CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENiI

(CRO-Janssen-Institution/Principal
Investigator)

(CRO, Janssen a zdravotnické zafizeni /
hlavni zkousejici)

This  Clinical  Trial

“Agreement”) is

Agreement  (the

Tato Smlouva o klinickém hodnoceni (dale
jen ,Smlouva“) je

by and between

uzavirdna mezi spolec¢nosti

Quintiles Czech Republic, s.r.o. (“CRO”), a
company organized and existng under the
laws of the Czech Republic with its principal
offices located in Radlicka 714, 158 00 Praha
5, Czech Republic, represented by Alasdair
MacDonald

And

Janssen- Cilag International NV (“Janssen”), a
Belgian corporation, with registered offices

Quintiles Czech Republic, s.r.o., (dale ,,CRO”),
spole€nosti zaloZzenou a fungujici podle
zédkonl  Ceské republiky, se sidlem
spolecnosti Radlickd 714, 158 00 Praha 5,
Ceskd republika, zastoupenou Alasdairem
MacDonaldem, jednatelem,

spole¢nosti Janssen- Cilag International NV
(dale jen ,spolecnost Janssen”), spolec¢nosti

located at Vidernska 800, 140 59 Praha 4 —
Kré, Czech Republic, Identification number:
000 64 190, Tax identification number:
CZ00064190, state contributory organization
established by the Ministry of Health of the
Czech Republic, full text of foundation deed
No. MZDR 17268-1V/2012, registered in
Companies Registry by Municipal Court in
Prague, Section PR, inlet 1043 represented

at Turnhoutseweg 30. B-2340, Beerse, | zalozenou a fungujici podle zakonl

Belgium Belgického kralovstvi, se sidlem spole¢nosti
Turnhoutseweg 30. B-2340, Beerse, Belgium,

And a

Thomayerova nemocnice (“Institution”), | Thomayerovou nemocnici  (ddle jen

»,Zdravotnické zafizeni”), se sidlem Videniska
800, 140 59 Praha 4 - Kr¢&, Ceska republika,
Identifikacni cislo: 000 64 190, Danové
identifikacni  Cislo: CZ00064190, statni
pfispévkovou organizaci ztizenou
Ministerstvem zdravotnictvi CR, Uplné znéni
zfizovaci listiny ¢.j. MZDR 17268-1V/2012,
zapsanou Vv  obchodnim  rejstiiku u
Méstského soudu v Praze, oddil Pr, vl. 1043,

located at Videnska 800, 140 59 Praha 4 —
Kré, Czech Republic

by doc. MUDr. Zdenék Benes, CSc., Director zastoupenou doc. MUDr. Zdenkem
Benesem, CSc., reditelem,

And a

i ] (“Principal | | N (0ie jen Hiavni

Investigator”), affiliated with Institution, | zkousejici“), zaméstnance Zdravotnického

zafizeni se sidlem Videriska 800, 140 59
Praha 4 - Kr¢, Ceska republika,

and is effective as of the date of execution
by the last party to sign below (“Effective
Date”).

a vstupuje v platnost dnem, kdy bude nize
podepsana posledni ze smluvnich stran (dale
»Datum platnosti“).

Clinical Trial Klinickym hodnocenim

Efficacy and Safety of Rivaroxaban | Utinnost  a bezpecnost  profylaxe

Prophylaxis Compared with Placebo in | rivaroxabanem v porovnani s placebem
u ambulantnich  onkologickych pacientq,
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Ambulatory Cancer Patients Initiating
Systemic Cancer Therapy and at High Risk for
Venous Thromboembolism

ktefi zahajuji systémovou protinadorovou
[ébu a maji vysoké riziko  Zilni
tromboembolie

Regulatory Sponsor

Zadavatel

Janssen-Cilag International NV

Janssen-Cilag International NV

Study Product

Hodnoceny lécivy pFipravek

Rivaroxaban

Rivaroxaban

Protocol Protokol
39039039STM4001 39039039STM4001
EUdraCT number Cislo EudraCT

2015-001630-21

2015-001630-21

Study Site

Misto provadeéni klinického hodnoceni

Oncology Clinic of the Charles University
First Medical Faculty, Videnska 800, 140 59
Praha 4 — Kr¢, Czech Republic

Onkologicka klinika 1. LF UK, Vidernska 800,
140 59 Praha 4 - Kr¢, Ceska republika

Whereas, Janssen has appointed CRO to
procure the services under this Agreement
and to provide same to Janssen;

Spolecnost Janssen povéfila CRO, aby
zajistovala sluzby podle této Smlouvy a
poskytovala ji je.

Whereas, CRO has requested Institution and
Principal Investigator to provide services to
CRO as described in this Agreement by
conducting the Clinical Trial, which is
sponsored by Janssen- Cilag International
NV, with its registered office at
Turnhoutseweg 30. B-2340, Beerse, Belgium
(“Regulatory Sponsor”), involving the Study
Product according to the Protocol (including
subsequent Protocol amendments), and
Annexes which form an integral part hereof;
and

CRO pozadala Zdravotnické zafizeni a
Hlavniho zkousejiciho, aby ji poskytovali
sluzby popsané vtéto Smlouvé tim, Ze
budou provadét Klinické hodnoceni, jehoz
zadavatelem je spolecnost Janssen-Cilag
International NV, se sidlem Turnhoutseweg
30, B-2340, Beerse, Belgie (dale jen
»,Zadavatel”), tykajici se Hodnoceného
|éCivého pripravku podle Protokolu (véetné
pfipadnych pozdéjsich dodatkd k nému) a
priloh, které tvori nedilnou soucast této
Smlouvy.

Whereas, Institution is equipped and
authorized to undertake the Clinical Trial
and Institution and Principal Investigator
have agreed to perform the Clinical Trial
under the terms and conditions in accord
with the Protocol and hereinafter set forth;
and

Zdravotnické zatizeni ma nezbytné vybaveni
a opravnéni  kprovadéni  Klinického
hodnoceni a spolec¢né s Hlavnim zkousejicim
se zavazuje, Zze ho bude provadét podle
podminek Protokolu a podminek
stanovenych v této Smlouvé.
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Whereas, Principal Investigator shall be
responsible for appointing any other Study
staff members (including, but not limited to
sub-investigators, nurses, etc.)(“Study Staff
Member”) that the Investigator may need
for the proper conduct of the Trial.

Hlavni zkousSejici ponese odpovédnost za
povéreni dalSich ¢lend studijniho tymu
(napriklad spoluzkousejicich, zdravotnich
sester atd.; dale ,¢lenové Studijniho tymu*),
které bude pripadné potfebovat k fadnému
provadéni Klinického hodnoceni.

Now, therefore, in consideration of the
premises and the mutual promises and
covenants expressed herein, the parties
agree as follows:

Po zvaZieni vychozich predpokladd a
vzajemnych pfislib( a zdvazk( stanovenych
v této Smlouvé se smluvni strany dohodly na
uzavieni Smlouvy v tomto znéni:

1. 1.
Performance of the Clinical Trial Provadeéni Klinického hodnoceni
1.1 1.1

The parties agree that any Annexes form an
integral part of this Agreement.

Smluvni strany se dohodly, Ze v3echny
pfilohy tvofi nedilnou soucast této Smlouvy.

1.2

1.2

Institution and Principal Investigator agree
to use best efforts and professional
expertise to perform the Clinical Trial in
accordance with the Protocol, all applicable
legal and regulatory requirements, the
identified timelines and the terms and
conditions of this Agreement. Institution and
Principal Investigator may not start the
Clinical Trial without prior approval of the
ethics committee, notifications and further
legally required approvals.

Zdravotnické zatizeni a Hlavni zkousejici se
zavazuji, Ze budou Klinické hodnoceni
provadét svynaloZenim svého nejlepsiho
usili a odbornych znalosti a schopnosti
v souladu s Protokolem, vSemi platnymi
zakonnymi predpisy a pozadavky kontrolnich
Uradd, stanovenymi terminy a podminkami
této Smlouvy. Zdravotnické zafizeni a Hlavni
zkousejici nesméji zalit provadét Klinické
hodnoceni bez pfedchoziho schvaleni
etickou komisi, bez predchoziho oznameni a
bez ziskani pripadnych dalSich souhlasi a
schvaleni pozadovanych ze zdkona.

Copies of approvals form annexes hereof.

Kopie souhlasnych stanovisek a povoleni
tvofi prilohu této smlouvy.

1.3

1.3

In the event that the Principal Investigator
becomes no longer affiliated with Institution,
Institution shall provide written notice to
CRO as soon as possible and at the latest
within three (3) days of such departure.
Janssen or CRO shall have the right to
approve any new Principal Investigator
designated by Institution. The new Principal
Investigator shall be required to agree to the
terms and conditions of this Agreement. In
the event Janssen does not approve such
new Principal Investigator, CRO or Janssen

Pokud Hlavni zkousejici ukonéi pracovni
pomér se Zdravotnickym zatizenim, bude o
tom Zdravotnické zafizeni co nejdfive,
nejpozdéji vsak do t¥i (3) dnd po ukonceni
pracovniho poméru, pisemné informovat
CRO. Spolecnost Janssen nebo CRO pak
budou mit pravo schvalit pfipadného nového
Hlavniho zkousejiciho uréeného
Zdravotnickym  zafizenim. Novy Hlavni
zkousejici bude povinen se zavazat, Ze bude
dodrzovat podminky této Smlouvy. V
pfipadé, Ze spolecnost Janssen nového
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may terminate this Agreement in
accordance with Section 2.2 below and
Institution shall take all necessary steps to
accommodate CRO’s or Janssen’s decision.

Hlavniho zkousejiciho neschvali, budou moci
CRO nebo spoleénost Janssen tuto Smlouvu
vypovédét vsouladu s ustanovenim ¢lanku
2.2 nize a Zdravotnické zafizeni ucini veSkeré
nezbytné kroky k naplnéni jejich rozhodnuti.

14 14
Institution and Principal Investigator may | Jako spoluzkousejici a vyzkumné pracovniky,
appoint such other individuals and/or | ktefi budou pomadhat s provadénim

investigational staff as they may deem
appropriate as co-investigator and
investigational staff to assist in the conduct
of the Clinical Trial. All co-investigators and
investigational staff will be adequately
qualified, timely appointed and an updated
list will be maintained. Principal Investigator
shall be responsible for leading such team of
co-investigators and investigational staff,
who in all respects shall be bound in writing
to the same terms and conditions as the
Principal Investigator under this Agreement.
Institution and Principal Investigator are
responsible for the services performed by its
staff and undertakes in particular to have
the services executed by competent
persons. In the event that Institution and/or
Principal Investigator use the services of
others to conduct the Clinical Trial pursuant
to this Agreement, Institution and Principal
Investigator shall be responsible for ensuring
that all are appropriately licensed and
credentialed and in compliance with the
terms of this Agreement. Institution and
Principal Investigator shall be liable for any
breach of this Agreement by such
individuals.

Klinického hodnoceni, mohou Zdravotnické
zatizeni a Hlavni zkousejici jmenovat osoby
a/nebo vyzkumné pracovniky, které budou
povazovat za vhodné. VSichni spoluzkousejici
a vyzkumni  pracovnici museji  mit
odpovidajici kvalifikaci, museji byt vcas
jmenovani a musi byt veden jejich aktualni
seznam. Odpovédnost za vedeni tymu
spoluzkousejicich a vyzkumnych pracovniki,
ktefi budou povinni pisemné potvrdit, Ze
budou ve vSech ohledech dodrZovat stejné
podminky, jakymi je vazan Hlavni zkousejici
podle této Smlouvy, ponese Hlavni
zkousejici. Zdravotnické zafizeni a Hlavni
zkousejici odpovidaji za sluzby poskytované
jejich zaméstnanci a zejména se zavazuji, Ze

zajisti, aby sluzby byly poskytovany
kvalifikovanymi osobami. Budou-li
Zdravotnické  zafizeni a/nebo  Hlavni

zkousejici vyuzivat k provadéni Klinického
hodnoceni podle této Smlouvy sluzeb tretich
osob, budou povinni zajistit, aby vSechny
takové osoby mély fadné opravnéni a
fadnou kvalifikaci a jednaly vsouladu
s podminkami této Smlouvy. Za poruseni
této Smlouvy nékterou ztretich osob
ponesou odpovédnost Zdravotnické zafizeni
a Hlavni zkousejici.

Use of Randomization Codes: The Principal
Investigator conducting a blinded study
agrees to maintain the blinding of the Study
Product. The Principal Investigator
understands that the randomization codes
will be released upon completion of the
Clinical Trial and finalization of the database
by Janssen. For multi-center studies, data
from all centers are required before the

Pouzivani randomizacnich kédl: Hlavni
zkousejici provadéjici zaslepené klinické
hodnoceni se zavazuje, Ze zachova zaslepeni
Hodnoceného |éc¢ivého pfFipravku. Hlavni
zkousejici je  srozumén  stim, Ze
randomizacéni kédy budou uvolnény az po
dokonceni Klinického hodnoceni a finalizace
databaze spolec¢nosti Janssen.
U multicentrickych  klinickych  hodnoceni
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Clinical Trial is considered complete. Should
a medical emergency occur requiring the
Principal Investigator to break the code for a
specific subject, the Principal Investigator

bude nutné ziskat Udaje ze vSech center, nez
bude mozné povazovat Klinické hodnoceni
za  dokoncené. Bude-li v naléhavém
zdravotnim pripadé nezbytné, aby Hlavni

agrees to notify CRO and Janssen | zkouSejici prolomil kdéd u konkrétniho

immediately. pacienta, zavazuje se, Ze o tom bude
neprodlené informovat CRO a spolecnost
Janssen.

1.5 1.5

For the performance of the Clinical Trial, | Pro  provddéni Klinického hodnoceni

Janssen or CRO or their respective affiliates
shall provide the Study Product and all
Clinical Trial related documents (such as case
report forms). Neither Institution nor
Principal Investigator are authorized to make
any use of Study Product and Clinical Trial
related documents, materials and
equipment in any way other than for
conducting the Clinical Trial in accordance
with the Protocol and this Agreement.

poskytnou spolecnost Janssen nebo CRO
nebo jejich dcefiné &i sesterské spole¢nosti
Hodnoceny éCivy pfipravek a vesSkeré
dokumenty ke Klinickému hodnoceni
(naptiklad zdznamy subjektd hodnoceni).
Zdravotnické zafizeni ani Hlavni zkousejici
nejsou opravnéni vyuzivat Hodnoceny lécivy
pfipravek a dokumenty, materidly a vybaveni
ke Klinickému hodnoceni jinym zplsobem
nez kprovadéni Klinického hodnoceni
v souladu s Protokolem a s touto Smlouvou.

1.6

1.6

While dispensing with the Study Product and
conducting the Clinical Trial, the parties
undertake to comply with applicable laws,
implementation regulations, good
manufacturing, distribution, pharmacy and
clinical practice guidelines and the
instructions of the State Institute for Drug
Control.

Smluvni strany se zavazuji, Ze budou pfi
vydeji Hodnoceného lécivého pripravku a pfi
provadéni Klinického hodnoceni dodriovat
platné zakony, provadéci predpisy, zasady
spravné vyrobni, distribuéni, lékarenské a
klinické praxe a pokyny Statniho Ustavu pro
kontrolu Iéciv.

1.7

1.7

Janssen shall ensure delivery of Study
Product and placebo to the Institution
pharmacy, where the authorized pharmacist
shall take over the delivery and check it (like
with other consignments, i.e. for potential
damage; compliance with any special
transportation requirements, confirmation
of receipt of the consignment), consequently
the Principal Investigator shall pick up the
Study Products against a requisition form
and assume full responsibility for them.
Janssen is required to announce in advance
when the consignment will be delivered to
the Institution pharmacy, by agreed mode.
Janssen shall arrange for disposal of the

Spolecnost Janssen bude zajistovat dodavky
Hodnoceného lécivého pripravku a placeba
do lékarny Zdravotnického zafizeni, kde
budou prebirany a kontrolovany
opravnénym |ékarnikem (podobné jako
kazdd jind dodavka, napf.zda nejsou
poskozené, zda byly dodrzeny pfipadné
specialni poZadavky na prepravu), ktery poté
potvrdi prevzeti dodavky. Hlavni zkousSejici si
bude Hodnocené Iécivé pripravky vyzvedavat
proti Zadance a ponese za né plnou
odpovédnost. Spolecnost Janssen je povinna
oznamit dohodnutym zplsobem predem,
kdy bude =zéasilka dodana do Iékarny
Zdravotnického zafizeni. Spole¢nost Janssen
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Study Products at its own expense.

bude na vlastni naklady zajistovat likvidaci
Hodnocenych IéCivych pripravkd.

1.8 1.8
Additional Research: Without the prior | DalSi vyzkum: Bez predchoziho pisemného
written consent of CRO or Janssen, | souhlasu CRO nebo spolecnosti Janssen

Institution and Principal Investigator shall
not conduct any research or facilitate third
parties to conduct any research not required
by the Protocol on: (i) Trial Subjects during
the Clinical Trial (including any additional or
(ii) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the
data derived from the Clinical Trial.
Hereinafter, the research described in the
previous sentence shall be referred to as
“Additional Research”. In any case where
CRO or Janssen gives such approval, the
approved Additional Research shall be
considered either an amendment to the
original Protocol, or shall be the subject of
another written agreement between
Institution and Principal Investigator, and
CRO and Janssen. Institution and Principal
Investigator shall conduct all Additional
Research in compliance with all applicable
regulations, including requirements for
obtaining appropriate EC approval and
subject informed consent. Without limiting
any other remedy available by law to
Janssen, if Institution and/or Principal
Investigator conducts Additional Research in
breach of this section, and such Additional
Research results in an Invention (as defined
in Section 8 below), Institution and Principal
Investigator (as applicable) hereby grant to
Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sublicense, to make,
have made, use, have used, sell, have sold,
and import any such invention that results
from such Additional Research. This Section
shall survive termination or expiration of this
Agreement.

nebudou Zdravotnické zafizeni ani Hlavni
zkousejici provadét zadny vyzkum
nevyZadovany podle Protokolu a nebudou
ani nikomu pomahat sZadnym takovym
vyzkumem, jestlize by se mél tykat: (i)
Subjektl v pribéhu Klinického hodnoceni
(véetné  ziskdvani dalSich  nebo (ii)
biologickych vzork(i od Subjektl v pribéhu
Klinického hodnoceni, nebo (iii) udajl
ziskanych z Klinického hodnoceni. Vyzkum
popisovany v pfedchozi vété je
v nasledujicim textu oznacovan jako , Dalsi
vyzkum“. Pokud CRO nebo spolecnost
Janssen poskytnou svlj souhlas, bude
schvaleny Dalsi vyzkum povaZovan bud' za
dodatek k piivodnimu Protokolu, nebo bude
pfedmétem nové pisemné dohody mezi
Zdravotnickym  zafizenim a  Hlavnim
zkousejicim a CRO a spolecnosti Janssen.
Veskery Dalsi vyzkum budou Zdravotnické
zafizeni a Hlavni zkouSejici provadét
v souladu se vSemi platnymi predpisy véetné
pozadavk( na ziskani kladného stanoviska EK
a informovaného souhlasu od subjektl. Aniz
by tim byly dotéeny jiné prostredky, které
mohou podle zdkona pfisluset spolecnosti
Janssen, udéluji Zdravotnické zatizeni nebo
pfipadné Zkousejici Iékar spolecnosti Janssen
nebo jejim zastupcim pro pfipad, Ze by
provadéli Dalsi vyzkum VvV rozporu
s ustanovenim tohoto ¢lanku a takovy Dalsi
vyzkum by ved| k néjakému Vynalezu (podle
definice v ¢lanku 8 nize), neodvolatelnou,
celosvétovou, plné uhrazenou, bezuplatnou
vyhradni licenci (véetné prdva udilet
podlicence)  ucinit  vesSkeré  vynalezy
vyplyvajici z Dalsiho vyzkumu, vyuZivat je,
prodavat nebo dovaZet. Ustanoveni tohoto
¢lanku zUstavaji v platnosti i po ukonceni
nebo skonceni platnosti Smlouvy.

1.9

1.9
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Delegation by Janssen to CRO. Janssen has
contracted with CRO, a clinical research
organization, to supervise, monitor and
manage the Clinical Trial in accordance with
applicable laws and with this Agreement.
Janssen has authorized CRO to handle
Janssen communications with the Institution
and Principal Investigator with respect to the
Study and this Agreement. Janssen shall
notify Institution and Principal Investigator
should this situation change at any point.
Without prejudice to any rights of Janssen
under this Agreement, Institution and
Principal Investigator acknowledge that CRO
is the VAT recipient of services under this
Agreement.

Povéfeni CRO spolecnosti Janssen.
Spoleénost Janssen povéfila CRO, klinickou
vyzkumnou organizaci, aby dohlizela na
Klinické hodnoceni, monitorovala ho a fidila
ho vsouladu s platnymi zdkony a stouto
Smlouvou. Spoleénost Janssen povérila CRO,
aby za ni jednala se Zdravotnickym zafizenim
a sHlavnim zkouSejicim v zdleZitostech
tykajicich se Klinického hodnoceni a této
Smiouvy. Spole¢nost  Janssen bude
Zdravotnické zafizeni a Hlavniho zkousejiciho
informovat, pokud se tato skute¢nost nékdy
zméni. Aniz by tim byla dotéena prava
spole¢nosti Janssen podle této Smlouvy,
berou Zdravotnické zafizeni a Hlavni
zkousejici na védomi, Ze CRO je pfijemcem
sluzeb podle této Smlouvy z hlediska dané
z pfidané hodnoty.

A document proving the delegation of CRO
by Janssen and CRO extract from the

Povéreni Janssen pro CRO a vypis CRO
z obchodniho rejstfiku tvofi prilohu této

Register of Companies form annexes hereto. | smlouvy.

2. 2.

Term and Termination Doba platnosti a ukonceni
2.1 2.1

The term of this Agreement shall begin on
the Effective Date and continue until the
Clinical Trial has been completed as
acknowledged in writing by CRO. The parties
estimate that the Clinical Trial will end in (i)
_ or (ii) six (6) months
following final database lock, unless sooner
terminated in accordance with the terms
hereof. The parties agree that the term may
be amended by mutual agreement of the
parties.

Tato Smlouva vstupuje v platnost Dnem
platnosti a plati do dokonceni Klinického
hodnoceni potvrzeného pisemné CRO.
Smluvni strany odhaduji, Ze Klinické
hodnoceni skonci (i)
v_nebo (i) Sest (6)
mésicll po konecném uzamceni databaze,
nebude-li podle podminek této Smlouvy
ukonceno drive. Smluvni strany se dohodly,
Ze platnost bude mozné zménit na zdkladé
dohody smluvnich stran.

It is planned to include _

of Trial Subjects in the Clinical Trial,
however, no more than _
Trial Subjects may be included in the Clinical
Trial. Should the maximum number of Trial
Subjects be exceeded, a prior approval of
CRO must be obtained and the parties shall
conclude an amendment to this Agreement.

Podle planu by mélo byt do Klinického
hodnoceni zafazeno aZ _
Subjektl, maximalné vsak bude moiné do
Klinického hodnoceni zaradit
B subickti. S piipadnym
prekrocenim tohoto maximalniho poctu
Subjektll bude muset predem souhlasit CRO
a smluvni strany uzaviou dodatek ktéto
Smlouvé.

2.2

2.2
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This Agreement may be terminated by any
party at any time in the exercise of its sole
discretion upon thirty (30) calendar days’
prior written notice to the other parties.
Reasons for termination of this Agreement
may include, but are not limited to:

Tuto Smlouvu mohou smluvni strany kdykoli
vypovédét podle vlastniho uvazeni na
zakladé pisemné vypovédi zaslané ostatnim
smluvnim stranam s vypovédni Ihltou tficeti
(30) kalendarnich dng. Dlvodem
k vypovézeni Smlouvy mize byt napfiklad:

(i)

(i)

breach of contract, including failure to
comply with the Protocol and applicable
laws and regulations;

poruseni Smlouvy véetné nedodrzeni
Protokolu a platnych zakon( a predpisu,

(ii)

(ii)

receipt of safety information that makes it
prudent to do so; or

ziskani informaci o bezpecnosti éCby, na
jejichz zakladé se bude vypovézeni Smlouvy
jevit jako proziravé,

(i)

(i)

if no subjects have been recruited at the
Study Site within three (3) months following
the Clinical Trial initiation at the site.

pokud v Misté provadéni  klinického
hodnoceni nebudou do tfi (3) mésici po
zahdjeni Klinického hodnoceni v Misté
provadéni klinického hodnoceni zafazeni
Zadni pacienti.

Notwithstanding the above, CRO or Janssen
may immediately terminate the Clinical Trial
if such immediate termination is necessary
based upon considerations of patient safety
or upon receipt of data suggesting lack of
sufficient efficacy. Upon receipt of notice of
termination, Institution and Principal
Investigator agree to promptly terminate
conduct of the Clinical Trial to the extent
medically permissible for any individual who
participates in the Clinical Trial (“Trial
Subject”). In the event of termination
hereunder, other than as a result of a
material breach by Institution and Principal
Investigator, the total sums payable by CRO
pursuant to this Agreement shall be
equitably prorated for actual work
performed to the date of termination, with
any unexpended funds previously paid by
CRO to Institution and Principal Investigator
being refunded to CRO.

Bez ohledu na vySe uvedené budou moci
CRO nebo spolecnost Janssen ukondit
Klinické hodnoceni s okamzitou Uucinnosti,
pokud to bude nezbytné sohledem na
bezpecnost pacientll nebo pokud bude ze
ziskanych ddaja  vyplyvat nedostatecna
ucinnost hodnocené |écby. Zdravotnické
zafizeni a Hlavni zkousejici se zavazuji, ze po
doruceni oznameni o vypovézeni Smlouvy

neprodlené ukondi provadéni Klinického
hodnoceni vrozsahu, vjakém to bude
z lékarského hlediska mozné pro pfipadné
Ucastniky  Klinického hodnoceni (dale
»Subjekty”). Bude-li tato Smlouva
vypovézena v souladu s uvedenymi

podminkami z jiného dlvodu neZ pro zasadni
poruseni Smlouvy Zdravotnickym zafizenim
nebo Hlavnim zkousSejicim, budou veskeré
Castky, které bude CRO povinna uhradit
podle této Smlouvy, spravedlivé snizeny
v poméru ke skutecné provedené praci do
data vypovézeni Smlouvy. Veskeré castky,
které CRO jiz zaplatila Zdravotnickému
zafizeni a Hlavnimu zkousSejicimu za
neprovedené prace, budou vraceny CRO.
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2.3

2.3

Upon the earlier of the termination of the
Clinical Trial and termination of this
Agreement, (a) Principal Investigator shall
immediately deliver to CRO and Janssen all
data generated as a result of the Clinical
Trial, all clinical specimens collected, all
documents and data provided by CRO or
Janssen and their respective affiliates, and
all Janssen Confidential Information, as
defined in Section 7.2 below, (b) Principal
Investigator shall return to CRO or Janssen
or their respective affiliates or destroy upon
instructions of CRO or its affiliates, all
unused Study Product, and (c) Principal
Investigator shall treat materials and
equipment provided by Janssen or CRO or
their respective affiliates in accordance with
Annex A, and if Annex A requires the return
of any materials and/or equipment, Principal

Investor shall return them upon the
instructions of CRO or its affiliates. This
provision does not apply to those

documents that should be maintained and
retained by the Principal Investigator at the
Study Site, as defined in the Protocol and as
required by applicable laws and regulations.
The destruction of the documents referred
to in the last sentence requires prior consent
of the CRO or Janssen.

Po dokonceni Klinického hodnoceni nebo
pfipadné po skonceni ¢i ukonceni platnosti
této Smlouvy, dojde-li k tomu drive, (a) vrati
Hlavni zkousejici CRO a spolecnosti Janssen

neprodlené veskeré Uudaje ziskané jako
vysledek Klinického hodnoceni, veskeré
odebrané klinické vzorky, veskeré

dokumenty a veskeré udaje, které ziskal od
CRO nebo spolec¢nosti Janssen a jejich
dcefinych a sesterskych spole¢nosti, a také
veskeré Dlvérné informace spolecnosti
Janssen podle definice v ¢lanku 7.2 nize,
(b) vrati  Hlavni  zkousSejici CRO nebo
spole¢nosti Janssen ¢i jejim dcefinym a
sesterskym spole¢nostem veskeré davky
nespotfebovaného Hodnoceného I|écivého
pripravku nebo je podle pokyni CRO nebo
jejich dcefinych a sesterskych spolecnosti
zlikviduje a (c) sveskerymi materidly a
vybavenim dodanymi spolecnosti Janssen
nebo CRO (i jejich dcefinymi a sesterskymi
spole¢nostmi naloZi podle Pfilohy A. Pokud
bude podle Prilohy A pozadovano
u nékterého z materiall nebo vybaveni jejich
vraceni, vrati je Hlavni zkousejici podle
pokyniG CRO nebo jejich dcefinych a
sesterskych spolecnosti. Toto ustanoveni se
nevztahuje na dokumenty, které by mél
podle Protokolu a platnych zakonl a
predpisi uchovévat a archivovat Hlavni
zkousejici v Misté provddéni klinického
hodnoceni. Dokumenty zminované
v pfedchozi vété bude moziné zlikvidovat
pouze s predchozim souhlasem CRO nebo
spolecnosti Janssen.

2.4

2.4

Upon termination, if the Clinical Trial is a
multi-center trial, if possible, upon CRO’s or
Janssen’s request, Principal Investigator shall
refer the Trial Subjects to other trial sites
designated by Janssen.

Vptipadé, Ze se bude jednat o
multicentrické klinické hodnoceni, doporuci
Hlavni zkouSejici Subjekty na Zadost CRO
nebo spolecnosti Janssen po skonceni nebo
ukonceni platnosti této Smlouvy do jinych
mist provadéni klinického hodnoceni
uréenych spolecnosti Janssen, bude-li to
mozZné.

3.

3.
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Ethics Committee (EC) - Informed Consent -
Authorizations

Eticka komise (EK) — informovany souhlas —
souhlasné stanovisko

3.1

3.1

In accordance with the laws and regulations
applicable at the Study Site, CRO shall be
responsible for obtaining approval of the
Protocol and its amendments, informed
consent form, Clinical Trial recruitment
procedures (e.g. announcements, financial
compensation if any) and any other relevant
documents in connection with the Clinical
Trial, from the appropriate EC prior to
commencement of the Clinical Trial. The
Clinical Trial shall be conducted pursuant to
the approval issued by the State Institute for
Drug Control, approval by the multi-centric
ethics committee and approved by the local
ethics committee.

V souladu se zakony a predpisy platnymi pro
Misto provadéni klinického hodnoceni je
CRO povinna ziskat od pfrislusné EK pred
zahdjenim Klinického hodnoceni kladné
stanovisko k Protokolu a jeho dodatkiim, k
formulafi informovaného souhlasu,
k postupu pfi  ndboru do Klinického
hodnoceni (napf. ndborové inzeraty nebo
pfipadna finanéni odména) a k pfipadnym
dalsim  dokumentim ke  Klinickému
hodnoceni.  Klinické  hodnoceni  bude
provadéno na zakladé schvdleni Statnim
ustavem pro kontrolu léciv a kladného
stanoviska multicentrické etické komise a
kladného stanoviska mistni etické komise.

The Protocol and any of its addenda, the
informed consent form, and any advertising
shall not be revised without the prior written
agreement of CRO and the EC.

Protokol a jeho pfilohy, formuldr
informovaného souhlasu a pfipadné inzeraty
nesméji byt ménény bez predchozi pisemné
dohody s CRO a EK.

3.2

3.2

Institution and Principal Investigator shall
also be responsible for adequately informing
the Trial Subject and for obtaining an
informed consent form signed by or on
behalf of each Trial Subject, which informed
consent form shall be approved by CRO and
the EC, prior to the Trial Subject’s
participation. The informed consent form
shall include the right for CRO, Janssen and
its designees and applicable government
authorities to review raw Clinical Trial data,
including original subject records, in all
monitoring and auditing activities required
to ensure quality assurance and compliance
with the Protocol as well as all legal and
regulatory requirements. The informed
consent form shall also include the right for
Janssen and its affiliates to conduct
additional reviews of the data to study the
safety and efficacy of the Study Product and
other products and treatments, to develop a
better understanding of disease or to

Zdravotnické zafizeni a Hlavni zkousejici jsou
také povinni Subjekty Klinického hodnoceni
naleZité poucit a jeSté pred jejich zafazenim
do Klinického hodnoceni od kazdého z nich
ziskat informovany souhlas podepsany
osobné nebo jménem Subjektu. Formular
informovaného souhlasu musi byt schvalen
CRO a EK. FormulaF informovaného souhlasu
musi obsahovat pravo CRO, spolecnosti
Janssen a jejich zastupch a pfislusnych
statnich Gradd nahlizet do nezpracovanych
Gdajd v Klinickém  hodnoceni, vcetné
plvodnich zaznam( subjektl, pfi vykonavani
monitorovacich ¢innosti a auditu nezbytnych
k zajisténi kvality a souladu s Protokolem a
se vsemi zakonnymi pozadavky a poZadavky
kontrolnich urad(. Formular informovaného
souhlasu musi rovnéZz obsahovat pravo
spolecnosti Janssen a jejich dcefinych a

sesterskych  spolecnosti provadét dalsi
vyhodnocovani ddajli  scilem zkoumat
bezpecnost a ucinnost Hodnoceného
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improve the efficiency of future clinical
studies. The Informed Consent Form is
attached hereto as Annex B.

|éCivého pripravku a dalSich pfipravk( a
moznosti |écby, ziskat lepsi predstavu o
onemocnéni nebo zvySovat Ucinnost lécby
v budoucich klinickych hodnocenich. Vzor
informovaného souhlasu tvoti Prilohu B této

smlouvy.
3.3. 3.3.
Janssen shall be responsible for the | Spole¢nost Janssen odpovida za splnéni

fulfillment of all other authorization
formalities related to the conduct of the
Clinical Trial (such as submitting a clinical

vSech dalSich formalit vramci povoleni
Klinického hodnoceni (naptiklad podani
Zadosti o schvaleni klinického hodnoceni)

trial application) and related to the; | véetné formalit tykajicich se vyroby;
manufacturing, supply or importation of the | dodavani nebo dovozu Hodnoceného
Study Product, and if required, for obtaining | |éCivého pFipravku a pfipadné ziskani
the written authorization from the | pisemného souhlasu pfislusného
competent health authorities prior to | zdravotnického kontrolniho ufadu pred
commencement of the Clinical Trial. zahdjenim Klinického hodnoceni.

4, 4,

Reporting of Data and Adverse Events Hlaseni udajt a nezadoucich pfihod

4.1 4.1

Institution and Principal Investigator agree
to provide CRO and Janssen periodically and
in a timely manner with all Clinical Trial
results and other data called for in the
Protocol on properly completed (written or
electronic) case report forms.

Zdravotnické zafizeni a Hlavni zkousejici se
zavazuji, Ze budou CRO a spole¢nosti Janssen
pravidelné a vcas prostrednictvim tadné
vyplnénych formuldfd zaznamU subjektl

hodnoceni (v tisténé nebo elektronické
podobé) preddvat veskeré  vysledky
Klinického hodnoceni a dalsi udaje

pozadované v Protokolu.

4.2

4.2

Electronic Data Capture ("EDC"):
Institution/Principal Investigator will submit
Clinical Trial data using the electronic system
provided by Janssen [or CRO — to be omitted
if CRO will not provide an EDC system].
Institution/Principal Investigator shall
prevent unauthorized access to the data by
maintaining physical security of the
computers and ensuring that investigational
staff maintains the confidentiality of their
passwords. Institution/ Principal Investigator
shall also comply with CRO’s instructions for
data entry into the system, which includes
that investigational staff using the system
understands that their electronic signatures
are the legally binding equivalent of
handwritten signatures, and they attest to

Elektronické zaznamenavani udaja: Udaje
z Klinického hodnoceni budou Zdravotnické
zafizeni / Hlavni zkousSejici zadavat do
elektronického systému, ktery jim poskytne
spole¢nost Janssen [nebo CRO - vymalZte,
pokud CRO elektronicky systém poskytovat
nebude]. Zdravotnické zafizeni / Hlavni
zkousejici zamezi neopravnénému pfistupu
k udajlim tim, Ze fyzicky zabezpedi pocitace a
zajisti, aby vyzkumni pracovnici uchovavali
sva pristupova hesla v tajnosti. Zdravotnické
zafizeni / Hlavni zkousejici budou rovnéz
dodrzovat pokyny CRO pro zadavani udaju
do systému, napfiklad seznami vyzkumné
pracovniky pouZzivajici systém, Ze jejich
elektronicky podpis predstavuje prdvné
zavaznou obdobu vlastnoruéniho podpisu a
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the accuracy and completeness of the data
entered.

Ze jim stvrzuji pfesnost a Uplnost zadavanych
udaju.

Institution/Principal Investigator agree to
collect all Clinical Trial data (electronic or
paper)in source documents prior to entering
it into the electronic case report form
(“eCRF”). The eCRF shall be completed
within five (5) working days after visit
procedures have been completed or test
results are available, unless otherwise
specified in the Protocol.
Institution/Principal Investigator also agree
to provide appropriate responses to queries
received within five (5) working days of
receipt, unless otherwise specified in the
Protocol.

Zdravotnické zafizeni / Hlavni zkousejici se
zavazuji, Ze budou veskeré udaje v Klinickém
hodnoceni (v elektronické ¢i papirové
podobé) zapisovat nejprve do zdrojové
dokumentace, nez je zadaji do
elektronickych formulafi zaznam( subjektd
hodnoceni (dale jen ,elektronické formulare
eCRF”). Elektronické formulare eCRF budou
vyplfiovany do péti (5) pracovnich dnd po
provedeni vySetfeni na dané kontrolni
ndvstévé nebo po ziskani vysledkl vysetreni,
pokud v Protokolu neni uvedeno néco
jiného. Zdravotnické zafizeni / Hlavni
zkousejici se rovnéZ zavazuji, Ze budou na
pfipadné dotazy pfimérené odpovidat do
péti (5) pracovnich dnl od doruéeni dotazu,

pokud v Protokolu neni uvedeno néco
jiného.
In the event Principal Investigator/Institution | Pokud Hlavni zkousSejici / Zdravotnické

do not enter Data into the eCRF or respond
to queries in the timeframe set forth for
each above, Janssen may, in its sole
discretion, immediately  take corrective
actions. These actions may include but are
not limited to, temporary suspension of
screening/enrollment, additional monitoring
visits, consideration of site audit, and
possible termination of site participation in
the Clinical Trial.

zafizeni nezadaji Udaje do elektronickych
formulard eCRF nebo neodpovi na dotazy ve
vyse uvedené prislusné lhaté, bude moci
spole¢nost Janssen podle vlastniho uvazeni
neprodlené provést kroky vedouci k napravé
takového stavu. Naptiklad bude moci
docasné pozastavit vstupni vysSetieni nebo
nabor, provést dalSi monitorovaci navstévy,
zvazit provedeni auditu mista provadéni
klinického hodnoceni nebo pfipadné i
ukoncit Ucast mista provadéni klinického
hodnoceni v Klinickém hodnoceni.

4.3

4.3

Institution and Principal Investigator also
agree to report to CRO within twenty-four
(24) hours after learning of any serious
adverse events and other important medical
events, as identified in the Protocol,
affecting any Trial Subject in the Clinical
Trial. Institution and Principal Investigator
further agree to follow up such report with
detailed, written reports in compliance with
all  applicable legal and regulatory
requirements.

Zdravotnické zatizeni a Hlavni zkousejici se
rovnéz zavazuji, Ze budou CRO hlasit veskeré
zavazné nezadouci prihody a dalsi dllezité
zdravotni pfihody podle Protokolu, které
budou mit dopad na Subjekty v Klinickém
hodnoceni, do dvaceti ctyf (24) hodin od
okamziku, kdy se od nich dozvédi.
Zdravotnické zatizeni a Hlavni zkousejici se
dale zavazuji, Ze po nahldseni zaslou
podrobnou pisemnou zpravu v souladu se
véemi platnymi zdkonnymi predpisy a
pozadavky kontrolnich ufada.
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4.4

4.4

Timely, accurate and complete data | V¢asné, presné a uplné predavani udaja a
submission and query responses are | odpovidani na dotazy je podminkou pro
necessary to ensure payment in accordance | vyplatu C¢astek podle Prehledu plateb
with the Payment Schedule, Annex A of this | v Pfiloze A této Smlouvy.

Agreement.

5. 5.

Monitoring of Clinical Trial — Audit - | Monitorovani Klinického hodnoceni -
Inspections Audity — Kontroly

5.1 5.1

Monitoring - Audit

Monitorovani a audity

During and after the term of this Agreement,
Institution and Principal Investigator agree
to permit representatives of CRO, Janssen
and/or the competent health authorities
(including, if applicable, the US FDA) to
examine at any reasonable time during
normal business hours

Zdravotnické zatizeni a Hlavni zkousejici se
zavazuji, Ze po dobu platnosti této Smlouvy i
po jejim skonceni umozni zastupclim CRO,
spoleénosti Janssen a/nebo pfislusnych
zdravotnickych kontrolnich ufada (napfiklad
amerického Ufadu pro kontrolu potravin a
léCiv FDA) provadét kdykoli béhem béziné
pracovni doby kontrolu

(i)

(i)

the facilities where the Clinical Trial is being | zafizeni, vnémZz je Klinické hodnoceni
conducted, provadéno,

(ii) (ii)

raw Clinical Trial data including original Trial | nezpracovanych udaju v Klinickém
Subject records, if allowed under the terms | hodnoceni vcéetné plvodnich zdznamdi

of the informed consent form and the
applicable laws, and

Subjektt Klinického hodnoceni, pokud to
pfipoustéji podminky formulare
informovaného souhlasu a platné pravni
predpisy, a

any other relevant information necessary to
confirm that the Clinical Trial is being
conducted in conformance with the Protocol
and in compliance with applicable legal and
regulatory requirements, including privacy
and security laws and regulations.

pripadnych dalsich dulezitych informaci
nezbytnych kovéfeni, zda je Klinické
hodnoceni provadéno v souladu

s Protokolem a platnymi pravnimi predpisy a
pozadavky  kontrolnich  Uradl  vcetné
predpisti o ochrané a zabezpeceni osobnich

udaja.
5.2 5.2
Principal Investigator or its authorized | Hlavni zkouSejici nebo jeho opravnény
representative shall store and print, sign and | zdstupce budou uchovdvat, tisknout,

date all original sources of Data (i.e. medical
documentation) in  accordance  with
applicable legislation.

podepisovat a datovat veskeré plvodni
zdroje Udajd (tj. zdravotni dokumentaci)
v souladu s platnymi pravnimi predpisy.

5.3

5.3

Inspections

Kontroly

Institution and Principal Investigator shall

Zdravotnické zafizeni a Hlavni zkousejici
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immediately notify CRO if a competent
health authority schedules or, without
scheduling, begins an inspection and shall
promptly, upon issuance, provide CRO a

budou CRO neprodlené informovat o
ohlasené kontrole pfislusnym zdravotnickym
kontrolnim dfadem a o pfipadnych
neohldsenych kontrolach a poskytne ji

copy of any health authority’s | neprodlené kopii veskeré korespondence se
correspondence resulting from any such | zdravotnickym kontrolnim uUradem tykajici se
inspection. ohldsené nebo provedené kontroly.

5.4 5.4

Institution and Principal Investigator agree
to take any reasonable actions requested by
CRO to cure deficiencies noted during an
audit or inspection. In addition, CRO and
Janssen or its designees shall have the right
to review and approve any correspondence
to a competent health authority generated
as a result of such health authority’s
inspection prior to submission by Institution
or Principal Investigator and, to the extent
not prohibited by law or by the applicable
health authority, the right to have a
representative present during any
inspection.

Zdravotnické zarizeni a Hlavni zkousejici se
zavazuji, Ze ucini primérené kroky, které
bude poZadovat CRO k odstranéni
nedostatkl zjisténych béhem auditu nebo
kontroly. CRO a spole€nost Janssen nebo jeji
zastupci budou mit navic pravo posuzovat a
schvalovat veskerou korespondenci
s pfislusnym  zdravotnickym  kontrolnim
Uradem tykajicim se zminéné kontroly, neZ
bude Zdravotnickym zafizenim nebo Hlavnim
zkousejicim odesldna, a také pravo, aby byl
kontrole pfitomen jejich zastupce, pokud to
nezakazuji zakony nebo prislusny
zdravotnicky kontrolni Grad.

5.5

5.5

The provisions of paragraphs 5.1, 5.2 and 5.3
shall survive the termination or expiration of
this Agreement.

Ustanoveni odst. 5.1, 5.2 a 5.3 zlstavaji
v platnosti i po ukoncéeni nebo skonceni
platnosti Smlouvy.

6. 6.

Compliance with Applicable Laws Dodrzovani platnych zakon(

6.1 6.1

The parties agree to conduct the Clinical | Smluvni strany se dohodly, Ze budou

Trial and maintain records and data during
and after the term of this Agreement in
compliance with all applicable legal and
regulatory requirements, as well as with
generally accepted conventions such as the
Declaration of Helsinki and the ICH GCP

provadét Klinické hodnoceni a vést zaznamy
a Udaje po dobu platnosti této Smlouvy i
poté v souladu se viemi platnymi pravnimi
predpisy a pozadavky kontrolnich ufadd a
také vsouladu sobecné pfijimanymi
Umluvami, napfiklad Helsinskou deklaraci a

guidelines. zasadami spravné klinické praxe (GCP)
schvalenymi ICH.
6.2 6.2

No party shall perform any actions that are
prohibited by local and other anti-corruption
laws (collectively “Anti-Corruption Laws”)
that may be applicable to one or more
parties to the Agreement. Without limiting
the foregoing, no party shall make any
payments, or offer or transfer anything of

Smluvni strany nebudou ¢init nic, co zakazuji
mistni nebo jiné zdkony proti korupci (dale
souhrnné ,Protikorupcni zdkony“) vztahujici
se na kteroukoli ze smluvnich stran této
Smlouvy. Aniz by tim bylo omezeno
pfedchozi ustanoveni, nesméji smluvni
strany vyplacet Zadné castky verejnym
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value, to any government official or
government employee, to any political party
official or candidate for political office or to
any other third party in a manner that would
violate Anti-Corruption Laws.

Ciniteldm nebo statnim zaméstnanclim,
predstavitelim politickych stran a
kandidatim na politickou funkci ani zadné
jiné tfeti osobé nebo jim nabizet ¢i prevadét
néjaké hodnotné plnéni, pokud by to bylo
v rozporu s Protikorupénimi zakony.

6.3

6.3

The parties agree that the collection,
processing and disclosure of personal data
and medical information related to Trial
Subjects is subject to compliance with
applicable personal data protection and
security laws and regulations. When
collecting and processing personal data, the
parties agree to take appropriate measures
to safeguard these data, to maintain the
confidentiality of Trial Subject related health
and medical information, to properly inform
the concerned Trial Subjects about the
collection and processing of their personal
data, to grant Trial Subjects reasonable
access to their personal data and to prevent
access by unauthorized persons. Personal
data related to Principal Investigator and any
investigational staff (e.g., name, hospital or
clinic address and phone number, curriculum
vitae) may be transferred to Janssen’s
affiliates dedicated to clinical research with
the purposes of drug monitoring,
implementation, documentation and control
of clinical trials, as well as for contacting
them and their respective agencies around
the world in case of other future studies or
investigations in which they may be
involved. The parties also agree that Janssen
and its affiliates can use personal data
provided by the Principal Investigator and/or
the Institution for managing internal studies
and ensuring that their contact information
is contained in a faithful and complete way
in other systems used by Janssen and its
affiliates, in compliance with this Section 6.3.

Smluvni strany se dohodly, Ze
shromazdovani, zpracovavani a preddavani
osobnich (dajli a informaci o zdravotnim
stavu Subjektl Klinického hodnoceni bude
probihat vsouladu s platnymi zdkony a
pfedpisy o ochrané a zabezpeceni osobnich
udajl. Smluvni strany se zavazuji, Zze pfi
shromazdovani a zpracovdvani osobnich
Udajid pfijmou primérend opatfeni na
ochranu téchto udaji, budou zachovavat
divérnost  zdravotnich a  lékaFskych
informaci o Subjektech Klinického
hodnoceni, fadné pouci Subjekty Klinického
hodnoceni o shromazdovani a zpracovavani
jejich osobnich udajl, umozni Subjektlim
Klinického hodnoceni pfiméreny pfistup
k jejich osobnim udajim a budou jejich
osobni Udaje chranit pred pfistupem
neopravnénych osob. Osobni Udaje Hlavniho
zkousejiciho a ¢lend vyzkumného tymu
(napfiklad jméno, adresa nemocnice nebo
kliniky, telefonni ¢islo nebo Zivotopis) mohou
byt predavany dcefinym a sesterskym
spolecnostem spolecnosti Janssen
podilejicim se na klinickém vyzkumu za
Ucelem monitorovani hodnoceného
pfipravku, provadéni, dokumentace a
kontroly klinickych hodnoceni a vyuZivany
ktomu, abychom je nebo jejich zastupce
kdekoli na svété mohli kontaktovat v pripadé
dalsich klinickych hodnoceni nebo vyzkum
v budoucnu, do kterych by se pfipadné mohli
zapojit. Smluvni strany se dohodly, Ze
spole¢nost Janssen a jeji dcefiné a sesterské
spolecnosti mohou vyuZivat osobni udaje
sdélené Hlavnim  zkousejicim  a/nebo
Zdravotnickym zafizenim k provadeéni
internich studii a k zajistovani, aby v dalSich
systémech pouzivanych spolecnosti Janssen
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nebo jejimi dcefinymi a sesterskymi
spole¢nostmi  vsouladu s ustanovenimi
tohoto ¢lanku 6.3 byly obsaZeny jejich
spravné a uplné kontaktni udaje.

CRO may transmit personal data to Janssen
and its affiliates and their respective agents
worldwide. Accordingly, personal data may
be transmitted to countries outside the
European Economic Area (EEA), such as the
United States, which the EU has determined
currently lack appropriate privacy laws
providing an adequate level of privacy
protection. Notwithstanding the above, CRO,
Janssen and its affiliates and their respective
agents will apply adequate privacy
safeguards to protect such personal data as
required in the EEA. Personal data may also
be disclosed as required by individual
regulatory agencies or applicable law, such
as to report serious adverse events.

CRO mUzZe predavat osobni Udaje spolecnosti
Janssen a jejim dcefinym a sesterskym
spole¢nostem a jejich zastupclim kdekoli na
svété. Osobni udaje tak mohou byt
pfeddvdany do zemi mimo Evropsky
hospodarsky prostor (EHP), napfiklad do
Spojenych statl americkych, v nichz podle
EU vsoucasné dobé neexistuji odpovidajici
predpisy, které by zarucovaly pfimérenou
ochranu osobnich udajli. Bez ohledu na vyse
uvedené se CRO, spolecnost Janssen a jeji
dcefiné a sesterské spolec¢nosti a jejich
zastupci zavazuji, Ze budou uplatfiovat
pfiméfend opatreni, aby byly osobni udaje
chranény tak, jak je to poZzadovano v zemich
EHP. Osobni Udaje mohou byt sdélovany
také na Zadost jednotlivych kontrolnich
Uradd nebo ze zdkona, napfiklad pti hlaseni
zavaznych nezddoucich ptihod.

Institution and Principal Investigator agree
to inform their investigational staff that their
personal data will be collected as stated in
this Section 6.3.

Zdravotnické zatizeni a Hlavni zkousejici se
zavazuji, ze vyzkumné pracovniky pouci o
tom, Ze budou shromazdovany jejich osobni
Udaje zpUsobem popsanym vtomto ¢lanku
6.3.

6.4

6.4

In the event that any part of this Agreement
is determined to violate applicable laws and
regulations the parties agree to negotiate in
good faith revisions to the provision or
provisions that are in violation. In the event
the parties are unable to agree to new or
modified terms as required to bring the
entire Agreement into compliance, any party
may terminate this Agreement on sixty (60)
calendar days’ prior written notice to the
other parties.

Pro pfipad, Ze bude u kterékoli casti této
Smlouvy shledano, Ze porusSuje platné
zakony a predpisy, se smluvni strany
zavazuji, ze se v dobré vife dohodnou na
zméné takového nebo takovych ustanoveni.
Pokud se na novych nebo upravenych
podminkach nezbytnych ktomu, aby byla
v souladu s platnymi zakony a predpisy cela
Smlouva, nedohodnou, bude moci tuto
Smlouvu kterdkoli ze smluvnich stran
vypovédét na zakladé pisemné vypovédi
zaslané  ostatnim  smluvnim  stranam
s vypovédni lhGtou Sedesati (60) dni.
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7. 7.

Ownership of Data - Confidentiality — | Vlastnictvi Gdaji — dGvérnost — registrace —
Registry - Publication publikace

7.1 7.1

Ownership of Data

Vlastnictvi adajt

All case report forms and other data,
including  without limitation,  written,
printed, graphic, video and audio material,
and information contained in any computer
data base or computer readable form,
generated by the Institution and/or Principal
Investigator or other personnel involved
with the Clinical Trial in the course of
conducting the Clinical Trial (the “Data”)
shall be the property of Janssen On the
understanding that all such data generated
by Institution and/or Principal Investigator
answers the definition of a database
according to Section 88 et seqq. of Act No.
121/2000 Coll., on copyright, the
entitlements relating to copyright and on
amendment to certain acts, as amended

(“Copyright  Act”), Institution and/or
Principal Investigator undertake to grant
Janssen the right to exercise and

exploitation or utilization of the entire
content of the database or a qualitatively or
guantitatively majority thereof in
accordance with Section 90(1) of the
Copyright Act. Janssen may use the Data as it
sees fit, although only in accordance with
regulations for protection of personal data
and other applicable legal regulations and
the terms and conditions of this Agreement.
Any copyrightable work created in
connection with the performance of the
Clinical Trial and contained in the Data
(except any publication by the Principal
Investigator as provided for in Section 7.4)
shall be considered a “work made for hire”
to the fullest extent permitted by law, and
owned by Janssen or its designee. The
Institution and/or Principal Investigator may
not use the Data for any commercial
purposes, including the filing of a patent

Veskeré formuldfe zaznam(  subjektd
hodnoceni a dalsi udaje, napfiklad pisemné,
tisténé, grafické, obrazové nebo zvukové
materialy a informace obsaZené
v pocitacovych databazich nebo ve strojové

Citelné podobé, vytvorené v prabéhu
provadéni Klinického hodnoceni
Zdravotnickym zafizenim a/nebo Hlavnim
zkouSejicim  nebo  dalSimi  pracovniky

podilejicimi se na Klinickém hodnoceni (dale
jen ,Udaje”) budou vlastnictvim spole¢nosti
Janssen. Za predpokladu, Ze vSechny tyto
Udaje vytvarené Zdravotnickym zafizenim
a/nebo Hlavnim zkousejicim splni definici
databdze podle §88 a ndsl. zakona
¢.121/2000 Sb. opravu  autorském,
o pravech souvisejicich s prdvem autorskym
a ozméné nékterych zakonl (autorsky
zakon), vplatném znéni, zavazuji se
Zdravotnické  zafizeni a/nebo  Hlavni
zkousejici, Ze vsouladu s§90 odst. 1
autorského zdkona udéli spole¢nosti Janssen
opravnéni kvykonu prava na vytéZovani
nebo na zuZitkovdni celého obsahu databaze
nebo jeji kvalitativné nebo kvantitativné
podstatné casti. Spolecnost Janssen bude
moci vyuzivat Udaje zplsobem, jaky bude
povaZzovat za vhodny, avSak vzdy vyhradné
v souladu s predpisy o ochrané osobnich
Udajd a dalsimi pravnimi predpisy a
podminkami této Smlouvy. Veskera dila,
ktera mohou byt predmétem autorského
prava, vytvorena v souvislosti s provadénim
Klinického hodnoceni a obsazena v Udajich
(s vyjimkou publikaci Hlavniho zkousejiciho
podle ¢lanku 7.4) budou v maximalnim
rozsahu pripustném ze zakona povaZovana
za dila zaméstnanecka nebo dila vytvorena
na objednavku a jejich vlastniky bude
spolecnost Janssen nebo jeji zastupce.
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application or the filing of the Data in
support of any pending or future patent
application either for its own benefit or for
the benefit of any for-profit entity, including
use of Data in support of research for or in
collaboration with a for-profit entity. The
provisions of this paragraph shall survive the
termination or expiration of this Agreement.

Zdravotnické  zafizeni a/nebo  Hlavni
zkousejici nesméji vyuzivat Udaje pro
komercni ucely, napfiklad pro podavani
patentovych prihlasek nebo predkladani
Udaja  jako podkladd kpodanym nebo
budoucim patentovym pftihlaskam ve vlastni
prospéch nebo ve prospéch organizaci,
jejichz cilem je dosahovani zisku. To plati i
pro vyuzivani Udaji na podporu vyzkumu
provadéného pro organizaci, jejimz cilem je
dosahovdni zisku, nebo ve spolupraci
s takovou organizaci. Ustanoveni tohoto
odstavce zUstavaji v platnosti i po ukonceni
nebo skonéeni platnosti Smlouvy.

7.2

7.2

Confidentiality

Davérnost informaci

All information, including, but not limited to,
information relating to the Study Product,
the Protocol, the operations of Janssen and
its affiliate, such as patent applications,
formulas, manufacturing processes, basic
scientific data, prior clinical research data
and formulation information, supplied by
Janssen or CRO to Institution or Principal
Investigator or other personnel involved
with the Clinical Trial and not previously
published (the “Janssen  Confidential
Information”), as well as Data, are
considered confidential and shall remain the
sole property of Janssen. Both during and
after the term of this Agreement, Institution
or Principal Investigator will use diligent
efforts to maintain in confidence and use
only for the purposes contemplated in this
Agreement:

Veskeré informace, napfiklad informace o
Hodnoceném |écivém pripravku, Protokolu,

¢innosti  spole¢nosti Janssen a jejich
dcefinych a  sesterskych  spolecnosti,
napfiklad patentové pfihlasky, vzorce,

vyrobni procesy, zakladni védeckd data, data
z pfedchoziho klinického vyzkumu a udaje o
sloZzeni wvyrobkl, poskytované spolecnosti
Janssen nebo CRO Zdravotnickému zafizeni
nebo Hlavnimu zkouSejicimu nebo dalSim
pracovnikiim podilejicim se na Klinickém
hodnoceni, pokud dosud nebyly zverejnény
(dale jen ,Dlvérné informace spolec¢nosti
Janssen”), a také vekeré Udaje jsou
povaZzovany za davérné a jsou vyhradnim
vlastnictvim spolecnosti Janssen.
Zdravotnické zafizeni nebo Hlavni zkousejici
proto po dobu platnosti této Smlouvy i poté
vynaloZi pfimérené Usili na to, aby:

(i)

(i)

the Janssen Confidential Information,

Davérné informace spoleénosti Janssen,

(ii)

(i)

information which a reasonable person
would conclude is the confidential and
proprietary property of Janssen and its
affiliates and which is disclosed by or on
behalf of Janssen to Institution and/or
Principal Investigator, and

informace, které lze rozumné povazZovat za
davérné a soukromé informace spoleénosti
Janssen a jejich dcefinych a sesterskych
spolecnosti a které budou Zdravotnickému
zafizeni a/nebo Hlavnimu zkousejicimu
sdéleny spolecnosti Janssen nebo jejim
jménem, a
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(i)

(i)

the Data.

Udaje zachovali vtajnosti a vyuZivali je
vyhradné pro ucely zamyslené v této
Smiouvé.

The preceding obligations shall not apply to
Janssen Confidential Information, Data or
information that falls under Section 7.2(ii):

VysSe uvedené povinnosti se nevztahuji na
Davérné informace spolecnosti Janssen,
Udaje ani informace spadajici do ¢lanku 7.2
bod (ii):

a) a)

which has been published through no fault | pokud byly zvefejnény bez zavinéni

of Institution or Principal Investigator, Zdravotnického zafizeni nebo Hlavniho
zkousejiciho,

b) b)

which Janssen agrees in writing, may be
used or disclosed, or

u nichZ spole¢nost Janssen pisemné potvrdi,
Ze mohou byt vyuZity nebo sdéleny, nebo

c)

c)

which is published in accordance with the
Publication Section (Section 7.4) of this
Agreement.

které  budou  publikovdany v souladu
s ustanovenim ¢lanku o publikovani (¢lanek
7.4) této Smlouvy.

The provisions in this paragraph shall survive
the termination or expiration of this
Agreement.

Ustanoveni tohoto odstavce zlstavaji
v platnosti i po ukonceni nebo skonceni
platnosti Smlouvy.

Notwithstanding the foregoing, Janssen and
CRO hereby ackowledge that the Institution
is obliged to publish this Agreement
pursuant to Act no. 340/2015 Sb., on
Agreements Register. Any information which
constitutes trade secret of either party,
including the Protocol, is exempted from
such publication. For the purposes of this
Agreement such trade secrets include, but
are not limited to, the design of individual
visits described in the payment table/s in
Attachment A, the minimum enrollment
goal, expected number of Study subjects
enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempt from such
publication, unless they have been
previously published in another public
register. The version of this Agreement
intended for publication is attached hereto
as Attachment I.

Bez ohledu na vySe uvedené spolecnost
Janssen a CRO timto berou na védomi, Ze
Zdravotnivké zafizeni je povinno zverejnit
tuto Smlouvu v souladu se zak. ¢. 340/2015,
o registru smluv. Takovémuto zvefejnéni
nepodléhaji ty udaje, které tvofi obchodni
tajemstvi nékteré ze smluvnich stran, a to
vCéetné Protokolu. Dle této Smlouvy se
obchodnim tajemstvim rozumi zejména
rozvrzeni a popis jednotlivych navstév
uvedeny v platebni tabulce / platebnich
tabulkach v Priloze A, minimalni cilovy pocet
zafazeni, ocekavany pocet zafazenych
subjektd a ocekavana délka trvani Studie.
Dale nebudou takovémuto zvefejnéni
podléhat osobni udaje fyzickych osob, ledaze
jsou jiz zverejnény v jiném vetejné
pfistupném registru. Verze této Smlouvy
uréend ke zvefejnéni je pfipojena k této
smlouvé jako Pfiloha I.

The Institution is obliged to publish this
Agreement in accordance with the article
herein above. Should the Insitution fail to

Za zverejnéni této Smlouvy dle predchoziho
odstavce odpovidd Zdravotnické zafizeni.
Neni-li smlouva Zdravotnickym zafizenim
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publish this Agreement within 5 working
days from the Effective Date, it may be
published by the Janssen or CRO.

zverejnéna ve lhaté 5 pracovnich dni od Data
ucinnosti, jsou k jejimu zverejnéni opravnéni
spolecnost Janssen ¢i CRO.

7.3.

7.3.

Registry

Registrace

Prior to the initiation of enrollment, Janssen
will have the right to publicly register
protocol summaries and site contact details
from company sponsored trials of both
investigational medicinal products and
marketed medicinal products that meet at
least one of the following criteria: (i)
required to be registered by Janssen or one
of its affiliates pursuant to and in accordance
with applicable laws and regulations; (ii)
required by the ICMIJE for studies intended
to be published in the international peer-
reviewed literature (http://www.icmje.org);
or (iii) from company sponsored trials of
both investigational and marketed
medicines and products that are
adequately-designed and well-controlled,
whether or not required by (i) or (ii) above.

Pred zahajenim ndboru bude mit spole¢nost
Janssen pravo vefejné zaregistrovat souhrny
protokolu a kontaktni udaje mist provadéni
klinického hodnoceni v pfipadé klinickych

hodnoceni hodnocenych nebo
registrovanych lécivych pfipravkd, pokud
bude splnéna alesponn jedna ztéchto

podminek: (i) registrace spolec¢nosti Janssen
nebo nékterou zjejich dcefinych i
sesterskych spole¢nosti bude vyZadovana
podle platnych zdkond a predpisq,
(i) registrace bude vyZadovana podle zasad
Mezindrodniho vyboru $éfredaktorli
Iékarskych Casopisi ICMIE, aby mohla byt
klinicka hodnoceni publikovana
v mezinarodni recenzované odborné
literatufe (http://www.icmje.org), nebo (iii)
v pfipadé klinickych  hodnoceni, jejichz
zadavatelem bude spolecnost Janssen a
ktera se budou tykat hodnocenych nebo
registrovanych  |éCivych  pripravki a
prostfedkl, pokud budou navrZena vhodnym
zpUsobem a dostate¢né kontrolovana, bez
ohledu na to, zda jejich registrace bude
vyzadovana podle bodu (i) nebo (ii) vyse.

In accordance with the legislation of the
Czech Republic, the Clinical Trial description
shall be published on the internet site of
State Institute for Drug Control at
www.sukl.cz and will also be available on the
website

https://www.clinicaltrialregister.eu/index.ht

Vsouladu splatnymi pravnimi predpisy
Ceské republiky bude popis Klinického
hodnoceni zverejnén na webové strance
Statniho Ustavu pro kontrolu Iéciv na
www.sukl.cz a bude rovnéz dostupny na
webové strance
https://www.clinicaltrialregister.eu/index.ht

ml and www.Clinical Trials.gov as required
by legislation of the EU and USA. In addition
equivalent official websites and websites of
Janssen and its affiliates may be used for
registration purposes.

ml www.ClinicalTrials.gov, jak to vyZzaduji
pravni predpisy EU a USA. Pro ucely
registrace bude mozné vyuzit i dalsi obdobné
oficialni webové stranky a webové stranky
spole¢nosti Janssen a jejich dcefinych a
sesterskych spolecnosti.

Any person accessing a clinical trial listing for
a clinical trial on www.clinicaltrials.gov may

Osoby vyhledavajici klinicka hodnoceni
v seznamu klinickych hodnoceni na webu
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elect to complete an online eligibility-
screening questionnaire. For Trial Subjects
screened as potentially eligible in the
Institution’s and/or Principal Investigator's
geographical area, Principal Investigator will
receive a report with the completed screen
and the Trial Subject's contact information.
Principal Investigator agrees to follow-up on
the report and to document such follow-up
in source records.

www.clinicaltrials.gov mohou dobrovolné
vyplnit online dotaznik k ovéreni, zda spliuji
podminky pro ucast. Pokud bude Subjekt
Klinického hodnoceni vyhodnocen jako
mozny Uucastnik  Klinického hodnoceni
v geografickém  regionu  Zdravotnického
zafizeni a/nebo Hlavniho zkousejiciho,
dostane Hlavni zkousejici zpravu s vysledky
predbézného vybéru a s kontaktnimi udaji
Subjektu  Klinického hodnoceni. Hlavni
zkousejici se zavazuje, Ze se takové zpravé
bude vénovat a do zdrojové dokumentace
poznamena vysledky dalSiho postupu.

7.4.

7.4.

Publication

Publikovani

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of the Institution, Principal
Investigator or other personnel associated
with this Clinical Trial, Janssen or its
designee shall have the first right to publish
and/or present in public the Data of the
Clinical Trial, whether this is by means of an
oral presentation at a congress or by
publication without approval from the
Institution  or  Principal Investigator.
Moreover, if publication of the Clinical Trial
to the peer reviewed literature has not
occurred within twelve (12) months of
Clinical Trial completion, Janssen or its
designee may post the results of the Clinical
Trial to a clinical trial results web site in the
form of a Clinical Study Report Synopsis in
ICH-E-3 format, if applicable. The Institution
and Principal Investigator shall have the right
to publish the results of the Clinical Trial and
any background information that s
necessary to include in any publication of
Clinical Trial results or necessary for other
scholars to verify such Clinical Trial results.
The Institution and Principal Investigator will
include a statement that creation of the
Data was supported in part by Janssen or its
designee.

V souvislosti s Udaji a dal$imi informacemi
ziskanymi ze sluZeb poskytovanych podle
této Smlouvy Zdravotnickym zafizenim,
Hlavnim zkousejicim nebo dalsimi
pracovniky podilejicimi se na Klinickém
hodnoceni nebo za uvedené osoby budou
mit spolecnost Janssen nebo jeji zastupce
pravo jako prvni publikovat a/nebo verejné
prezentovat Udaje zKlinického hodnoceni

prostfednictvim osobni prezentace na
odbornych setkanich nebo  formou
publikace, a to i bez souhlasu
Zdravotnického zafizeni nebo Hlavniho

zkousejiciho. Navic pokud nebude Klinické
hodnoceni  publikovdano v recenzované
odborné literatufe do dvanacti (12) mésict
od jeho dokonceni, bude moci spolecnost
Janssen nebo jeji zastupce zvetejnit vysledky
Klinického hodnoceni na webové strance
s vysledky klinickych hodnoceni, pfipadné ve
formé souhrnné zpravy o klinickém
hodnoceni ve formatu ICH-E-3. Zdravotnické
zafizeni a Hlavni zkousSejici maji prévo
publikovat vysledky Klinického hodnoceni
véetné pripadnych zdakladnich informaci,
pokud jejich uvedeni v publikaci s vysledky
Klinickych hodnoceni bude nezbytné nebo
pokud budou nezbytné, aby mohli vysledky
Klinického hodnoceni ovéfit dalsi odbornici.
Zdravotnické zafizeni a Hlavni zkousejici
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uvedou prohlaseni, e Udaje byly ziskany
Castecné také diky podpore spolecnosti
Janssen nebo jejiho zdstupce.

If Institution and/or Principal Investigator
wishes to publish information from the
Clinical Trial, a copy of the manuscript must
be provided to Janssen for review at least
sixty (60) days prior to submission for
publication or presentation. Upon request,
Janssen, Institution and/or and Principal
Investigator will arrange expedited reviews
for abstracts, poster presentations or other
materials, as appropriate. Notwithstanding
the foregoing, no paper that incorporates
Janssen__Confidential Information will be
submitted for publication without Janssen’s
prior written consent. If requested in
writing, Institution and/or Principal
Investigator will withhold such publication
for up to an additional sixty (60) days to
allow for filing of a patent application.

Pokud budou Zdravotnické zafizeni a/nebo
Hlavni zkouSejici chtit zvefejnit néjaké
informace zKlinického hodnoceni, budou
muset  spolecnosti  Janssen  nejpozdéji
Sedesat (60) dni pred predanim publikace
nebo pred prezentaci predlozit kopii
rukopisu na  posouzeni. Na Zadost
spole€nosti Janssen zajisti Zdravotnické
zafizeni a/nebo Hlavni zkousejici urychlené
posouzeni abstrakt(l, plakatovych prezentaci
nebo pfipadnych dalSich materidld. Zpravy,
které budou obsahovat Dlvérné informace
spolecnosti Janssen, vSak bez ohledu na vy3e
uvedené nebude moiné predkladat
k publikovani bez pfedchoziho pisemného
souhlasu spolecnosti Janssen. Pokud o to
budou Zdravotnické zafizeni a/nebo Hlavni
zkousejici  pisemné  pozddani, odlozi
publikovani aZ o dalSich Sedesat (60) dni, aby
mohla byt podana pfipadnd patentova
prihlaska.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, the Institution and
Principal Investigator for such Clinical Trial
shall not publish data derived from the
individual Study Site until the combined
results from the completed Clinical Trial
have been published in a joint, multicenter
publication of the Clinical Trial results.
However, if such a multicenter publication is
not submitted within eighteen (18) months
after conclusion, abandonment or
termination of the Clinical Trial at all sites, or
after Janssen confirms there will be no
multicenter Clinical Trial publication, the
Institution and/or Principal Investigator may
publish the results from the Study Site
individually in accordance with this Section.

Bude-li  konkrétni  Klinické hodnoceni
soucasti multicentrického Klinického
hodnoceni, nebudou Zdravotnické zafizeni a
Hlavni zkousejici publikovat udaje
z Klinického hodnoceni ziskané z konkrétniho
Mista provadéni klinického hodnoceni,
dokud nebudou ve spolec¢né multicentrické
publikaci vysledkd Klinického hodnoceni
zvefejnény kombinované vysledky
dokoncéeného Klinického hodnoceni.
Nebude-li vSak takovd multicentricka
publikace predlozena k publikovani do
osmnacti (18) mésic po dokoncéeni i
predéasném ukonceni Klinického hodnoceni
ve vSech Mistech provadéni klinického
hodnoceni nebo potvrdi-li  spole¢nost
Janssen, Ze vysledky multicentrického
Klinického hodnoceni nebudou publikovany,
budou moci Zdravotnické zafizeni a/nebo
Hlavni zkousejici publikovat vysledky z Mista
provadéni klinického hodnoceni samostatné
v souladu s ustanovenimi tohoto ¢lanku.
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7.5

7.5

Institution and Principal Investigator warrant
the compliance of all co-investigators and
other personnel involved with the Clinical

Zdravotnické zafizeni a Hlavni zkousSejici se
zarucCuji, Zze ustanoveni tohoto ¢lanku budou
dodrZovat také vsichni spoluzkousejici a dalsi

Trial with the provisions of this Section. pracovnici podilejici se na Klinickém
hodnoceni.

8. 8.

Patents Patenty

It is recognized and understood that the
inventions and technologies of Janssen and
its affiliates, Institution and Principal
Investigator existing as of the Effective Date
are their separate property respectively, and
are not affected by this Agreement. All rights
to any discovery or invention, whether
patentable or not, conceived or conceived
and reduced to practice as a result of the
work conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Institution and  Principal
Investigator shall promptly disclose to
Janssen any Invention. Institution and
Principal Investigator agree to assign (and
shall cause all Clinical Trial investigators and
other personnel involved with the Clinical
Trial to assign) to Janssen or its designee the
sole and exclusive ownership of all
Inventions. Janssen shall have the right, but
not the obligation, to file, prosecute and
enforce any patents related to any
Invention. Institution and  Principal
Investigator shall execute, and shall have its
employees and all Clinical Trial investigators
and other personnel involved with the
Clinical Trial execute, all documents
necessary to transfer all right, title and
interest in and to any Invention to Janssen or
its designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such
Inventions made by its employees and/or
professors, as provided for under applicable
law, to permit Janssen or its designee to own
and use all such Inventions. Any out-of-
pocket fees related to the execution of

Smluvni strany berou na védomi a uzndvaji,
Ze vyndlezy a technologie spole¢nosti
Janssen a jejich dcefinych a sesterskych
spole€nosti, Zdravotnického zafizeni a
Hlavniho zkousejicitho existujici ke Dni
platnosti  této  Smlouvy jsou jejich
vlastnictvim a tato Smlouva se jich nijak
netyka. VeSkera prava na objevy a vynalezy
bez ohledu na to, zda je lze chranit
patentem, ucinéné nebo prevedené do
praxe jako vysledek dila provadéného podle
této Smlouvy (dale jen ,Vynalezy”), budou
nalezet spolecnosti Janssen nebo jejimu

zastupci. Zdravotnické zafizeni a Hlavni
zkousejici budou spole¢nost Janssen o
takovych Vynalezech neprodlené

informovat. Zdravotnické zafizeni a Hlavni
zkousejici se zavazuiji, Ze spole¢nosti Janssen
nebo jejimu zastupci postoupi vyhradni
vlastnické pravo ke vSem takovym
Vynalezim (a zajisti, aby tak udinili také
vSichni  ostatni  zkouSejici v Klinickém
hodnoceni a dalsi osoby podilejici se na
Klinickém hodnoceni). Spolecnost Janssen
bude mit pravo, avsak nikoli povinnost
podavat v souvislosti s takovymi Vynalezy
patentovou prihlasku, provddét patentovy
prizkum nebo se domahat patentové
ochrany. Zdravotnické zafizeni a Hlavni
zkousejici vyhotovi veskeré doklady, které
budou nezbytné k prevedeni veskerych prav
véetné vlastnickych prav a veskerych naroki
a podild na takovych Vynalezech na
spole¢nost Janssen nebo jejiho zastupce, a
zajisti, aby tak ucinili rovnéz jeji zaméstnanci
a vsichni dalsi zkousejici v Klinickém
hodnoceni a dalsi osoby podilejici se na
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documents related to the Inventions shall be
reimbursed by Janssen.

Klinickém hodnoceni. Zarovenn ponesou
odpovédnost za provedeni veskerych ukonl
a vyplaceni veSkerych ¢astek a nahrad za
takové Vynalezy ucinéné jejich zaméstnanci
a/nebo uciteli, tak jak je to stanoveno
platnymi pravnimi predpisy, aby spolec¢nost
Janssen nebo jeji zdstupce mohli vSechny
takové Vynalezy vlastnit a uZivat je. VSechny

poplatky nezahrnuté vrozpoctu spojené
s vyhotovenim veskerych dokumentt
tykajicich se  Vynalezi bude hradit

spolecnost Janssen.

Institution warrants that Principal
Investigator and all others performing
services under this Agreement are
employees or agents of Institution and are
obligated to assign to Institution all
inventions and discoveries made in the
course of their employment or agency,
either by written agreement or by the terms

of their employment.

Zdravotnické zafizeni se zarucuje, Ze Hlavni
zkousejici a vSechny dalSi osoby poskytujici
sluzby podle této Smlouvy jsou jeho
zaméstnanci nebo zastupci a jsou povinni
postupovat mu na zakladé pisemné smlouvy
nebo podle podminek pracovniho poméru
veskeré vynalezy a objevy, které ucini v dobé
trvani pracovniho ¢i jiného poméru.

The provisions in this Section shall survive

Ustanoveni  tohoto  clanku  zlstavaji

the termination or expiration of this | vplatnosti i po ukonceni nebo skonceni
Agreement. platnosti Smlouvy.

9. 9.

Compensation and Invoicing Odmeéna a fakturace

9.1 9.1

The budget and compensation to be paid for
the Clinical Trial is contained in Annex A.
Payment shall be due and payable in
accordance with the schedule set forth in
Annex A.

Rozpocet a vySe odmény, ktera bude
vyplacena za Klinické hodnoceni, jsou
uvedeny v Pfiloze A. Castky budou hrazeny
se splatnosti uvedenou v prehledu plateb
v Pfiloze A.

9.2

9.2

The parties acknowledge and agree that the
compensation and support provided by CRO
to Institution and/or Principal Investigator
pursuant to this Agreement represents the
fair market value for the research services
conducted by Institution and Principal
Investigator, has been negotiated in an
arms-length transaction, and has not been
determined in a manner that takes into
account the volume or value of any referrals
or other business otherwise generated
between Janssen and its affiliates and
Institution or Principal Investigator.

Smluvni strany berou na védomi a souhlasi
stim, Ze odména a podpora, kterou bude
CRO poskytovat Zdravotnickému zafizeni
a/nebo Hlavnimu zkousSejicimu na zakladé
této Smlouvy, predstavuje pfimérenou trzni
hodnotu vyzkumnych sluzeb poskytovanych
Zdravotnickym  zafizenim a  Hlavnim
zkousejicim, byla dohodnuta za obvyklych
obchodnich podminek a nebyla stanovena
zpUsobem, ktery by zohledrnoval pocet nebo
hodnotu doporuceni nebo jinych obchodnich
kontaktll mezi spolecnosti Janssen a jejimi
dcefinymi a sesterskymi spolecnostmi a
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Zdravotnickym zafizenim nebo Hlavnim
zkousejicim.
Nothing contained in this Agreement shall | Tato Smlouva nebude vykladana jako

be construed in any manner as an obligation
or inducement for the Institution or Principal
Investigator to recommend that any person
or entity purchase Janssen’s products or
those of any entity affiliated with Janssen.

povinnost nebo pobidka pro Zdravotnické
zafizeni ¢i Hlavniho zkousejiciho, aby jakékoli
fyzické ¢ pravnické osobé doporucovali
koupi vyrobkl spolecnosti Janssen nebo
jinych pravnickych osob spojenych s ni.

9.3

9.3

Neither Institution nor Principal Investigator
shall bill any third party for any Study
Product or other items or services furnished
by CRO or Janssen in connection with the
Clinical Trial, or any services provided to Trial
Subjects in connection with the Clinical Trial
for which payment is made as part of the
Clinical Trial.

Zdravotnické zafizeni ani Hlavni zkousejici
nebudou nikomu uU¢tovat Hodnoceny lécivy
pfipravek ani Zadné jiné polozky nebo sluzby
dodavané CRO nebo spolecnosti Janssen
v souvislosti s Klinickym hodnocenim ani
zadné jiné sluzby poskytované Subjektlim
Klinického hodnoceni v souvislosti
s Klinickym hodnocenim, pokud budou
hrazeny v ramci Klinického hodnoceni.

9.4

9.4

In the event of early termination of this
Agreement or the Clinical Trial, the
Institution shall be reimbursed with
proportionate part of the remuneration
according to the Annex A to this Agreement,
according to the activities completed in
accordance with the Protocol.

V pfipadé predcasného ukonceni platnosti
této Smlouvy nebo pfedc¢asného ukonceni
Klinického hodnoceni bude Zdravotnickému
zafizeni vyplacena pomérna c¢ast odmeény
podle Pfilohy A ktéto Smlouvé za uUkony
provedené v souladu s Protokolem.

9.5

9.5

Janssen and/or CRO acknowledge, that
with regard to this Study, which is a subject
hereof, no other agreement stipulating any
related rights and obligations, has been and
will be concluded by and between them and

Spolecnost Janssen a/nebo CRO prohlasuji,
Ze v souvislosti se Studii, ktera je predmétem
této Smlouvy, neuzavreli a neuzaviou bez
Ucasti Zdravotnického zatizeni s Hlavnim
zkousejicim zadnou dalsi smlouvu upravujici

the Principal Investigator without the | jejich vzajemna prava a povinnosti.
participation of the Institution.

9.6 9.6

For avoidance of doubt, the remuneration | Aby se predeslo pochybnostem, bude

for the Principal Investigator and any Study
Staff Member engaged in the conduct of the
Study shall be paid by Institution pursuant to
the internal guidelines of the Institution.
CRO will not otherwise make payments for
engagement of Study Staff Member(s) in the
Study.

odménu Hlavnimu zkousejicimu a ¢lentm
Studijniho tymu podilejiciho se na provadéni
Klinického hodnoceni vyplacet Zdravotnické
zafizeni na zakladé svych internich predpisu.
CRO nebude c¢lenim Studijniho  tymu
vyplacet za jejich ucdast v Klinickém
hodnoceni Zadné jiné ¢astky.

10.

10.

Indemnification

Nahrada skody
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10.1

10.1

Janssen shall defend, indemnify and hold
harmless Institution, its trustees, officers,
agents and employees (including the
Principal Investigator and co-investigators)
from any and all losses, costs, expenses,
liabilities, claims, actions and damages,
based on a personal injury to a Trial Subject
directly caused by use of the Study Product
in accordance with the Protocol during the
course of the Clinical Trial.

Spoleénost Janssen bude Zdravotnické
zafizeni, cleny jeho statutdrniho organu,
jeho zastupce a zaméstnance (véetné
Hlavniho zkousejiciho a spoluzkousejicich)
branit proti pfipadnym ztratdam, nakladim,
vydajim, odpovédnosti, naroklim, Zalobam a
nahradam 3$kody v dUsledku Ujmy na zdravi
utrpéné Subjektem Klinického hodnoceni
v pfimé souvislosti s uZzivanim Hodnoceného
léCivého pripravku v souladu s Protokolem
po dobu Klinického hodnoceni, odskodni je
za to a zbavi je za to odpovédnosti.

10.2

10.2

The above obligation of Janssen, as stated in
Section 10.1, shall not apply and Janssen
shall not be liable for any indemnification or
expenses, and, in fact, Institution shall
defend, indemnify and hold harmless
Janssen, for actions or claims in any way
arising from or caused by the willful,
reckless, or negligent acts or omissions, or
professional malpractice of Institution or any
of its trustees, officers, agents or employees
(including the Principal Investigator and co-
investigators), or arising from or caused by
any of their failures to comply with the
Protocol, with CRO’s or Janssen’s written
recommendations and instructions related
to the use of the Study Product, or with any
applicable legal and regulatory
requirements.

Zavazek spolecnosti Janssen podle ¢lanku
10.1 se vSak nevztahuje na Zaloby nebo
naroky vzniklé nebo zplsobené zamérnym,
nezodpovédnym nebo nedbalym jednanim i
opomenutim nebo profesnim pochybenim
Zdravotnického =zafizeni nebo nékterého
z ¢len( jeho statutarniho organu, zastupcu ¢i
zaméstnancl (véetné Hlavniho zkousejiciho
a spoluzkousejicich) nebo vzniklé nebo
zpUsobené jejich nedodrzenim Protokolu,
pisemnych doporuceni nebo pokyni CRO
nebo spolecnosti Janssen ohledné uZivani
Hodnoceného |éCivého pfipravku nebo
platnych zdkonnych predpisli a poZzadavki
kontrolnich urad V takovychto pfipadech
neponese odpovédnost za nahradu Skody
ani vydajl spolecnost Janssen, nybrz bude to
naopak Zdravotnické zatizeni, které bude mit
povinnost branit spolecnost Janssen,
odskodnit ji a zbavit ji odpovédnosti.

10.3

10.3

The obligation of the indemnifying party
hereunder shall apply only if the other party
provides prompt notification upon receipt of
notice of any claim or suit, permits the
indemnifying party and its attorneys and
personnel to handle and control the defense
of such claims or suits, including pretrial,
trial or settlement, and the indemnified
party fully cooperates and assists in such
defense, provided that the indemnifying
party shall not be relieved of its obligations

Povinnost nahradit Skodu podle tohoto
ustanoveni vznikne smluvni strané pouze
v pfipadé, Ze ji bude druha smluvni strana
informovat neprodlené po doruceni zpravy o
pfipadném naroku nebo Zalobé, umozni ji a
jejim pravnim zastupclim a zaméstnancim
prevzit obhajobu proti takovému naroku ci
zalobé  vcetné predsoudniho fizeni,
samotného soudniho fizeni nebo
vyporadani, a odskodriovana smluvni strana
poskytne plnou soucinnost pfi takové
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hereunder if the indemnified party’s failure
to notify the indemnifying party does not
prejudice the defense of such claim. The
indemnified party further agrees that it will
not settle or compromise any such claim or
suit without the prior written consent of the
indemnifying party.

obhajobé, za predpokladu, Ze odskodnujici
smluvni strana nebude zprosténa zavazki
podle tohoto ustanoveni, protoze
skuteénost, Ze odskodnovana smluvni strana
neinformovala odSkodnujici smluvni stranu,
bude branit obhajobé proti uplatfiovanému
naroku. OdsSkodrovana smluvni strana se
dale zavazuje, Ze bez predchoziho
pisemného souhlasu odskodnujici smluvni
strany neuzavie dohodu o vyporadani nebo

narovnani uplatiovaného naroku nebo
Zaloby.

104 10.4

CRO expressly disclaims any liability to | CRO timto wvyslovné odmita jakoukoli

Institution and/or Principal Investigator in
connection with the Study Product, including
any liability for any claim arising out of a
condition caused by or allegedly caused by
any Study procedures associated with such
product except to the extent that such
liability is caused by the negligence, willful
misconduct or breach of this Agreement by
CRO.

odpovédnost vici Zdravotnickému zafizeni
a/nebo Hlavnimu zkousejicimu v souvislosti
s Hodnocenym léCivym ptipravkem, véetné
odpovédnosti za pfipadné naroky vyplyvajici
ze stavu zplsobeného nebo domnéle
zpUsobeného vySetfenim v Klinickém
hodnoceni spojenym s Hodnocenym |éCivym
pfipravkem, pokud takovd odpovédnost
nebude zplUsobena nedbalym jednanim,
zamérnym poruSenym povinnosti nebo
porusenim této Smlouvy ze strany CRO.

10.5

10.5

CRO shall not be responsible to the
Institution or Principal Investigator for any
lost profits, lost opportunities, or other
consequential damages, nor shall Institution
or Principal Investigator be responsible to
CRO for any lost profits, lost opportunities,
or other consequential damages arising
under this Agreement.

CRO neponese vUci Zdravotnickému zatizeni
ani Hlavnimu zkouSejicimu odpovédnost za
usly zisk, ztratu pfilezitosti ani jiné ndsledné
Skody, které jim pfipadné vzniknou,
a Zdravotnické zafizeni ani Hlavni zkousejici
neponesou odpovédnost za usly zisk, ztratu
prilezitosti ani jiné nasledné Skody, které
z této Smlouvy ptipadné vzniknou CRO.

11. 11.
Insurance Pojisténi
11.1 11.1

Institution and Principal Investigator shall
secure and maintain in full force and effect
through the performance of the Clinical Trial
(and following termination of the Clinical
Trial to cover any claims arising from the
Clinical Trial) liability insurance for damages
caused in connection with the provision of
health care in accordance with the
regulations governing the provision of health

Zdravotnické zafizeni a Hlavni zkousejici
uzaviou pojisténi odpovédnosti za Skody
zpUsobené v souvislosti s poskytovanim
zdravotni  péfe  vsouladu s predpisy
upravujicimi poskytovani zdravotnich sluzeb
a budou ho udrZovat vplném rozsahu
vplatnosti po celou dobu provadéni
Klinického hodnoceni (a po jeho skonceni
kvlli  pfipadnym ndroklim z Klinického
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services, including:

hodnoceni). Pojisténi se bude vztahovat na:

(i)

(i)

medical professional and/or  medical

malpractice liability and

profesni  odpovédnost lékari  a/nebo
odpovédnost za Skodu pfi vykonu povolani
lékare a

(ii)

(ii)

general liability.

obecnou odpovédnost.

For the avoidance of doubt, the liability
insurance for damages caused in connection
with the provision of health care by the
Institution or the Principal Investigator does
not mean liablity insurance covering clinical
trials.

Pro vylouceni vSech pochybnosti se rozumi,
Ze pojistna smlouva Zdravotnického zatizeni
a Hlavniho zkousejiciho neni pojistnou
smlouvou pro klinické hodnoceni.

11.2 Janssen shall ensure that, prior to the
initiation of the Clinical Trial, insurance for
the sponsor and the Investigator within the
meaning of Sec. 52 paragraph 3 letter f) Act
No. 378/2007 Coll., on Pharmaceuticals, will
have been taken out. The insurance shall
also cover compensation in the event of
death or injury of a Trial Subject resulting
from the course of the Clinical Trial. Copy of
Insurance Certificate is enclosed hereto as
Annex H.

11.2 Spole¢nost Janssen zajistila, Ze pred
zahajenim Klinického hodnoceni bude pro ni
jako zadavatele a Hlavniho zkousejiciho
uzavieno pojisténi odpovédnosti za Skodu ve
smyslu § 52 odst. 3 pism. f) zdkona o

léCivech, jehoZz prostfednictvim  bude
zajisténo i odskodnéni v pfipadé smrti
Subjektld Klinického hodnoceni nebo v

pripadé Skody vzniklé na zdravi Subjektl
Klinického hodnoceni v disledku provadéni
Klinického hodnoceni.  Kopie pojistného
certifikatu tvofri Prilohu H této smlouvy.

12,

12,

Financial Disclosure - Conflict of Interest -
Debarment

Informace o financnich vztazich — stfet

zajmu — zakaz Cinnosti

12.1

12.1

Institution and Principal Investigator agree
to provide all information to CRO or Janssen
necessary to comply with any disclosure
requirements mandated by any competent
health authority (including, if applicable, the
US FDA), relevant trade association or
similar body, or other applicable national or
local laws, including any information
required to be disclosed in connection with
any financial relationship between Janssen,
its affiliates and their agents on one hand
and on the other hand, Institution/Principal
Investigator/any co-investigator involved in
the Clinical Trial/any other agent or
employee of |Institution or Principal

Zdravotnické zatizeni a Hlavni zkousejici se
zavazuji, Zze budou CRO nebo spolecnosti

Janssen  sdélovat  veskeré informace
nezbytné kdodriovani poZadavkl na
informovani stanovenych prislusnymi

zdravotnickymi kontrolnimi Urady (napfiklad
americkym UFadem pro kontrolu potravin a
[éCiv FDA), prislusnymi oborovymi
sdruzenimi nebo podobnymi organy nebo
stanovené v platnych narodnich nebo
mistnich  pravnich  pfedpisech, vdetné
informaci, které museji byt zverejiovany
v souvislosti s finanénimi  vztahy mezi
spole¢nosti Janssen, jejimi dcefinymi a
sesterskymi spoleCnostmi a zastupci na
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Investigator. This disclosure requirement
may require disclosure of information
involving immediate family members of
those involved in the Clinical Trial.

strané jedné a Zdravotnickym zafizenim /

Hlavnim  zkouSejicim nebo pfFipadnymi
spoluzkousejicimi  podilejicimi  se  na
Klinickém hodnoceni / zastupci nebo

zaméstnanci Zdravotnického zafizeni nebo
Hlavniho zkousejiciho na strané druhé. Tento
pozadavek na informovani se mulze tykat
také poskytovani informaci o blizkych
rodinnych pfisluSnicich osob podilejicich se
na Klinickém hodnoceni.

12.2

12.2

Institution and Principal Investigator confirm
that there is no conflict of interest between
Institution and Principal Investigator and
Janssen that would inhibit or affect
Institution and Principal Investigator’s
performance under this Agreement and
confirm that their performance under this
Agreement does not violate any other
agreement with third parties. Institution and
Principal Investigator will promptly inform
CRO if any conflict of interest arises during
the performance of this Agreement.

Zdravotnické zafizeni a Hlavni zkousejici
potvrzuji, Ze mezi nimi a spole¢nosti Janssen
neexistuje Zadny stfet zajmQ, ktery by
Zdravotnickému  zafizeni a  Hlavnimu
zkousSejicimu branil v plnéni této Smlouvy
nebo mél vliv na jejich plnéni této Smlouvy,
a potvrzuji, ze plnénim této Smlouvy se
nedopusti poruseni jinych smluv s tfetimi
osobami. Pokud béhem plnéni této Smlouvy
nastane néjaky stfet zajm{, budou o ném
Zdravotnické zafizeni a Hlavni zkousejici
neprodlené informovat CRO.

12.3

12.3

Principal Investigator confirms he/she:

Hlavni zkousejici potvrzuje, Ze:

(i)

(i)

is not debarred by a competent health
authority (including, if applicable, the US
FDA); and

mu pfislusSnym zdravotnickym kontrolnim
Ufadem (naptiklad americkym Utadem pro
kontrolu potravin a léCiv FDA) nebyl vysloven
zakaz Cinnosti a Ze

(ii)

(ii)

has not been sentenced for malpractice
related to the conduct of clinical trials.

nebyl odsouzen za profesni pochybeni
tykajici se provadéni klinickych hodnoceni.

Institution and Principal Investigator shall
not employ, contract with or retain any
person directly or indirectly to perform
services under this Agreement if such a
person:

Zdravotnické zafizeni a Hlavni zkousejici

nebudou pro pfimé nebo nepfimé
poskytovani sluzeb podle této Smlouvy
zaméstndvat osoby, uzavirat smlouvu

s osobami nebo najimat osoby:

(i)

(i)

is debarred by a competent health authority
(including, if applicable, the US FDA) or

jimz byl prislusnym zdravotnickym
kontrolnim ufadem (naptiklad americkym
Utadem pro kontrolu potravin a lé¢iv FDA)
vysloven zakaz ¢innosti nebo
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(ii)

(i)

has been sentenced for malpractice related
to the conduct of clinical trials.

které byly odsouzeny za profesni pochybeni
tykajici se provadéni klinickych hodnoceni.

Upon written request from CRO, Institution
and Principal Investigator shall, within ten
(10) days, provide written confirmation that
he/she has complied with the foregoing
obligation. This shall be an ongoing
representation and warranty during the
term of this Agreement and Institution and
Principal Investigator shall immediately
notify CRO of any change in the status of the
representation and warranty set forth in this
Section.

Na pisemnou Zadost CRO predlozi
Zdravotnické zarizeni a Hlavni zkousejici do
deseti (10) dnG pisemné potvrzeni, Ze splniuji
vySe uvedeny zavazek. Toto prohldseni a
ujiSténi plati po celou dobu této Smlouvy. O
jeho pripadné zméné proto budou muset
Zdravotnické zafizeni a Hlavni zkousejici
neprodlené informovat CRO.

13.

13.

Independent Contractor

Nezavislost smluvnich stran

Institution and Principal Investigator are
acting in the capacity of an independent
contractors hereunder and not as employees
or agents of CRO or Janssen.

Zdravotnické zafizeni a Hlavni zkousejici
jednaji podle této Smlouvy jako nezavislé
smluvni strany a nejsou zaméstnanci nebo
zastupci CRO ani spolecnosti Janssen.

14.

14.

Publicity

Publicita

None of the parties shall use the name of
any other party or any affiliate of any other
party for promotional purposes without the
prior written consent of the party whose
name is proposed to be used, nor shall any
party disclose the existence or substance of
this Agreement except as required by law.

Smluvni strany nejsou opravnény pouzivat
jméno druhé smluvni strany nebo jejich
dcefinych a sesterskych spolecnosti pro
reklamni Ucely bez ptredchoziho pisemného
souhlasu strany, jejiz jméno ma byt poufzito.
Smluvni strany také nesméji informovat o
existenci nebo obsahu této Smlouvy kromé
pripadd, kdy je to vyZadovano ze zdkona.

15.

15.

Notices

Pisemna komunikace

Any notices given hereunder shall be sent by
first class mail, by fax or personally
delivered, with postage prepaid, as follows:

Veskerd sdéleni podle této Smlouvy budou
zasilana postou s uhrazenym postovnym,
faxem nebo preddvana osobné na tyto
adresy:

TO CRO:

PRO CRO:

Quintiles Czech Republic, s.r.o
Radlicka 714/113a

158 00 Praha 5 — Jinonice
Czech Republic

Quintiles Czech Repubilic, s.r.o.
Radlicka 714/113a

158 00 Praha 5 — Jinonice
Ceska republika

Attention:

K rukam:
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TO the Institution:

PRO Zdravotnické zatizeni:

Thomayerova nemocnice
Videnska 800

140 59 Praha 4 — Kr¢
Czech Republic

Thomayerova nemocnice
Videnskda 800

140 59 Praha 4 — Kr¢
Ceska republika

Attention:

K rukam:

TO the Principal Investigator:

PRO Hlavniho zkousejiciho:

Onkologicka klinika
Thomayerova nemocnice
Videriska 800

140 59 Praha 4 — Kr¢
Czech Republic

Onkologicka klinika
Thomayerova nemocnice
Videriska 800

140 59 Praha 4 — Kr¢
Ceska republika

TO Janssen:

PRO spolecnost Janssen:

Janssen- Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

Janssen- Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

Belgium Belgické kralovstvi
16. 16.
Assignment Postoupeni

Each of CRO and Janssen shall have the right
to assign this Agreement among each other
or to any of its respective affiliates and, in
addition, Janssen may assign this Agreement
to any third party. In the event of such an
assignment, CRO or Janssen, as the case may
be, shall provide written notice to
Institution. Neither Institution nor Principal
Investigator shall assign its rights or duties
under this Agreement to another without
prior written consent of CRO and Janssen.
Any assignment in violation of this Section
16 will be null and void. Subject to the
foregoing, this Agreement shall bind and
inure to the benefit of the respective parties
and their successors and assigns.

CRO i spolecnost Janssen jsou opravnény
postupovat si tuto Smlouvu navzajem nebo ji
postupovat svym dcefinym a sesterskym
spolecnostem. Spolecnost Janssen je navic
oprdvnéna postoupit tuto Smlouvu kterékoli
tfeti osobé. CRO, resp. spolec¢nost Janssen se
bude informovat o takovém postoupeni
Zdravotnické zatizeni pisemné. Zdravotnické
zafizeni ani  Hlavni zkouSejici nejsou
oprdvnéni postupovat sva prava a povinnosti
ztéto Smlouvy na jiné osoby bez
pfedchoziho pisemného souhlasu CRO a
spole¢nosti Janssen. Postoupeni vrozporu
s ustanovenimi ¢lanku 16 bude povazovano
za neplatné od samého pocatku. S
pfihlédnutim k pfedchozim ustanovenim
bude tato Smlouva zavaznd nejen pro
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smluvni strany, ale také pro jejich pravni
nastupce a postupniky a je uzavirdna v jejich

prospéch.
17. 17.
Miscellaneous RUzné
17.1 17.1
This Agreement may not be altered, | Tuto Smlouvu je moZné ménit, doplhovat a

amended or modified except by written
document signed by the parties.

upravovat pouze na zdkladé pisemného
dodatku podepsaného smluvnimi stranami.

17.2

17.2

If a provision of the Agreement conflicts with
a provision of the Protocol, the Protocol
takes precedence on matters of medicine,
science and conduct of the Clinical Trial. This
Agreement takes precedence in any other
conflicts.

V pfipadé rozporu mezi touto Smlouvou
a ustanovenimi  Protokolu  bude  mit
v otazkach [éCby, vyzkumu a provadéni
Klinického hodnoceni prednost Protokol.
V ostatnich rozporech bude mit pFednost
tato Smlouva.

17.3

17.3

If any of the provisions defined under the
Annexes conflicts with any of the provisions
of this Agreement, the terms of the Annexes
will take precedence.

V ptipadé rozporu mezi ustanovenimi Pfiloh
a ustanovenimi této Smlouvy budou mit
prednost ustanoveni Pfiloh.

17.4

17.4

Institution and  Principal Investigator
understand and agree that this Agreement is
being signed by CRO in its own name as a
contracting party receiving services under
this Agreement and in addition, in a separate
capacity, CRO also signs this Agreement in
the name of Janssen and for Janssen’s
benefit.

Zdravotnické zafizeni a Hlavni zkousejici
berou na védomi a souhlasi stim, Zze CRO
uzavira tuto Smlouvu jednak vlastnim
jménem jako smluvni strana, kterd je
pfijemcem sluzeb z této Smlouvy, a jednak
jako samostatna smluvni strana za
spolec¢nost Janssen a v jeji prospéch.

17.5

17.5

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement
will remain in effect.

Bude-li néktera zcasti Smlouvy shledana
nevymahatelnou, zUstanou zbyvaijici
ustanoveni Smlouvy i nadale v platnosti.

17.6

17.6

This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. The Annexes form an
integral part of the Agreement. It expressly
supersedes any prior or contemporaneous

Tato Smlouva predstavuje Uplné ujednani
mezi smluvnimi stranami ohledné jejiho
pfedmétu. Prilohy tvofi nedilnou soucast
Smlouvy. Vyslovné nahrazuje veskera
pfedchozi nebo soubézna Ustni ¢i pisemna

oral or written representations or | prohldseni a ujednani.
agreements.
17.7 17.7

The following provisions and any other term
or condition which by its nature is clearly
intended to survive the termination or

Nasledujici ustanoveni a pfipadné dalsi
podminky, které jsou svoji povahou jasné
zamysleny jako podminky, které zlstanou

Clinical Trial Agreement between CRO, Janssen and Institution & Principal Investigator

39039039S5T4001
Thomayerova nemocnice /
Version / Verze Final For Publication20092016

Strana 32 (celkem 46)




expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.6,5,6,7,8,10, 11, 12, 14,16 and 17.

v platnosti i po ukonceni nebo skonceni
platnosti této Smlouvy, zlstavaji v platnosti i
po ukoneni nebo skonceni platnosti
Smlouvy: 1.6, 5, 6, 7, 8, 10, 11, 12, 14, 16
al7.

17.8

17.8

This Agreement is executed in four (4)
counterparts, of which the CRO shall receive
two (2) copies and the Institution and
Principal Investigator shall receive one (1)
counterpart each.

Tato Smlouva je vyhotovena ve Cctyrech
(4) stejnopisech, z nichZ CRO obdrzi dva (2) a
Zdravotnické zafizeni a Hlavni zkousejici po
jednom (1) stejnopisu.

17.9 In the event of any discrepancies
between the Czech and English versions
hereof, the Czech version shall prevail.

17.9 Vpfipadé rozporu mezi Ceskou a
anglickou jazykovou verzi této smlouvy ma
pfednost a je rozhodujici verze ¢eska.

17.10 The following annexes for an integral
part of the Agreement:

17.10 Nedilnou souddsti této smlouvy jsou
nasledujici prilohy:

Annex A - Financial Provisions

Pfiloha A- Rozpocet a predpis plateb

Annex B — Information for the patient / | PfilohaB — Informace pro pacienty /
Informed consent (available from the | formular informovaného souhlasu
Principal Investigator) (poskytnuty Hlavnim zkousejicim)

Annex C — Power of Attorney for Quintiles | PfilohaC — PInd moc pro spolecnost

Czech Republic, s.r.o.

Quintiles Czech Repubilic, s.r.o.

Annex D — Authorization by State Institute
for Drug Control

Pfiloha D — Schvdleni Statnim Ustavem pro
kontrolu léciv

Annex E — Approval by Multicenter Clinical
Trials Ethics Committee

Pfiloha E — Kladné vyjadreni etické komise
pro multicentricka klinickd hodnoceni

Annex F — Approval by Local Ethics

Committee

Pfiloha F — Kladné vyjadieni mistni etické
komise

Annex G — Quintiles Czech Republic, s.r.o.
Extract from the Register of Companies

Pfiloha G — Vypis zobchodniho rejsttiku
spolecnosti Quintiles Czech Republic, s.r.o.

Annex H — Copy of the Insurance Certificate

Pfiloha H — Kopie pojistného certifikatu

Annex | — For Publication in the Agreement
Register

Pfiloha | — Verze smlouvy ke zvefejnéni

17.11

17.11

By signing this Agreement, the Institution
and Principal Investigator declare having
received an original copy of the final
Protocol and any annexes thereto.

Podpisem této smlouvy ztrvzuji Zdravotnické
zatizeni a Hlavni zkousSejici, Ze obdrzeli
stejnopis posledni verze Protokolu a pfiloh
k nému.

18.

18.

Controlling Law

Rozhodné pravo
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This Agreement, including any/all
attachments and potential amendments,
shall be governed by and shall be construed
in accordance with the laws of the Czech
Republic. In the event of any dispute arising
between the Parties in relation to the terms
of this Agreement, the Parties shall use their
best endeavors to resolve the matter on an
amicable basis. The Parties undertake to
submit all disputes or controversies that the
Parties are unable to settle amicably to the
appropriate court in Czech Republic.

Tato Smlouva véetné jejich pfiloh a
pfipadnych dodatkl se Fidi zakony Ceské
republiky abude vyklddana podle nich.
V pfipadé sporl mezi smluvnimi stranami
ohledné podminek této Smlouvy vynaloZi
smluvni strany veskeré usili na to, aby
zaleZitost vyresSily smirem. Smluvni strany se
zavazuji, ze veSkeré spory a neshody, které
se nepodafi vyfeSit smirem, postoupi
k rozhodnuti pfislusnému soudu v Ceské
republice.
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IN WITNESS WHEREOF, the parties hereto
have caused this Agreement to be executed
by their duly authorized representatives as
of the Effective Date.

NA DUKAZ TOHO byla tato Smlouva
podepsana v Den platnosti radné
opravnénymi zastupci smluvnich stran.

Quintiles Czech Republic, s.r.o.
Signature

Quintiles Czech Repubilic, s.r.o.
Podpis

Date

Datum

Quintiles Czech Republic, s.r.o.,
in the name of Janssen- Cilag International
NV

Signature

Quintiles Czech Republic, s.r.o.,
za spole¢nost Janssen- Cilag International NV

Podpis

Date

Datum

doc. MUDr. Zdenék Benes, CSc.
Director
Thomayerova nemocnice

Signature

doc. MUDr. Zdenék Benes, CSc.
Reditel
Thomayerova nemocnice

Podpis

Date

Datum

Signature

Podpis
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ANNEX A

PRILOHA A

Budget & Payment Schedule

Rozpocet a rozpis plateb

Protocol No. 39039039STM4001 “Efficacy
and Safety of Rivaroxaban Prophylaxis
Compared with Placebo in Ambulatory
Cancer Patients Initiating Systemic Cancer
Therapy and at High Risk for Venous
Thromboembolism”

Protokol € 39039039STM4001 ,Uginnost a
bezpecnost profylaxe rivaroxabanem v
porovnani s placebem u ambulantnich
onkologickych pacientti, ktefi zahajuji
systémovou protinddorovou lécbu a maji
vysoké riziko Zilni tromboembolie”

(1)

(1)

Maximum Fee Per Completed Subject
(including all fixed costs and excluding items
as specified below):

Maximalni poplatek za dokonéeného
pacienta (vcéetné vsech fixnich nakladld a
kromé polozek specifikovanych nize):

CZK 102 802,38

102 802,38 K¢

(2)

()

Payment Milestone Table:

Tabulka mezniku plateb:

Milestone payments in the below table
represent fair market value for performance
of research services detailed in the Time and
Events Schedule of the Protocol dated Sep
16, 2015 provided herein by reference.
Parties agree in the event subsequent
protocol amendments result in a material
change to research services required,
compensation will be adjusted accordingly
to represent any such change to fair market
value through a written amendment signed
by all parties hereto.

Platby k mezniklim v tabulcenize predstavuji
pfiméfenou trini cenu za provadéni
vyzkumnych aktivit popsanych v Rozpoctu a
rozpisu plateb k protokolu z 16. zafi 2015, na
ktery je odkazovano. Strany souhlasi, Ze
Uhrada bude v pfipadé naslednych dodatkd
protokolu vedoucich k zavainé zméné
pozadovanych vyzkumnych aktivit upravena
tak, aby  jakakoli takova zména
predstavovala pfimérenou trzni cenu pomoci
pisemného dodatku podepsaného vSemi
smluvnimi stranami.
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MILESTONES

;
o ~+
c
=
-+
*

Castka za

MEZNiKY e v
navstévu*

Totals are VAT excluded. VAT of 21% will be
paid as outlined in Section 5 of this Annex.

Celkové castky jsou uvedeny bez DPH. DPH
ve vysi 21 % bude uhrazena podle pokyn( v
¢lanku 5 této Prilohy.

**If subjects permanently discontinue study
treatment  before
subjects will need to complete an
Unscheduled End-of Treatment” visit as soon
as possible. In addition these subjects will
be required to complete all remaining study
visits including what would have been the
subjects _..If the
unscheduled End Of Treatment visit falls
within the window of a remaining study visit,
subjects do not need to repeat this required
study visit.

**pPokud pacienti trvale ukonéi 1é¢bu v
klinickém hodnoceni _
budou muset co nejdfive provést navstévu
pro ,neplanované ukonceni lécby”. Kromé
toho budou tito pacienti muset provést
vsechny zbyvajici navstévy, véetné ndvstévy
pro . Pokud by méla byt
navstéva pro ukonceni |é¢by v obdobi, kdy
bude provedena zbyvajici navsStéva v
klinickém hodnoceni, nemusi pacienti tuto
poZadovanou navstévu opakovat.

***Subject(s) who do not come into the
study center after discontinuing study drug
will be contacted by telephone.

***pacient(i), ktefi se nedostavi na
pracovisté klinického hodnoceni po ukonceni
uzivani hodnoceného pfipravku, budou
kontaktovani telefonicky.

(3)

(3)

Site Costs

Naklady pracovisté klinického hodnoceni

Local Ethics Committee (EC) Fees: EC fees

Poplatky mistni etické komisi (EK): Poplatky
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shall be reimbursed. Processing of payment

etické komisi budou uhrazeny. Zpracovani
platby

will begin upon receipt of original invoice or
alternative  supporting  documentation,
detailing actual charges without markup.
SPONSOR WILL NOT PAY LOCAL IRB
DIRECTLY.

bude zahajeno po pfijeti originalni faktury
nebo nahradni podplrné dokumentace s
podrobnostmi o skutecnych poplatcich bez
marze. ZADAVATEL NEBUDE HRADIT
POPLATKY MISTNI ETICKE KOMISI PRIMO.

Screen Failure Payments: All completed
screening visits will be reimbursed at 100%
of the

Platby za pacienty, ktefi neprojdou
vstupnim vySetienim (screeningem):
Vsechny dokoncené vstupni ndvstévy budou
hrazeny ve 100% vysi

visit cost amount in accordance with the
milestone table in Section 2 above. If not all
procedures are completed in the visit at
which a subject fails, _,
the visit amount in accordance with the
milestone table in Section 2 above, will be
_. To be eligible for
reimbursement, completed screening CRF
pages must be submitted to CRO and any
additional information, which may be
requested by CRO to appropriately
document the subject screening procedures.
In addition, invoices must include the date of
screen failure, and visits (both completed
visits and the visit at which the screen failure
occurred) including the amount as listed in
the milestone table in Section 2 above for

za navstévu v souladu s tabulkou meznikd v
¢asti 2 vySe. Pokud nebudou dokonceny
vSechny procedury pfi navstévé, pfi které
bude zjisténo, Ze pacient neprosel
screeningem, bude Castka

za navstévu v souladu s
tabulkou meznikd uvedenou v ¢asti 2 vyse
uhrazena maximalni vySi
_ K ziskani ndroku na
Uhradu je treba CRO predloZit vyplnéné
screeningové stranky CRF spolecné s
veskerymi doplikovymi informacemi, které
bude CRO ptipadné pozadovat, aby mohla u
pacienta fadné zdokumentovat screeningové
procedury. Kromé toho musi faktury
obsahovat datum neuspéchu ve screeningu
a navstév (jak provedenych, tak navstévy, pfi
které bylo zjisténo, Ze pacient neprosel
screeningem), vcetné ¢astky uvedené v

(4)

tabulce meznikl v Ccasti 2 wvyse pro
(4)

Other Compensation:

Dalsi nahrady:

Unscheduled Procedure/Visit for Non
AE/SAE Related Events: Institution shall be

Neplanovana procedura/navstéva
nesouvisejici s pfihodami  AE/SAE:
Zdravotnické zafizeni dostane

reimbursed for actual costs incurred, up to a
maximum of _ for an
unscheduled procedure or visit determined,
after consultation with Sponsor resulting in
reimbursement approval, to be medically or
scientifically valid. Reimbursement is subject

Uhradu za skutecné vzniklé naklady az do
maximalni  vyse za
neplanovanou medicinsky a odborné validni
proceduru nebo navstévu, u které bude po
konzultaci se zadavatelem stanoveno
schvaleni Ghrady. Uhrada podléha kontrole a
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to review and approval by Sponsor or
Sponsor’s designee upon receipt of invoice
detailing the subject number, date of visit,
documentation of  previous  Sponsor
consultation and work performed.

schvaleni zadavatelem nebo jeho zastupcem
po prijeti faktury uvadéjici cCislo pacienta,
datum navstévy, dokumentaci predchozi
konzultace se zadavatelem a provedené
prace.

Unscheduled Procedure/Visit for AE/SAE
Related Events: Institution shall be

Nepldnovana procedura/navstéva
souvisejici s pfihodami AE/SAE:
Zdravotnické zatizeni dostane

reimbursed for actual costs incurred, up to a
maximum of _, for an
unscheduled procedure or visit determined,
after consultation with Sponsor resulting in
reimbursement approval, to be medically or
scientifically valid. Reimbursement is subject
to review and approval by Sponsor or
Sponsor’s designee upon receipt of invoice
detailing the subject number, date of visit,
documentation of previous  Sponsor
consultation and work performed.

Uhradu za skute¢né vzniklé ndklady az do
maximalni  vySe _za
neplanovanou medicinsky a odborné validni
proceduru nebo navstévu, u které bude po
konzultaci se zadavatelem stanoveno
schvéleni uhrady. Uhrada podléha kontrole a
schvaleni zadavatelem nebo jeho zdstupcem
po pfijeti faktury uvadéjici Cislo pacienta,
datum navstévy, dokumentaci predchozi
konzultace se zadavatelem a provedené
prace.

Reconsent Fee: A payment in the amount of
, which includes
overhead, will

Poplatek za opétovny souhlas: Platba ve
vySi , kterd zahrnuje
rezijni vydaje, bude

be made per subject, for re-consent of any
Study Subject due to an informed consent
revision. Payment will be made upon receipt
of invoice detailing subject number and date
of reconsent.

provedena na jednoho pacienta, a to za
opétovny souhlas jakéhokoli pacienta v
klinickém hodnoceni v duasledku revize
informovaného souhlasu. Céstka bude
uhrazena po pfijeti faktury s uvedenim cisla
pacienta a data opétovného ziskani
informovaného souhlasu.

Patient Reimbursement for Reconsent: If
done outside of a regularly scheduled study,

Uhrada za opétovny souhlas pacienta:
Pokud bude proveden mimo normalné
planované klinické hodnoceni,

Start-up Fee: A one-time, non-refundable
Start-Up Fee in the amount of CZK 30 000,
will be made upon completion and receipt of
all original contractual and regulatory
documentation and receipt of an original
invoice by CRO.

Start-up poplatek: Po vyhotoveni vsech
smluvnich dokumentl adokumentl pro
kontrolni Urady a predani jejich originall
véetné originalu faktury CRO bude uhrazen
jednordzovy nevratny poplatek za aktivaci
(start-up fee) ve vysi 30 000 K¢.

Archiving fee. CRO shall further make a one-
time non-refundable payment to the
Institution in the amount of CZK 7 000 as a

Archivacni poplatek. Na zakladé doruceni
originalni faktury, CRO uhradi jednorazovou
nevratnou platbu Zdravotnickému zatizeni za
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reimbursement of incurred archiving
expenses for a term of 15 years. This
payment shall be payable within 30 days
from the date of delivery of the invoice to
CRO.

archivaci studijni dokumentace po dobu 15
let ve vySi 7 000 KE. Shora uvedend platba
bude splatna po podpisu Smlouvy ve |hité
30 dnl od doruceni faktury CRO.

Pharmacy Start-Up Fee: A one-time
Pharmacy Set-Up payment of
_wiII be made to the
Payee upon execution hereof and receipt by
CRO of an original invoice.

Zahajovaci poplatek lékarné: Po uzavrieni
této smlouvy a predani originalu faktury CRO
bude Pfijemci plateb uhrazen jednorazovy
nevratny poplatek pro lékarnu

Pharmacy Close-Out Fee: A one-time
Pharmacy Close-out payment will be made
to the Payee upon receipt of invoice at a

Uzaviraci poplatek lékarné: Po ukonceni
Studie a doruceni faktury bude Pfijemci
plateb uhrazen jednordzovy uzaviraci

cost of at the end of the | poplatek [ékdrné ve
Study.

(5) (5)

Payment Terms: Platebni podminky:
a) a)

This ANNEX A is for completed records for
_. A valid subject is
defined as a subject who meets eligibility
requirements to enroll in the Study and does
not have significant Protocol violations that
would exclude his/her Data from analysis.
This Study is being conducted under a policy

of competitive enrollment. Sponsor
anticipates closure of enrollment upon
randomization of a total of

_. In  the event
total valid subjects are
enrolled prior to a site’s reaching its valid
subject goal further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by
Sponsor. All payments will be made for
subject visits according to the payment
schedule above. No payment will be made
for any subject excluded from analysis
because of Protocol violations within the
Study personnel’s control. Reimbursement
for expenses related to screen failures will
be made according to the payment schedule

Tato PRILOHA A plati pro kompletni zdznamy
maximalné Platny
pacient je definovan jako pacient, ktery spini
podminky pro zafazeni do klinického
hodnoceni a nedojde u néj k zasadni
odchylce od protokolu, kvili niz by jeho data
nemohla byt zafazena do analyzy. Toto
klinické hodnoceni bude probihat podle
zasady kompetitivniho zafazovani. Zadavatel
predpoklada ukonceni zarazovdni poté, co
bude randomizovano _
Bude-li do klinického hodnoceni zafazeno
I o':tnych pacientd diiv,
nez centrum splini cil _
pacientl, bude dalsi ndbor pozastaven. Za
pacienty, ktefi klinické hodnoceni nedokondi,
bude vyplacena pomérna cast odmény podle
potvrzenych uskutecnénych navstév a
zaznamQ subjektu hodnoceni predanych
zadavateli. VSechny platby za jednotlivé

navstévy budou hrazeny podle wvyse
uvedeného harmonogramu plateb. Za
pacienta, jehoZz data budou z analyzy

vyrazena kvli odchylce od protokolu, za niz
nesou odpovédnost pracovnici provadéjici
klinické hodnoceni, nebude uhrazena zadna
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above. ¢astka. Uhrada vydajG za pacienty, ktefi
neprosli  vstupnimi  vysSetfenimi, budou
proplaceny podle harmonogramu plateb
uvedeného vyse.

b) b)

Institution  acknowledges this is a | Zdravotnické zafizeni bere na védomi, Ze se

multicenter Study designed to evaluate a set
number of Study subjects. It is anticipated
each institution participating in the Study
will enroll the number of Study subjects
provided for under this Agreement. If, as
the Study progresses, individual institutions
meet the contracted number of Study
subjects, Sponsor may invite Institution to
enroll more Study subjects. If acceptable to
the Institution, Sponsor will notify Institution
via written request to allow for the
enrollment of additional Study subjects.
Therefore, Institution further acknowledges,
it may not have the opportunity to enroll the
number of Study subjects set forth above.
When enrollment of the target number of
Study subjects in the Study is complete,
those sites which have not enrolled the
contracted number of Study subjects will be
notified and instructed not to continue
enrolling Study subjects.

jednd o multicentrické klinické hodnoceni,
jehoz cilem je vyhodnotit |é¢bu u predem
daného poctu pacientd v  klinickém
hodnoceni. Predpoklada se proto, ze v
kazdém zdravotnickém zafizeni Ucastnicim
se klinického hodnoceni bude zafazen pocet
pacientt v klinickém hodnoceni uvedeny v
této smlouvé. Pokud jednotliva zdravotnicka
zafizeni v prUbéhu klinického hodnoceni
naplni stanovené pocty pacientd, je mozné,
Ze zadavatel pozdda zdravotnické zafizeni,
aby do klinického hodnoceni zatadilo vice
pacientd. Bude-li to pro zdravotnické
zafizeni pfijatelné, zaSle mu zadavatel
pisemnou Zadost o povoleni k zafazeni
dalSich pacientl. Zdravotnické zatizeni dale
bere na védomi, Zze se mlze rovnéz stat, ze
nebude mit moZnost zafadit do klinického
hodnoceni vyse uvedeny pocet pacient(.
Jakmile bude zafazovani cilového poctu
pacientd do klinického hodnoceni ukonceno,
budou pracovisté, v nichz v té dobé jesté
nebude zafazen pocet pacientl stanoveny
ve smlouvé, vyzvana, aby v naboru pacient(
do klinického hodnoceni uz nepokracovala.

<)

<)

Equipment Calibration: Institution shall be
responsible for ensuring Institution-owned
equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation and/or more frequently as
required by Sponsor. Records verifying the
equipment calibration and maintenance
shall be provided to Sponsor upon request.
For calibrations which are performed solely
at the request of Sponsor, and that are not
part of the recommended scheduled
maintenance suggested by manufacturer,
Sponsor will reimburse Institution for the

Kalibrace pfistrojl: Zdravotnické zafizeni
bude zajistovat servis a pfipadnou kalibraci
vsech pfistrojd v jeho vlastnictvi, které
budou pouzivany v souladu s touto
smlouvou, minimalné v intervalech
doporucovanych vyrobcem, ptipadné na
Zadost zadavatele jesté castéji. Zadavateli
bude na jeho Zadost predkladat zdznamy
potvrzujici kalibraci a adrzbu pfistrojd. Za
kalibraci provddénou pouze na Zadost
zadavatele, nikoli jako soucast pravidelné
udrzby podle doporuceni vyrobce, bude
zadavatel hradit zdravotnickému zafizeni
skuteéné ndklady na kaZzdou takovou
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actual cost without mark-up for each | kalibraci bez jakychkoli ptiplatkl. Zpracovani
calibration. Processing of payment will begin | platby bude zahajeno po pfijeti faktury a
upon receipt of invoice and supporting | podplrné dokumentace v souladu s
documentation in  accordance  with | odstavcem f) nize.

paragraph f) below.

d) d)

Investigator  Meetings:  Sponsor  may | Schlizky  zkousSejicich: Zadavatel muze
recommend or obligate the Principal | hlavnimu zkousSejicimu nebo zadavatelem
Investigator, or Sponsor approved Sub- | schvdlenému spoluzkousejicimu a zdravotni
Investigator designee, and a Study | sestte nebo koordinatorovi klinického

nurse/coordinator to attend meetings,
including but not limited to an Investigator’s
Meeting. Sponsor shall provide and pay all
reasonable and appropriate travel expenses,
including modest lodging and meals
associated with such meetings. The parties
agree that attending such meetings is
reasonable and necessary to ensure all
parties engaged in the Study have a clear
understanding of the Protocol and its
requirements. Processing of payment will
begin upon receipt of invoice and supporting
documentation in  accordance  with
paragraph f) below.

hodnoceni doporucit nebo jim uloZit, aby se
Ucastnili rlznych setkani, véetné mimo jiné
schlzek zkousejicich. Zadavatel jim bude
propladcet vsechny pfimérené cestovni
vydaje, napt. vydaje za pfimérené ubytovani
a stravovani, které jim vzniknou v souvislosti
s takovymi setkanimi. Smluvni strany
souhlasi s tim, Ze Ucast na téchto setkanich
je pfiméreny a nezbytny poZadavek, jehoZz
cilem je zajistit, aby vsichni, kdo se budou na
klinickém hodnoceni podilet, presné a
spravné chdpali protokol a jeho poZadavky.
Zpracovani platby bude zahajeno po pfijeti
faktury a podplrné dokumentace v souladu
s odstavcem f) nize.

e)

e)

To be eligible for payments, the procedures
must be performed in full compliance with
the Protocol and this Agreement, and Data
submitted must be complete, correct and
entered into the Electronic Data Capture
(EDC) in accordance with Sponsor’s
instructions and this Agreement. Payments
will be made, at a minimum, on a quarterly
(January, April, July, October) basis. These
payments will include costs for completed
visits confirmed by the receipt of the
corresponding case report form pages, as
well as, all invoiced and approved costs from
the prior payment cycle. Ten (10) percent of
each milestone payment will be retained by
Sponsor or designee until all data has been
validated (query process completed) and all
required regulatory Study documentation
has been received. Final payment may not
be released until the appropriate disposal of

Podminkou pro veskeré platby podle této
smlouvy je, Ze vySetfeni a dalsi ukony budou
provadény zcela v souladu s protokolem a
touto smlouvou a preddvanad data budou
Uplna a spravna a budou zadana do systému
elektronické evidence dat (Electronic Data
Capture, EDC) podle pokynli zadavatele a
této smlouvy. Platby budou uskutecrovany
minimalné jednou za c¢tvrt roku (v lednu,
dubnu, cervenci a fijnu). Tyto platby budou
zahrnovat ndklady za provedené navstévy
potvrzené prijetim prislusnych stranek
formulare zdznamu subjektu hodnoceni a
rovnéz vsech fakturovanych a schvalenych
nakladl za predchozi platebni cyklus. Deset
(10) procent kazidé platby k jednotlivym
meznikdm bude zadrZeno zadavatelem nebo
zastupcem, dokud nebudou vsechna data
validovana (dokonceni procesu dotazd) a
dokud nebudou pfijaty vSechny poZzadované
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all Study Drug supplies, completion of
required regulatory documentation and data
correction forms has occurred at this site.

regulacni dokumenty pro klinické hodnoceni.
Konecna platba nesmi byt provedena, dokud
neprobéhne na pracovisti prislusna likvidace
veskerych zasob hodnoceného pfripravku,
dokud nebudou zkompletovany poZzadovana
regulacni dokumentace a formuldfe pro
opravu dat.

Ongoing reconciliations will be performed
during the course of the study. Any
erroneous payments discovered will be
applied to any pending or future payments
due. No payments will be made until all
erroneous payments have been offset. If no
pending or future payments exist, Institution
will  promptly refund  overpayment,
according to Sponsor’s instructions.

V prabéhu klinického hodnoceni budou
provadéna prabéina zuctovani. Jakékoli
chyby v platbach, které budou zjistény,
budou vyrovndny z probihajicich nebo
budoucich plateb. Nebude provedena Zadna
platba, dokud nebudou vyrovnany chybné
zapoctené platby. Pokud nebudou existovat
nevyfizené platby ani platby, které maji byt
provedeny v  budoucnu, zdravotnické
zafizeni ihned vrati preplatek podle instrukci
zadavatele.

Original invoices pertaining to this study
should be submitted for reimbursement to
the following address:

Origindly faktur ke klinickému hodnoceni
budou zasilany k proplaceni na tuto adresu:

Quintiles Czech Republic, s.r.o.

Quintiles Czech Repubilic, s.r.o.

Radlickad 714/113a, Jinonice

Radlickd 714/113a, Jinonice

158 00 Praha 5

158 00 Praha 5

Czech Republic

Ceska republika

IC: 247 68 651

IC: 247 68 651

DIC: CZ24768651

DIC: CZ24768651

Please note that invoices must contain the
following information or they will be
returned, delaying payment:

Upozoriujeme, Ze faktury musi obsahovat
nize uvedené ndleZitosti, jinak budou
vraceny zpét a jejich uhrada se zpozdi:

Institution name

nazev zdravotnického zaftizeni,

Principal Investigator name

jméno hlavniho zkousejiciho,

Protocol number

¢islo protokolu,

Invoice number and date

¢islo a datum vystaveni faktury,

Date & description of services provided

datum a popis poskytnutych sluzeb,

Supporting documentation (i.e. third party
invoices, receipts)

podplrnd dokumentace (napf. faktury od
dodavatele, stvrzenky apod.).

f) f)
Costs from, and reimbursement for, | Naklady na ukony a polozky, které nejsou
activities and items not specifically | konkrétné uvedeny vyse, véetné mimo jiné

referenced above, including, but not limited
to, staff costs, laboratory fees, x-rays, scales
and questionnaires (quality of life, etc.), data
coordinator fees, travel fees, and subject
reimbursement other than any subject

nakladd na zaméstnance, laboratornich
poplatkl, poplatk( za rentgenova vysetieni,
vypliovani skal a dotaznikd (kvalita Zivota
apod.), poplatkdl pro koordinatora dat,
cestovnich  vyloh a jinych  vydajl
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stipends specifically identified above, are
incorporated into the per-subject payment
in accordance with milestone tables, above.
No additional reimbursement for these costs
is otherwise provided.

proplacenych pacientiim, jsou zahrnuty do
plateb za pacienty podle tabulek mezniki
uvedenych vySe, a proto nebudou
proplaceny samostatné.

g)

g)

Taxes: Any consideration payable under this
agreement will be exclusive of local VAT
since these services fall under Art. 44 of the
Council Directive EC 2006/112/EC. In the
case, where this territorial rule would not be
applicable, the normal standard VAT rules or
any similar sales tax rule will be applied. In
case any other services or goods are subject
to VAT, a valid VAT invoice must be issued by
the supplier to the recipient in respect of the
transaction covered by the consideration. If
VAT is charged in error, it will be refunded
upon receipt of a refund from the relevant
tax authorities either by way of an actual
refund or by way of adjustment of the
relevant VAT return. If VAT is not charged
but subsequently it is found that it should
have been charged or VAT is assessed by the
relevant tax authorities as being due on the
consideration, the VAT due upon said
consideration will be paid upon presentation
of a valid VAT invoice.

Dané: Jakékoli platby splatné v rdmci této
smlouvy budou uvedeny bez DPH, protoze
tyto sluzby spadaji pod ¢l. 44 smérnice Rady
ES 2006/112/ES. V pripadé, Ze by toto
Uzemni pravidlo nebylo pouZitelné, budou
platit béZnd standardni pravidla pro DPH
nebo jinou podobnou dan z pfijmu. Budou-li
pfipadné dalsi sluZzby nebo zboZi podléhat
DPH, vystavi dodavatel pfijemci za takové
plnéni fadnou danovou fakturu. Bude-li DPH
nauctovana omylem, bude platci vracena
poté, co bude preplatek dané vracen
pfislusnym finanénim Jdrfadem bud jako
skutecny preplatek na dani nebo v ramci
Upravy vySe danové povinnosti v pfislusném
pfiznani k dani z pfidané hodnoty. Nebude-li
DPH uctovana, avsak pozdéji se zjisti, ze
méla byt Uctovdna, nebo bude-li pfislusSnym
finanénim Jdfadem z daného plnéni
dodatecné vymérena, bude DPH z takového
plnéni uhrazena po predloZeni fadné danové
faktury.

h)

h)

For the avoidance of doubt, the Principal
Investigator and/or the Institution is
responsible for providing any and all
compensation, benefits and/or insurance to
the investigational staff. It is also understood
and expressly acknowledged that the
Investigator and the investigational staff are
not eligible to participate in, nor are they
eligible for coverage under, any of the
Sponsor’s benefit  plans, programs,
employment policies, procedures or workers
compensation insurance.

Aby se predeslo pfipadnym pochybnostem,
bude za vyplaceni odmény, nahrad a
zaméstnaneckych benefit  pracovnikim
provadéjicim klinické hodnoceni a za thradu
prispévkl na jejich pojisténi odpovidat hlavni
zkousejici, resp. zdravotnické zafizeni.
Smluvni strany rovnéz berou na védomi a
vyslovné uznavaji, Zze se na zkousejici ani
pracovniky provadéjici klinické hodnoceni
nevztahuji zadavatelovy programy
zaméstnaneckych benefitd, politika
zameéstnanosti ani pojisténi odpovédnosti
zaméstnavatele pro pfipad pracovniho
Urazu.

i)

i)
The parties agree this ANNEX A is part of the
Agreement and clarifies the payment

Smluvni strany se dohodly, 7e tato PRILOHA
A tvofi nedilnou soucdst smlouvy, kterou je
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schedule associated with this Agreement.
Payments shall be made in accordance with
the provisions set forth in this ANNEX A, with
the last payment being made after the site
completes all of its obligations under the
Agreement and any annexes thereto. The
Principal Investigator acknowledges and
agrees his or her judgment with respect to
his or her advice to and care of each subject
is not affected by the compensation the site
receives hereunder. The parties agree the
payee designated below is the proper payee
for this Agreement and payments under this
Agreement will be made only to the
following payee:

podrobné upraven harmonogram plateb
uskute¢fovanych na zakladé této smlouvy.
Platby budou provadény podle podminek
uvedenych v PRILOZE A. Posledni platba
bude uhrazena poté, co centrum klinického
hodnoceni spini veSkeré své zavazky
vyplyvajici z této smlouvy a jejich pfiloh.
Hlavni zkouSejici potvrzuje a zavazuje se, Ze
jeho Usudek tykajici se rad a doporuceni
Gcastnikdim klinického hodnoceni a jejich
[é¢by nebude nijak ovlivnén odménou, ktera
bude vyplacena centru klinického hodnoceni
podle této smlouvy. Smluvni strany se
dohodly, Ze niZe uvedeny pfijemce plateb je
fadnym pfijemcem plateb z této smlouvy a
Ze platby z této smlouvy budou hrazeny
vyhradné tomuto pfijemci plateb:

PAYEE NAME / JMENO PRIJEMCE
PLATEB:

Thomayerova nemocnice

BANK NAME / NAZEV BANKY:

Komercéni banka, a.s.

BANK ACCOUNT / €isLo UCTU:

CZ7701000000000036831041

SWIFT CODE / KOD:

KOMBCZPP

TAX ID NUMBER / DIC:

CONTACT INFORMATION:

(Name, phone number, e-mail
address) / KONTAKTNI UDAJE:
(Jméno, telefon, e-mailovad
adresa):

CZ00064190

Videnska 800

PAYEE ADDRESS / ADRESA

140 59 Praha 4

PRIJEMCE PLATEB: Czech Republic / Ceskd republika
The Payee’s Tax ID number and | Danové identifikacni Cislo pfijemce plateb a
designtation(s) will be required before any | oznacdeni budou vyzadovana pred
payments can be made under this | provedenim jakékoli platby podle této
Agreement. smlouvy.
In case of changes in the Payee’s address, | Dojde-li  k jakymkoli zménam adresy

Payee is obliged to inform CRO in writing.
The parties agree that in case of changes in
address which do not involve a change of
Payee, tax numbers, or tax exempt status,
no further amendments are required.

pfijemce plateb, je pfijemce plateb v
takovém pripadé o této skutecnosti povinen
CRO pisemné informovat. Smluvni strany se
dohodly, Ze v ptipadé zmény adresy, ktera se
nebude tykat samotného pfijemce plateb,
danovych ¢isel ani statusu organizace
nepodléhajici zdanéni, nebude nutné
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uzavirat zadné dalsi formalni dodatky této
smlouvy.

Institution will have thirty (30) days from the
receipt of the final payment to dispute any
payment discrepancies during the course of
the Study.

Pfipadny rozpor v platbach hrazenych v
prabéhu klinického hodnoceni bude moci
zdravotnické zafizeni reklamovat nejpozdéji
tficet (30) dnll po pfijeti zavérecné platby.
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