CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENiI

(CRO-Janssen-Institution/Principal Investigator)

(CRO, Janssen azdravotnické zafizeni/hlavni
zkousejici)

This Clinical Trial Agreement (the “Agreement”) is

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 Radlickd 714, 158 00 Praha 5, Czech

Quintiles Czech Republic, s.r.0., (dale , CRO”),
spolecnosti zaloZzenou a fungujici podle zakon(
Ceské republiky, se sidlem spole¢nosti Radlickd
714, 158 00 Praha 5, Ceska republika,

Turnhoutseweg 30. B-2340, Beerse, Belgium,
Janssen is an EU-based sponsor of clinical trials of
the Study Product,

Repubilic,

and a

Janssen-Cilag  International NV aBelgian | spole¢nosti Janssen-Cilag International NV,
corporation, with  registered offices at | spole¢nosti zaloZenou a fungujici podle zakon(

Belgického kralovstvi, se sidlem spolecnosti
Turnhoutseweg 30. B-2340, Beerse, Belgium, ktera
je  EU zadavatelem klinickych  hodnoceni
Hodnoceného Iécivého pFipravku.

and

a

Janssen Research & Development, LLC, with
registered offices at at 920 US Route 202 South,
P.O. Box 300, Raritan, NJ, 08869, USA

spole¢nosti Janssen Research & Development,
LLC, se sidlem spole¢nosti 920 US Route 202 South,
P. O. Box 300, Raritan, NJ, 08869, USA

(Janssen-Cilag International NV and Janssen
Research & Development, LLC are hereinafter
collectively referred to as “Janssen”)

(Janssen-Cilag  International NV  alanssen
Research & Development, LLC spole¢né ddle jen
»Sspolecnost Janssen”)

and

a

Nemocnice Tabor, a.s. (“Institution”) located at
kpt. Jarose 2000, 390 03 Tabor, Czech Republic,
Company ID No.: 26095203, Tax ID No.:
CZ26095203, represented by Ing. lvo Houska, MBA
Director and Chairperson of the Board of Directors
and MUDr. Jana Chocholov3, Vice-Chairperson of
the Board of Directors,

Nemocnici Tabor, a.s. (ddle jen ,Zdravotnické
zafizeni”) se sidlem kpt. Jarose 2000, 390 03
Tabor, Ceskd republika, IC: 26095203, DIC:
CZ26095203, zastoupenou Ing. Ivem Houskou,
MBA feditelem apredsedou predstavenstva
a MUDr. Janou Chocholovou, mistopredsedkyni
pfedstavenstva,

and
_ (“Principal Investigator”), affiliated

with Institution, with his work address at kpt.
Jarose 2000, 390 03 Tabor, Czech Republic

a
_ (dale jen ,Hlavni zkousejici),

zaméstnance Zdravotnického zafizeni s pracovni
adresou kpt. Jarose 2000, 390 03 Téabor, 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:
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Efficacy and Safety of Rivaroxaban Prophylaxis
Compared with Placebo in Ambulatory Cancer
Patients Initiating Systemic Cancer Therapy and at
High Risk for Venous Thromboembolism

Ucinnost a bezpecnost profylaxe rivaroxabanem
v porovnani s placebem u ambulantnich
onkologickych pacientd, ktefi zahajuji systémovou
protinddorovou |é¢bu 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 provadéni klinického hodnoceni:

Pulmonology Department of Nemocnice Tabor,
a.s., kpt. JaroSe 2000, 390 03 Tabor, Czech
Republic

Plicni oddéleni Nemocnice Tabor, a.s., kpt. JaroSe
2000, 390 03 Tabor, Ceska republika

Whereas, Janssen has appointed, and contracted
with CRO to procure the services under this
Agreement by providing support services to
facilitate Janssen oversight, monitoring and
administration of the Clinical Trial as per
applicable laws, and regulations and in accordance
with this Agreement. Janssen has authorized the
CRO to handle Janssen communications with the
Institution and Principal Investigator with respect
to the Clinical Trial and this Agreement, and to
provide same to Janssen. Upon written notice to
Institution and Principal Investigator, Janssen may
designate other such organizations to replace or
work with CRO in the performance of such services
for Janssen, and |Institution and Principal
Investigator will permit such CRO to perform such
delegated tasks on behalf of Janssen;

Spolec¢nost Janssen povéfila CRO a uzavrela s ni
smlouvu, aby zajistovala sluzby podle této
Smlouvy a poskytovala ji je. CRO poskytuje
podplrné sluzby spolecnosti Janssen za Ucelem
umoznéni  dozoru,  monitorivani  aspravy
Klinického hodnoceni v souladu s pfislusSnymi
pravnimi pfedpisy a v souladu s touto Smlouvou.
Spolecnost Janssen povefila CRO zajistovanim
komunikace tykajici se Klinického hodnoceni a této
Smlouvy mezi Zdravotnickym zafizenim a Hlavnim
zkousejicim a spolecnosti Janssen. Na zdkladé
pisemného oznameni doruceného
Zdravotnickému zafizeni a Hlavnimu zkousejicimu
mze spolecnost Janssen povéfit jinou organizaci,
aby nahradila CRO ¢i sni spolupracovala pfi
poskytovani uvedenych sluzeb, a Zdravotnické
zafizeni a Hlavni zkousejici umozni této CRO, aby
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vykonavala ukony, kterymi ji spolecnost Janssen
povéfila.

Whereas, Janssen Research & Development, LLC,
and Janssen-Cilag International, NV are both
affiliates of the Johnson & Johnson group of
companies. Due to the company’s structure,
regulatory sponsorship of the Clinical Trial will not
necessarily be vested in the same affiliate that is
acting as the contracting party or the entity
performing the payments.

Spoleénost Janssen Research & Development, LLC
a spole¢nost Janssen-Cilag International, NV jsou
spole€nostmi naleZejicimi do skupiny Johnson &
Johnson. Z dlvodu struktury skupiny mohou byt
podani regulatornim Ufadim zajisténa ze strany
jiné spoleénosti nez té, ktera odpovida za platby.

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,
involving the Study Product according to the
Protocol  (including  subsequent  Protocol
amendments), which is mentioned here to as
reference.

CRO poZadala Zdravotnické zafizeni a Hlavniho
zkousejiciho, aby ji poskytovali sluzby popsané
v této Smlouvé tim, Ze budou provadét Klinické
hodnoceni, jehoZ zadavatelem je spolecnost
Janssen-Cilag International NV, se sidlem
Turnhoutseweg 30, B-2340, Beerse, Belgie, tykajici
se Hodnoceného I|é¢ivého pfipravku podle
Protokolu (v€etné pripadnych pozdéjsich dodatki
k nému), na ktery tato Smlouva odkazuje.

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 zafizeni ma nezbytné vybaveni
a opravnéni k provadéni Klinického hodnoceni
a spolecné s Hlavnim zkouSejicim se zavazuje, Ze
ho bude provadét podle podminek Protokolu
a podminek stanovenych v této Smlouvé.

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 zkousejici ponese odpovédnost za povéreni
dalich  ¢lend studijniho  tymu (napfiklad
spoluzkousejicich, zdravotnich sester atd.; ddle
»Clenové Studijniho tymu“), které bude pripadné
potfebovat krtadnému provddéni Klinického
hodnoceni.

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

Po zvaieni vychozich predpokladll a vzajemnych
prislib( a zavazk( stanovenych v této Smlouvé se
smluvni strany dohodly na uzavieni Smlouvy
v tomto znéni:

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

The parties agree that the Protocol, including any
subsequent Protocol amendments, incorporated
by reference as Annex A if not attached hereto but
known to all parties, and the other Annexes form

Smluvni strany se dohodly, Ze Protokol vcetné
pfipadnych pozdéjsich dodatk( k nému, zaclenény
do této Smlouvy jako jeji Pfiloha A, pokud neni
pfilozen ke Smlouvé, ale vSechny smluvni strany
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an integral part of this Agreement.

jsou s nim seznameny, a vSechny dalsi 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 zafizeni aHlavni zkousejici se
zavazuji, ze budou Klinické hodnoceni provadét
s vynaloZenim svého nejlepsiho usili a odbornych
znalosti a schopnosti v souladu s Protokolem,
vsemi platnymi zdkonnymi predpisy a poZadavky
kontrolnich ~ dradd, stanovenymi  terminy
a podminkami této Smlouvy. Zdravotnické zafizeni
a Hlavni zkousejici nesméji zacit provadét Klinické
hodnoceni bez predchoziho schvdleni etickou
komisi, bez pfedchoziho ozndmeni a bez ziskani

prfipadnych  dalSich  souhlasi  aschvaleni
pozadovanych ze zédkona.
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 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.

Pokud Hlavni zkousejici ukonéi pracovni pomér se
Zdravotnickym zafizenim, bude otom
Zdravotnické zafizeni co nejdtive, nejpozdéji vsak
do tfi (3) dnG po ukondeni pracovniho poméru,
pisemné informovat CRO. Spole¢nost Janssen
nebo CRO pak budou mit pravo schvdlit
pfipadného nového Hlavniho zkousejiciho
uréeného Zdravotnickym zafizenim. Novy Hlavni
zkousejici bude povinen se zavazat, Ze bude
dodrZzovat podminky této Smlouvy. V pfipadé, ze
spolec¢nost Janssen nového Hlavniho zkousSejiciho
neschvali, budou moci CRO nebo spolecnost
Janssen tuto Smlouvu vypovédét v souladu
s ustanovenim ¢lanku 2.2 niZze a Zdravotnické
zafizeni ucini veskeré nezbytné kroky k naplnéni
jejich rozhodnuti.

1.4

1.4

Institution and Principal Investigator may appoint
such other individuals and/or 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

Jako spoluzkousejici a vyzkumné pracovniky, ktefi
budou pomahat sprovadénim  Klinického
hodnoceni, mohou Zdravotnické zarizeni 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 amusi byt veden jejich aktualni
seznam. Odpovédnost za vedeni tymu
spoluzkousejicich a vyzkumnych pracovnika, ktefi
budou povinni pisemné potvrdit, Ze budou ve
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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.

véech ohledech dodrzovat stejné podminky,
jakymi je vazdn Hlavni zkousSejici podle této
Smlouvy, ponese Hlavni zkousejici. Zdravotnické
zatizeni a Hlavni zkousejici odpovidaji za sluzby
poskytované jejich zaméstnanci azejména 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 tfetich osob, budou povinni
zajistit, aby vSechny takové osoby mély fadné
oprdvnéni a fadnou kvalifikaci a jednaly v souladu
s podminkami této Smlouvy. Za poruseni této

Smlouvy nékterou ztfetich 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
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 agrees to notify
CRO and Janssen immediately.

Pouzivani randomizacnich kédu: Hlavni zkousejici
provadéjici zaslepené klinické hodnoceni se
zavazuje, Ze zachova zaslepeni Hodnoceného
IéCivého pripravku. Hlavni zkousejici je srozumén
s tim, Ze randomizacni kédy budou uvolnény az po
dokonéeni Klinického hodnoceni a finalizace
databaze spolecnosti Janssen. U multicentrickych
klinickych hodnoceni bude nutné ziskat udaje ze
vSech center, neZ bude mozné povaZovat Klinické
hodnoceni za dokoncené. Bude-li v naléhavém
zdravotnim pfipadé nezbytné, aby Hlavni
zkousejici prolomil kéd u konkrétniho pacienta,
zavazuje se, Ze o tom bude neprodlené informovat
CRO a spolecnost Janssen.

1.5

1.5

For the performance of the Clinical Trial, 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.

Pro provadéni Klinického hodnoceni poskytnou
spolec¢nost Janssen nebo CRO nebo jejich dcefiné
¢i sesterské spolecnosti Hodnoceny |écivy
pfipravek aveskeré dokumenty ke Klinickému
hodnoceni  (napfiklad  zdznamy  subjekt(
hodnoceni). Zdravotnické zafizeni ani Hlavni
zkousejici nejsou opravnéni vyuzivat Hodnoceny
léCivy  pripravek  adokumenty,  materidly
avybaveni ke Klinickému hodnoceni jinym
zplUsobem nezZ k provadéni Klinického hodnoceni
v souladu s Protokolem a s touto Smlouvou.

1.6

1.6

While dispensing with the Study Product and

Smluvni strany se zavazuji, Ze budou pfi vydeji
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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.

Hodnoceného |éc¢ivého pripravku a pfi provadéni
Klinického hodnoceni dodrzovat platné zakony,
provadéci predpisy, zdsady spravné vyrobni,
distribu¢ni, 1ékarenské 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 Study Products at its own expense. Janssen or
CRO hereby agree to notify the appointed
pharmacist via e-mail or by phone within 3
working days prior to the delivery, as to when the
shipment is to be delivered to the pharmacy.

Spoleénost Janssen bude zajistovat dodavky
Hodnoceného I|éc¢ivého pfripravku a placeba do
lékdrny Zdravotnického zafizeni, kde budou
prebirany a kontrolovdny opravnénym lékarnikem
(podobné jako kazda jina dodavka, napf.zda
nejsou poskozené, zda byly dodrieny pfipadné
specidlni poZadavky na prepravu), ktery poté
potvrdi prevzeti dodavky. Hlavni zkousejici si bude
Hodnocené |éc¢ivé pripravky vyzvedavat proti
zadance aponese za né plnou odpovédnost.
Spolecnost Janssen je povinna oznamit, kdy bude
zasilka dodana do lékarny Zdravotnického zafizeni
dohodnutym zplsobem. Spolecnost Janssen bude
na vlastni naklady zajistovat likvidaci Hodnocenych
[éCivych ptipravkd. Spolecnost Janssen nebo CRO
jsou povinny oznamit do 3 pracovnich dni pred
dodanim, kdy bude zasilka do lékarny predana,
budto emailem nebo telefonicky farmaceutovi,
ktery je Klinickym hodnocenim za nemocniéni
Iékdrnu povéren.

1.8

1.8

Additional Research: Without the prior written
consent of CRO or 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.

DalSi vyzkum: Bez predchoziho pisemného
souhlasu CRO nebo spolecnosti Janssen nebudou
Zdravotnické zafizeni ani Hlavni zkousejici
provadét Zzadny vyzkum nevyzadovany podle
Protokolu anebudou ani nikomu pomahat
s zadnym takovym vyzkumem, jestlize by se mél
tykat: (i) Subjektd v pribéhu Klinického hodnoceni
(véetné ziskavani dalSich nebo (ii) biologickych
vzorkl od Subjektl v prabéhu Klinického
hodnoceni, nebo (iii) udajd ziskanych z Klinického
hodnoceni. Vyzkum popisovany v predchozi vété
je v nasledujicim textu oznacCovan jako ,DalSi
vyzkum®“. Pokud CRO nebo spolecnost Janssen
poskytnou svilj souhlas, bude schvéleny Dalsi
vyzkum povazovan bud' za dodatek k plvodnimu
Protokolu, nebo bude predmétem nové pisemné
dohody mezi Zdravotnickym zatizenim a Hlavnim
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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.

zkousSejicim a CRO a spole¢nosti Janssen. Veskery
Dalsi vyzkum budou Zdravotnické zatizeni a Hlavni
zkousejici provadét v souladu se viemi platnymi
predpisy véetné pozadavk( na ziskani kladného
stanoviska EK ainformovaného souhlasu od
subjektd. Aniz by tim byly dotéeny jiné prostredky,
které mohou podle zakona pfisluset spolecnosti
Janssen, udéluji Zdravotnické zafizeni nebo
pfipadné Zkousejici |ékaF spole¢nosti Janssen nebo
jejim zastupcdm pro pfipad, Ze by provadéli Dalsi
vyzkum v rozporu s ustanovenim tohoto ¢lanku
atakovy Dalsi vyzkum by vedl knéjakému
Vyndlezu (podle definice v ¢lanku8 nize),
neodvolatelnou, celosvétovou, plné uhrazenou,
bezlplatnou vyhradni licenci (v€etné prava udilet
podlicence) ucinit veskeré vyndlezy vyplyvajici
z Dal$iho vyzkumu, vyuZivat je, proddvat nebo
dovaZet. Ustanoveni tohoto C¢lanku zlstavaji
v platnosti i po ukonéeni nebo skonceni platnosti
Smiouvy.

1.9

1.9

Delegation by Janssen to CRO. Janssen has
contracted with CRO, aclinical 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 sufficiently in advance when possible
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.

Povéreni CRO spolecnosti Janssen. Spolecnost
Janssen povéfila CRO, klinickou vyzkumnou
organizaci, aby dohlizela na Klinické hodnoceni,
monitorovala ho afidila ho v souladu s platnymi
zakony astouto Smlouvou. Spolecnost Janssen
povéfila CRO, aby za ni jednala se Zdravotnickym
zafizenim a s Hlavnim zkousejicim v zaleZitostech
tykajicich se Klinického hodnoceni a této Smlouvy.
Spolec¢nost Janssen bude Zdravotnické zafizeni
a Hlavniho zkousejictho v dostate¢ném casovém
predstihu, pokud to bude moZné, informovat,
pokud se tato skutec¢nost nékdy zméni. Aniz by tim
byla dotéena prava spolecnosti Janssen podle této
Smlouvy, berou Zdravotnické zatizeni a Hlavni
zkousejici na védomi, Zze CRO je pfijemcem sluzeb
podle této Smlouvy z hlediska dané zpfidané
hodnoty.

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

Tato Smlouva vstupuje v platnost Datem platnosti
aplati do dokoncéeni Klinického hodnoceni
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has been completed as acknowledged in writing by
CRO. The parties estimate that the Clinical Trial will
end in (i) | NN or (i) 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.

potvrzeného pisemné CRO. Smluvni strany
odhaduji, Ze Klinické hodnoceni skonci (i)
_ nebo (ii) Sest (6) mésicd po
kone¢ném uzamdceni databdze, nebude-li podle
podminek této Smlouvy ukonéeno dfive. Smluvni
strany se dohodly, Ze platnost bude mozné zménit
na zakladé dohody smluvnich stran.

It is planned to include _ Trial

Subjects in the Clinical Trial, however, more than
_ Trial Subjects may be included in
the Clinical Trial in accordance with Annex B
hereto. Should the maximum number of Trial
Subjects be exceeded, a prior approval of CRO
must be obtained.

Podle planu by mélo byt do Klinického hodnoceni
zarazeno Subjektl, bude vsak
mozné do Klinického hodnoceni zaradit vice nez
B subickto, ato v souladu s Prilohou
B této Smlouvy. S pfipadnym prekrocenim tohoto
maximalniho poctu Subjektl bude muset predem
souhlasit CRO.

2.2

2.2

This Agreement may be terminated by any party at
any time in the exercise of its sole discretion upon
fifteen (15) 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 zdakladé
pisemné vypovédi zaslané ostatnim smluvnim
stranam s vypovédni IhGtou patnacti
(15) kalendarnich dnG. Davodem k vypovézeni
Smlouvy muZe 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 zakonU a predpis,

(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,,

(iii)

(iii)

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) mésich 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

Bez ohledu na vyse uvedené budou moci CRO nebo
spolecnost Janssen ukondit Klinické hodnoceni
s okamzitou ucinnosti, pokud to bude nezbytné
s ohledem na bezpecénost pacientll nebo pokud
bude ze ziskanych Udaji vyplyvat nedostatecna
ucinnost hodnocené |éCby. Zdravotnické zafizeni
a Hlavni zkousejici se zavazuji, Ze po doruceni
oznameni ovypovézeni Smlouvy neprodlené
ukonci provadéni Klinického hodnoceni v rozsahu,
v jakém to bude z Iékarského hlediska mozné pro
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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.

pfipadné Uucastniky Klinického hodnoceni (dale
»Subjekty”). Bude-li tato Smlouva vypovézena

vsouladu suvedenymi podminkami zjiného
divodu neZ pro zasadni poruseni Smlouvy
Zdravotnickym zatizenim nebo Hlavnim

zkousSejicim, budou veskeré c¢astky, které bude
CRO povinna uhradit podle této Smlouvy,
spravedlivé snizeny vpoméru ke skuteéné
provedené praci do data vypovézeni Smlouvy.
Veskeré castky, které CRO jiz zaplatila
Zdravotnickému zafizeni a Hlavnimu zkouSejicimu
za neprovedené prace, budou vraceny CRO.

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 B, and if Annex
B 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 ktomu dfive, (a) vrati Hlavni zkousejici
CRO aspolecnosti Janssen neprodlené veskeré
Udaje ziskané jako vysledek Klinického hodnoceni,
veskeré odebrané klinické vzorky, veskeré
dokumenty a veSkeré Udaje, které ziskal od CRO
nebo spole¢nosti Janssen ajejich dcefinych
a sesterskych spolecnosti, a také veskeré Davérné
informace spolecnosti Janssen podle definice
v €lanku 7.2 nize, (b) vrati Hlavni zkousejici CRO
nebo spolec¢nosti Janssen ¢ jejim dcefinym
a sesterskym  spole¢nostem  vesSkeré  davky
nespotifebovaného Hodnoceného léCivého
pripravku nebo je podle pokyni CRO nebo jejich
dcetinych a sesterskych spolecnosti zlikviduje a (c)
sveskerymi materidly avybavenim dodanymi
spolecnosti Janssen nebo CRO (i jejich dcefinymi
a sesterskymi spole¢nostmi nalozi podle Pfilohy B.
Pokud bude podle PfilohyB poZadovano
u nékterého z materiald nebo vybaveni jejich
vraceni, vrati je Hlavni zkousejici podle pokynl
CRO nebo jejich dcefinych a sesterskych
spoleCnosti. Toto ustanoveni se nevztahuje na
dokumenty, které by mél podle Protokolu
aplatnych  zdkond  apredpisi  uchovavat
a archivovat Hlavni zkousejici v Misté provadéni
klinického hodnoceni. Dokumenty zminované
v pfedchozi vété bude mozné zlikvidovat pouze
s pfedchozim souhlasem CRO nebo spolecnosti
Janssen.
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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.

V pfipadé, Ze se bude jednat o multicentrické
klinické hodnoceni, doporuéi Hlavni zkousejici
Subjekty na zadost CRO nebo spolec¢nosti Janssen
po skoncéeni nebo ukonceni platnosti této Smlouvy
do jinych mist provadéni klinického hodnoceni
urcenych spole¢nosti Janssen, bude-li to mozné.

3. 3.

Ethics Committee (EC) — Informed Consent — | Etickda komise (EK) — informovany souhlas -
Authorizations 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 zahajenim Klinického
hodnoceni kladné stanovisko k Protokolu a jeho
dodatkiim, k formulafi informovaného souhlasu,
k postupu pfi ndboru do Klinického hodnoceni
(napf. ndborové inzeradty nebo pfipadna financni
odména) a k ptipadnym dalsim dokumentim ke
Klinickému hodnoceni. Klinické hodnoceni bude
provadéno na zakladé schvaleni Statnim Ustavem
pro kontrolu |é¢iv akladného stanoviska
multicentrické  etické  komise  akladného
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, formulaf informovaného
souhlasu a ptipadné inzeraty nesméji byt ménény
bez ptedchozi 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

Zdravotnické zafizeni a Hlavni zkousejici jsou také
povinni Subjekty Klinického hodnoceni ndélezité
poucit a jesté pred jejich zarfazenim 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 zastupcl a ptislusnych statnich
uradd  nahlizet do nezpracovanych ddajl
v Klinickém  hodnoceni, vcéetné pulvodnich
zaznamu subjektl, pfi vykonavani monitorovacich
¢innosti a auditu nezbytnych k zajisténi kvality
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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 improve the efficiency of future
clinical studies.

a souladu s Protokolem ase vSemi zakonnymi
pozadavky apozadavky kontrolnich  aradd.
Formulaf informovaného souhlasu musi rovnéz
obsahovat pravo spolecnosti Janssen a jejich
dcefinych a sesterskych spolec¢nosti provadét dalsi
vyhodnocovani udaji s cilem zkoumat bezpecénost
a ucinnost Hodnoceného I|éc¢ivého pripravku
a dalsich pripravkd a mozZnosti 1éCby, ziskat lepsi
pfedstavu o onemocnéni nebo zvySovat ucinnost
[é¢by v budoucich klinickych hodnocenich.

3.3.

3.3.

Janssen shall be responsible for the fulfillment of
all other authorization formalities related to the
conduct of the Clinical Trial (such as submitting
aclinical trial application) and related to the;
manufacturing, supply or importation of the Study
Product, and if required, for obtaining the written
authorization from the competent health
authorities prior to commencement of the Clinical
Trial.

Spolec¢nost Janssen odpovidad za splnéni vSech
dalSich formalit vrdmci povoleni Klinického
hodnoceni (naptiklad podani Zadosti o schvaleni
klinického hodnoceni) véetné formalit tykajicich se
vyroby; dodavani nebo dovozu Hodnoceného
|éCivého pfipravku a pfipadné ziskani pisemného
souhlasu pftislusného zdravotnického kontrolniho
Uradu pred zahajenim Klinického hodnoceni.

4. 4.
Reporting of Data and Adverse Events Hlaseni udajli 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 aHlavni zkousSejici se
zavazuji, ze budou CRO a spolecnosti Janssen
pravidelné a véas prostfednictvim fadné
vyplnénych  formuldfl  zdznam(  subjekt(
hodnoceni (v tisténé nebo elektronické podobé)
predavat veskeré vysledky Klinického hodnoceni
a dalsi udaje pozadované v Protokolu.

4.2

4.2

Electronic Data Capture ("EDC"): Principal
Investigator will submit Clinical Trial data using the
electronic system provided by Janssen.
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

Elektronické zaznamenavani adaji:  Udaje
z Klinického hodnoceni bude Hlavni zkousSejici
zaddvat do elektronického systému, ktery mu
poskytne spolecnost Janssen. Zdravotnické
zafizeni / Hlavni zkousejici zamezi neopravnénému
pfistupu kudajim tim, Ze fyzicky zabezpedi
pocitate a zajisti, aby wvyzkumni pracovnici
uchovavali svad pfistupovd hesla v tajnosti.
Zdravotnické zafizeni / Hlavni zkousejici budou
rovnéz dodrzovat pokyny CRO pro zadavani udaju
do systému, napfiklad obeznami vyzkumné
pracovniky pouZivajici systém s tim, Ze jejich

Clinical Trial Agreement/Smlouva o klinickém hodnceni
Janssen- Cilag International NV/39039039ST4001
Nem. Tabor/

Version/Verze Final Redacted/010317

Strana 11 (celkem 39)



the legally binding equivalent of handwritten
signatures, and they attest to the accuracy and
completeness of the data entered.

elektronicky podpis predstavuje pravné zavaznou
obdobu vlastnoruéniho podpisu a Ze jim stvrzuji
presnost 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 formulari zaznamd subjektl
hodnoceni (dale jen ,elektronické formulare
eCRF”). Elektronické formulare eCRF budou
vypliovany do péti (5) pracovnich dnG po
provedeni vySetfeni na dané kontrolni navstévé
nebo po ziskani vysledkd vySetfeni, 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 doruceni
dotazu, pokud v Protokolu neni uvedeno néco
jiného.

In the event Principal Investigator/Institution 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.

Pokud Hlavni zkousejici/Zdravotnické zafizeni
nezadaji Udaje do elektronickych formulari eCRF
nebo neodpovi na dotazy ve vySe uvedené
prislusné Ihaté, bude moci spolecnost Janssen
podle vlastniho uvazeni neprodlené provést kroky
vedouci k napravé takového stavu. Napfiklad bude
moci docasné pozastavit vstupni vySetfeni nebo
nabor, provést dalsi monitorovaci navstévy, zvazit
provedeni auditu mista provadéni klinického
hodnoceni nebo pfipadné iukondit 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 zavainé
nezadouci prihody adalsi dulezité zdravotni
pfihody podle Protokolu, které budou mit dopad
na Subjekty v Klinickém hodnoceni, do dvaceti ¢tyr
(24) hodin od okamziku, kdy se od nich dozvédi.
Zdravotnické zafizeni a Hlavni zkousSejici se dale
zavazuji, Ze po nahldseni zaslou podrobnou
pisemnou zpravu vsouladu se vsemi platnymi
zakonnymi predpisy a poZadavky kontrolnich
Uradd.

4.4

4.4
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Timely, accurate and complete data submission
and query responses are necessary to ensure
payment in accordance with the Payment
Schedule, Annex B of this Agreement.

Vcasné, presné auUplné predavani adajl
a odpovidani na dotazy je podminkou pro vyplatu
Castek podle Prehledu plateb v Priloze B této
Smiouvy.

5. 5.

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

5.1 5.1

Monitoring — Audit

Monitorovani a audity

During and for a period of one (1) year after the
term of this Agreement, Institution and Principal
Investigator agree to permit representatives of
CRO, Janssen at a mutually agreed upon time
and/or the competent health authorities
(including, if applicable, the US FDA) to examine at
any reasonable time during normal business hours

Zdravotnické zafizeni aHlavni zkouSejici se
zavazuji, Ze po dobu platnosti této Smlouvy ido
jednoho (1) roku po jejim skonceni umoini

zastupcim CRO, spolecnosti Janssen
v dohodnutém case a/nebo pfislusnych
zdravotnickych  kontrolnich aradt (napfiklad

amerického UFfadu pro kontrolu potravin a léciv
FDA) provadét kdykoli b&hem bézné pracovni doby
kontrolu

(i)

(i)

the facilities where the Clinical Trial is being
conducted,

zafizeni, vnémi je Klinické hodnoceni

provadéno,

(ii)

(ii)

raw Clinical Trial data including original Trial
Subject records, if allowed under the terms of
the informed consent form and the applicable
laws, and

nezpracovanych udajd v Klinickém hodnoceni
véetné  plvodnich  zaznam0O  Subjekt(
Klinického hodnoceni, pokud to pfipoustéji
podminky formuldre 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 ddleZitych informaci
nezbytnych k ovéfeni, zda je Klinické
hodnoceni provadéno v souladu s Protokolem
a platnymi pravnimi predpisy a poZadavky
kontrolnich Gradl véetné predpistd o ochrané
a zabezpeceni osobnich udaja.

5.2

5.2

Principal  Investigator or its authorized
representative shall store and print, sign and date

Hlavni zkousSejici nebo jeho opravnény zastupce
budou uchovdvat, tisknout, podepisovat a datovat

all original sources of Data (i.e. medical | veSkeré plvodni zdroje (dajd (tj. zdravotni
documentation) in accordance with applicable | dokumentaci) vsouladu splatnymi pravnimi
legislation. predpisy.

5.3 5.3

Inspections Kontroly

Institution and Principal Investigator shall | Zdravotnické zafizeni a Hlavni zkousejici budou
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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 acopy of any health authority’s

CRO neprodlené informovat o ohlasené kontrole
pfislusnym zdravotnickym kontrolnim dradem
a o pfipadnych neohldsenych kontrolach

a poskytne ji neprodlené kopii veskeré

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 aresult 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.

correspondence resulting from any such | korespondence se zdravotnickym kontrolnim

inspection. uradem tykajici se ohlasené nebo provedené
kontroly.

5.4 5.4

Institution and Principal Investigator agree to take | Zdravotnické zafizeni aHlavni zkouSejici se

zavazuji, Ze ucini pfimérené kroky, které bude
pozadovat CRO k odstranéni nedostatku zjisténych
béhem auditu nebo kontroly. CRO a spolecnost
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 odesldana, ataké pravo, aby byl
kontrole pfitomen jejich zdstupce, pokud to
nezakazuji zakony nebo pftisluSny zdravotnicky
kontrolni urad.

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 zlistavaji v platnosti
i po ukonceni nebo skonceni platnosti Smlouvy.

6. 6.
Compliance with Applicable Laws Dodrzovani platnych zakon(
6.1 6.1

The parties agree to conduct the Clinical 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
guidelines.

Smluvni strany se dohodly, Ze budou provadét
Klinické hodnoceni avést zaznamy a Udaje po
dobu platnosti této Smlouvy i poté v souladu se
véemi platnymi pravnimi predpisy a pozadavky
kontrolnich Uradd ataké vsouladu sobecné
pfijimanymi Umluvami, napfiklad Helsinskou
deklaraci a zasadami sprdvné 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

Smluvni strany nebudou cinit nic, co zakazuji
mistni nebo jiné zakony proti korupci (dale
souhrnné ,Protikorupéni zakony“) vztahujici se na
kteroukoli ze smluvnich stran této Smlouvy. Aniz
by tim bylo omezeno predchozi ustanoveni,
nesméji smluvni strany vyplacet Zadné castky
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anything of 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.

verejnym cinitellm nebo statnim zaméstnancim,
predstaviteldm politickych stran a kandidatim na
politickou funkci ani Zadné jiné tfeti osobé nebo
jim nabizet ¢i prevadét néjaké hodnotné plnéni,
pokud by to bylo vrozporu s Protikorupénimi

compliance with applicable personal data
protection and security laws and regulations,
including but not limited to Act No. 101/2000 Coll.,
on Personal Data Protection and Act No. 372/2011
Coll., on Medical Services. 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.

zakony.
6.3 6.3
The parties agree that the collection, processing | Smluvni strany se dohodly, Ze shromazdovani,
and disclosure of personal data and medical | zpracovavani apredavani osobnich  ddaji
information related to Trial Subjects is subject to | ainformaci  ozdravotnim  stavu  Subjektl

Klinického hodnoceni bude probihat v souladu
s platnymi zakony a predpisy o ochrané
a zabezpeceni osobnich Udajl zejména dle zdkona
101/2000 Sb., o ochrané osobnich Gdajt a zdkona
372/2011 Sb., o zdravotnich sluzbach. Smluvni
strany se zavazuji, Ze pfi shromazdovani
a zpracovavani osobnich udajd pfijmou primérena
opatfeni na ochranu téchto udaja, budou
zachovavat dlvérnost zdravotnich a lékarskych
informaci o Subjektech Klinického hodnoceni,
radné poudi Subjekty Klinického hodnoceni
o shromazdovani a zpracovavani jejich osobnich
Gdajd, umozni Subjektim Klinického hodnoceni
priméreny pfistup kjejich 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 Cislo nebo Zivotopis) mohou byt
predavany dcefinym a sesterskym spolecnostem
spolec¢nosti Janssen podilejicim se na klinickém
vyzkumu za ucelem monitorovani hodnoceného
pfipravku, provadéni, dokumentace a kontroly
klinickych hodnoceni a vyuzivany k tomu, aby je
nebo jejich zastupce kdekoli na svété mohli
kontaktovat v pfipadé  dalSich klinickych
hodnoceni nebo vyzkumi v budoucnu, do kterych
by se pfipadné mohli zapojit. Smluvni strany se
dohodly, Ze spolecnost Janssen ajeji dcefiné
a sesterské spolecnosti mohou vyuzivat osobni
Udaje sdélené Hlavnim zkousejicim a/nebo
Zdravotnickym zafizenim k provadéni internich
studii a k zajistovani, aby v dalSich systémech
pouzivanych spolecnosti Janssen nebo jejimi
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dcefinymi a sesterskymi spole¢nostmi v souladu
s ustanovenimi tohoto ¢lanku 6.3 byly obsaZeny
jejich spravné a uplné kontaktni ddaje.

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 muZe predavat osobni Udaje spolecnosti
Janssen a jejim dcefinym a sesterskym
spole¢nostem a jejich zastupclim kdekoli na svété.
Osobni udaje tak mohou byt predavany do zemi
mimo Evropsky hospodarsky prostor (EHP),
napfiklad do Spojenych stat americkych, v nichz
podle EU v sou€asné dobé neexistuji odpovidajici
predpisy, které by zarucovaly pfimérenou ochranu
osobnich udajl. Bez ohledu na vyse uvedené se
CRO, spolecnost Janssen a jeji dcefiné a sesterské
spolecnosti a jejich zastupci zavazuji, Ze budou
uplatfiovat pfimérend opatreni, aby byly osobni
Udaje chranény tak, jak je to poZzadovano v zemich
EHP. Osobni Udaje mohou byt sdélovany také na
Zadost jednotlivych kontrolnich Gradl nebo ze

inform their investigational staff that their
personal data will be collected as stated in this
Section 6.3.

zakona, naptiklad pfi hlaseni zavainych
nezadoucich pfihod..
Institution and Principal Investigator agree to | Zdravotnické =zafizeni aHlavni zkousSejici se

zavazuji, ze vyzkumné pracovniky pouci o tom, Ze
budou shromaidovany jejich osobni udaje
zpUsobem popsanym v tomto ¢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 ptipad, Ze bude u kterékoli ¢asti této Smlouvy
shleddno, Ze porusuje platné zakony a predpisy, se
smluvni strany zavazuji, Ze se vdobré vire
dohodnou na zméné takového nebo takovych
ustanoveni. Pokud se na novych nebo upravenych
podminkach nezbytnych ktomu, aby byla
vsouladu s platnymi zdkony a predpisy celd
Smlouva, nedohodnou, bude moci tuto Smlouvu
kterakoli ze smluvnich stran vypovédét na zakladé
pisemné vypovédi zaslané ostatnim smluvnim
stranam s vypovédni lhdtou Sedesati (60) dni.

7. 7.

Ownership of Data — Confidentiality — Registry — | Vlastnictvi udaji — dlivérnost — registrace -
Publication publikace

7.1 7.1

Ownership of Data

Vlastnictvi udaju

All case report forms and other data, including
without limitation, written, printed, graphic, video

Veskeré formulare zaznam( subjektl hodnoceni
a dalsi udaje, napfiklad pisemné, tisténé, grafické,
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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 quantitatively 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 7.5) 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 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.

obrazové nebo zvukové materidly a informace
obsazené v pocitacovych databazich nebo ve
strojové Ccitelné podobé, vytvorené v pribéhu
provadéni Klinického hodnoceni Zdravotnickym
zafizenim a/nebo Hlavnim zkousejicim nebo
dalSimi pracovniky podilejicimi se na Klinickém
hodnoceni (dale jen ,Udaje”) budou vlastnictvim
spolecnosti Janssen. Za predpokladu, Zze vSechny
tyto udaje vytvarené Zdravotnickym zafizenim
a/nebo Hlavnim zkousSejicim spIni definici
databaze podle § 88 a nasl. zakona ¢. 121/2000 Sb.
opravu autorském, o prdvech souvisejicich
s pravem autorskym a o zméné nékterych zdkond
(,,Autorsky zakon“), v platném znéni, zavazuji se
Zdravotnické zafizeni a/nebo Hlavni zkousejici, ze
v souladu s § 90 odst. 1 autorského zdkona udéli
spolecnosti Janssen opravnéni k vykonu prava na
vytéZovani nebo na zuZitkovani celého obsahu
databaze nebo jeji kvalitativné nebo kvantitativné
podstatné c&asti. Spolecnost Janssen bude moci
vyuzivat Udaje zptisobem, jaky bude povaZovat za
vhodny, avsak vidy vyhradné v souladu s predpisy
o ochrané osobnich udajd adalSimi pravnimi
predpisy a podminkami této Smlouvy. Veskera
dila, ktera mohou byt predmétem autorského
prava, vytvofena v souvislosti s provadénim
Klinického hodnoceni aobsazend v Udajich
(s vyjimkou publikaci Hlavniho zkousejiciho podle
¢lanku  7.5) budou v maximalnim rozsahu
pfipustném ze zakona povaziovana za dila
zaméstnaneckd nebo dila vytvofend na
objednavku ajejich vlastniky bude spolecnost
Janssen nebo jeji zastupce. Zdravotnické zatizeni
a/nebo Hlavni zkousejici nesmé&ji vyuZivat Udaje
pro komercni ucely, naptiklad pro podavani
patentovych prihlasek nebo predkladani Udajd
jako podkladld k podanym nebo budoucim
patentovym prihlaskam ve vlastni prospéch nebo
ve prospéch organizaci, jejichzZ cilem je dosahovani
zisku. To plati i pro vyuzivani Udaji na podporu
vyzkumu provadéného pro organizaci, jejimz cilem
je dosahovani zisku, nebo ve spolupraci s takovou
organizaci. Ustanoveni tohoto odstavce zUstavaji
v platnosti i po ukonceni nebo skonceni platnosti
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Smiouvy.

limitation the information on the Study Product,
the Protocol, the Investigator’s brochure, Study
design or the Janssen’s activities, e.g. patent
applications, substance structure, production
processes, fundamental scientific data, preclinical
data and information provided to the Institution or
the Principal Investigator or other staff
participating in the Clinical Trial that has not yet
been published in connection with the Clinical Trial
is deemed confidential (“Confidential
Information”) as well as the Data, number of the
Trial Subjects, detailed financial budget of the
Clinical Trial, amount of compensation provided to
the Trial Subjects (if any), insurance policy and
insurance certificate. Janssen considers the
Confidential Information, Data, number of the
Trial Subjects, detailed financial budget of the
Clinical Trial, amount of compensation provided to
the Trial Subjects, insurance policy and insurance
certificate to be its trade secret (collectively the
“Trade Secret”) pursuant to Section 504 of Act
No. 89/2012 Coll., the Civil Code, as amended
(“Civil Code”). Throughout the term of this
Agreement and also after its termination, the
Institution and the Principal Investigator shall use
their best efforts to maintain the below
information confidential and to use the same only
for the purposes envisaged by this Agreement:

7.2 7.2
Confidentiality Duvérnost informaci
Any and all information, including without | Veskeré informace, zejména informace tykajici se

Hodnoceného Iéciva, Protokolu, Investigator’s
Brochure, designu Klinického hodnoceni a/nebo
¢innosti spolecnosti Janssen, napf. patentové
prildsky, struktura latek, vyrobni procesy, zdsadni
védeckd data, predklinicka ddaje a informace
poskytnuté Zadravotnickému zafizeni a Hlavnimu
zkousejicimu nebo ¢lendm  Studijniho  tymu
Ucastnicim se Klinického hodnoceni, které jesté
nebyly  zvefejnény v souvislosti s Klinickym
hodnocenim, jsou povazovany za dlvérné
(,Dlvérné informace”), déle jsou za dlvérné
povazovany Udaje, pocet Subjektl Klinického
hodnoceni, vy$e nahrad poskytovanych Subjektiim
(pokud jsou nahrady poskytovany), podminky
pojisténi a pojistny certifikat. Spolecnost Janssen
povazuje DGvérné informace, Udaje, pocet
Subjektl Klinického hodnoceni, detailni financni
rozpocCet Klinického hodnoceni, vysi nahrad
poskytovanych Subjektiim Klinického hodnoceni,
pojistné podminky a pojistny certifikdt za
obchodni tajemstvi (spolecné dale jen ,,Obchodni
tajemstvi“), a to v souladu s § 504 zak. ¢. 89/2012
Sb., ob¢ansky zakonik v platném znéni (,Obéansky
zakonik“). V prabéhu platnosti této Smlouvy a po
jejim skonceni se Zdravotnické zatizeni a Hlavni
zkousejici  zavazuji  vynaloZit veskeré  Usili
k uchovani nize uvedenych informaci v divérném
rezimu a tyto vyuZivat pouze pro Ucely sjednané
v této Smlouvé:

(i)

(i)

the Janssen Trade Secret, and

Obchodni tajemstvi spolecnosti 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 povazovat za
divérné a soukromé informace spoleénosti
Janssen a jejich dcefinych a sesterskych
spole¢nosti akteré budou Zdravotnickému
zafizeni a/nebo Hlavnimu zkousejicimu sdéleny
spolecnosti Janssen nebo jejim jménem, a

The preceding obligations shall not apply to
information that is the subject matter of Section

Vyse uvedené povinnosti se nevztahuji na
informace spadajici do ¢lanku 7.2 bod (ii):
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7.2(ii):

a) a)

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

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 7.5) of this
Agreement.

které budou publikovany v souladu
s ustanovenim c¢lanku o publikovani (¢lanek
7.5) této Smlouvy.

The Institution undertakes not to disclose
information that represents the Janssen’s Trade
Secret to an applicant pursuant to Act
No. 106/1999 Coll., on free access to information,
as amended.

Zdravotnické zafizeni se zavazuje nezverejiovat
informace, které predstavuji Obchodni tajemstvi
spole¢nosti  Janssen  Zadatellm dle zak.
¢. 106/1999 Sb., o svobodném pristupu
k informacim, v platném znéni.

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

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

7.3.

7.3.

Contracts Registry

Registr smluv

Janssen undertakes to ensure that the Agreement
is published in the scope modified with respect to
the Trade Secret and other data to be excluded
from publishing (in particular personal data)
through the register of contracts as the public
administration information system pursuant to
Section 5(1) of Act No. 340/2015 Coll., on special
conditions  for  effectiveness of certain
agreements, publishing of such agreements and
on the register of contracts (“Contracts Registry
Act”).

Spolecnost Janssen se zavazuje zajistit, Ze tato
Smlouva bude zvefejnéna v modifikovaném
rozsahu sohledem na Obchodni tajemstvi
a ostatni Udaje, na néz se povinnost zverejnéni
nevztahuje (zejména osobni udaje)
prostrednictvim registru smluv jakoZto verejného
informacniho systému v souladu s § 5 odst. 1 zak.
¢.340/2015 Sb., ozvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani téchto
smluv aoregistru smluv (,Zakon o registru
smluv”).

Janssen is obliged to publish the Agreement no
later than within 10 days after the execution of the
Agreement.

Spolecnost Janssen se zavazuje zverejnit tuto
Smlouvu nejpozdéji 10 dni ode dne jejiho podpisu
viemi Smluvnimi stranami.

If Janssen fails to comply with the obligation
specified above, the Institution shall proceed to
publish the Agreement in the register of contracts
in the scope modified with respect to the Janssen’s
Trade Secret and other data (in particular,
personal data) that are to be excluded from
publishing so that the time-limit pursuant to
Section 5(2) of the Contracts Registry Act is

V pripadé, Ze spoleCnost Janssen nesplni vyse
uvedenou povinnost, zvefejni Smlouvu v Registru
smluv Zdravotnické zafizeni v modifikovaném
rozsahu sohledem na Obchodni tajemstvi
spole¢nosti Janssen a ostatni Udaje, na néz se
povinnost zverejnéni nevztahuje (zejména osobni
udaje), a to tak, aby zakonna lh(ta dle § 5 odst. 2
Zakona o registru smluv byla dodrZena. Pokud
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preserved. The Institution shall then submit a
certificate from the administrator of the register of
contracts to Janssen unless Janssen is notified
directly by the administrator of the register of
contracts.

nebude  spoleCnost  Janssen
uvédomena prfimo sprdvcem registru smluv,
poskytne Zdravotnické zafizeni spolecnosti
Janssen osvédceni o zverejnéni vydané spravcem
registru.

o zverejnéni

Each Party undertakes:

Smluvni strany se zavazuji:

(i)

(i)

to discuss with the other Party the accuracy of
the contents of the Agreement to be published
(by way of e-mail correspondence) after the
details to be excluded from publishing are
made illegible and of the metadata to be
published before sending a data message to
the administrator of the register of contracts
with the electronic image of the text contents
of the Agreement;

Projednat spravnost obsahu Smlouvy, ktera
bude zvefejnéna (a to prostfednictvim e-mailu)
poté, co byly znelitelnény veskeré Udaje, na
které se povinnost zverfejnéni nevztahuje,
a metadata, kterd budou se Smlouvou
publikovana, a to pfedtim, neZ bude odeslana
do datové schranky sprdvce registru smluv
zprava obsahujici elektronicky obraz textu
obsahu Smlouvy;

(ii)

(ii)

to inform the other Party before making any
other submission in relation to the register of
contracts on its own initiative or upon an
invitation by the administrator of the register
of contracts.

Informovat ostatni Smluvni strany pred
ucinénim jakéhokoli podani v souvislosti
s Registerm smluv, a to, jak z vlastni iniciativy,
tak i na vyzadani spravce registru smluv.

The estimated value of financial payment under

Pfedpokladana hodnota finanéniho plnéni dle

this Agreement shall be approximately CZK | podminek  této  Smlouvy ¢ini  pfFiblizné
367,480.80. 367.480,80 K¢.

7.4 7.4

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 ICMIE 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.

Pfed zahdjenim ndboru bude mit spolecnost
Janssen pravo vefejné zaregistrovat souhrny

protokolu a kontaktni Udaje mist provadéni
klinického  hodnoceni v pfipadé klinickych
hodnoceni hodnocenych nebo registrovanych

léCivych pripravkd, pokud bude splnéna alespon
jedna z téchto podminek: (i) registrace spolecnosti
Janssen nebo nékterou zjejich dcefinych i
sesterskych spolecnosti bude vyzadovana podle
platnych zakon( a predpisd, (ii) registrace bude
vyzadovdna podle zasad Mezinarodniho vyboru
$éfredaktorl lékarskych casopisd ICMIE, aby
mohla byt klinickd hodnoceni publikovana
v mezinarodni recenzované odborné literatufe
(http://www.icmje.org), nebo (iii) v pFipadé
klinickych hodnoceni, jejichz zadavatelem bude
spoleCnost Janssen akterd se budou tykat
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hodnocenych nebo registrovanych [écivych
pfipravkd a prostfedk(, pokud budou navriena
vhodnym zplsobem a dostate¢né kontrolovana,
bez ohledu na to, zda jejich registrace bude
vyZzadovana 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.html

V souladu s platnymi pravnimi predpisy Ceské
republiky bude popis Klinického hodnoceni
zvefejnén na webové strance Statniho Ustavu pro
kontrolu lé¢iv na www.sukl.cz abude rovnéi
dostupny na webové strance
https://www.clinicaltrialregister.eu/index.html

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.

www.ClinicalTrials.gov, jak to wvyZaduji pravni
pfedpisy EU a USA. Pro Ucely registrace bude
mozné vyuzit idalSi obdobné oficidlni webové
strdnky awebové stranky spolecnosti Janssen
a jejich dcefinych a sesterskych spolecnosti.

Any person accessing a clinical trial listing for
a clinical trial on www.clinicaltrials.gov may elect
to complete an online eligibility-screening
qguestionnaire. 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.

Osoby vyhledavajici klinicka hodnoceni v seznamu
klinickych hodnoceni na webu
www.clinicaltrials.gov mohou dobrovolné vyplnit
online dotaznik k ovéreni, zda splfiuji podminky
pro Ucast. Pokud bude Subjekt Klinického
hodnoceni vyhodnocen jako mozZzny Uucastnik
Klinického hodnoceni v geografickém regionu
Zdravotnického  zafizeni a/nebo  Hlavniho
zkousejiciho, dostane Hlavni zkousejici zpravu
svysledky predbéiného vybéru as kontaktnimi
Udaji Subjektu Klinického hodnoceni. Hlavni
zkousejici se zavazuje, ze se takové zpravé bude
vénovat a do zdrojové dokumentace poznamend
vysledky dalSiho postupu.

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
acongress 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

7.5. 7.5.
Publication Publikovani
In connection with any Data or other information | 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 ibez
souhlasu Zdravotnického zafizeni nebo Hlavniho
zkousejiciho. Navic pokud nebude Klinické
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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 is 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.

hodnoceni publikovdno v recenzované odborné
literature do dvanacti (12) mésici od jeho
dokonceni, bude moci spole¢nost Janssen nebo jeji
zastupce zverejnit vysledky Klinického hodnoceni
na webové strance svysledky klinickych
hodnoceni, pfipadné ve formé souhrnné zpravy
o klinickém hodnoceni ve formatu ICH-E-3.
Zdravotnické zafizeni a Hlavni zkousejici maji
pravo publikovat vysledky Klinického hodnoceni
véetné pfipadnych zdkladnich 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 uvedou prohlaseni, ze
Udaje byly ziskdny ¢aste¢né také diky podpore
spolecnosti Janssen nebo jejiho zastupce.

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
z Klinického hodnoceni, budou muset spolecnosti
Janssen nejpozdéji Sedesat (60) dni pred predanim
publikace nebo pfed prezentaci predloZit kopii
rukopisu na posouzeni. Na Zadost spolecnosti
Janssen zajisti Zdravotnické zafizeni a/nebo Hlavni
zkousejici  urychlené posouzeni  abstrakt(,
plakatovych prezentaci nebo ptipadnych dalSich
materiall. Zpravy, které budou obsahovat
Davérné informace spoleénosti Janssen, vsak bez
ohledu na vySe uvedené nebude moZné
predkladat  k publikovani bez predchoziho
pisemného souhlasu spolecnosti Janssen. Pokud
oto budou Zdravotnické zafizeni a/nebo Hlavni
zkousejici pisemné pozddani, odlozi publikovani az
o dalSich Sedesat (60) dni, aby mohla byt podana
pfipadna patentova pfihlaska.

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,

Bude-li konkrétni Klinické hodnoceni soucasti
multicentrického Klinického hodnoceni, nebudou
Zdravotnické  zafizeni  aHlavni  zkousejici
publikovat Udaje z Klinického hodnoceni ziskané
z konkrétniho  Mista  provadéni  klinického
hodnoceni, dokud nebudou ve spolecné
multicentrické publikaci vysledkd Klinického
hodnoceni zverejnény kombinované vysledky
dokonceného Klinického hodnoceni. Nebude-li
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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.

vSak takovd multicentrickd publikace predlozena
k publikovani do osmnacti (18) mésicd po
dokonceni ¢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 zkousSejici publikovat
vysledky z Mista provadéni klinického hodnoceni
samostatné vsouladu sustanovenimi tohoto
¢lanku.

7.6

7.6

Institution and Principal Investigator warrant the
compliance of all co-investigators and other
personnel involved with the Clinical Trial with the
provisions of this Section.

Zdravotnické zafizeni aHlavni zkouSejici se
zaruCuji, Ze ustanoveni tohoto ¢lanku budou
dodrZovat také vsichni spoluzkousejici a dalsi
pracovnici podilejici se na Klinickém hodnoceni.

8.

8.

Patents

Patenty

Itis 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
assigh  (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

Smluvni strany berou na védomi a uznavaji, Ze
vynalezy a technologie spolecnosti Janssen a jejich
dcefinych a sesterskych spolecnosti,
Zdravotnického zafizeni a Hlavniho zkousejiciho
existujici ke Dni platnosti této Smlouvy jsou jejich
vlastnictvim atato Smlouva se jich nijak netyka.
Veskerd prava na objevy a vynalezy bez ohledu na
to, zda je lze chranit patentem, ucinéné nebo
pfevedené do praxe jako vysledek dila
provadéného podle této Smlouvy (dale jen
»,Vynalezy“), budou naleZet spoletnosti Janssen
nebo jejimu zdastupci. Zdravotnické zafizeni
a Hlavni zkousejici budou spolecnost Janssen
o takovych Vyndlezech neprodlené informovat.
Zdravotnické zafizeni aHlavni zkousSejici se
zavazuji, Ze spolecnosti Janssen nebo jejimu
zastupci postoupi vyhradni vlastnické pravo ke
vsem takovym Vynalez(m (a zajisti, aby tak udinili
také vsichni ostatni zkousejici v Klinickém
hodnoceni a dalsi osoby podilejici se na Klinickém
hodnoceni). Spolec¢nost Janssen bude mit pravo,
avsak nikoli povinnost poddvat v souvislosti
stakovymi  Vyndlezy patentovou pfihlasku,
provadét patentovy prizkum nebo se domahat
patentové ochrany. Zdravotnické zatizeni a Hlavni
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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, as provided for
under applicable law, to permit Janssen or its
designee to own and use all such Inventions.

zkousejici vyhotovi vesSkeré doklady, které budou
nezbytné k prevedeni veskerych prav vcetné
vlastnickych prav a veskerych narokl a podild na
takovych Vyndlezech 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 Klinickém
hodnoceni. Zaroven ponesou odpovédnost za
provedeni veskerych ukond a vyplaceni veskerych
Castek a nahrad za takové Vynalezy ucinéné jejich
zaméstnanci, tak jak je to stanoveno platnymi
pravnimi predpisy, aby spole¢nost Janssen nebo
jeji zastupce mohli vSechny takové Vynalezy
vlastnit a uZivat je.

Institution warrants that Principal Investigator and
all others performing services under this
Agreement are employees 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 a jsou
povinni postupovat mu na zadkladé pisemné
smlouvy nebo podle podminek pracovniho
poméru veskeré vynalezy aobjevy, které ucini
v dobé trvani pracovniho ¢i jiného poméru.

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

Ustanoveni tohoto ¢lanku zUstavaji v platnosti i po
ukonceni nebo skonceni 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 B. Payment shall
be due and payable in accordance with the
schedule set forth in Annex B.

Rozpocet a vySe odmény, kterd bude vyplacena za
Klinické hodnoceni, jsou uvedeny v Pfiloze B.
Céstky budou hrazeny se splatnosti uvedenou
v pfehledu plateb v Pfiloze B.

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 s tim,
e odména apodpora, kterou bude CRO
poskytovat Zdravotnickému zafizeni a/nebo
Hlavnimu zkousejicimu na zdkladé 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 zohlednoval pocet
nebo hodnotu doporuceni nebo jinych obchodnich
kontaktlli mezi spolecnosti Janssen ajejimi
dcefinymi a sesterskymi spolecnostmi
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a Zdravotnickym  zafizenim  nebo  Hlavnim

zkousejicim.

Nothing contained in this Agreement shall 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.

Tato Smlouva nebude vyklddana jako povinnost
nebo pobidka pro Zdravotnické zatizeni i
Hlavniho zkousejiciho, aby jakékoli fyzické i
pravnické osobé doporucovali koupi vyrobki
spolecnosti Janssen nebo jinych pravnickych osob
spojenych s ni.

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.

9.3 9.3
Neither Institution nor Principal Investigator shall | Zdravotnické zafizeni ani Hlavni zkouSejici
bill any third party for any Study Product or other | nebudou nikomu Ucétovat Hodnoceny [éCivy

pfipravek ani Zadné jiné polozky nebo sluzby
dodavané CRO nebo spole¢nosti Janssen
v souvislosti s Klinickym hodnocenim ani zadné
jiné sluzby poskytované Subjektlim Klinického
hodnoceni v souvislosti s Klinickym hodnocenim,

pokud budou hrazeny vrdmci 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 B to this
Agreement, according to the activities completed
in accordance with the Protocol.

V pfipadé predcasného ukonceni platnosti této
Smlouvy nebo pfedcasného ukonceni Klinického
hodnoceni bude  Zdravotnickému  zafizeni
vyplacena pomérnd ¢ast odmény podle Prilohy B
k této Smlouvé za ukony provedené v souladu
s Protokolem.

9.5

9.5

For avoidance of doubt, the remuneration for any
Study Staff Member engaged in the conduct of the
Study shall be paid by CRO pursuant to a separate
agreement. CRO will not otherwise make
payments for engagement of Study Staff
Member(s) in the Study.

Aby se predesSlo pochybnostem, bude odménu
¢lenim Studijniho tymu podilejictho se na
provadéni Klinického hodnoceni vyplacet CRO na
zakladé zvlastni smlouvy. CRO nebude c¢lendm
Studijniho  tymu vypldcet za jejich Ucast
v Klinickém hodnoceni Zzadné jiné ¢astky.

10. 10.
Indemnification Nahrada skody
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 (including reasonable attorney fee),
based on a personal injury or death to a Trial
Subject directly caused by the proper use of the

Spolecnost Janssen bude Zdravotnické zafizeni,
¢leny jeho statutarniho organu, jeho zastupce
a zaméstnance (véetné Hlavniho zkousejiciho
a spoluzkousejicich) branit proti pfipadnym
ztrdtdm, nakladlm, vydajiam, odpovédnosti,
narokim, Zalobam andhraddm skody (vietné
nahrady nakladl pravniho zastoupeni) v dasledku
Ujmy na zdravi ¢i smrti utrpéné Subjektem
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study product or any properly perfomed
procedure carried out in accordance with the
Protocol during the course of the Clinical Trial.

Klinického  hodnoceni v pfimé  souvislosti
s fadnym uzivdnim Hodnoceného [é¢ivého
pfipravku v souladu sProtokolem ¢i fadné

a v souladu s Protokolem provedenou procedurou
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.
Proper administration of the Study Product or
proper performance of any procedure in
compliance with the Protocol hereunder is not
considered negligence or malpractice.

Zavazek spolecnosti Janssen podle ¢lanku 10.1 se
viak nevztahuje na Zaloby nebo naroky vzniklé
nebo zplsobené zamérnym, nezodpovédnym
nebo nedbalym jedndnim ¢&i opomenutim nebo
profesnim pochybenim Zdravotnického zafizeni
nebo nékterého z ¢lenl jeho statutarniho organu,
zastupcl ¢i  zaméstnancl (vCetné Hlavniho
zkousejiciho a spoluzkousejicich) nebo vzniklé
nebo zplsobené jejich nedodrZenim Protokolu,
pisemnych doporuéeni nebo pokynd CRO nebo
spolecnostiJanssen ohledné uzivani Hodnoceného
léCivého pfipravku nebo platnych zakonnych
predpisi  apozadavkl  kontrolnich  uradd.
V takovychto pfipadech neponese odpovédnost za
nahradu skody ani vydaji spolecnost Janssen,
nybrz bude to naopak Zdravotnické zatizeni, které
bude mit povinnost branit spolecnost Janssen,
odskodnit ji azbavit ji odpovédnosti. Podani
Hodnoceného |écivého pfipravku nebo provedeni
jakékoliv procedury v souladu s protokolem podle
této smlouvy nezakldada nedbalost ani nespravny
postup.

10.3

10.3

The obligation of the indemnifying party
hereunder shall apply only if (i) the other party
provides prompt notification upon receipt of
notice of any claim or suit, and (ii) unless
prohibited by applicable law or in case of
conflicting interests between the parties, the
indemnified party 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 in which case
the indemnified party fully cooperates and assists
in such defense, provided that the indemnifying
party shall not be relieved of its obligations
hereunder if the indemnified party’s failure to

Povinnost nahradit Skodu podle tohoto ustanoveni
vznikne smluvni strané pouze v pfipadé, ze (i) ji
bude druha smluvni strana informovat neprodlené
po doruceni zpravy o pfipadném naroku nebo
Zalobé a (ii) pokud to nezkazuji pravni predpisy,
nebo pokud zajmy stran nejsou v rozporu, umozni
ji ajejim pravnim zastupcim azaméstnanclim
feSit afidit procesni obranu proti takovym
narokim ¢i soudnim spordim, véetné pfipravného
fizeni, soudniho procesu ¢ narovnani,
a odskodriovana strana na takovéto procesni
obrané plné spolupracuje aje pfi ni ndpomocna,
pficemz odskodnujici smluvni strana nebude
zprosténa zdvazk( podle tohoto ustanoveni, kdyz
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notify the indemnifying party does not prejudice
the defense of such claim. If the foregoing is not
allowed due to applicable legislation or conflicting
interests between the parties, the Institution shall,
at Institution’s own expense, maintain their own
counsel to participate in the defense of any claim
or suit. Notwithstanding the foregoing, the
indemnified party agrees that it will not settle or
compromise any such claim or suit without the
prior written consent of the indemnifying party.
affords

skute¢nost, Zze odskodnovana smluvni strana
neinformovala odskodniujici smluvni stranu,
nebude branit obhajobé proti uplatiovanému
naroku. Pokud vySe uvedené zakazuji prislusné
pravni pfedpisy nebo budou zajmy smluvnich stran
v rozporu, bude Zdravotnické zafizeni pfi fizeni
procesni obrany proti uplatfiovanému ndroku
zastoupeno prdvnim zastupcem na své vlasni
naklady. Bez ohledu na vySe uvedené se
odsSkodriovand smluvni strana ddle zavazuje, Ze
bez predchoziho pisemného souhlasu
odSkodnujici smluvni strany neuzavie dohodu
ovyporadani nebo narovnani uplatiovaného
naroku nebo Zaloby.

10.4

10.4

CRO expressly disclaims any liability to Institution
and/or Principal Investigator in connection with
the Study Product, including any liability for any
claim arising out of acondition 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.

CRO timto vyslovné odmita jakoukoli odpovédnost
vic¢i Zdravotnickému zafizeni a/nebo Hlavnimu
zkousejicimu v souvislosti s Hodnocenym |écivym
pfipravkem, vcetné odpovédnosti za pripadné
naroky vyplyvajici ze stavu zplsobeného nebo
domnéle zplsobeného vysetfenim v Klinickém
hodnoceni spojenym s Hodnocenym [éCivym
pfipravkem, pokud takova odpovédnost nebude
zpUsobena nedbalym jednadnim, 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 vici Zdravotnickému zafizeni ani
Hlavnimu zkousejicimu odpovédnost za usly zisk,
ztratu prilezitosti ani jiné nasledné 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 pfipadné 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

Zdravotnické zafizeni a Hlavni zkousejici uzaviou
pojisténi odpovédnosti za 3Skody zplsobené
v souvislosti s poskytovanim zdravotni péce
v souladu s pfedpisy upravujicimi poskytovani
zdravotnich sluzeb a budou ho udrzovat v plném
rozsahu v platnosti po celou dobu provadéni
Klinického hodnoceni (a po jeho skonceni kvdli
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governing the provision of health services,
including:

pfipadnym naroklim zKlinického hodnoceni).
Pojisténi se bude vztahovat na:

(i)

(i)

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)
insurance coverage required pursuant to Sec. 52
par. 3 letter f) of Act No.378/2007 Coll.,, on
Pharmaceuticals, as amended. The insurance shall
duly cover Trial Subject death or, to the extent
required by applicable law. Such insurance shall be
taken out in amounts appropriate to the conduct

medical professional and/or  medical profesni  odpovédnost  lékard  a/nebo
malpractice liability and odpovédnost za Skodu pfi vykonu povolani
lékare a
(i) (i)
general liability. obecnou odpovédnost.
11.2 Janssen shall secure and maintain in full force | 11.2 Spole¢nost Janssen zajisti pro klinické

hodnoceni pojisténi odpovédnosti za Skodu pro
zkousejiciho a zadavatele v souladu s § 52, odst. 3,
pism. f) zdkona o |écivech tato pojistka radné kryje
v mife pozadované danou legislativou umrti
subjektu podléhajici odskodnéni nebo odskodnéni
subjektu v pfipadé Ujmy na zdravi vyplyvajici
z Ucasti na klinickém hodnoceni a/nebo utrpéné
v pribéhu provadéni klinického hodnoceni. Vyse
uvedené pojisténi bude uzavieno s pojistnymi

pursuant to this Agreement shall provide the other
party/parties with certificates of insurance
evidencing the required insurance coverage, if so

of Janssen’s business activities and in compliance | ¢dstkami  pfimérenymi  predmétu  Cinnosti

with the applicable legal and regulatory | spoleCnosti Janssen avsouladu s platnymi

requirements. pravnimi predpisy a pozadavky kontrolnich Gradd
a bude udrZovano v plném rozsahu v platnosti po
celou dobu provadéni Klinického hodnoceni (a po
jeho skonceni kvlli pfipadnym naroklim
z Klinického hodnoceni).

11.3 11.3

Each party required to maintain insurance | Smluvni strany s povinnosti uzavfit pojisténi podle

této Smlouvy poskytnou druhé smluvni strané
pojistny certifikdat jako doklad o poZzadovaném
pojistném kryti, pokud oto budou pisemné

requested in writing. pozadany.

12. 12,

Financial Disclosure — Conflict of Interest — | Informace o financnich vztazich — stiet zajmul —
Debarment zakaz €innosti

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 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

Zdravotnické zafizeni aHlavni zkousSejici se
zavazuji, Zze budou CRO nebo spolecnosti Janssen
sdélovat veskeré informace nezbytné k dodrzovani

pozadavk( na informovani  stanovenych
pfislusnymi zdravotnickymi kontrolnimi arady
pfisluSnymi  oborovymi  sdruZzenimi  nebo

podobnymi organy nebo stanovené v platnych
narodnich nebo mistnich prdvnich predpisech,

Clinical Trial Agreement/Smlouva o klinickém hodnceni
Janssen- Cilag International NV/39039039ST4001
Nem. Tabor/

Version/Verze Final Redacted/010317

Strana 28 (celkem 39)



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
Investigator. This disclosure requirement may
require disclosure of information involving
immediate family members of those involved in
the Clinical Trial.

v€etné informaci, které museji byt zvefejfiovany
v souvislosti s finanénimi vztahy mezi spole¢nosti
Janssen, jejimi dcefinymi a sesterskymi
spoleCnostmi  azdstupci na strané jedné
a Zdravotnickym zafizenim / Hlavnim zkousejicim
nebo pripadnymi spoluzkousejicimi podilejicimi se
na Klinickém hodnoceni / zastupci nebo
zaméstnanci  Zdravotnického zafizeni nebo
Hlavniho zkou$ejiciho 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 zatizeni a Hlavni zkousejici potvrzuiji,
Ze mezi nimi aspolecnosti Janssen neexistuje
zadny stfet zajm0, ktery by Zdravotnickému
zafizeni a Hlavnimu zkousejicimu 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 zajm0, budou oném
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 acompetent health
authority (including, if applicable, the US FDA);
and

mu prislusSnym zdravotnickym kontrolnim
Ufadem (napfiklad americkym Ufadem 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 provadeéni 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 zkousSejici nebudou
pro pfimé nebo neptimé 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 pfisluSnym zdravotnickym kontrolnim
Uradem (napfiklad americkym Uradem pro
kontrolu potravin a léciv 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
zafizeni a Hlavni zkousejici do deseti (10) dnQ
pisemné potvrzeni, Ze spliuji vySe uvedeny
zavazek. Toto prohldseni a ujisténi plati po celou
dobu této Smlouvy. O jeho pfipadné 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
anejsou zameéstnanci nebo zdstupci 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 spolec¢nosti pro reklamni ucely bez
pfedchoziho pisemného souhlasu strany, jejiz
jméno ma byt pouzito. Smluvni strany také
nesméji informovat o existenci nebo obsahu této
Smlouvy kromé pfipadu, kdy je to vyZzadovano ze
zakona.

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 predavana osobné na tyto adresy:

TO CRO:

PRO CRO:

Quintiles Czech Repubilic, 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:

Nemocnice Tabor, a.s.
kpt. Jarose 2000

Nemocnice Tabor, a.s.
kpt. JaroSe 2000

390 03 Tabor 390 03 Tabor
Czech Republic Ceska republika
Attention: K rukdm:

—for legal matters
— for financial matters

— pro pravni zaleZitosti
— pro finanéni zaleZitosti

TO the Principal Investigator:

PRO Hlavniho zkousejiciho:

Nemocnice Tabor, a.s.
kpt. JaroSe 2000
390 03 Tabor
Czech Republic

Nemocnice Tabor, a.s.
kpt. JaroSe 2000

390 03 Tabor

Ceska republika

TO Janssen:

PRO spolecnost Janssen:

7o: I

Janssen Research & Development, L.L.C.
Therapeutic Area Leader

COPY TO: Janssen Research & Development, L.L.C.
_, Director, Contracts & Grants

1125 Trenton-Harbourton Road

Titusville, NJ 08560, USA

Fascimile: 609-730-6689

komu: I

Janssen Research & Development, L.L.C.
Therapeutic Area Leader

KOPIE: Janssen Research & Development, L.L.C.
_, Director, Contracts & Grants
1125 Trenton-Harbourton Road

Titusville, NJ 08560, USA

FAX: 609-730-6689

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 use reasonable efforts to
provide prior 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

16. 16.
Assignment Postoupeni
Each of CRO and Janssen shall have the right to | CRO ispoleCnost Janssen jsou opravnény

postupovat si tuto Smlouvu navzdjem nebo ji
postupovat svym  dcefinym  asesterskym
spolecnostem. Spolec¢nost Janssen je navic
opravnéna postoupit tuto Smlouvu kterékoli treti
osobé. CRO, resp. spolecnost Janssen se bude
snazit informovat otakovém = postoupeni
Zdravotnické zafizeni pisemné predem.
Zdravotnické zafizeni ani Hlavni zkousejici nejsou
opravnéni postupovat svd prava a povinnosti
ztéto Smlouvy na jiné osoby bez predchoziho
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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.

pisemného souhlasu CRO a spolecnosti Janssen.
Postoupeni v rozporu s ustanovenimi ¢lanku 16
bude povazovdno za neplatné od samého pocatku.
S pfihlédnutim k pfedchozim ustanovenim bude
tato Smlouva zavazna nejen pro smluvni strany, ale
také pro jejich pravni nastupce a postupniky.

17. 17.
Miscellaneous Razné
17.1 17.1

This Agreement may not be altered, amended or
modified except by written document signed by

Tuto Smlouvu je moiné ménit, dopliovat
a upravovat pouze na zakladé pisemného dodatku

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.

the parties. podepsaného smluvnimi stranami.
17.2 17.2
If aprovision of the Agreement conflicts with | V pfipadé rozporu mezi touto Smlouvou

a ustanovenimi Protokolu bude mit v otdzkach
[é€by, 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 pfipadé rozporu mezi ustanovenimi Pfiloh
a ustanovenimi této Smlouvy budou mit pfednost
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 acontracting 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 asouhlasi stim, Zze CRO uzavird tuto
Smlouvu jednak vlastnim jménem jako smluvni
strana, kterd je prijemcem sluzeb z této Smlouvy,
ajednak jako samostatnd 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 by law, the rest of this Agreement
will remain in effect. The Parties undertake to
amend the unenforceable part of the contract

Bude-li néktera zdasti Smlouvy shledana
nevymahatelnou, zlstanou zbyvajici ustanoveni
Smlouvy inaddle v platnosti. Smluvni strany se
zavazuji, ze doplni nevymahatelnou ¢ast smlouvy
dodatkem.

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

Tato Smlouva predstavuje Uplné ujednani mezi
smluvnimi stranami ohledné jejiho predmétu.
Prilohy tvofi nedilnou soucast Smlouvy. Vyslovné
nahrazuje veskera pfedchozi nebo soubézna uUstni
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supersedes any prior or contemporaneous oral or
written representations or agreements.

¢i pisemnad prohlaseni a ujednani.

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 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.

Nasledujici ustanoveni a pfipadné dalsi podminky,
které jsou svoji povahou jasné zamysleny jako
podminky, které zlstanou v platnosti i po
ukonceni nebo skonceni platnosti této Smlouvy,
zGstavaji v platnosti i po ukoncéeni 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 five (5)
counterparts, of which the CRO shall receive three
(3) copies and the Institution and Principal
Investigator shall receive one (1) counterpart
each. The Agreement is drawn up in English and in
Czech language version. In case of any dispute
Czech language version shall prevail.

Tato Smlouva je vyhotovena v péti
(5) stejnopisech, znichz CRO obdrzi tfi (3)
a Zdravotnické zafizeni aHlavni zkouSejici po

jednom (1) stejnopisu. Tato smlouva je
vyhotovena vanglickém a ceském jazykovém
znéni. V pripadé jakéhokoliv rozporu bude

rozhodujici ¢eska jazykova verze.

18.

18.

Controlling Law

Rozhodné pravo

This Agreement 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 se Fidi zakony Ceské republiky
a bude vykladana podle nich. V pfipadé sporl mezi
smluvnimi stranami ohledné podminek této
Smlouvy vynaloZi smluvni strany veskeré Usili na
to, aby zalezZitost vyresily smirem. Smluvni strany
se zavazuji, Zze vesSkeré spory a neshody, které se
nepodafi vyfresit smirem, postoupi k rozhodnuti
prisludnému 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 faddné opravnénymi zastupci
smluvnich stran.

Quintiles Czech Repubilic, s.r.o.

Quintiles Czech Repubilic, s.r.o.

Signature:

Podpis:

Date:

Datum:

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

Quintiles Czech Republic, s.r.0., za spole¢nost
Janssen- Cilag International NV

Signature:

Podpis:

Date:

Datum:

Quintiles Czech Republic, s.r.o., in the name of
Janssen Research & Development, LLC

Quintiles Czech Republic, s.r.0., za spole¢nost
Janssen Research & Development, LLC

Signature:

Podpis:

Date:

Datum:

Ing. lvo Houska, MBA

Ing. lvo Houska, MBA

Director and Chairperson of the Board of
Directors

Reditel a pfedseda predstavenstva

Nemocnice Tabor, a.s.

Nemocnice Tabor, a.s.

Signature:

Podpis:

Date:

Datum:

MUDr. Jana Chocholova

MUDr. Jana Chocholova

Vice-Chairperson of the Board of Directors

Mistopiredsedkyné predstavenstva

Nemocnice Tabor, a.s.

Nemocnice Tabor, a.s.

Signature:

Podpis:
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Date: Datum:

Principal Investigator Hlavni zkousejici
Signature: Podpis:
Date: Datum:
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Annexes: Prilohy:

Annex A - Protocol and its subsequent | Pfiloha A — Protokol vcetné pozdéjsSich
amendments dodatkd

Annex B - Financial Provisions Priloha B — Finan¢ni ujednani

Annex C — Power of Attorney for Quintiles | PfilohaC - PInd moc pro spolecnost
Czech Repubilic, s.r.o. Quintiles Czech Repubilic, s.r.o.
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. ANNexB | PRILOHA B
Budget & Payment Schedule Rozpocet a rozpis plateb
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