CLINICAL TRIAL AGREEMENT
(CRO-Janssen-Institution-Principal Investigator)

This Clinical Trial Agreement (the “Agreement”) is

by and between

IQVIA RDS Slovakia, s.r.o. (“CRQO”), having a place
of business at Vajnorska 100/B, 83104 Bratislava,
Slovak Republic, Organisation No: 45942269, Filed in
the Companies register of the District Court Bratislava
I, section: Sro, File no: 69023/B

and

Janssen Pharmaceutica NV (“Janssen”), a Belgium
corporation, with registered offices at Turnhoutsweg
30, 2340 Beerse, Belgium

and

Fakultna nemocnica s poliklinikou Zilina, UL
Vojtecha Spanyola 43, 012 07 Zilina, Slovak Republic,
Organisation No: 17 335 825 (“Institution”)

and

Martina Hanzelova MD, employee of the Fakultna
nemocnica s poliklinikou Zilina, Psychiatricke
oddelenie, Ul. Vojtecha Spanyola 43, 012 07 Zilina,
Slovak Republic (“Principal Investigator”)

This Agreement becomes effective on the day
following the day of its publication in the Central
Register of Contracts of Slovak Republic (“Effective
Date”).
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ZMLUVA O KLINICKOM SKUSANi

(Klinicka vyskumna organizacia —

spoloénost’ Janssen — institacia —
zodpovedny skusajuci)

Tato zmluva o klinickom skusani (dalej len
,Zmluva“) sa

uzatvara medzi

IQVIA RDS Slovakia, s.r.o. (dalej ,CRO alebo
klinickd vyskumna organizacia “), so sidlom
na adrese Vajnorska 100/B, 83104 Bratislava,
Slovenska republika, ICO: 45942269, Zapisana
v Obchodnom registri Okresného sudu
Bratislava I., oddiel: Sro, vl. &: 69023/B

a

Janssen Pharmaceutica NV, Turnhoutsweg
30, 2340 Beerse, Belgium (dalej len
.Spoloénost  Janssen ),  spolo¢nostou
zaregistrovanou v Belgicku

a

Fakultna nemocnica s poliklinikou Zilina, UI.
Vojtecha Spanyola 43, 012 07 Zilina,
Slovenska republika, ICO: 17 335 825 (dalej len
Linstitacia“)

a
MUDr. Martina Hanzelova zamestnanec
Fakultnej nemocnice s poliklinikou Zilina,

Psychiatrické oddelenie, Ul. Vojtecha Spanyola
2789/88. 012 07 Zilina,Slovenska republika
(dalej len ,zodpovedny skusajuci®).

a nadobuda platnost dfiom podpisu poslednou
zmluvnou  stranou a  ucinnost  dfiom
nasledujucim po dni zverejnenia v Centralnom
registri zmlav SR
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Clinical Trial: 42847922MDD3005

Klinické skusanie:42847922MDD3005

Regulatory Sponsor: Janssen Cilag International,
NV, Turnhoutsweg 30, 2340 Beerse, Belgium

kontrolné
NV,

Zastupca zadavatela pre
Urady:Janssen Cilag International,
Turnhoutsweg 30, 2340 Beerse, Belgium

Study Product: JINJ-42847922 (seltorexant)

Skusany produkt:JNJ-42847922(seltorexant)

Protocol: 42847922MDD3005 “A  Double-Blind,
Randomized, Parallel-Group Study with Quetiapine
Extended Release as Comparator to Evaluate the
Efficacy and Safety of Seltorexant 20 mg as
Adjunctive Therapy to Antidepressants in Adult and
Elderly Patients with Major Depressive Disorder with
Insomnia Symptoms Who Have Responded
Inadequately to Antidepressant Therapy”

Protokol: 42847922MDD3005 Dvojito
zaslepené, randomizované skuSanie v
subeznych skupinach s kvetiapinom s

predizenym uvolfiovanim ako komparatorom
na vyhodnotenie UuCinnosti a bezpecnosti
seltorexantu 20 mg ako adjuvantnej liecby k
antidepresivam u dospelych a starSich
pacientov s velkou depresivnou poruchou s
priznakmi nespavosti, ktori nedostato¢ne
odpovedali na antidepresivnu liecbu

EUdraCT number: 2020-000341-14

Cislo EUdraCT: 2020-000341-14

Study Site: Fakultna nemocnica s poliklinikou Zilina,
Psychiatricke oddelenie, Ul. Vojtecha Spanyola 43,
012 07 Zilina, Slovak Republic

Skusajuce pracovisko: Fakultha nemocnica
s poliklinikou Zilina, Psychiatrické oddelenie

Ul. Vojtecha Spanyola 43, 012 07 Zilina,
Slovenska republika

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

Whereas, CRO has requested Institution and its
employees, and Principal Investigator to provide
services to CRO as described in this Agreement by
conducting Clinical Trial which is sponsored by
Regulatory Sponsor involving the Study Product
according to the Protocol (including subsequent
Protocol amendments) and Exhibits, which form an
integral part hereof;

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:
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Ked'ze spolo¢nost Janssen menovala klinicku
vyskumnu organizaciu na obstaravanie sluzieb
podla tejto zmluvy a na ich poskytovanie
spolo¢nosti Janssen;

Kedze klinicka vyskumna  organizacia
poziadala instituciu a zodpovedného
skusajuceho, aby poskytovali sluzby klinickej
vyskumnej organizécii podlfa tejto zmluvy a
vykonali klinické sku8anie zadané regulaénym
zadavatelom zahffajuce skuSany produkt
podla protokolu (vratane vSetkych naslednych
dodatkov k protokolu) a priloh, ktoré tvoria
neoddelitefnu sucast tejto zmluvy;

kedze je inStiticia dostatoCne vybavena
a opravnena na vykonanie klinického skusania.
Intiticia a zodpovedny skuSajaci  suhlasili
s vykonanim  klinického skuSania podfa
podmienok stanovenych v tejto zmluve;

sa teraz preto po zvazZeni predpokladov
a vzajomnych prislubov a zavazkov uvedenych
v tejto zmluve sa zmluvné strany dohodli takto:
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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 Exhibits form an integral
part of this Agreement.

1.2 Institution and Principal Investigator agree to
use their 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 provide written notice to CRO as soon as
possible and at the latest within three (3) calendar
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. If
Principal Investigator is to be temporarily absent from
Institution for more than ten (10) calendar days, but
not more than fourteen (14) calendar days, Institution
will designate a Sub-investigator to temporarily
supervise the Clinical Trial on the Principal
Investigator’s behalf. Institution will document this
designation and notify CRO in writing of such
designation prior to its commencement. If Principal
Investigator is, or is to be, absent for more than
fourteen (14) calendar days, CRO or Janssen may
terminate this Agreement if Institution and Janssen
cannot agree on a replacement Principal Investigator
within a fourteen (14)-day period.
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1. Vyvkonanie klinického skusania

1.1 Zmluvné strany sa dohodli, ze protokol
(vratane vsetkych jeho naslednych dodatkov)
zaCleneny do tejto zmluvy odkazom na
prilohu A (pokial nie je pripojeny k tejto zmluve,
ale je vSetkym zmluvnym stranam znamy)
a ostatné prilohy tvoria neoddelitelnd sucast
tejto zmluvy.

1.2 Indtiticia  a zodpovedny  skusajuci
suhlasia, Ze vynalozia maximalne Usilie
a vyuziju svoje odborné znalosti ha vykonanie
klinického skuSania v sulade s protokolom,
v8etkymi platnymi zakonnymi a regulaénymi
poziadavkami, definovanymi
zmluvnymi podmienkami tejto zmluvy. Intitacia
a zodpovedny sku$ajuci nesmu zacat' klinické
skuSanie bez predchadzajuceho schvalenia
etickej komisie, oznameni a dalSich schvaleni
pozadovanych pravnymi predpismi.

1.3 Ak  zodpovedny skuSajuci ukonCi
spolupracu s instituciou, institicia to ¢o najskoér
pisomne oznami klinickej vyskumnej
organizacii, najneskér vSak do troch (3)
kalendarnych dni odo dfa ukoncenia
pracovného pomeru. Spoloénost Janssen ma
pravo  schvalit  nového  zodpovedného
sku$ajuceho, ktorého vymenuje institucia. Od
nového zodpovedného skusajuceho sa ma
pozadovat, aby suhlasil s podmienkami v tejto
zmluve. Ak spolo€nost Janssen nového
zodpovedného skusajuceho neschvali, klinicka
vyskumna organizacia alebo spoloCnost
Janssen méze tuto zmluvu vypovedat podla
nizSie uvedeného ¢lanku 2.2 ainstitucia
podnikne vSetky potrebné kroky, aby klinickej
vyskumnej organizacii alebo spolo€nosti
Janssen vyhovela. Ak bude zodpovedny
skudajuci doCasne chybat' v institucii viac ako
desat’ (10) kalendarnych dni, no maximalne
Strnast  (14) kalendarnych dni, institucia
vymenuje spoluskusajuceho za do¢asny dozor
nad klinickym skdSanim v mene zodpovedného
skuSajuceho. InStitucia zdokumentuje toto
vymenovanie a pisomne oznami Klinickej
vyskumnej organizacii  tuto skutoCnost’ eSte
pred jej zaCatim. Ak zodpovedny skusajuci
chyba alebo ma chybat dlhSie ako Strnast (14)
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1.4 Institution and Principal Investigator may
appoint such other individuals and investigational staff
as they may deem appropriate as co-investigator
and/or investigational staff to assist in the conduct of
the Clinical Trial. All  co-investigators and
investigational staff will be adequately qualified, timely
appointed and an updated list will be maintained.
Principal Investigator shall be responsible for leading
such team of co-investigators and investigational staff,
who in all respects shall be bound in writing to the
same terms and conditions as the Principal
Investigator under this Agreement. Institution and
Principal Investigator are responsible for the services
performed by its staff and undertake in particular to
have the services executed by competent persons. In
the event that Institution and/or Principal Investigator
use the services of others to conduct the Clinical Trial
pursuant to this Agreement, Institution and Principal
Investigator shall be responsible for ensuring that all
are appropriately licensed and credentialed and in
compliance with the terms of this Agreement.
Institution and Principal Investigator shall be liable for
any breach of this Agreement by such individuals.

Institution and Principal Investigator shall
ensure that designated staff attend all trainings
conducted by Janssen or its designee in the proper
performance of the Protocol, safety and reporting
requirements, and any other applicable guidelines
relevant to the Clinical Trial and performance of the
Protocol.

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. For multi-center studies,
data from all centers are required before the Clinical

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
November 2019

PI Name: Martina Hanzelova MD

Protocol #: 42847922MDD3005

Page 4 of 36

kalendarnych dni, klinicka vyskumna
organizacia alebo spoloCnost Janssen mézu
vypovedat tdto zmluvu, pokial sa institucia
a spolo¢nost Janssen nezhodnu na nahrade za
zodpovedného skusajuceho do Strnastich (14)
kalendarnych dni.

1.4 Institicia  a zodpovedny  skusajuci
mdzu poverit ako spoluskusajucich a personal
skuSania také dalSie osoby a personal
skusania, aké budu povazovat za potrebné, aby
im pomohli pri vykonavani klinického skusania.
VSetci spoluskuSajuci a personal skusania
musia byt dostatoCne kvalifikovani, vé€as
vymenovani a musi sa viest ich aktualizovany
zoznam. Zodpovedny skusajuci zodpoveda za
vedenie takéhoto timu spoluskusajucich
a personalu skuSania, ktory musi byt vo
vSetkych  ohlfadoch pisomne zaviazany
rovnakymi  zmluvnymi  podmienkami ako
zodpovedny skuSajuci podlfa tejto zmluvy.
Institicia a zodpovedny skusajuci zodpovedaiju
za sluzby vykonané ich personalom a zavazuju
sa najma, Ze tieto sluzby vykonaju kvalifikované
osoby. Ak institucia a zodpovedny skuSajuci
vyuzivaju sluzby inych os6b na vykonanie
klinického skuSania podla tejto zmluvy,
indtitucia a zodpovedny skusSajuci su povinni
zabezpecCit, aby vSetky takéto osoby mali
nalezité licencie aopravnenia aaby konali
v sulade s podmienkami tejto zmluvy. Institacia
a zodpovedny skusSajuci zodpovedaju  za
akékolvek porusenie tejto zmluvy takymito
osobami.

InStitdcia  a zodpovedny  skusajuci
zabezpecia, aby sa povereny personal zucastnil
na vdetkych 8koleniach organizovanych
spolo€nostou Janssen alebo jej zastupcom,
ktoré sa tykaju riadneho plnenia protokolu,
poziadaviek na bezpecnost a nahlasovanie
avSetkych  dalSich platnych  usmerneni
dolezitych pre Kklinické skuSanie a plnenie
protokolu.

V pripade zaslepenia klinického
skusania; Pouzivanie randomizaénych
kédov: Zodpovedny skusajuci vykonavajuci
zaslepené skuSanie suhlasi, Ze zachova
zaslepenie skuSaného produktu. V pripade
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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 Janssen immediately.

1.5 For the performance of the Clinical Trial,
Janssen or its designee or CRO shall provide the
Study Product, all Clinical Trial related documents
(such as case report forms). 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: Institution and
Principal Investigator shall not conduct any research
nor 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, each of (i), (ii), and (iii) without the
prior written consent of CRO or Janssen. 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
CRO and Janssen and Institution and Principal
Investigator. Institution and Principal Investigator shall
conduct all Additional Research in compliance with all
applicable regulations, including requirements for
obtaining appropriateEthics Committee (EC) approval
and subject informed consent. Without limiting any
other remedy available by law to Janssen, if Institution
and/or Principal Investigator conducts Additional
Research in breach of this section, and such
Additional Research results in an Invention (as defined
in Section 8 below), Institution and Principal
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multicentrickych skusani sa klinické skusanie
povazuje za dokon&ené az po ziskani udajov zo
v8etkych pracovisk skusania. V pripade rychlej
lekarskej pomoci, ktora by od zodpovedného
sku$ajuceho vyzadovala odslepenie kédu pre
niektorého ucastnika, zodpovedny skusajuci
suhlasi, ze o tom bude bezodkladne informovat
spolo¢nost’ Janssen.

1.5 Na ucely vykonania klinického skusania
poskytne spolo¢nost Janssen alebo fou
povereny zastupca alebo klinicka vyskumna
organizacia skusany produkt, vSetky
dokumenty suvisiace s klinickym skuSanim
(napriklad zaznamové formulare Gcastnika
klinického skusania).Institicia ani zodpovedny
sku$ajuci nesmu pouzit skuSany produkt ani
dokumenty, materialy €i vybavenie suvisiace
s klinickym sku$anim na ziadny iny ucel, nez je
vykonavanie  tohto  klinického  skuSania
v prisnom sulade s protokolom  atouto
zmluvou.

1.6 Dodatocny vyskum: Bez
predchadzajuceho pisomného suhlasu klinickej
vyskumnej organizacie alebo spolo¢nosti
Janssen nesmie inStitlcia ani zodpovedny
skuSajuci vykonat Ziaden vyskum, ani
neumoznia tretej strane vykonat Ziaden
vyskum, ktory protokol nevyzaduje, na (i)
uc€astnikoch  klinického  sku$ania pocas
klinického skuSania (vratane akejkolvek dalSej
vyskumnej metody, postupu, dotaznika alebo
sledovania), (ii)  biologickych  vzorkach
odobratych u&astnikom klinického skuSania
pocas klinického skuSania alebo (iii) udajoch
ziskanych z klinického skuSania. Vyskum
opisany v predchadzajucej vete sa dalej
oznaluje ako ,dodatoCny vyskum®. Ak klinicka
vyskumna organizacia alebo spolo¢nost
Janssen udeli takyto suhlas, schvaleny
dodato&ny vyskum sa bude povazovat bud za
dodatok pdvodného protokolu, alebo bude
predmetom dalSej pisomnej dohody medzi
klinickou vyskumnou organizaciou a
spolo¢nostou Janssen, instituciou
a zodpovednym skasajucim. Institucia
a zodpovedny skuSajuci  vykonaju  kazdy
dodatoény vyskum vsulade so vSetkymi
platnymi predpismi vratane poziadaviek na

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Martina Hanzelova

C. protokolu: 42847922MDD3005

Strana 5z 36



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, make payments, and manage
the Clinical Trial, including signing this Agreement and
associated amendments, through it and its affiliates, in
accordance with applicable laws and with this
Agreement. Janssen has authorized CRO to handle
Janssen communications with the Institution and
Principal Investigator with respect to the Clinical Trial
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.

DrugDev Inc. (“DrugDev”), a CRO affiliate, will
administer payments from an IQVIA RDS Inc. bank
account to the Payee (as defined in Exhibit B) on this
Clinical Trial.
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ziskanie prislusného suhlasu EK (dalej len
,Eticka komisia®) ainformovanych suhlasov
Ucastnikov. Bez obmedzenia dalSich opravnych
prostriedkov dostupnych spolo¢nosti Janssen
podla zakona, ak institlicia a/alebo zodpovedny
sku$ajuci vykona dodatoény vyskum v rozpore
stymto c¢lankom avysledkom takéhoto
dodato¢ného vyskumu bude vynalez (podla
definicie v ¢&lanku 8 nizSie), institlcia
a zodpovedny skusajuci (podla toho, o ktory
pripad pdjde) tymto spolo€nosti Janssen alebo
flou poverenému zastupcovi udeluju
neodvolatelnu, celosvetovd, splatenu,
bezplatnu, vyluénu licenciu s pravom udefovat
sublicencie na pravo vytvorit, nechat vytvorit,
pouzivat, nechat pouzivat, predavat, nechat
predavat a dovazat’ kazdy takyto vynalez, ktory
vznikne ztakéhoto dodatoéného vyskumu.

Tento ¢lanok zostane v platnosti aj po
vypovedani alebo skon&eni platnosti tejto
zmluvy.

1.7 Poverenie klinickej vyskumnej
organizacie spolo€nost’ou Janssen.
Spolo€nost  Janssen  uzavrela  zmluvu
s klinickou vyskumnou organizaciou, aby

dohliadala na klinické skusanie, uskutofovala
platby, zahffiajuc podpisovanie tejto zmluvy
a pridruzenych dodatkov, monitorovala
a spravovala ho v sulade s platnymi pravnymi
predpismi atouto zmluvou, spolu so svojimi
pobockami. Spolo¢nost Janssen opravnila
klinicku vyskumnu organizaciu, aby v suvislosti
s klinickym skuSanim a zmluvou vybavovala
komunikaciu spolo¢nosti Janssen s institiciou
a zodpovednym  skuSajucim.  Spolocnost
Janssen bude institiciu a zodpovedného
skudajuceho informovat, ak sa tato situacia
niekedy zmeni. InStitucia a zodpovedny
skudajuci berd na vedomie, Ze klinicka
vyskumna organizacia je v rdmci tejto zmluvy
prijemcom DPH za sluzby bez toho, aby boli
dotknuté akékolvek prava spolo¢nosti Janssen
podla tejto zmluvy.

Spolo¢nost  DrugDev  s.r.o. (dalej len
,DrugDev®) je pobocCka vyskumnej organizacie
zodpovedajuca za uskutoCniovanie platieb
spolocnosti IQVIA RDs s.r.o. na ucet prijemcu
platieb podla tejto zmluvy, tak ako je uvedené
v Prilohe B.
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2. Term and Termination

2.1 The term of this Agreement shall begin on the
execution Date on the date on which it is last signed
by the parties 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) 24 August 2022or (ii) six (6) months following final
database lock, wunless sooner terminated in
accordance with the terms hereof. The parties agree
that the term may be amended by mutual agreement
of the parties. This Agreement becomes effective on
the day following the day of its publication in the
Central Register of Contracts (“Effective Date”).

2.2 This Agreement may be terminated by either
party at any time in the exercise of its sole discretion
upon fifteen (15) calendar days prior written notice to
the other party. Reasons for termination may include
but are not limited to:

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

(i) receipt of safety information that

makes it prudent to do so; or

(i) 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, within its sole judgment,
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 or Principal
Investigator, the total sums payable by CRO, and
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2. Doba platnosti a vypovedanie zmluvy

2.1 Doba platnosti tejto zmluvy zacina
plynut od datumu podpisu poslednou zmluvnou
stranou azmluva zostava v platnosti az do
dokonc¢enia klinického skuSania, ako to
pisomne oznami klinicka vyskumna
organizacia. Zmluvné strany odhaduju, ze
klinické skusanie sa skon¢i (i) 24. Augusta 2022
alebo (ii) po Siestich (6) mesiacoch od
kone¢ného uzatvorenia databazy, pokial sa
klinické skuSanie neukonCi skor v sulade
s podmienkami tejto zmluvy. Zmluvné strany sa
dohodli, Ze doba platnosti tejto zmluvy sa méze
upravit na zaklade vzajomnej dohody
zmluvnych stran. Tato zmluva nadobuda
ucinnost dfiom nasledujucim po dni jej
zverejnenia v Centralnom registri zmlav.

2.2 Tato zmluvu méze ktorakolvek zmluvna
strana kedykolvek vypovedat’ podla vlastného
uvazenia zaslanim pisomnej vypovede
ostatnym zmluvnym stranam s vypovednou

lehotou patnast (15) kalendarnych dni.
K vypovedaniumdze, okrem iného, dojst
Z nasledujucich dévodov:

0] poruSenie  zmluvy vratane
nedodrzania protokolu a platnych pravnych
predpisov;

(i) ziskanie bezpeénostnych

informacii, ktoré takyto postup odévodnuju;

(iii) ak sa na pracovisku klinického
skusania do [troch (3)] mesiacov od zacatia
klinického skuSania na pracovisku nezaradili
Ziadni ucastnici.

Bez ohladu na vy3Sie uvedené mdze
klinicka vyskumna organizacia alebo
spolo€nost Janssen klinické skuSanie okamzite
ukon¢it, ak je takéto okamzité ukoncenie
potrebné vzhladom na obavy o bezpe€nost
pacientov  alebo po ziskani  Udajov
naznacujucich nedostato¢nu ucinnost.
Institicia a zodpovedny skusSajuci suhlasia, ze
po prijati vypovede urychlene ukoncia
vykonavanie klinického skusania v rozsahu,
ktory bude zo zdravotného hladiska pripustny
pre ktorukolvek osobu zucastfiujucu sa na
klinickom skusani (dalej len ,ucastnik klinického
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administered by DrugDev on behalf of 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 or 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
its respective affiliates, and all Janssen Confidential
Information, as defined in Section 7.2 below, (b)
Principal Investigator shall return to CRO or Janssen
or its 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 its
respective affiliates in accordance with Exhibit B, and
if Exhibit B requires the return of any materials and/or
equipment, Principal Investigator shall return them
upon the instructions of CRO or its affiliates. This
provision does not apply to those documents that
should be maintained and retained by the Principal
Investigator at the Study Site, as defined in the
Protocol and as required by applicable laws and
regulations.
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skusania“). V pripade vypovede z iného dévodu
podla tejto zmluvy, nez je jej zavazné porusenie
instituciou alebo zodpovednym skusajicim, sa
celkové sumy splatné klinickou vyskumnou
organizaciou prostrednictvom DrugDev na
zaklade splnomocnenia Klinickou vyskumnou
organizaciou podla tejto zmluvy pomerne
rozdelia za pracu skuto¢ne vykonanu k datumu
vypovedania, pricom vsetky nevynalozené
financné prostriedky, ktoré klinickd vyskumnd
organizacia uz vyplatila in8titucii alebo
zodpovednému skuSajucemu, sa musia vratit
klinickej vyskumnej organizacii.

2.3 Bud' pri ukonéeni klinického skusania,
alebo pri vypovedani tejto zmluvy (podla toho,
¢o nastane skor), (a) zodpovedny skusajuci
okamzite doruéi klinickej vyskumnej organizacii
a spolocnosti Janssen v3etky udaje vytvorené v
désledku klinického skusania, vSetky odobraté
klinické vzorky, vSetky dokumenty a udaje
poskytnuté klinickou vyskumnou organizaciou
alebo spolo¢nostou Janssen a jej prisluSnymi
pobockami a vSetky dboverné informacie
spolo¢nosti Janssen definované nizSie v ¢lanku
7.2, (b) zodpovedny skuSajuci vrati klinickej
vyskumnej organizacii alebo spoloCnosti
Janssen alebo jej pobockam vsetky nepouzité
skuSané produkty a (c) zodpovedny skusajuci
bude zaobchadzat so vSetkymi materialmi a
vybavenim dodanym spolo¢nostou Janssen
alebo klinickou vyskumnou organizaciou alebo
jej prislusnymi pobo¢kami v sulade s prilohou B,
a ak sa podla prilohy B vyzaduje vratenie
akychkolvek materialov a/alebo vybavenia,
zodpovedny skuSajuci ich vrati podla pokynov
klinickej vyskumnej organizacie alebo jej
pobociek. Toto ustanovenie sa nevztahuje na
dokumenty, ktoré si ma zodpovedny skusajuci
ponechat a uchovavat na pracovisku klinického
skuSania podla ich definicie v protokole a podla
poziadaviek platnych pravnych predpisov a
nariadeni.
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3. Ethics Committee (EC) —Informed Consent —
Authorizations

3.1 In accordance with the laws and regulations
applicable at the Study Site, Janssen and/or CRO
shall be responsible for obtaining approval of the
Protocol and its amendments, informed consent form,
Clinical  Trial  recruitment procedures (e.g.
announcements, financial compensation if any) and
any other relevant documents in connection with the
Clinical Trial, from the appropriate EC prior to
commencement of the Clinical Trial. 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 CRO is
notified and gives its written approval. 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
regulatory requirements. The informed consent form
shall also include the right for 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.
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3. Etickd komisia (EK) — Informovany
suhlas — Povolenia

3.1 V sulade s pravnymi predpismi a
nariadeniami platnymi pre pracovisko klinického
ski$ania  spolo¢nost  Janssen a CRO
zodpovedaju za ziskanie schvalenia protokolu
ajeho dodatkov, formularu informovaného
suhlasu, postupov tykajucich sa naboru
uCastnikov do klinického skuSania (napr.
oznamenia, pripadna finanéna odmena)
a ostatnych prisludnych dokumentov tykajucich
sa klinického skusania od prislusnej EK, ato
eSte pred zacatim klinického skuSania. Ak EK
vyzaduje  zmeny v protokole, formulari
informovaného suhlasu alebo postupoch
naboru uc&astnikov do klinického sku$ania,

takéto zmeny sa nemdézu uskutoCnit, kym
nebude klinicka vyskumna organizacia
informovana a neposkytne pisomné

schvalenie. Protokol, formular informovaného
sthlasu ani ziadna reklama sa nesmu
upravovat bez predchadzajuceho pisomného
suhlasu klinickej vyskumnej organizacie a EK.

3.2 Institucia a zodpovedny skuSajuci su
tiez povinni primerane informovat uc¢astnikov
klinického  skuSania aziskat formulare
informovaného suhlasu podpisané uc¢astnikmi
klinického skusania alebo v ich mene, pricom
tento formular informovaného suhlasu schvali
klinicka vyskumna organizacia a EK este pred
uCastou ucCastnikov na klinickom skuSani.
Formular informovaného  sihlasu  musi
obsahovat  pravo Klinickej vyskumnej
organizacie, spolocnosti Janssen, jej zastupcov
a prislusnych statnych organov na kontrolu
nespracovanych udajov z klinického skusania
vratane originalnych zéznamov ucastnikov
vV ramci vSetkych monitorovacich
a auditorskych ~ &innosti  potrebnych  na
zabezpecenie kvality a dodrziavania protokolu,
ako aj vSetkych zakonnych a regulacnych
poziadaviek. Formular informovaného suhlasu
bude obsahovat aj pravo jej pobociek
vykonavat’ dodato¢né kontroly udajov s ciefom
preskumat bezpec€nost a uc€innost sku$aného
produktu a inych produktov a lie€ob s ciefom
lepSie porozumiet ochoreniu alebo zlepSit
ucinnost buducich klinickych skusani.
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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 or CRO. Institution/Principal Investigator
shall prevent unauthorized access to the data by
maintaining physical security of the computers and
ensuring that investigational staff maintains the
confidentiality of their passwords. Institution/Principal
Investigator shall also comply with CRO’s instructions
for data entry into the system, which includes that
investigational staff using the system understands that
their electronic signatures are the legally binding
equivalent of handwritten signatures, and they attest
to the accuracy and completeness of the data entered.

Institution /Principal Investigator agree to collect all
Clinical Trial data (electronic or paper) in source
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3.3. Spolo€nost Janssen zodpoveda za
splnenie vSetkych dalSich formalit tykajucich sa
povoleni na vykonavanie klinického skusania
(napr. podanie ziadosti o povolenie klinického
sku$ania) ana vyrobu, dodavanie ¢i dovoz
sku$aného produktu, av pripade potreby za
ziskanie pisomného povolenia od
kompetentnych zdravotnickych uUradov pred
zacatim klinického skusania.

4, Nahlasovanie udajov__a neziaducich
udalosti

4.1 InStituicia  a zodpovedny  skusajuci
suhlasia, Ze budu pravidelne a v€as poskytovat
klinickej vyskumnej organizacii a spolo¢nosti
Janssen vSetky vysledky klinického skuSania
a dalSie udaje pozadované protokolom na
riadne (pisomne alebo elektronicky) vyplnenych
zaznamovych formularoch ucastnikov
klinického skusania.

4.2 Elektronicky zber udajov (d'alej len
,»EDC*, Electronic Data Capture): Institicia
alebo zodpovedny sku3ajuci budu udaje
z klinického skuSania odosielat pomocou
elektronického systému, ktory zabezpedi
spolo€nost Janssen alebo klinicka vyskumna
organizacia na svoje naklady prostrednictvom
svojich dodavatelov, ktori suCasne vykonaju aj
zaskolenie zodpovedného skuSajuceho a
personalu skusania. Institacia alebo
zodpovedny skisajuci zabrania nepovolenému
pristupu k tymto udajom udrziavanim fyzického
zabezpecCenia pocitaCov a zaistenim toho, ze
personal sku$ania bude svoje hesla uchovavat
ako dbverné. Indtitucia alebo zodpovedny
skudajuci musia dodrziavat pokyny Kklinickej
vyskumnej organizacie na zadavanie udajov do
systému, ¢o zahffa aj to, Ze personal skusania
pouzivajuci tento systém berie na vedomie, ze
elektronické zaruCené podpisy su pravne
zavaznym ekvivalentom vlastnoru¢nych
podpisov a potvrdzuje presnost a Uplnost
zadanych udajov.

Institdcia alebo zodpovedny skusSajdci suhlasia,
Ze vSetky Udaje zklinického skuSania
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documentation prior to entering it into the electronic
case report form (“eCRF”). The eCRF shall be
completed within five (5) working days after visit
procedures have been completed or test results are
available, unless otherwise specified in the Protocol.
Institution/Principal Investigator also agree to provide
appropriate responses to queries received within five
(5) working days of receipt, unless otherwise specified
in the Protocol.

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 Janssen or CRO immediately but
not later than 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.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
November 2019

PI Name: Martina Hanzelova MD

Protocol #: 42847922MDD3005

Page 11 of 36

(v elektronickej alebo papierovej forme) budu
zbierat do zdrojovej dokumentacie pred ich
zadanim do elektronického zaznamového
formulara ucastnika klinického skusania (dalej
len ,elektronicky zaznamovy formular u¢astnika
klinického skusania®“). Elektronicky zaznamovy
formular ucastnika klinického skusania sa musi
vyplnit do piatich (5) pracovnych dni od
dokonéenia procedur vramci navstev alebo
dostupnosti  vysledkov  vySetreni,  pokial
protokol neuvadza inak. Institdcia
alebo zodpovedny skusajuci tiez suhlasia, Ze
poskytnu primerané odpovede na prijaté otazky
do piatich (5) pracovnych dni od ich prijatia,
pokial protokol neuvadza inak.

Ak  zodpovedny skuSajuci alebo
indtiticia nezadaju udaje do elektronického
zaznamového formulara Ucastnika klinického
skuSania alebo neodpovedia na otazky vo
vy§8ie uvedenych Ilehotach, spoloCnost
Janssen mdze podla vlastného uvazenia ihned
prijat napravné opatrenia. Medzi tieto opatrenia
mdze patrit najma doCasné pozastavenie
skriningu alebo zaradovania Uc&astnikov,
dodato¢né monitorovacie navstevy, zvazenie
auditu pracoviska klinického skusania a mozné
ukonCenie ucCasti pracoviska na klinickom
skudani.

4.3 Institlcia a zodpovedny skuSajuci dalej
suhlasia, Zze okamzite, najneskér vSak do
dvadsiatich (24) hodin, ohlasia kazdu zavaznu
neziaducu udalost spolo¢nosti Janssen alebo
CRO ainé délezité informacie tykajuce sa
zdravotného stavu  UCastnika  skuSania
definované v protokole, ktoré  postihnu
ktoréhokolvek uc€astnika klinického sku$ania
v klinickom skuasani. Intitacia a zodpovedny
skudajuci dalej suhlasia, Ze doplnia takéto
hlasenie podrobnymi pisomnymi spravami
v sulade so vSetkymi zakonnymi a regulacnymi
poziadavkami.

4.4 VcCasne, presné a kompletné zasielanie
Udajov a odpovedi na otazky je podmienkou na
Uhradu platieb podla harmonogramu platieb
uvedeného v prilohe B tejto zmluvy.
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5. Monitoring of Clinical Trial — Audit -
Inspections
5.1 Monitoring — Audit

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

0] 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 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
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5. Monitorovanie klinického skusania —
Audit — InSpekcie

5.1 Monitorovanie — Audit

V priebehu platnosti tejto zmluvy a po
jej uplynuti v suvislosti so ziadostami vladnych
organov o dalSie informacie, institlcia
a zodpovedny skuSajuci suhlasia, ze klinickej
vyskumnej organizacii, spoloénosti Janssen
alebo kompetentnym zdravotnickym uradom
(vratane amerického Uradu pre kontrolu
potravin a lie€iv, ak sa to na skisanie vztahuje)
umoznia, aby mohli kedykolvek v primeranom

Case poCas beznej pracovnej doby
skontrolovat'’

0] priestory, v ktorych sa
vykonava klinické skusanie

(i) nespracované Udaje

z klinického sku3ania vratane originalnych
zdznamov UCastnikov  skuSania, ak to
podmienky formulara informovaného suhlasu
a platné pravne predpisy povoluju,
(iii) vSetky dalSie
informacie potrebné na potvrdenie, ze sa
klinické skuSanie vykonava v sulade
s protokolom a platnymi zakonnymi a
regulaCnymi poziadavkami vratane pravnych
predpisov o ochrane osobnych udajov
a sukromia.

délezité

5.2 InSpekcie

Instituicia  a zodpovedny
okamzite  oznamia  Klinickej  vyskumnej
organizacii, ak nejaky kompetentny
zdravotnicky urad oznami planovanu inSpekciu
alebo bez oznamenia zaCne neplanovanu
inSpekciu, abezodkladne po vyhotoveni
klinickej vyskumnej organizacii poskytnu képiu
akejkolvek  koredpondencie s prisluSnym
zdravotnickym organom, ktora vyplyva z takejto
inSpekcie.

skusajuci

5.3 InStitdcia  a zodpovedny  skusajuci
suhlasia, ze podniknu vSetky primerané
opatrenia, ktoré klinicka vyskumna organizacia
pozaduje na napravu nedostatkov zistenych
po¢as auditu alebo inSpekcie. Klinicka
vyskumna organizacia alebo jej zastupcovia
maju navySe pravo na posudenie a schvalenie
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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.

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.

6.2 Healthcare = Compliance  with  Anti-
Corruption Laws and Foreign Corrupt Practices
Act (“FCPA”)
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koreSpondencie prislusnému zdravotnickemu
organu, ktora je vysledkom inSpekcie daného
zdravotnickeho organu, ato este skér ako ju
intiticia alebo zodpovedny sku$ajuci odosle,
a v rozsahu, ktory nezakazuju pravne predpisy
alebo prislusny zdravotnicky Urad, maju pravo
mat poCas akejkolvek inSpekcie pritomného
zastupcu.

5.4 Ustanovenia odsekov 5.1, 5.2 a5.3
zostanu v platnosti aj po vypovedani alebo
skonCeni platnosti tejto zmluvy.

6. Dodrziavanie platnych pravnych
predpisov
6.1 Zmluvné strany suhlasia, Ze budu

vykonavat klinické sku$anie a uchovavat
zaznamy a Udaje poCas doby platnosti tejto
zmluvy a po jej uplynuti v sulade so vSetkymi
platnymi zakonnymi a regulacnymi
poziadavkami, ako a so vSeobecne
uznavanymi konvenciami, akou je napriklad
Helsinska deklaracia a smernice
Medzinarodnej konferencie o harmonizacii —
Spravna klinicka prax (dalej len ,smernica ICH-
GCP*).

6.2 Dodrziavanie protikorupénych
pravnych predpisov v oblasti zdravotnej
starostlivosti a zakon 0 zahraniénych
korupénych praktikach (d’alej len ,,FCPA")
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Institution represents and warrants that neither
Institution nor any of its affiliates, nor any of their
respective directors, officers, employees or agents
and Principal Investigator (all of the foregoing,
including affiliates collectively, “Institution
Representatives”) has taken any action that would
result in a violation by such persons of local anti-
bribery laws, rules or regulations applicable to either
or both Institution and Janssen (collectively the “Anti-
Corruption Laws”).

Institution shall not, directly or indirectly, make any
payment, or offer or transfer anything of value, or
agree or promise to make any payment or offer or
transfer anything of value, to a government official or
government employee, to any political party or any
candidate for political office or to any other third party
with the purpose of influencing decisions related to
Janssen and/or its business in a manner that would
violate Anti-Corruption Laws.

Institution and Institution’s Representatives have
conducted and will conduct their businesses in
compliance with the Anti-Corruption Laws, and
Institution will have necessary procedures in place to
prevent bribery and corrupt conduct by Institution
Representatives.

Institution shall maintain effective internal accounting
control and shall make sure all aspects of this Clinical
Trial are recorded in its books and records in an
accurate, complete and truthful way and that the
documents on which such books and records are
based are in all major aspects accurate, complete and
true. Institution shall maintain and provide Janssen
and/or CRO and its auditors and other representatives
with access to records (financial and otherwise) and
supporting documentation related to the subject
matter of the Agreement as may be requested by
Janssen and/or CRO in order to document or verify
compliance with the provisions of this Section; and
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Institdcia vyhlasuje a zaru€uje sa, ze ani ona
sama, ani ziadna z jej pobociek, ziadny z ich
riaditelov, uradnikov, zamestnancov &i agentov
ani zodpovedny skuSajuci (vSetky vySSie
uvedené subjekty vratane pobocliek dalej
oznaCované ako ,zastupcovia institicie®)
neprijali ziadne opatrenia, ktoré by viedli
k poru$eniu tychto miestnych protikorupénych
pravnych predpisov, pravidiel a nariadenti, ktoré
sa vztahuju na institaciu a spolo¢nost Janssen
(spolu ako ,protikorupéné pravne predpisy®)
takouto osobou.

InStitucia priamo ani nepriamo nevykona Ziadne
platby, neponukne ani neprevedie Ziadnu
hodnotnu vec, ani neschvali ani neprislUbi
Ziadnu platbu, ponuku ani prevod akejkolvek
hodnotnej veci Ziadnemu Statnemu
predstavitefovi, Stathemu  zamestnancovi,
politickej strane ani kandidatovi na politicku
funkciu ani ziadnej tretej strane na ucely
ovplyvnenia  rozhodnuti  tykajucich  sa
spolo€nosti Janssen alalebo jej podnikania
spbsobom, ktory by porusoval protikorupcné
pravne predpisy.

Intiticia a zastupcovia institucie podnikaju
abudu podnikat v sulade s protikorupénymi
pravnymi predpismi a institicia bude mat
zavedené potrebné postupy na zabranenie
podplacaniu a korupcii zastupcami institucie,.

Institicia bude udrziavat uc€innu internu
kontrolu udtovnictva a zabezpeci, aby boli
vSetky aspekty klinického skusania

zaznamenané Vv uctovnych a inych zaznamoch
presne, Uuplne apravdivo aaby doklady,
z ktorych takéto uctovné a iné zaznamy
vychadzaju, boli presné, uplné a pravdivé vo
vSetkych hlavnych aspektoch. Inétitucia bude
viest zaznamy (finanéné aj iné) a podpornu
dokumentaciu tykajucu sa predmetu tejto
zmluvy a poskytne k nim spolo¢nosti Janssen
a/alebo Klinickej vyskumnej organizacii a jej
auditorom a ostatnym zastupcom pristup, o ¢o
ju mdze poziadat spolo¢nost Janssen a/alebo
klinickda vyskumna organizacia s ciefom
zdokumentovat alebo overit dodrziavanie
ustanoveni tohto ¢lanku; a
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Notwithstanding Sections 2 (Term and Termination)
and 10 (Indemnification), if Institution fails to comply
with any of the provisions of this Section, such failure
shall be deemed to be a material breach of the
Agreement and, upon any such failure, Janssen
and/or CRO shall have the right to terminate the
Agreement with immediate effect upon written notice
to Institution without Janssen and CRO having any
financial liability or other liability of any nature
whatsoever resulting from any such termination.

6.3 Privacy & Data Security

6.3.1 Each party agrees that its collection,
processing and 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 the Act
of the National Council of the Slovak Republic No.
18/2018 Coll. “On Personal Data Protection and
Amending and Supplementing Certain Acts”, 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
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Bez ohladu na ¢lanok 2 (Doba platnosti a
vypovedanie  zmluvy) a Clanok 10
(Odskodnenie) tejto zmluvy plati, ze ak
institucia nedodrzi niektoré z ustanoveni tohto
¢lanku, takéto porusenie sa bude povazovat za
zavazné porusSenie zmluvy a pri kazdom
takomto poruseni bude mat spolo¢nost
Janssen a/alebo klinicka vyskumna organizacia
pravo vypovedat zmluvu s okamzitou
ucinnostou na zaklade pisomného oznamenia
in&titucii bez toho, aby mali spolo¢nost’ Janssen
a klinicka vyskumna organizacia akukolvek
finanénd zodpovednost alebo akukolvek inu

zodpovednost vyplyvajucu z takéhoto
ukoncenia.
6.3 Ochrana osobnych udajov
a sukromia
6.3.1 Kazda zmluvna strana suhlasi, ze jej

zber, spracovanie a spristupriovanie
akychkolvek udajov tykajucich sa
identifikovanej alebo identifikovatelnej osoby
(dalej len ,osobné udaje®) v suvislosti s touto
zmluvou je a bude v sulade s platnymi pravnymi
predpismi o ochrane osobnych udajov vratane
(podla okolnosti) véeobecného nariadenia EU
0 ochrane udajov (dalej len ,nariadenie GDPR®)
a zakona Narodnej rady Slovenskej republiky €.
18/2018 Z. z. ,O ochrane osobnych udajov, o
zmene a doplneni niektorych zakonov, a ze
ziskala vSetky prava asuhlasy potrebné na
zber, spraclivanie a zverejiovanie osobnych
Udajov. Pri zbere a spracuvani osobnych
Udajov zmluvné strany suhlasia, ze podniknu
primerané opatrenia na ochranu osobnych
Udajov, zachovaju dbvernost zdravotnych
a klinickych  udajov  u&astnikov  klinického
skuSania, budu riadne informovat prislusné
dotknuté osoby o zbere aspracuvani ich
osobnych udajov, poskytnu dotknutym osobam
primerany pristup k ich osobnym udajom, budu
venovat pozornost dalSim pravam dotknutych
0sOb podla platnych pravnych predpisov
a zabrania v pristupe neopravnenym osobam.

6.3.2 InStiticia azodpovedny  skuSajuci
zavedu primerané technické a organizatné
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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
represent, warrant and covenant that Personal

Information related to Trial Subjects, when supplied to
Janssen and/or CRO, will be pseudonymized to
replace any information that directly identifies a Trial
Subject with a subject identification code. Principal
Investigator will not provide Janssen or CRO with the
key or code that enables Trial Subjects to be re-
identified. Institution and Principal Investigator will
notify Janssen and/or CRO immediately if Institution
and/or Principal Investigator discovers that any Data
(defined in Section 7.1) concerning Trial Subjects
provided to Janssen and/or CRO does not satisfy this
requirement. Principal Investigator will cooperate with
all Janssen and/or CRO 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 and/or CRO as promptly as
possible at no extra expense to Janssen and/or CRO.

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 transmitted, stored or otherwise
processed (“Privacy Incident”), Institution and/or
Principal Investigator will immediately after becoming
aware of a Privacy Incident notify Janssen and/or
CRO. Such naotification 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 and/or CRO, investigate and resolve any
such Privacy Incident and provide Janssen and/or
CRO any information necessary to provide
notifications.
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opatrenia, aby zabezpeCili taku Uroven
bezpelnosti osobnych udajov spracuvanych
v sUvislosti s touto zmluvou, aka je primerana
danému riziku.

6.3.3 In8titucia a zodpovedny  skusajuci
vyhlasuju, zaru€uju a zavazuju sa, ze osobné
Udaje tykajuce sa ucastnikov klinického
skuSania dodané spolo¢nosti Janssen a/alebo
klinickej vyskumnej organizacii sa budu
pseudonymizovat, pric¢om sa kazdy udaj priamo
identifikujuci  UCastnika skuSania nahradi
identifikaCnym koédom u&astnika. Zodpovedny
skusajuci neposkytne spolo¢nosti Janssen ani
klinickej vyskumnej organizacii klu¢ ani kod,
ktoré  umoznuju  opatovnu identifikaciu
ucastnikov sku$ania. Institucia a zodpovedny
sku$ajuci budu spolo¢nost Janssen a/alebo

klinickd  vyskumnu  organizaciu okamzite
informovat, ak zistia, Ze niektoré udaje
(definované v ¢&lanku 7.1)  tykajuce  sa

Ugastnikov klinického sku$ania nespifiaju tato
poziadavku. Zodpovedny skusajuci poskytne
spolo¢nosti Janssen a/alebo Klinickej
vyskumnej organizacii sucinnost pri rieSeni
vSetkych jej poZiadaviek na napravu kazdej
Skody, ktora vyplyva z takéhoto zverejnenia

udajov. V takom pripade institucia
a zodpovedny skusajuci €o najskér dodaju
spolo¢nosti Janssen al/alebo klinickej

vyskumnej organizacii opravené udaje bez
dalSich nakladov pre spolo¢nost Janssen
a/alebo klinickd vyskumnu organizaciu.

6.3.4 Vpripade naruSenia bezpecCnosti
veduceho k nahodnému alebo nezakonnému

znieniu, strate, zmene, neopravnenému
zverejneniu alebo pristupu k prenasanym,
uchovavanym alebo inak spracuvanym

osobnym udajom (dalej len ,incident naruSenia
sukromia®), bude institucia alebo zodpovedny
skudajuci informovat spolonost Janssen
a/alebo klinickd vyskumnu organizaciu ihned
potom, ako sa o takomto incidente narusenia
sukromia dozvie. V takomto oznameni musi byt
uvedena podstata incidentu  narusenia
sukromia, kategorie a priblizny pocet
dotknutych oséb a zaznamy osobnych udajov,
ktoré takyto incident naruSenia sukromia
ovplyviuju. Inétiticia a zodpovedny skuSajuci
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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.
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suhlasia, Ze budu v plnej miere spolupracovat
so spolo¢nostou Janssen a/alebo Kklinickou
vyskumnou organizaciou, presetria a vyrieSia
kazdy takyto incident naruSenia sukromia
a poskytni  spolo¢nosti Janssen al/alebo
klinickej  vyskumnej  organizacii  vSetky
informacie potrebné na poskytnutie oznameni.

6.3.5 InStiticia azodpovedny skuSajuci
suhlasia, Ze budu v plnej miere spolupracovat
pri akychkolvek hodnoteniach dosahu opatreni
na ochranu osobnych udajov  alebo
predchadzajucich konzultacii, ktoré mézu byt
potrebné v suvislosti so spracivanim osobnych
Udajov podra tejto zmluvy.

6.3.6 Bez predchadzajuceho pisomného
suhlasu spolo€nosti Janssen institacia ani
zodpovedny skuSajuci nepoveria ziadnu tretiu

stranu ani ziadnu svoju pobocku &i
subdodavatefa  Ulohou  sprostredkovatela
Udajov (v zmysle definovanom v platnych

pravnych predpisoch o ochrane osobnych
udajov), aby vykonaval ich prislusné cinnosti
podfa tejto zmluvy. V pripade, ze spolo¢nost
Janssen takuto tretiu  stranu v Ulohe
sprostredkovatela udajov odsuhlasi, institacia
a zodpovedny sku$ajuci (i) zodpovedaju za
zabezpecenie toho, aby kazda takato povolena
tretia strana v ulohe sprostredkovatela udajov
dodrziavala tato zmluvu aplatné pravne
predpisy o ochrane osobnych udajov a (ii) budu
spolo¢nosti Janssen v plnej miere rudit za
kazdé konanie takejto tretej strany v ulohe
sprostredkovatela udajov.

6.3.7 Osobné udaje tykajuce sa
zodpovedného sku$ajuceho a vietkych Elenov
personalu sku$ania (napr. meno, adresa
nemocnice alebo kliniky, telefénne dislo) sa
mdzu prendsat do inych pobodiek spoloénosti
Johnson & Johnson na ucely monitorovania
liekov, implementacie,  zdokumentovania
a kontrolovania klinickych skusani, ako aj na
Ucely kontaktovania uvedenych os6b aich
prisluSsnych dradov na celom svete v pripade
buducich skusani alebo vyskumov, na ktorych
sa mbzu podielat. Zmluvné strany tiez suhlasia
S pouzivanim osobnych udajov, ktoré poskytne
zodpovedny skus$ajuci, na riadenie internych
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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 as CROs
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 and CRO
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 C. Principal Investigator
agrees to inform all investigational staff from whom
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 C.

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, either party may
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skuSani ana zabezpeCenie toho, aby boli
kontaktné udaje obsiahnuté v inych systémoch

déveryhodnym a kompletnym spbsobom
a v sulade s tymto ¢lankom.
6.3.8 Spolo¢nost Janssen ma pravo

prenasat osobné udaje do dalSich pobociek
skupiny spolo¢nosti Johnson & Johnson aich
prislusnym z4stupcom ako klinickym
vyskumnym organizaciam na celom svete.
V sulade s tym sa osobné udaje mézu prenasat
do krajin mimo Eurépskeho hospodarskeho
priestoru (EHP), ako su napriklad Spojené Staty
americké, ktorym podia EU v sudasnosti
chybaju primerané pravne predpisy na
zabezpecCenie dostatoénej ochrany osobnych
Udajov. Bez ohladu na vysSie uvedené,
spoloCnost  Janssen, pobocky  skupiny
spolo€nosti Johnson & Johnson a ich prisludni
zastupcovia aklinicka vyskumna organizacia
budu uplatiiovat primerané bezpecnostné
opatrenia na ochranu sukromia, aby takéto
osobné udaje chranili spdsobom pozadovanym
v EHP. Osobné udaje sa mbzu spristupriovat aj
na zaklade poziadaviek jednotlivych
kontrolnych uradov alebo platnych pravnych
predpisov, napriklad na hlasenie zavaznych
neziaducich udalosti.

6.3.9 Vprilohe C tejto zmluvy spolo€nost
Janssen uvadza niektoré podrobnosti o svojich
postupoch pri zaobchadzani s osobnymi
Udajmi, ktoré sa tykajit zodpovedného
skuSajuceho a personalu skusania, vratane
prav dotknutych osbb. Zodpovedny skusajuci
suhlasi, ze kazdého ¢lena personalu skusania,
od ktorého sa v priebehu klinického skuSania
zbieraju osobné udaje v rozsahu tejto zmluvy,
bude informovat o postupoch pouzivanych pri
zaobchadzani s osobnymi udajmi, ktoré su
uvedené v prilohe C tejto zmluvy.

6.4 Ak sa zisti, ze ktorakolvek Cast tejto
zmluvy je vrozpore s platnymi pravnymi
predpismi, zmluvné strany suhlasia, Ze v dobrej
viere prerokuju Upravy ustanovenia alebo
ustanoveni, ktoré su vrozpore s platnymi
pravnymi predpismi. Ak sa zmluvné strany
nedokazu dohodnut na novych alebo
upravenych podmienkach potrebnych na
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terminate this Agreement on sixty (60) calendar days
prior written notice to the other party.

7. Ownership of Data — Confidentiality —
Reqistry — Publication

7.1 Ownership of Data

All case report forms and other data, including
without limitation, written, printed, graphic, video and
audio material, and information contained in any
computer data base or computer readable form,
generated by 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, or if the “work made for hire” doctrine does
not exist, all rights to such copyrightable works are
hereby assigned entirely and exclusively to Janssen
or its designee. Institution and/or Principal
Investigator may not use the Data for any commercial
purposes including the filing of a patent application or
the filing of the Data in support of any pending or future
patent application either for its own benefit or for the
benefit of any for-profit entity, including use of Data in
support of research for or in collaboration with a for-
profit entity. The provisions of this paragraph shall
survive the termination or expiration of this
Agreement.
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uvedenie celej zmluvy do suladu s pravnymi
predpismi, ktorakolvek zmluvna strana moze
tato zmluvu vypovedat pisomnou vypovedou
s vypovednou lehotou Sestdesiatich (60)
kalendarnych dni od doruéenia vypovede
druhej zmluvnej strane.

7. Vlastnictvo udajov_— Zachovanie
micanlivosti — Registracia — Publikovanie

vysledkov

7.1 Vlastnictvo udajov

VSetky zdznamové formulare
ucastnikov klinického skuSania a ostatné udaje
najma vratane pisomného, tladeného,

grafického, obrazového a zvukového materialu
a informacie obsiahnuté v akejkolvek
poCitatovej databaze alebo v pocCitatom
Citatelnom formate, ktoré vytvorila institucia,
zodpovedny skuSajuci alebo iny personal
zapojeny do klinického skuSania pocas
vykonavania klinického skuSania (dalej len
L2udaje®) su vlastnictvom spolo¢nosti Janssen
alebo nou povereného zastupcu, ktora méze
vyuzivat udaje Fubovolnym spésobom, ktory
uzna za vhodny, v sulade s platnymi pravnymi

predpismi o ochrane osobnych udajov
a podmienkami tejto zmluvy. V3etky prace
chranené autorskymi pravami, vytvorené

v suvislosti s vykonavanim klinického skusania
a obsiahnuté v udajoch (okrem publikacii
zodpovedného skusajuceho podla ¢lanku 7.4)
sa povazuju za ,pracu vykonanu za odmenu®
v p r. copyright su vyslovne a vyluéne patriace
spolo¢nosti  Janssen alebo nim urCenegj
pravnickej osobe. InStitucia ani zodpovedny
skudajuci nesmu Uudaje pouZit na Ziadne
komeréné ucéely vratane podania patentovej
prihladky alebo podania udajov na podporu
akejkolvek  nevybavenej alebo buducej
patentovej prihlasky, ¢i uz vo vlastny prospech
alebo v prospech inej ziskovej organizacie,
vratane pouzivania udajov ha podporu vyskumu
pre ziskovu organizaciu alebo v spolupraci
sfiou. Ustanovenia tohto odseku zostanu
v platnosti aj po vypovedani alebo ukonceni
platnosti tejto zmluvy.
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7.2 Confidentiality

All information, including, but not limited to,
information relating to the Study Product, the Protocol,
or the operations of Janssen and its affiliates, 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 or its affiliated companies. Both during and
after the term of this Agreement, Institution and
Principal Investigator will use diligent efforts to
maintain in confidence and use only for the purposes
contemplated in this Agreement:

0] Janssen Confidential Information,

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

(i) 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.
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7.2 Zachovanie ml€anlivosti
VSetky informacie najma vratane
informacii o skuSanom produkte, protokole

alebo c&innostiach spolo¢nosti Janssen a jej
pobociek, ako su napriklad ziadosti o pridelenie
patentu, vzorce, vyrobné postupy, zakladné
vedecké Udaje, udaje z predchadzajuceho
klinického vyskumu ainformacie o liekovej
forme, ktoré spolo€nost Janssen alebo klinicka
vyskumna organizacia poskytla institucii,
zodpovednému skuSajucemu alebo inému
personalu podielajuicemu sa na klinickom
skusani, a ktoré neboli v minulosti publikované
(dalej len ,dbverné informacie spolo¢nosti
Janssen®), ako aj Udaje sa povazuju za doverné
a zostavaju vyluénym vlastnictvom spolo¢nosti
Janssen alebo nfou povereného zastupcu.
Pocas platnosti tejto zmluvy aj po jej uplynuti su
indtiticia a zodpovedny skuSajuci povinni
vynakladat primerané dusilie na to, aby
zachovali dovernost a pouzivali ich len na ucely
predpokladané v tejto zmluve:

0] doéverné informacie spolo¢nosti
Janssen,

(i) informécie, o ktorych mozno
logicky  predpokladat, Ze su dbverné

a chranené vlastnickymi pravami spolo¢nosti
Janssen a fou povereného zastupcu a ktoré sa
zverejnia prostrednictvom alebo v zastupeni

spolo¢nosti Janssen institucii alebo
zodpovednému skusajucemu a
(iii) udaje.

Predchadzajuce zavazky sa

nevztahuju na doverné informacie spolo¢nosti
Janssen, udaje ani informacie, ktoré spadaju
pod ¢lanok 7.2(ii):

a) ktoré sa  zverejnili  bez
zavinenia in8titucie alebo zodpovedného
skusajuceho,

b) ktorych pouzitie alebo
zverejnenie  spoloCnost Janssen pisomne
schvalila alebo

c) ktoré sa publikuju podla &lanku
~Publikovanie vysledkov® (Clanok 7.4) tejto
zmluvy.

Ustanovenia tohto odseku zostanu
v platnosti aj po vypovedani alebo ukon&eni
platnosti tejto zmluvy.
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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 ICMJE for studies intended to be
published in the international peer-reviewed literature
(http://www.icmje.org); or (i) 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
(i) of this Section 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 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
made available through Janssen funding. For Trial
Subjects screened as potentially eligible in Institution's
and/or Principal Investigator's geographical area,
Principal Investigator will receive a report with the
completed screen and the Trial Subject's contact
information. Principal Investigator agrees to follow-up
on the report and to document such follow-up in
source records.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
November 2019

PI Name: Martina Hanzelova MD

Protocol #: 42847922MDD3005

Page 21 of 36

7.3. Registracia

Pred spustenim zaradovania ma spolo¢nost
Janssen pravo verejne zaregistrovat suhrny
protokolov a kontakiné (daje pracoviska
klinickych skuasani, ktorych zadavatelom je
spoloCnost Janssen, ktoré su zamerané na
skusané aj predavané lieky a ktoré spifiaju
asponi jedno z nasledujucich  kritérii: (i)
spolo¢nost Janssen alebo jedna z jej pobo€iek
ich musi zaregistrovat v sulade s platnymi
pravnymi predpismi, (ii) registraciu pozaduje
Medzinarodny vybor redaktorov lekarskych
Casopisov (International Committee of Medical
Journal Editors, ICMJE) v pripade skusani,
ktoré sa maju publikovat v medzinarodnej
oponentsky posudzovanej literature
(http://www.icmje.org) alebo (iii) su z primerane
planovanych adostatoCne kontrolovanych
klinickych skisani financovanych spolo¢nostou
zameranych na skusané aj registrované lieky
a produkty, bez ohladu na to, & sa ich
registracia pozaduje podfa vySSie uvedenych
bodov (i) alebo (ii). Registracia prebehne na
webovej stranke Narodnej kniznice mediciny
Spojenych §tatov (United States National
Library of Medicine) www.clinicaltrials.gov,
ktora je zriadena na tento ucel. Na ucely
registracie mozno okrem toho vyuZzit
porovnatelné  oficialne  webové  stranky
awebové stranky spoloCnosti Janssen ajej
pobociek.

Kazda osoba, ktora na webovej stranke
www.clinicaltrials.gov otvori zoznam klinickych
skuSani, méze vyplnit online dotaznik na
vstupné hodnotenie vhodnosti potencialnych
ucastnikov klinického skusnia, ktory je dostupny
vdaka finanénej podpore spolo¢nosti Janssen.
Za ucCastnikov klinického skusania, ktorych
skriningové vySetrenie vyhodnoti za
potencialne vhodnych v zemepisnej oblasti
intiticie alebo zodpovedného skusajuceho,
dostane  zodpovedny  skuSajuci  spravu
s vyplnenym skriningom a kontaktnymi udajmi
na ucastnika klinického skusania. Zodpovedny
skuSajuci suhlasi, ze nadviaze kontakt
s osobou uvedenou Vv tejto sprave
a zdokumentuje takéto nadviazanie kontaktu do
zdrojovych zaznamov.
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7.4. Publication

In connection with any Data or other
information generated from the services conducted
under this Agreement by or on behalf of 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 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. 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. Institution and
Principal Investigator will include a statement that
creation of the Data was supported in part by Janssen
or its designee.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, 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, Institution and/or  Principal
Investigator may publish the results from the Study
Site individually in accordance with this Section.
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7.4. Publikovanie vysledkov

V suvislosti s akymikolvek  udajmi
alebo inymi informaciami vytvorenymi pri
poskytovani sluzieb podla tejto zmluvy
intiticiou, zodpovednym skuSajucim alebo
inym personalom podielajucim sa na tomto
klinickom skuSani alebo vich mene, ma
spolo€nost Janssen alebo fiou povereny
zastupca prednostné pravo zverejnit a/alebo
odprezentovat’ na verejnosti udaje z klinického
skusania, €i uz vo forme ustnej prezentacie na
kongrese, alebo publikovanim, a to bez suhlasu
institacie alebo zodpovedného skusajuceho. Ak
sa nebude klinické skusanie publikovat
v oponentsky posudzovanej literatire do
dvanastich (12) mesiacov od dokonc&enia
klinického skusania, spolo¢nost’ Janssen alebo
fou povereny zastupca ma navy$e pravo
zverejnit vysledky z klinického skuSania na
webovej stranke vysledkov z klinickych skisani
vo forme struéného suhrnu klinického skusania
vo formate ICH-E-3, ak to bude mozné.
Institicia a zodpovedny skusajuci maju pravo
publikovat  vysledky klinického skiSania
a vSetky praktické skusenosti ainformacie,
ktoré je potrebné uviest v akejkolvek publikacii
vysledkov z klinického skuSania alebo ktoré su
potrebné pre inych odbornikov na overenie si
tychto  vysledkov  z klinického  sku3ania.
Institucia a zodpovedny skusajuci v publikacii
uvedd vyhlasenie, Ze vytvaranie udajov
Ciastocne podporila spolo¢nost Janssen alebo
flou povereny zastupca.

Ak je niektoré klinické skusanie
suCastou multicentrického klinického skusSania,
indtiticia a zodpovedny skuSajuci takéhoto
klinického skuania nesmu publikovat udaje
odvodené z jedného pracoviska klinického
skudania, kym sa spojené  vysledky
z dokonéeného klinického sku$ania nebudu
publikovat' v spolo¢nej multicentrickej publikacii
vysledkov z klinického skuSania. Ak sa vSak
takato multicentricka publikacia nepredlozi do
osemnastich (18) mesiacov od ukon&enia,
zruSenia alebo zastavenia klinického skuSania
na vSetkych pracoviskach alebo potom, ako
spolo€nost’ Janssen potvrdi, Ze sa z klinického
sku8ania neuverejni Ziadna multicentricka
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If Institution and/or Principal Investigator wish
to publish information from the Clinical Trial, a copy of
the manuscript must be provided to Janssen for review
at least sixty (60) calendar days prior to submission for
publication or presentation. Upon request, Janssen
and Institution and/or 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) calendar
days to allow for filing of a patent application.

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 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.
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publikacia, institicia alebo zodpovedny
skusajuci mbézu publikovat' vysledky z daného
pracoviska klinického skusania individualne,
v sulade s tymto ¢lankom zmluvy.

Ak maju institucia alebo zodpovedny
sku$ajuci  zaujem  publikovat informacie
z klinického skud$ania, musia spolocnosti
Janssen  predlozit  koépiu  rukopisu na
preskimanie  najmenej Sestdesiat  (60)
kalendarnych dni pred odovzdanim publikacie
do tlate alebo pred jej prezentaciou.
Spolo¢nost Janssen, institucia a zodpovedny
skusajuci na poziadanie zabezpedia urychlené
posudenie abstraktov, plagatovych prezentacii
alebo inych materialov. Bez ohladu na vysSie
uvedené sa ziadna pisomnost, ktora obsahuje

doéverné informacie spolo¢nosti Janssen,
nesmie odovzdat do tlace bez
predchadzajuceho pisomného suhlasu

spolo€nosti Janssen. Na zaklade pisomnej
Ziadosti institucia alebo zodpovedny skusajuci
zadrzia vydanie takejto publikacie o dalSich
maximalne Sestdesiat (60) kalendarnych dni,
aby umoznil podanie patentovej prihlasky.

7.5 Institicia  a zodpovedny  skusajuci
zaru€uju, ze vSetci spoluskusajuci a ostatny
personal, ktory sa podiela na klinickom skusani,
budu dodrziavat ustanovenia tohto &lanku.

8. Patenty

Zmluvné strany uznavaju aberu na
vedomie, Ze vynalezy a technoldgie spolocnosti
Janssen alebo jej pobociek, institucie
a zodpovedného skusajuceho, ktoré existuju ku
driu nadobudnutia ucinnosti tejto zmluvy, su ich
prisludnym vlastnictvom a nie su touto zmluvou
dotknuté. VSetky prava na akykolvek objav
alebo vynalez, & uz patentovatelny alebo nie,
vynajdeny alebo vynajdeny azavedeny do
praxe ako vysledok prac vykonanych na
zaklade tejto zmluvy (dalej len ,vynalez®), patria
spolo€nosti Janssen alebo jej zastupcovi.
Intiticia a zodpovedny skuSajuci okamzite
odovzdaju spolo¢nosti Janssen kazdy vynalez.
Intiticia a zodpovedny sku$ajuci suhlasia, Ze
postupia spolognosti Janssen alebo jej
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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.Janssen shall reimburse the Institution for
such documentation fees and statutorily required
compensation fees for Inventions, however, the
Institution shall use its best efforts keep such fees as
low as reasonably possible and Janssen total liability
for such all fees shall not exceed 200 euros for
documentation fees and 2000 euros for statutorily
required compensation for Inventions fees.

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.
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poverenému zastupcovi (a prispeju k tomu aby
tak urobili vSetci skudajuci klinického skusania
aostatny personal, ktory sa podiefla na
klinickom  sku$ani) vyluéné avyhradné
vlastnictvo vsSetkych vynalezov. Spolo¢nost
Janssen ma pravo, nie vSak povinnost, podat
patentovu prihlasku, domahat sa a vynutit si
akykolvek patent tykajuci sa kazdého vynalezu.
Indtiticia a zodpovedny skuSajuci podpisu
a zabezpecia, aby aj ich zamestnanci, vsetci
skuSajuci  klinického  skuSania  a ostatny
personal podiefajuci sa na klinickom skuSani
podpisali, vSetky dokumenty potrebné na
prevod vSetkych prav, vlastnickych narokov
a podielov na akomkolvek vynaleze na
spolo¢nost Janssen alebo jej zastupcu.
Zaroven zodpovedaju za vykonanie vSetkych
takychto €innosti a uhradenie vSetkych platieb
aodmien za vSetky takého vynalezy, ktoré
vynasli ich zamestnanci alebo profesori, ako to

stanovuju platné pravne predpisy, aby
spolo€nost Janssen alebo fiou povereny
zastupca mohli vlastnit a pouzivat takéto

vynalezy.Spolo¢nost Janssen uhradi Institdacii
poplatky za dokumentaciu a zakonom
stanovené poplatky za kompenzaciu za
vynalezy. Institucia vSak vyvinie vSetko usilie,
zodpovednost spolo¢nosti Janssen za vSetky
tieto poplatky nepresiahne 200 EUR za
poplatky za dokumentaciu a 2 000 eur za
zakonom pozadovanu kompenzaciu poplatkov
za vynalezy.

Institucia zaruCuje, Ze zodpovedny
skusajuci a vSetky ostatné osoby poskytujuce
sluzby podla tejto zmluvy su zamestnancami
alebo zastupcami inStiticie asu povinni
postupit’ institucii v3etky vynalezy a objavy
vynajdené v priebehu ich pracovného pomeru
alebo zastupovania, & uz pisomnou dohodou
alebo podmienkami ich pracovného pomeru.

Ustanovenia tohto ¢&lanku zostanu
v platnosti aj po vypovedani alebo skon&eni
platnostitejto zmluvy.
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9. Compensation

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, and
administered by DrugDev on behalf of CRO, to
Institution and/or Principal Investigator pursuant to this
Agreement represents the fair market value for the
research services conducted by Institution and
Principal Investigator, has been negotiated in an arms-
length transaction, and has not been determined in a
manner that takes into account the volume or value of
any referrals or other business otherwise generated
between Janssen and its affiliates and Institution or
Principal Investigator. Nothing contained in this
Agreement shall be construed in any manner as an
obligation or inducement for 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 Janssen or CRO either
directly or administered by DrugDev on behalf of CRO,
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/request for payment their services under this
Agreement exclusively as set out in Exhibit B.

10. Indemnification

9. Odmena

9.1 Rozpocet a odmena, ktord sa ma
zaplatit za Kklinické skuSanie, su uvedené
v prilohe B tejto zmluvy. Platba bude splatna
a uhradena v sulade s harmonogramom platieb
uvedenym v prilohe B tejto zmluvy.

9.2 Zmluvné strany potvrdzuju a suhlasia,
Z7e odmena a podpora, ktoru klinicka vyskumna
organizacia poskytuje asu uskutoCnované
spolo€nostou DrugDev na zaklade poverenia
CRO, institucii alebo zodpovednému
skuSajucemu na zaklade tejto zmluvy,
predstavuje spravodlivid trhova hodnotu za
vyskumné sluzby poskytnuté institiciou alebo
zodpovednym sku$ajucim, ze bola dohodnuta
za obvyklych trhovych podmienok a Ze nebola
uréena spbésobom, ktory berie do Uvahy objem
¢i hodnotu akychkolvek odporu¢ani alebo inych
zakaziek inak vytvorenych medzi spoloénostou
Janssen, jej poboCkami a instituciou alebo
zodpovednym skuSajucim. Ni¢ ztoho, €o je
uvedené v tejto zmluve, sa v ziadnom pripade
nema povazovat za zavazok ani ovplyviiovanie
institicie alebo zodpovedného skusajuceho,
aby akejkolvek fyzickej alebo pravnickej osobe
odporucali, aby si kupila vyrobky spolo¢nosti
Janssen alebo vyrobky subjektu pridruzeného
k spolo€nosti Janssen.

9.3 Indtiticia ani zodpovedny skusajuci
nebudu ziadnej tretej osobe uctovat ziadny
skusany produkt, iné predmety ¢&i sluzby
poskytnuté spolo¢nostou Janssen alebo
klinickou vyskumnou organizaciou, bud priamo
alebo uskuto€nené spolo¢nostou DrugDev na
zaklade poverenia CRO, v suvislosti s klinickym
skudanim, ani Ziadne sluzby poskytnuté
ucastnikom klinického sku$ania v suvislosti
s klinickym skuanim, ktoré su hradené v ramci
klinického skusania.

9.4 Institucia a zodpovedny skusSajuci budu
svoje sluzby podla tejto zmluvy
fakturovat/ziadat uhradu vyhradne tak, ako su
uvedené v Prilohe B.
10. Odskodnenie
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10.1  Janssen shall defend, indemnify and hold
harmless Institution, its trustees, officers, agents and
employees (including 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, reckless, or negligent acts or
omissions, or professional malpractice of Institution or
any of its trustees, officers, agents or employees
(including Principal Investigator and co-investigators),
or arising from or caused by any of their failures to
comply with the provisions of this Agreement or 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
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10.1  Spolo¢nost Janssen ochrani, odskodni
a zbavi zodpovednosti institdciu, j€j
splnomocnencov, funkcionarov, zastupcov
a zamestnancov  (vratane  zodpovedného
sku$ajuceho a spoluskusajucich) za vSetky
pripadné straty, naklady, vydavky, zavazky,
pohladavky, zaloby a Skody, ktoré by vznikli
z dévodu urazu ucastnika klinického skusania
priamo spdsobeného pouzitim skuSaného
produktu v sulade s protokolom v priebehu
klinického skusania.

10.2  Povinnost spoloénosti Janssen
uvedena vysSie v élanku 10.1 sa neuplatni
a spolo¢nost  Janssen neponesie ziadnu
zodpovednost za odSkodnenie ani vydavky, ale
prave naopak, institucia ochrani, odSkodni
a zbavi zodpovednosti spolo¢nost Janssen za
zaloby ¢&i naroky, ktoré by akymkolvek
spdésobom vznikli alebo boli spdsobené
umyselnym, lahkomysefnym alebo
nedbanlivym  konanim, opomenutim i
zanedbanim odbornej starostlivosti institdciou
alebo ktorymkolvek zjeho splnomocnencov,
funkcionarov, zastupcov ¢&i zamesthancov
(vratane zodpovedného sku$ajuceho
a spoluskus$ajucich), alebo ktoré by vznikli
alebo boli zapri¢inené ich konanim v rozpore
s ustanoveniami tejto zmluvy alebo protokolom

alebo pisomnymi odporu€aniami a pokynmi
klinickej ~ vyskumnej  organizacie  alebo
spolo¢nosti Janssen v suvislosti s pouzivanim
skuSaného  produktu, alebo  vrozpore
s akymikolvek platnymi zakonnymi
a regulacnymi poziadavkami.

10.3  Povinnost odSkodrujucej zmluvnej

strany podla tohto ¢lanku plati len vtedy, ak
odSkodnena zmluvna strana bezodkladne po
prijati oznamenia o akomkolvek naroku alebo
sudnom konani dorudi oznamenie
od8kodiujucej zmluvnej strane, povoli
odskodnujucej zmluvnej strane, jej pravnym
zastupcom ajej zamestnancom, aby
zabezpecili ariadili obranu proti takymto
narokom alebo obhajobu v sudnych konaniach
vratane ,predsudneho” konania, sudneho
konania alebo zmieru a ak odSkodnena strana
v plnom rozsahu spolupracuje a pomaha pri
takejto obhajobe, za predpokladu, Ze
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claim or suit without the prior written consent of the
indemnifying party.

10.4

10.5

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

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

Nothing herein is intended to exclude or limit any

11.

111

liability of any party for death or personal injury
caused by the negligence of such party.

Insurance

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:
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odSkodnujuca strana nebude oslobodena od
svojich zavazkov vyplyvajucich z tejto zmluvy,
ak neinformovanie odSkodrujucej strany
odskodrnovanou stranou neovplyvni obhajobu
takéhoto naroku. OdSkodnena zmluvna strana
dalej suhlasi, Ze bez predchadzajuceho
pisomného suhlasu odskodnujicej zmluvnej
strany nevyrovna ziaden narok ani zalobu ani
neurobi kompromis v suvislosti so Zziadnym
z takychto narokov ¢&i sudnych sporov.

10.4 CRO tymto vyslovne odmieta akukolvek
zodpovednost' vodi institucii a zodpovednému
skusajucemu v suvislosti so skuSanym liekom,
vratane zodpovednosti za vznesené naroky na
nahradu S$kody, ktora vznikne na zaklade
zdravotného problému spbsobeného alebo
Udajne spdsobeného akymkolvek postupom
sku$ania spojenym so skuSanym liekom, okrem
rozsahu, v ktorom by takato zodpovednost bola
odbévodnena zanedbanim, umyselne
nespravnym konanim alebo porudenim tejto
zmluvy zo strany CRO.

CRO neru€i zdravotnickemu zariadeniu ani
zodpovednému skuSajucemu za ziadny usly
zisk, stratu prilezitosti ani iné nasledné Skody a
zdravotnicke zariadenie ani zodpovedny
sku$ajuci neruCia CRO za ziadny usly zisk,
stratu prilezitosti ani iné nasledné S$kody
vzniknuté na zaklade tejto zmluvy.

Ni¢ tu uvedené, nema za ciel vylucit alebo
obmedzit’ akukolvek zodpovednost zmluvnych
stran za smrt alebo zranenie (castnika
klinického skuSania spésobené nedbanlivostou
tejto zmluvnej strany.

11. Poistenie

11.1  Poclas realizacie klinického skusania
(aaj po ukonceni klinického skusania na
pokrytie  vSetkych narokov  vyplyvajucich
z klinického skusania) Si institucia
a zodpovedny skuSajuci zabezpelia a budu
udrziavat v plnom rozsahu platné a ucinné
poistné krytie v sulade so zakonom €. 578/2004
Z.z. za:
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0] medical professional and/or medical
malpractice liability; and

(ii) general liability.

11.2  Janssen 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 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  Upon request, each party required to maintain
insurance pursuant to this Agreement shall provide the
other party with certificates of insurance evidencing
the required insurance coverage.

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 agents of the Johnson &
Johnson group of companies on one hand, and on the
other hand, Institution/Principal Investigator/any co-
investigator involved in the Clinical Trial/any other
agent or employee of Institution or Principal
Investigator. This disclosure requirement may require
disclosure of information involving immediate family
members of those involved in the Clinical Trial.
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0] zodpovednost za zanedbanie
odbornej a/alebo lekarskej starostlivosti a
(ii) v§eobecnu zodpovednost.

11.2 Pocas realizacie klinického sku$ania
(aaj po ukonceni klinického skusania na
pokrytie  vSetkych narokov vyplyvajucich
z klinického skus$ania) si spolo¢nost Janssen
zabezpeci a bude udrziavat v plnom rozsahu
platné a ucinné poistné krytie potrebné pre
klinické skuSanie alebo inak pozadované

plathymi  pravnymi  predpismi, v sumach
zodpovedajucich podnikatel'skej ginnosti
spolo€nosti Janssen av sulade s platnymi

zakonnymi a regulaénymi pozZiadavkami

11.3  Kazda zmluvna strana, ktora je povinna
mat podla tejto zmluvy uzavreté poistenie, sa
zavazuje poskytnut druhej zmluvnej strane na
zaklade jej ziadosti potvrdenie o poisteni
preukazujice pozadované poistné krytie.

12. Zverejnenie finanénych informacii —
Konflikt zdujmov — Vyluéenie

12.1 InStitdcia a zodpovedny  skuSajuci
suhlasia, Ze Kklinickej vyskumnej organizacii
alebo spolo€nosti Janssen poskytnu vsSetky
informéacie potrebné na splnenie vSetkych
poziadaviek na zverejnenie nariadenych
niektorym z kompetentnych zdravotnickych
organov (vratane amerického Uradu pre
kontrolu  potravin  alie€iv v prisluSnych
pripadoch), prisludnou obchodnou asociaciou &i
podobnym organom, alebo nariadenych inymi
platnymi narodnymi ¢€i miestnymi pravnymi
predpismi, vratane v3etkych informacii, ktoré sa
musia zverejnit v suvislosti s akymkolvek
finan€nym vztahom medzi spolo¢nostou
Janssen, jej pobockami a zastupcami skupiny
spolo¢nosti Johnson & Johnson na jednej
strane a instituciou, zodpovednym skus$ajucim,
akymkolvek spoluskusajucim zapojenym do
klinického skuSania alebo akymkolvek inym
zastupcom ¢&i zamestnancom institlcie alebo
zodpovedného skusajuceho na strane druhej.
Tato poziadavka na zverejnenie udajov si mbéze
vyZzadovat' zverejnenie informacii, ktoré sa
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12.2  Institution and Principal Investigator confirm
that there is no conflict of interest between parties that
would inhibit or affect Institution and/or Principal
Investigator’s performance under this Agreement and
confirm that their performance under this Agreement
does not violate any other agreement with third
parties. Institution and Principal Investigator will
promptly inform CRO if any conflict of interest arises
during the performance of this Agreement.

12.3  Principal Investigator confirms he/she:

0] 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

0] 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) calendar
days, provide written confirmation that it 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.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
November 2019

PI Name: Martina Hanzelova MD

Protocol #: 42847922MDD3005

Page 29 of 36

tykaju najbliz8ich rodinnych prislusnikov oséb
podielajucich sa na klinickom skuSani.

12.2 InStitucia a zodpovedny  skuSajuci
potvrdzuji, Zze medzi zmluvnymi stranami
neexistuje ziadny konflikt zaujmov, ktory by
branil alebo ovplyvioval konanie

zodpovedného skuSajuceho v sulade s touto
zmluvou, a potvrdzuju, Ze ich konanie v sulade
s touto zmluvou neporusuje ziadne iné dohody
s tretimi  osobami. In&titicia a zodpovedny
skuSajuci  okamzite upovedomia  klinicku
vyskumnu organizdciu, ak pocas realizcie tejto
zmluvy nastane konflikt zaujmov.

12.3  Zodpovedny skusajuci potvrdzuje, ze:
0] nie je vylu€eny kompetentnym
zdravotnickym organom (vratane amerického
Uradu pre kontrolu potravin a liegiv) a

(i) nebol odsudeny za zanedbanie

odbornej starostlivosti v suvislosti
s vykonavanim klinickych skusani.

Institacia a zodpovedny skusajuci
nezamestnajli, zmluvne nezaviazu ani Si

neponechaju v zmluvnom vztahu Ziadnu osobu,
ktora by priamo alebo nepriamo poskytovala
sluzby na zaklade tejto zmluvy, ak takato
osoba:

0] je vylu¢ena kompetentnym
zdravotnickym organom (vratane amerického
Uradu pre kontrolu potravin a liegiv) a

(i) bola odsudena za zanedbanie
odbornej starostlivosti v suvislosti
s vykonavanim klinickych skusani.

Institicia a zodpovedny skusajuci do desiatich
(10) kalendarnych dni od prijatia pisomnej
Ziadosti  klinickej vyskumnej organizécie
vystavia pisomné potvrdenie o tom, Ze konaju
v sulade s vy&Sie uvedenou povinnostou. Toto
potvrdenie sa pocas trvania platnosti zmluvy
bude povazovat za dlhodobé vyhlasenie
a zaruku a institicia a zodpovedny skusajuci
bezodkladne upozornia klinickd vyskumnu
organizaciu na kazdu zmenu stavu takéhoto
vyhlasenia a zaruky ustanovenych v tomto
¢lanku.
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13. Independent Contractor

Institution and Principal Investigator are acting
in the capacity of 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 party or any affiliate for promotional purposes
without the prior written consent of the party whose
name is proposed to be used, nor shall either party
disclose the existence or substance of this Agreement
except as required by law.

15. Notice

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

TO: IQVIA RDS Slovakia sro
Vajnorska 100/B, 831 04

Bratislava, Slovak Republic

And:
IQVIA RDS Inc.
Global Legal Department
100 IMS Drive
Parsippany, NJ 075054
U.S.A.
Attention: General Counsel
Email:
officeofgeneralcounsel@iqvi
a.com

TO: Janssen Pharmaceutica NV

Turnhoutsweg 30, 2340 Beerse, Belgium

Attention:
Responsible Scientist

Sofie Mesens, Study
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13. Nezavisly dodavatel

Instituicia  a zodpovedny  skusajuci
konaju ako nezavisli dodavatelia podla tejto
zmluvy a nie su zamestnancami ani zastupcami
klinickej vyskumnej organizacie ani spolo¢nosti
Janssen.

14. Propagacia

Ziadna zo zmluvnych stran nesmie
pouzit meno druhej zmluvnej strany alebo
akejkolvek pobocky na propagacné ucely bez
predchadzajuceho pisomného suhlasu
zmluvnej strany, ktorej meno sa ma pouzit.
Rovnako nesmie zZiadna zmluvna strana
zverejnit informacie o existencii ¢i obsahu tejto
zmluvy s vynimkou pripadov, ak to vyzaduje
zakon.

15. Oznamenia

VSetky oznamenia posielané na
zaklade tejto zmluvy sa musia odosielat postou
prvou triedou, faxom alebo dorucit osobne,
s predplatenym postovnym, na nasledujuce
adresy:

Adresat: IQVIA RDS Slovakia
S.I.0.

Vajnorska 100/B, 83104 Bratislava, Slovenska
republika

A: IQVIA RDS Inc.
Global
Department
100 IMS Drive
Parsippany,
075054
US.A
Attention:
Counsel
Email:
officeofgeneralcounsel

@igvia.com

Legal

NJ

General

Adresat: Janssen Pharmaceutica NV
Turnhoutsweg 30, 2340 Beerse, Belgium

Do pozornostiAttention: Sofie Mesens,
Study Responsible Scientist
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And COPY TO:

Janssen Research & Development, L.L.C, Admin,
Contracting and Compliance Services 1125 Trenton-
Harbourton Road, Titusville, NJ 08560

Facsimile: 609-730-6689

To Institution: Fakultha nemocnica s poliklinikou
Zilina, Ul. Vojtecha Spanyola 43, 012 07 Zilina, Slovak
Republic

To Investigator: Martina Hanzelova, MD Fakultna
nemocnica s poliklinikou Zilina, Psychiatricke
oddelenie, Ul. Vojtecha Spanyola 43, 012 07 Zilina,
Slovak Republic

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 thereof to Institution. In the event of assignment
by Janssen to a third party Janssen agrees that the
Agreement shall only be assigned subject to the
settlement of all outstanding payments for services
properly performed in accordance with the Agreement.
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.
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V Kopii:

Janssen Research & Development, L.L.C.,
Admin, Contracting and Compliance Services
1125 Trenton-Harbourton Road Titusville, NJ
08560, Facsimile: 609-730-6689

Pre institlciu: Fakultna nemocnica s poliklinikou
Zilina, Ul. Vojtecha Spanyola 43, 012 07 Zilina,
Slovenska republika

Pre zodpovedného skusajuceho:MUDr.
Martina Hanzelova, Fakultna nemocnica

s poliklinikou Zilina, Psychiatrické oddelenie
Ul. Vojtecha Spanyola 43

012 07 Zilina Slovenska republika

16. Postupenie

Klinicka vyskumna organizacia aj
spolo€nost’ Janssen maju pravo postupit’ tuto
zmluvu svojim pobo¢kam a spolo¢nost Janssen
smie tuto zmluvu navyse postupit akejkolvek
tretej strane. V pripade takéhoto postupenia
vynalozi podfa situacie klinicka vyskumna
organizacia alebo  spolo¢nost  Janssen
primerané Usilie na to, aby otom vopred
pisomne informovala inStiticiu. V pripade
postipenia Zmluvy tretej strane, spolo¢nost
Janssen suhlasi s tym, Zze Zmluva bude
postupend iba po vyrovnani vSetkych
neuhradenych platieb za sluzby riadne
vykonanych v sulade s touto Zmluvou. Institucia
ani zodpovedny skusajuci nesmu postupit svoje
prava ani povinnosti vyplyvajuce z tejto zmluvy
inym osobam bez predchadzajuceho
pisomného suUhlasu Kklinickej  vyskumnej
organizacie a spolo¢nosti Janssen. Akékolvek
postupenie v rozpore s tymto ¢lankom 16 bude
zruSené aneplatné. Pri  splneni vySSie
uvedenych podmienok je tdto zmluva zavazna
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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
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. It expressly supersedes any prior or
contemporaneous oral or written representations or
agreements. The Exhibits form an integral part of the
Agreement.

17.7  Thefollowing 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.
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a uc¢inna v prospech prislusnych zmluvnych
stran a ich pravnych nastupcov a postupnikov.

17. Rézne ustanovenia

17.1 Tato zmluva sa mdze menit, dopinat’ &i
upravovat len na zdklade pisomnych dodatkov
podpisanych zmluvnymi stranami.

17.2 Ak je ktorékolvek ustanovenie tejto
zmluvy v rozpore s akymkolvek ustanovenim
protokolu, protokol ma prednost
v zalezitostiach mediciny, vedy a vykonavania
klinického skusania. V pripade akychkolvek
inych rozporov maju prednost ustanovenia tejto
zmluvy.

17.3 Ak je akékolvek ustanovenie ktorejkolvek
prilohy tejto zmluvy v rozpore s ktorymkolvek
z ustanoveni tejto zmluvy, podmienky prilohy
maju prednost’ pred ustanoveniami zmluvy.

17.4 Institicia a zodpovedny skusajuci
rozumeju a suhlasia s tym, Ze klinicka
vyskumna organizacia tuto zmluvu podpisuje vo
vlasthom mene ako zmluvna strana prijimajuca
sluzby v ramci tejto zmluvy, a navySe ju tiez
samostatne podpisuje v mene a v prospech
spolo€nosti Janssen v sulade s bodom 1.7 tejto
zmluvy.

17.5 Ak sa ktorakolvek Cast tejto zmluvy
stane nevymahatelnou, zvySna c&ast zmluvy
zostane platna.

17.6  Tato zmluva predstavuje Upinu dohodu
medzi zmluvnymi stranami s ohladom na jej
predmet. Vyslovne nahradza vietky
predchadzajuce alebo subezné dustne d&i
pisomné vyhlasenia alebo dohody zmluvnych
stran. Prilohy tvoria neoddelitelnd sucast’ tejto
zmluvy.

17.7  Nasledujuce ustanovenia a vSetky
ostatné podmienky, ktoré su povahou jasne
uréené na to, aby platili aj po vypovedani alebo
skoné&eni platnosti tejto zmluvy, budu platit aj po
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17.8 This Agreement is executed in English and
Slovak languages. In case of any discrepancy
between the English and Slovak content, the Slovak
version shall prevail.

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 Slovakia without regard to any
conflicts of law provisions. The parties consent to 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.

IN WITNESS WHEREOF, the parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

IQVIA RDS Slovakia, s.r.o.

Signature

Date

[insert name]
[Title/Department]

IQVIA RDS Slovakia, s.r.0.
On behalf of Janssen Pharmaceutica NV

Signature

Date

[insert name]

[Title/Department]

vypovedani &i skon&eni platnosti tejto zmluvy:
16,5,6,7,8,10, 11, 12, 14, 16 a 17.

17.8  Tato zmluva je vyhotovena v anglickom
a slovenskom jazyku. V pripade pochybnosti o
jej obsahu ma prednost slovenska verzia
zmluvy.

18. Rozhodné pravo

V pripade akéhokolvek sporu, ktory
vznikne medzi zmluvnymi stranami v suvislosti
s podmienkami tejto zmluvy, zmluvné strany
vynalozia vSetko Usilie na to, aby sa takyto spor
vyrieSil zmierom. Tato zmluva sa riadi a vyklada
podla prava Slovenskej republiky bez ohladu na
kolizne ustanovenia. Zmluvné strany suhlasia
s vyhradnou jurisdikciou kompetentnych sudov
Slovenskej republiky pri rieSeni vSetkych
sporoch medzi zmluvnymi stranami, ktoré nie
su  zmluvné strany schopné  urovnat
mimosudne.

NA DOKAZ TOHO zmluvné strany podpisali
tuto zmluvu prostrednictvom svojich

splnomocnenych zastupcov s u€innostou od
datumu nadobudnutia ucinnosti.

IQVIA RDS Slovakia s.r.o.

Podpis

Datum

[uvedte meno]
[funkcia/oddelenie]

IQVIA RDS Slovakia s.r.o. v mene spolo¢nosti
Janssen Pharmaceutica NV

Podpis

Datum

[uvedte meno]

[titul/oddelenie]
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Fakultna nemocnica s poliklinikou Zilina Fakultna nemocnica s poliklinikou Zilina

Signature Podpis
Date Datum
Ing. Igor Stalmasek, MBA Ing. Igor Stalmasek, MBA
General Director generalny riaditef

Signature Podpis

Date

Datum

Igor Bizik MD, MBA MUDr. Igor Bizik, MBA

Medical Director medicinsky riaditel
Martina Hanzelova, MD MUDr. Martina Hanzelova
Principal Investigator zodpovedny skuSajuci
Signature Podpis
Date Datum
Clinical Trial Agreement between CRO, Janssen and Institution and Zmluva o klinickom skusani medzi klinickou vyskumnou
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Exhibits: Prilohy:

Exhibit A - Protocol and its subsequent PrilohaA - Protokol ajeho nasledné

amendments dodatky

Exhibit B — Financial Provisions including PrilohaB - Ustanovenia s finanénymi

Materials and Equipment podmienkami vratane materialov
a vybavenia

Exhibit C — Personal Information concerning
Principal Investigator and any Investigational
Staff
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Priloha C — Osobné udaje tykajice sa
zodpovedného skusajuceho
a ktoréhokol'vek ¢lena personalu skusania
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