrativni nebo finan¢ni
dodatky nebo dpravy této Smlouvy budou jeji
soucasti ve formé& odkazu, podle toho, jak to
bude relevantni, poté, co budou vzijemné
pisemné schvéleny.

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

18.6 Tato Smlouva byla vyhotovena
v anglickém aceském jazyce. V piipadé
rozpord mezi témito dvéma jazykovymi
verzemi bude rozhodujici eskd jazykova verze.

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

18.7 Tato Smlouva se bude fidit zdkony
Ceské republiky. Pfed zahdjenim jakéhokoli
pravniho fizeni se strany budou snaZit dospét ke
smirnému feseni jakychkoli vzdjemnych sport
tykajicich se této Smlouvy.
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18.8 Any disputes arising out of this Agreement
shall be resolved by the competent courts of the

18.8 Veskeré spory vzniklé ztéto Smlouvy
budou feSeny piisluSnymi soudy v Ceské

Czech Republic. republice.
18.9 This Agreement has been executed in | 18.9 Tato Smlouva byla podepsédna v péti (5)
five (5) originals. stejnopisech.

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

The sponsor or CRO, as the case may be,
undertakes to inform the Provider and the
Principal Investigator of the newly approved
clinical trial documents in a timely manner.

18.10. Smluvni strany berou na védomi, Ze

nedojde kiniciaéni  navstéve, dodavce
hodnoceného 1éCivého piipravu a predani

vybaveni do okamZziku uvefejnéni konecného
dokumentu v registru smluv.

Zadavatel, ptipadné CRO se zavazuji, Ze budou
v€asné informovat poskytovatele a hlavniho
zkousejiciho o nové schvélenych dokumentech
ke klinickému hodnoceni.
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IN WITNESS WHEREOQF, the parties hereto
have entered into this Agreement effective as of
the Effective Date.

NA DUKAZ TOHO uzaviely smluvni strany
tuto Smlouvu s dcinnosti ke Dni ucinnosti
Smlouvy.

Syneos Health UK Ltd. on behalf of INCYTE
CORPORATION / Syneos Health UK Ltd.
jménem spole¢nosti INCYTE CORPORATION

University Hospital Hradec Krdlové / Fakultn{
nemocnice Hradec Kralové

By/Jméno:

By/Jméno: prof. MUDr. Vladimir Palicka,
CSc., dr. h. c.

Title/Funkce: Manager, SSU and Regulatory

Title/Funkce: Director/feditel

Signature/Podpis:

Signature/Podpis:

Date/Datum: 30. 7. 2021

Date/Datum: 30. 7. 2021

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

By/Jméno: _

Title/Funkce: Principal Investigator / Hlavni
zkouSejici

Signature/Podpis:

Date/Datum: 4. 8. 2021

Schedules:

Prilohy:

Schedule A - Finalized payment Schedule &
Budget

Ptiloha A — Kompletni rozpis plateb a rozpocet

Schedule B - Budget

Ptiloha B - Rozpocet

Schedule C - Power of attorney/delegation
letter of EU Legal Representative of Incyte,
Delegation Letter to CRO

Ptiloha C — PIlna moc/delegacni dopis pro
Zastupce Incyte v EU, Delegacni dopis pro
CRO
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Schedule A - Finalized payment Schedule & Priloha A — Kompletni rozpis plateb a rozpocet
Budget
SCHEDULE A - FINALIZED PAYMENTSCHEDULE & | PRILOHA A -KONECNA PODOBA ROZPISUPLATEB
BUDGET AROZPOCTU
1. PAYEE 1. PRIJEMCE PLATEB
Payments shall be made to the following payee: Platby budou hrazeny nasledujicimu piijemci
plateb:
Contract Payee Smluvni prijemce plateb
P&?; ie N;I.l:'n/ce lateb University Hospital Hradec Kralove
very P Fakultni nemocnice Hradec Kralové
Payee Address / Sokolskd 581, 500 05 Hradec Krilové — Novy Hradec
Adresa prijemce plateb Kralové, Czech republic
Payee Email / .
E-mail pifjemce plateb jitka.halesova@fnhk.cz
Bank Account Number /
Cislo bankovniho @étu 24639511/0710
Variable symbol / Invoice number /
Variabilni symbol ¢islo faktury
Banking Information Bankovni informace
Bank Name / Czech National Bank/
Nazev banky Ceskd narodni banka
Bank Street / . <
Ulice banky Na Prikopé 28
Bank City / Prague 1/
Mésto banky Praha 1
Bank State/Province / Czech republic /
Stat/provincie banky Ceska republika
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Bank Postal Code /

Postovni smérovaci ¢islo 11503

banky

Bank Country / Czech Republic /
Zemé banky Ceska republika
Receiving Account Currency /

Ména prijimajiciho actu CZK

éccount Number /

Cislo uétu 24639511/0710
SWIFT Code (8 or 11

Characters) /

SWIFT kéd (8 nebo 11 CNBACZPP
znaku)

If the contracted Payment Currency does

not match your bank account, you may need to neshoduje s ménou Vaseho bankovniho tctu,
provide an Intermediary Bank. mozna budete muset uvést zprostfedkovatelskou
banku.

Pokud se ména sjednand pro platby

Please contact your Financial Provider for
details. If an Intermediary bank is
required, please provide Bank Name,
Account Number if applicable and SWIFT
Code of Intermediary Bank along with all
other required Wire instructions

Ohledné podrobnosti se obrat'te na svou
finan¢ni instituci. Pokud je vyZzadovéana
zprostiedkovatelskd banka, uved’te ndzev
banky, ptipadné ¢islo uctu a SWIFT kéd
zprostifedkovatelské banky spolu se
vSemi dal§imi poZadovanymi pokyny pro
bezhotovostni pievod.

Contact Information

Kontaktni udaje

Name of Invoice Recipient Ing. Jitka HaleSova
sending invoices /
Jméno piijemce faktur
odesilajiciho faktury

Telefonni ¢islo a e-mail

Phone Number & Email / +420 495 833 827 jitka.halesova@fnhk.cz

Upiednostiovany jazyk

Language Preference / Cesky nebo Anglicky/ Czech or English

Name of Payment Recipient Ing. Jitka HaleSova
to receive payment
notification and details /
Jméno piijemce plateb, ktery
ma dostat oznameni o platbé
a podrobnosti
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Phone Number & Email /

Telefonni ¢islo a e-mail

+420 495 833 827 jitka.halesova@fnhk.cz

Language Preference /
Telefonni ¢islo a e-mail

Cesky nebo Anglicky/ Czech or English

The Sponsor’s Authorized Payment Agent
(“CRO”) is Syneos Health UK Limited.

In case of changes in the Payee’s bank details, Payee
must inform Sponsor or its designee in writing in
advance of the applicable payment. The parties agree
that in case of changes in bank details which do not
involve a change of Payee/Bank Account Name or
change of country location of bank account, no further
amendments are required.

Autorizovany platebni agent Zadavatele (,,CRO®) je
Syneos Health UK Limited.

V piipadé zmen bankovnich tdaji pifjemce plateb musi
piijemce plateb pted ptisluSnou platbou pfedem pisemné
informovat Zadavatele nebo jeho povéfenou osobu.
Smluvni strany souhlasi stim, Ze v pfipadé¢ zmén
bankovnich uddajd, které nezahrnuji zménu ndzvu
piijemce plateb / ndzvu bankovniho uctu nebo zemé
bankovniho Gc¢tu, nejsou zapotiebi Zadné dalsi dodatky.

2. INVOICES

All invoices should be issued to the following as
instructed:

2. FAKTURY

Vsechny faktury musi byt vystaveny dle pokyni nize:

Attn. Investigator Payment Department

Attn. Investigator Payment Department

Syneos Health UK Limited

Syneos Health UK Limited

Farnborough Business Park

Farnborough Business Park

1 Pinehurst Road

1 Pinehurst Road

Farnborough Farnborough
Hampshire Hampshire
GU14 7BF GU14 7BF
United Kingdom Velka Britdnie

VAT: GB806650142
Re: Project Code 7014858

E-mail : |

VAT: GB806650142
Re: Project Code 7014858

E-mail: [

Invoices should include Sponsor’s name, Protocol
ID, project code 7014858, Principal Investigator
Name, Site Name, site number 535 and a summary

Na faktufe by mélo byt uvedeno jméno zadavatele, ID
protokolu, kéd projektu 7014858, jméno hlavniho
zkousejicitho, ndzev pracovisté, ¢islo pracovisté 535 a
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of the reimbursement to be made in compliance
with Schedule A and Schedule B. Additionally,
CRO details should be included in the body of the
invoices to allow payment as follows:

souhrn dhrad, které maji byt provedeny podle Ptilohy A
a Prilohy B. Déle, aby mohla probéhnout platba, by v
textu faktury mély byt uvedeny tdaje CRO nésledovné:

Syneos Health UK Limited
Farnborough Business Park
1 Pinehurst Road
Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re: Project Code 7014858

Syneos Health UK Limited
Farnborough Business Park
1 Pinehurst Road
Farnborough

Hampshire

GU14 7BF, UK

DIC: GB806650142

Véc: Kéd projektu 7014858

All invoices and payment related queries,
including the Project Code referenced above,
should be sent to E-mail:
!

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

Veskeré faktury a dotazy tykajici se plateb, véetné
kédu projektu uvedeného vyse, zasilejte na e-
mailovou adresu:

Zadavatel proplati Poskytovateli fakturovany
postup (postupy) a/nebo poplatky Poskytovatele
do Ctyficeti péti (45) dni od vystaveni nesporné
faktury a veskeré podpiirné dokumentace, kterou
zadavatel poZaduje, zadavateli nebo CRO.

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

Nevratny administrativni zahajovaci poplatek.
Jednorizovy, nevratny, zahajovaci poplatek ve vysi
uvedené v priloze B bude vyplacen po uzavieni této
smlouvy a po vystaveni faktury.

Ethics Committee. Central and/or Local Ethics
Committee fees will be paid directly to the
applicable Ethics Committee by the Sponsor
through CRO.

Eticka komise. Poplatky centrdlni a/nebo mistni
etické komise budou vyplaceny piimo piislusné
etické komisi zadavatelem prostifednictvim CRO.

3. STUDY SUBJECTS ENROLLMENT

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

Nébor do studie je konkurencni. Poskytovatel bere na
védomi, Ze tato studie ma v pldnu hodnotit stanoveny
pocet subjekti. Od Poskytovatele se oCekava, Ze za
ucelem ndboru vynaloZi maximdalni dsili, jak je
stanoveno ve smlouve¢.

An “Evaluable Subject” is one who has been properly
screened and meets all eligibility criteria in accordance
with the Protocol.

»~Hodnotitelny subjekt je subjekt, ktery fddné proSel
screeningem a spliiuje vSechna kritéria zplisobilosti
v souladu s protokolem.

When enrollment of the target number of subjects for
the entire Study is complete, Provider will be notified
and instructed not to continue enrolling subjects.

AZ bude nébor cilového poctu subjektii do celé studie
dokoncen, bude Poskytovatel informovan a dostane
pokyn, aby nepokracoval v ndboru subjekti.

4. PAYMENT TERMS

4. PLATEBNI PODMINKY

Payment to Provider for services provided shall be
made according to the agreed upon detailed budget,
attached hereto as Schedule B 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 predstavuje
ptilohu B této smlouvy a je do n¢j zaclencna
odkazem. Veskeré uvedené poplatky zahrnu;ji
rezijni néklady a pocitaji se v CZK. Veskeré
¢astky v rozpoctu jsou uvedeny bez dan¢ z
ptfidané hodnoty (,,DPH®). Pokud to umoznuji
mistni zdkony, ¢4stky rozpoctu budou
navySeny o DPH v odpovidajici sazbé&. Platby
budou provadény po piijeti faktury s platnou
sazbou DPH. Platby nepodléhaji sraZkové
dani. V rdmci platnych pfedpisi je
odpovédnosti pfijemce platby ptfiznat tento
piijem, pfi¢emZ zadavatel a CRO neodpovidaji
za 7Zddné neuhrazené dané¢. Platby, které jsou
zde uvedeny, budou realizovény, jakmile
zadavatel nebo jeho povéfend osoba ovéii, Ze
do systému EDC byly vlozeny pozadované
udaje.

Compensation for all Protocol-required activities to be
performed by Provider is included in Schedule B, except
for any services reimbursed by a National Health Service
Provider.

Odmeéna za veskeré ¢innosti vyZzadované
protokolem, které vykonava Poskytovatel, je
uvedena v piiloze B, s vyjimkou veskerych sluzeb,
které proplaci narodni poskytovatel zdravotnich
sluzeb.
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Provider must submit all invoices no later than
ninety (90) days after the final site closeout visit at
the Provider. Any invoices that are submitted after
such ninety (90) days will not be paid.

Poskytovatel je povinen ptedloZit vSechny faktury
nejpozd¢ji do devadesati (90) dni po zavérecné
navstéve pii uzavieni pracovisté Poskytovatele.
Veskeré faktury, které budou predloZeny po této
devadesatidenni (90) lhiité, nebudou proplaceny.

Sponsor reserves the right to suspend payments in
the event that Provider: 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 Provider
rectifies the deficiencies to Sponsor’s satisfaction.

Zadavatel si vyhrazuje pravo pozastavit platby v
piipadé€, ze Poskytovatel: 1) nevyftesi dotazy
tykajici se udajli, 2) nespravné vyplni formulafe
eCRF v systému EDC v souladu s podminkami
této smlouvy a/nebo 3) nedodrzi nebo nevyhovi
jinym podminkdm této smlouvy. Platby budou
znovu obnoveny, jakmile Poskytovatel opravi
nedostatky ke spokojenosti zadavatele.

Sponsor will not pay Provider 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 nébor do studie se
odchyluje od kritérii zptisobilosti uvedenych v
protokolu nebo jejichz studijni udaje nemohou byt
analyzovany kviili odchylkdm od protokolu,
nedostatku fddnych zdznamii nebo nekompletnim
nebo nespravnym formulaiim 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 c¢tvrtletné a pomérnym
zpusobem, dle potteby. Devadesat procent (90 %)
kazdé dluzné Castky bude proplaceno na zakladé
ctvrtletnich udajti z ndboru potvrzenych
formulafem CRF subjektu dokladajicim navstévy
subjektu. Platby budou realizovéany do Ctyficeti
péti (45) dni po konci kazdého Ctvrtleti.

6. PER-SUBJECT COSTS

6. NAKLADY NA SUBJEKT

Sponsor agrees to pay the Provider according to
Schedule B 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 Schedule B. In the event that a Study
Subject completes more visits than included in the
total estimated per-subject cost, Provider shall be
compensated for each additional visit completed

Zadavatel se zavazuje k platbdm Poskytovateli
podle ptilohy B, pficemz platba bude provedena za
absolvované navstévy a naklady na lécbu za
vSechny navstévy, postupy a vysetieni planované v
protokolu. Celkové odhadované naklady na
dokonceni studie za dokonceny subjekt jsou
uvedeny v priloze B. V piipad¢, Ze studijni subjekt
absolvuje vice navstév, nez je zahrnuto v
celkovych odhadovanych ndkladech na subjekt,
Poskytovatel dostane proplacenu kazdou dalsi
dokoncenou navstévu ve vysi uvedené v priloze B.
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according to the stated reimbursement in Schedule
B.

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

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

Ptijemci platby budou uhrazeny skutecné ndklady
jinych neptfedpoklddanych, ale pfiméfenych
postuptl, které neplynou ze standardni péce, ale
vyZaduje je studie nebo protokol (a jakékoliv
jejich dodatky), na zdkladé faktury a podrobné
podptrné dokumentace pfijatych zadavatelem.
Bude-li to proveditelné, bude ziskan predchozi
pisemny souhlas zadavatele, pokud to neohrozi
celistvost protokolu nebo bezpecnost studijniho
subjektu; v opacném piipad¢ bude o této
skutec¢nosti zadavatel informovén co nejdfive poté.
Platba bude realizovéana ve lhiité Ctyficeti péti (45)
dnti po vystaveni faktury.

7. SCREEN FAILURES

A “Screen Failure” shall mean any Study Subject who
signs an Informed Consent Form, has completed the
Screening Visit, but fails to meet the eligibility criteria
for enrollment in the Study, as set forth in the Protocol.

7. NEUSPESNY SCREENING

,,INetspéSny screening‘‘ bude znamenat jakykoli subjekt,
ktery podepiSe formuldf informovaného souhlasu,
absolvoval screeningovou navstévu, ale nesplni kritéria
zpusobilosti pro zatazeni do studie uvedend v protokolu.

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.

Pifjemci plateb bude uhrazeno maximélné pét (5)
nedspeéSnych screeningi  zafazenych v souladu s
protokolem.. Dalsi pifipady neudspésného screeningu
budou proplaceny na zdkladé¢ 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.

vy 2

Uhrada za viechny piipady nedsp&ného screeningu
bude vyplacena spolu s pravidelnou platbou za
planované navstévy studijniho subjektu poté, co

VVVVV

v 7

netspésného screeningu v systému EDC.

8. EQUIPMENT USAGE

8. POUZITI VYBAVENI

Sponsor will provide the following equipment to the
Provider for purposes of the Provider performing
activities necessary for the Study, which following Study
Completion, shall be returned to Sponsor or its

Zadavatel poskytne Poskytovateli ndsledujici vybaveni
pro ucely Poskytovatele k provddéni ¢innosti
nezbytnych ve studii, které po dokonceni studie vrati
zpét zadavateli nebo jeho poveéfenému zéstupci v
dobrém stavu, s béZnym opotiebenim.
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designated agent in good condition, normal wear and
tear excepted.

Item: Apple iPad 6th generation, model A1954
Serial number: will be specified in the handover
protocol

Value: _

Quantity: 1

Condition: New

Polozka: Apple iPad 6. generace, model A1954
Vyrobni ¢islo: bude uvedeno v pteddvacim protokolu
Hodnota:

Mnozstvi: 1

Stav: Novy

Provider will:

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

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

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

e Provide appropriate environment, space and
support for the Equipment

e Notify Sponsor of damage to or malfunction of
the Equipment

Poskytovatel bude provadét nasledujici:

e Zajisti, Ze vybaveni bude pouZivat proskoleny
persondl podle protokolu.

e Zajisti, Ze vybaveni se bude pouZzivat vyhradné
pro tuto studii. Spolupracovat pfi veSkerych
instalacich, opravach a idrzbé vybaveni.

e Poskytne odpovidajici prostiedi, prostor a
podporu pro vybaveni.

e Uvédomi zadavatele o poSkozeni nebo
nespravném fungovani vybaveni.

Promptly following the completion or earlier
termination of the Study, at Sponsor’s direction and

Thned po dokonceni nebo predcasném ukonceni
studie, dle pokynt a na ndklady zadavatele, vrati

expense, Provider shall return Equipment to | Poskytovatel vybaveni zpét zadavateli.
Sponsor.
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 Provider after
the following requirements have been met:

Zaveérecna platba podle této smlouvy, vcetné zbyvajici
¢asti finan¢nich prostiedki z platby za kaZzdou navstévu
studijniho subjektu (10% zadrzné), bude vyplacena
Poskytovateli poté, co budou splnény nasledujici
pozadavky:

e Final resolution of all queries;

e konecné vyfeSeni vSech dotazi;

e Upon final acceptance of all
eCREFs;

e na zakladé konecného pfijeti
vS$ech formulait eCRF;
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e The receipt and approval of any
outstanding regulatory/study
documents as required by
Sponsor;

prijeti a schvalen{ vsech
zbyvajicich regulacnich
dokumentii / dokumentl studie
pozadovanych zadavatelem;

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

vraceni vSech nepouZitych
hodnocenych ptipravkii nebo po
ovéfend, 7e Poskytovatel
hodnocené piipravky zlikvidoval,
podle toho, co ptfipadd v dvahu;

e The return of Study supplies
(including any equipment
provided to Provider by
Sponsor) and Confidential
Information to Sponsor; and

vraceni materidll pro studii
(véetné  jakéhokoli  vybaveni
poskytnutého Poskytovateli
zadavatelem) a divérnych
informaci zadavateli;

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

po  splnéni  vSech  dalSich
prislusnych podminek
stanovenych ve smlouvé.
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SCHEDULE B

PRILOHA B

BUDGET

ROZPOCET
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Schedule C - Power of attorney/Delegation Piiloha C — Plna moc/Delega¢ni dopis pro
letter of EU Legal Representative of Incyte, | Zastupce Incyte v EU, Delega¢ni dopis pro
Delegation Letter to CRO CRO

Delegation letter of EU Legal Representative of Incyte / Delega¢ni dopis pro Zastupce Incyte
v EU
Only by reference / vloZeno odkazem
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