NON INTERVENTION AGREEMENT

(CRO-Janssen-Institution/Principal Investigator)

SMLOUVA O PROVEDENI NEINTERVENCNI STUDIE

(CRO-Janssen-Poskytovatel /Hlavni zkousejici)

This Non-intervention Study Agreement (the
“Agreement”) is

by and between

PAREXEL International (IRL) Limited, a Ireland
corporation, with registered offices at 70 Sir John
Rogerson's Quay, Dublin 2, Ireland

(”CRO”)
and

Janssen Research & Development, LLC a United
States of America corporation, with registered
offices at 1125 Trenton-Harbourton Road,
Titusville, NJ 08560, United States, hereby
represented by CRO

(“Janssen”)
And

Fakultni nemocnice Hradec Kralové with registered
offices located at Sokolska 581, 500 05 Hradec
Krdlové- Novy Hradec Kralové, Czech Republic,
Iden.number: 00179906, Tax Iden.number:
CZ00179906

Represented by: prof. MUDr. Vladimir Pali¢ka, CSc.,
dr. h. c., director

(“Institution”)
and

., affiliated with Institution, Fakultni nemocnice
Hradec Kralové located at Sokolska 581, 500 05
Hradec Kralové- Novy Hradec Krdlové, Czech
Republic

(“Principal Investigator”)

and Effective date of the Agreement is the date of
its publication in the Register of Agreements
(“Effective Date”).

Tato Smlouva o neintervencni studii (,Smlouva“) je
uzavriena

Meazi:

PAREXEL International (IRL) Limited, a Ireland
corporation, se sidlem at 70 Sir John Rogerson's
Quay, Dublin 2, Irsko

(”CRO”)
A

Janssen Research & Development, LLC a United
States of America corporation, se sidlems at 1125
Trenton-Harbourton Road, Titusville, NJ 08560,
Spojené staty Americké , ddle zastoupena CRO

(“Janssen”)
A

Fakultni nemocnici Hradec Krdlové se sidlem
Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceskd republika, IC: 00179906,
DIC: CZ00179906
zastoupend: prof. MUDr. Vladimirem Pali¢ckou, CSc.,
dr. h. c., reditelem

(,,Poskytovatel”)

., pracujicim ve Fakultni nemocnici Hradec Kralové,
adresa Sokolska 581, 500 05 Hradec Kralové- Novy
Hradec Kralové, Ceska republika

(,,Hlavni zkousejici“)

a je ucinnd ke dni uverejnéni smlouvy v registru
smluv (,,Datum ucinnosti“).
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Non intervention Study/ Studieneintervencni studie 63871860BAC0003

Regulatory Sponsor / Zadavatel :
Belgium

Janssen-Cilag International NV, Turnhoutseweg 30, 2340 Beerse,

Protocol/ Protokol Prospective Evaluation of the Incidence of Extraintestinal Pathogenic
Escherichia coli (EXxPEC) Disease, O-serotype Prevalence of ExPEC, ExPEC
Case Definition, and Health Outcomes Following Transrectal

Ultrasound-Guided Prostate Needle Biopsy (TRUS-PNB)

Prospektivni hodnoceni vyskytu invazivniho onemocnéni vyvolaného
mimostrevni patogenni Escherichia coli (EXPEC) prevalence sérotypu O
EXPEC, definice pripadu ExXPEC a zdravotni vysledky po transrektdlni
ultrazvukem vedené biopsii prostaty (TRUS-PNB(

Study Site/ Nazev centra : Fakultni nemocnice Hradec Krdlové, Sokolskd 581, 500 05 Hradec Kralové-

Novy Hradec Krdlové,

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

Vzhledem k tomu, Ze spolecnost Janssen povéfila
CRO zajisténim sluzeb na zakladé této smlouvy a
jejich poskytovanim spole¢nosti Janssen;

Whereas, CRO has requested Institution and
Principal Investigator to provide services to CRO as
described in this Agreement by conducting the
Clinical Study, which is sponsored by Janssen-Cilag
International NV (“Regulatory Sponsor”), in
accordance with the Protocol (including
subsequent Protocol amendments), and Annexes
which form an integral part hereof; and

Vzhledem k tomu, Ze CRO si u poskytovatele a
hlavniho zkousejiciho vyZzadala poskytovani sluzeb
pro CRO na zakladé ustanoveni této smlouvy,
vcetné jejich pfiloh, které tvofi nedilnou soucdst
této smlouvy, a to v souvislosti s klinickym
hodnocenim studijniho 1éCiva, jehoZ zadavatelem
je spole¢nost Janssen-Cilag International NV (dale
jen "zadavatel") a které je provadéno v souladu s
ustanovenim  protokolu (véetné naslednych
dodatkd protokolu); a

Whereas, Institution is equipped and authorized to
undertake the Clinical Study and Institution and
Principal Investigator have agreed to perform the
Clinical Study under the terms and conditions
hereinafter set forth; and

Vzhledem k tomu, Ze poskytovatel md pro
provedeni  klinického  hodnoceni  nezbytné
vybaveni a oprdvnéni a poskytovatel a hlavni
zkousejici souhlasi s provedenim klinického
hodnoceni, na zdkladé ustanoveni této smlouvy; a

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

Se nyni proto, s ohledem na vySe uvedené
skutecnosti a vzajemné sliby a ujednani vyjadrené
v této Smlouvé, Strany dohodly nasledovné:

1. Performance of the Clinical Study

1. Provedeni Klinického hodnoceni

1.1 The parties agree that the Annexes form an

integral part of this Agreement.

1.1  Smluvni strany souhlasi, Ze pfilohy tvofi

nedilnou soucast této smlouvy.
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1.2 Institution and Principal Investigator agree | 1.2  Poskytovatel a Hlavni zkousejici souhlasi, Ze
to use best efforts and professional vyvinou maximalni Usili a vyuZiji odbornou
expertise to perform the Clinical Study in zpUsobilost  pfi  provadéni  Klinického
accordance with the Protocol, all applicable hodnoceni v souladu s Protokolem, vsemi
laws and regulations, including but not platnymi prdvnimi zdkony a predpisy véetné,
limited to the Act no. 378/2007 Coll., on ale nikoliv bez omezeni na zdkon (.
pharmaceuticals and amendments of some 378/2007 Sb., o lédivech a o zménach
related laws (Act on Pharmaceuticals) nékterych souvisejicich zakonl (zdkon o
(hereinafter "Act on Pharmaceuticals"), Act |éCivech) (dale jen ,Zakon Ilécivech”),
no. 372/2011 Coll., on health services, as zakonem ¢&. 372/2011 Sb., o zdravotnich
amended, including those implementing sluzbach v  platném znéni, vcetné
these laws (especially Decree no. 226/2008 provadécich predpisi k témto zdkonUm
Coll., laying down proper clinical practice (zejména vyhlaskou ¢. 226/2008 Sb., kterou
and detailed conditions of conduct of clinical se stanovi sprdvnd klinickd praxe a blizsi
trials), the International Conference on podminky klinického hodnoceni 1écCiv),
harmonization of technical requirements for Mezindrodni konferenci o harmonizaci
registration of pharmaceuticals for human technickych  poZzadavkll na  registraci
Use Good clinical practice: Consolidated humannich 1é¢ivych pripravk( Spravna
Guideline and regulatory requirements, the klinickd praxe: Konsolidovana smérnice (the
identified timelines and the terms and International Conference on Harmonisation
conditions of this Agreement. Institution of Technical Requirements for Registration
and Principal Investigator may not start the of Pharmaceuticals for Human Use Good
Clinical Study without prior approval of the Clinical Practice: Consolidated Guideline) a
ethics committee, notifications and further dalSimi obecné akceptovanymi zdsadami
legally required approvals. spravné klinické praxe a regulaénimi

poZadavky, uréenymi ¢asovymi
harmonogramy a podminkami této Smlouvy.
Poskytovatel a Hlavni zkousSejici nesmi
zahdjit Studii bez predchoziho souhlasu
etické komise, oznameni a dalSich souhlas(
nutnych dle pravnich predpist.

1.3 In the event that the Principal Investigator | 1.3. V pfipadé, Ze Hlavni zkousejici jiz nebude u

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 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

Poskytovatele vice pracovat, Poskytovatel
tuto skuteCnost Zadavateli a Smluvni
vyzkumné organizaci pisemné ozndmi co
nejdrive, avsak nejpozdéji do tfi (3)
kalendarnich dnd od jeho odchodu. Zadavatel
nebo Smluvni vyzkumna organizace jménem
Zadavatele bude mit pravo schvalit nového
Hlavniho zkousejiciho jmenovaného
Poskytovatelem. Novy Hlavni zkousejici musi
souhlasit s podminkami této Smlouvy. V

new Principal Investigator, CRO or Janssen pfipadé, Ze Zadavatel neschvali tohoto

may terminate this Agreement in nového Hlavniho zkousejictho, mize

accordance with Section 2.2 below and Zadavatel tuto smlouvu ukoncit v souladu

Institution shall take all necessary steps to s ustanovenim 2.2 nize a Poskytovatel
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accommodate CRO’s or Janssen’s decision.

podnikne veskeré nutné kroky, aby

rozhodnuti Zadavatele vyhovél.

1.4 Institution and Principal Investigator may | 1.4. Poskytovatel a Hlavni zkousejici mohou
appoint such other individuals and ustanovit takové dalsi osoby a studijni
investigational staff as they may deem personadl, které budou povaZzovat za vhodné
appropriate as  co-investigator and jako spoluzkousejiciho nebo spolupracujici
investigational staff to assist in the conduct osoby v klinickém hodnoceni napomahajici
of the Clinical Study. All co-investigators and pfi provddéni Klinického hodnoceni. Vsichni
investigational staff will be adequately spoluzkousejici a veskeré spolupracujici
qualified, timely appointed and an updated osoby se klinického hodnoceni budou mit
list will be maintained. Principal Investigator odpovidajici kvalifikaci, budou ustanoveni
shall be responsible for leading such team of v€as a bude veden jejich aktualizovany
co-investigators and investigational staff, seznam. Hlavni zkousejici odpovidd za
who in all respects shall be bound in writing vedeni tohoto tymu spoluzkousejicich a
to the same terms and conditions as the spolupracujici osoby ucastnici se klinického
Principal Investigator under this Agreement. hodnoceni, pficemz ¢lenové tohoto tymu
Institution and Principal Investigator are jsou ve vSech ohledech vdazani stejnymi
responsible for the services performed by its podminkami jako Hlavni zkousejici podle
staff and undertakes in particular to have této Smlouvy. Poskytovatel a Hlavni
the services executed by competent zkousejici jsou odpovédni za sluiby
persons. In the event that Institution and/or poskytované jeho persondlem a zavazuji se
Principal Investigator use the services of zejména k tomu, Ze tyto sluzby budou
others to conduct the Clinical Study poskytovdny kompetentnimi osobami. V
pursuant to this Agreement, Institution and pfipadé, Ze Poskytovatel anebo Hlavni
Principal Investigator shall be responsible zkousejici vyuZziji sluieb jinych osob k
for ensuring that all are appropriately provadéni Klinického hodnoceni podle této
licensed and credentialed and in compliance Smlouvy, budou Poskytovatel a Hlavni
with the terms of this Agreement. zkousejici odpovédni za zajisténi, aby
Institution and Principal Investigator shall be véechny mély fadné licence, byly fadné
liable for any breach of this Agreement by akreditovany a jednaly v souladu
such individuals. s podminkami této Smlouvy._Poskytovatel a

Hlavni zkousejici budou odpovédni za
jakékoliv poruseni této Smlouvy témito
osobami.
Institution and Principal Investigator shall
ensure that designated staff attend all Poskytovatel a Hlavni zkousejici zajisti, aby
trainings conducted by Janssen or its se Hlavni zkousejici a jim uréeni pracovnici
designee in the proper performance of the Ucastnili  vSech  skoleni  pofradanych
Protocol, safety and reporting requirements, Zadavatelem, Smluvni vyzkumnou
and any other applicable guidelines relevant organizaci a jimi urenymi osobami
to the Clinical Study and performance of the ohledné fadného pInéni  Protokolu,
Protocol. bezpecnosti a povinnosti podavani zprav a
jakychkoliv ostatnich platnych predpist
tykajicich se Klinického hodnoceni a plnéni
Protokolu.
1.5 For the performance of the Clinical Study, | 1.5 Pro ucely provadéni klinického hodnoceni se
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Janssen or CRO or their respective affiliates
shall provide all Clinical Study related
documents (such as case report forms).
Neither Institution nor Principal Investigator
are authorized to make any use of Clinical
Study related documents, materials and
equipment other than for the performance
of the Clinical Study in strict accordance
with the Protocol and this Agreement.

spole¢nost Janssen a CRO nebo jejich
odpovédni zastupci, zavazuji poskytnout
veskeré dokumenty tykajici se klinického
hodnoceni (vCetné, mimo jiné,
chorobopistl). Poskytovatel ani hlavni
zkousejici nesmi dokumenty, materidly a
vybaveni tykajici se klinického hodnoceni
pouzivat k Zadnému jinému ucelu nez k
provadéni klinického hodnoceni, a to v
prisném souladu s ustanovenim protokolu a
této smlouvy.

1.6

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) Study
Subjects during the Clinical Study
(including any additional research
technique, procedure, questionnaire, or
observation), or (ii) biological samples
collected from Study Subjects during the
Clinical Study, or (iii) the data derived from
the Clinical Study. Hereinafter, the
research described in the previous
sentence shall be referred to as
“Additional Research”. In any case where
CRO or Janssen gives such approval, the
approved Additional Research shall be
considered either an amendment to the
original Protocol, or shall be the subject of
another written agreement between
Institution and Principal Investigator, and
CRO and Janssen. Institution and Principal
Investigator shall conduct all Additional
Research in compliance with all applicable
regulations, including requirements for
obtaining appropriate EC approval and
subject informed consent. Without limiting
any other remedy available by law to
Janssen, if Institution and/or Principal
Investigator conducts Additional Research
in breach of this section, and such
Additional Research results in an invention
or discovery, such invention or discovery
shall be deemed an Invention (as defined
in Section 8 below), and subject to the

1.6. DalSi vyzkum: Bez predchoziho pisemného

souhlasu CRO nebo spole¢nosti Janssen,
nesmi poskytovatel ani hlavni zkousejici
provadét Zadny dalsi vyzkum ¢&i umoiZnit
tretim strandm provadéni vyzkumu, ktery
neni vyZzadovan protokolem a ktery se tyka:
(i) Subjektd hodnoceni béhem klinického
hodnoceni (véetné pouZiti jinych zpUsobl
vyzkumu, vySetieni, dotaznik Ci
observacnich studii); a/nebo (ii) biologickych
vzork( odebranych od subjekt( hodnoceni
béhem klinického hodnoceni; a/nebo (iii)
dat ziskanych z klinického hodnoceni.
Vyzkum popsany v predchozi vété bude v
této smlouvé dale oznacovan jako "dalsi
vyzkum". V pripadé, Zze CRO nebo spolecnost
Janssen schvdli dodateény vyzkum, bude
tento  schvaleny  dodateény  vyzkum
povazovan bud za dodatek k plvodnimu
protokolu nebo bude predmétem
samostatné pisemné smlouvy uzaviené mezi
poskytovatelem, hlavnim zkousejicim, CRO a
spole€nosti Janssen. Poskytovatel a hlavni
zkousejici se zavazuji provadét veskery dalsi
vyzkum v souladu s ustanovenim vsSech
platnych zakon(, a to viéetné poZadavki
tykajicich se ziskdni prislusného souhlasu ze

strany etické komise a ziskani
informovaného souhlasu od subjekt(
hodnoceni. Aniz by tim byl dotéen

pravoplatny narok spolecnosti Janssen na
jakakoli dalsi dostupnd |écCiva, v pfipadé, Ze
poskytovatel a/nebo hlavni zkousejici
budou dalsi vyzkum provadét v rozporu s
ustanovenim tohoto ¢lanku této smlouvy a
povede-li takovy dalsi vyzkum k objevu nebo
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terms and conditions of this Agreement.
This Section shall survive termination or
expiration of this Agreement..

vynalezu bude takovy objev nebo vyndlez
povaZovan za vynalez (ve smyslu ustanoveni
¢lanku 8 nize) a bude podléhat ustanovenim
a podminkdm stanovenym touto smlouvou.
Ustanoveni tohoto ¢lanku plati i po fadném

¢i predcasném ukonceni platnosti této
smlouvy.
1.7Delegation by Janssen to CRO. Janssen 1.7Povéfeni CRO spolecnosti Janssen.

has contracted with CRO, a clinical research
organization, to supervise, monitor and
manage the Clinical Study 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 Clinical Study and this
Agreement. Janssen shall notify Institution
and Principal Investigator should this
situation change at any point. Without
prejudice to any rights of Janssen under this
Agreement, Institution and  Principal
Investigator acknowledge that CRO is the
VAT recipient of services under this
Agreement.

Before execution of this Agreement the
Sponsor or CRO shall arrange for all

necessary permits and documents
required by the applicable laws and
regulations

Spolec¢nost Janssen uzaviela smlouvu s CRO,
které je smluvni vyzkumnou organizaci,
jejimz predmétem je dohled, monitoring a
fizeni klinického hodnoceni v souladu s
platnymi zdkony a touto smlouvou.
Spolec¢nost Janssen povéfila CRO, aby pro ni
zajistovala komunikaci s poskytovatelem a
hlavnim zkousejicim ve vécech tykajicich se
tohoto klinického hodnoceni a této smlouvy.
Spolecnost Janssen se zavazuje
poskytovatele a hlavniho zkousejiciho
uvédomit, pokud dojde ke zméné situace.
Aniz by tim byla dotéena jakakoli prava
spole¢nosti Janssen na zdkladé této
smlouvy, berou poskytovatel a hlavni
zkousejici na védomi, Zze CRO je z hlediska
DPH povaziovan za prijemce sluzeb na
zakladé této smlouvy.

Pfed podpisem smlouvy zajisti Zadavatel Ci
CRO veskera povoleni a potiebné
dokumenty, které jsou vyZzadovany platnymi
zakony a predpisy

Term and Termination

Doba ucinnosti a ukoncéeni smlouvy

2.1

The term of this Agreement shall begin on
the Effective Date and continue until the
Clinical Study has been completed as
acknowledged in writing by CRO. The parties
estimate that the Clinical Study will end on

I .nless sooner

terminated in accordance with the terms
hereof. The parties agree that the term may
be amended by mutual agreement of the
parties.It is planned to include at least i}

21

Tato smlouva nabyvd Ucinnosti k datu
ucinnosti a plati az do ukonceni klinického
hodnoceni, pisemné ozndmeného CRO.
Smluvni strany odhaduji, Ze studie skon¢i [}

e
I rokud

nebude tato smlouva ukonéena predcasné,
na zakladé v ni uvedenych ustanoveni.
Smluvni strany berou na védomi a souhlasi s
tim, Ze doba platnosti smlouvy muizZe byt po
vzdjemné dohodé zménéna. Do studie by
dle planu mélo byt zafazeno nejméné i
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2.2 This Agreement may be terminated by any | 2.2 Tato smlouva mulZe byt kteroukoli smluvni
party at any time in the exercise of its sole stranou kdykoli a na zakladé jejiho vlastniho
discretion upon fifteen (15) calendar days’ rozhodnuti vypovézena, a to s patnactidenni
prior written notice to the other parties. (15) vypovédni Ihatou. Vypovéd musi byt
Reasons for termination of this Agreement pisesmné zasldna  ostatnim  smluvnim
may include, but are not limited to: strandm. Smlouvu lze vypovédét, mimo jiné,

(i) breach of contract, including z nasledujicich ddvoda:
failure to comply with the Protocol (i) poruseni smlouvy, véetné
and applicable laws and nedodrzeni Protokolu a platnych
regulations; zakon( a nafizeni
(ii) receipt of safety information that (i)  obdrzeni bezpecnostni informace,
makes it prudent to do so; or na zakladé které je zdhodno tak
(iii) if no subjects have been recruited ucinit nebo
at the Study Site within three (3) (iii) pokud u Poskytovatele klinického
months following the Clinical hodnoceni nebyly zafazeny Zadné
Study initiation at the site. Subjekty hodnoceni béhem tfi (3)
mésici po zahdjeni Klinického
Notwithstanding the above, CRO or Janssen hodnoceni v Centru Klinického
may immediately terminate the Clinical hodnoceni.
Study if such immediate termination is Bez ohledu na vySe uvedend ustanoveni
necessary based upon considerations of muizZe Smluvni vyzkumna organizace ihned
patient safety or upon receipt of data ukondit Studii na zakladé svého vyhradniho
suggesting lack of sufficient efficacy. Upon Usudku, je-li toto okamzité ukonceni
receipt of notice of termination, Institution nezbytné na zakladé uvaieni bezpelnosti
and Principal Investigator agree to promptly pacientd ¢i na zakladé obdrieni adajd
terminate conduct of the Clinical Study to naznacujicich  nedostateCnou  Uc¢innost.
the extent medically permissible for any Poskytovatel a Hlavni zkousejici souhlasi, Ze
individual who participates in the Clinical po obdrZeni upozornéni ohledné ukonceni
Study (“Study Subject”). In the event of okamiZité ukondi provadéni Klinického
termination hereunder, other than as a hodnoceni v rozsahu lékarsky pripustném
result of a material breach by Institution and pro jakoukoli osobu ucastnici se Klinického
Principal Investigator, the total sums hodnoceni (dale jen , Subjekt hodnoceni”). V
payable by CRO pursuant to this Agreement pfipadé ukonceni v souladu s touto
shall be equitably prorated for actual work Smlouvou jinak nez v dasledku zavainého
performed to the date of termination, with poruseni ze strany Poskytovatele nebo
any unexpended funds previously paid by Hlavniho zkousejiciho budou celkové ¢astky
CRO to Institution and Principal Investigator, splatné Smluvni vyzkumnou organizaci
as applicable, being refunded to CRO. jménem Zadavatele podle této Smlouvy
spravedlivé pomérné rozdéleny za
skute¢nou praci provedenou k datu
ukonéeni, pricemz jakékoli nevycerpané
finanéni  prostfedky predtim vyplacené
Smluvni vyzkumnou organizaci jménem
Zadavatele Poskytovateli budou vraceny
Smluvni vyzkumné organizaci zastupujici
Zadavatele.
2.3 Upon the earlier of the termination of the | 2.3 V pfipadé pred¢asného ukonceni klinického
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Clinical Study and termination of this
Agreement, (a) Principal Investigator shall
immediately deliver to CRO and Janssen all
data generated as a result of the Clinical
Study, all clinical specimens collected(if
applicable), 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, and (b) 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 Investigator 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.

hodnoceni a vypovédi této smlouvy: (a) je
hlavni zkousejici povinen neprodlené predat
CRO a spolecnosti Janssen vsechna data
vytvofend v  souvislosti s  klinickym
hodnocenim, veskeré odebrané vzorky
pokud je aplikovatelné veskeré dokumenty
a data poskytnuté CRO, spolecnosti Janssen
a jejich opradvnénymi zastupci a sesterskymi
spole¢nostmi a veskeré dlvérné informace
spole€nosti Janssen ve smyslu definovaném
v Clanku 7.2 nize; a (b) hlavni zkousejici je
povinen naklddat s veskerymi materidly a
vybavenim poskytnutym firmou Janssen,
CRO, jejich opravnénymi zastupci i
sesterskymi spoleCnostmi v souladu s
ustanovenim pftilohy B, a pokud ustanoveni
pfilohy B vyZaduji vraceni téchto material(
a/nebo vybaveni, je hlavni zkousejici
povinen je vratit CRO nebo jejim zastupcim,
na zakladé pokyn( CRO. Toto ustanoveni se
nevztahuje na dokumenty, které hlavni
zkousejici musi mit k dispozici a uloZeny v
misté provadéni klinického hodnoceni, v
souladu s ustanovenim protokolu a na

zakladé pozadavk( platnych zakon( a
predpisa.

2.4 Upon termination, if the Clinical Study is a | 2.4 V pfipadé vypovédi smlouvy, pokud se jednd
multi-center study, if possible, upon CRO’s o multicentrické studie a pokud je to moiné,
or Janssen’s request, Principal Investigator zavazuje se hlavni zkousejici, na Zadost CRO
shall refer the Study Subjects to other study nebo spolec¢nosti Janssen, odkazat subjekty
sites designated by Janssen. hodnoceni do ostatnich center, kde studie

probiha, kterd urci spolecnost Janssen.

3. Ethics Committee (EC) - Informed Consent - | 3. Eticka komise (EK) — Informovany souhlas —

Authorizations Povoleni

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 Study recruitment
procedures (e.g. announcements, financial
compensation if any) and any other relevant
documents in connection with the Clinical
Study, from the appropriate EC prior to
commencement of the Clinical Study. The
Clinical Study shall be conducted after

3.1 V souladu s ustanovenim platnych zdkonu a

predpisy, které se vztahuji na Poskytovatele,
kde studie probihd, je CRO odpovédna za
zajisténi schvaleni protokolu, jeho dodatkd,
formulare informovaného souhlasu,
postupl tykajici se naboru pacientll do
klinického hodnoceni (napf. zplsob inzerce,
pfipadné financni odmény, apod.) a ostatni
dokumentaci  souvisejici s klinickym
hodnocenim opravnénou etickou komisi, a
to jesté pred zapocetim klinického
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submission of notification to the State
Institute for Drug Control, and approval by
the local ethics committee Fakultni
nemocnice Hradec Kralové..

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.

hodnoceni. Studie bude zahdjena aZi po
splnéni informacni povinnosti vici Statnimu
Ustavu pro kontrolu lé¢iv (SUKL) a po
schvaleni klinického hodnoceni ze strany

mistni etické komise Fakultni nemocnice
Hradec Kralové.
Protokol a jeho dodatky, formuldr

informovaného souhlasu a jakadkoli reklama
nesmi byt upravovdny ¢ ménény bez
predchoziho pisemného souhlasu CRO a
etické komise.

3.2

Institution and Principal Investigator shall
also be responsible for adequately informing
the Study Subject and for obtaining an
informed consent form signed by or on
behalf of each Study Subject, which
informed consent form shall be approved by
CRO and the EC, prior to the Study 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 Study data,
including original subject records, in all
monitoring and auditing activities required
to ensure quality assurance and compliance
with the Protocol as well as all legal and
regulatory requirements. The informed
consent form shall also include the right for
Janssen and its affiliates to conduct
additional reviews of the data to develop a
better understanding of disease or to
improve the efficiency of future clinical
studies in accordance with the applicable
laws and regulations. as well as law
101/2000 Col. Data Protection

3.2

Poskytovatel a hlavni zkousejici nesou déle
odpovédnost za poskytovdni dostateénych
informaci  subjektm hodnoceni a za
zajisténi podpisu informovaného souhlasu
kazdym jednotlivym subjektem hodnoceni
nebo jeho  oprdvnénym  zdstupcem.
Formuldr informovaného souhlasu musi byt
pred zarazenim subjektu hodnoceni do
klinického hodnoceni predem schvdlen CRO
a etickou komisi. Ve formulafi
informovaného souhlasu musi byt uvedeno
pravo smluvni vyzkumné organizace (CRO),
spole¢nosti  Janssen, jejich zastupcl a
opravnénych statnich aradd, nahlizet do dat
z klinického hodnoceni, véetné plvodnich
zaznamu pacientu béhem vSech
monitorovacich ¢innosti a auditl
provadénych za ucelem zajisténi kvality a
zajisténi dodrZovani ustanoveni protokolu a
také vsech platnych zdkon( a predpist.
Informovany souhlas musi také spole¢nosti
Janssen a jejim sesterskym spole¢nostem
poskytovat prdvo provadét dalsi dodatecné
kontroly dat za ucelem lepsiho porozumeéni
onemocnéni nebo za ucelem zkvalitnéni
budoucich klinickych hodnoceni v souladu
s platnymi zdkony a predpisy stejné jako se
zakonem  ¢. 101/2000 Sb., O ochrané
osobnich udaja

3.3.

Where required in accordance with the laws
and regulations applicable to this Study,
Janssen shall be responsible for the
fulfillment of all other authorization
formalities related to the conduct of the
Clinical Study (such as submitting a clinical
study application), and if required, for

3.3. Pokud je tak predepsano platnymi zakony a

predpisy, které se na tuto studii vztahuji, je
spole€nost Janssen odpovédnd za vyfizeni a
splnéni vsech formalit a povoleni tykajicich
se provadéni tohoto klinického hodnoceni
(véetné napriklad podani Zadosti o povoleni
klinického hodnoceni) a - v pfipadé potreby -
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obtaining the written authorization from the
competent health authorities prior to
commencement of the Clinical Study.

také ziskdni pisemného souhlasu od
opravnénych organt statniho dozoru ve
zdravotnictvi, a to pred zahdjenim klinického
hodnoceni.

4. Reporting of Data and Adverse Events 4. Pfredavani dat ze studie a oznamovani
nezadoucich reakci
4.1 Institution and Principal Investigator agree | 4.1 Poskytovatel a hlavni zkousejici se zavazuiji
to provide CRO and Janssen periodically and pravidelné a véas preddvat CRO a
in a timely manner with all Clinical Study spole¢nosti  Janssen  vesSkeré vysledky
results and other data called for in the klinického hodnoceni a ostatni data uvedend
Protocol on properly completed (written or v protokolu, a to na fadné wvyplnénych
electronic) case report forms. zaznamech pacienta (CRF), v pisemném (i
elektronickém formatu.
4.2 Electronic Data Capture ("EDC"): | 4.2 Elektronické porfizovani dat ("EDC"):

Institution/Principal Investigator will submit

Clinical Study data using the electronic
system provided by CRO.
Institution/Principal Investigator shall

prevent unauthorized access to the data by
maintaining physical security of the
computers and ensuring that investigational
staff maintains the confidentiality of their
passwords. Institution/ Principal Investigator
shall also comply with CRO’s instructions for
data entry into the system, which includes
that investigational staff using the system
understands that their electronic signatures
are the legally binding equivalent of
handwritten signatures, and they attest to
the accuracy and completeness of the data
entered.

Institution/Principal Investigator agree to
collect all Clinical Study 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

Poskytovatel /hlavni zkousejici budou data z
klinického hodnoceni predavat
prostfednictvim elektronického systému,
ktery poskytne CRO. Poskytovatel /hlavni
zkousejici jsou povinni zabranit
neopravnénému pristupu k tdajlim fyzickym
zabezpecenim pocitach a zajisténim toho,
aby pracovnici podilejici se na provadéni

klinického hodnoceni  nesdélovali  své
pfistupové Udaje tretim  subjektim.
Poskytovatel /hlavni zkousejici se dale

zavazuji dodrZzovat pokyny CRO tykajici se
zadavani dat do systému. S tim souvisi také
to, Ze pracovnici podilejici se na provadéni
klinického hodnoceni musi byt seznameni se
skutecnosti, Ze elektronicky podpis je pravné
zavaznou formou rukou psaného podpisu a
Ze timto podpisem potvrzuji spravnost a
Uplnost zaddvanych dat.

Poskytovatel /hlavni zkousejici se shromazdit
veSkerd data z klinického hodnoceni v
plvodni zdrojové formé (elektronické nebo
fyzické - papirové), a to pred jejich
prepsanim do elektronickych zaznami
pacientl (“eCRF”). Formulare eCRF musi byt
vyplnény do péti (5) pracovnich dnl po
provedeni vysetfeni predepsanych na dané
navstéve, respektive do péti (5) pracovnich
dnll poté co budou k dispozici vysledky
jednotlivych  vysetfeni, pokud neni v
protokolu stanoveno jinak. Poskytovatel
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receipt, unless otherwise specified in the
Protocol.

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 Study.

V pfipadé, Ze

/hlavni zkousejici se dale zavazuji fadné
odpovidat na obdriené dotazy, a to do péti
(5) pracovnich dnt od jejich obdrzeni, pokud
neni v protokolu stanoveno jinak.

hlavni  zkousejici/poskytovatel
nezadaji data do formulafd eCRF nebo
neodpovi na dotazy ve shora uvedené |h{té,
muzZe spole¢nost Janssen, na zakladé svého
vlastniho  uvaZeni, okamiité uplatnit
napravnd opatreni. Mezi tato ndpravna
opatfeni, mimo jiné, patfi docasné
pozastaveni skriningu/ndboru, provedeni
dalSich monitorovacich navstév, moznost
provedeni auditu v centru, kde studie
probihd a moZnost ukoncit Ucast centra na
klinickém hodnoceni.

4.4 Timely, accurate and complete data |4.4 VcEasné, spravné a uUplné dodani udajd a
submission and query responses are odpovédi na dotazy jsou nutné pro zajisténi
necessary to ensure payment in accordance platby v souladu s Platebnim
with the Payment Schedule, Annex B of this harmonogramem, Pfilohou A této smlouvy.
Agreement.

5. Monitoring of Clinical Study - Audit - | 5. Monitorovani Klinického hodnoceni - Audit

Inspections - Kontroly

5.1 Monitoring - Audit 5.1 Monitorovani - Audit

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

(i) the facilities where the Clinical
Study is being conducted,

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

(iii) any other relevant information
necessary to confirm that the
Clinical Study is being conducted
in conformance with the Protocol
and in compliance with applicable
legal and regulatory requirements,

Poskytovatel a Hlavni zkousejici souhlasi, Ze
po dobu ucinnosti této Smlouvy i po jejim
skonéeni povoli zastupcim zadavatele,
smluvni  vyzkumné organizace anebo
pfislusnych zdravotnickych organl (véetnég,
bude-li zapotfebi, Amerického uradu pro
potraviny a léky - FDA) prohlédnout v
jakoukoli pfimérfenou dobu v béZzné pracovni
dobé
(i) zatizeni, kde je Studie provadéno,
(i)  nezpracované udaje z Klinického
hodnoceni, véetné plvodnich
zaznamU  Subjektd  hodnoceni,
pokud to umoini podminky
informovaného souhlasu a platné
zakony, a
(iii)  jakékoli dalsi relevantni informace
potfebné k potvrzeni toho, Ze
Studie je provddéno ve shodé s
Protokolem a v souladu s platnymi
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including privacy and security laws
and regulations.

pravnimi a regula¢nimi poZadavky,
véetné pravnich predpisd na
ochranu soukromi.

5.2 Principal Investigator or its authorized
representative shall store and print, sign and
date all original sources of Data (i.e. medical
documentation) in accordance  with

applicable legislation.

5.2 Hlavni zkousSejici nebo jeho opravnény
zastupce se zavazuji uchovdvat, wvytisknout,
podepisovat a uvadét datum na veskeré
plvodni zdrojové dokumentaci, ze které data
vychazi (tedy zdravotnické dokumentaci), a to
v souladu s ustanovenim platnych zakonu.

5.3 Inspections 5.3  Kontroly
Institution and Principal Investigator shall Poskytovatel a Hlavni zkousejici ihned
immediately notify CRO if a competent upozorni Zadavatele a Smluvni vyzkumnou
health authority schedules or, without organizaci v pripadé, Ze odpovédny
scheduling, begins an inspection and shall zdravotnicky Urad napldnuje kontrolu nebo
promptly, upon issuance, provide CRO a takovou kontrolu provede bez ohldseni. Dale
copy of any health authority’s Smluvni vyzkumné organizaci poskytne
correspondence resulting from any such ihned po wvyddni kopii korespondence
inspection. jakéhokoli zdravotnického uUradu vyplyvajici

z dané kontroly.
5.4 Institution and Principal Investigator agree to | 5.4. Poskytovatel a hlavni zkousejici se zavazuji

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

pfijmout veskerd primérena opatreni
pozadovand CRO za ucelem odstranéni
nedostatkl zjisténych béhem kontroly nebo
auditu. Navic maji CRO, Janssen a jimi ur¢eni
zastupci pravo provadét kontrolu a
schvalovani veskeré korespondence s
organy statniho dozoru ve zdravotnictvi,
kterd se tykd nebo souvisi s kontrolou
provddénou pfislusnych orgdnem statniho
dozoru, a to jesté predtim nez poskytovatel
nebo hlavni zkousejici takovou
korespondenci odeSlou a pokud to neni
zakazdno platnymi zakony, predpisy nebo
dotyénym organem statniho dozoru ve
zdravotnictvi, maji CRO, spolec¢nost Janssen
a jimi uréeni zastupci téZz prdvo mit pfi
provadéni jakékoli kontroly pFitomného
svého zéastupce.

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

5.5 Ustanoveni clankd 5.1, 5.2 a 5.3 maji
pretrvavajici platnost a plati i po radném ¢i
pred¢asném ukonceni platnosti této smlouvy.

6. Compliance with Applicable Laws

6. Dodrzovani platnych zakont
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6.1 The parties agree to conduct the Clinical | 6.1 Smluvni strany se zavazuji po celou dobu
Study and maintain records and data during platnosti této smlouvy (i po ukonceni jeji
and after the term of this Agreement in platnosti), provadét studii a  vést
compliance with all applicable legal and dokumentaci a data v souladu s
regulatory requirements, as well as with ustanovenim vSech platnych zakonl(l a
generally accepted conventions such as the predpisi a téZz v souladu s obecné
Declaration of Helsinki and the ICH GCP uzndvanymi konvencemi, jako jsou napfiklad
guidelines. Helsinskd deklarace a pokyny pro spravnou

klinickou praxi ICH-GCP.

6.2 No party shall perform any actions that are | 6.2 Zadna ze smluvnich stran nesmi provadét
prohibited by local and other zadné skutky, které by odporovaly mistnim
anti-corruption laws (collectively ¢i jinym protikorupénim zakonim (dale jen
“Anti-Corruption Laws”) that may be "protikorupcni zakony"), které se mohou na
applicable to one or more parties to the jednu nebo vice smluvnich stran této
Agreement. Without limiting the foregoing, smlouvy vztahovat. Aniz by tim byla
no party shall make any payments, or offer dotcéena platnost  shora uvedenych
or transfer anything of value, to any ustanoveni, nesmi Zadna ze smluvnich stran
government  official or government provést Zddnou platbu ani nabidnout i
employee, to any political party official or poskytnout Zadnému statnimu drednikovi,
candidate for political office or to any other zaméstnanci statnich uradd, predstaviteli
third party in a manner that would violate politické strany, kandidatovi na politickou
Anti-Corruption Laws. funkci ¢i Zadné treti strané jakoukoli

hodnotnou véc, pokud je to v rozporu s
protikorupénimi zadkony.

6.3 The parties agree that the collection, | 6.3 Smluvni strany této smlouvy berou na

processing and disclosure of personal data
and medical information related to Study

Subjects is subject to compliance with
applicable personal data protection and
security laws and regulations. When

collecting and processing personal data, the
parties agree to take appropriate measures
to safeguard these data,in accordance with
applicable laws and regulations, including
but not limited to, law 201/200 Coll Data
Protection to maintain the confidentiality of
Study Subject related health and medical
information, to properly inform the
concerned Study Subjects about the
collection and processing of their personal
data, to grant Study 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

védomi a souhlasi s tim, Ze ziskavani,
zpracovani a sdélovani osobnich Udaju a
zdravotnickych informaci tykajicich se
pacientt Ucastnicich se klinického
hodnoceni, musi byt provddéno v souladu s
platnymi zdkony a predpisy o ochrané
osobnich Udaji a jejich zabezpeceni, tedy
vsouladu s platnymi zakony a predpisy
vcetné, ale nikoliv vyluéné se zdkonem ¢.
101/2000 Sb. O ochrané osobnich Gdajd. P¥i
shromazdovani a zpracovani osobnich udaju,
se smluvni strany zavazuji ptijmout vhodna
opatfeni pro zabezpeceni téchto udaju a
zachovani dlvérnosti informaci o zdravotnim
stavu pacientd Ucastnicich se klinického
hodnoceni. Smluvni strany se soucasné
zavazuji fadné informovat pacienty o tom,
Ze jejich osobni Udaje jsou shromaZzdovany a
zpracovavany a umoznit jim pristup ke svym
osobnim Udajim. Soucasné se zavazuji
pfijmout opatieni pro zabranéni
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vitae) may be transferred to Janssen’s
affiliates dedicated to clinical research with
the purposes of drug monitoring,
implementation, documentation and control
of clinical Studies, 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.

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,

pristupu neoprdvnénych osob k témto
informacim.  Osobni  ddaje  hlavniho
zkousejictho a osob podilejicich se na
provadéni klinického hodnoceni (véetné
jména, adresy poskytovatele nebo kliniky,
telefonniho ¢isla a Zivotopisu) mohou byt
predavany sesterskym spolec¢nostem firmy
Janssen, které se zabyvaji  klinickym
vyzkumem, a to za ucelem monitorovani
|éCiva, pripravy, dokumentovdni a spravy
klinickych hodnoceni a také jejich pobockam
a zastoupenim po celém svété, za ucelem
pripadného kontaktovani hlavniho
zkousejiciho ¢&i osob podilejicich se na
provadéni klinického hodnoceni v pfipadé
budoucich klinickych hodnoceni ¢i vyzkuma
do kterych by se tito mohli zapojit. Smluvni
strany také souhlasi s tim, Ze spolec¢nost
Janssen a jeji sesterské spole¢nosti mohou
pouZit osobni Udaje poskytnuté hlavnim
zkousejicim a/nebo poskytovatelem pro
spravu internich klinickych hodnoceni a pro
zajisténi toho, aby jejich kontaktni informace
byly spolehlivé a sprdvné vloZzeny do
ostatnich systémuU pouzivanych spole¢nosti
Janssen a jejimi sesterskymi spole¢nostmi, v
souladu s ustanovenim tohoto ¢lanku 6.3.

CRO mUzZe osobni Udaje predavat spole¢nosti
Janssen, jejim sesterskym spole¢nostem a
jejich zastupcim po celém svété. Stejné tak
mohou byt osobni Udaje poskytnuty do zemi
mimo Evropské hospodarské spolecenstvi,
jako napriklad USA, u kterych Evropska Unie
zjistila, Ze zde chybi pfislusné zakony
zajistujici dostate¢nou ochranu osobnich
Udajli. Bez ohledu na shora uvedené se CRO,
spole€nost  Janssen, jejich  sesterské
spole€nosti a zastupci zavazuji pfijmout
vhodna opatfeni k zajisténi ochrany téchto
osobnich udajl tak, jak to vyZaduji predpisy
Evropského hospodaiského spolecenstvi
(EHS). Osobni udaje mohou byt zverejnény
také na zakladé pozZadavk( jednotlivych
organu statniho dozoru ¢i platnych zakon(.

Poskytovatel a hlavni zkousejici se zavazuji
informovat své zaméstnance a pracovniky
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Institution and Principal Investigator agree
to inform their investigational staff that their
personal data will be collected as stated in
this Section 6.3.

podilejici se na provadéni klinického
hodnoceni, Ze jejich osobni udaje budou
shromazdovany v souladu s ustanovenim
tohoto ¢lanku 6.3.

6.4 Inthe event that any part of this Agreement | 6.4 V ptipadé, Ze bude zjisténo, Ze nékterd z
is determined to violate applicable laws and Casti této smlouvy porusuje ustanoveni
regulations the parties agree to negotiate in platnych zakonl a predpist, zavazuji se
good faith revisions to the provision or smluvni strany v dobré vife projednat zménu
provisions that are in violation. In the event prislusnych ustanoveni. V pfipadé, Ze se
the parties are unable to agree to new or smluvni strany nedokdZou dohodnout na
modified terms as required to bring the novém ustanoveni nebo na zméné
entire Agreement into compliance, any stdvajicich ustanoveni tak, aby byla celd
party may terminate this Agreement on sixty smlouva uvedena do souladu s platnymi
(60) calendar days’ prior written notice to zakony a predpisy, md kterdkoli ze
the other parties. smluvnich stran prdvo tuto smlouvu

pisemné vypovédét, zasldnim vypovédi
druhé smluvni strané s vypovédni Ihdtou
Sedesati (60) kalendafnich dnu.

7. Ownership of Data - Confidentiality - | 7. Vlastnictvi dat - Ml¢enlivost — Registrace -

Registry - Publication

Publikovani

7.1

Ownership of Data

All case report forms and other data,
including  without limitation, written,
printed, graphic, video and audio material,
and information contained in any computer
data base or computer readable form,
generated by the Institution and/or Principal
Investigator or other personnel involved
with the Clinical Study in the course of
conducting the Clinical Study (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

7.1

Vlastnictvi dat

Veskeré zaznamy pacienta (CRF) a ostatni
data, véetné, mimo jiné, veskeré pisemné,
tisténé ¢&i grafické materidly, videa i
zvukové zaznamy a vesSkeré informace
obsazené v jakékoli pocitacové databazi
nebo v jakémkoli formatu, ktery lze precist s

pomoci pocitate, vytvorené ¢i ziskané
poskytovatelem a/nebo hlavnim
zkousejicim Ci ostatnimi osobami
podilejicimi se na provadéni klinického
hodnoceni béhem provadéni klinického
hodnoceni (dadle jen "data") jsou

vlastnictvim spole¢nosti Janssen. Vzhledem
k tomu, Ze veskera takovd data pofrizena
zdravotnickym zatizenim a/nebo hlavnim
zkousejicim napliuji definici databdze ve
smyslu  ustanoveni paragrafu 88 a
nasledujicich zakona ¢islo 121/2000 Sb. o
pravu autorském, o pravech souvisejicich s
pravem autorskym a o zméné nékterych
zakonU (dale jen "autorsky zakon") zavazuji
se poskytovatel a/nebo hlavni zkousejici
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guantitatively majority thereof in
accordance with Section 90(1) of the
Copyright Act. Janssen may use the Data as
it sees fit, although only in accordance with
regulations for protection of personal data
and other applicable legal regulations and
the terms and conditions of this Agreement.
Any copyrightable work created in
connection with the performance of the
Clinical Study and contained in the Data
(except any publication by the Principal
Investigator as provided for in Section 7.4)
shall be considered a “work made for hire”
to the fullest extent permitted by law, and
owned by Janssen or its designee. The
Institution and/or Principal Investigator may
not use the Data for any commercial
purposes, including the filing of a patent
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.

poskytnout spole¢nosti Janssen prdvo na
vytéZovani nebo na zuZitkovdni celého
obsahu databaze nebo jeji kvalitativné nebo
kvantitativné podstatné casti, v souladu s
ustanovenim paragrafu 90 odstavce (1)
autorského zakona. Spolecnost Janssen
mUlZe data pouZivat podle svého vlastniho
uvazeni, avSak wvyluéné v souladu s
ustanovenim platnych zakon( a predpist o
ochrané osobnich Gdaji, v souladu s
ostatnimi platnymi zdkony a v souladu s
ustanovenim  této  smlouvy. Jakékoli
autorské dilo vytvofené v souvislosti s
provadénim klinického hodnoceni, které je
soucasti dat (s vyjimkou publika¢ni ¢innosti
hlavniho zkousejiciho dle ustanoveni ¢lanku
7.4 této smlouvy) bude povazovano za dilo
vytvofené "na zakazku", a to v maximalnim
zakonem povoleném rozsahu a takové
autorské dilo bude vyhradnim vlastnictvim
spole¢nosti Janssen nebo jejich opravnénych
zastupcld.  Poskytovatel a/nebo hlavni
zkousejici nesmi pouzivat data pro Zadné
komeréni Ucely, véetné podani Zddosti o
udéleni patentu ani data predkladat jako
dikazni informace v probihajicich i
budoucich Zaddostech o udéleni patentu, a to
ani ve svUj vlastni prospéch ani ve prospéch
jakékoli jiné osoby. Stejné tak nesmi hlavni
zkousejici data pouZivat v rdmci podpory
vyzkumu ¢&i spoluprdce s jakoukoli jinou
osobou. Ustanoveni tohoto odstavce plati i
po ukonceni nebo vyprseni platnosti této
smlouvy.

7.2

Confidentiality

All information, including, but not limited to,
information relating to the Protocol, the
operations of Janssen and its affiliate, such
as patent applications, formulas,
manufacturing processes, basic scientific
data, prior clinical research data and
formulation information, supplied by
Janssen or CRO to Institution or Principal
Investigator or other personnel involved
with the Clinical Study and not previously
published (the “Janssen Confidential
Information”), as well as Data, are

7.2

Micenlivost

Veskeré informace, véetné, mimo jiné, vsech
informaci tykajicich se protokolu, podnikani
spole€nosti Janssen nebo jejich sesterskych
spole¢nosti, jako jsou napfiklad Zadosti o
udéleni patentl, registrace vzorcl, vyrobni
postupy, zdkladni védeckd data, data z
predbézného klinického vyzkumu, informace
o sloZeni pripravkd a dalsi, které spole¢nost
Janssen nebo CRO poskytovateli, hlavnimu
zkousejicimu nebo osobam podilejicim se na
provadéni klinického hodnoceni poskytnou a
které nebyly dosud zverejnény (dale jen
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considered confidential and shall remain the
sole property of Janssen Both during and
after the term of this Agreement, Institution
or Principal Investigator will use diligent
efforts to maintain in confidence and use
only for the purposes contemplated in this
Agreement:

(i) the Janssen Confidential
Information,

(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

(iii) the Data.

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

a) which has been published through no fault

of Institution or Principal Investigator,
b) which Janssen agrees in writing,
may be used or disclosed, or
c) which is published in accordance
with the Publication Section
(Section 7.4) of this Agreement.

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

"davérné informace spolec¢nosti Janssen'),
stejné jako veskera data, jsou povaZzovdany za
divérné informace a zUstavaji vylu¢nym
vlastnictvim spolecnosti Janssen. Po celou
dobu platnosti této smlouvy i po jejim
ukoncéeni se poskytovatel a hlavni zkousejici
zavazuji zachovdvat mliéenlivost ve vztahu k
témto dlvérnym informacim a vyuZivat tyto
informace pouze pro ucely uvedené v této
smlouvé:

(iv) davérné informace firmy Janssen,

(v) informace, které by primérny
Clovék povaZzoval za dlvérné a
informace, které jsou vlastnictvim
firmy Janssen a jejich sesterskych
spole€nosti a které jsou
spole€nosti Janssen nebo jejim
jménem  poskytovateli a/nebo
hlavnimu zkousejicimu sdéleny; a

(vi) data.

Shora uvedené povinnosti se nevztahuji na
divérné informace firmy Janssen, data a
informace, které, v souladu s ustanovenim
tohoto ¢lanku 7.2(ii):

a) byly zverejnény bez zavinéni poskytovatele
¢i hlavniho zkousejiciho;

b) informace, u kterych spolecnost
Janssen pisemné povolila jejich
pouZzivani nebo poskytovani tfetim
stranam; a

c) informace, které byly zverejnény v
souladu s ustanovenim ¢lanku 7.4
(Publikovani) této smlouvy.

Ustanoveni tohoto odstavce plati i po
ukonéeni nebo vyprseni platnosti této
smlouvy.

7.3.

Registry

Prior to the initiation of enrollment, Janssen
will have the right to publicly register
protocol summaries and site contact details
that meet at least one of the following
criteria: (i) required to be registered by

7.3.

Registrace
Pfed zahdjenim ndboru pacientl ma
spole€nost Janssen pravo zapsat do verejné
pfistupnych systému zakladni informace o
protokolu klinického hodnoceni, vcetné
uvedeni kontaktnich informaci, pokud splfuji

230138 BAC0003 CZE F97€Z10016 CTA NIS C_Bilingual [l 20170712 1,0 Page 17 of 33




Janssen or one of its affiliates pursuant to
and in accordance with applicable laws and
regulations; (ii) required by the ICMIJE for
studies intended to be published in the
international peer-reviewed literature
(http://www.icmje.org); or (iii) from
company sponsored Studies or studies that
are adequately-designed and
well-controlled, whether or not required by
(i) or (ii) above.

In accordance with the legislation of the
Czech  Republic, the Clinical Study
description shall be published on the
internet site of State Institute for Drug
Control at www.sukl.cz and will also be
available on the website
https://www.clinicaltrialregister.eu/index.ht
ml and www.Clinical Trials.gov as required
by legislation of the EU and USA. In addition
equivalent official websites and websites of
Janssen and its affiliates may be used for
registration purposes.

Any person accessing a clinical study listing
for a clinical Study on www.clinicaltrials.gov
may elect to complete an online
eligibility-screening questionnaire. For Study
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 Study Subject's
contact information. Principal Investigator
agrees to follow-up on the report and to
document such follow-up in source records.

alespon jedno z nize uvedenych kritérii: (i)
jednd se o informace, které je spolec¢nost
Janssen nebo nékterd z jejich sesterskych
spole€nosti na zakladé ustanoveni platnych
zakonl a predpist povinna uvést; (ii) jednd
se o informace, které organizace ICMJE
vyZaduje zverejnit pro Uucely hodnoceni
védecké prace (peer-review)
(http://www.icmje.org); nebo (iii) jedna se o
informace z fadné vedenych kontrolovanych
klinickych hodnoceni, jejichZ zadavatelem je
spole€nost Janssen, bez ohledu na to, zda
tyto informace spadaji do kategorii (i) Ci (ii)
vyse.

V souladu s pravnim fadem Ceské republiky
musi byt popis klinického hodnoceni
zvefejnén na internetovych strankach
Statniho Ustavu pro kontrolu lé¢iv (SUKL) -
www.sukl.cz a soufasné budou tyto
informace k dispozici na webovych strankach
https://www.clinicaltrialregister.eu/index.ht
ml a www.Clinical Trials.gov, tak jak je
vyzadovano pravnim rddem EU. Navic,
mohou byt pro Ucely registrace vyuzivany
dalsi podobné oficidlni webové stranky nebo
webové stranky spolecnosti Janssen ¢i jejich
sesterskych spole¢nosti.

Kazdd osoba, kterd navstivi odkaz na studii
na webovych strankdch
www.clinicaltrials.gov se mlzZe rozhodnout,
zda vyplni online dotaznik pro posouzeni jeji

zpUsobilosti  k zarazeni do klinického
hodnoceni. U pacient, ktefi projdou
skriningem  jako  potencidlné  vhodné
subjekty pro zafazeni do klinického
hodnoceni v zemépisné oblasti kde
poskytovatel /hlavni zkouSejici pUsobi,

obdrzi hlavni zkousejici zpravu s vyplnénymi
informacemi o skriningu a kontaktni
informace na daného pacienta. Hlavni
zkousejici se zavazuje archivovat tyto zpravy
a uchovavat veskerou komunikaci, kterad s
nimi souvisi spolu s ostatni dokumentaci ke
klinickému hodnoceni.

7.5.

Publication
Janssen or its designee shall have the first

7.4.

Publikovani
Spolec€nost Janssen nebo ji uréeny zastupce
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right to publish and/or present in public the
Data of the Clinical Study, whether this is by
means of an oral presentation at a congress
or by publication without approval from the
Institution or  Principal Investigator.
Moreover, if publication of the Clinical Study
to the peer reviewed literature has not
occurred within twelve (12) months of
Clinical Study completion, Janssen or its
designee may post the results of the Clinical
Study to a clinical study results web site in
the form of a Clinical Study Report Synopsis
in ICH-E-3 format, if applicable.

As this Clinical Study is part of a multicenter
Clinical Study, the Institution and Principal
Investigator shall not publish data derived
from the individual Study Site until the
earlier of (a) combined results from the
completed Clinical Study have been
published in a joint, multicenter publication;
(b) Janssen informs Institution in writing of
its intent to not publish such multicenter
publication or (c) eighteen (18) months after
conclusion, abandonment or termination of
the Clinical Study at all sites. After this time,
Institution and Principal Investigator shall
have the right to publish the results of the
Clinical Study and any background
information that is necessary to include in
any publication of Clinical Study results or
necessary for other scholars to verify such
Clinical Study results. The Institution and
Principal Investigator will include a
statement that creation of the Data was
supported in part by Janssen or its designee.

If Institution and/or Principal Investigator
wishes to publish our publically present
information from the Clinical Study, a copy
of the draft publication or presentation

maji prdvo - bez souhlasu poskytovatele a
hlavniho zkousejiciho - jako prvni publikovat
a/nebo  zvefejnit data z  klinického
hodnoceni, a to jak formou Ustni prezentace
na kongresu tak formou pisemného
zvefejnéni. Navic, pokud nedojde ke
zverejnéni klinického hodnoceni v rdmci
recenzentského systému (peer review) do
dvanacti  (12) meésici od dokonceni
klinického  hodnoceni, méa spole¢nost
Janssen nebo ji uréeny zdastupce pravo
zverejnit  vysledky klinického hodnoceni
na webovych strankach klinického
hodnoceni jako souhrnnou zpravu (synopsi)
o klinickém hodnoceni, ve formatu ICH-E-3.

Protoze je toto studie soucasti
multicentrického  klinického  hodnoceni,
nesmi poskytovatel ani hlavni zkousejici
publikovat Zaddna data z jednotlivych center
kde studie probihala: (a) dfive neZ budou
zverejnény kompletni vysledky klinického
hodnoceni v ramci spole¢né multicentrické
publikace; (b) dokud poskytovatel neobdrzi
od spolec¢nosti Janssen pisemnou informaci
o tom, Ze vysledky klinického hodnoceni
nebudou v ramci multicentrické publikace
zvefejnény; nebo (c) do osmnacti (18)
mésicd  po  ukonceni, preruseni i
predcasném ukonceni klinického hodnoceni
ve vSech centrech, kde toto hodnoceni
probihalo. Po uplynuti této doby maji
poskytovatel a hlavni zkousSejici prdvo
publikovat vysledky klinického hodnoceni a
véechny nezbytné nutné informace pro
publikovani vysledkd klinického hodnoceni
nebo pro ovéreni vysledkll klinického
hodnoceni odbornymi pracovniky.
Poskytovatel a hlavni zkousejici se zavazuji
uvést ve své publikaci prohlaseni o tom, Ze
data byla pofizena ze studie, jejimz
zadavatelem byla spole¢nost Janssen nebo ji
uréeny zastupce.

Pokud poskytovatel a/nebo hlavni zkousejici
maji  zdjem zvefejnit nebo verejné
prezentovat  informace z  klinického
hodnoceni, zavazuji se poskytnout kopii
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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.

zamyslené publikace nebo prezentace
predem spolecnosti Janssen, a to nejpozdéji
Sedesat (60) dni pred predpokladanym
datem vyddani nebo prezentace. Na vyzadani
se spole¢nost Janssen, poskytovatel a/nebo
hlavni zkousejici zavazuji zajistit urychlenou
kontrolu pfislusnych vytah(, prezentaci Ci
dalsich material( ke zverejnéni. Bez ohledu
na shora uvedené nesmi byt zvefejnény

Zzadné  materidly obsahujici  dOvérné
informace  spole€nosti  Janssen, bez
predchoziho pisemného souhlasu

spole€nosti Janssen. Na zdkladé pisemné
Zadosti se poskytovatel a/nebo hlavni
zkousejici  zavazuji odlozZit publikovani
informaci z klinického hodnoceni o dalsich
az Sedesat (60) dni, aby bylo moiné

pfipadné podat Zddost o patentovou
ochranu.

7.6 Institution and  Principal Investigator | 7.5 Poskytovatel a hlavni zkousejici ruci za
warrant the compliance of all | to, Ze vSichni spoluzkousejici a ostatni osoby
co-investigators and other personnel | podilejici se na provadéni klinického hodnoceni
involved with the Clinical Study with the | budou dodrZovat ustanoveni tohoto ¢lanku.
provisions of this Section. Poskytovatel provede bezplatnou archivaci 5 let

o . v souladu se zdkonem ¢. 378/2007 Sbh. Archivace
The Institution shall archive Study related . . ”
| deli nez 5 let bude splatna v souladu s pfilohou B
documents for 5 years at no cost, in| .. Y .
) i Clankem  (3). Spolecnost Janssen  oznami
accordance with the Protocol and applicable . . . .
. ) . Poskytovateli, kdy jiz nebudou archivované
laws and regulations, including but not . -
. - dokumenty naddle uchovavany.
limited to the provisions of 378/2007 Coll..
Archiving in excess of 5 years shall be | Pokud Poskytovatel neobdrii pisemné oznameni
payable in accordance with Annex B, Section | do 30 dni od uplynuti 5 leté Ihaty. Poskytovatel
(3). Janssen shall notify the Institution when | miZe znicit archivované dokumenty.
archived documents no longer need to be
retained. If written notification is not
received by Institution within 30 days of the
expiry of the 5 year term, the Institution can
proceed with the destruction of archived
documents..
8. Patents 8. Patenty

It is recognized and understood that the

Vsechny smluvni strany berou na védomi a

inventions and technologies existing as of souhlasi s tim, Ze veSkeré vynalezy a

the Effective Date of Janssen and its technologie, které byly pred datem

affiliates, Institution and Principal Ucinnosti  této smlouvy ve vlastnictvi

Investigator are their separate property spole€¢nosti Janssen, jejich sesterskych
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respectively, and are not affected by this
Agreement. All rights to any discovery or
invention, whether patentable or not,
conceived or conceived and reduced to
practice as a result of the work conducted
under this Agreement (an “Invention”) shall
belong to Janssen or its designee.
Institution and Principal Investigator shall
promptly disclose to Janssen any Invention.
Institution and Principal Investigator agree
to assign (and shall cause all Clinical Study
investigators and other personnel involved
with the Clinical Study 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  Study
investigators and other personnel involved
with the Clinical Study execute, all
documents necessary to transfer all right,
title and interest in and to any Invention to
Janssen or its designee and shall be
responsible for performing all those
activities and making all payments and
compensation for all such Inventions made
by its employees and/or professors, as
provided for under applicable law, to permit
Janssen or its designee to own and use all
such Inventions.

Institution warrants that Principal
Investigator and all others performing
services under this Agreement are

spole€nosti, poskytovatele nebo hlavniho
zkousejiciho, zUstavaji vyhradnim
vlastnictvim svych vlastnikli a nejsou
ustanovenim této smlouvy dotcéeny. Veskera
prava k objevim a vyndlezim zjisténym
(patentovatelnym i nepatentovatelnym),
vytvofenym nebo uvedenym do praxe na
zakladé poskytovani sluzeb dle této smlouvy
(dale jen "objevy"), jsou vlastnictvim
spole€¢nosti  Janssen nebo  spoleénosti
Janssen uréeného zastupce. Poskytovatel a
hlavni zkousejici se zavazuji neprodlené
informovat spole¢nost Janssen o vSech
objevech. Poskytovatel a hlavni zkousejici
se zavazuji postoupit na spole¢nost Janssen
nebo na zdastupce urcéeného spolecnosti
Janssen vyluénd vlastnickd prava ke vsem
objeviim a soucasné se zavazuji zajistit, aby
taktéZz ucinili vSichni zkousSejici a ostatni
osoby podilejici se na provadéni klinického
hodnoceni. Spole¢nost Janssen ma pravo,
nikoli vSak povinnost, poddvat Zddosti o
patent, postihovat zneuZiti patentu a
vymahat patentova prava ke vSem objevim.
Poskytovatel a hlavni zkousejici se zavazuji
podepsat (a zajistit, aby také vsichni jeho
zaméstnanci, zkouSejici a ostatni osoby
podilejici se na provadéni klinického
hodnoceni podepsali) viechny dokumenty
nezbytné k prevodu vlastnickych prav i prav
dusevniho vlastnictvi ke vSem objevim na
spole€nost Janssen nebo spoleénosti
Janssen uréeného zastupce a jsou odpovédni
za provedeni vSech téchto cinnosti, véetné
provedeni vyplaty veskerych ¢astek a odmén
za tyto objevy ucinéné jejich zaméstnanci
a/nebo profesory, v souladu s ustanovenim
platnych zdkonl tak, aby spolecnosti
Janssen nebo spolecnosti Janssen urceny
zastupce mohli ziskat vlastnickd prdva k
témto objevim a mohli vSechny tyto objevy
bez omezeni pouZivat.

Poskytovatel ruciza to, Ze hlavni zkousejici a
vSechny ostatni osoby poskytujici sluzby na
zakladé této smlouvy, jsou zaméstnanci
nebo zastupci poskytovatele a jsou povinni
na poskytovatel prevést veskeré objevy a
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employees or agents of Institution and are
obligated to assign to Institution all
inventions and discoveries made in the
course of their employment or agency,
either by written agreement or by the terms
of their employment.

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

vynalezy ucinéné béhem jejich
zaméstnaneckého poméru, a to bud na
zakladé pisemné smlouvy nebo na zdkladé
jejich zaméstnaneckého vztahu.

Ustanoveni tohoto ¢lanku plati i po ukonéeni
nebo vyprseni platnosti této smlouvy.

Agreement.

9. Compensation and Invoicing 9. Nahrada

9.1 The budget and compensation to be paid for | 9.1 Rozpocet a odmény vypldcené za provedeni
the Clinical Study is contained in Annex B. klinického hodnoceni jsou uvedeny v pfiloze
Payment shall be due and payable in B. Platba bude provedena ve Ilhltach
accordance with the schedule set forth in uvedenych v pfiloze B.
Annex B.

Pfedpoklddand maximalni hodnota plnéni 90 537

The estimate value of performance 90537 K¢

CZK:

9.2 All payments will be made against invoices | 9.2  VSechny platby budou provedeny na zakladé

duly issued by the Institution in accordance
with calculations produced by CRO.
Amounts in Annex B do not include VAT.
VAT will be added in accordance with the
laws in effect on the date of the issuance of
invoice by Institution. VAT will be settled by
the CRO in the country of its headquarters in
accordance with applicable law. Payments
will be reimbursed for every 6 calendar
month period. Breach of the obligation to
create a calculation for billing purposes will
not affect the Institution's right to payment
under this Agreement and Annex B, which
right arises by completion of the respective
visit  (activity). Should CRO delay in
producing the calculation more than thirty
(30) days after the end of the 6 calendar
month period, the Institution is entitled to
issue an invoice on the basis of available
information. The source material for
invoicing and all notices shall be sent as
follows: PAREXEL International Czech
Republic  s.r.o., address: Sokolovska
651/136a, 186 00 Praha 8., contact person:

faktur, radné vystavenych poskytovatelem,
na zdkladé informaci poskytnutych CRO.
Céstky uvedené v piiloze B nezahrnuji DPH
(dan z pridané hodnoty). K fakturované
¢astce bude DPH pripocteno v platné
zakonem stanovené vysi k datu vystaveni
faktury poskytovatelem. DPH vyporadda CRO
vzemi svého sidla vsouladu s platnym
zakonem. Platby budou provadény vidy za
obdobi 6 kalendafnich meésici. Poruseni
povinnosti pfipravit podklady (vypocty) pro
fakturaci nema vliv na pravo poskytovatele
na vyplatu dle této smlouvy a pfilohy B,
které vznikd na zdkladé provedeni prislusné
navstévy (Cinnosti). V pripadé, Zze se CRO s
dodanim podkladd pro fakturaci zpozdi o
déle neZz tficet (30) dni po uplynuti
predchoziho Sestimési¢niho (6) obdobi, ma
poskytovatel pravo wvystavit fakturu na
zakladé dostupnych informaci. Podklady pro
fakturaci a veskerou korespondenci je nutné
zaslat na nasledujici adresu: PAREXEL
International Czech Republic s.r.o., adresa:
Sokolovska 651/136a, 186 00 Praha 8.,
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eliska. nemcova @ parexel.com), telefonni
Cislo: +420 233 065 210). Invoice due date is
30 days after the issuance by the Institution.
The date of taxable delivery is the date of
delivery of the bill to Institution.

kontaktni osoba: Eliska Némcova (eliska.
nemcova @ parexel.com), telefonni dislo:
+420 233 065 210). Splatnost faktur je 30
dni od data vystaveni poskytovatelem.
Datum uskute¢néni zdanitelného plnéni je
datum dodani vyzvy k fakturaci.

9.3 The parties acknowledge and agree that the | 9.3 Smluvni strany berou na védomi a souhlasi s
compensation and support provided by CRO tim, Ze odména a podpora, kterou
to Institution and/or Principal Investigator poskytovateli a/nebo hlavnimu zkousejicimu
pursuant to this Agreement represents the na zakladé této smlouvy poskytuje CRO,
fair market value for the non —intervention predstavuji poctivou trzni odménu za sluzby
Study conducted by Institution and Principal v oblasti neintervenéni studie poskytované
Investigator, has been negotiated in an poskytovatelem a hlavnim zkousejicim a Ze
arms-length transaction, and has not been vySe této odmény byla vzajemné projednana
determined in a manner that takes into a nebyla stanovena zplsobem, ktery bere v
account the volume or value of any referrals Uvahu objem nebo hodnotu ostatnich
or other business otherwise generated vzdjemnych obchodnich transakci meazi
between Janssen and its affiliates and spole€nosti Janssen, jejimi sesterskymi
Institution or Principal Investigator. spole¢nostmi, poskytovatelem a hlavnim

zkousejicim.
Nothing contained in this Agreement shall Zadné z ustanoveni této smlouvy nesmi byt
be construed in any manner as an obligation vykladdno jako zdvazek, povinnost nebo
or inducement for the Institution or pobidka k tomu, aby poskytovatel nebo
Principal Investigator to recommend that hlavni zkousejici doporucovali jakymkoli
any person or entity purchase Janssen’s osobam ¢i subjektim produkty spolecnosti
products or those of any entity affiliated Janssen nebo produkty jakychkoli subjektd,
with Janssen. které jsou néjakym zplsobem se spolecnosti

Janssen spojeny.

9.4 Neither Institution nor Principal Investigator | 9.4 Poskytovatel ani hlavni zkousejici nesmi
shall bill any third party for any items or fakturovat tretim subjektim za studijni
services furnished by CRO or Janssen in |éCiva Ci jiné véci nebo sluiby poskytnuté
connection with the Clinical Study, or any CRO nebo spolecnosti Janssen v souvislosti s
services provided to Study Subjects in klinickym hodnocenim, ani za sluzby
connection with the Clinical Study for which poskytnuté pacientim, Ucastnicim se
payment is made as part of the Clinical klinického hodnoceni, za které jiz byla v
Study. ramci  tohoto  klinického  hodnoceni

poskytovateli ¢i hlavnimu zkousejicimu
vyplacena odména.

9.5 In the event of early termination of this | 9.5 V pfipadé predéasného ukonéeni této

Agreement or the Clinical Study, 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.

smlouvy nebo klinického hodnoceni bude
poskytovateli uhrazena pomérna ¢ast
odmény v souladu s pfilohou B této
smlouvy, odpovidajici dokonéenym a
provedenym ¢innostem v souladu s
ustanovenim protokolu.
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9.6 Travel expenses of Study Subjects shall be | 9.6 Cestovné subjektd hodnoceni bude hrazeno
borne by CRO in accordance with this CRO v souladu s ustanovenim tohoto
paragraph and Appendix C, The odstavce a v souladu s ustanovenim pfilohy
reimbursement amounts for travel expenses C, Castky ndhrad cestovnich vyloh uvedené
set out in Appendix C are in accordance with v priloze C jsou v souladu s platnymi zakony
applicable law and approved by the ethics a byly schvaleny etickou komisi.
committee.

9.7 Institution and Principal Investigator will | 9.7 Poskytovatel a hlavni zkousejici budou své
invoice their services under this Agreement sluzby na zdkladé této smlouvy fakturovat
exclusively to CRO. vyhradné CRO.

10. Indemnification 10. Odskodnéni

10.1 Janssen shall defend, indemnify and hold | 10.1 Spole¢nost Janssen se zavazuje
harmless Institution, its trustees, officers, poskytovatel, jeho spravce, povérence,
agents and employees (including the vedouci pracovniky, zastupce a zaméstnance
Principal Investigator and co-investigators (vCetné hlavniho zkousejiciho a
and team members) from any and all losses, spoluzkousejicich a spolupracujicich osob)
costs, expenses, liabilities, claims, actions chrénit, odskodnit a zprostit odpovédnosti
and damages, to the extent caused by za vSechny ztraty, ndklady, vydaje, naroky,
Janssen’s negligence or willful misconduct in spory a skody, vzniklé v dusledku nedbalosti
connection with this Agreement. nebo Umyslného zavinéni na strané

spole€nosti Janssen v souvislosti s touto
smlouvou.

10.2 The above obligation of Janssen, as stated in | 10.2 Shora uvedena povinnost spolecnosti Janssen
Section 10.1, shall not apply and Janssen dle ¢ldnku 10.1 neplati a spole¢nost Janssen
shall not be liable for any indemnification or nebude odpovédna za jakékoli odskodnéni ¢i
expenses, and, in fact, Institution shall vydaje a naopak poskytovatel se zavazuje
defend, indemnify and hold harmless spole€nost Janssen a CRO chranit, odskodnit
Janssen and CRO, for actions or claims in any a zprostit odpovédnosti za vSechny spory a
way arising from or caused by the willful, naroky vzniklé nebo zplsobené Umysinym
reckless, or negligent acts or omissions, or zavinénim, nedbalosti nebo profesnim
professional malpractice of Institution or pochybenim na strané poskytovatele, jeho
any of its trustees, officers, agents or spravcl a povérenctl, vedoucich pracovnikd,
employees  (including  the Principal zastupcl a zaméstnancd (véetné hlavniho
Investigator and co-investigators and team zkousejiciho a spoluzkousejicich) nebo
members), or arising from or caused by any vzniklych ¢i zpGsobenych tim, Ze tyto osoby
of their failures to comply with the Protocol, porusi ustanoveni protokolu, pisemné
with  CRO’s or Janssen’s  written pokyny nebo doporuéeni CRO nebo
recommendations and instructions or with spole¢nosti  Janssen nebo ustanoveni
any applicable legal and regulatory platnych zakond a predpisa.
requirements.

10.3 The obligation of the indemnifying party | 10.3 Povinnost odSkodnujici smluvni strany na
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hereunder shall apply only if (i) the other
party provides prompt notification upon
receipt of notice of any claim or suit, (ii)
permits the indemnifying party and its
attorneys and personnel to handle and
control the defense of such claims or suits,
including pretrial, trial or settlement, and
the indemnified party fully cooperates and
assists in such defense. The indemnified
party further agrees that it will not settle or
compromise any such claim or suit without
the prior written consent of the
indemnifying party.

zakladé ustanoveni tohoto ¢lanku plati
pouze v pripadé: (i) pokud druhda smluvni
strana neprodlené po obdrieni ozndmeni o
vzneseni naroku nebo zahajeni soudniho
fizeni, o této skuteCnosti informuje
odskodnujici  smluvni stranu; (ii) pokud
druhd smluvni strana umoini odSkodnujici
smluvni strané, jejim pravnim zastupclim a
zaméstnanclm  prevzit kontrolu nad
obhajobou v souvislosti s timto narokem
nebo soudnim fizenim, véetné poskytnuti
moznosti vyresit véc formou mimosoudniho
vyrovnani, vedenim soudniho sporu nebo
urovndnim sporu a pokud druhd smluvni
strana s odSkodnujici smluvni stranou pfi
obhajobé bude spolupracovat a poskytne
nezbytnou soucinnost. Odskodnovana
smluvni strana dale souhlasi a zavazuje se
nepokouset se urovnat tento narok nebo
soudni spor vyrovnanim nebo ptizndnim
viny, bez predchoziho pisemného souhlasu
odskodnujici smluvni strany.

11. Insurance

11. Pojisténi

11.1 Institution will have during the entire
duration of the Non interventional Study legal
insurance pursuant to Act.3No0.372/2011 Coll.

11.1  Poskytovatel bude mit po celou dobu
trvani klinické studie zakonné pojisténi dle zdkona
¢.372/2011 Sb,,

11.2 Janssen shall take out appropriate insurance
coverage in respect of its potential liabilities
under this Agreement in amounts
appropriate to the conduct of Janssen’s
business activities and in compliance with
the applicable legal and regulatory
requirements.

11.2 Spolecnost Janssen se zavazuje mit uzaviené
pojisténi odpovédnosti vyplyvajici z této
smlouvy, a to s takovou vysi pojistné ¢astky,
kterd odpovida povaze podnikani
spole€nosti Janssen a spliuje ustanoveni
platnych zakon( a predpisa.

11.3 Each party required to maintain insurance
pursuant to this Agreement shall provide
the other party/parties with certificates of
insurance evidencing the required insurance

coverage, if so requested in writing.

11.3 Kazda ze smluvnich stran, kterd na zakladé
této smlouvy ma povinnost uzavfit pojisténi,
se zavazuje poskytnout ostatnim smluvnim
strandm potvrzeni o uzavieni takového
pojisténi, jako dikaz o dostatecné pojistné
ochrané. Takové potvrzeni si jednotlivé
strany vzdjemné predloZzi na zakladé

pisemné Zadosti.

12. Financial Disclosure - Conflict of Interest -

12. Zvefejiiovani finanénich adaji - Konflikt
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Debarment

zajmu — Zbaveni povoleni k vykonu €éinnosti

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

12.1 Poskytovatel a hlavni zkousejici se zavazuji
poskytovat CRO a spole¢nosti Janssen
veskeré informace nutné k tomu, aby CRO a
Janssen mohli plnit svou oznamovaci
povinnost vici orgdnlm statniho dozoru ve
zdravotnictvi (v€etné, mimo jiné, uradu FDA
Spojenych statl Americkych), opravnénym
obchodnim asociacim ¢i jinym podobnym
organlm ¢ oznamovaci  povinnosti
predepsané jinymi platnymi zakony Ceské
republiky, véetné informaci, které musi byt
zverejnény v souvislosti s finanénimi vztahy
mezi spole¢nosti Janssen, jejimi sesterskymi
spole¢nostmi a zastupci na strané jedné a
poskytovatelem/hlavnim
zkousejicim/spoluzkousejicimi a/nebo vsemi
ostatnimi zastupci Ci zaméstnanci
poskytovatele ¢i hlavniho zkousejiciho, ktefi
se podili na provadéni klinického hodnoceni.

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.

12.2 Poskytovatel a Hlavni zkousejici potvrzuji, Ze
mezi stranami neni zadny konflikt zajma,
ktery by matil nebo ovliviioval plnéni podle
této Smlouvy na strané Poskytovatele nebo
Hlavniho zkousejiciho, a potvrzuji, Ze jejich
plnéni podle této Smlouvy neporusuje
Zadnou jinou smlouvu s tfetimi stranami.
Poskytovatel a Hlavni zkousSejici okamzité
uvédomi Zadavatele, pokud v priabéhu
plnéni této Smlouvy vyvstane jakykoli
konflikt zajma.

12.3 Principal Investigator confirms he/she:

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

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

(ii) has

Institution and Principal Investigator shall

12.3 Hlavni zkousejici timto potvrzuje, Ze:

(iii) nema opravnénym organem dohledu
nad poskytovdnim zdravotni péce
(véetné, mimo jiné, uradem FDA
Spojenych  statd  Americkych)
zakdzanou Cinnost; a

(iv) nebyl odsouzen za pochybeni pfi
vykonu zdravotnického povolani v
souvislosti s provadénim klinickych
hodnoceni.

Poskytovatel ani hlavni zkousejici nesmi
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not employ, contract with or retain any
person directly or indirectly to perform
services under this Agreement if such a
person:

(a) is debarred by a competent health
authority (including, if applicable, the
US FDA) or
(b) has been sentenced for malpractice
related to the conduct of clinical
studies.

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

zaméstnat, uzavfit smlouvu ani pfi
poskytovani sluzeb na zakladé této smlouvy
pfimo ¢i nepfimo spolupracovat s Zadnou
osobou, ktera:

(c) ma opravnénym organem dohledu nad
poskytovanim zdravotni péce (vCetné,
mimo jiné, Urfadem FDA Spojenych
statl Americkych) zakazanou cinnost;
nebo

(d) byla odsouzena za pochybeni pfi

vykonu zdravotnického povolani v
souvislosti s provadénim klinickych
hodnoceni.

Na zakladé pisemné Zadosti CRO, se
poskytovatel a hlavni zkousejici zavazuji do
deseti (10) dnud, predloZit pisemné
potvrzeni, Ze dodrzuji shora uvedenou
povinnost. Toto potvrzeni predstavuje trvalé
prohlaseni a zaruku po celou dobu platnosti
této smlouvy a poskytovatel a hlavni
zkousejici  jsou povinni neprodlené
informovat CRO v pripadé, kdy dojde k
jakékoli zméné ve vztahu k zarukdm a

Section. prohlaseni  vyZzadovanych na  zakladé
ustanoveni tohoto ¢lanku.
13. Independent Contractor 13. Nezavisla smluvni strana
Institution and Principal Investigator are Poskytovatel a Hlavni zkousejici jednaji
acting in the capacity of an independent jakoZto nezdvisld smluvni strana podle této
contractors hereunder and not as Smlouvy a nikoli jako zaméstnanec nebo
employees or agents of CRO or Janssen. zastupce Smluvni vyzkumné organizace
nebo Zadavatele.
14. Publicity 14. Reklama

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.

Zadna ze smluvnich stran této smlouvy
nesmi pouzivat ndzev druhé smluvni strany
ani jejich sesterskych spole¢nosti pro
propagacni a  reklamni  Gcely bez
predchoziho pisemného souhlasu smluvni
strany, jejiz ndzev ma byt pouzit. Soucasné
zadnd ze smluvnich stran nesmi zverejnit
zadné informace o obsahu této smlouvy, s
vyjimkou informaci vyZadovanych platnymi
zakony.
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15. Notices

15. Oznameni

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

TO:

PAREXEL International (IRL) Limited,
One Kilmainham Square,

Inchicore Road,

Kilmainham,

Dublin 8, Ireland

Attention: Investigator Contracts

TO:

Fakultni nemocnice Hradec Kralové

Sokolskd 581,

500 05 Hradec Kralové- Novy Hradec Kralové
Czech Republic

Attention:

TO:

Fakultni nemocnice Hradec Kralové
Urologicka klinika

Sokolskd 581,

500 05 Hradec Kralové- Novy Hradec Kralové
Czech Republic

Attention:

TO:

Janssen Research & Development, LLC,

1125 Trenton-Harbourton Road,

Titusville, NJ 08560,

United States

Attention:

Veskerd ozndmeni davand podle této Smlouvy
budou zaslana jako postovni zasilka prvni

tfidy, faxem nebo doru¢ena osobné, s
predplacenym  poStovnym, ndsledujicim
zplUsobem:

Spole€nosti PAREXEL
PAREXEL International (IRL) Limited,
One Kilmainham Square,
Inchicore Road,
Kilmainham,
Dublin 8, Ireland
K rukdm: Investigator Contracts

Poskytovateli :

Fakultni nemocnice Hradec Kralové

Pravni odbor

Sokolskd 581,

500 05 Hradec Kralové- Novy Hradec Kralové
Ceska republika

k rukdm:

Zkousejicimu:

Fakultni nemocnice Hradec Kralové
Urologicka klinika

Sokolskd 581,

500 05 Hradec Kralové- Novy Hradec Kralové
Ceska republika

K rukdm:

Zadavatel:

Janssen Research & Development, LLC,
1125 Trenton-Harbourton Road,
Titusville,NJ 08560,

United States

k rukdm :

16. Assignment

16. Postoupeni

Each of CRO and Janssen shall have the right
to assign this Agreement 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

CRO i spole¢nost Janssen maji pravo
postoupit tuto smlouvu na své sesterské
spole€nosti a spole¢nost Janssen ma navic
pravo tuto smlouvu postoupit na jakoukoli
treti stranu. V pfipadé takového postoupeni
se CRO a spole€nost Janssen zavazuji
vyvinout primérené Usili sméfujici k tomu,
aby poskytovatele o takovém postoupeni
predem pisemné informovali. Poskytovatel
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assign its rights or duties under this
Agreement to another without prior written
consent of CRO and Janssen. Any
assignment in violation of this Section 16
will be null and void. Subject to the
foregoing, this Agreement shall bind and
inure to the benefit of the respective parties
and their successors and assigns.

ani hlavni zkousejici nesmi postoupit Zadné
své povinnosti na zakladé této smlouvy na
treti subjekt bez ptedchoziho pisemného
souhlasu CRO a spolecnosti Janssen.
Jakykoli pokus o postoupeni prav a
povinnosti v rozporu s ustanovenim tohoto
¢ldnku 16 je neplatny a nedéinny. S
ohledem na shora uvedené omezeni je tato
smlouva zavazna a prdvoplatna pro vsechny
smluvni strany, jejich pravni ndstupce a
osoby, na které byla postoupena.

17. Miscellaneous

17. Ruzné

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

amendment signed by the parties.

17.1 Tato Smlouva nesmi byt ménéna,
pozménovdna ani upravovdna, neni-li tak
ucinéno pisemnym dodatkem podepsanym

véemi stranami.

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

17.2 Je-li kterékoli ustanoveni této Smlouvy v
rozporu s jakymkoli ustanovenim Protokolu,
je Protokol rozhodujici ve vécech lékarskych,
védeckych a  zaleZitostech  provadéni

Klinického hodnoceni. Tato Smlouva je

conflicts. rozhodujici ve vSech ostatnich spornych
zaleZitostech.
17.3  If any of the provisions defined under the | 17.3 Pokud nékteré z ustanoveni prilohk této

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

smlouvé je v rozporu s ustanovenim této
smlouvy, plati pfednostné ustanoveni priloh k
této smlouvé.

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

17.4 Poskytovatel a hlavni zkousejici berou na
védomi a souhlasi, Ze tato smlouva je
podepisovana CRO jednak jejim vlastnim
jménem jako smluvni strany, kterd je
prijemcem sluzeb na zakladé této smlouvy a
soucasné je zvlast podepsana CRO jednajici
jako zastupce spole€nosti Janssen a ve
prospéch spolecnosti Janssen.

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

17.5 Tato Smlouva predstavuje Uplnou dohodu
stran tykajici se predmétu této Smlouvy.
Vyslovné nahrazuje veskera predchozi nebo
soubéZnd Ustni ¢i pisemnd prohlaseni nebo
dohody. Prilohy tvofi nedilnou soucast této
Smlouvy.
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17.6  This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. The Annexes form an
integral part of the Agreement. It expressly
supersedes any prior or contemporaneous oral
or written representations or agreements.

17.6 Tato smlouva predstavuje Uplnou dohodu

smluvnich stran v oblasti jejiho predmétu.
Pfilohy jsou nedilnou soucdsti této smlouvy.
Tato smlouva vyslovné nahrazuje veskerd
predchozi nebo soucasna ustni nebo pisemna
ujednani ¢i dohody mezi smluvnimi stranami.

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.

17.7 Nize uvedena ustanoveni

a veskerd dalsi
ustanoveni a podminky, ze kterych jednoznac¢né
vyplyva pretrvavajici platnost i po radném (i
pred¢asném ukonceni této smlouvy, maji
pretrvavajici platnost a plati i po rfadném di
predc¢asném ukonceni platnosti této smlouvy:
1.6,5,6,7,8,10,11,12,14,16 a 17.

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

17.8

Tato smlouva je vyhotovena ve Ctyfech
stejnopisech. Dva stejnopisy obdrzi CRO a
poskytovatel a hlavni zkousejici obdrzi kazdy
po jednom stejnopisu.

17.9. The Parties agree that this Agreement will be
published in the Registry of Contracts and
that the publication of this Agreement shall
by ensured by the Provider, in accordance
with the Act no. 340/2015 Coll. The Parties
agree that Janssen specified trade secrets
and Janssen Confidential Information, shall
be deleted from the Agreement prior its
publishing and that the Exhibits to this
Agreement shall not be published in the
Registry of Contracts. Prior the execution of
this Agreement the Sponsor shall submit the
Provider the final version of this Agreement

in a machine-readable format with
highlighted  provisions, the  Sponsor
considers to be his trade secrets.

The Sponsor and CRO and Janssen

undertake not to enter into any other
agreement with the Investigator or any
other co-operating person with respect to
this Study.

17.9

Smluvni strany se dohodly, Ze tato
smlouva bude uverejnéna v registru smluv a
uverejnéni smlouvy provede Poskytovatel
v souladu se znénim zdkona ¢. 340/2015 Sb..
Smluvni strany se dohodly, Ze oznacené
obchodni tajemstvi Spole€nosti Janssen a
Davérné informace spolecnosti Janssen, bude
pred zadanim smlouvy do registru smluv
odstranéno a prilohy smluv nebudou v registru
smluv uverejiovany. Pred podpisem smlouvy
Zadavatel zaSle Poskytovateli finalni verzi
smlouvy ve strojové Ccitelném formatu s
podbarvenym textem smlouvy, které povazuje
Zadavatel za obchodni tajemstvi. Zadavatel,
CRO a Janssen se zavazuji, Ze na tuto studie
neuzaviou s hlavnim zkousejicim ani jinou
spolupracujici osobou Zadnou dalsi smlouvu.

18. Controlling Law

18.

pravo rozhodné

This Agreement shall be governed by and

Tato smlouva a jeji vyklad se fidi zakony
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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.

In case of any discrepancy between the Czech and
English version of this Agreement, the terms of the
Czech version will prevail.

Ceské republiky. V pfipadé sporu mezi
smluvnimi stranami ohledné ustanoveni této
smlouvy, se smluvni strany zavazuji, Ze
vyvinou primérené Uusili k vyrfeSeni sporu
formou pratelskych vzajemnych jednani.
VSechny spory a rozpory, které smluvni
strany nejsou schopny vytesSit formou
pratelského vzdjemného jedndni, se smluvni
strany zavazuji predloZit vécné a mistné
prislusnym souddim Ceské republiky.

V pripadé jakychkoli rozpord mezi Ceskou a
anglickou verzi smlouvy ma prednost ¢eska
verze.
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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 opravnéni zastupci stran této Smlouvy tuto Smlouvu podepsali v den uvedeny vyse.

PAREXEL International (IRL) Limited

Signature

Date  20.7.2017

Name

Title

PAREXEL International (IRL) Limited in the name of Janssen Research & Development, LLC

Signature

Date  20.7.2017

Name

Title

Fakultni nemocnice Hradec Kralové

Signature

Date  8.8.2017

prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.,
director / feditel

Signature

Date  14.8.2017
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Annexes: Ptilohy:
Annex A - Protocol and its subsequent | Pfiloha A —Protokol a jeho nasledné dodatky
amendments Ptiloha B - Financni ustanoveni

Annex B - Financial Provisions

Annex C —Information for the patient / Informed
consent (available from the Principal Investigator)
Annex D — Approval by Local Ethics Committee

Pfiloha C — Informace pro pacienty / Informovany
souhlas (k dispozici u hlavniho zkousejiciho)
Ptiloha D — Souhlas mistni etické komise
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