SMLOUVA
O POSKYTNUTI SLUZEB PRO UCELY
KLINICKEHO HODNOCENI

mezi

BAYER s.r. 0.

se sidlem: Praha 5, Stodllky, Siemensova 2717/4,
155 00, Ceska republika

zapsand v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 391

IC: 00565474

DIC: CZ00565474

za néjz jednaji: Panagiotis Alekos, prokurista

(dale jen jako ,Bayer")
A

Fakultni nemocnice Hradec Kralové

]

se sidlem: Sokolska 581, 500 05 Hradec Krélové —
Novy Hradec Kréalové .

IC: 00179906

DIC: CZ00179906

Zastoupena: prof. MUDr. Vladimirem Pali¢kou,
CSc., dr. h. c., feditelem
Cislo G&tu: 24639511/0710

(dale jen ,Instituce®)

uzaviena nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona ¢. 89/2012
Sb., obcanského zakoniku, ve znéni pozdéjSich
predpist (dale jen ,Smlouva*“):

Preambule

Vzhledem ktomu, ze Bayer zajiStuje provadéni

2017_CZ_C0O_33805

AGREEMENT
ON SERVICES FOR PURPOSE OF A
CLINICAL TRIAL

between

BAYER s.r. 0.

with its registered seat at: Prague 5, Stodulky,
Siemensova 2717/4, 155 00, Czech Republic
registered at the Municipal Court in Prague, Section
C, Insert 391

ID No.: 00565474

VAT No.: CZ00565474

represented by: Mr. Panagiotis Alekos, proxy

(hereinafter referred to as "Bayer")
And

[Fakultni nemocnice Hradec Kralové

]|

With its registered seat at: Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové

ID No.: 26095203

VAT No.: CZ00179906

Represented by prof. MUDr. Vladimir Palicka, CSc.
Dr.h.c., director

Bank account No.: 24639511/0710. |

(hereinafter referred to as "Institution”)

entered into on the below stated day, month and
year pursuant to § 1746 sect. 2 of the Act No.
89/2012 Coll., Civil Code, as amended (hereinafter
referred to as “Agreement”):

Preamble

Whereas, Bayer ensures conducting of the clinical
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klinického hodnoceni s hodnocenym [éCivym
pripravkem | NN C:'c  jen
,Hodnoceny 1€k*) s nazvem |NNNE
I
I
.
]
I - :isicm Bayer I (déle jen
~Studie”), které je blize popsano v protokolu \}erze
1.0 2 17.3.2017 |, ktery bude samostatné poskytnut
Specialistovi v€etné jeho néaslednych zmén (jeho
posledni schvélena verze se dale oznacuje jen jako
.Protokol*) ve zdravotnickém zafizeni | | NN
I (e
jen ,Centrum“) pod vedenim zkousejiciho [l

I :lc jen ., Zkousejici),

vzhledem k tomu, ze =zadavatelem Studie je
spole¢nost Bayer AG, se sidlem v Leverkusen,
51368, Némecko, zapsany u Mistniho soudu
v Koliné nad Rynem, pod ¢&islem HRB 48248
rejstfiku spolecnosti, ﬁei je spole¢nosti propojenou
se spole¢nosti Bayer a ktera povéfila spole¢nost
Bayer vykonem svych prav a povinnosti v ramci
provadéni Studie v Ceské republice, spolednost
Bayer AG prevedla vesSkeré provozni postupy
souvisejici a tykajici se Studie na spole¢nost Bayer,

vzhledem k tomu, ze provadéni Studie zahrnuje
provadéni \MRI vySetfeni u subjektll hodnoceni
(dale jen ,MRI“) , pficemz celkovy predpokladany,
ale nezavazny pocet takovych subjektd jelll |

vzhledem k tomu, Ze provadéni Studie Bayer
smluvné zajistil jak s Centrem, tak i se ZkouSejicim,
nicméné je nezbytné také smluvné zajistit
nasledujici: provedeni téhotenskych testu za
Gcelem vylou€eni téhotenstvi subjektu hodnoceni
bude provedeno pred provedeni MRI mimo Instituci
extérni spole¢nosti |GGG
I - s ubjcki hodnoceni

predloZi pred vySetfenim vysledek téhotenského
testu, bez néhoz neni mozné MRI provést.
Provedeni MRI u subjektd hodnoceni, odborné
popsani a zhodnoceni MRI snimku, pfedani popisu
a odborného zhodnoceni ZkouSejicimu a MRI
snimkd s popisem a odbornym zhodnocenim
spoleCnosti Bayer elektronicky prostfednictvim
Radiant Sage Ventures ¢i na CD / DVD-ROM pro
dal§i hodnoceni centralnimu MRI tymu,
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trial involving the study drug
I (hcreinafter called the “Study Drug”)
entitied [ NG
I
I

I || with the Bayer
numberlllll ] (hereinafter referred to as "Study")

as described in more detail in the protocol |version
1.0 dated 17" March 2017 ] provided separately to
Specialist as amended from time to time (latest
approved version hereinafter referred to as
"Protocol") in the healthcare institution [
|

(hereinafter referred to as “Center”)‘ under the

supervision of the investigator | GczNNE

I hereinafter referred to as “ Investigator”),

whereas, the Study is sponsored \by Bayer AG, with
its registered office in Leverkusen, 51368,
Germany, registered at the Local Court in Cologne
under the ref. No. HRB 48248 , |an affiliate company
of Bayer, which delegated the exercise of its rights
and duties within performance of the Study in the
Czech Republic upon Bayer, Bayer AG has
delegated all study related operational procedures
to Bayer,

whereas, the Study performance involves |MRI
examination in study subjects (hereinafter referred
as “MRI” , while total envisaged but non-binding
number of such subjects is: [ |

whereas the Study performance is ensured by
Bayer upon contracts with the Center as well as
with the Investigator, however, it is still necessary
to ensure upon a contract [performance of
pregnancy testing in study subjects for the purpose
of excluding pregnancy of trial subject (pregnancy
test shall be performed prior MRl examination by
external provider outside of the Institution: ||
|
and trial subject shall hand in the results of the
pregnancy test prior to MRI examination which is
not otherwise possible to perform, performing MRI
examination in study subjects, Expert description
and assessment of MRI images, submitting expert
description and assessment to the Investigator,
submitting MRI images together with expert
description and assessment to Bayer electronically
via Radiant Sage ventures or on CD / DVD-ROM for
further evaluation of the Bayer central MRl team
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vzhledem k tomu, Ze Instituce je dostate¢né
materialngé, technicky a personalné vybavena
k poskytnuti Sluzeb pro potfeby Studie a ma k
dispozici fadné kvalifikovany a zkuSeny tym
zameéstnancU - zdravotnickych odborniku
reprezentovany témito osobami:

I = cujici na Radiologické
klinice
(dale jen ,Specialista“)

Jejimz prostfednictvim je Instituce schopna provést
¢innosti sjednané v této Smlouvé pro potieby
Studie, a Instituce ma zajem na poskytnuti Sluzeb
dle této Smlouvy,

dohodly se smluvni strany nasledovné (dale jen
~Smlouva“):

I. Predmét Smlouvy

1. Pfedmétem této Smlouvy je zavazek Instituce
poskytovat Sluzby za podminek sjednanych v
této Smlouvé pro GcCely Studie a zavazek
spolecnosti Bayer k Uhradé odmény za fadné
poskytnuti Sluzeb v souladu s touto Smlouvou.

2. Pro odstranéni pochybnosti se sjednava, ze
jakékoli pravo anebo povinnost spole¢nosti
Bayer vyplyvajici ztéto Smlouvy mohou byt
vykonany anebo spinény pfimo zadavatelem
Studie a v takovém pfipadé se tento vykon
prava, resp. splnéni povinnosti povazuji za
provedené spolecnosti Bayer v souladu s touto
Smlouvou.

Il. Povinnosti Instituce

1. Instituce (dale také jen ,Smluvni partnefi“) se
zavazuje:

a) poskytovat  sluzby vsouladu stouto
Smlouvou a pozadavky Protokolu, tzn.
nastaveni

. provedeni  nezbytnych
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whereas, the Institution has adequate material,
technical and personal resources to provide the
Services for purpose of the Study and has duly
qualified and skilled team of employees - healthcare
professionals represented by the following persons

I \orking at the Radiology

clinic
(hereinafter referred to as “Specialists”)

through which the Institution is capable to perform
activities agreed hereunder for the Study, and the
Institution wishes to provide the Services
hereunder,

therefore , it is agreed as follows (hereinafter
referred to as the “Agreement”):

l. Subject of the Agreement

1. Subject of the Agreement is the commitment of
the Institution to provide the Services under
the terms agreed in this Agreement and the
covenant of Bayer to pay the compensation for
proper provision of the Services pursuant to
this Agreement.

2. For the avoidance of doubt it is agreed, that
any right or obligation of Bayer arising from
this Agreement may be exercised or fulfilled
directly by the Study sponsor and in this case
such exercise or fulfilment shall be deemed as
done by Bayer in accordance herewith.

Il. Responsibilities of the Institution

1. The Institution (hereinafter referred to also as
“Contract partners”) undertakes to:

a) render the services in accordance with this
Agreement and requirements of the
Protocol, that is |
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MRI pristroje k Fadnému provedené
MRI v souladu s Protokolem Studie
(napf. pofizeni a odeslani
fantomovych snimkdG centralnimu
MRI tymu Bayeru),

) objednavani subjektd hodnoceni ve
spolupraci s personalem Centra na
protokolem stanovena MR,

. provadéni téhotenského testu
externi spolec¢nosti subjektl
hodnoceni ze  vzorku  modi

maximalné 30 min. pfed kazdym
MRI

) provadéni MRI pouze po predloZeni
negativniho vysledku
predchazejiciho téhotenského testu
udélaného  externi  spolecnosti
subjektu hodnoceni, pozadavky na
provedeni MRi jsou popsané ve
studijnim  protokolu  verze 4.0
z 13.9.2017 v odstavci 9.4.2.2. a
samostatném Manualu pro MRI.

) odborny popis a zhodnoceni
pofizeného MRI,

o poskytnuti popisu a hodnoceni MRI
ZkouSejicimu

o zaslani MRI elektronicky
prostfednictvim Radiant  Sage
ventures nebo na CD / DVD-ROM
kuryrem na naklady Bayeru pro
dalsi hodnoceni centralnim MRI
tymem Bayeru,

bsobné Specialistou pro potfeby Studie
(dale jen ,Sluzby"),

poskytovat Sluzby, resp. provadét innosti
stanovené touto Smlouvou vyhradné ve
vztahu k osobam, u nichz bude v pravodni
dokumentaci k vySetfeni, anebo v jakékoli
jiné souvisejici dokumentaci vyslovné
uvedeno, Ze se jedna o subjekt hodnoceni
a poskytnuti Sluzby/provedeni ¢&innosti dle
této Smlouvy je vyzadano u téchto osob
vyslovneé pro potieby Studie,

¢) poskytovat Sluzby v souladu s pozadavky

na Sluzby a dokumentovat jejich
poskytovani v souladu s podminkami
stanovenymi v Protokolu a jeho dodatcich
a/nebo doplicich, podminkami
vyplyvajicimi z ICH GCP a z Helsinské
deklarace, podminkami obsazenymi ve
smérnicich a pokynech o spravné klinické
praxi, pisemnymi pokyny a instrukcemi
spolecnosti Bayer, jejich Propojenych osob
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e performing requisite setting of MRI
machine for proper performance of
MRI pursuant to the Study Protocol

(e.g. taking and sending phantom
images to the Bayer central MRI
team),

e scheduling Study patients for protocol
specified MRI in cooperation with
Center study staff,

e performing urine pregnancy test of
patient by external provider at
maximum 30 min. before every MR,

e performing MRI only if result of
foregoing pregnancy test performed by
external provider is provided by trial
subject to the Specialist, Mri
requirements are described in study
protocol version 4.0 dated 13
September 2017 in 9.4.2.2. and in
separate Imaging manual,

e expert description and evaluation of
the captured MR,

e providing description and evaluation of
MRI to the Investigator,

e sending MRI electronically via Radiant
Sage Ventures or on CD / DVD-ROM
using courier at the expense of Bayer
for further evaluation by the Bayer
central MRI team,

personally by the Specialist for purposes of
the Study (hereinafter referred to as the
“Services”),

provide Services or perform activities set
forth herein exclusively with respect to
persons who will be titled as trial subject in
the examination related documents or in
any other related documents and further if
such documents indicate that the provision
of the Service/performing of an activity
hereunder is required with respect to these
persons explicitly for purposes of the Study,

render the Services in compliance with
requirements for the Services and keep
records of provision of the Services
pursuant to terms laid down in the Protocol
and its Amendments and/or Addenda, with
the conditions of ICH GCP and the
Declaration of Helsinki, with the terms
included in the directives and guidelines for
Good Clinical Practice, any Study-related
instructions given in writing by Bayer, a
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g)

nebo trfeti stranou k tomu povéfenou,
vyplyvajici a souvisejici se Studii, nebo v
jinych celostatné platnych smérnicich a
pokynech, podminkami specifikovanymi v
souhlasu pfislusné etické komise a
Statniho Ustavu pro kontrolu a
podminkami stanovenymi
zdvaznymi pravnimi  predpisy Ceské
republiky,  zejména pak zakonem
6. 378/2007 Sb., o lécivech, ve znéni
pozdéjSich predpist (dale jen ,Zakon o
IéCivech”), zakonem ¢&. 372/2011 Sb., o
zdravotnich sluzbach,, ve znéni pozdéjSich
predpist, vyhlaSkou ¢&. 226/2008 Sb., o
spravné  klinické praxi a  blizSich
podminkéch klinického hodnoceni Ié€ivych
pfipravkd, a v predpisech upravujicich
ochranu osobnich udaja,

pfi poskytovani Sluzeb jednat v souladu
s pokyny, které jim sdéli Bayer anebo
ZkousSejici,

|&Civ
obecné

pfedavat veSkeré a Uplné vysledky
poskytnutych  Sluzeb, tzn.\ fantomové
snimky pro Ucely nastaveni MRI pfistroje,
lékarské zpravy obsahujici  odborné
Iékarské popisy MRI, zhodnoceni
jednotlivych MRI a dokumentujici vysledky
téhotenskych testll predchazejicich MRI
snimani, samotné snimky pacientek,
formulafe potvrzujici pfenos dat snimki
prostfednictvim Radiant Sage ventures
nebo CD / DVD-ROM se snimky subjektd
hodnoceni ve Studii ZkouSejicimu jiz je
B - harozeni
B :cesa bydiste [
I 7 oussejicimu

nebo jiné spoleCnosti Bayer anebo
Zadavatelem, pfipadné Protokolem Studie
povéfené osobé,

pred predanim vysledkl poskytovanych
Sluzeb dle predchoziho  bodu tyto
,=anonymizovat®, tzn. zajistit, aby vSechny
osobni udaje subjektu hodnoceni byly pfed

predanim vysledkd Sluzeb zcela
odstranény, nebo aby byla zcela
znemoznéna jejich ¢itelnost nebo jiny

zpUsob jejich rozeznatelnosti,

informovat Bayer o postupu plnéni této

g)

2017_CZ_C0O_33805

Bayer Affiliate or a third party authorized by
them, or in the other national directives and
guidelines, with the conditions specified in
the approval of the appropriate ethics
committee and the State Institute for Drug
Control and with the conditions stipulated
by the generally binding legal regulations of
the Czech Republic, namely by the Act no.
378/2007 Coll., on Medicines, as amended
(hereinafter referred to as the “Act on
Medicines”), the Act no. 372/2011 Coll., on
healthcare service, as amended, the
Decree no. 226/2008 Coll., on Good
Clinical Practice and Further Conditions of
Conduct of Clinical Trials, and in the
regulations governing the personal data
protection,

in the course of rendering the Services to
act in compliance with instructions given by
Bayer or the Investigator,

hand over any and all complete results of
the rendered Services, that is to say
phantom images for purpose of setting the
MRI machine, physician reports containing
expert medical descriptions and evaluation
of individual MRI and documenting results
of pregnancy tests foregoing MRI, MRI
images of patients, forms confirming data
transmission of Images via Radiant Sage
ventures or CD / DVD-ROM with the
images of patients in the study to the
Investigator || GG c:tc of
birth |l address of residence |l
I,
the Investigator or to another person
appointed by Bayer, the Sponsor or the
Study Protocol,

to render anonymous the results of the
rendered Services prior to its handover,
that is to ensure that any and all personal
data of trial subjects are removed
completely prior to handing over of the
results of the Services or to make their
readability or any other means of their
recognition impossible,

notify Bayer about the course of fulfilling
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Smlouvy a spolupracovat s Bayerem a

pFipadnymi auditory Ci inspektory
regulacnich organi na vysvétleni a
odstranéni pfipadné zjisténych
nesrovnalosti;

h) strpét audity, kontroly a inspekce

provadéné Zadavatelem, subjekty
zmocnénymi Zadavatelem a tuzemskymi,
zahraniénimi a/nebo mezinarodnimi

Ufady/organizacemi  zodpoveédnymi  za
registraci lé¢iv nebo dohled nad klinickymi
hodnocenimi 1é¢iv, a to v rozsahu
pozadovaném Zadavatelem;

i) pisemné zaznamenavat vesSkeré pfFipadné
odchylky v  poskytovani Sluzeb od
Protokolu a Bayer o kazdé takové odchylce
bezodkladné informovat,

j) kdykoli na Zzadost informovat spolecnost
Bayer o tom, jak poskytovani Sluzeb
postupuije.

Instituce zavazné prohladuje, ze:

a) Instituce ani Specialista nejsou zadnym
tuzemskym, zahraniénim ¢&i mezinarodnim
regulacnim orgadnem vylouéeni z Ucasti na
klinickém vyzkumu a rovnéz se zavazuji, ze
v pripadé svého vylou€eni z UCasti na
klinickém vyzkumu jakymkoliv regulacénim
organem, sdéli Bayeru tuto skutecnost
bezodkladné;

b) Instituce ani Specialista nemaji zadny
finanéni zajem na vysledcich Studie ¢i
ekonomickych vysledcich Bayeru nebo
Zadavatele, a Ze v pfipadé vzniku Ci zjisténi
takového zajmu sdéli tuto skute¢nost
Bayeru bezodkladné.

Instituce si je védoma, Ze spolecnost Bayer
nebo jejim jménem ftfeti strana ddkladné a
pravidelné monitoruje  provadéni  Studie.
Instituce se zavazuje pfimérfené podporovat
tyto  monitorovaci  aktivity, mimo jiné
poskytnutim pfistupu monitorovi do prostor a
k datim Studie dle potfeby a spolupracovat se
spole¢nosti Bayer nebo pfisluSnou ftreti
stranou v tomto ohledu. Na Z&dost spole¢nosti
Bayer je Specialista povinen se zuc€astnit
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hereof and to co-operate with Bayer and
auditors and inspectors of regulatory
authorities to explain and remove detected
discrepancies;

h) suffer audits, checks and inspections
performed by Sponsor, entities authorised
by Sponsor and the domestic, foreign
and/or international
authorities/organisations  responsible  for
registration of drugs or supervision over
clinical trials with drugs, namely within the
scope required by the Sponsor;

i) record in writing all possible deviations in
provision of the Services from the Protocol
and inform Bayer about each such
deviationimmediately,

j) report at any time on Bayer’s request, on
the progress of the Services provision.

Institution represent and warrant, that:

a) Institution and the Specialist are not
debarred from participation in clinical
research by any domestic, foreign or
international regulatory body, and they
undertake to notify Bayer immediately of
their possible debarment from participation
in clinical research by any regulatory
authority;

b) Institution neither the Specialist have any
financial interest in the Study results or
economic results of Bayer or Sponsor and
if such interest originates or is detected,
they will inform Bayer about this fact
immediately.

3. The Institution is aware that Bayer or a third

party on behalf of Bayer is monitoring the
conduct of the Study closely on a regular
basis. The Institution agrees to appropriately
support such monitoring activities, including
without limitation by providing such monitor
with access to the facilities and data of the
Study as required, and cooperate with Bayer
or the relevant third party in this regard. The
Specialist shall be available for personal
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osobni diskuze v pracovni den v béznou
pracovni dobu.

Spole¢nost Bayer ma pravo provadét audit
zaznamu Instituce , veskeré jiné dokumentace
a prostor souvisejicich s poskytovanim Sluzeb,
a to kdykoli v priibéhu a/nebo po skonceni této
Smlouvy a bez jakychkoli narokd Instituce na
zvlastni platbu. Takovy audit je spole¢nost
Bayer povinna pfiméfené predem ohlasit.
Instituce je povinna poskytovat spolecnosti
Bayer nebo ji povéfenym  monitordm
soucinnost pfi plnéni jejich dloh v souladu
s Protokolem a podniknout veskeré pfiméfené
kroky pozadované spolecnosti Bayer za
GUCelem odstranéni nedostatkll  zjiSténych
béhem auditu.

Navic se Instituce zavazuje, ze béhem a po
skonéeni Studie umozni a bude podporovat
veSkeré kontroly odpovédnych (fadl bez
jakychkoli narokG na zvlastni odménu ¢i
nahradu. Instituce je povinna informovat
spole¢nost Bayer o kazdé takové inspekci i
zaméru takovou inspekci provést ihned poté,
co se 0 nich dovi. Instituce se zavazuje
umoznit, aby spole¢nost Bayer mohla byt
pritomna na kazdé inspekci provadéné urady
nebo podobnymi institucemi. Pfed vyjadfenim
se k nalezim takové inspekce, budou-li
néjaké, jelnstituce  povinna odpoved
zkontrolovat a prodiskutovat se spole¢nosti
Bayer.

. Instituce zavazné prohlaSuje, ze i zadna
pravni ani faktickd prekdzka nebréani
v uzavieni této Smlouvy. V pfipadé, ze
Specialista ma prestat vykonavat svou profesi
v Instituci, je Instituce povinna o této
skute€nosti informovat Bayer neprodlené poté,
co se o tom dovi, nebo rozhodne.

Instituce se  zavazuje umoznit  smluvnim
vyzkumnym organizacim, smluvné zajisténym
spolecnosti Bayer nebo kteroukoli
z propojenych osob, aby jménem spolecnosti
Bayer vykonavali kterékoli z prav a povinnosti
spole¢nosti Bayer na zakladé této Smlouvy.
Instituce se zavazuje spolupracovat s
takovymi smluvnimi vyzkumnymi
organizacemi.
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discussion during business hours, if requested
by Bayer.

Bayer retains the right to audit the Institutions
records, any and all other documentation and
the facility relating to the Study at any time
during and/or following the Study without extra
charge. Such audit will require reasonable
prior written notice by Bayer. The Institution
shall assist Bayer or its designated monitors in
the performance of their tasks pursuant to the
Protocol and take any and all reasonable
actions requested by Bayer to cure
deficiencies noted during an audit.

Furthermore, the Institution shall, during and
after the Study, allow and support any
inspections of responsible authorities without
extra charge. The Institution shall inform
Bayer about any such inspection and the intent
to conduct such inspection upon gaining
knowledge thereof. The Institution will allow
Bayer to be present at any inspection by
authorities or similar institutions. Prior to
responding to the findings of any such
inspection, if any, the Institution shall review
and discuss such response with Bayer.

The Institution represents and warrants that
no legal or factual obstacles prevent it from
entering into this Agreement. In the event that
the Specialist is to resign from his job at
his/her with the Institution, the Institution shall
inform about it Bayer immediately after it
becomes aware of or make decision on it.

5. The Institution shall permit any clinical

research organizations contracted by Bayer or
any of its’ Affiliates to exercise and/or perform
any of Bayer’s rights and obligations under
this Agreement on behalf of Bayer and shall
cooperate with  such clinical research
organization.
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6. V pripadech, kdy je

Specialista  ¢lenem
prislusné etické komise nebo podobného
organu, ktery je opravnén rozhodovat o
zalezitostech tykajicich se Studie, Specialista
je povinen informovat Bayer o této skute¢nosti
a zavazuje se nevykonavat svoje hlasovaci
pravo ve vztahu ke Studii.

lll. Povinnosti spoleénosti Bayer

Kontaktnimi osobami spole¢nosti Bayer ve
vztahu ke Studii jsou tyto osoby:

nebo  kterékoli dalsi osoby oznamené

Smluvnim partnerdm.

Bayer se zavazuje provadét a dokumentovat
Studii v pfisném souladu s (a) Protokolem; a
(b) podminkami této Smlouvy; a (c) etickymi
zasadami  Helsinské deklarace; a (d)
Harmonizovanym Tristrannym Guideline ICH
pro spravnou klinickou praxi vcetné jeho
ndslednych zmén a obecné pfijimanymi
standardy spravné Kklinické praxe; a (e)
pravnimi pfedpisy a etickymi kodexy, jez jsou
platné a zavazné v misté, kde je Studie
provadéna, véetné, avSak nejen, zakona ¢.
378/2007 Sb., o IéCivech, ve znéni pozdéjSich
predpist, vyhlaskou €. 226/2008 Sb. o spravné
klinické praxi a blizSich podminkach klinického
hodnoceni 1é¢iv; a (f) veSkerymi pfikazy a
smérnicemi prisluSnych autorit a etickych
komisi.

IV. Odména

. Spole¢nost Bayer se zavazuje zaplatit Instituci
za fadné poskytnuté Sluzby na zakladé této
Smlouvy ve€etné pfevodu prav dle clanku 5
odménu ve vysi I za| kazdé jedno
fadné provedené vySetfeni MRI, které
Specialista odborné posoudil, a o kterém
sepsal zpravu obsahujici toto posouzeni a tuto
zpravu spole¢né s MRI snimkem a které
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. In case the Specialist is a member of the

competent ethic committee or any similar
institution deciding about matters with regard
to the Study, the Specialist shall inform Bayer
about this circumstance and shall not execute
his or her voting right with regard to the Study.

lll. Responsibilities of Bayer

Contact persons regarding the Study at Bayer
are these persons:

or any other persons notified to the Contract
Partners.

Bayer shall perform and document the Study
in strict accordance with (a) the Protocol; and
(b) the terms and conditions of this Agreement;
and (c) the ethical principles of the Declaration
of Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical Practice
as amended from time to time as well as
generally accepted standards of Good Clinical
Practice; and (e) the laws and regulations
applicable at the site where the Study is
conducted, including without limitation Act No.
378/2007 Coll., on Medicines, as amended,
Order No. 226/2008 Coll., on good clinical
practice and more detailed conditions on
clinical trials of me and (f) any and all orders
and mandates of the relevant authorities and
IRB and/or ethic committees.

IV. Payments

. In consideration of the proper provision of the

Services and transfer of rights under Art. 5,
Bayer agrees to pay to the Institution the
remuneration in the amount | or
each individual MRI examination properly
performed and evaluated by the Specialist
from the expert view and about which the
Specialist prepared a report containing such
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3.

Instituce Fadné predala spole¢nosti Bayer
v souladu s touto Smlouvou |Jedinym
pFijemcem veSkerych ¢astek dle této Smiouvy
bude Instituce, ktera se zavazuje vyplatit
prisluSnou  ¢ast odmény  Specialistovi
v souladu se svymi internimi predpisy.

Instituce nema narok na zadnou jinou odménu
¢i nahradu kromé téch, které jsou uvedeny
v této Smilouvé, ledaze je predem pisemné
schvali spole¢nost Bayer.

Veskeré odmény a nahrady, které maji byt
zaplaceny Instituci, jsou splatné ve lhaté 30
dnG ode dne, kdy bude spole¢nosti Bayer
doruc¢en odpovidajici danovy doklad (faktura)
majici vSechny nalezitosti dle pfisluSnych
pravnich pfedpist upravujicich dan z pfidané
hodnoty, a to ve prospéch bankovniho uctu
Instituce:

Banka: Ceska narodni banka
Kéd banky: 0710

Majitel Gctu:  Fakultni
Kralové

Cislo Gétu: 24639511/0710Variabilni symbol:
&islo faktury|

nemocnice Hradec

Faktury musi byt zasilany spole¢nosti Bayer
s uvedenim Ccisla protokolu a €isla objednavky
na adresu:

Oddéleni klinickych studii
Bayers.r. o.

Siemensova 2717/4

155 00 Praha 5, Ceska republika

Veskeré odmény a nahrady dle této Smlouvy
budou Instituci uhrazeny takto: Zpétné za
uplynulé a dosud nefakturované obdobi vzdy
ke dni 30.4. a 30.9. kazdého kalendarniho
roku Studie si  Specialista  spole¢né
s monitorujici osobou povéfenou spolecnosti
Bayer vzajemné pisemné nebo formou e-mailu
odsouhlasi pfehled poc¢tu, druhu a jim
odpovidajici  hodnoty jednotlivych  Ukonu
provedenych Specialistou, jez maji byt dle této
Smlouvy spolecnosti Bayer hrazeny (tzv.
platebni schéma), zaslany monitorujici osobou
povéfenou spolecnosti Bayer. Na zakladé
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evaluation and with respect to which the
Institution handed over such report and the
related MRI image properly to Bayer pursuant
to this Agreement., Institution shall be the only
recipient of all payments hereunder and shall
pay the adequate part of the remuneration to
the Specialist pursuant to internal rules of the
Institution.

2. The Institution is not entitled to any further

payments than those set forth in this
Agreement, unless approved in advance by
Bayer in writing.

3. All payments to the Institution will be made

within 30 days after the day when Bayer
receives a corresponding invoice which meets
all requirements according to applicable legal
VAT rules, to the following account of the
Institution:

Bank: Ceska narodni banka

Bank code:0710

Account owner: Fakultni nemocnice Hradec
Kralové.

Account No.: 24639511/0710Variable symbol:
invoice number |

. Invoices shall be addressed to Bayer and shall

name protocol number, order

number and shall be sent to:

purchase

Clinical Operations

Bayers.r. o.

Siemensova 2717/4

155 00 Prague 5, Czech Republic

All remunerations and costs according to this
Agreement of this Agreement will be paid to
Institution in the following manner:
Retrospectively for the past and not yet
invoiced period always by Aprii 30 and
September 30 of each calendar year of the
Study, Specialist together with the monitoring
person delegated by Bayer will mutually agree
in writing or by email on the overview of
number, sort and corresponding value of
particular activities performed by Specialist,
that shall be paid by Bayer pursuant to this
Agreement (i.e. payment scheme ), sent by
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tohoto vzajemného odsouhlaseni platebniho
schématu zaSle Bayer Instituci objednavku pro
vystaveni faktury, kter& musi obsahovat
poskytnuté objednavkové Cislo. Instituce
nasledné vystavi fakturu na odménu a
pfipadné nahrady, jez je v souladu s touto
Smlouvou opravnéna fakturovat, kterou doruci
spoleCnosti Bayer. Bayer zaplati Instituci na
zakladé fadné vystavené a dorucené faktury
pfislusnou odménu a pfipadné opravnéné
fakturované nahrady za obdobi, pro néz byla
predmétna objednavka vystavena. Invoice
proposal tvofi pfilohu faktury. Instituce nese
odpovédnost za uhrazeni vSech ostatnich dani
v souvislosti s platbami na zakladé této
Smlouvy. Hodnota této smlouvy je 525 000 k&

VSechny ¢astky uvedené v této Smlouvé jsou
uvedeny bez DPH. Pokud nékteré platby za
sluzby podliéhaji DPH, spole¢nost Bayer
zaplati pfislusnou ¢astku DPH na zakladé
prisluSného dariového dokladu (faktury), ktera
bude splfovat vSechny naleZitosti predepsané
pFislusnymi pravnimi predpisy. Instituce se
zavazuje, ze pro Ucely plateb ze strany Bayer
uvede na danovém dokladu oznaceni
penézniho Ustavu a ¢€islo bankovniho UGctu,
ktery je zvefejnén spravcem dané podle § 98
zakona €. 235/2004 Sb., o dani z pfidané
hodnoty, v platném znéni (,Zakon o DPH®). V
pfipadé, ze ke dni uskute¢néni zdanitelného
plnéni a/nebo ke dni provedeni platby Bayer
- bude v pfislusném systému spravce dané
Instituce uveden jako nespolehlivy platce,
nebo
- Cislo bankovniho G¢tu, na ktery ma byt
¢astka zaplacena, neni zvefejnéno podle §
98 Zakona o DPH a uplata za dané plnéni
prekracuje dvojndsobek castky, pfi jejimz
prekroeni je podle z&kona upravujiciho
omezeni plateb v hotovosti stanovena
povinnost provést platbu bezhotovostné,
nebo
- nastane jina okolnost, na zakladé niz ma
Bayer za to, ze by se dle Zakona o DPH
mohl stat rucitelem za nezaplacenou DPH,
jejimz platcem je Instituce,
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monitoring person delegated by Bayer. Based
on such mutual agreement on the payment
scheme, Bayer shall send invoice purchase
order containing order number to the
Institution. Institution will issue an invoice for
the remuneration and eventual costs that it is
entitled to charge pursuant to this Agreement,
and will send it to Bayer. Based on the duly
issued and delivered invoice, Bayer will pay
Institution the respective remuneration and
eventual justifiably invoiced costs for the
period for which the Invoice order has been
agreed pursuant to this section. Invoice
proposal shall be attached to the invoice
issued by the Institution. Institution is aware to
pay all other taxes in regards with payments
based on this Agreement. This Agreement is
value at 525 000 CZK

All agreed consideration is exclusive of Value
Added Tax (VAT). If VAT is legally owed by
Contract Partners, VAT applies and will be
invoiced additionally by Contract Partners and
has to be paid by Bayer after receipt of an
correct invoice which meets the all legal
requirements according to the applicable VAT
law.
The Institution undertakes that for the purpose
of payments from Bayer, it will indicate in the
tax document the financial institute and bank
account number, which is published by the tax
administrator according to Section 98 of the
Act No. 235/2004 Coll., on value added tax, as
amended (“VAT Act”). If on the date of taxable
fulfilment and/or on the date of payment by
Bayer
- the Institution is listed in the relevant
system of the tax administrator as an
unreliable payer, or
- the bank account number to which the
amount is to be paid is not published
according to Section 98 of the VAT Act
and the payment for the given fulfilment
exceeds two times the amount, which
when exceeded must be paid via cashless
payment according to the act regulating
the restriction of cash payments, or
- another circumstance occurs based on
which the Customer believes that it could
become liable for unpaid VAT, of which the
Institution is a payer, according to the VAT
Act,
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je Bayer opravnén uhradit DPH za Instituci
pfimo na ucet spravce dané podle § 109a
Zakona o DPH a Instituce uhradit fakturovanou
¢astku bez DPH. Instituce se zavazuje takovy
postup dle tohoto bodu strpét bez uplatnéni
jakychkoliv sankci a s timto postupem
vyslovné souhlasi. Instituce je povinna
nahradit Bayer veSkerou Skodu a naklady
vzniklé z divodu postupu dle toho bodu
a/nebo z divodu ruc€eni Bayer za DPH, jehoz
platcem je Instituce.

Instituce si je védoma, Ze spolec¢nost Bayer
zverejni na centralni webové strance koncernu
BAYER a/mebo na  webové strance
www.transparentnispoluprace.cz _vlastnéné a
provozované AIFP (Asociace inovativniho
farmaceutického primyslu) platby a jina plnéni
tykajici se vyzkumu a vyvoje, tj. (1) platby
provedené ze strany Bayer na zakladé této
Smlouvy a (2) veSkeré vydaje na ubytovani,
souvisejici vydaje na pohosténi a dopravu
Smluvnich partnerd, které Bayer uhradi na
zakladé této Smlouvy a (3) veSkeré
kongresové registraéni poplatky, Uc€astnické
poplatky nebo obdobné poplatky, které Bayer
uhradi na =zakladé této Smlouvy, a to
anonymnim zpusobem, tj. na agregované
arovni. Smluvni partnefi rovnéz berou na
védomi politiku Evropské agentury pro IéCivé
pripravky (EMA) tykajici se  evidence
prohlaSeni o vylouceni stfetu zajmua clend a
expertt védeckych komisi a prohlasuji timto,
ze zde neni z&dny stfet zajmu branici plnéni
jejich povinnosti vychazejicich z provadéni
Studie.

V. Prava k Vysledkim

Spole¢nosti Bayer patfi vyhradni prava ke
véem vysledkdim, datlim, zjisténim,
radiologickym a diagnostickym snimkdm,
objevim, vyndlezim, zpravam a specifikacim,
bez ohledu na to, zda jsou zpuUsobilé byt
predmétem patentové ochrany &i nikoli, které
vznikly, byly vytvorené, odvozené,
vyprodukované, objevené, vymyslené nebo
jinak ucinéné Instituci anebo Specialistou
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6. Bayer is authorised to pay VAT on behalf of

the Institution directly to the tax administrator’s
account according to Section 109a of the VAT
Act, and to pay the Institution the invoiced
amount excluding VAT. The Institution
undertakes to tolerate such procedure under
this point without applying any sanctions and
hereby explicitly agrees to this procedure. The
Institution is obliged to compensate Bayer for
all damages and costs incurred due to the
procedure according to this point and/or due to
the Bayer’s liability for VAT, of which the
Institution is a payer.

. Institution is aware that Bayer will publish on

the central web site of the BAYER group
and/or on the web site
www.transparentnispoluprace.cz _owned and
operated by AIFP (Asociace inovativniho
farmaceutického primyslu) any transfer of
value relating to Research and Development,
i.e. (1) the payments made by Bayer under this
Agreement and (2) any costs for
accommodation, work related meals and travel
of Contract Partners, which Bayer has covered
under this Agreement and (3) any congress
registration or participation fees or alike which
Bayer has covered under this Agreement, in
an anonymized way, i.e. on aggregated level.
Contract partners are also aware of the “EMA
Policy of Handling Declarations of Scientific
Committees” Members and Experts” and
confirm that there is no conflict of interest
preventing the fulfilment of my Study duties.

V. Rights to Results

. Bayer shall own the exclusive rights to all

results, data, findings, radiological and
diagnostic images, discoveries, inventions,
reports and specifications, whether patentable
or not, that are originated, conceived, derived,
produced, discovered, invented or otherwise
made by the Institution or the Specialist in
connection with the performance of the Study
(hereinafter referred to as "Results"). The
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v souvislosti s poskytovanim Sluzeb dle této
Smlouvy (dale jen ,Vysledky®). Smluvni
partnefi timto pfedem postupuji vesSkera sva
majetkova prava k Vysledkim na spolecnost
Bayer a Bayer tato postoupena prava pfijima.
Odména za tento pFevod je jiz zahrnuta
v odméné Smluvnich partner( dle ¢l. 4. a Cini
- takové odmény.

V rozsahu v jakém prava dusevniho vlastnictvi
k Vysledkim nejsou prevoditelna, udéluji timto
Smluvni partnefi spole¢nosti Bayer vyhradni,
neodvolatelnou, v misté, mnozstvi a case
neomezenou licenci (po celou dobu trvani
ochrany autorskych prav) s pravem udélovat
podlicence, a to ke vdem moznym zplsobim
uziti téchto Vysledku. Licence je poskytnuta
jako neodvolatelna s moznosti Uprav Vysledku
dle rozhodnuti Bayer. Odména za tuto licenci
je jiz zahrnuta v odméné Smluvnich partner(
dle ¢&l. 4 a gini ||z takové odmény.

Spoleénost Bayer anebo kterdkoli s ni
propojena osoba jsou opravnéni podat
pfihlaSku patentu pro tyto Vynalezy svym
vlastnim jménem anebo jménem uréené treti
strany, na vlastni naklady, s uvedenim jména
vynalezce(-0) v prihlaSce patentu. Smiuvni
partnefi se zavazuji podepsat veSkeré
dokumenty a poskytnout takova svédectvi,
jaké Bayer uzna za nezbytné pro ucely podani
prihlaSky patentu a ziskani patentu za Gcelem
ochrany opravnénych zajmu spolecnosti Bayer
k duSevnimu vlastnictvi, kterda vzniknou ze
Studie.

VI. Zachovavani divérnosti

Smluvni partnefi se =zavazuji zachazet se
vSemi informacemi pfijatymi od spole¢nosti
Bayer nebo jejim jménem anebo od
propojenych osob spolecnosti Bayer
v souvislosti se Studii, Hodnocenym Iékem
nebo touto Smlouvou a s Vysledky (déale jen
,Duvérné informace") pfisné divérné. Smluvni
partnefi smi pouzivat Duavérné informace
pouze pro Uucely plnéni této Smlouvy a
zavazuji se nezpfistupnit takové Davérné
informace zadné ftreti strané bez pfedchoziho
pisemného souhlasu spole¢nosti Bayer.
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Contract Partners hereby assign their
proprietary rights to the Results to Bayer in
advance and Bayer accepts such assignment.
The royalty fee for this assignment is already
included in the fee under Article 4 hereof and
amounts to [Jllof that fee.

2. To the extent copyrights to Results are legally

not assignable, Bayer is hereby granted by the
Contract Partners an exclusive, world-wide,
sub-licensable, perpetual, fully paid-up,
irrevocable license for unlimited use for all
possible ways to use of these Results. License
is granted as irrevocable with the possibility to
alter the Results according to decision of
Bayer. The compensation for this licence is
already covered in the remuneration of the
Contract Partners under Art. 4 and amounts to
s that fee.

3. Bayer or any of its Affiliates is entitled to file a

patent application for the Inventions under its
own name, or in the name of a dedicated third
party, and at its own expense, with the
inventor(s) named in the patent application.
The Contract Partners shall execute any and
all documents and give all such testimony as
Bayer deems necessary to apply for and
obtain patents to protect Bayer's intellectual
property interests arising out of the Study.

VI. Confidentiality

The Contract Partners shall treat  all
information received from or on behalf of
Bayer or any of its Affiliates in relation to the
Study, the Study Drug or this Agreement as
well as Results (hereinafter called
“Confidential Information”) strictly confidential.
The Contract Partners shall use the
Confidential Information only for the purposes
of this Agreement and shall not disclose such
Confidential Information to any third party
without Bayer’s prior written consent.
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2.

Pojem Davérné informace, jak je pouzivan
v této Smlouvé, se nevztahuje na data a
informace, u nichz mnohou Smluvni strany
prokazat, ze (i) jimi Specialista anebo Instituce

disponovali v dobé, kdy muiji byly
zpfistupnéné spolecnosti Bayer nebo jejimi
propojenymi  osobami, anebo  jménem

nékterych z nich, (i) jsou nebo se stanou
soucasti vefejnych informaci jinak nez
jedndnim & opomenutim  Specialisty Ci
Instituce, (iii) je Specialista anebo Instituce
pravem nabyli od tfeti strany, ktera neni vugi
spole¢nosti Bayer nebo jejim propojenym
osobam vazana vyslovnou nebo
predpokladanou povinnosti mi¢enlivosti, nebo
(iv) byly vytvofeny nezavisle Specialistou
anebo Instituci bez odkazovani se na nebo
pouziti Davérnych informaci.

Navic jsou Smluvni partnefi opravnéni
zpfistupnit D0Ovérné informace v takovém
rozsahu, v jakém je takové zpfistupnéni
vyzadovano pravnimi predpisy nebo
vykonatelnym soudnim rozhodnutim, avSak za
podminky, ze Smluvni partnefi o takové
skute€nosti v pfiméfeném Casovém predstihu
informuji spole¢nost Bayer a na jeji zadost s ni
budou spolupracovat ve snaze dosahnout
opatfeni za UCelem ochrany nebo jiného
pfiméfeného pravniho prostfedku. Smluvni
partnefi se zavazuji vyvinout vSechno
pfiméfené Usili, aby zabezpecili davérné
zachazeni s kteroukoli z Duvérnych informaci,
jez bude zpfistupnéna.

3. Tyto povinnosti k zachovavani micenlivosti a

zakazu pouzivani Davérnych informaci dle této
Smlouvy zlstanou v platnosti je$té po dobu
deseti (10) let od skonceni této Smlouvy.

Smluvni partnefi se =zavazuji na Zadost
spole¢nosti Bayer zlikvidovat/smazat Duvérné
informace, jimiz disponuji anebo je vratit
spolecnosti Bayer.

5. VeSkeré dohody existujici pfed uzavienim této

Smlouvy a tykajici se zachovavani micenlivosti
ve vztahu ke Studii, se nahrazuji touto
Smlouvou a pouze ve vztahu ke Studii.

VIl. Odpovédnost a odskodnéni
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2. The term Confidential Information, as used in

this Agreement, does not apply to data and
information which the Contract Partners can
prove (i) was already in possession of the
Specialist or the Institution at the time of its
disclosure to them by or on behalf of Bayer or
any of its Affiliates, (ii) is or becomes public
knowledge other than by an act or omission on
the part of the Specialist or the Institution, (iii)
is legally acquired by the Institution or the
Specialist from a third party not bound to
Bayer or its Affiliates by any express or implied
obligation of secrecy, or (iv) was developed
independently by the Institution or the
Specialist without reference to or use of the
Confidential Information.

Furthermore, the Contract Partners may
disclose Confidential Information to the extent
that such disclosure is required to comply with
law or an enforceable judicial order, provided,
however, that the Contract Partners shall give
reasonable advance notice to Bayer and, at
Bayer’s request, shall cooperate with Bayer to
seek a protective order or other appropriate
remedy. The Contract Partners will use
reasonable efforts to secure confidential
treatment of any Confidential Information that
will be disclosed.

3. These obligations of confidentiality and non-

use provided hereunder shall survive for a
period of ten (10) years upon termination of
this Agreement.

4. Upon request of Bayer, the Contract Partners

shall destroy/delete any Confidential
Information in their possession or return it to
Bayer.

Any pre-existing agreements regarding
confidentiality with regard to the Study shall be
superseded by this Agreement and only with
regard to the Study.

VIl. Indemnity and Liability
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Smiluvni partnefi se zavazuji spolecnosti
Bayer a jejim propojenym osobam a/nebo
jejich  statutédrnim organdm, pracovnikam,
zaméstnancim, smluvnim partnerdm nahradit
Ujmu (v€etné nemajetkové Gjmy) vzniklou z
divodu (i) nedbalosti nebo Umysiného
protiprdvniho jednani ¢i opomenuti a/nebo (ii)
poruSeni kterékoli z povinnosti pfijatych na
zakladé této Smlouvy Instituci a/nebo
Specialistou. avSak pouze v rozsahu, v jakém
se na vzniku Skody nepodileli Smluvni partnefi
svym zavinénym.

Spole¢nost Bayer se zavazuje Smluvnim
partnerdm  nahradit Skodu, ktera jim
prokazatelné vznikne, avSak pouze v rozsahu,
v jakém se na vzniku Skody nepodileli Smluvni
partnefi svym zavinénym.

Spole¢nost Bayer prohlaSuje, Zze zajistila
pojisSténi pro ucely Studie, pro jejiz potreby
maji byt Sluzby podle této Smlouvy
poskytované, v souladu s ustanovenim § 52
odst. 3 pism. f) zakona &. 378/2007 Sb.

VIIl. Ochrana a zpfistupnéni osobnich udaju

Smluvni partnefi si jsou védomi, ze
spoleénost Bayer nebo tfeti osoba
spoleC¢nosti  Bayer povéfena budou

vkladat Vysledky Studie a veSkeré zpravy
souvisejici se Studii a vystupy z veSkerych
auditd provadénych v souvislosti se Studii
podle pravidel spravné klinické praxe do
internich  listinnych a  elektronickych
databazi spolecnosti Bayer, Zadavatele
a/nebo tretich osob povéfenych spole¢nosti
Bayer nebo Zadavatelem. V ramci této
spravy dat  mohou byt v souladu
s pozadavky pravidel spravné klinické
praxe a prislusnych pravnich predpisd na
Useku ochrany osobnich Udajd uchovavany,
zpracovadvany a pouzivany spolecnosti
Bayer, Zadavatelem, jejich Propojenymi
osobami a povéfenymi tfetimi stranami
osobni Udaje Specialisty, a dale také
osobni Udaje jinych zaméstnancu Instituce,
jako jsou jméno, pfijmeni, titul, adresa,
kontaktni Udaje (napf. telefon, e-mail),
Udaje ze Zivotopisu, financni z4jmy podle
Potvrzeni o finan¢nich zajmech, stejné jako

2017_CZ_C0O_33805

. The Contract Partners shall indemnify Bayer
and/or its Affiliates and/or its directors, officers,
employees, contractors with respect to any
damage in case of (i) negligence or wilful
misconduct or omission and/or (ii) a breach of
any obligations assumed under this
Agreement by the Institution and/or the
Specialist.

Bayer shall indemnify the Contract Partners for
the actual damage incurred, however only to
the extent to which the damage is not caused
also by the Contract Partners.

Bayer declares that it has ensured the clinical
trial insurance of the Study, for which needs
the Services pursuant to this Agreement shall
be rendered, in accordance with provision of
sec. 52 paragraph 3 letter F of the Act No.
378/2007 Coll.

VIII. Personal Data Protection and Disclosure

1. The Contract Partners are aware that Bayer or a

third party authorized by Bayer is entering the
Results of the Study and any reports related to
the Study, and the outcome of any audits
performed in relation to the Study under
ICH/GCP Rules into internal Bayer, Sponsor
and/or Bayer or Sponsor-authorized third party
paper and electronic databases. In connection
with such data management, personal data
about the Contract Partners, as well as personal
data about other employees of the Institution
such as name, surname, title, address, contact
details (e.g. phone number, e-mail), CV details,
financial interests according to the Financial
Disclosure Forms, as well as data about their
involvement in the Study and data related
thereto, including concluded contracts and any
declarations, Study site training records and the
outcome of any audits performed | relation to
the Study under ICH/GCP Rules (hereinafter
referred to as “Data”) may be stored, processed
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2.

3.

Udaje o zaangazovani ve Studii a udaje
s tim souvisejici, v€etné uzavienych smluv
a jakychkoliv prohlaseni, zaznamy o
Skolenich v misté provadéni Studie a
vystupy auditl provedenych v souvislosti se
Studii podle pravidel spravné klinické praxe
(dale jen ,Data"). Data jsou
shromazdovana, uchovavana,
zpracovavana a pouzivana za Uc¢elem (a)
provadéni a vyhodnoceni Studie, (b)
regulativnich ¢innosti, (c) spravy vztahu
s mistem provadéni Studie (vCetné
zapoceti budoucich klinickych hodnoceni),
(d) vkladani a uchovavani veSkerych dat a
souvisejici  dokumentace v internich
listinnych a elektronickych databazich
Bayer, Zadavatele, anebo ftfetich stran
zmocnénych  spole¢nosti Bayer nebo
Zadavatelem, vzdy v souladu s platnymi
pfedpisy na Useku ochrany osobnich Udaja.
V ramci spravy dat Studie, spole¢nost
Bayer, Zadavatel nebo jimi povéfené osoby
mohou poskytovat tato Data externim
vefejnym databazim, jako je napf.
clinicaltrials.gov a v nezbytném rozsahu na
zakladé prisludnych pravnich predpisu také
orgadnim vefejné moci. V rédmci vySe
uvedenych aktivit mohou byt Data predana
do tfetich zemi mimo Evropskou unii, které

nezajistuji  stejnou  drovenl  ochrany
osobnich Gdaji jako Ceska republika.
Smluvni strany  se zavazuji, veSkeré
predavani osobnich udajl bude

uskuteCnovano v souladu s pfisluSnymi
pravnimi pfedpisy Ceské republiky.

Specialista se zavazuje pfi podpisu této
Smlouvy udélit souhlas uvedeny v Pfiloze
¢. 1, pficemz dany souhlas se uplatni
v rozsahu, v némz jde zpracovani osobnich
Udaju nad ramec potfebny pfi plnéni této
Smlouvy.

Smluvni partnefi a spole¢nost Bayer se
zavazuji jednat v souladu s pfislusnymi
pravnimi predpisy na uUseku ochrany
osobnich (daja, zejména zakonem ¢.
101/2000 Sb., o ochrané osobnich udaju,
ve znéni pozdéjSich predpist.

Smluvni strany se dohodly, Ze tato Smlouva
bude uvefejnéna v registru smluv a
uverejnéni Smlouvy provede Instituce.

Smluvni strany se dohodly, Ze oznacené
obchodni tajemstvi Bayer, bude pred
zadanim smlouvy do registru smluv
odstranéno a pfilohy smluv nebudou v
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and used by Bayer, Sponsor, their Affiliates and
authorized third parties in accordance to
ICH/GCP requirements and applicable data
protection laws. Data is collected, stored,
processed and used for the purpose of (a) Study
conduct and evaluation, (b) regulatory activities,
() Study site relationship management
(including initiation of future clinical trials), (d)
entering and storing of all data and related
documentation in internal Bayer, Sponsor and/or
Bayer or Sponsor authorized third parties paper
and electronic databases, each in accordance
with applicable data protection laws. Within the
Study data management, Bayer, Sponsor or
persons authorized by them may provide such
data to external public databases such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to government
authorities.  Within the scope of the
aforementioned activities the Data could be
transferred to a country outside the European
Union not providing adequate data protection as
the Czech Republic does. The contracting
parties undertake that any transfers of personal
data will be realized in accordance with
applicable law and regulations of the Czech
Repubilic.

2. The Specialist him/herself commits to give
his/her consent as attached in Appendix 1
together with execution hereof, while the
respective consent shall apply to the extent
in which the personal data processing goes
beyond the extent needed within the
performance hereof.

3. The Contract Partners and Bayer agree to
adhere to applicable data protection laws
and regulations, especially the Act No.
101/2000 Coll., on Personal Data
Protection, as amended.

The contracting parties have agreed to publish
this Agreement in the Contract Registry
and the publication will be carried out by
the Institution. The contracting parties
have agreed to remove marked trade
secret as considered by Bayer prior the
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2.

registru  smluv  uverejiovany. Pred
podpisem smlouvy Bayer zaSle Instituci
finalni verzi Smlouvy ve strojové Citelném
formatu.

IX. Trvani Smlouvy

Tato Smlouva nabyvéa platnosti dnem podpisu
posledni ze smluvnich stran a U€innosti
uverejnénim v registru smluv. Smlouva skonci
(i) dnem predani posledniho  snimku
s odpovidajici zpravou o jeho zhodnoceni
v souladu s €l. 2 této Smlouvy spolecnosti
Bayer, anebo (ii) dnem, kdy bude provedena
posledni platba Smluvnim stranam na zakladé
této Smlouvy, pficemz rozhodujici je ta
z téchto skutecnosti, kterd nastane pozdéji.
Pfedpoklddana doba trvani Studie je do

Prava a povinnosti spoleCnosti Bayer a
Smluvnich stran stanovené v této Smlouvé,
které s ohledem na svou povahu maji pretrvat i
po skondéeni této Smlouvy (véetné, avSak
nejen, prava s ohledem na vlastnictvi, patenty,
zachovavani mlcenlivosti, odpovédnosti a
povinnosti  k ndhradé  Skody), zUstavaji
v platnosti i po skonéeni nebo spinéni této
Smlouvy.

X. Ukonéeni

1. Aniz je dotceno jakékoli jiné pravo na skonceni

této Smlouvy uvedené nékde v této Smlouve i
vyplyvajici z pfisluSnych pravnich predpisd,
spoleCnost Bayer ma pravo ukoncit tuto
Smlouvu kdykoli i bez uvedeni ddvodu na
zakladé vypoveédi s Ctrnactidenni  (14)
vypoveédni lhltou.

2. Smluvni partnefi, anebo kterykoli z nich, jsou

opravnéni tuto Smlouvu skoncit vypoveédi i bez
uvedeni divodu doru€enou spolecnosti Bayer
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insertion of the Agreement into the
Contract Registry and Appendices will not
be published in the Contract Registry.
Before execution of the Agreement, Bayer
shall send to Institution the final version of
the Agreement in machine-readable
format.

IX. Term of the Agreement

. This Agreement comes into force upon last

signature of the Parties hereunder and is
effective upon its publication in the Contract
Registry. The Agreement ends upon the later
of (i) handover of the last image and a
corresponding report about its expert
evaluation pursuant to Art. 2, or (ii) the last
payment made to the Contract Partners
hereunder. Expected Study duration until [}

2. The rights and obligations of Bayer and the

Contract Partners set forth in this Agreement,
which by intent or meaning have validity
beyond such termination (including, without
limitation, rights with respect to ownership,
patents, confidentiality, liability and
indemnification) shall survive termination or
expiration of this Agreement.

X. Termination

. Notwithstanding any other termination right set

forth in this Agreement or in the applicable
laws and regulations, Bayer reserves the right
to terminate this Agreement at any time
without cause upon fourteen (14) calendar
days prior written notice.

2. The Contract Partners or any of them have the

right to terminate this Agreement at any time
without case upon 2 months prior written
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s vypovédni lhitou 2 mésice, ktera zacina
plynout prvnim dnem mésice nasledujiciho po
doruéeni  vypovédi  spoleCnosti  Bayer.
Uplynutim vypovédni Ihaty kon&i Smiouva
mezi véemi smluvnimi stranami sou¢asné, a to
bez ohledu na to, zda Smlouvu vypovédél
pouze Specialista anebo pouze Instituce a zda
byla vypovéd doru¢ena pouze spolecnosti
Bayer anebo také druhému ze Smluvnich
partnerd.

Pfi skonCeni Smlouvy se Smluvni partnefi
zavazuji vratit spole€nosti Bayer veSkery
material a pfedméty, jez jim byly poskytnuty
v souvislosti s poskytovanim Sluzeb.

Xl. RGizna ustanoveni

Uzavieni této Smlouvy neni podminéno
zadnym existujicim ¢i budoucim obchodnim
vztahem mezi Smluvnimi partnery a

spole¢nosti Bayer ani zadnym obchodnim
rozhodnutim, které Smluvni partnefi ucinili
anebo ucini v0ic&i spole¢nosti Bayer nebo
vyrobk(m obchodovanym spoleénosti Bayer.

Smluvni partnefi se zavazuji plnit svoje
povinnosti na  zakladé této  Smlouvy
zplsobem, ktery bude v souladu s pfislusnymi
pravnimi pfedpisy zaméfenymi proti korupci a
uplaceni. Smluvni partnefi zavazné prohlasuiji,
ze neposkytli ani neposkytnou zadnou platbu
ani prospeéch, pfimo &i nepfimo, Ufedni osobé,
zakaznikdm, obchodnim partneram,
odbornikim ve zdravotnictvi ani zadné jiné
osobé za UCelem zajisténi nepatficného
prospéchu nebo nekalé obchodni vyhody,
nebudou ovliviiovat rozhodovani v soukromé
ani verejné sféfre, predepisovani, ani nebudou
nikoho podnécovat k poruSovani profesnich
povinnosti &i pravidel. Smluvni partnefi se
zavazuji neprodlené v pisemné podobé
nahlasit spole€nosti Bayer kazdé podezieni Ci
zjisténé poruSeni vySe uvedenych zasad
v souvislosti s obchodni ¢innosti spole¢nosti
Bayer a budou v takovych pfipadech
spolupracovat se spoleCnosti Bayer pfi
proSetfeni takové zalezitosti.

Kazda ze smluvnich stran jedna jako nezavisly

3. Upon termination of this Agreement,

1.

3.
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notice. The notice period shall start on the first
day of the month following receipt of the notice
by Bayer. By elapsing of the notice period the
Agreement shall cease to exist among all
Parties at the same time with no regard to
whether the notice was served only by the
Specialist or the Institution and whether the
notice was served only to Bayer or also to the
second from the Contract Partners.

the
Contract Partners will return to Bayer all
materials and objects that were provided to
him/her in relation to the Study.

Xl. Miscellaneous

The conclusion of this Agreement is not
conditioned on any pre-existing or future
business relationship between Bayer and the
Contract Partners. It is also not conditioned on
any business or other decision the Contract
Partners have made or will make relating to
Bayer or Bayer products.

The Contract Partners shall perform their
obligations under this Agreement in a manner
consistent with applicable anti-bribery and anti-
trust laws. The Contract Partners affirm to
have not made or provided, and that they will
not make or provide, any payment or benefit,
directly or indirectly, to government officials,
customers, business partners, healthcare
professionals or any other person in order to
secure an improper benefit or unfair business
advantage, affect private or official decision-
making, affect prescription behaviour, or
induce someone to breach professional duties
or standards. The Contract Partners will
immediately report to Bayer in writing any
suspected or detected violation of the above
principles in connection with Bayer’'s business
and, in such cases, will cooperate fully with
Bayer in reviewing the matter.

Each party to this Agreement shall act as an
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subjekt a pro zadné ucely neni v postaveni
partnera, zprostfedkovatele, zaméstnance ani
zastupce druhé smluvni strany.

Smluvni strany, kazdd samostatné, zavazné
prohlasuji, Ze na sebe berou nebezpeci zmény
okolnosti, a proto v souladu s § 1765 odst. 2
obCanského zakoniku 24dné ze stran
nevznikne prdvo domahat se obnoveni jednani
0 Smlouvé v pfipadé jakékoli zmény okolnosti.
Ustanoveni § 1765 odst. 1 a § 1766
obc¢anského zakoniku se nepouZziji.

5. Tato Smlouva obsahuje UpIné ujednani o

predmétu Smilouvy a v8ech nalezitostech,
které Strany mély a chtély ve  Smlouvé
ujednat, a které povazuji za dalezité.
Soucasné smluvni strany prohladuji, ze si
navzajem sdélily v8echny informace, které
povazuji za dulezité a podstatné pro uzavfeni
této Smlouvy.

6. Strany si nepreji, aby nad ramec vyslovnych

ustanoveni této Smlouvy byla jakakoliv prava a
povinnosti Stran dovozovany z dosavadni i
budouci praxe zavedené mezi Stranami Ci
zvyklosti zachovavanych obecné &i v odvétvi
tykajicim se predmétu plnéni této Smlouvy,
ledaZze je ve Smlouveé vyslovné sjednano jinak.

Spole¢nost Bayer ma pravo postoupit tuto
Smlouvu zcela nebo z&asti na kteroukoli ze
svych  propojenych osob. Kromé vySe
uvedeného neni zadna ze smluvnich stran
opravnéna postoupit sva prava a prevést své
zavazky na ftreti stranu bez pFedchoziho
pisemného souhlasu ostatnich smluvnich
stran. Tato Smlouva zavazuje jeji jednotlivé
smluvni strany, jakoz i jejich pravni nastupce a
osoby, na néZz budou prava a zavazky
smluvnich stran v souladu s timto odstavcem
postoupené.

8. Neplatnost nebo nevymahatelnost konkrétniho

ustanoveni této Smlouvy nema vliv na platnost
ostatnich ustanoveni. Smluvni strany se
zavazuji nahradit neplatné a nevymahatelné
ustanoveni  platnym a  vymahatelnym
ustanovenim, podle potfeby, jimz bude co
mozna nejblize dosazeno Uumyslu, jez strany
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independent contractor and shall not be
construed for any purpose as the partner,
agent, employee or representative to the other

party.

4. The Parties, each separately, represent and

warrant that they accept the risk of change of
circumstances and therefore neither party shall
become entitled to claim renegotiation of the
Agreement in case of any change of
circumstances occurs. Sections 1765(2) and
1766 of the Civil Code shall not apply.

5. This Agreement constitutes entire agreement

about the subject matter hereof and all matters
the Parties had and wished to agree upon
herein and which the Parties consider
important. At the same time the Parties
represent and warrant to have provided to
each other all information they deem important
and substantial for entering into this
Agreement.

6. The Parties do not wish that any rights or

obligations of the Parties are derived from the
current or future practice introduced between
the Parties or from business practice observed
generally or in the field related the subject
matter of this Agreement, unless explicitly
agreed in the Agreement.

7. Bayer shall have the right to assign this

Agreement in whole or in part to any of its
Affiliates. Subject to the foregoing, neither
party shall assign its rights or duties under this
Agreement (in whole or in part) to a third party
without prior written consent of the other party
and this Agreement shall bind and inure to the
benefit of the respective parties and their
successors and assigns.

8. The invalidity or unenforceability of a particular

provision of this Agreement shall not affect the
validity of the remaining provisions. The
parties shall replace the invalid or
unenforceable provision with a valid or
enforceable provision, as the case may be,
that comes closest to effectuating the intent of
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mély v dobé uzavreni této Smiouvy.

9. Jednostranné vzdani se prava anebo micky

10.

11.

dany souhlas anebo neuspésné dovolani se
poruSeni kteréhokoli ustanoveni této Smlouvy
smluvni stranou nezaklada jednostranné
vzdani se prava v souvislosti s jakymkoli
naslednym poruSenim kteréhokoli ustanoveni
této Smlouvy.

Pro ucely této Smlouvy se kazdy ukon ucinény
spole¢nosti Bayer vuéi kterémukoli ze
Smluvnich partner( povazuje za Ukon ucinény
a fadné doruteny obéma  Smluvnim
partnerdm, vcetné, avSak nejen, Ukonu
oznameni o zméné Protokolu Studie, Ukonu
sméfujiciho ke zmeéné ¢&i skonceni této
Smlouvy, ledaze z podstaty ukonu, o ktery se
jedna, vyplyva, ze je uréen pouze nékterému
ze Smluvnich partner(.

Zmény a dodatky k této Smlouvé musi mit
pisemnou formu a musi byt podepsany vSemi
smluvnimi stranami, nestanovi-li v konkrétnim
pfipadé tato Smlouva jinak. Pozadavek
pisemné formy se uplatni obdobné v pfipadé
zmén jednotlivych ustanoveni Smlouvy.

12. Tato Smlouva je vytvofena a Fidi se Ceskym

13.

pravem bez ohledu na ustanoveni jeho
koliznich norem. Smluvni strany se dohodly,
ze vesSkeré spory vzniklé z této Smlouvy budou
feSeny veécné a mistné pfisluSnymi soudy
Ceské republiky.

Tato Smlouva je sepsana v ceském a
anglickém jazyce a smluvni strany povazuji
obé jazykové verze za rovnocenné, avSak pro
pfipad nesrovnalosti mezi jednotlivymi verzemi
se strany dohodly, Ze pfednost ma cCeska
verze Smlouvy. Tato Smlouva a v8echny jeji
prilohy pfedstavuji Uplnou dohodu smluvnich
stran o pfedmétu této Smlouvy.

14. Nedilnou soucasti této Smlouvy jsou aktudlni

VSeobecné obchodni podminky spoleénosti
BAYER dostupné na www.bayer.cz; v pfipadé
rozporu mezi ustanovenimi této Smlouvy a
uvedenymi podminkami maji ustanoveni této

2017_CZ_C0O_33805

the parties at the time of the Agreement's
execution.

9. The waiver or acquiescence by any party or

the failure of any party to claim a breach of any
provision of this Agreement will not be deemed
to constitute a waiver with respect to any
subsequent breach of any provisions hereof.

10. For purposes of this Agreement any and all

11.

actions taken by Bayer towards any of the
Contract Partners shall be considered as
actions made and duly delivered to both
Contract Partners, including without limitation
notification of the Protocol, notices on
termination, unless is ensues from the nature
of such an action that it is addressed to only
some of the Contract Partners.

Amendments and extensions to this
Agreement shall not be effective unless in
written form and signed by all parties, unless
set forth explicitly otherwise herein. This
requirement equally applies to this written form
clause itself.

12. This Agreement shall be governed by, subject

13.

to and construed in accordance with the laws
of the Czech Republic regardless of its choice
of law rules. For any and all proceedings
arising hereunder the parties agree to the
exclusive jurisdiction of the competent courts
of the Czech Republic.

This Agreement is made in the Czech and
English language and the Parties consider
both language versions to be equivalent,
however in case of any discrepancies between
individual versions the Parties agreed that the
Czech version shall prevail. This Agreement
and any Appendix hereto set forth the entire
understanding and agreement of the parties
relating to the subject matter hereof.

14. The current General Terms and Conditions of

BAYER available on www.bayer.cz are an
integral part hereof; in case of any
discrepancies between the provisions hereof
and the mentioned terms and conditions, the
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Smlouvy pfednost. Pfipadnou dalSi akceptaci
VSeobecnych obchodnich podminek
spole¢nosti BAYER po uzavieni této Smlouvy
nejsou ustanoveni této Smlouvy nijak dotéena
a tato zlstavaji nadale platnd a Gc¢inna
v plném rozsahu.

15. Tato Smlouva se uzavird v poétu |§ vyhotoveni,
z toho 2 vyhotoveni pro spolegnost Bayer, |1
vyhotoveni pro Instituci

Xil. Prilohy

Nasledujici pfilohy tvofi nedilnou soucast této
Smlouvy, nestanovi-li Smlouva jinak:
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provisions hereof shall prevail. Another
eventual acceptance of the General Terms
and Conditions of BAYER after the conclusion
hereof shall not affect the provisions hereof in
any way and these remain valid and effective
to the full extent.

15. This Agreement is made in §| copies, out of
which Bayer receives Zcopies, Institution 1

copy.

XIl. Appendices

The following Appendices shall form an integral part
of this Agreement, unless set forth otherwise herein:

BAYER s.r. 0.

Misto a datum / Place and Date:

|Praha

Panagiotis Alekos
Prokurista / Proxy

Fakultni nemocnice Hradec Kralové

Misto a datum / Place and Date:

12.1.2017

\Prof. MUDr. \(Iadimir Pali¢cka, CSc., dr.h.c.
Reditel / director |
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