CLINICAL TRIAL AGREEMENT

(CRO-Janssen-Institution/Principal Investigator)

This Clinical Trial Agreement (the “Agreement”) is

by and between

JANSSEN PHARMACEUTICA NV with registered offices at
Turnhoutseweg 30, 2340 Beerse, Belgium (“Janssen”)

and

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica (“Institution”) located at Namestie L. Svobodu 1, 975
17 Banska Bystrica, Slovak Republic, Organisation
Identification No.: 00165549, Tax Identification No.:
2021095670, VAT ID: SK2021095670,

and

Jozef Balaz MD (“Principal Investigator”), affiliated with
Institution, located at Namestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovak Republic

and is valid as of the date of execution by the last party to
sign below and effective on the day following its publication
in the Central Registry of Contracts of Slovak Republic
(“Effective Date”).

ZMLUVA O KLINICKOM SKUSANI

(CRO - Janssen — zdravotnicke zariadenie/zodpovedny
skusajuci)

Tato zmluva o klinickom skusani (dalej ,zmluva“) sa
uzatvara

medzi zmluvnymi stranami

JANSSEN PHARMACEUTICA NV so sidlom na adrese
Turnhoutseweg 30, 2340 Beerse, Belgicko (dalej
»Spolo¢nost Janssen®)

a

Fakultnd nemocnica s poliklinikou F. D. Roosevelta
Banska Bystrica (dalej ,zdravotnicke zariadenie”), so
sidlom na adrese Namestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovenskd republika, ICO: 00165549, DIC:
2021095670, IC DPH: SK2021095670

a

MUDr. Jozef Baldz (dalej ,,zodpovedny skusajici®), ktory
je zamestnancom zdravotnickeho zariadenia, so sidlom
na adrese Namestie L. Svobodu 1, 975 17 Banska Bystrica,
Slovenska republika

a stdva sa platnou od datumu podpisania poslednou
zmluvnou stranou a ucinnou diiom nasledujicim po dni
jej zverejnenia v Centralnom registri zmliv SR (dalej
,datum ucinnosti“).

Clinical Trial :Study of Treat to Target Versus Routine Klinické Skuasanie porovnavajlce
Care Maintenance Strategies in Crohn’s skusanie stratégie cielenej udrziavacej liecby a
Disease Patients Treated with Standardnej udrziavacej liecby u
Ustekinumab pacientov s Crohnovou chorobou
Regulatory Janssen-Cilag International NV liecenych ustekinumabom (skusanie
Sponsor STARDUST)
Study Product STELARA (ustekinumab) Z3astupca Janssen-Cilag  International
Protocol CNTO1275CRD3005; Phase 3b zaddavatela pre | NV
AMENDMENT 3 kontrolné
EUdraCT 2016-002918-43 urady
number Skasany liek STELARA (ustekinumab)
Study Site Fakultna nemochnica s Protokol CNTO1275CRD3005; Faza 3b
poliklinikou F. D. Roosevelta Banska Dodatok 3
Bystrica, Gastroenterologia, Namestie L. Cislo EUdraCT 2016-002918-43
Svobodu 1, 975 17 Banska Bystrica, Pracovisko : Fakultnad nemocnica s poliklinikou F.
Slovak Republic skusania D. Roosevelta Banskda Bystrica,
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Whereas, Janssen has appointed CRO to procure the services
under this Agreement and to provide same to Janssen;

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

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

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

1. Performance of the Clinical Trial
1.1 The parties agree that the Protocol, including any

subsequent Protocol amendments, incorporated by reference
as Exhibit A if not attached hereto but known to all parties,

and the other Exhibits form an integral part of this
Agreement.
1.2 Institution and Principal Investigator agree to use best

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

1.3 In the event that the Principal Investigator becomes no

longer affiliated with |Institution, Institution shall

Gastroenterologia, Namestie L
Svobodu 1, 975 17 Banska Bystrica,
Slovenska republika

Spolo¢nost Janssen poverila CRO obstaravanim sluzieb
podla tejto zmluvy a ich poskytovanim spolocnosti
Janssen.

CRO poziadala zdravotnicke zariadenie a zodpovedného
skusajuceho, aby poskytovali pre CRO sluzby opisané v
tejto zmluve prostrednictvom vykonania klinického
skdsania, ktorého zadavatelom je Janssen-Cilag
International NV, so sidlom na adrese Turnhoutseweg 30,
2340 Beerse, Belgicko (dalej ,zastupca zadavatela pre
kontrolné urady”), so skisanym liekom podla protokolu
(vratane neskorsich dodatkov protokolu) a priloh, ktoré
tvoria neoddelitelnd sucast tejto zmluvy.

Zdravotnicke zariadenie je dostatone vybavené a
opravnené na vykonanie klinického skusania a suhlasilo s
vykonanim klinického skusania za podmienok uvedenych
v tejto zmluve.

Po zvdieni predpokladov a vzdjomnych prislubov a
zavazkov uvedenych v tejto zmluve sa zmluvné strany
dohodli takto:

1. Vykonanie klinického skusania

1.1 Zmluvné strany sa dohodli, Ze protokol vratane
vsetkych jeho neskorsich dodatkov (zahrnuty do tejto
zmluvy odkazom na Prilohu A) a dalSie prilohy tvoria
neoddelitelnd sucast tejto zmluvy aj v pripade, Ze nie su
prilozené k tejto zmluve, ale su vSetkym zmluvnym
strandm zndme.

1.2 Zdravotnicke zariadenie a zodpovedny skusajuci
sa zavazuju vynaloZit maximalne Usilie a vyuzit odborné
znalosti na vykonanie klinického skusania v sulade s
protokolom, vSetkymi platnymi poZiadavkami pravnych
predpisov a kontrolnych uradov, definovanymi terminmi
a podmienkami tejto zmluvy. Zdravotnicke zariadenie a
skdsajuci  nesmu  zacat  klinické  skusanie  bez
predchadzajuceho schvalenia etickej komisie, ozndmeni a
dalsich schvaleni pozadovanych pravnymi predpismi.

1.3 V pripade, Ze zodpovedny skusajuci ukonci
pracovny pomer so zdravotnickym zariadenim,
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Institution and Principal
designated staff attend all trainings conducted by Janssen or
its designee in the proper performance of the Protocol, safety
and
guidelines relevant to the Study and performance of the
Protocol.

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 new Principal
Investigator, CRO or Janssen may terminate this
Agreement in accordance with Section 2.2 below and
Institution shall take all necessary steps to
accommodate CRO’s or Janssen’s decision.

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

Investigator shall ensure that

reporting requirements, and any other applicable

zdravotnicke zariadenie o tom CRO co najskor zasle
pisomné oznamenie, najneskor viak do troch (3)
dni od takéhoto ukoncenia. Spolo¢nost Janssen ma
pravo schviélit kazdého nového zodpovedného
skusajuceho, vymenovaného zdravotnickym
zariadenim. Ood nového zodpovedného
skusajuceho sa ma pozadovat, aby sa zaviazal
dodrziavat podmienky tejto zmluvy. V pripade, Ze
spolo¢nost Janssen takéhoto nového
zodpovedného skusajuceho neschvali, moéze CRO
alebo spolo¢nost Janssen tuto zmluvu vypovedat v
sulade s c¢lankom 2.2 a zdravotnicke zariadenie
podnikne vsetky potrebné kroky, aby rozhodnutiu
CRO alebo spolocnosti Janssen vyhovelo. [
1.4 Zdravotnicke zariadenie a zodpovedny skusajuci
mozZu poverit ako spoluskusajucich a personal
skusania také dalSie osoby a persondl, aké budu
povazovat za potrebné, aby im pomohli pri
vykonavani klinického skusania. Vsetci
spoluskusajuci a persondl skusania musia byt
dostatocne kvalifikovani, véas vymenovani a musi
sa viest ich priebezne aktualizovany zoznam.
Zodpovedny skusajuci zodpovedd za vedenie
takéhoto timu spoluskisajucich a personalu
skidsania, ktory musi byt vo vsetkych ohladoch
pisomne zaviazany dodrziavanim rovnakych
podmienok, ako zodpovedny skusajuci podla tejto
zmluvy. Zdravotnicke zariadenie a zodpovedny
skusajuci zodpovedaju za sluzby vykonané takymto
personalom a zavdzuju sa najma, Ze tieto sluzby
vykonaju kvalifikované osoby. V pripade, Ze
zdravotnicke zariadenie a zodpovedny skusajuci
vyuzZivaju sluzby inych o0s6b na vykonanie
klinického skusania podla tejto zmluvy, su
zdravotnicke zariadenie a zodpovedny skusajuci
povinni zabezpecit, aby vsetky takéto osoby mali
naleZité oprdvnenia, osvedCili sa a dodrziavali
podmienky tejto zmluvy. Zdravotnicke zariadenie a
zodpovedny skusajuci zodpovedaju za akékolvek
porusenie tejto zmluvy takymito osobami.
Zdravotnicke zariadenie a zodpovedny skusajuci
zabezpelia, aby sa povereny personal zucastnil na
vsetkych  Skoleniach  organizovanych  spolo¢nostou
Janssen alebo jej zastupcami, tykajucich sa riadneho
plnenia  protokolu, bezpecnosti a nahlasovacich
povinnosti a vsSetkych dalSich platnych usmerneni
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In case of Blinding the Clinical Trial; Use of
Randomization Codes: The Principal Investigator conducting
a blinded study agrees to maintain the blinding of the Study
Product. The Principal Investigator understands that the
randomization codes will be released upon completion of the
Clinical Trial and finalization of the database by Janssen. For
multi-center studies, data from all centers are required
before the Clinical Trial is considered complete. Should a
medical emergency occur requiring the Principal Investigator
to break the code for a specific subject, the Principal
Investigator agrees to notify CRO and Janssen immediately.

1.5 For the performance of the Clinical Trial, Janssen or
CRO or their respective affiliates shall provide the Study
Product, all Clinical Trial related documents (such as case
report forms) and any materials and equipment listed in
Exhibit B, together with the conditions of use. Neither
Institution nor Principal Investigator shall make any use of
Study Product and Clinical Trial related documents, materials
and equipment other than for the performance of the Clinical
Trial in strict accordance with the Protocol and this
Agreement.

1.6 Additional Research: Without the prior written
consent of CRO or lJanssen, Institution and Principal
Investigator shall not conduct any research or facilitate third
parties to conduct any research not required by the Protocol
on: (i) Trial Subjects during the Clinical Trial (including any
additional research technique, procedure, questionnaire, or
observation), or (ii) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the data derived from
the Clinical Trial. Hereinafter, the research described in the
previous sentence shall be referred to as “Additional
Research”. In any case where CRO or Janssen gives such
approval, the approved Additional Research shall be
considered either an amendment to the original Protocol, or
shall be the subject of another written agreement between
Institution and Principal Investigator, and CRO and Janssen.
Institution and Principal Investigator shall conduct all
Additional Research in compliance with all applicable
regulations, including requirements for obtaining appropriate
EC approval and subject informed consent. Without limiting

dolezitych pre skusanie a plnenie protokolu.

V pripade zaslepenia klinického skusania;
Pouzivanie randomizaénych kédov: Zodpovedny
skusajuci vykonavajuci zaslepené skusanie sa zavazuje
zachovat zaslepenie skusaného lieku.  Zodpovedny
skdsajuci berie na vedomie, Ze randomizacné kédy sa
zverejnia az po dokonceni klinického skusania a
skompletizovani databdzy spolo¢nostou Janssen. V
pripade multicentrickych skdsani sa klinické skusanie
povazuje za dokoncené az po ziskani udajov zo vsetkych
pracovisk skusania. V pripade naliehavej zdravotnej
situacie, ktord by od zodpovedného skusajluceho
vyZzadovala odslepenie kédu pre niektory subjekt, sa
zodpovedny skusajuci zavdzuje bezodkladne o tom
informovat CRO a spolo¢nost Janssen.

1.5 Na ucely vykonania klinického skusania poskytne
spoloc¢nost Janssen, CRO alebo ich prislusné dcérske
spolo¢nosti skusany liek, vSetky dokumenty suvisiace s
klinickym skdsanim (napriklad pacientske zaznamové
harky) a vSetky materidly a vybavenie uvedené v Prilohe
B, spolu s podmienkami ich pouzitia. Zdravotnicke
zariadenie ani zodpovedny skusajuci nesmu pouzit
skusany liek a dokumenty, materidly a vybavenie
suvisiace s klinickym skdsanim akymkolvek inym
spésobom, nez na vykonavanie tohto klinického skusania
prisne v sulade s protokolom a touto zmluvou.

1.6 Dodatoény vyskum: Bez predchdadzajuceho
pisomného suhlasu CRO alebo spolo¢nosti Janssen
nesmie zdravotnicke zariadenie a zodpovedny skusajuci
vykonavat ani umoznit tretim strandm vykonavat
akykolvek vyskum, ktory nie je poZadovany protokolom
na: (i) subjektoch skusania pocas klinického skusania
(vratane akejkolvek dalSej vyskumnej metody, postupu,
dotaznika alebo sledovania) alebo (ii) biologickych
vzorkdch  odobratych subjektom skidSania pocas
klinického skusania, alebo (iii) Udajoch odvodenych z
klinického skusania. Vyskum opisany v prechadzajucej
vete sa dalej oznacuje ako ,dodatocny vyskum®. V
kazdom pripade, v ktorom CRO alebo spolo¢nost Janssen
takyto suhlas udeli, bude sa schvaleny dodatocny vyskum
povazovat bud za dodatok povodného protokolu, alebo
bude predmetom dalSej pisomnej zmluvy medzi
zdravotnickym zariadenim, zodpovednym skusajucim,
CRO a spoloénostou Janssen. Zdravotnicke zariadenie a
zodpovedny skusajuci vykonaju kazdy dodatocny vyskum
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any other remedy available by law to Janssen, if Institution
and/or Principal Investigator conducts Additional Research in
breach of this section, and such Additional Research results in
an Invention (as defined in Section 8 below), Institution and
Principal Investigator (as applicable) hereby grant to Janssen
or its designee an irrevocable, worldwide, paid up,
royalty-free, exclusive license, with right of sub-license, to
make, have made, use, have used, sell, have sold, and import
any such invention that results from such Additional
Research. This Section shall survive termination or expiration
of this Agreement.

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

2. Term and Termination

2.1 The term of this Agreement shall begin on the
Effective Date and continue until the Clinical Trial has been
completed as acknowledged in writing by CRO. The parties
estimate that the Clinical Trial will end on (i) May 4, 2021 or
(ii) six (6) months following final database lock, unless sooner
terminated in accordance with the terms hereof. The parties
agree that the term may be amended by mutual agreement
of the parties.

2.2 This Agreement may be terminated by any party at

v sulade so vsetkymi platnymi pravnymi predpismi
vratane poziadaviek na ziskanie prislusného sudhlasu
etickej komisie a informovaného suhlasu subjektu. Bez
obmedzenia akychkolvek dalSich opravnych prostriedkov
dostupnych spolocnosti Janssen podla zakona, ak
zdravotnicke zariadenie alebo zodpovedny skusajuci
vykona dodatocny vyskum v rozpore s tymto ¢lankom a
vysledkom takéhoto dodatocného vyskumu bude vynalez
(definovany nizsie v ¢lanku 8), zdravotnicke zariadenie a
zodpovedny skusajuci (podla toho, o ktory pripad pojde)
tymto spolocnosti Janssen alebo jej zastupcovi udeluje
neodvolatelnd, celosvetovy, plne uhradend, bezplatng,
vyluénu licenciu s pravom udelovat sublicencie na pravo
vytvorit, nechat wvytvorit, pouzivat, nechat pouzZivat,
preddvat, nechat preddvat a dovazat kaidy takyto
vynalez, ktory vznikne z takéhoto dodato¢ného vyskumu.
Platnost tohto ¢lanku pretrva aj po vypovedani alebo
vyprsani tejto zmluvy.

1.7 Poverenie CRO spoloénostou Janssen. Spolo¢nost
Janssen zmluvne poverila klinickd vyskumnu organizaciu
(CRO) dozorom, monitorovanim a riadenim klinického
skusania v sulade s platnymi pravnymi predpismi a touto
zmluvou. Spolo€nost Janssen poverila CRO, aby
vybavovala komunikaciu spoloCnosti Janssen so
zdravotnickym zariadenim a zodpovednym skusajicim v
suvislosti so skusanim a touto zmluvou. Ak by sa tato
situacia kedykolvek zmenila, bude o tom spolocnost
Janssen pisomne informovat zdravotnicke zariadenie a
zodpovedného skusajluceho. Bez toho, aby to malo vplyv
na akékolvek prdva spolo€nosti Janssen podia tejto
zmluvy, zdravotnicke zariadenie a zodpovedny skusajuci
potvrdzuju, Ze na ucely DPH je prijemcom sluzieb podla
tejto zmluvy CRO.

2. Doba platnosti a vypovedanie

2.1 Doba platnosti tejto zmluvy zadina plyndt od
datumu dcinnosti a pokracuje az do dokoncenia
klinického skusania, pisomne potvrdeného CRO. Zmluvné
strany odhaduju, Ze klinické skusanie sa skonci (i)
4.5.2021 alebo (ii) po Siestich (6) mesiacoch od
konecného uzatvorenia databazy, pokial sa neukonci skor
v sulade s podmienkami tejto zmluvy. Zmluvné strany sa
dohodli, Ze doba platnosti tejto zmluvy sa moze upravit
vzdjomnou dohodou zmluvnych stran.

2.2 Tuto zmluvu moze ktorakolvek zmluvna strana

Clinical Trial Agreement between CRO, Janssen and Institution & Principal Investigator — EU contract template

Medicinal Products
Pl Balaz / Protocol CNTO1275CRD3005 / Project PYA18004

Strana 5z 51



any time in the exercise of its sole discretion upon fifteen (15)
calendar days’ prior written notice to the other parties.
Reasons for termination of this Agreement may include, but
are not limited to:

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

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

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

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

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

kedykolvek vypovedat vyluéne na zaklade vlastného
uvaZenia zaslanim pisomnej vypovede ostatnym
zmluvnym strandm s vypovednou lehotou péatnast (15)
kalendarnych dni. Medzi dbévody vypovedania tejto
zmluvy mézu patrit najma nasledujuce:

(i) porusenie zmluvy vratane nedodrzania

protokolu a platnych pravnych predpisov,

(ii) ziskanie bezpecnostnych informacii, ktoré

takyto postup odovodnuju,

ak sa na pracovisku skusania do troch (3)

mesiacov od zacatia klinického skusania na

pracovisku nezaradili Ziadne subjekty.
Bez ohladu na vyssie uvedené méze CRO alebo
spoloénost Janssen klinické skusanie okamzite ukondit, ak
je takéto okamzité ukoncenie potrebné vzhladom na
obavy o bezpecnost pacientov alebo po ziskani Udajov
naznacujucich nedostatoént Gcinnost. Po  prevzati
vypovede sa zdravotnicke zariadenie a zodpovedny
skdsajuci  zavazuju urychlene ukondit vykonavanie
klinického skusania v rozsahu, ktory bude z klinického
hladiska pripustny pre ktorukolvek osobu zucastfiujicu sa
na klinickom skasani (dalej ,,subjekt skdsania“). V pripade
vypovedania zmluvy podla tohto ¢lanku z inych dovodov,
nez nasledkom podstatného porusenia tejto zmluvy
zdravotnickym zariadenim a zodpovednym skusajucim, sa
celkové sumy splatné zo stranyCRO podla tejto zmluvy
uhradia pomernym spdsobom za pracu skutocne
vykonand do datumu vypovedania, pricom vsetky
nevynalozené financné prostriedky predtym vyplatené
CRO zdravotnickemu zariadeniu a zodpovednému
skdsajucemu sa maju vratit CRO.

(iii)

2.3 Bud pri ukonceni klinického skusania, alebo
vypovedani tejto zmluvy (podla toho, ¢o nastane skor) je
zodpovedny skusajuci povinny (a) ihned dorucit CRO a
spolo¢nosti Janssen vSetky Udaje vytvorené v dosledku
klinického skusania, vsetky odobraté klinické vzorky,
vSetky dokumenty a u(daje poskytnuté CRO alebo
spolo¢nostou Janssen a ich prislusnymi dcérskymi
spolo¢nostami a vsetky doéverné informacie spolocnosti
Janssen definované v ¢lanku 7.2 nizsie, (b) vratit CRO
alebo spoloc¢nosti Janssen alebo ich prislusSnym dcérskym
spolo¢nostiam vsetok nepouzity skusany liek alebo ho
zlikvidovat podla pokynov CRO alebo jej dcérskych
spolo¢nosti a (c) zaobchadzat s materidlmi a vybavenim
poskytnutym spolo¢nostou Janssen alebo CRO alebo ich
prislusnymi dcérskymi spolo¢nostami v sulade s Prilohou
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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.

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

3. Ethics Committee Informed Consent -

Authorizations

(EC) -

3.1 In accordance with the laws and regulations
applicable at the Study Site, Institution and Principal
Investigator shall begin Clinical Trial only after the approval
of the Protocol and its amendments, informed consent form,
Clinical Trial recruitment procedures (e.g. announcements,
financial compensation if any) and any other relevant
documents in connection with the Clinical Trial, from the
appropriate EC prior to commencement of the Clinical Trial. In
the event the EC requires changes in the Protocol, informed
consent form or Clinical Trial recruitment procedures, such
changes shall not be implemented until EC gives its written
approval and CRO is notified.

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

3.2 Institution and Principal Investigator shall also be
responsible for adequately informing the Trial Subject and for
obtaining an informed consent form signed by or on behalf of
each Trial Subject, which informed consent form shall be
approved by CRO and the EC, prior to the Trial Subject’s
participation. The informed consent form shall include the
right for CRO, Janssen and its designees and applicable
government authorities to review raw Clinical Trial data,
including original subject records, in all monitoring and
auditing activities required to ensure quality assurance and
compliance with the Protocol as well as all legal and

C, a ak Priloha C vyzaduje vratenie akychkolvek
materidlov alebo vybavenia, ma ich zodpovedny skusajuci
vratit podla pokynov CRO alebo jej dcérskych spolocnosti.
Toto ustanovenie sa nevztahuje na dokumenty, ktoré si
ma ponechat a uchovavat zodpovedny skusajuci na
pracovisku skusania podla ich definicie v protokole a
podla poZiadaviek platnych pravnych predpisov.

2.4 Ak je klinické skusanie multicentrickym skdsanim
a ak je to moiné, po vypovedani zmluvy zodpovedny
skusajuci na poziadanie CRO alebo spolocnosti Janssen
odosle subjekty skusania na iné pracoviskd skusania
uréené spolo¢nostou Janssen.

3. Schvalenie etickou komisiou (EK), informovany
suhlas, povolenia

3.1 V sulade s pravnymi predpismi platnymi pre
pracovisko skusania moéZe zdravotnicke zariadenie a
zodpovedny skusajuci zacat skdsanie az po ziskani od
prislusnej etickej komisie pred zacatim klinického
skdsania schvalenie protokolu a jeho dodatkov,
informovaného suhlasu, postupov ndboru subjektov do
klinického skdsania (napr. oznameni, financnej odmeny,
ak sa vztahuje) a akychkolvek dalsich délezitych
dokumentov suvisiacich s klinickym skdsanim. V pripade,
Ze EK bude pozadovat zmeny v protokole, informovanom
suhlase alebo postupoch naboru subjektov do klinického
skusania, takého zmeny sa nemézu zapracovat, kym ich
eticka komisia pisomne neschvalia informuje o nich CRO.

Protokol, informovany suhlas ani Ziadna inzercia
sa nesmie upravovat bez predchdadzajuceho pisomného
suhlasu CRO a EK.

3.2 Zdravotnicke zariadenie a zodpovedny skusajuci
su tieZ povinni primerane informovat subjekt skisania a
ziskat pisomny informovany suhlas podpisany kazdym
subjektom skusania alebo v jeho zastupeni, a takyto
informovany suhlas musi schvalit CRO a EK pred
zaCiatkom Gcasti  subjektu na klinickom skusani.
Informovany suhlas musi obsahovat pravo CRO,
spolocnosti Janssen a jej zastupcov a prislusnych Statnych
organov kontrolovat nespracované udaje klinického
skdsania, vratane origindlnych zaznamov subjektov, v
ramci vSetkych monitorovacich a auditorskych cinnosti
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regulatory requirements. The informed consent form shall
also include the right for Janssen and its affiliates to conduct
additional reviews of the data to study the safety and efficacy
of the Study Product and other products and treatments, to
develop a better understanding of disease or to improve the
efficiency of future clinical studies.

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

4, Reporting of Data and Adverse Events

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

4.2 Electronic Data Capture ("EDC"): Institution/Principal
Investigator will submit Clinical Trial data using the electronic
system provided by Janssen. Institution/Principal Investigator
shall prevent unauthorized access to the data by maintaining
physical security of the computers and ensuring that
investigational staff maintains the confidentiality of their
passwords. Institution/ Principal Investigator shall also
comply with CRO’s instructions for data entry into the system,
which includes that investigational staff using the system
understands that their electronic signatures are 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

potrebnych na zabezpecenie kontroly kvality a
dodrzZiavania protokolu, ako aj vSetkych poZiadaviek
pravnych predpisov a kontrolnych Uradov. Informovany
sthlas musi tiez obsahovat pravo spoloénosti Janssen a
jej dcérskych spoloénosti vykonavat dalSie kontroly
Udajov na preskimanie bezpecnosti a ucinnosti
skdsaného lieku a dalsich produktov a druhov liecby, na
ziskanie dalSich vedomosti o tomto ochoreni alebo na
zlepsenie efektivity buddcich klinickych skdsani.

3.3. Spolo¢nost Janssen zodpovedd za splnenie
vSetkych dalSich formalit tykajucich sa povoleni na
vykondvanie klinického skusania (napr. za podanie
Ziadosti o povolenie klinického skusania), ako aj na
vyrobu,—dodavku alebo dovoz skusaného lieku a za
ziskanie pisomného povolenia od kompetentnych
zdravotnickych dradov pred zacatim klinického skusania,
ak sa pozaduje.

4. Hlasenie udajov a neziaducich udalosti

4.1 Zdravotnicke zariadenie a zodpovedny skusajuci
sa zavazuju pravidelne a vcas poskytovat CRO a
spolocnosti Janssen vsetky vysledky klinického skdsania a
dalSie udaje pozadované protokolom na riadne pisomne
alebo elektronicky vyplnenych pacientskych zaznamovych
harkoch.

4.2 Systém elektronického zachytdvania udajov
(dalej ,,EDC"): Zdravotnicke zariadenie alebo zodpovedny
skdsajuci budu udaje klinického skusania odosielat
pomocou  elektronického  systému  poskytnutého
spolo¢nostou Janssen. Zdravotnicke zariadenie alebo
zodpovedny skusajuci su povinni zabranit
neopravnenému pristupu k Udajom zachovavanim
fyzickej bezpecnosti pocitaCov a zabezpecCenim, aby
personal skusania zachovaval svoje pristupové hesld v
tajnosti. Zdravotnicke zariadenie alebo zodpovedny
skusajuci su tiez povinni dodrziavat pokyny CRO na
zaddvanie Udajov do systému, medzi ktoré patri aj
poziadavka, aby si ¢lenovia persondlu skusania
pouZivajuci tento systém boli vedomi, Ze ich elektronické
podpisy suU pravne zavaznym ekvivalentom ich
vlastnorucnych podpisov a Ze nimi osvedcuju spravnost a
Uplnost zadanych Gdajov.

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

4.3 Institution and Principal Investigator also agree to
report to Local Safety Officer on a phone number/email
entered in SAE Report Form within twenty-four (24)
hours after learning of any serious adverse events and
other important medical events, as identified in the
Protocol, affecting any Trial Subject in the Clinical Trial.
Institution and Principal Investigator further agree to
follow up such report with detailed, written reports in
compliance with all applicable legal and regulatory

requirements.

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

5. Monitoring of Clinical Trial — Audit - Inspections

51 Monitoring - Audit
During and after the term of this Agreement,

Institution and Principal Investigator agree to permit

zavazuju zbierat vsetky udaje klinického skusania (v
elektronickej alebo papierovej forme) do zdrojovej
dokumentacie pred ich zadanim do elektronického
pacientskeho zaznamového harka (dalej ,,eCRF“). Harok
eCRF sa ma vyplnit najneskér do piatich (5) pracovnych
dni od dokoncenia postupov ndavstevy alebo dostupnosti
vysledkov vySetreni, pokial protokol neuvddza inak.
Zdravotnicke zariadenie alebo zodpovedny skusajlci sa
tieZz zavazuju poskytniat primerané odpovede na prijaté
otazky do piatich (5) pracovnych dni od ich prijatia, pokial
protokol neuvadza inak.

V pripade, Ze zodpovedny skusajuci alebo zdravotnicke
zariadenie nebudul zadavat udaje do harka eCRF alebo
odpovedat na otazky v prislusnych lehotach uvedenych
vyssie, moze spolocnost Janssen vyluéne podla vlastného
uvazenia ihned podniknat napravné opatrenia. Medzi
tieto opatrenia méze patrit najma docasné pozastavenie
vstupnych  vySetreni alebo zaradovania, dalsie
monitorovacie navstevy, zvaienie auditu pracoviska
skisania a mozné ukoncenie ucasti pracoviska na
klinickom skusani.

4.3 Zdravotnicke zariadenie a zodpovedny skusajuci sa
tiez zavazuju hlasit lokdlnemu Safety Officer-ovi na
¢islo/email uvedeny na tladive hlasenia SAE do
dvadsiatichstyroch (24) hodin od zistenia vSetky
zavazné neZiaduce udalosti a dalSie dolezité
zdravotné udalosti definované v protokole, ktoré
postihnl ktorykolvek subjekt skusania v klinickom
skdsani.  Zdravotnicke zariadenie a zodpovedny
skdsajuci sa dalej zavazuju nasledne doplnit takéto
hldsenie podrobnymi pisomnymi spravami v sulade
so vSetkymi poziadavkami pravnych predpisov a
kontrolnych Uradov.

4.4 Vcasné, presné a kompletné zasielanie Udajov a
odpovedi na otdzky je podmienkou na Uhradu platieb
podla Rozpisu platieb uvedeného v Prilohe B tejto
zmluvy.

5. Monitorovanie  klinického skusania, audit,
inSpekcie
5.1 Monitorovanie, audit

V priebehu doby platnosti tejto zmluvy a po jej
uplynuti sa zdravotnicke zariadenie a zodpovedny
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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 Trial is being
conducted,

(i) raw Clinical Trial data including original Trial
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 Trial is being
conducted in conformance with the Protocol
and in compliance with applicable legal and
regulatory requirements, including privacy
and security laws and regulations.

5.2 Inspections

Institution and Principal Investigator shall immediately notify
CRO if a competent health authority schedules or, without
scheduling, begins an inspection and shall promptly, upon
issuance, provide CRO a copy of any health authority’s
correspondence resulting from any such inspection.

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

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

skdsajuci zavazuju umoznit zastupcom CRO, spolocnosti
Janssen alebo kompetentnych zdravotnickych udradov
(vratane Uradu pre potraviny a lieky Spojenych $tatov
americkych [US FDA], ak sa to na skdsanie vztahuje), aby
mohli kedykolvek v primeranom c¢ase pocas beZnej
pracovnej doby skontrolovat:

(i) priestory, v ktorych sa vykonava klinické
skusanie,
(ii) nespracované Udaje klinického skusania

vratane origindlnych zaznamov subjektov
skdsania, ak je to povolené podla podmienok
informovaného suhlasu a platnych pravnych
predpisov,

(iii) vSetky dalSie dolezité informacie potrebné na
potvrdenie, Ze sa klinické skusanie vykonava
v zhode s protokolom a v sulade s platnymi
poZiadavkami  pravnych  predpisov  a
kontrolnych  dradov  vrdtane pravnych
predpisov o ochrane osobnych udajov a
sukromia.

5.2 InSpekcie

Zdravotnicke zariadenie a zodpovedny skusajuci budu
CRO okamzite informovat, ak nejaky kompetentny
zdravotnicky Urad oznami planovanu insSpekciu alebo bez
oznamenia zacne neplanovanu inspekciu, a bezodkladne
po vyhotoveni poskytnG CRO képie akejkolvek
koreSpondencie so zdravotnickym uradom vyplyvajucej z
takejto inSpekcie.

5.3  Zdravotnicke zariadenie a zodpovedny skusajuci sa
zavazuju podniknut vsetky primerané opatrenia
pozadované CRO na napravu nedostatkov
zistenych pocas auditu alebo inSpekcie. CRO,
spolo¢nost Janssen alebo jej zastupcovia maju tiez
pravo posudit a schvélit vSetku koreSpondenciu s
kompetentnym zdravotnickym dradom vytvorenu v
dosledku takejto inSpekcie zdravotnickeho Uradu
predtym, ako ju zdravotnicke zariadenie alebo
zodpovedny skusajuci odoSle, a v rozsahu, v
ktorom to nezakazuju platné pravne predpisy alebo
prislusny zdravotnicky uUrad, maji pravo na
pritomnost svojho zastupcu pocas kazdej inspekcie.

5.4  Platnost ustanoveni ¢lankov 5.1, 5.2 a 5.3 pretrva
aj po vypovedani alebo vyprsani tejto zmluvy.
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6. Compliance with Applicable Laws

6.1 The parties agree to conduct the Clinical Trial and
maintain records and data during and after the term of this
Agreement in compliance with all applicable legal and
regulatory requirements, as well as with generally accepted
conventions such as the Declaration of Helsinki and the ICH
GCP guidelines.

6.1B  In exceptional circumstances, CRO may agree to store
Clinical Trial documents on behalf of the Principal Investigator
and/or the Institution at a mutually agreed third party site.
Such documents will only be accessed with the written
consent of the Principal Investigator and/or the Institution. In
case of retrieval of the Clinical Trial documents, stored on
behalf of the Principal Investigator and/or the Institution,
prior notice to and authorization by CRO is required. If the
Principal Investigator wants to move the Clinical Trial records
to another location, prior notice to and authorization by CRO
is required. CRO or Janssen will notify the Principal
Investigator and/or the Institution in writing when records are
no longer needed, which under the applicable regulations is a
minimum of 5 years after completion of the Clinical Trial.

6.2 No party shall perform any actions that are prohibited
by local and other anti-corruption laws (collectively
“Anti-Corruption Laws”) that may be applicable to one or
more parties to the Agreement. Without limiting the
foregoing, no party shall make any payments, or offer or
transfer anything of value, to any government official or
government employee, to any political party official or
candidate for political office or to any other third party in a
manner that would violate Anti-Corruption Laws.

6.3
6.3.1

Privacy and Data Security
Each party agrees that its collection, processing and

6. Sulad s platnymi pravnymi predpismi

6.1 Zmluvné strany sa zavazuju vykonavat klinické
skisanie a uchovavat zdznamy a U(daje pocas doby
platnosti tejto zmluvy a po jej uplynuti v sulade so
vSetkymi platnymi poziadavkami pravnych predpisov a
kontrolnych Uradov, ako aj so vSeobecne uznavanymi
konvenciami, ako je napriklad Helsinska deklaracia a
smernice Medzinarodného vyboru pre harmonizaciu o
spravnej klinickej praxi (ICHGCP).

6.1B  Za vynimocnych okolnosti méze CRO suhlasit, Ze
bude dokumenty klinického skdsania uchovavat v mene
zodpovedného  skusajuceho alebo zdravotnickeho
zariadenia na vzidjomne dohodnutom externom
pracovisku. Pristup k takymto dokumentom bude mozny
len na zaklade pisomného suhlasu zodpovedného
skusajuceho alebo zdravotnickeho zariadenia. V pripade
potreby vyzdvihnutia dokumentov klinického skusania,
uchovavanych v mene zodpovedného skisajuceho alebo
zdravotnickeho zariadenia, je potrebné vopred zaslat
pisomné ozndmenie CRO a ziskat jej povolenie. Ak bude
zodpovedny skdsajici chciet presunuat zaznamy klinického
skdsania na iné miesto, je potrebné vopred zaslat
pisomné oznamenie CRO a ziskat jej povolenie. CRO a
spolo¢nost Janssen budld zodpovedného skusajuceho
alebo zdravotnicke zariadenie pisomne informovat, ked
zaznamy uz nebudu potrebné, Co je podla platnych
pravnych predpisov minimalne po piatich (5) rokoch od
dokoncenia klinického skusania.

6.2 Ziadna zo zmluvnych strdn nepodnikne Ziadne
kroky zakdzané podla miestnych a inych protikorupénych
pravnych predpisov (dalej spolo¢ne ,protikorupéné
pravne predpisy“), ktoré by sa mohli vztahovat na jednu
alebo viacero zmluvnych stran tejto zmluvy. Bez
obmedzenia platnosti predchadzajiceho Ziadna zo
zmluvnych stran neposkytne Ziadne platby a neponukne
ani neprevedie Ziadnu hodnotnd vec na Ziadneho
Stdtneho predstavitela alebo Statneho zamestnanca,
predstavitela politickej strany alebo kandidata na
politickd funkciu ani na Ziadnu tretiu stranu sposobom,
ktory by porusoval protikorupcné pravne predpisy.

6.3 Ochrana dat a sukromia
6.3.1 Kazda zo zmluvnych stran potvrdzuje, Ze jej zber,
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disclosure of any data relating to an identified or identifiable
individual (“Personal Information”) in connection with this
Agreement is and will be in compliance with applicable data
protection laws, including, where applicable, the EU General
Data Protection Regulation (the “GDPR”), and that it has
obtained all rights and consents necessary to collect, process
and disclose the Personal Information. When collecting and
processing Personal Information, the parties agree to take
appropriate measures to safeguard the Personal Information,
to maintain the confidentiality of Trial Subject related health
and medical information, to properly inform the concerned
data subjects about the collection and processing of their
Personal Information, to grant data subjects reasonable
access to their Personal Information, to address other data
subject rights as per applicable law, and to prevent access by
unauthorized persons.

6.3.2 Institution and Principal Investigator will implement
appropriate technical and organizational measures to ensure
a level of security for Personal Information processed in
connection with the Agreement that is appropriate to the
risk.

6.3.3 Institution and Principal Investigator represents,
warrants and covenants that Personal Information related to
Trial Subjects, when supplied to Janssen, will be
pseudonymized to replace any information that directly
identifies a Trial Subject with a subject identification code.
Principal Investigator will not provide Janssen with the key or
code that enables Trial Subjects to be re-identified. Institution
and Principal Investigator will notify Janssen immediately if
Institution and/or Principal Investigator discovers that any
Data (defined in Section 7.1) concerning Trial Subjects
provided to Janssen does not satisfy this requirement.
Principal Investigator will cooperate with all Janssen requests
to mitigate any harm resulting from any such disclosure of
Data. In such an event, Institution and Principal Investigator
will deliver corrected Data to Janssen as promptly as possible
atno

extra expense to Janssen

6.3.4 In case of a breach of security leading to the accidental
or unlawful destruction, loss, alteration, unauthorized
disclosure of, or access to, Personal Information data

spracovanie a spristupniovanie akychkolvek udajov
vztahujlcich sa k identifikovanej alebo identifikovatelnej
fyzickej osobe (dalej ,,0sobné udaje”) v suvislosti s touto
zmluvou je a bude v sulade s platnymi pravnymi
predpismi, vratane vSeobecného nariadenia o ochrane
osobnych Udajov platného v EU (General Data Protection
Regulation, dalej ,,GDPR”), a Ze ziskala vSetky prava a
suhlasy potrebné na zber, spracovanie a spristupnovanie
osobnych udajov. Pri zbere a spracovani osobnych Gdajov
sa zmluvné strany zavazuju podniknat primerané
opatrenia na ochranu osobnych udajov, zachovavat
doévernost zdravotnych a klinickych udajov subjektov
skusania, riadne informovat prislusné dotknuté osoby o
zbere a spracovani ich osobnych U(dajov, poskytnat
dotknutym osobam primerany pristup k ich osobnym
Gdajom, venovat pozornost dal$im pravam dotknutych
o0s6b podla platnych pravnych predpisov a zabranit v
pristupe neopradvnenym osobam.

6.3.2 Zdravotnicke zariadenie a zodpovedny skusajuci
zavedu primerané technické a organiza¢né opatrenia, aby
zabezpedili takd uroven bezpecnosti osobnych udajov
spracovavanych v sulvislosti s touto zmluvou, akd je
primerana danému riziku.

6.3.3 Zdravotnicke zariadenie a zodpovedny skusajuci
vyhlasuju, zarucuji a zavazuju sa, Ze osobné Uudaje
suvisiace so subjektmi skusania dodané spolocnosti
Janssen sa budud pseudonymizovat, pricom sa kazdy udaj
priamo  identifikujuci  subjekt skusania  nahradi
identifikaénym kdédom subjektu. Zodpovedny skusajuci
neposkytne spolocnosti Janssen klu¢, ktory umoznuje
spatne identifikovat subjekty skdsania. Zdravotnicke
zariadenie a zodpovedny skusajuci budu spoloénost
Janssen okamizite informovat, ak zdravotnicke zariadenie
alebo zodpovedny skusajuci zisti, ze akékolvek udaje
(definované v ¢lanku 7.1) tykajlce sa subjektov skusania
poskytnuté  spolo¢nosti  Janssen  nespliiaju  tuto
poziadavku. Zodpovedny skusajuci poskytne spolocnosti
Janssen spoluprdacu pri vSetkych jej poziadavkach na
napravu kazdej sSkody vyplyvajucej z takéhoto
spristupnenia Udajov. V takom pripade zdravotnicke
zariadenie a zodpovedny skusajuci ¢o najskér doda
spolo¢nosti Janssen opravené Udaje bez dalsich nakladov
pre spoloc¢nost Janssen.

6.3.4 V pripade narusSenia bezpecnosti veduceho k
ndhodnému alebo nezdkonnému zniceniu, strate,
pozmeneniu, neopravnenému spristupneniu  alebo
pristupu k prendsanym, uchovdvanym alebo inak
spracovavanym osobnym Udajom (dalej ,narusenie
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transmitted, stored or otherwise processed (“Privacy
Incident”), Institution and/or Principal Investigator will
immediately after becoming aware of a Privacy Incident notify
Janssen. Such notification shall specify the nature of the
Privacy Incident, the categories and approximate number of
data subjects and Personal Information records impacted by
such Privacy Incident. Institution and Principal Investigator
agree to fully cooperate with Janssen, investigate and resolve
any such Privacy Incident and provide Janssen any
information necessary to provide notifications

6.3.5 Institution and Principal Investigator agree to fully
cooperate with respect to any data protection impact
assessments and/or prior consultations that may be required
with respect to the processing of Personal Information under
the Agreement

6.3.6 Institution and Principal Investigator shall not engage
any third party, including any affiliate or subcontractor, as
data processor (as defined under applicable data protection
law) for the performance of their respective activities under
this Agreement, without Janssen’s prior written approval. In
the event Janssen consents to such third party data
processor, Institution and Principal Investigator (i) shall be
responsible for ensuring that any permitted third-party data
processor complies with this Agreement, the applicable data
protection law and regulations, and (ii) shall be fully liable to
Janssen for all actions of such third-party data processors.

6.3.7 Personal Information related to Principal Investigator
and any investigational staff (e.g. name, hospital or clinic
address and phone number, curriculum vitae) may be
transferred to Johnson & Johnson’s affiliates for purposes of
drug monitoring, implementation, documentation and control
of clinical trials, as well as for contacting them and their
respective agencies around the world in case of other future
studies or investigations in which they may be involved. The
parties also agree to use Personal Information provided by
the Principal Investigator for managing internal studies and
ensuring that contact information is contained in a faithful
and complete way in other systems, in compliance with this
Section.

sukromia“) budu zdravotnicke zariadenie a zodpovedny
skusajuci informovat spoloénost Janssen ihned potom,
ako sa o takomto naruseni sukromia dozvedia. V takomto
oznameni musi byt uvedena povaha narusenia sikromia,
kategorie a priblizny pocet dotknutych os6b a zaznamy
obsahujuce osobné Uudaje, ktoré takéto narusenie
sukromia  ovplyviiuje. Zdravotnicke zariadenie a
zodpovedny skusajuci sa zavazuju v plnej miere
spolupracovat so spolo¢nostou Janssen, presetrit a
vyriesit kazdé takéto narusenia sukromia a poskytnut
spolo€nosti Janssen vsetky informacie potrebné na
poskytnutie oznameni.

6.3.5 Zdravotnicke zariadenie a zodpovedny skusajuci
sa zavazuju v plnej miere spolupracovat pri akychkolvek
hodnoteniach dosahu opatreni na ochranu osobnych
Gdajov alebo predkonzulticidch, ktoré mozu byt
potrebné v suvislosti so spracovanim osobnych udajov
podla tejto zmluvy.

6.3.6 Bez predchadzajuceho pisomného suhlasu
spolo¢nosti  Janssen  zdravotnicke  zariadenie a
zodpovedny skusajuci nepoveria Ziadnu tretiu stranu ani
Ziadnu svoju pobocku alebo subdodavatela ulohou
spracovatela udajov (v zmysle definovanom v platnych
pravnych predpisoch o ochrane osobnych ldajov), aby
vykonaval ich prislusné cinnosti podla tejto zmluvy. V
pripade, Ze spoloc¢nost Janssen takuto tretiu stranu v
Ulohe spracovatela Udajov odsuhlasi, zdravotnicke
zariadenie a zodpovedny skdsajuci (i) budu zodpovedat za
to, aby kazda takdto povolena tretia stranu v Ulohe
spracovatela Udajov dodrziavala tuto zmluvu a platné
pravne predpisy o ochrane osobnych udajov, a (ii) budu
spolocnosti Janssen v plnej miere rudit za kazdé konanie
takejto tretej strany v Ulohe spracovatela udajov.

6.3.7 Osobné Udaje tykajuce sa zodpovedného
skusajuceho a vsetkych clenov personalu skusania (napr.
meno, adresa a teleféonne Cislo nemocnice alebo kliniky,
Zivotopis) sa mozu prenasat do dcérskych spoloc¢nosti
skupiny Johnson & Johnson na ucely sledovania liekov,
realizacie, zdokumentovania a kontroly klinickych
skdsani, ako aj na udrZiavanie kontaktu s nimi a ich
prislusSnymi zastUpeniami na celom svete v pripade
dalSich buducich skudsani alebo vyskumov, do ktorych
mozu byt zapojeni. Zmluvné strany tiez suhlasia s
pouZitim osobnych Udajov poskytnutych zodpovednym
skusajucim na riadenie svojich internych vyskumov a
zavazuju sa zabezpedit, aby boli kontaktné udaje
obsiahnuté v inych systémoch doéveryhodnym a
kompletnym sp6sobom a v stlade s tymto ¢lankom.
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6.3.8 Janssen may transmit Personal Information to other
affiliates of the Johnson & Johnson group of companies and
their respective agents worldwide. Accordingly, Personal
Information 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, Janssen and its
affiliates of the Johnson & Johnson group of companies and
respective agents will apply adequate privacy safeguards to
protect such Personal Information as required in the EEA.
Personal Information may also be disclosed as required by
individual regulatory agencies or applicable law, such as to
report serious adverse events.

6.3.9 Janssen has provided certain details regarding its
Personal Information handling practices, concerning Personal
Information related to Principal Investigator and any
investigational staff, including data subject rights, in Exhibit D.
Principal Investigator agrees to inform all investigational staff
from who Personal Information is collected during the course
of the Clinical Trial in scope of this Agreement about Personal
Information handling practices as specified in Exhibit D.

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

7. Ownership of Data - Confidentiality — Registry -
Publication

7.1 Ownership of Data

6.3.8 Spolo¢nost Janssen mdze osobné Udaje prenasat do
dalSich dcérskych spolo¢nosti skupiny Johnson & Johnson
a ich prislusSnym zastupcom na celom svete. V sulade s
tym sa osobné Udaje modzu prendsat do krajin mimo
Eurdpskeho hospodarskeho priestoru (EHP), napriklad do
Spojenych $tatov americkych, povazovanych zo strany EU
za krajiny, ktoré v sucasnosti nemaju primerané pravne
predpisy na zabezpecenie dostatocnej ochrany osobnych
Gdajov. Bez ohladu na vysSie uvedené, spolocnost
Janssen, jej dcérske spoloCnosti skupiny Johnson &
Johnson a ich prislusni zastupcovia budd pouzivat
primerané bezpecnostné opatrenia na ochranu sukromia,
aby takéto osobné Udaje chranili  sp&sobom
pozadovanym v EHP. Osobné ddaje sa mozZu
spristupriovat aj na zaklade poziadaviek jednotlivych
kontrolnych Uradov alebo platnych pravnych predpisov,
napriklad na hlasenie zavaznych neZiaducich udalosti.
6.3.9 V Prilohe D uvadza spolocnost Janssen urdité
podrobnosti o svojich postupoch pouzivanych pri
zaobchadzani s osobnymi Udajmi tykajuce sa osobnych
Udajov suvisiacich so zodpovednym skudsajucim a
personalom skusania, vratane prdv dotknutych oséb.
Zodpovedny skusajlci sa zavazuje informovat kaZzdého
¢lena personalu skdsania, od ktorého sa v priebehu
klinického skusania zbieraju osobné udaje v rozsahu tejto
zmluvy, o postupoch pouzivanych pri zaobchadzani s
osobnymi Udajmi, uvedenych v Prilohe D.

6.4 Ak sa zisti, Ze ktorakolvek cast tejto zmluvy je v
rozpore s platnymi pravnymi predpismi, zmluvné strany
sa zavazuju v dobrej viere prerokovat Upravy ustanovenia
alebo ustanoveni, ktoré su v rozpore s platnymi pravnymi
predpismi. Ak sa zmluvné strany nebudd schopné
zhodndt na novych alebo upravenych podmienkach
potrebnych na uvedenie celej zmluvy do suladu s
pravnymi predpismi, méze ktordakolvek zmluvnd strana
tuto zmluvu vypovedat pisomnou vypovedou s
vypovednou lehotou v dizke $estdesiat (60) kalendarnych
dni od dorucenia ostatnym zmluvnym stranam.

7. Vlastnictvo udajov, doévernost, registracia a
publikovanie
7.1 Vlastnictvo udajov
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All case report forms and other data, including
without limitation, written, printed, graphic, video and audio
material, and information contained in any computer data
base or computer readable form, generated by the Institution
and/or Principal Investigator or other personnel involved with
the Clinical Trial in the course of conducting the Clinical Trial
(the “Data”) shall be the property of Janssen or its designee,
which may utilize the Data in any way it deems appropriate,
subject to and in accordance with applicable data protection
laws and the terms of this Agreement. Any copyrightable
work created in connection with the performance of the
Clinical Trial and contained in the Data (except any
publication by the Principal Investigator as provided for in
Section 7.4) shall be considered a “work made for hire” to the
fullest extent permitted by law, and owned by Janssen or its
designee. The Institution and/or Principal Investigator may
not use the Data for any commercial purposes, including the
filing of a patent application or the filing of the Data in
support of any pending or future patent application either for
his 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.

7.2 Confidentiality

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

Vsetky pacientske zdznamové harky a dalSie
Udaje, najma pisomné, tlacené, grafické, video a audio
materidly a informacie obsiahnuté v akychkolvek
pocitatovych databdzach alebo v pocitacom C(itatelnej
forme, vytvorené zdravotnickym zariadenim,
zodpovednym skusajucim alebo inym personalom
zapojenym do  klinického skusania v priebehu
vykonavania klinického skusania (dalej ,udaje“), su
vlastnictvom spolocnosti Janssen alebo jej zastupcu, ktory
moze Udaje pouzit akymkolvek spésobom, aky uzna za
vhodny, za podmienok a v sulade s platnymi pravnymi
predpismi o ochrane dat a podmienkami tejto zmluvy.
Kazdé dielo potencidlne chranené autorskymi pravami,
vytvorené v suvislosti s vykonanim klinického skusania a
obsiahnuté v udajoch (s vynimkou publikacii
zodpovedného skusajuceho podfa ¢lanku 7.4), sa
povaZuje za ,zamestnanecké dielo” v maximalnom
rozsahu povolenom pravnymi predpismi a je vlastnictvom
spolo¢nosti Janssen alebo jej zastupcu. Zdravotnicke
zariadenie a zodpovedny skusajlci nesmu pouzit Udaje na
Ziadne komercné ucely, zahfnajluce podanie patentovej
prihlasky alebo poutzitie Udajov na podporu akejkolvek
nevybavenej alebo buducej patentovej prihlasky, bud vo
svoj vlastny prospech, alebo v prospech akejkolvek inej
ziskovej organizacie, vratane pouzitia Udajov na podporu
vyskumu pre ziskovl organizaciu alebo v spolupraci s
fou. Platnost ustanoveni tohto odseku pretrvd aj po
vypovedani alebo vyprsani tejto zmluvy.

7.2 Dévernost
Vsetky informdcie, najma informacie tykajuce sa
skusaného lieku, protokolu, prevadzky spolocnosti

Janssen a jej dcérskych spoloc¢nosti, napriklad patentové
prihlasky, vzorce, vyrobné postupy, udaje zakladného
vyskumu, Udaje z predchadzajiceho klinického vyskumu a
informacie o liekovej forme, poskytnuté spolo¢nostou
Janssen alebo CRO zdravotnickemu zariadeniu,
zodpovednému skudsajucemu alebo inému personalu
zapojenému do klinického skusania, ktoré doteraz neboli
publikované (dalej ,doéverné informacie spolocnosti
Janssen”), ako aj udaje (definované vyssie), sa povazuju
za dbverné a zostdvaju vyluénym vlastnictvom
spoloc¢nosti Janssen. Pocas doby platnosti tejto zmluvy aj
po jej uplynuti vynaloZia zdravotnicke zariadenie alebo
zodpovedny skusajuci maximalne Usilie, aby zachovali
doévernost a pouzivali len na ucely predpokladané v tejto
zmluve:
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(i) theJanssen Confidential Information,

(ii) 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.

7.3. Registry

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

Registration will be to the United States National Library of
Medicine web site designed for this purpose at
www.clinicaltrials.gov. In addition equivalent official websites

(i) doverné informacie spolocnosti Janssen,

(ii) informacie, o ktorych mozno logicky
predpokladat, 7e si dobverné a chranené
vlastnickymi prdvami spolo¢nosti Janssen a
jej dcérskych spolocnosti a ktoré sa
odovzdaju prostrednictvom alebo v zastupeni

spolo¢nosti Janssen zdravotnickemu
zariadeniu alebo zodpovednému
skdsajucemu a

(iii) udaje.

Predchadzajice povinnosti sa nevztahuju na doverné
informdcie spolo¢nosti Janssen, Udaje alebo informdcie
spadajuce pod clanok 7.2(ii):

a) ktoré boli zverejnené bez zavinenia zo strany
zdravotnickeho zariadenia alebo zodpovedného
skusajuceho,

b) pre ktoré dala spolo¢nost Janssen pisomny suhlas
na pouZitie a odovzdavanie,

c) ktoré sa publikuji v sulade s
»Publikovanie” (¢lanok 7.4) tejto zmluvy.

¢lankom

Platnost ustanoveni tohto odseku
vypovedani alebo vyprsani tejto zmluvy.

pretrvd aj po

7.3. Registracia

Pred zacatim zaradovania ma spolo¢nost Janssen pravo
verejne zaregistrovat suhrny protokolu a kontaktné Gdaje
pracovisk klinickych skasani financovanych spolo¢nostou,
zameranych na skugané aj registrované lieky, ak spifiaju
najmenej jedno z nasledujucich kritérii: (i) registraciu
skdsania spoloc¢nostou Janssen alebo niektorou z jej
dcérskych spoloénosti pozaduju platné pravny predpisy,
(ii) registraciu pozaduje Medzinarodny vybor vydavatelov
lekarskych C¢asopisov (ICMJE) pre skusania, ktoré sa maju
publikovat v medzindrodnej oponentsky posudzovanej
literatire (http://www.icmje.org), alebo (iii) su z
primerane planovanych a dostatocne kontrolovanych
klinickych skasani  financovanych spolo¢nostou,
zameranych na skusané aj registrované lieky a produkty,
bez ohladu na to, ¢i sa ich registracia pozaduje podla
bodov (i) alebo (ii) uvedenych vyssie.

Registracia sa vykona na webovej stranke Narodnej
lekdrskej kniznice Spojenych Statov americkych, zriadenej
na tento Ucel, na adrese www.clinicaltrials.gov. Na ucely
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and websites of Janssen and its affiliates may be used for
registration purposes.

Any person accessing a clinical trial listing for a clinical trial on
www.clinicaltrials.gov may elect to complete an online
eligibility-screening questionnaire. For Trial Subjects screened
as potentially eligible in the Institution and/or Principal
Investigator's geographical area, Principal Investigator will
receive a report with the completed screen and the Trial
Subject's contact information. Principal Investigator agrees to
follow-up on the report and to document such follow-up in
source records.

7.4. Publication

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

If Institution and/or Principal Investigator wishes to publish
information from the Clinical Trial, a copy of the manuscript
must be provided to Janssen for review at least sixty (60) days

registracie sa moézZu pouzit aj porovnatelné oficidlne
webové stranky, ako aj webové stranky spolocnosti
Janssen a jej dcérskych spoloc¢nosti.

Kazda osoba, ktora navstivi stranku klinického skusania v
ramci  zoznamu  klinickych ~ skdsani na  adrese
www.clinicaltrials.gov, mdze vyplnit online dotaznik na
vstupné hodnotenie vhodnosti potencidlnych subjektov.
Pre subjekty skusSania, ktoré sa vyhodnotia ako
potencialne vhodné v geografickej oblasti zdravotnickeho
zariadenia alebo zodpovedného skuisajuceho, dostane
zodpovedny skusajlci spravu s vyplnenym vstupnym
hodnotenim a kontaktnymi udajmi subjektu skudsania.
Zodpovedny skusajlci sa zavazuje nadviazat kontakt s
osobou uvedenou v tejto sprave a zdokumentovat takéto
nadviazanie kontaktu do zdrojovych zaznamov.

7.4. Publikovanie

V suvislosti so vsSetkymi udajmi alebo inymi
informdciami, vytvorenymi pri vykondvani sluzieb podla
tejto zmluvy zdravotnickym zariadenim, zodpovednym
skdsajucim, inym persondlom spojenym s tymto
klinickym skusanim alebo v ich zastipeni, ma spolo¢nost
Janssen alebo jej zastupca prednostné pravo bez
schvdlenia od zdravotnickeho zariadenia alebo
zodpovedného skusajuceho publikovat alebo prezentovat
na verejnosti Udaje klinického skusania, ¢i uz vo forme
Ustnej prezentdcie na kongrese, alebo publikacie. Navyse
ak k publikovaniu klinického skusania v oponentsky
posudzovane] literatire neddjde do dvanastich (12)
mesiacov od dokoncenia klinického skuSania, moze
spolocnost Janssen alebo jej zastupca umiestnit vysledky
klinického skdSania na webovu stranku vysledkov
klinickych skusani vo forme Suhrnu spravy z klinického
skuSania vo formate ICH-E-3. Zdravotnicke zariadenie a
zodpovedny skdsajuci maju pravo publikovat vysledky
klinického skusania a vsetky zakladné informacie, ktoré je
potrebné uviest v akejkolvek publikacii vysledkov
klinického skusania alebo ktoré su potrebné pre inych
odbornikov na overenie si takychto vysledkov klinického
skusania. Zdravotnicke zariadenie a zodpovedny skusajuci
v publikdcii uvedu vyhlasenie, Ze vytvorenie udajov
Ciastocne podporovala spolocnost Janssen alebo jej
zastupca.

Ak budu mat zdravotnicke zariadenie alebo zodpovedny
skusajuci zaujem publikovat informacie z klinického
skdsania, musia spolocnosti Janssen poskytnut koépiu
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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.

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

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

8. Patents

It is recognized and understood that the inventions
and technologies of Janssen and its affiliates, Institution and
Principal Investigator existing as of the Effective Date are their
separate property respectively, and are not affected by this
Agreement. All rights to any discovery or invention, whether
patentable or not, conceived or conceived and reduced to
practice as a result of the work conducted under this
Agreement (an “Invention”) shall belong to Janssen or its
designee. Institution and Principal Investigator shall promptly

rukopisu na posudenie najmenej Sestdesiat (60) dni pred
podanim publikacie do tlace alebo jej prezentovanim. Ak
to bude vhodné, spolocnost Janssen, zdravotnicke
zariadenie alebo zodpovedny skusajuci na poziadanie
zabezpecia urychlené posudenie abstraktov, plagatovych
prezentdcii alebo inych materialov. Bez ohladu na vyssie
uvedené sa ziadna pisomnost, ktord obsahuje déverné
informacie spolo¢nosti Janssen, nesmie podat do tlace
bez predchadzajuceho pisomného suhlasu spolocnosti
Janssen. Na zaklade pisomnej poziadavky zdravotnicke
zariadenie a zodpovedny skudsajuci pozdrzia vydanie
takejto publikicie o dalSich najviac Sestdesiat (60) dni,
aby umoznili podanie patentovej prihlasky.

Ak  je niektoré  klinické  skdsanie  sucastou
multicentrického  klinického skusania, zdravotnicke
zariadenie a zodpovedny skusajuci takéhoto klinického
skdsania nesmu publikovat Udaje ziskané na jednom
pracovisku skusania dovtedy, kym sa spojené vysledky
dokonéeného klinického skdsania nebudd publikovat v
spolo¢nej multicentrickej publikacii vysledkov klinického
skusania. Ak sa vSak takdto multicentrickd publikacia
nepodd do tlate do osemnastich (18) mesiacov od
ukoncenia, zrusenia alebo zastavenia klinického skusania
na vsetkych pracoviskach alebo potom, ako spolo¢nost
Janssen potvrdi, Ze z klinického skusania sa neuverejni
Ziadna multicentricka publikdcia, zdravotnicke zariadenie
a zodpovedny skusajuci mozu publikovat vysledky z
daného pracoviska skusania samostatne, v sulade s tymto
¢lankom.

7.5 Zdravotnicke zariadenie a zodpovedny skusajuci
rucia za dodrZiavanie ustanoveni tohto ¢lanku vsetkymi
spoluskusajucimi a dalSim persondlom zapojenym do
klinického skusania.

8. Patenty

Zmluvné strany uzndvaju, Ze vSetky vyndlezy a
technolégie spolocnosti  Janssen a jej dcérskych
spolocnosti, zdravotnickeho zariadenia a zodpovedného
skusajuceho, existujice k datumu Gcinnosti, su
samostatnym vlastnictvom kazdého z nich a nie su
ovplyvnené touto zmluvou. VSetky prava na akykolvek
objav alebo vyndlez, ¢i uz patentovatelny, alebo nie,
sformulovany alebo sformulovany a uvedeny do praxe v
dosledku prac vykonanych podla tejto zmluvy (dalej
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disclose to Janssen any Invention. Institution and Principal
Investigator agree to assign (and shall cause all Clinical Trial
investigators and other personnel involved with the Clinical
Trial to assign) to Janssen or its designee the sole and
exclusive ownership of all Inventions. Janssen shall have the
right, but not the obligation, to file, prosecute and enforce
any patents related to any Invention. Institution and Principal
Investigator shall execute, and shall have its employees and
all Clinical Trial investigators and other personnel involved
with the Clinical Trial execute, all documents necessary to
transfer all right, title and interest in and to any Invention to
Janssen or its designee and shall be responsible for
performing all those activities and making all payments and
compensation for all such Inventions made by its employees
and/or professors, as provided for under applicable law, to
permit Janssen or its designee to own and use all such
Inventions.

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

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

9. Compensation and Invoicing

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

9.2 The parties acknowledge and agree that the
compensation and support provided by CRO to
Institution/Principal Investigator pursuant to this Agreement
represents the fair market value for the research services

»,vyndlez”), patria spolo¢nosti Janssen alebo jej
zastupcovi.  Zdravotnicke zariadenie a zodpovedny
skusajuci okamzite odovzdaju kazdy vynalez spolo¢nosti
Janssen. Zdravotnicke zariadenie a zodpovedny skusajuci
sa zavazuju postupit spolocnosti Janssen alebo jej
zastupcovi (a zabezpedit, aby tak urobili aj vSetci skusajuci
klinického skusania a dalSi persondl zapojeny do
klinického skusania) vylucné a vyhradné vlastnictvo
vSetkych vyndlezov.  Spolo¢nost Janssen alebo jej
zastupca ma pravo, nie vsak povinnost, podat, stihat a
vymahat akékolvek patenty suvisiace s kazdym
vynalezom.  Zdravotnicke zariadenie a zodpovedny
skdsajuci podpisu a zabezpecia, aby aj ich zamestnanci,
vSetci skusajuci klinického skusania a dalSi personal
zapojeny do klinického skusania podpisali vSetky
dokumenty potrebné na prevod vsetkych prdv, narokov a
podielov na akomkolvek vyndleze na spolo¢nost Janssen
alebo jej zastupcu, a su povinni vykonat vsetky také
¢innosti a uhradit vSetky platby a odmeny za vsetky
takéto vynalezy, vynajdené svojimi zamestnancami alebo
pedagdégmi, pozadované platnymi pravnymi predpismi,
aby spoloc¢nosti Janssen alebo jej zastupcovi umoznili
vlastnit a pouzivat vSetky takéto vynalezy.

Zdravotnicke zariadenie zarucuje, Ze zodpovedny
skusajuci a vsetky dalsie osoby vykonavajuce sluzby podla
tejto zmluvy su zamestnancami alebo zastupcami
zdravotnickeho zariadenia a suU povinné postlpit na
zdravotnicke zariadenie vSetky wvyndlezy a objavy
vynajdené v priebehu ich pracovného pomeru alebo
zastupovania, bud na zdklade pisomnej zmluvy, alebo
podmienok ich pracovného pomeru.

Platnost ustanoveni tohto ¢lanku
vypovedani alebo vyprsani tejto zmluvy.

pretrvd aj po

9. Odmena a fakturovanie

9.1 Rozpocet a odmena splatna za klinické skusanie
st uvedené v Prilohe B. Platby budud splatné v sulade s
rozpisom platieb uvedenym v Prilohe B.

9.2 Zmluvné strany potvrdzuju a suhlasia, Ze odmena
a podpora poskytovana CRO zdravotnickemu zariadeniu a
zodpovednému  skdsajucemu podla tejto zmluvy
predstavuje spravodlivi trhovd hodnotu vyskumnych
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conducted by Institution/Principal Investigator, has been
negotiated in an arms-length transaction, and has not been
determined in a manner that takes into account the volume
or value of any referrals or other business otherwise
generated between Janssen and its affiliates and Institution
or Principal Investigator.

Nothing contained in this Agreement shall be
construed in any manner as an obligation or inducement for
the Institution or Principal Investigator to recommend that
any person or entity purchase Janssen’s products or those of
any entity affiliated with Janssen.

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

9.4 Institution and Principal Investigator will invoice their
services under this Agreement exclusively to CRO.

10. Indemnification

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

10.2  The above obligation of Janssen, as stated in Section
10.1, shall not apply and Janssen shall not be liable for any
indemnification or expenses, and, in fact, Institution shall
defend, indemnify and hold harmless Janssen, for actions or
claims in any way arising from or caused by the willful,

sluzieb vykonanych zdravotnickym zariadenim alebo
zodpovednym skusajucim, Ze bola dohodnutd medszi
nezavislymi  zmluvnymi partnermi za podmienok
obvyklych na trhu a Ze nebola uréend spo6sobom, ktory
berie do uUvahy objem alebo hodnotu akychkolvek
odporucani alebo inych obchodnych transakcii inak
vytvorenych medzi spolo¢nostou Janssen, jej dcérskymi
spolo¢nostami a zdravotnickym zariadenim alebo
zodpovednym skusajlcim.

Ni¢ z toho, ¢o je uvedené v tejto zmluve, sa v
Ziadnom pripade nema vykladat ako povinnost alebo
nabadanie zdravotnickeho zariadenia alebo
zodpovedného skusajuceho, aby akejkolvek fyzickej alebo
pravnickej osobe odporucali nakup produktov spoloc¢nosti
Janssen alebo produktov akejkolvek pravnickej osoby,
ktorad je jej dcérskou spolocnostou.

9.3 Zdravotnicke zariadenie ani zodpovedny skusajuci
nebudu Ziadnej tretej osobe Gcétovat Ziadny skusany liek,
iné predmety alebo sluzby poskytnuté CRO alebo
spolo¢nostou Janssen v suvislosti s klinickym skdsanim
ani Ziadne sluzby poskytnuté subjektom skudsania v
suvislosti s klinickym skudSanim, za ktoré sa uhradzaju
platby v ramci klinického skusania.

9.4 Zdravotnicke zariadenie a zodpovedny skusajuci
budd svoje sluzby vykonané podla tejto zmluvy
fakturovat vyluéne CRO.

10. Odskodnenie

10.1  Spolocnost Janssen bude zdravotnicke zariadenie,
jeho spravcov, funkcionarov, zastupcov a zamestnancov
(vratane zodpovedného skusajuceho a spoluskusajcich)
obhajovat, odskodni ich a zbavi zodpovednosti za vietky
straty, naklady, vydavky, rucenie, vznesené naroky,
pravne kroky a Skody vzniknuté na zaklade poskodenia
zdravia subjektu skdsania priamo spdsobeného pouzitim
skisaného lieku v sulade s protokolom v priebehu
vykonavania klinického skdsania.

10.2  Povinnost spolo¢nosti Janssen uvedend vyssie v
¢lanku 10.1 nie je platnd a spolocnost Janssen
nezodpoveda za Ziadne odskodnenie ani vydavky (a v
skutoénosti bude povinnostou zdravotnickeho zariadenia
obhajovat, odskodnit a zbavit zodpovednosti spolo¢nost
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reckless, or negligent acts or omissions, or professional
malpractice of Institution or any of its trustees, officers,
agents or employees (including the Principal Investigator and
co-investigators), or arising from or caused by any of their
failures to comply with the Protocol, with CRO’s or Janssen’s
written recommendations and instructions related to the use
of the Study Product, or with any applicable legal and
regulatory requirements.

10.3  The obligation of the indemnifying party hereunder
shall apply only if the other party provides prompt
notification upon receipt of notice of any claim or suit,
permits the indemnifying party and its attorneys and
personnel to handle and control the defense of such claims or
suits, including pretrial, trial or settlement, and the
indemnified party fully cooperates and assists in such
defense, provided that the indemnifying party shall not be
relieved of its obligations hereunder if the indemnified party’s
failure to notify the indemnifying party does not prejudice the
defense of such claim. The indemnified party further agrees
that it will not settle or compromise any such claim or suit
without the prior written consent of the indemnifying party.

11. Insurance

11.1  Institution and Principal Investigator shall secure and
maintain in full force and effect through the performance of
the Clinical Trial (and following termination of the Clinical
Trial to cover any claims arising from the Clinical Trial)

insurance coverage for:
(i) medical professional
malpractice liability and

and/or  medical

(ii) general liability.

11.2 Janssen shall secure and maintain in full force and effect
through the performance of the Clinical Trial (and following

Janssen) za pravne kroky alebo vznesené naroky, ktoré
akymkolvek spdsobom vzniknd alebo budu spbsobené
umyselnym, nezodpovednym alebo nedbalym konanim
alebo nekonanim alebo zanedbanim si povinnosti pri
vykone povolania zo strany zdravotnickeho zariadenia a
vsetkych jeho spravcov, funkcionarov, zastupcov a
zamestnancov (vratane zodpovedného skusajuceho a
spoluskusajucich) alebo vznikna alebo budd sp6sobené
akymkolvek ich nedodrzanim protokolu, pisomnych
odporucani a pokynov CRO alebo spolocnosti Janssen
tykajucich sa poutzitia skusaného lieku alebo platnych
poZiadaviek pravnych predpisov a kontrolnych Uradov.

10.3  Povinnost odSkodriujucej zmluvnej strany podla
tejto zmluvy plati len vtedy, ak jej druha zmluvna strana
urychlene doruéi pisomné vyrozumenie po prevzati
ozndmenia o akomkolvek vznesenom naroku alebo
sudnom spore, povoli odSkodriujlicej zmluvnej strane, jej
pravnym zastupcom a personalu, aby takéto vznesené
naroky alebo sudne spory riesili a riadili obhajobu proti
nim vratane predsudnych navrhov, sidneho procesu
alebo mimosudneho urovnania, a odSkodnena zmluvna
strana poskytne pri takejto obhajobe plnd siéinnost,
odskodriujuca zmluvna strana vsak nie je oslobodena od
svojich povinnosti podla tohto clanku, ak nedorucenie
vyrozumenia odskodnenou zmluvnou stranou nema
nepriaznivy vplyv na obhajobu takéhoto vzneseného
naroku. Odskodnend zmluvna strana dalej suhlasi, Ze bez
predchadzajuceho pisomného suhlasu odSkodiujucej
zmluvnej strany mimosudne neurovna ani neuzatvori
dohodu o Ziadnom takomto naroku alebo v takomto
sudnom spore.

11. Poistenie

11.1  Pocas vykonavania klinického skusania (a po jeho
ukonceni na pokrytie akychkolvek ndrokov vyplyvajucich
z klinického skusania) si zdravotnicke zariadenie a
zodpovedny skdsajuci zaistia a budd udrziavat plne platné
a ucinné poistné krytie:
(i) zodpovednosti za zanedbanie si povinnosti
pri vykone povolania alebo zanedbanie
povinnej lekarskej starostlivosti a
(ii) vSeobecnej zodpovednosti.
11.2 Pocas vykondvania klinického skusania (a po jeho
ukonceni na pokrytie akychkolvek narokov vyplyvajucich
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termination of the Clinical Trial to cover any claims arising
from the Clinical Trial) insurance coverage required for clinical
trials or as otherwise required by applicable law in amounts
appropriate to the conduct of Janssen’s business activities
and in compliance with the applicable legal and regulatory
requirements.

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.

12. Financial Disclosure - Conflict of Interest - Debarment

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

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.

z klinického skdsania) si spoloc¢nost Janssen zaisti a bude
udrziavat plne platné a G¢inné poistné krytie pozadované
pre klinické skusania alebo inak poZadované platnymi
pravnymi predpismi, v sumdch zodpovedajucich
podnikatelskej Cinnosti spolocnosti Janssen a v sulade s
platnymi poziadavkami pravnych predpisov a kontrolnych
Uradov.

11.3  Kazda zmluvna strana, od ktorej sa podla tejto
zmluvy poZaduje udrZiavanie poistenia, poskytne
ostatnym zmluvnym strandam, ak o to pisomne poZiadaju,
poistné certifikaty, ktoré dokladaju poZadované poistné
krytie.

12. Zverejnenie finanénych informdcii, konflikt

zaujmov, zakaz ¢innosti

12.1  Zdravotnicke zariadenie a zodpovedny skusajuci
sa zavazuju poskytnit CRO alebo spolocnosti Janssen
vsetky informacie potrebné na splnenie vsetkych
poZiadaviek na zverejnenie, nariadenych niektorym
kompetentnym zdravotnickym Uradom (vratane US FDA,
ak sa to na skuSanie vztahuje), prislusnou profesijnou
organizaciou alebo podobnym organom, alebo inymi
platnymi  narodnymi alebo miestnymi  pravnymi
predpismi, vratane vsetkych informdcii, ktoré sa musia
zverejnit v suvislosti s akymkolvek finanénym vztahom
medzi spolo¢nostou Janssen, jej dcérskymi spolo¢nostami
a ich zastupcami na jednej strane a zdravotnickym
zariadenim, zodpovednym skudsajucim, akymkolvek
spoluskusajucim zapojenym do klinického skusania a
akymkolvek inym zdstupcom alebo zamestnancom
zdravotnickeho  zariadenia  alebo  zodpovedného
skisajuceho na druhej strane. Tato poziadavka na
zverejnenie informacii moéze vyzadovat zverejnenie
informdcii tykajucich sa najblizsich rodinnych prislusnikov
0s6b zapojenych do klinického skusania.

12.2  Zdravotnicke zariadenie a zodpovedny skusajuci
potvrdzuju, Ze medzi zdravotnickym zariadenim,
zodpovednym skusajicim a spolo¢nostou Janssen nie je
ziadny konflikt zaujmov, ktory by branil v plneni alebo
ovplyviioval plnenie tejto zmluvy zdravotnickym
zariadenim a zodpovednym skusajldcim, a potvrdzuju, Ze
plnenie tejto zmluvy z ich strany neporusuje Ziadnu ind
zmluvu s tretimi stranami. Zdravotnicke zariadenie a
zodpovedny skusajuci budd CRO ihned' informovat, ak
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12.3  Principal Investigator confirms he/she:
(i) is not debarred by a competent health authority
(including, if applicable, the US FDA); and

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

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

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

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

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

13. Independent Contractor
Institution and Principal Investigator are acting in the

capacity of an independent contractors hereunder and not as
employees or agents of CRO or Janssen.

14. Publicity

None of the parties shall use the name of any other

pocCas plnenia tejto zmluvy vznikne akykolvek konflikt
zaujmov.

12.3  Zodpovedny skusajuci tymto potvrdzuje, Ze:

(i) nedostal zdkaz Ccinnosti od niektorého
kompetentného zdravotnickeho uradu
(vrdtane US FDA, ak sa to na skusanie
vztahuje),

nebol odsudeny za zanedbanie povinnej
starostlivosti v  suvislosti  vykondvanim
klinickych skuasani.

(ii)

Zdravotnicke zariadenie a zodpovedny skusajlci priamo
ani nepriamo nezamestnaju, neuzatvoria zmluvu ani si
nenajmu zZiadnu osobu na vykonavanie sluzieb podla tejto
zmluvy, ak takato osoba:

(i) dostala zdkaz Ccinnosti od niektorého
kompetentného zdravotnickeho uradu
(vrdtane US FDA, ak sa to na skusanie
vztahuje), alebo

bola odsidend za
starostlivosti v suvislosti
klinickych skusani.

(ii)

zanedbanie povinnej
vykonavanim

Do desiatich (10) dni od pisomnej poziadavky CRO
poskytnu zdravotnicke zariadenie a zodpovedny skusajuci
pisomné potvrdenie o tom, Ze si vysSie uvedenu
povinnost splnili. Takymto potvrdenim bude vyhlasenie a
zaruka platna priebezne pocas celej doby platnosti tejto
zmluvy a zdravotnicke zariadenie a zodpovedny skusajuci
budid CRO ihned informovat o akejkolvek zmene stavu
vyhldsenia a zaruky uvedenej v tomto ¢lanku.

13. Nezavisly zmluvny partner

Zdravotnicke zariadenie a zodpovedny skusajuci
konaju ako nezavisli Gc€astnici zmluvného vztahu podla
tejto zmluvy a nie ako zamestnanci alebo zastupcovia
CRO alebo spolocnosti Janssen.

14. Publicita

Ziadna zo zmluvnych stran nepouzije nazov inej
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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.

15. Notices

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

TO: GCO - Regional Efficiencies Oversight Office
Attention: Bart Dewindt
Janssen-Cilag NV
Antwerpseweg 15-17

2340 Beerse, Belgium

cc: Janssen Pharmaceutica NV
Attention: Frank De Beukelaar, Vice President TCSM
EMEA, Clinical Trials
Turnhoutseweg 30
2340 Beerse, Belgium

TO: Fakultna nemocnica s poliklinikou F.
D. Roosevelta Banska Bystrica, Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovak Republic

Attention: Miriam  Lapunikova, Ing., MBA,
general director
TO: MUDr. Jozef Balaz, Fakultna

nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica
Gastroenterelogia, Namestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovak Republic

Attention: Jozef Balaz MD

TO: Janssen-Cilag International
Turnhoutseweg 30, 2340 Beerse, Belgium

Attention:

NV,

zmluvnej strany ani dcérskej spoloc¢nosti Ziadnej zmluvnej
strany na propagacné ucely bez predchddzajiceho
pisomného suhlasu tej zmluvne] strany, ktorej nazov sa
ma pouzit, a Ziadna zo zmluvnych stran tiez nezverejni
existenciu ani podstatu tejto zmluvy s vynimkou
pripadov, v ktorych to pozaduju pravne predpisy.

15. Oznamenia

Akékolvek ozndmenia posielané na zaklade tejto
zmluvy sa musia odoslat ako listova zasielka 1. triedy,
faxom alebo dorudit osobne s predplatenym postovnym
na nasledujlce adresy:

PRE: GCO - Regional Efficiences
Oversight Office
Do pozornosti: Bart Dewindt
Janssen — Cilag NV
Antwerpseweg 15-17
2340 Beerse, Belgicko
cc: Janssen Pharmaceutica NV

do pozornosti: Frank De Beukelaar, vice president TCSM
EMEA, klinické skusania

Turnhoutseweg 30

2340 Beerse, Belgicko

PRE: Fakultna nemocnica s poliklinikou
F. D. Roosevelta Banska Bystrica, Namestie L. Svobodu 1,
975 17 Banska Bystrica, Slovenska republika

Do pozornosti:  Ing. Miriam Lapunikova, MBA,
generalna raditelka

PRE: MUDr. Jozef Baldz, Fakultna
nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica,
Gastroeneteroldgia, Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovenska republika

Do pozornosti:  MUDr. Jozef Balaz

PRE: Janssen-Cilag International
Turnhoutseweg 30, 2340 Beerse, Belgicko
Do pozornosti:

NV,
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16. Assignment

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 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.

17. Miscellaneous
17.1 This Agreement may not be altered, amended or
modified except by written document signed by the
parties.

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

17.3 If any of the provisions defined under the Exhibits
conflicts with any of the provisions of this Agreement,

the terms of the Exhibits will take precedence.

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.

17.5 If any part of this Agreement is found to be

16. Postupenie

CRO a spoloc¢nost Janssen maju kazdy samostatne
pravo postupit tuto zmluvu na ktorukolvek zo svojich
prislusnych dcérskych spolocnosti a spolocnost Janssen
mbze okrem toho postupit tuto zmluvu na akukolvek
tretiu stranu. V pripade takéhoto postupenia vynalozi
CRO alebo spoloénost Janssen (podla toho, o ktory pripad
pbéjde) primerané usilie na to, aby zdravotnickemu
zariadeniu  vopred dorucila pisomné oznamenie.
Zdravotnicke zariadenie ani zodpovedny skdsajuci nesmu
postupit svoje prava ani povinnosti podla tejto zmluvy na
iny stranu bez predchadzajuceho pisomného suhlasu CRO
a spolocnosti Janssen. Akékolvek postupenie v rozpore s
tymto ¢lankom 16 je neplatné a neucinné. Pri splneni
vys$Sie uvedenych podmienok je tdto zmluva zavazna a
Gcinnd v prospech prislusnych zmluvnych strdan a ich
pravnych nastupcov a postupnikov.

17. Ostatné ustanovenia

17.1  Tato zmluva sa mdze menit, dopltiat a upravovat
len formou pisomného dokumentu podpisaného
zmluvnymi stranami.

17.2 Ak je ktorékolvek z ustanoveni tejto zmluvy v
rozpore s akymkolvek ustanovenim protokolu, ma
protokol prednost v zélezitostiach tykajlcich sa
mediciny, vedy a vykonavania klinického skusania. V
pripade akychkolvek inych rozporov ma prednost
tato zmluva.

17.3 Ak je ktorékolvek ustanovenie definované v
prilohach v rozpore s akymkolvek ustanovenim tejto

zmluvy, majua prednost podmienky uvedené v
prilohach.
17.4  Zdravotnicke zariadenie a zodpovedny skusajuci

berd na vedomie a suhlasia, Ze CRO podpisuje tuto
zmluvu jednak vo vlastnom mene ako zmluvna strana
prijimajuca sluzby podla tejto zmluvy, a na zaklade
samostatného opravnenia podpisuje CRO tuto
zmluvu aj v mene spolocnosti Janssen a v jej
prospech.

17.5 Ak sa ktorakolvek cast tejto zmluvy ukaze ako
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unenforceable, the rest of this Agreement will remain in
effect.

17.6 This Agreement constitutes the complete agreement of
the parties with respect to the subject matter hereof.
The Exhibits form an integral part of the Agreement. It
expressly supersedes any prior or contemporaneous
oral or written representations or agreements.

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.

18. Controlling Law

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. This Agreement shall be governed by and shall
be construed in accordance with the laws of Slovak Republic
without regard to any conflicts of laws provisions. The parties
consent to the jurisdiction of the appropriate court of
competent jurisdiction for the resolution of all disputes or
controversies between the parties hereto that the parties are
unable to settle amicably.

THIS SECTION IS INTENTIONALLY LEFT BLANK

nevymozitelnd, zostava zvysok tejto zmluvy platny a
ucinny.

17.6 Tadto zmluva predstavuje Uplnd  dohodu
zmluvnych stran v predmetnej veci. Prilohy tvoria
neoddelitelnd sucast tejto zmluvy. Tato zmluva
vyslovne nahrddza akékolvek predchadzajuce alebo
subezné Uustne alebo pisomné vyhlasenia alebo
dohody.

17.7  Platnost nasledujucich ustanoveni a akychkolvek
dalSich podmienok, pri ktorych je z ich podstaty
jasné, Ze maju pretrvat aj po vypovedani alebo
vyprsani tejto zmluvy, pretrva aj po vypovedani alebo
vyprsani tejto zmluvy: 1.6, 5, 6, 7, 8, 10, 11, 12, 14, 16
alv.

18. Rozhodné pravo

V pripade akéhokolvek sporu, ktory vznikne
medzi zmluvnymi stranami v suvislosti s podmienkami
tejto zmluvy, zmluvné strany vynaloZia maximalne Usilie
na to, aby takyto spor vyriesili zmierom. Tato zmluva a jej
vyklad sa riadia pravnymi predpismi Slovenskej republiky
bez ohladu na kolizne ustanovenia. Zmluvné strany
suhlasia, aby vSetky spory medzi zmluvnymi stranami
tejto zmluvy, ktoré nie su zmluvné strany schopné
urovnat zmierom, riesili sudy s prisluSnymi pravomocami
v ramci prislusnej jurisdikcie.

TATO CAST JE UMYSELNE PONECHANA PRAZDNA
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IN WITNESS WHEREOF, the parties hereto have caused this NA DOKAZ SUHLASU S VYSSIE UVEDENYM zmluvné
Agreement to be executed by their duly authorized strany zabezpecili, aby ich riadne opravneni zastupcovia
representatives as of the Effective Date. podpisali tuto zmluvu k datumu Gcinnosti.

IQVIA RDS Slovakia, s.r.o. in the name of Janssen
Pharmaceutica NV / IQVIA RDS Slovakia, s.r.o. v mene
spolo¢nosti Janssen Pharmaceutica NV

Signature/Podpis

Date/ Datum

MUDr. Aurélia MojzeSova
AD, Site & Resource

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska
Bystrica

Signature/ Podpis

Date/ Datum

Name / Meno _Ing. Miriam Lapunikova
Title / Funkcia generdlna riaditelka

Signature/ Podpis

Date/ Datum
Name /Meno _Ing. Ivana Sklenkova
Title / Funkcia ekonomicka riaditelka

Jozef Balaz MD/ MUDr. Jozef Balaz

Signature/ Podpis

Date/ Datum
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Exhibits: Prilohy:

Exhibit A — Protocol and its subsequent amendments Priloha A — Protokol a jeho neskorsie dodatky
Exhibit B - Financial Provisions Priloha B - Finan¢né ustanovenia
Exhibit C — Personal Information concerning Principal PRILOHA C — Osobné Gdaje tykajlce sa zodpovedného
Investigator and any Investigational Staff skusajiceho a personalu skusania
Exhibit A — Protocol and its subsequent amendments Priloha A - Protokol a jeho neskorsie dodatky
By reference only; (page intentionally left blank) Uvedena len odkazom (strana je Umyselne ponechand
prazdna)
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EXHIBIT B

Budget & Payment Schedule
Protocol No. CNTO1275CRD3005:
Target Versus Routine Care Maintenance Strategies i
Crohn’s Disease Patients Treated with Ustekinumab”

(1) Estimated Per Subject Fee (including all fixed costs
and excluding items as specified in Section 3 Site

Costs and Section 4 Other Compensation below):

“Study of Treat to

Institution Investigator
Screening and €734.70
Induction
Routine Care Arm € 3,845.10
(Maintenance, ET and
Follow Up)
Treat to Target Arm € 4,996.80
(Maintenance, ET and
Follow Up)
Ultrasound Substudy €579

(2) Payment Milestone Table(s) :

Milestone payments in the below table(s) represent fair market
value for performance of research services detailed in the
Time and Events Schedule of the Protocol Amendment dated
23 November 2017 and Protocol Substudy dated 4 September
2017 provided herein by reference in Exhibit A. Parties agree
in the event subsequent protocol amendments result in a
material change to research services required, compensation
will be adjusted accordingly to represent any such change to
fair market value through a written amendment signed by all

parties hereto.

n

PRILOHA B

Rozpo €et a rozpis platieb
Protokol  ¢&islo CNTO1275CRD3005: , SkuSanie
porovnavajlce stratégie cielenej udrziavacej lie  €by
a Standardnej udrziavacej lie €éby u pacientov s
Crohnovou chorobou lie  €éenych ustekinumabom®

(1) Odhadovana platba za jeden subjekt _ (vratane
v8etkych fixnych nékladov a s wvynimkou
poloziek Specifikovanych nizSie v ¢&lanku 3
Néklady pracoviska skusania a &lanku 4 DalSie

Uhrady):

Zdravotni Skusajaci
cke
zariadenie

Vstupné vysSetrenia a €734.70

induk €n4 lie éba

Rameno so Standardnou €

lieébou (udrziavacia 3,845.10

lie€ba, pred ¢asné

ukon €enie a kontrola)

Rameno s  cielenou €

lieébou (udrziavacia 4,996.80

lie €ba, pred ¢éasné

ukon €enie a kontrola)

Volite Fna €ast’ skiSania s €579

ultrazvukovym (USG)

vySetrenim

(2) Tabulky splatnych vykonov

Platby za wvykony v nasledujicich tabulkach

predstavuju primerand trhovl hodnotu za vykonanie
vyskumnych sluzieb podrobne uvedenych v Casovom
rozvrhu udalosti, v dodatku protokolu zo dna 23.
novembra 2017a protokole volitelnej ¢asti skiSania zo
dria 4. septembra 2017, ktoré sa uvedenim v Prilohe A
stavaji neoddelitelnou sucastou tejto  zmluvy.
Zmluvné strany sa dohodli, Ze ak nasledujice dodatky
protokolu spdsobia podstatni zmenu v poZadovanych
vyskumnych sluzbach, odmena sa prisluSnym
spbsobom upravi tak, aby zodpovedala kazdej takejto
zmene primeranej trhovej hodnoty, na zaklade
pisomného dodatku podpisaného vSetkymi stranami
tejto zmluvy.
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VSetky subjekty

All Subjects . - v Suma za Suma za
MILESTONES Visit Am_ount Visit Amount . \{YK(?NY ) navitevu navitevu
7 " Institution Investigator stupne vysetrenia a Nemochica S A
Screening and Induction induk éné lie éba J
Screening £235 20 Vstupné vySetrenia €235.20
; ; Odhadované platba za
Estimated Per Subject €734.70 oden subiekt € 734.70
Fee leden subjexd
Rameno so Standardnou
Routine Care Arm lie€bou
MILESTONES Visit Amount | Visit Amount VYKONY Simaza | Samaza
Maintenance, Extension, Institution Investigator Udr’%lav_aua lie 5:ba, ) Nemocnica Skagajtici
ET and Follow Up pred Izenie, pred éasné
ukon €enie a kontrola
Week 16 (either 16. tyzden (bud bez
Non-Dosing or Dosing): podavania lie &by, alebo
Non-Dosing Visit €173.40 s podavanim lie_€by)
Navsteva bez podavania
Dosing Visit €192.00 lie &by €173.40
‘Week 16 (Site Navsteva s Podavanlm €192.00
Administered Injection) lie by
(To be paid with Week 16 €7.80 16. tyzden (injek_cia
Dosing Visit if injection not podana na pracovisku
self-administered) sklSania)
Assess Visit (Ma sa uhradit sumou za €7.80
(To be repeated based on € 149.70 navstevu v ;L6. tyzdni s '
dosing frequency) podavanim liecby, ak sa
Assess Visit (Site injekcia nepodala
Administered Injection) samostatne)
(To be paid with Assess €7.80 Navsteva s hodnotenim
Visit if injection not (M& sa opakovat p_odl’a € 149.70
self-administered) rezimu podavania)
Disease Flare € 78.00 NaYS.teva} S hodno,temm
i (injekcia podana na
Week 48 (either _ pracovisku sk(sania)
Non-Dosing or Dosing): (Mé sa uhradit sumou za £7.80
Non-Dosing Visit €770.70 navstevu s hodnotenim,
. . ak sa injekcia nepodala
Dosing Visit € 789.60 samostatne)
Week 48 (Site Vzplanutie ochorenia € 78.00
Administered Injection) 48. tyzde i (bud bez
(To be paid with Week 48 €9.90 podavania lie €by, alebo
Dosing Visit if injection not s podavanim lie éby):
self-administered) Navsteva bez podavania € 770.70

lie &by
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Navsteva s podavanim

Week 104 €770.70
Sttt lie &by € 789.60
an e”‘.‘é”a“lon.f 48. tyzde i (injekcia
. ( 0 b€ paic only | € 786.60 podana na pracovisku
discontinued prior to Week skdgania)
104) (Ma sa uhradit sumou za €990
Safety Follow Up €108.90 navstevu v 48. tyzdni s '
Estimated Per Subject €3,845.10 podavanim liecby, ak sa
injekcia nepodala
Fee
samostatne)
104. tyzde i € 770.70
Pred éasné ukon éenie
(Mé sa uhradit, len ak sa
Ucast ukoncila pred 104. € 786.60
tyzdnom)
Bezpe €nostné kontrolné
obdobie € 108.90
Odhadované platba za € 3,845.10
jeden subjekt
Rameno s cielenou
Treat to Target Arm lieébou
MILESTONES Visit Amount | Visit Amount VYKONY Suma za Suma za
Maintenance, Extension, Institution Investigator Udrziavacia lie &ba, Nla/ztcemga gzgg;el\]/;
ET and Follow Up pred iZenie, pred éasné :
_ ukon €éenie a kontrola
Week 16 (either 16. tyzde n (bud bez
Non-Dosing or Dosing): podéavania lie éby, alebo
Non-Dosing Visit €721.20 s podavanim lie ¢by)
Dosing Visit €740.10 Navsteva lki’eegb";c’da"a“'a €721.20
Week 16 (Site Navsteva s podavanim
Administered Injection) lie gby €740.10
(To be paid with Week 16 €7.80 16. tyzde n (injekcia
Dosing Visit if injection not podana na pracovisku
self-administered) skugania)
Assess Visit (Ma sa uhradit sumou za
(To be repeated based on € 169.50 navétevu v 16. tyzdni s €7.80
dosing frequency) podavanim lieby, ak sa
Administered Injection) samostatne)
(To be paid with Assess €7.80 Navsteva s hodnotenim
Visit if injection not (M& sa opakovat podfa € 169.50
self-administered) rezimu podavania)
Disease Flare €114.00 Navsteva s hodnotenim
Week 48 (either (injekcia podana na
Non-Dosing or Dosing): (F'\J/T‘?‘COV'SEU (sj!f[’usama) 7 60
. — a sa uhradit sumou za .
Non-Dosing Visit €770.70 navétevu s hodnotenim,
Dosing Visit £ 789.60 ak sa injekcia nepodala
Week 48 (Site samostatne) _

(To be paid with Week 48

48. tyzde i (bud’ bez
podavania lie €by, alebo
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self-administered)

s podavanim lie €by):

Navsteva bez podavania
lie €by

€770.70

Navsteva s podavanim
lie €by

€ 789.60

48. tyzde n (injekcia
podana na pracovisku
skisania)

(Ma sa uhradit sumou za
navstevu v 48. tyzdni s
podavanim lie¢by, ak sa
injekcia nepodala
samostatne)

€9.90

104. tyzde i

€770.70

Pred éasné ukon éenie
(Mé sa uhradit, len ak sa
Ucast ukongila pred 104.

tyzdnom)

€ 786.60

Bezpe €nostné kontrolné
obdobie

€ 108.90

Odhadovana platba za
jeden subjekt

€ 4,996.80

Volite Fna éast’
skdSania s
ultrazvukovym (USG)
vySetrenim
VYKONY
(V pripade ucasti sa
maju hradit navySe k
tabulkam vykonov
uvedenym vysSie)

Suma za
navstevu
Nemocnica

Suma za
navstevu
Skusajaci

Vstupné USG
vySetrenie

€24

USG vySetrenie v 0.
tyzdni

€107.40

Fee

Week 104 €770.70
Early Termination
(To be paid only if
discontinued prior to Week € 786.60
104)
Safety Follow Up € 108.90
Estimated Per Subject € 4,996.80
Fee
Ultrasound Substudy
MILESTONES . -
. . Visit Amount Visit Amount
(T.O be paid in addition t9 Institution Investigator
milestone tables above if
participating)
Screening-US €24
Week 0-US €107.40
Week 4-US €125.40
Week 8-US €107.40
Week 16-US €107.40
Week 48/ Early €107.40
Termination-US
Estimated Per Subject €579

USG vySetrenie v 4.
tyzdni

€125.40

USG vySetrenie v 8.
tyZdni

€107.40

USG vySetrenie v 16.
tyzdni

€107.40

USG vySetrenie v 48.
tyzdni/pri pred €asnom
ukon éeni

€107.40

Odhadovana platba za
jeden subjekt

€579

Totals are VAT excluded. VAT of 20 % will be paid as outlined Sumy nezahffiaji DPH. DPH vo vySke 20 % sa uhradi

in Section 5 of this Exhibit.
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(3) Site Costs

m  Screen Failure Payments:

Sponsor shall reimburse Institution for screen failures at a rate
listed for Screening visit in the milestone table in Section 2
above, per screen failure, with a cap of 1 screen failure
payment per site for every 2 subjects randomized. Processing
of payment shall begin upon receipt of invoice detailing subject
number and date of screen failure and in accordance with
Section 5 below and upon approval by the Local Trial
Manager.

Institution | Investigator

Start-up Payment

A non-refundable payment for
start-up related activities (e.qg.
preparation of regulatory
documents, preparation,
administration, and submission of
protocol and related documents
to the Institutional Review Board €210
(IRB), etc will be made upon
execution of the Clinical Trial
Agreement. This payment is
considered full and final
compensation for all activities
associated with study initiation.

Institution | Investigator

Archiving fee

Document storage fees -
Sponsor will pay upon completion
of the Study for Document
Storage, upon the receipt of an €210
invoice from the Institution and
approval of the Local Trial
Manager.

(3) Naklady pracoviska skiSania

m  Platby za nelispeSné vstupné vySetrenia:
NelspeSné vstupné vySetrenia bude zadavatel
uhradzat zdravotnickemu zariadeniu v sadzbe uvedenej
pre vstupni navstevu v tabulke vykonov v Elanku 2
vySSie za jedno neulspesné vstupné vySetrenie, s
maximalne 1 uhradenym neulspeSnym vstupnym
vySetrenim na pracovisko sk(Sania na kazdé 2
randomizované subjekty. Spracovanie platby sa zacne
po prevzati faktiry s uvedenim ¢isla subjektu a
datumom, kedy boli vstupné vySetrenia vyhodnotené
ako neuspeSné, v sllade s Clankom 5 niZSie a po
schvaleni lokalnym manaZérom skdsania.

Nemocnica | Skua3ajdci

Naklady  slvisiace  so
zacatim skusania
Nenavratnda platba na
¢innosti suvisiace S0
zaCatim skdSania (napr.

Priprava regulaénych
dokumentov, priprava,
sprava a  predkladanie
protokolov a suvisiacich €210

dokumentov IRB atd.) sa
uhradi po podpisani Zmluvy
0 klinickom skaSani. Téato
platba sa povazuje za aplnud
a kone¢nld ndhradu za
v3etky €innosti slvisiace so
zacatim skdSania.

Nemocnica SkuSajuci

Poplatok za archivaciu
Poplatky za uskladanie
dokumentov - Zadavatel
zaplati po ukonc¢eni Studie
za uskladanie dokumentov
po prijati faktiry od
zdravotnickeho zariadenia
a sUhlasu lokalneho
manazéra skdsania.

€210

Institution | Investigator

Close -out fee

Sponsor  will pay at the €180

Nemocnica Skasajaci

Poplatok  pri  ukon €eni
skdSania

Zadavatel zaplati po €180

ukonéeni zavereénej vizity

Clinical Trial Agreement between CRO, Janssen and Institution & Principal Investigator — EU contract template

Medicinal Products
Pl Balaz / Protocol CNTO1275CRD3005 / Project PYA18004

Strana 33z 51




completion of the close-out visit
at the Institution for Study close
out activities, upon the receipt of
an invoice from the Institution and
approval of the Local Project
Manager.

v zdravotnickom zariadeni

na aktivity suvisiace
s ukonéenim  Stadie, po
obdrzani faktary od

zdravotnickeho zariadenia a
schvaleni lokalneho
projektového manaZéra.

m  Subject Reimbursement:

These subject reimbursements are intended to offset the Study
subject’s costs associated with travel expenses and meals,
where appropriate, incurred as a result of Study participation,
andshall be reflected in the Informed Consent Form as it will be
provided to the Study subject. Processing of payment will
begin upon receipt of Institution invoice with third party invoice
detail.

Each subject will receive a reimbursement for expenses
through the provision of meal vouchers in the amount of €26
for each visit, meal vouchers will be provided by the Sponsor
through CRO and will be handed to the subjects by the
Investigator. The Investigator will be required to keep a
completed Meal Voucher Log showing adequate proof of the
meal vouchers supplied to each subject. Any meal vouchers
which have not been supplied to subjects in accordance with
the foregoing will be promptly returned to CRO at the end of
the Study (or earlier termination).

(4) Other Compensation_:

m  Processing of payment for Other Compensation
will begin upon receipt of invoice in accordance
with Section 5 below and approval by the Local
Trial Manager. Each cost listed in the table below
is a per item cost unless otherwise specified in
the Additional Information column.

= Uhrady subjektom:

Tieto Uhrady subjektom maju sluzit ako nahrada
nakladov subjektu skuSania, spojenych s cestovnymi
vydavkami a stravovanim (v relevantnych pripadoch),
ktoré mu vzniknu v désledku Gc¢asti na skaSani, a maji sa
uviest v informovanom suhlase, kedZe sa budu
poskytovat subjektu skiSania. Spracovanie platby sa
zacne po prevzati faktlry od zdravotnickeho zariadenia s
uvedenim Udajov z faktdr tretich stran.

Kazdy subjekt dostane Ghradu vydavkov
prostrednictvom poskytnutych stravnych poukazok v
hodnote 26 EUR za kazdu navstevu a stravné poukazky
bude zadavatel poskytovat prostrednictvom CRO a
subjektom ich bude odovzdavat skuSajuci. Od
sku3ajliceho sa bude poZadovat, aby viedol evidenciu
vydaja stravnych poukazok, v ktorej primerane
zdokumentuje pocet stravnych poukézok vydanych
kazdému subjektu. VSetky stravné poukazky, ktoré
neboli vydané subjektom podrla tohto ¢lanku, sa na konci
skdSania (alebo pri jeho predéasnom ukonéeni)
urychlene vratia CRO.

(4) Dalsie thrady :

m  Spracovanie platby na dalSie Ghrady sa
zaCne po prevzati faktary v sulade s
¢lankom 5 nizSie a schvaleni lokalnym
manazérom ski3ania. VSetky naklady
uvedené % nasledujlcej tabulke
predstavuju jednotkové naklady na polozku,
pokial nie je v stipci ,DalSie informéacie*
uvedené inak.

ltem Additional Information

Amount Institution Amount Investigator

Re-Consenting of a Subject at a

regularly scheduled study visit Sponsor pre-approved

Re-Consenting of a Subject
outside a regularly scheduled

study visit Sponsor pre-approved
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Telephone Call

Reminder for self-injecting
subjects

Additional Hour of Infusion

For infusion time exceeding
the minimum of 1 hour

PRO Assessment (IBDQ,
EQ-5D-5L, FACIT-F, HADS, Time
Lost from Work, WPAI)

Week 80 Assess Visit

Chest Radiograph

or

Screening, if not
performed within 3
months of Week 0

Repeat for Subjects
who experience close
contact with an
individual with active TB
during the conduct of
the study

This cost is not included
in the milestone tables
in Section 2.

€81

lleocolonoscopy

Screening, if not
performed within 3
months of Week O.

This cost is included in
the milestone tables in
Section 2 at Week 48,
Week 104 and ET visits
for Routine Care Arm
and at Week 16, Week
48, Week 104 and ET
visits for Treat to Target
Arm.

€428.70

QuantiFERON-TB

or

Screening for subjects
without a history of
latent TB /appropriate
treatment

Repeat if indeterminate
or for Subjects who
experience close
contact with an
individual with active TB
during the conduct of
the study.
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e This cost is not included
in the milestone tables
in Section 2.

TB Skin Test

* In countries where
QuantiFERON-TB is
not approved/
registered or Where
mandated by local
health regulatories

or

* Repeat for Subjects
who experience close
contact with an
individual with active TB
during the conduct of
the study.

¢ This cost is not included
in the milestone tables
in Section 2.

Hematocrit

Repeat for safety reasons
or technical issues with
samples

€22

Hematology

« Week 0, if the screening
tests were not done <2
weeks previously

or

¢ Repeat for safety
reasons or technical
issues with samples

€28

Chemistry

«  Week0, if the screening
tests were not done <2
weeks previously

or

* Repeat for safety
reasons or technical
issues with samples

€47

PK Samples

Repeat for safety reasons
or technical issues with
samples

Stool Samples

Repeat for safety reasons
or technical issues with
samples
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Serum Pregnancy

As determined necessary
by the investigator or
required by local regulation.

Urine Pregnancy

As determined necessary
by the investigator or
required by local regulation.

Unscheduled Visit

e To be paid in addition to
above if performed
outside of a regularly
scheduled visit

e To be paid in addition to
Ultrasound Substudy
Early Termination visit
for subjects continuing
with main study.

€31.50

Polozka

Dalsie informacie

Suma Nemocnica

Suma Skusajuci

Opakované ziskanie
informovaného suhlasu
subjektu na riadne planovanej
navsteve skdsania

Vopred schvélené
zadavatelom

Opakované ziskanie
informovaného suhlasu
subjektu mimo riadne
planovanej navstevy skiSania

Vopred schvalené
zadavatelom

Telefonat

Pripomienka pre subjekty,
ktoré si injekcie podavaju
samostatne

Dalsia hodina infazie

V pripade infuzie
presahujdcej minimalny ¢as
1 hodinu

Hodnotenia vysledkov
hlasenych pacientmi (PRO)
(IBDQ, EQ-5D-5L, FACIT-F,
HADS, €as vymeskany z prace,
WPAI)

Navsteva s hodnotenim v
80. tyzdni

Roéntgen hrudnika

e Privstupnych
vySetreniach, ak sa
nevykonal v priebehu 3
mesiacov pred 0.
tyZzdriom

€81
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alebo

e Opakovane pre
subjekty, ktoré sa pocas
vykonavania skdsania
dostanu do Uzkeho
kontaktu s osobou s
aktivnou TBC

« Tieto naklady nie su
zahrnuté v tabulkach
vykonov v ¢lanku 2.

e Privstupnych
vySetreniach, ak sa
nevykonala v priebehu
3 mesiacov pred 0.
tyzdriom.

* Tieto naklady su
zahrnuté v tabulkach
vykonov v ¢lanku 2 pre
navstevy v 48. a 104. € 428.70
tyzdni a pri pred¢asnom
ukonc&eni pre rameno
so Standardnou lie¢bou,
a pre navstevy v 16.,
48. a 104. tyzdni a pri
predéasnom ukon&eni
pre rameno s cielenou
lieCbou.

lleokolonoskopia

e Privstupnych
vySetreniach pre
subjekty s latentnou
TBCv
anamnéze/vhodnou
liecbou

alebo

e Opakovane, ak je
vysledok neurcity, alebo -
pre subjekty, ktoré sa
pocas vykonavania
skusania dostanu do
Uzkeho kontaktu s
osobou s aktivnou TBC.

Test QuantiFERON-TB

* Tieto naklady nie su
zahrnuté v tabulkach
vykonov v ¢lanku 2.

eV krajinach, kde test
QuantiFERON-TB nie
je -
schvaleny/registrovany
alebo kde to pozaduju

Kozny test na TBC
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miestne zdravotnicke
Grady

alebo

¢ Opakovane pre
subjekty, ktoré sa pocas
vykonavania skdSania
dostant do Uzkeho
kontaktu s osobou s
aktivnou TBC.

» Tieto naklady nie su
zahrnuté v tabulkach
vykonov v ¢lanku 2.

Hematokrit

Opakovane z
bezpeénostnych dévodov
alebo pre technické
problémy so vzorkami

€22

Hematolégia

* VO.tyZdni, ak sa
nevykonala v ramci
vstupnych vySetreni < 2
tyZzdne predtym

alebo

¢« Opakovane z
bezpec&nostnych
dévodov alebo pre
technické problémy so
vzorkami

€28

Biochémia

* VO.tyzdni, ak sa
nevykonala v ramci
vstupnych vySetreni < 2
tyZzdne predtym

alebo

¢ Opakovane z
bezpecnostnych
dbvodov alebo pre
technické problémy so
vzorkami

€47

Vzorky na farmakokinetiku

Opakovane z
bezpec&nostnych dévodov
alebo pre technické
problémy so vzorkami

Vzorky stolice

Opakovane z
bezpeénostnych dévodov
alebo pre technické
problémy so vzorkami
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Podra potreby uréenej
skusSajucim alebo podla
poZiadaviek miestnych
predpisov.

Tehotensky test zo séra

Podra potreby uréenej
skusSajucim alebo podla
poziadaviek miestnych
predpisov.

Tehotensky test z mo €u

e Ma sa uhradit navySe k
poloZzkam uvedenym
vysSie, ak sa vykona
mimo riadne planovanej
navstevy

* Ma sa uhradit navySe k
navsteve pri
predéasnom ukonéeni
volitelnej ¢asti skasania
s USG vySetreniami pre
subjekty, ktoré
pokracuju v G¢asti na
hlavnhom skuSani.

Neplanovana navsteva

€ 31.50

Totals are VAT excluded. VAT of 20 % will be paid as outlined in
Section 5 of this Exhibit.

(5) Payment Terms :

a) This EXHIBIT B is for completed records for up to 10
valid subjects. A valid subject is defined as a subject who meets
eligibility requirements to enroll in the Study and does not have
significant Protocol violations that would exclude his/her Data
from analysis. This Study is being conducted under a policy of
competitive enroliment. Sponsor anticipates closure of
enrolliment upon randomization of a total of 650 valid subjects.
In the event 650 total valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 10, further recruitment will be
suspended. Subjects not completing the trial will be paid for on a
prorated basis according to confirmed completed visits and
CRFs received by Sponsor. All payment will be made for subject
visits according to the milestone table in Section 2 above. No
payment will be made for any subject excluded from analysis
because of Protocol violations within the Study personnel’s
control. Reimbursement for expenses related to screen failures
will be made as outlined in Section 3 above.

b) Institution and
multicenter Study designed to evaluate a set number of Study

Clinical Trial Agreement between CRO, Janssen and Institution & Principal Investigator —
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Sumy nezahffiaju DPH. DPH vo vyske 20% sa uhradi tak,
ako je uvedené v ¢lanku 5 tejto prilohy.

(5) Platobné podmienky :

a) Tato PRILOHA B pokryva vypinené zaznamy pre najviac

10 platnych subjektov. Platny subjekt je definovany aka
subjekt, ktory spifia poZziadavky na zaradenie do
ski3ania a nem4 Ziadne vyznamné porusenia protokolu,
ktoré by jeho udaje vylU€ili z analyzy. Pri vykonavani
tohto skuSania sa uplatiuje stratégia konkurenéného
zaradovania. Zadavatel predpoklada uzatvorenie
zaradovania po randomizacii spolu 650 platnych
subjektov. V pripade, Ze sa do skiSania zaradi spolu
650 platnych subjektov predtym, neZ pracovisko
skiSania dosiahne svoj ciefovy pocet 10 platnych
subjektov, dalSie zaradovanie sa zastavi. Subjekty,
ktoré skuSanie nedokonéia, sa budd uhradzat
pomernym spbsobom podla potvrdenych
absolvovanych navstev a pacientskych zdznamovych
harkov (CRF) prevzatych zadavatelom. VSetky Uhrady
sa vyplatia za navstevy subjektov podla tabulky vykonov
vo vySSie uvedenom ¢lanku 2. Za subjekty vyluéené z
analyzy pre poruSenia protokolu, ktorych kontrola bola v
ramci moZnosti persondlu skiSania, sa neuhradia
Ziadne platby. Naklady suvisiace s neuspeSnymi
vstupnymi vySetreniami sa budd uhradzat podla ¢lanku
3 vysSie.

Investigator acknowledge this is a b) Zdravotnicke zariadenie a skdSajlci akceptuija, Ze toto

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

C) Sponsor will provide, through a third party vendor, a
laptop valued at up to €560 Eur for use as called for in the
Protocol. Upon termination of the Study at Institution, the laptop
will be returned in accordance with Sponsor's or designee’s
instructions.

d) Equipment  Calibration: Institution shall be
responsible for ensuring Institution-owned equipment utilized by
Institution in accordance with this Agreement, is serviced and/or
calibrated as per manufacturer’'s recommendation and/or more
frequently as required by Sponsor. Records verifying the
equipment calibration and maintenance shall be provided to
Sponsor upon request. For calibrations which are performed
solely at the request of Sponsor, and that are not part of the
recommended scheduled maintenance suggested by
manufacturer, Sponsor will reimburse Institution for the actual
cost without mark-up for each calibration. Processing of
payment will begin upon receipt of invoice and supporting
documentation in accordance with paragraph f) below.

e) Investigator Meetings: Sponsor may recommend or
obligate the Principal Investigator, or Sponsor approved
Sub-Investigator designee, and a Study nurse/coordinator to
attend meetings, including but not limited to an Investigator's
Meeting. Sponsor shall provide and pay all reasonable and
appropriate travel expenses, including modest lodging and
meals associated with such meetings. The parties agree that
attending such meetings is reasonable and necessary to ensure
all parties engaged in the Study have a clear understanding of
the Protocol and its requirements. Processing of payment will

<)

d)

e)

s cielom vyhodnotit stanoveny pocCet subjektov
skiSania. Predpoklada sa, ze kazdé zdravotnicke
zariadenie/skusajlci, ktoré sa zU€astnuje na skdsani,
zaradi pocet subjektov skldSania stanoveny v tejto
zmluve. Ak jednotlivé zdravotnicke
zariadenia/skuSajuci v priebehu skiSania dosiahnu
svoje zmluvné podty subjektov skdSania, mdze
zadavatel vyzvat zdravotnicke zariadenie/
skuSajlceho, aby zaradilo viac subjektov skdSania. Ak
to bude pre zdravotnicke zariadenie/skuSajlceho
prijatelné, zasSle zadavatel zdravotnickemu
zariadeniu/skusajucemu pisomnu pozZiadavku
umozfujucu zaradenie dalSich subjektov skdSania.
Zdravotnicke  zariadenie/skiSajuci preto  tiez
akceptuje, Zze z uvedenych dbévodov nemusi mat
moznost zaradit vySSie uvedeny pocet subjektov
skuSania. Ked sa zaradovanie cielového poctu
subjektov skuSania dokon¢i, tie pracoviska skusania,
ktoré nezaradili svoje zmluvné pocty subjektov
skiSania, dostani pisomné oznamenie s pokynmi
nepokracovat v zaradovani subjektov skiSania.

Prostrednictvom externého dodavatela poskytne
zadavatel jeden prenosny pocita¢ (laptop) v hodnote
€560 Eur na pouZitie poZzadované protokolom. Po
ukon€eni skuSania v zdravotnickom zariadeni sa
laptop vrati podla pokynov zadavatela alebo nim
povereného zastupcu.

Kalibracia vybavenia: Zdravotnicke zariadenie
zodpovedad za to, aby vybavenie vo vlastnictve
zdravotnickeho  zariadenia, ktoré zdravotnicke
zariadenie vyuZiva podla tejto zmluvy, malo
zabezpeceny servis a bolo kalibrované podla
odporucéani vyrobcu alebo castejSie, ak to pozaduje
zadavatel. Zaznamy dokladajlce kalibraciu a udrzbu
vybavenia sa maji na poZiadanie poskytnat
zadavatelovi. Za kalibracie, ktoré sa vykonaju
vyhradne na poZiadanie zadavatela a ktoré nie su
sucastou odporic¢aného planu udrzby navrhovaného
vyrobcom, uhradi  zadavatel  zdravotnickemu
zariadeniu skuto¢né naklady bez navySenia za kazdu
kalibraciu. Spracovanie platby sa zacne po prevzati
faktary a sprievodnej dokumentécie v sulade s niZSie
uvedenym odsekom f).

Stretnutia so  skdSajucim: Zadavatel mdze
zodpovednému skusajucemu, uréenému
spoluskisajucemu schvalenému zadavatelom a
zdravotnej sestre alebo koordinatorovi skuSania
odporu¢at alebo ich zaviazat povinnostou
zUc¢astfovat sa na stretnutiach, najma na stretnuti so
skuSajucim. Zadavatel poskytne a uhradi v3etky
odévodnené a primerané cestovné néklady vratane
nendkladného ubytovania a stravovania spojeného s
takymito stretnutiami. Zmluvné strany sa dohodli, ze
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begin upon receipt of invoice and supporting documentation in
accordance with paragraph f) below.

f) To be eligible for payments, the procedures must be
performed in full compliance with the Protocol and this
Agreement, and Data submitted must be complete, correct and
entered into the Electronic Data Capture (EDC) and Electronic
Patient Reported Outcomes (ePRO) in accordance with
Sponsor’s instructions and this Agreement. Milestone
payments, as listed in the table above, do not require
submission of an invoice. Payments will be made, at a
minimum, on a semi annually basis. These payments will
include milestone payments, as well as, all invoiced and
approved costs from the prior payment cycle. Ongoing
reconciliations will be performed during the course of the study.
Any erroneous payments discovered will be applied to any
pending or future payments due. No payments will be made
until all erroneous payments have been offset. If no pending or
future payments exist, Institution and Investigator will promptly
refund overpayment, according to Sponsor’s instructions.

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

Janssen Pharmaceutica
PO Box 1369

111 21 Praha 1

Czech Republic

together with a copy submitted to the following address:

Martin Krupa, the Local Trial Manager
IQVIA RDS Slovakia, s.r.o.,

Polus Tower II, Vajnorska 100/B,

831 04 Bratislava

Slovak Republic

Please note that invoices must contain the following

information or they will be returned, delaying paym ent:
. Institution name
. Principal Investigator name
. Protocol number
. Invoice number and date
. Date & description of services provided
. Supporting documentation (i.e. third party

invoices, receipts)

f)

Ucast na tychto stretnutiach je primerana a potrebn4,
aby sa zabezpecdilo, Ze vSetky strany zuc¢astiujice
sa na skuSani jasne chapu protokol a jeho
poziadavky.  Spracovanie platby sa zaéne po
prevzati faktary a sprievodnej dokumentacie v
sulade s nizSie uvedenym odsekom f).

Aby vznikol narok na Ghradu platieb, musia sa vSetky
postupy vykonat plne v sulade s protokolom a touto
zmluvou a zaslané Gdaje musia byt kompletné,
spravne a zadané do systému elektronického
zachytavania Udajov (EDC) a systému elektronického
zaznamenavania vysledkov hlasenych pacientmi
(ePRO) podla zadavatelovych pokynov a tejto zmluvy.
Splatné vykony vymenované vo vySSie uvedenej
tabulke nevyzaduju zaslanie faktlry. Platby sa budd
uhrddzat minimalne polro éne. Tieto platby budi
zahfhat splatné vykony aj vSetky fakturované a
schvalené naklady z predchadzajuceho platobného
cyklu. V priebehu celého skiSania sa bude vykonavat
priebezné odsuhlasovanie Uctov. VSetky zistené
nespravne platby sa zahrni do akychkolvek dosial
nevybavenych alebo budlcich splatnych platieb.
Ziadna platba sa nepoukaZe, kym sa nevyrovnajl
vSetky nespravne platby. Ak nebudi existovat ziadne
dosial nevybavené alebo buduce platby, zdravotnicke
zariadenie a skdSajuci urychlene vratia preplatok
podla pokynov zadavatela.

Originaly faktar suvisiacich s tymto skisanim je potrebné
zaslat na uhradu na nasledujicu adresu:

Janssen Pharmaceutica
PO Box 1369

111 21 Praha 1

Ceska republika

spolocne s kdpiou zaslanou na nasledujlcu adresu:

Upozor Aujeme,  Ze

Martin Krupa, the Local Trial Manager

IQVIA RDS Slovakia, s.r.o.,

Polus Tower II, Vajnorska 100/B,

831 04 Bratislava

Slovenska republika

obsahova t’

faktury musia

nasledujuce nalezZitosti, v opa ¢&nom pripade budu
vratené a platba sa tym oneskori:

. N&zov zdravotnickeho zariadenia

. Meno zodpovedného skiSajuceho

. Cislo protokolu

. Cislo a datum faktary

. Datum poskytnutia sluzieb a opis
poskytnutych sluzieb

. Sprievodnu dokumentaciu (napr. faktlry
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0) Costs from, and reimbursement for, activities and
items not specifically referenced in Section 4 Other
Compensation above, including, but not limited to, staff costs,
laboratory fees, x-rays, scales and questionnaires (quality of life,
etc.), data coordinator fees, travel fees, and subject
reimbursement other than any subject stipends specifically
identified above, are incorporated into the per-subject payment
in accordance with Section 2 milestone tables, above. No
additional reimbursement for these costs is otherwise provided.

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

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

)] The parties agree this EXHIBIT B is part of the
Agreement and clarifies the payment schedule associated with
this Agreement. Payments shall be made in accordance with the
provisions set forth in this EXHIBIT B, with the last payment
being made after the site completes all of its obligations under
the Agreement and any exhibits thereto. The Principal
Investigator acknowledges and agrees his or her judgment with
respect to his or her advice to and care of each subject is not
affected by the compensation the site receives hereunder. The
parties agree the payee designated below is the proper payee

od externych dodavatelov, potvrdenky,
blocky)

g) Naklady a Uhrady za Cinnosti a polozky, ktoré nie su

$pecifikované vyssie v élanku (4) DalSie thrady, najméa
personalne naklady, platby laboratériam, rontgenové
vySetrenia, Skaly a dotazniky (napr. o kvalite Zivota
atd.), platby datovym koordindtorom, cestovné
néaklady a iné Uhrady subjektom, nez su prispevky pre
subjekty, vyslovne uvedené vysSie, st zahrnuté do
celkovej platby za jeden subjekt v sulade s tabulkami
vykonov v &lanku 2 uvedenom vy3Sie. Ziadna ina
Uhrada tychto nakladov sa neposkytuje.

h) Dane: Akékolvek protiplnenie splatné podla tejto
zmluvy nezahffia miestnu dan z pridanej hodnoty (DPH),
kedZe tieto sluzby spadaji pod ¢lanok 44 smernice Rady
2006/112/ES. V pripadoch, na ktoré sa toto Uzemné
pravidlo nevztahuje, platia bezné predpisy pre DPH alebo
predpisy pre podobnld obchodnd dan. V pripade, Ze
akékolvek iné sluzby alebo tovary podliehaji DPH, musi
dodéavatel vystavit prijemcovi platnd faktdru na ucely
DPH suvisiacu s transakciou, ktor( toto protiplnenie
zahffia. Ak sa DPH nauctuje omylom, bude vratena po
prevzati vratenej dane od prisluSsného dariového dradu
bud ako skuto¢na penaznd nahrada, alebo vo forme
odpoctu z prisluSného danového priznania k dani z
pridanej hodnoty. Ak sa DPH nenalctuje a neskér sa
zisti, Ze sa nalctovat mala, alebo ak prislusny dafovy
Urad stanovi, Ze na protiplnenie sa DPH vztahuje, DPH
splatna na dané protiplnenie sa uhradi po predloZeni
platnej faktary na ucely DPH.

i) Aby nedoSlo k pochybnostiam, za vSetky
odmeny, prispevky a odvody do poistovni pre personal
skiSania zodpovedd zodpovedny sku3ajlci alebo
zdravotnicke zariadenie. Povazuje sa tiez za dohodnuté
a vyslovne sa akceptuje, ze skuSajuci a personal
skdSania nemaju narok na UUc€ast na akychkolvek
zadavatelovych planoch alebo programoch
zamestnaneckych vyhod, internych postupoch v ramci
pracovnopravnych vztahov alebo zamestnaneckom
Urazovom poisteni ani na akékolvek finanéné krytie z
nich.

)) Zmluvné strany sa dohodli, Ze tato PRILOHA B je
stCastou tejto zmluvy a vysvetluje rozpis platieb
suvisiaci s touto zmluvou. Platby sa budd uhradzat v
sUlade s ustanoveniami uvedenymi v tejto PRILOHE
B, pri€om posledna platba sa poukaze potom, ako si
pracovisko skuSania splni vSetky svoje povinnosti
podla tejto zmluvy a v3etkych jej priloh. Zodpovedny
skiSajuci potvrdzuje a suhlasi, Zze odmena, ktoru
pracovisko skuSania dostane podla tejto zmluvy,
nema vplyv na jeho dsudok v suvislosti s
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for this Agreement and payments under this Agreement will be

made only to the following payee:

poradenstvom a starostlivostou poskytovanou
kazdému subjektu. Zmluvné strany potvrdzuji, ze
nizSie uvedeny prijemca platieb je riadnym prijemcom
platieb podla tejto zmluvy a Ze platby podla tejto
zmluvy sa budld poukazovat len nasledujucemu
prijemcovi platieb:

PAYEE NAME:
(This should be a
business name and
must match the
business name
used to file for your
tax EIN or other tax

Fakultna nemocnica s poliklinikou F.
D. Roosevelta Banska Bystrica

MENO ALEBO NAZOV
PRIJEMCU PLATIEB:
(Uvedte obchodné meno
zhodné s tym, ktoré je
uvedené v doklade o
dariovom identifikachom
Cisle)

Fakultnd nemocnica s
poliklinikou F. D.
Roosevelta Banska
Bystrica

indicated above)

ID number)

TAX ID NUMBER:

(Tax ID must

exactly match the Org. no.: 00165549, Tax ID:
payee name 2021095670

DIC:

(Dariové identifika¢né
Cislo sa musi presne
zhodovat' s vysSie
uvedenym nazvom
prijemcu platieb)

ICO: 00165549, DIC:
2021095670

PAYEE DETAILS:

Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovak Republic

Statna pokladnica

IBAN: SK35 8180 0000 0070 0027
8282

SPSRSKBA

Namestie L. Svobodu 1,
975 17 Banské Bystrica,
Slovenska Republika

Statna pokladnica
BANKOVE UDAJE:

IBAN: SK35 8180 0000
0070 0027 8282

SPSRSKBA
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PAYEE NAME:

Jozef Balaz MD

TAX ID
NUMBER:

PAYEE
DETAILS:

MENO ALEBO NAZOV
PRIJEMCU PLATIEB:

MUDr. Jozef Balaz

DIC:

Institution and Investigator will have thirty (30)

days

from the Last Subject Out (LSO) date of the Studyt o
resolve any payment discrepancies, which have

arisen during the course of the Study.

BANKOVE UDAJE:

Zdravotnicke zariadenie

a skoSajuci mbézu

namieta t’ proti akymko Pvek platobnym
nezrovnalostiam, ktoré sa vyskytni v priebehu
skiSania, do tridsiatich (30) dni od datumu
ukon €enia skuSania poslednym subjektom.
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EXHIBIT C - Personal Information concerning Principal
Investigator and any Investigational Staff

This notice explains the personal information handling
practices of Janssen with respect to information about
Principal Investigator and any investigational staff. It
explains how Janssen collects personal information, and
with whom Janssen may share it. It also explains the rights
the Principal Investigator and any investigational staff have
with regard to this personal information. This notice applies
to all personal information, regardless of whether the
information is stored electronically or in hard copy.

This privacy notice should be provided by the Principal
Investigator to any investigational staff.

Privacy Notice — Principal Investigator and investigational
staff

Personal Information Collection
Janssen, and agents processing personal information on

behalf of Janssen, collect and process personal information
about you. This information may come directly from you,
from the Institution that you are affiliated with for purposes
of this clinical research, or from public or third-party
information sources.

The types of personal information that Janssen collects
depends on the role you have with Janssen and/or its
affiliates, as well as applicable laws, but may include the
following categories of information:

e Name;

e Contact information (e.g. address, telephone
number, e-mail address);

* Age and/or date of birth;
* Government identification number (if applicable);

e Training and qualifications, including information
that you have a valid, active medical or professional
license, as applicable, and is not debarred by a
competent health authority;

PRILOHA C - Osobné udaje tykajice sa zodpovedného
skusajuceho a personalu skusania

Toto  vyhldsenie  vysvetluje  postupy  pouZivané
spoloc¢nostou Janssen pri zaobchadzani s osobnymi Gdajmi,
zodpovedného skusajuceho a
personalu skusania. Vysvetluje, ako spolocnost Janssen

zbiera osobné Udaje a komu ich moze poskytovat.

vo vztahu k udajom

Vysvetluje aj prdva, ktoré mda zodpovedny skusajuci a
personal skusania vo vztahu k tymto osobnym udajom.
Toto vyhlasenie sa tyka vSetkych osobnych Udajov bez
ohladu na to, Ci sa tieto Udaje uchovavaju v elektronickej
alebo papierovej forme.

Toto vyhlasenie o ochrane osobnych uUdajov ma

zodpovedny skdsajuci  poskytnat  kazidému  Elenovi

personalu skusania.

Vyhlasenie o ochrane osobnych tdajov — zodpovedny
skusajuci a persondl skusania

Zber osobnych udajov

Spolo¢nost Janssen a zastupcovia spracovévajuci osobné
Udaje v jej mene zbieraju a spracovavaju vaSe osobné
Gdaje. Tieto Udaje mdzZu pochadzat priamo od vas, od
zdravotnickeho zariadenia, v ktorom pdsobite na ucely
tohto klinického skusania,

z verejnych informacnych

zdrojov alebo z informacnych zdrojov tretich stran.

Druh osobnych udajov zbieranych spolo¢nostou Janssen
zavisi od Ulohy, ktord pre spolocnost Janssen alebo jej
dcérske spolocnosti plnite, ako aj od platnych pravnych
ne patrit nasledujuce

predpisov, moézu vSak medzi

kategérie udajov:
. Meno

. Kontaktné Udaje (napr. adresa, telefonne Cislo,
e-mailova adresa)

. Vek alebo datum narodenia

. Statne identifikaéné ¢&islo (rodné ¢&islo, ak sa
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* Organizational or institutional affiliations;

e Professional programs and activities in which you
may have participated;

e Financial information relating to, among other
matters, compensation and reimbursement
payments for clinical trial activities;

* Engagement or interaction with Janssen or its
affiliates, or their products and services;

¢ Information obtained via surveys and other direct
interactions with you.

How Janssen Uses and Discloses Personal Information

Personal information about you will be processed for the
following purposes to meet Janssen’s and/or its affiliates’
obligations under applicable laws and regulations, and as
necessary to fulfill the Clinical Trial Agreement:

e To assess if you are suitable for acting as Principal
Investigator or investigational staff in relation to the
clinical trial;

* To provide training, and access to tools and other
resources that may be required for the execution of
the clinical trial;

* To manage the clinical trial, including to monitor
and audit clinical trial activities;

e To prepare and submit regulatory filings,
correspondence, and communications to
government authorities concerning the clinical trial;

* To conduct safety reporting and pharmacovigilance

pouZiva)

. Vzdelanie a kvalifikacia vratane informacii o tom, ¢i
mate platnd a aktivhu licenciu na vykon lekarskeho
povolania alebo iné odborné osvedcenie (podla potreby) a

¢i sa na vas nevztahuje zadkaz Ccinnosti vydany
kompetentnym zdravotnickym Uradom

) Uvazky v organizdciach a  zdravotnickych
zariadeniach

. Odborné programy a ¢innosti, na ktorych ste sa
pripadne zucastnili

. Finan¢né informdcie suvisiace najma s odmenami a
Uhradami za ¢innosti v ramci klinickych skasani

) Pésobnost v spolo¢nosti Janssen alebo jej
dcérskych spolocnostiach alebo kontakt s nimi, ich
produktmi a sluzbami

. Informdcie ziskané pomocou prieskumov a inym

priamym kontaktom s vami
Ako spoloénost Janssen pouZiva a spristupfiuje osobné
udaje

Vase osobné Udaje sa budd spracovavat na nasledujlce
spolo¢nosti dcérskym
spolo¢nostiam na splnenie si svojich povinnosti podla

Ucely sldziace Janssen a jej
platnych pravnych predpisov a v potrebnej miere na

plnenie zmluvy o klinickom skusani:

. na posudenie, ¢ vo vztahu ku klinickému skudsaniu
spifiate poziadavky na pésobenie v tlohe zodpovedného
skusajuceho alebo ¢lena personalu skusania,

. na poskytnutie Skolenia a pristupu k nastrojom a
dal$im zdrojom, ktoré mozu byt potrebné na vykonanie
klinického skusania,

. na riadenie klinického skusania  vratane

monitorovania a auditovania c¢innosti klinického skdsania,

na pripravu a odosielanie podani, koreSpondencie
a komunikdcie so statnymi kontrolnymi Gradmi v sdvislosti
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activities relating to the clinical trial;

* To publish results of the clinical trial as defined in
the Clinical Trial Agreement;

e Todisclose payments and other transfers of value to
the institution, Principal Investigator or other
investigational staff in order to comply with
transparency reporting laws, including but not
limited to the US Physician Payments Sunshine Act
and implementing regulations, as well as industry
codes of practice or standards to which Janssen
and/or Janssen’s affiliates are subject or

e As otherwise required under applicable law, or
necessary to fulfill the Clinical Trial Agreement.

Personal information about you will be processed for the
following purposes based on Janssen’s and its affiliates’
legitimate interest under law:

e To consider, from time to time, potential sites and
investigators for future clinical trials; and

e To conduct surveys, manage internal studies,
improve processes and practices related to the
execution of clinical trials and other activities

related to medical research.

To accomplish the abovementioned purposes, personal
information is made available to:

e Other affiliates of the Johnson & Johnson Family of
Companies and their respective agents. A list of the
affiliates is available at
http://www.investor.jnj.com/sec.cfm;

e Government Authorities and ethics committees in
jurisdictions around the world;

* Agents, such as contract research organizations or

other third-party service providers, processing

s klinickym skuasanim,

. a podavanie bezpecnostnych hldseni a vykonavanie
¢innosti liekového dozoru (farmakovigilancie) v suvislosti s
klinickym skusanim,

. na publikovanie vysledkov klinického skusania v
zmysle definicii uvedenych v zmluve o klinickom skusant,

) na zverejnenie platieb a dalSich hodnotovych

prevodov zdravotnickemu zariadeniu,
skusajucemu a dalSim ¢lenom persondlu skdsania, ktoré

sltZi na splnenie pravnych predpisov o hlaseniach na ucely

zodpovednému

transparentnosti, zakona Statov
americkych o transparentnosti platieb lekarom (Physician
Payments Sunshine Act) a jeho vykonavacich nariadeni, ako
aj kédexov o spravnej praxi v tomto sektore alebo noriem,
ktorym spolo¢nost Janssen a jej dcérske spolocnosti

podliehaju,

najma Spojenych

) na iné ucely poZzadované platnymi pravnymi
predpismi alebo potrebné na plnenie zmluvy o klinickom

skusani.

Na zaklade svojich legitimnych zaujmov podla zdkona budu
spolocnost Janssen a jej dcérske spolo¢nosti spracovavat
vase osobné Udaje na nasledujice ucely:

) na obcasné zvaZovanie vyberu potencialnych
pracovisk skusania a skuSajucich pre buduice klinické

skusania,

. na vykonavanie prieskumov, riadenie internych

vyskumov, zlepSovanie postupov a sprdvnej praxe
suvisiacej s vykondvanim klinickych skusani a dalsich

¢innosti savisiacich s klinickym vyskumom,

Na dosiahnutie vyssie uvedenych cielov sa osobné udaje
spristupnia:

) dalsim dcérskym spolo¢nostiam skupiny Johnson &
Johnson a ich prislusSnym zastupcom; zoznam tychto
dcérskych spolocnosti je k dispozicii na webovej stranke
http://www.investor.jnj.com/sec.cfm,
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Personal Information on behalf of Janssen.

Cross Border Transfer

Your personal information may be stored and processed in
any country where Janssen and its affiliates have facilities or
agents, including the United States. Some non-European
Economic Area (EEA) countries are recognized by the
European Commission as providing an adequate level of
data protection according to EEA standards (the full list of
these here:

countries is available

https://ec.europa.eu/info/law/law-topic/data-protection/da

ta-transfers-outside-eu/adequacy-protection-personal-data-

non-eu-countries_en. For transfers from the EEA to

countries not considered adequate by the European
Commission, Janssen has ensured that adequate measures
are in place, including by ensuring that the recipient is
bound by the EU Standard Contractual Clauses, or has
certified to the EU-US Privacy Shield, or has implemented an
EU-approved code of conduct or certification, to protect
personal information.
measures by contacting our EU Data Protection Officer in
accordance with the “Contacting Janssen” section below.

You may obtain a copy of these

Data Subject Rights

If you would like to review, correct, update, restrict, or
delete personal information that Janssen may have in its
systems, or if you would like to request to receive an
electronic copy of your personal information for purposes of
transmitting it to another company (to the extent these
rights are provided to you by applicable law), you may
contact Janssen as specified in the “Contacting Janssen”
section. Janssen will respond to the request in accordance

with applicable law. Please note, however, that certain

. statnym uUradom a etickym komisiam v rbéznych
pravnych systémoch na celom svete,

J zastupcom, ako su napriklad zmluvné vyskumné
organizdcie alebo dalsi externi poskytovatelia sluZieb
spracovavajuci osobné Udaje v mene spolo¢nosti Janssen.

Prenos do zahranicia

Vase osobné udaje sa mézu uchovéavat a spracovavat v
ktorejkolvek krajine, v ktorej ma spolo¢nost Janssen a jej
spolo¢nosti prevadzky alebo
zastupcov, vratane Spojenych statov americkych. Niektoré

dcérske svoje svojich
krajiny mimo Eurdpskeho hospodarskeho priestoru (EHP)

Eurépska komisia uznala ako krajiny poskytujuce
primerand Uroven ochrany udajov podla noriem EHP
(Uplny zoznam tychto krajin je dostupny na tejto webovej
stranke:

https://ec.europa.eu/info/law/law-topic/data-protection/d

ata-transfers-outside-eu/adequacy-protection-personal-da

ta-non-eu-countries_en. V pripade prenosu udajov z EHP

do krajin, ktoré Eurdpska komisia nepovazuje za krajiny
ochranu, spolo¢nost
zabezpecila, aby sa zaviedli primerané opatrenia vratane

zaruc€ujuce dostatocnu Janssen
zaistenia, aby bol prijemca uUdajov viazany Standardnymi
zmluvnymi dolozkami EU, ziskal certifikat titu na ochranu
osobnych tdajov medzi EU a USA (EU-US Privacy Shield)
alebo mal zavedeny kddex spravania alebo certifikaciu na
ochranu osobnych UGdajov schvalend EU. Ak chcete ziskat
kopiu tychto opatreni, obratte sa na nasu kontaktnu osobu
zodpovednt za ochranu Udajov v ramci EU, ktorej
kontaktné ddaje su uvedené nizSie v clanku ,Ako

kontaktovat spoloénost Janssen”.
Prava dotknutych osob

Ak si Zeldte prezerat, opravit, aktualizovat, obmedzit

spracovavanie alebo odstranit osobné udaje, ktoré
spolocnost Janssen moze uchovavat vo svojich systémoch,
alebo ak by ste chceli poziadat o ziskanie elektronickej
kodpie svojich osobnych Udajov na tcely ich prenosu do inej
spoloc¢nosti (v rozsahu, v ktorom vam tieto prava zarucuju

platné pravne predpisy), mozete kontaktovat spolocnost
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personal
pursuant to applicable data protection laws, or other laws
and regulations.

information may be exempt from requests

Retention Period

Janssen will retain your personal Information for as long as
needed or permitted considering the purpose(s) for which it
was obtained. The following criteria are used to determine
the proper retention period: (i) the length of time Janssen
has an ongoing relationship with you; (ii) whether there is a
legal obligation to which Janssen or its affiliates are subject;
and (iii) whether retention is advisable in light of Janssen’s
legal position (such as in regard to applicable statutes of
limitations, litigation, or regulatory investigations).

Contacting Janssen
The Janssen can be contacted as specified below:

GCO — Regional Efficiencies Oversight Office
Attention: Bart Dewindt

Janssen-Cilag NV

Antwerpseweg 15-17

2340 Beerse, Belgium

You may also contact the Data Protection Officer
responsible for the relevant country or region, if applicable,
at emeaprivacy@its.jnj.com. In case of contacting the Data
Protection Officer, information such as country location, as

well as clinical trial number/name should be included to

allow the request to be managed appropriately.
Lodging and Complaint with a Regulator

You may lodge a complaint with a supervisory authority
competent for your country or region. Contact information
can be

located here:

http://ec.europa.eu/justice/data-protection/article-29/struc

ture/data-protection-authorities/index en.htm

Janssen pomocou udajov uvedenych nizsie v ¢lanku , Ako
kontaktovat spoloénost Janssen”. Spolo¢nost Janssen
odpovie na platnymi
predpismi. Upozorfiujeme vsak, Ze urcité osobné udaje
mézu byt oslobodené od Ziadosti podla platnych pravnych
predpisov o ochrane osobnych Udajov alebo

Ziadost v sulade s pravnymi

inych
pravnych predpisov.

Obdobie uchovavania

Spolo¢nost Janssen bude vase osobné Udaje uchovavat
dovtedy, kym to bude potrebné alebo povolené v suvislosti
s Ucelom alebo ucelmi, na ktoré sa ziskali. Na urcenie
spravneho obdobia uchovavania sa pouzivaju nasledujuice
kritérid: (i) obdobie, pocas ktorého spoloénost Janssen s
vami udrZiava urcity vztah, (ii) ¢i existuje nejaka zakonna
povinnost, ktorej spolocnost Janssen alebo jej dcérske
spolo¢nosti podliehaji, a (iii) ¢i je uchovavanie vhodné
vzhladom na pravne postavenie spolocnosti Janssen
(napriklad vo vztahu k premléacim lehotdm, sidnym
sporom alebo vySetrovaniam kontrolnymi tradmi).

Ako kontaktovat spoloénost Janssen

Spoloénost Janssen mozZete kontaktovat pomocou

nasledujucich udajov:

GCO - Regional Efficiencies Oversight Office
Do pozornosti: Bart Dewindt

Janssen-Cilag NV

Antwerpseweg 15-17

2340 Beerse, Belgicko

V pripade potreby mozZete kontaktovat aj osobu
zodpovednu za ochranu osobnych ddajov v prislusnej
krajine
emeaprivacy@its.jnj.com. V pripade, Ze sa obratite na tuto

zodpovednu osobu, mali by ste uviest informacie, ako je

alebo  oblasti na e-mailovej adrese

nazov krajiny, v ktorej sa nachadzate, a tiez Cislo a nazov
klinického skdsania, aby sa Ziadost mohla primerane
spracovat.

Podanie staZnosti kontrolnému dradu

Mozete podat staznost dozornému Gradu kompetentnému
pre vasu krajinu alebo oblast. Kontaktné Gdaje mozno najst
na tejto
http://ec.europa.eu/justice/data-protection/article-29/str

webovej stranke:
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