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

This  Clinical  Trial
“Agreement”) is

Agreement  (the

by and between

IQVIA RDS Slovakia, s.r.o. (“CRO”),
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 Trencin, Legionarska
28, 911 71 Trencin, Slovak Republic,
Organisation Identification No.: 00 610 470,
Represented by: Ing. Tomas Janik, MBA-
Managing Director (“Institution”)

and

Branislav Motovsky, MD, PhD, employee
of Fakultna nemocnica Trencin, Psychiatricka
klinika, Legionarska 28, 911 71 Slovak
Republic (“Principal Investigator”),
affiliated with Institution
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ZMLUVA O KLINICKOM SKUSANI
(Klinicka vyskumna organizacia -
spolo¢nost’” Janssen — inStitucia —
zodpovedny skusajuci)

Tato zmluva o klinickom skusani (d’alej len
»zmluva®) sa

uzatvara medzi

IQVIA RDS Slovakia, s.r.o. (dalej ,,CRO
“), so sidlom na adrese Vajnorskd 100/B,
83104 Bratislava, Slovenska republika,
ICO: 45942269, Zapisana v Obchodnom
registri Okresného sidu Bratislava I., oddiel:
Sro, vl.¢: 69023/B, (dalej len ,klinicka
vyskumna organizacia“®)

a

Janssen Pharmaceutica NV,
Turnhoutsweg 30, 2340 Beerse, Belgium
(daley len  ,spolocnost  Janssen®),
spolo¢nostou zaregistrovanou v Belgicku

a

Fakultna nemocnica Trendin,
Legionarska 28, 911 71 Trencin, Slovenska
republika, ICO: 00610470, v zastipeni: Ing.
Toma§ Janik, MBA, riaditel (dalej len
institucia“)

a

MUDr. Branislav Motovsky, PhD.
zamestnanec Fakultnej nemocnice Trencin,
Psychiatricka klinika, Legionarska 28, 911
71 Trencin, Slovenska republika (d’alej len
»Zzodpovedny skusajuci ).
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and executed as of the date following the last

a nadobuda platnost’ diiom nasledujicim po

signature (“Execution Date”). podpisue poslednou zmluvnou stranou
podpisanou nizSie (d’alej len ,,datum
nadobudnutia platnosti’).

Clinical Trial: 42847922MDD3005 Klinické skuSanie: 42847922MDD3005

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

Zastupca zadavatela pre kontrolné urady:
Janssen Cilag International, NV,
Turnhoutsweg 30, 2340 Beerse, Belgium

Study Product: INJ-42847922 (seltorexant) Skasany produkt: INJ-42847922
(seltorexant)
Protocol: 42847922MDD3005 “A Double- Protokol:  42847922MDD3005  Dvoyjito
Blind, Randomized, Parallel-Group Study with zaslepené, randomizovan¢ skuSanie v
Quetiapine Extended Release as Comparator sibeznych skupinach s kvetiapinom s
to Evaluate the Efficacy and Safety of predlZzenym uvolmiovanim ako
Seltorexant 20 mg as Adjunctive Therapy to komparatorom na vyhodnotenie ucinnosti a
Antidepressants in Adult and Elderly Patients bezpecnosti  seltorexantu 20 mg  ako

with Major Depressive Disorder with
Insomnia Symptoms Who Have Responded
Inadequately to Antidepressant Therapy”

adjuvantnej liecby k antidepresivam u
dospelych a starSich pacientov s velkou
depresivhou  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 Trencin
Psychiatricka klinika

Legionarska 28

911 71 Trencin, Slovak Republic

Study Team Member: Mikulas Kuzmiak MD

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
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Skusajuce pracovisko : Fakultnd nemocnica
Trencin, Psychiatricka klinika, Legionarska
28,911 71 Trencin, Slovenska republika

Clen studijného timu: MUDr. Mikul4s
Kuzmiak

Ked’Ze spoloCnost’ Janssen menovala
klinicki  vyskumnu  organizdciu  na
obstaravanie sluzieb podla tejto zmluvy a na
ich poskytovanie spolo¢nosti Janssen;

Ked’Ze klinickd vyskumn4 organizicia
poziadala  inStitGciu  a zodpovedného
skusajuceho, aby poskytovali sluzby
klinickej vyskumnej organizécii podl'a tejto
zmluvy a vykonali klinické skuSanie zadané
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the Study Product according to the Protocol
(including subsequent Protocol amendments)
and Exhibits, which form an integral part
hereof;

Whereas, Institution 1is equipped and
authorized to undertake the Clinical Trial and
Institution and Principal Investigator have
agreed to perform the Clinical Trial on the
terms and conditions hereinafter set forth; and

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

1. Performance of the Clinical Trial

1.1 The parties agree that the Protocol,
including  any  subsequent  Protocol
amendments, incorporated by reference as
Exhibit A, if not attached hereto but known to
all parties, and the 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.
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regulaénym  zadavatelom  zahfiajlce
skusany produkt podl'a protokolu (vratane
vSetkych naslednych dodatkov k protokolu)
a priloh, ktoré tvoria neoddeliteI'n1 sucast’
tejto zmluvy;

ked’Ze je inStitucia dostatocne vybavena
aopravnenda na vykonanie klinického
skusania. Institicia a zodpovedny skusajuci
suhlasili s vykonanim klinického sktSania
podla podmienok stanovenych v tejto
zmluve;

sa teraz preto po zvazeni predpokladov
a vzdjomnych prisl'ubov a zaviazkov

uvedenych v tejto zmluve, zmluvné strany
dohodli takto:

1. Vykonanie klinického skuSania

1.1 Zmluvné strany sa dohodli, ze
protokol (vratane vSetkych jeho néslednych
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 neoddelitel'nt sucast’ tejto zmluvy.

1.2 InStiticia a zodpovedny skuSajuci
stihlasia, ze vynalozia maximalne usilie
avyuziju svoje odborné¢ znalosti na
vykonanie klinického sktSania v sulade
s protokolom, vSetkymi platnymi
zakonnymi a regulaénymi poZziadavkami,
definovanymi zmluvnymi podmienkami
tejto zmluvy. InStiticia a zodpovedny
sktsajici nesmu zacat’ klinické skuSanie bez
predchadzajtiiceho schvéalenia  etickej
komisie, oznadmeni a d’alSich schvaleni
pozadovanych pravnymi predpismi.
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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.

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
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1.3 Ak zodpovedny skusajuci ukonci
pracovny pomer s institiiciou, institicia to
¢o najskor pisomne oznami klinickej
vyskumnej organizacii, najneskor vsak do
troch (3) kalendarnych dni od jeho odchodu.
Spolo¢nost” Janssen ma pravo schvalit’
nového zodpovedného skusajuceho,
ktor¢ho vymenuje institicia. Od nového
zodpovedného  sktSajiceho sa  ma
pozadovat, aby suhlasil s podmienkami
tejto zmluvy. Ak spolo¢nost’ Janssen nového
zodpovedného  skusajlicecho  neschvali,
klinickd vyskumnad organizicia alebo
spolocnost’ Janssen moéze tauto zmluvu
vypovedat  podla  niz§ie uveden¢ho
Clanku 2.2 ainStiticia podnikne vSetky
potrebné kroky, aby klinickej vyskumnej
organizacii alebo spoloc¢nosti Janssen
vyhovela. Ak bude zodpovedny skusajlci
docasne chybat’ v inStiticii viac ako desat
(10) kalendarnych dni, no maximalne
Strnast’ (14) kalendarnych dni, inStiticia
vymenuje spoluskuSajicecho za docasny
dozor nad klinickym skiSanim v mene
zodpovedného  skuSajuceho.  InStitcia
zdokumentuje toto vymenovanie a pisomne
oznami klinickej vyskumnej organizacii
tato skutocnost’ eSte pred jej zaCatim. Ak
zodpovedny skuSajuci chyba alebo ma
chybat  dlhSie  ako  Strnast  (14)
kalendarnych dni,  klinickd  vyskumna
organizécia alebo spolo¢nost’ Janssen mozu
vypovedat’ tuto zmluvu, pokial’ sa institicia
a spolo¢nost’ Janssen nezhodnu na nahrade
za zodpovedného skusajuceho do Strnéstich
(14) kalendarnych dni.

1.4 Institicia a zodpovedny skuSajuci
mdézu  poveritt ako  spoluskusajucich
apersondl skuSania také dalSie osoby
a personal sktiSania, aké budu povazovat’ za
potrebné, aby im pomohli pri vykondvani
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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 Trial is
considered complete.  Should a medical
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klinického skusania. VSetci spoluskusajuci
a personal skiiSania musia byt dostatocne
kvalifikovani, v€as vymenovani a musi sa
viest’ ich aktualizovany zoznam.
Zodpovedny skusajuci zodpovedd za
vedenie takéhoto timu spoluskasajtcich
a persondlu skusania, ktory musi byt vo
vSetkych ohl'adoch pisomne zaviazany
rovnakymi zmluvnymi podmienkami ako
zodpovedny skuSajuci podla tejto zmluvy.
InStitacia a zodpovedny skasajuci
zodpovedaju za sluzby vykonané ich
persondlom a zavdzuju sa najmi, ze tieto
sluzby vykonaji kvalifikované osoby. Ak
institucia a zodpovedny skusajuci vyuzivaju
sluzby inych os6b na vykonanie klinického
skusania podla tejto zmluvy, inStiticia
azodpovedny  skuSajuci su  povinni
zabezpecit, aby vsetky takéto osoby mali
nalezité licencie a oprdvnenia a aby konali
v sulade s podmienkami tejto zmluvy.
InStitacia a zodpovedny skasajuci
zodpovedaju za akékol'vek porusenie tejto
zmluvy takymito osobami.

InStiticia a zodpovedny skuSajuci
zabezpeCia, aby sa povereny personal
zuCastnil  na  vSetkych  Skoleniach
organizovanych spolo¢nost'ou Janssen alebo
jej zastupcom, ktoré sa tykaji riadneho
plnenia  protokolu, poziadaviek na
bezpe€nost’  anahlasovanie  a vSetkych
d’alSich platnych usmerneni dolezitych pre
klinické skusanie a plnenie protokolu.

V pripade zaslepenia klinického
skisSania; PouZivanie randomizacnych
kodov: Zodpovedny sku§ajuci
vykonavajuci zaslepené skuisanie sthlasi, Ze
zachova zaslepenie skuSaného produktu.
V pripade multicentrickych skuSani sa
klinické skusanie povazuje za dokoncené az
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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
(i1) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the
data derived from the Clinical Trial, each of (i),
(i), 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
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po ziskani udajov zo vSetkych pracovisk
sktiSania. V pripade rychlej lekarskej
pomoci, ktora by od zodpovedného
skusajuceho vyzadovala odslepenie kodu
pre niektorého ucastnika, zodpovedny
sktSajuci  suhlasi, ze otom bude
bezodkladne  informovat  spolo¢nost
Janssen.

1.5 Na ucely vykonania klinického
skusania poskytne spolo¢nost’ Janssen alebo
nou povereny zastupca alebo klinicka
vyskumna organizdcia skasany produkt,
vSetky dokumenty suvisiace s klinickym
sktSanim (napriklad zdznamové formulare
ucastnika klinického skuSania) a .InStitucia
ani zodpovedny skuSajiici nesmi pouzit
skuSany produkt ani dokumenty, materidly
¢i  vybavenie suvisiace s klinickym
skiSanim na ziadny iny tucéel, nez je
vykonavanie tohto klinického skuSania

v prisnom sulade s protokolom a touto
zmluvou.

1.6  Dodatocny vyskum: Bez
predchadzajicecho  pisomného  sthlasu
klinickej vyskumnej organizacie alebo
spolo€nosti Janssen nesmie inStitucia ani
zodpovedny skasajaci  vykonat Ziaden
vyskum, ani neumoznia tretej strane

vykonat Ziaden vyskum, ktory protokol
nevyzaduje, na (1) U€astnikoch klinického
skusania pocas klinického skuSania (vratane
akejkol'vek dalSej vyskumnej metody,
postupu, dotaznika alebo sledovania), (ii)
biologickych vzorkach odobratych
ucastnikom klinického skuSania pocas
klinického sktSania alebo (iii) udajoch
ziskanych z klinického skuSania. Vyskum
opisany v predchadzajicej vete sa dalej
oznacuje ako ,dodato¢ny vyskum®. Ak
klinickd vyskumnad organizicia alebo
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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 appropriate EC approval and subject
informed consent. Without limiting any other
remedy available by law to Janssen, if
Institution and/or Principal Investigator
conducts Additional Research in breach of this
section, and such Additional Research results
in an Invention (as defined in Section 8
below), Institution and Principal Investigator (as
applicable) hereby grant to Janssen or its
designee an irrevocable, worldwide, paid up,
royalty-free, exclusive license, with right of
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,
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
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spolocnost’ Janssen udeli takyto suhlas,
schvaleny dodatocny vyskum sa bude
povazovat bud’ za dodatok povodného
protokolu, alebo bude predmetom d’alSej
pisomnej dohody medzi  klinickou
vyskumnou organizaciou a spolo¢nostou
Janssen, inStitaciou a zodpovednym
skusajucim. Institacia a zodpovedny
skasajuci  vykonaju  kazdy dodato¢ny
vyskum v sulade so vSetkymi platnymi
predpismi vratane poziadaviek na ziskanie
prislusného suhlasu EK a informovanych
stuhlasov ucastnikov. Bez obmedzenia
d’al$ich opravnych prostriedkov dostupnych
spolo¢nosti Janssen podla zdkona, ak
inStitucia a/alebo zodpovedny skusajici
vykona dodato¢ny vyskum v rozpore
stymto clankom a vysledkom takéhoto
dodato¢ného vyskumu bude vynalez (podla
definicie v ¢lanku 8 nizSie), inStitacia
a zodpovedny skusajuci (podla toho, o ktory
pripad pdjde) tymto spolocnosti Janssen
alebo fou poverenému zastupcovi udel'uju
neodvolatel'n,, celosvetovl,  splatenq,
bezplatni, vyluéni licenciu s pravom
udelovat’ sublicencie na pravo vytvorit,
nechat’ vytvorit, pouzivat, nechat’ pouZzivat,
predavat, nechat’ predavat’ a dovazat’ kazdy
takyto vyndlez, ktory vznikne z takéhoto
dodatocného  vyskumu. Tento ¢lanok
zostane v platnosti aj po vypovedani alebo
skonceni platnosti tejto zmluvy.

1.7 Poverenie Kklinickej vyskumnej
organizacie spolo¢nostou  Janssen.
Spolo¢nost”  Janssen uzavrela zmluvu
s klinickou vyskumnou organizaciou, aby
dohliadala na klinické skusanie,
uskuto¢niovala platby, monitorovala
aspravovala ho vsulade s platnymi

pravnymi predpismi a touto zmluvou, spolu
so svojimi pobockami. Spolo¢nost’ Janssen
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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.

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 partiesand 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, unless 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”).
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opravnila klinickli vyskumnt organiziciu,

aby vsuvislosti s klinickym  skusanim
azmluvou  vybavovala  komunikaciu
spolo¢nosti Janssen s institiciou

a zodpovednym skuSajucim. Spolo¢nost’
Janssen bude inStiticiu a zodpovedného
skusajuceho informovat’, ak sa tato situdcia
niekedy zmeni. InStiticia a zodpovedny
skasajuci beri na vedomie, Ze klinickd
vyskumna organizacia je vramci tejto
zmluvy prijemcom DPH za sluzby bez toho,
aby boli dotknuté akékol'vek prava
spolo¢nosti Janssen podla tejto zmluvy.

Spolo¢nost’  DrugDev s.r.o. (dalej len
DrugDev) je pobocka klinickej vyskumnej
organizacie zodpovedajuca za
uskuto¢novanie platieb spolo¢nosti IQVIA
RDs s.r.o. na ucet prijemcu platieb podla
tejto zmluvy, tak ako je uvedené v Prilohe B.

2. Doba platnosti a vypovedanie
zmluvy
2.1 Doba platnosti tejto zmluvy zacina

plynat od datumu podpisu poslednou
zmluvnou stranou azmluva zostidva
v platnosti az do dokoncenia klinického
skuSania, ako to pisomne ozndmi 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 moZze upravit’ na
zdklade vzajomnej dohody zmluvnych stran.
Tato zmluva nadobtda ucinnost diom

nasledujucim po dni jej zverejnenia
v Centralnom registri zmlav.
Zmluva o klinickom skasani medzi klinickou vyskumnou
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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 delivered to the other
party. Reasons for termination may include but
are not limited to:

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

(i1) receipt of safety information
that makes it prudent to do so; or

(ii1) 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 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.
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2.2 Tuto zmluvu mdze ktordkol'vek
zmluvna strana kedykol'vek vypovedat
podla  vlastného uvazenia  zaslanim
pisomnej vypovede ostatnym zmluvnym
stranam s vypovednou lehotou pétnast’ (15)
kalendarnych dni plyntcich od dorucenia
vypovede. K ukoneniu zmluvy moze,
okrem iného, dojst’ tiez znasledujucich
dovodov:

(1) porusenie zmluvy vratane
nedodrzania protokolu a platnych pravnych
predpisov;

(i1) ziskanie bezpecnostnych
informacii, ktoré takyto postup oddvodiuju;

(iii) ak sa na pracovisku
klinického skuSania do [troch (3)] mesiacov
od zacatia klinického skuSania na
pracovisku nezaradili ziadni Gc¢astnici.

Bez ohl'adu na vysSie uvedené moze
klinickd vyskumnd organizacia alebo
spoloCnost’  Janssen klinické skusanie
okamzite ukoncit, ak je takéto okamzité
ukoncenie potrebné vzhladom na obavy
o bezpecnost’ pacientov alebo po ziskani
udajov naznacujucich nedostatocnu
ucinnost’. Institicia a zodpovedny skusajici
stihlasia, ze po prijati vypovede urychlene
ukonc¢ia vykonavanie klinického skuSania
v rozsahu, ktory bude zo zdravotného
hl'adiska pripustny pre ktortkol'vek osobu
zucCastnujicu sa na klinickom skusani (d’alej
»u€astnik klinického skusania®). V pripade
vypovedania podla tejto zmluvy ziného
dovodu, nez je jej zadvazné porusenie
inStitaciou alebo zodpovednym skuSajucim,
sa celkové sumy splatné klinickou
vyskumnou organizaciou prostrednictvom
DrugDev na zdklade splnomocnenia
vyskumnou organizaciou podla tejto
zmluvy pomerne rozdelia za pracu skuto¢ne
vykonani k datumu vypovedania, pricom
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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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vsetky nevynalozené finan¢né prostriedky,
ktoré klinicka vyskumna organizacia uz
vyplatila institacii alebo zodpovednému
skiSajicemu, sa musia vratit klinickej
vyskumnej organizacii.

23 Bud pri ukonceni klinického
sktiSania, alebo pri vypovedani tejto zmluvy
(podla toho, ¢o nastane skor), (a)
zodpovedny skusajuci okamzite doruci
klinickej ~ vyskumnej  organizacii a
spolo¢nosti Janssen vSetky udaje vytvorené
v dosledku klinického skuaSania, vSetky
odobraté klinické vzorky, vSetky dokumenty
a udaje poskytnuté klinickou vyskumnou
organizaciou alebo spolo¢nostou Janssen a
jej prislusnymi pobockami a vSetky doverné
informdcie spoloc¢nosti Janssen definované
niz§ie v ¢lanku 7.2, (b) zodpovedny
skasajuci  vrati  klinickej  vyskumne;j
organizacii alebo spolo¢nosti Janssen alebo
jej pobockam vsetky nepouzité¢ skuSané
produkty a (c) zodpovedny skusajici bude
zaobchadzat’” so vSetkymi materidlmi a
vybavenim dodanym spolo¢nost’ou Janssen
alebo klinickou vyskumnou organizéaciou
alebo jej prisluSnymi pobockami v sulade s
prilohou B, a ak sa podl'a prilohy B vyzaduje
vratenie akychkol'vek materidlov 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 skusajici 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,
Sponsor and 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
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3. Eticka komisia (EK) — Informovany
suhlas — Povolenia

3.1 V stulade s pravnymi predpismi a
nariadeniami  platnymi pre pracovisko
klinického skuSania Zadavatel’ a klinicka
vyskumnad organizécia zodpovedaji za
ziskanie  schvalenia  protokolu a jeho
dodatkov, formularu informovaného
suhlasu, postupov tykajucich sa naboru
ucastnikov do klinického skuSania (napr.
oznamenia, pripadnd financnd odmena)
aostatnych  prislusnych  dokumentov
tykajucich sa klinického sktSania od
prislusnej EK, ato eSte pred zacatim
klinického skuSania. Ak EK vyzaduje
zmeny v protokole, formulari
informovaného suhlasu alebo postupoch
naboru ucastnikov do klinického skuSania,
takéto zmeny sa nemoézu uskutocnit’, kym

nebude klinickd vyskumna organizéacia
informovana a neposkytne pisomné
schvalenie. Protokol, formular

informovaného suhlasu ani ziadna reklama
sa nesmu upravovat bez predchadzajiceho
pisomného suhlasu klinickej vyskumne;j
organizacie a EK.

3.2 Instittcia a zodpovedny skuSajuci su
tiez povinni  primerane informovat
ucastnikov klinického skuSania a ziskat’

formulare informovaného suhlasu podpisané
ucastnikmi klinického sktsania alebo v ich
mene, pricom tento formular informovaného
sthlasu  schvali  klinickda  vyskumna
organizacia aEK eSte pred tucCastou
ucastnikov na klinickom skasani. Formular
informovaného stihlasu musi obsahovat
pravo klinickej vyskumnej organizicie,
spolocnosti  Janssen, jej  zastupcov
a prisluSnych Statnych organov na kontrolu
nespracovanych ~ Udajov  z klinického
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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.

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
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skuSania vratane origindlnych zdznamov

ucastnikov v ramci vSetkych
monitorovacich  a auditorskych  Cinnosti
potrebnych na  zabezpecenie  kvality

a dodrziavania protokolu, ako aj vSetkych
zékonnych a regulaénych poziadaviek.
Formuldr informovaného sthlasu bude
obsahovat’ aj pravo jej pobociek vykonavat
dodato¢né¢ kontroly udajov s cielom
preskimat’  bezpecnost a  ucinnost
skuSaného produktu a inych produktov
a lieCebnych postupovs cielom lepSie
porozumiet  ochoreniu alebo  zlepSit
ucinnost’ buducich klinickych skusani.

3.3.  Spolo¢nost’ Janssen zodpoveda za
splnenie  vSetkych  dalSich  formalit
tykajucich sa povoleni na vykonavanie
klinického skusania (napr. podanie ziadosti
o povolenie klinického skuSania) ana
vyrobu, dodavanie ¢i dovoz skuSaného
produktu, a v pripade potreby za ziskanie
pisomného povolenia od kompetentnych
zdravotnickych  uradov  pred zacatim
klinického skusania.

4. Nahlasovanie udajov a neziaducich
udalosti

4.1 InStiticia a zodpovedny skuSajuci
sthlasia, Zze budd pravidelne avcas
poskytovat’ klinickej vyskumnej organizacii
a spolo¢nosti Janssen vSetky vysledky
klinického  sktSania  a dalSie  Udaje
pozadované protokolom na riadne (pisomne
alebo elektronicky) vyplnenych
zaznamovych  formuldrov  ucastnikov
klinického skusSania.

4.2  Elektronicky zber udajov (d’alej
len ,,EDC*, Electronic Data Capture):
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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 documentation prior to
entering it into the electronic case report form
(“eCRF”). The eCRF shall be completed
within five (5) working days after wvisit
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
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Institacia alebo zodpovedny skusajuci buda
udaje  z klinického skuSania odosielat
pomocou elektronického systému, ktory
zabezpeci spolocnost’ Janssen alebo klinicka
vyskumna organizacia. Institicia a/alebo

zodpovedny skusajuci zabrania
nepovolenému pristupu k tymto udajom
udrziavanim  fyzického  zabezpecenia

pocitaCov a zaistenim toho, Ze personal

skusania bude svoje hesld uchovéavat’ ako
doverné. InStitticia a/alebo zodpovedny
skuSajici  musia dodrziavat  pokyny
klinickej  vyskumnej organizicie na

zadavanie udajov do systému, ¢o zahima aj
to, ze persondl skiiSania pouzivajlci tento
systém berie na vedomie, Ze elektronické
podpisy su pravne zaviznym ekvivalentom
ruénych podpisov a potvrdzuje presnost’
a uplnost’ zadanych udajov.

InStiticia  a/alebo zodpovedny skudsajici
sthlasia, ze vsetky udaje zklinického
skasania (v elektronickej alebo papierovej
forme) budi zbierat do zdrojovej
dokumenticie pred ich zadanim do
elektronického zaznamového formuléara
ucastnika klinického skuSania (d’alej len
»elektronicky zZdznamovy formular
ucastnika klinického skasania®).
Elektronicky zdznamovy formular ucastnika
klinického skuSania sa musi vyplnit' do
piatich (5) pracovnych dni od dokoncenia
procedur v ramci navstev alebo dostupnosti
vysledkov ~ vySetreni, pokiall protokol
neuvadza inak. Institacia
a/alebo zodpovedny skusajuici tiez suhlasia,
7e poskytnl primerané odpovede na prijaté
otazky do piatich (5) pracovnych dni od ich
prijatia, pokial’ protokol neuvadza inak.

Ak zodpovedny skuSajuci a/alebo
inStitdcia nezadaji tidaje do elektronického
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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.

5. Monitoring of Clinical Trial — Audit —
Inspections

5.1 Monitoring — Audit
During and after the term of this
Agreement, Institution and  Principal

Investigator agree to permit representatives of
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z4dznamového formulara ucastnika
klinického skuSania alebo neodpovedia na
otazky vo vyssie uvedenych lehotach,
spolo¢nost’ Janssen mdze podla vlastného
uvazenia ihned prijat’ napravné opatrenia.
Medzi tieto opatrenia moéze patrit najma
docasné pozastavenie skriningu alebo
zarad’ovania ucastnikov, dodato¢né
monitorovacie navstevy, zvazenie auditu
pracoviska klinického sktSania a mozné
ukoncenie Ucasti pracoviska na klinickom
skusani.

4.3 Institacia a zodpovedny skusajuci
d’alej suhlasia, Ze okamZite, najneskor vSak
do dvadsiatich (24) hodin, ohlasia kazdu
zavazni neziaducu udalost’ spolocnosti
Janssen alebo CRO a iné dolezité zdravotné
udalosti definované v protokole, ktoré
postihnu ktoréhokol'vek ucastnika
klinického skuSania v klinickom skuSani.
InStiticia a zodpovedny skusSajuci d’alej
sthlasia, Ze doplnia takéto hlédsenie
podrobnymi pisomnymi spravami v stlade
so vSetkymi zdkonnymi a regulaénymi
poziadavkami.

4.4 Vcasng, presné a kompletné zasielanie
udajov a odpovedi na otazky je podmienkou
na Uhradu platieb podla harmonogramu
platieb uvedeného v prilohe B tejto zmluvy.

5. Monitorovanie klinického skuSania
— Audit — InSpekcie

5.1 Monitorovanie — Audit
V priebehu platnosti tejto zmluvy
apo jej uplynuti inStiticia a zodpovedny

skusajuci suhlasia, ze klinickej vyskumnej
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CRO, Janssen and/or the competent health
authorities (including, if applicable, the US
FDA) to examine at any reasonable time
during normal business hours

(1) the facilities where the Clinical
Trial is being conducted,

(i1) raw  Clinical Trial data
including original Trial Subject records, if
allowed under the terms of the informed
consent form and the applicable laws, and

(ii1) 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.

53 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
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organizacii, spolo€nosti Janssen alebo
kompetentnym  zdravotnickym  tradom
(vratane amerického Uradu pre kontrolu
potravin alieCiv, ak sa to na skuSanie
vzt'ahuje) umoznia, aby mohli kedykol'vek
v primeranom case pocas beznej pracovnej
doby skontrolovat’:

(1) priestory, v ktorych  sa
vykonéva klinické skusanie,
(i1) nespracované udaje

z klinického skuSania vratane originalnych
zaznamov ucCastnikov skuSania, ak to
podmienky  formulara  informovaného
sthlasu a platné pravne predpisy povol'uju,
(iii) vsetky  dalSie  dolezité
informacie potrebné na potvrdenie, ze sa
klinické skusanie vykonava v sulade
s protokolom aplatnymi zdkonnymi a
regulacnymi poziadavkami vratane
pravnych predpisov o ochrane osobnych
udajov a sukromia.

5.2  InSpekcie

InStiticia a zodpovedny skuSajuci
okamzite oznamia klinickej vyskumne;j
organizacii, ak nejaky kompetentny
zdravotnicky urad ozndmi planovanu
inSpekciu alebo bez ozndmenia zacne
neplanovanu inSpekciu, a bezodkladne po
vyhotoveni klinickej vyskumnej organizécii
poskytnu kopiu akejkol'vek koreSpondencie
s prislusnym zdravotnickym organom, ktora
vyplyva z takejto inSpekcie.

53 Institicia a zodpovedny skuSajuci
stihlasia, Ze podnikni vSetky primerané
opatrenia, ktoré¢  klinickd  vyskumna
organizacia  pozaduje = na  ndpravu
nedostatkov zistenych pocas auditu alebo
inSpekcie. Klinicka vyskumné organizacia
alebo jej zastupcovia maju navyse pravo na
posudenie  aschvélenie koreSpondencie
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submission by Institution or Principal
Investigator and, to the extent not prohibited
by law or by the applicable health authority,
the right to have a representative present
during any inspection.

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

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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prislusnému zdravotnickemu organu, ktora
je vysledkom inSpekcie daného
zdravotnickeho orgénu, a to este skor ako ju

inStiticia alebo zodpovedny skusajuci
odosle, avrozsahu, ktory nezakazuju
pravne predpisy alebo prislusny

zdravotnicky urad, maju pravo mat’ pocas
akejkol'vek inSpekcie pritomného zastupcu.

54 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, Zze budu
vykonéavat’ klinické skusanie a uchovévat
zédznamy a udaje poc€as doby platnosti tejto
zmluvy apo jej uplynuti vstlade so
vSetkymi platnymi zdkonnymi a
regulanymi poziadavkami, ako aj so
vSeobecne uznavanymi konvenciami, akou
je napriklad Helsinsk4 deklaracia a smernice
Medzinarodnej konferencie o harmonizacii

— Spravna klinicka prax (dalej len
,smernica [CH-GCP*).
6.2  Dodrziavanie  protikorup¢nych

pravnych predpisov v oblasti zdravotnej

starostlivosti a zdkon o zahrani¢nych
korupénych praktikich (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 or international 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,  which  includes anti-
corruption training.

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
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Institacia vyhlasuje a zarucuje 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 pobociek
dalej oznacované ako ,zastupcovia
inStitacie®) neprijali ziadne opatrenia, ktoré
by viedli k poruseniu tychto miestnych
alebo medzinarodnych protikorupcnych
pravnych predpisov, pravidiel a nariadeni,
ktoré sa vztahuju na inStituciu a spolo¢nost’
Janssen (spolu ako ,,protikorup¢né pravne
predpisy‘) takouto osobou.

InStiticia priamo ani nepriamo nevykona
ziadne platby, nepontkne ani neprevedie
ziadnu hodnotnii vec, ani neschvali ani
neprislbi ziadnu platbu, ponuku ani prevod
akejkol'vek  hodnotnej veci Ziadnemu
Statnemu predstavitelovi, Statnemu
zamestnancovi, politickej strane ani
kandidatovi na politickll funkciu ani ziadnej
tretej strane na Ucely ovplyvnenia
rozhodnuti  tykajicich sa  spolo¢nosti
Janssen a/alebo jej podnikania spdsobom,
ktory by poruSoval protikorupéné pravne
predpisy.

InStitacia a zastupcovia institucie podnikaji
a budt podnikat’ v sulade s protikorupénymi
pravnymi predpismi a inStiticia bude mat
zavedené potrebné postupy na zabranenie
podplacaniu a korupcii zastupcami
institacie, ktorych sticastou bude aj Skolenie
o boji proti korupcii.

Institucia bude udrziavat G€innl internt
kontrolu uctovnictva a zabezpeci, aby boli
vSetky  aspekty  klinického  skuSania
zaznamenané v uétovnych a inych
zaznamoch presne, Uplne a pravdivo a aby
doklady, z ktorych takéto uctovné a iné
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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

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
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zdznamy vychadzaji, boli presné, uplné
a pravdivé vo vsetkych hlavnych aspektoch.
Institacia bude viest' zdznamy (financné aj
iné) a podporni dokumentaciu tykajiacu sa
predmetu tejto zmluvy a poskytne k nim
spoloCnosti  Janssen a/alebo  klinickej
vyskumnej organizicii a jej auditorom a
ostatnym zastupcom pristup, o ¢o ju mdze
poziadat  spoloCnost Janssen a/alebo
klinicka vyskumnéd organizacia s cielom
zdokumentovat’ alebo overit' dodrziavanie
ustanoveni tohto ¢lanku; a

Bez ohl'adu na c¢lanok 2 (Doba platnosti a
vypovedanie zmluvy) a c¢lanok 10
(Odskodnenie) plati, ze ak inStiticia
nedodrzi niektoré z ustanoveni tohto ¢lanku,
takéto porusenie sa bude povazovat za
zévazné poruSenie zmluvy a pri kazdom
takomto poruseni bude mat spolo¢nost
Janssen  a/alebo  klinickda  vyskumna
organizacia pravo vypovedat zmluvu s
okamzitou  uCinnostou na  zdklade
pisomného oznamenia institicii bez toho,
aby mali spolo¢nost Janssen a klinicka
vyskumna organizacia akukol'vek finan¢nu

zodpovednost’” alebo  akukol'vek int
zodpovednost  vyplyvajicu  z takéhoto
ukoncenia.

6.3 Ochrana osobnych udajov

a sukromia

6.3.1 Kazda zmluvna strana suhlasi, ze jej
zber, spracovanie a spristupfiovanie
akychkol'vek  udajov  tykajicich  sa
identifikovanej alebo identifikovatelnej
osoby (dalej len ,o0sobné udaje)
v suvislosti s touto zmluvou je abude
v stulade s platnymi pravnymi predpismi
o ochrane osobnych udajov vratane (podla
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that it has obtained all rights and consents
necessary to collect, process and disclose the
Personal Information. When collecting and
processing Personal Information, the parties
agree to take appropriate measures to
safeguard the Personal Information, to
maintain the confidentiality of Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
Personal Information, to grant data subjects
reasonable access to their Personal
Information, to address other data subject
rights as per applicable law, and to prevent
access by unauthorized persons.

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

6.3.3 Institution and Principal Investigator
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
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okolnosti) vSeobecného nariadenia EU
o ochrane udajov (dalej len ,nariadenie
GDPR%), a ze ziskala vSetky prava a stihlasy
potrebné na zber, spracivanie
a zverejiiovanie osobnych udajov. Pri zbere
a spractivani osobnych udajov zmluvné
strany suhlasia, Ze podnikni primerané
opatrenia na ochranu osobnych udajov,
zachovaju dévernost’ zdravotnych
a klinickych udajov ucastnikov klinického
sktSania, budu riadne informovat’ prislusné
dotknuté osoby o zbere a spractivani ich
osobnych udajov, poskytnii dotknutym
osobam primerany pristup k ich osobnym
udajom, budii venovat’ pozornost’ d’alSim
pravam dotknutych os6b podla platnych
pravnych predpisov a zabrania v pristupe
neopravnenym osobam.

6.3.2 Institdcia a zodpovedny skusajuci
zavedll primerané technické a organizacné
opatrenia, aby zabezpecili takil uroven
bezpecnosti osobnych tdajov spractivanych
v suvislosti  stouto zmluvou, akd je
primerana danému riziku.

6.3.3 InStitlcia azodpovedny skusajuci
vyhlasujt, zarucuji a zavdzuju sa, ze osobné
udaje tykajuce sa tucastnikov klinického
skusania dodané spolocnosti Janssen a/alebo
klinickej vyskumnej organizacii sa budu
pseudonymizovat, priCom sa kazdy tudaj
priamo identifikujici Uc€astnika sktSania
nahradi identifikacnym kodom ucastnika.
Zodpovedny skusajuci neposkytne
spolocnosti Janssen ani klinickej vyskumne;j
organizacii kl'a¢ ani kéd, ktoré umoziuju
opatovnu identifikaciu tcastnikov skusania.
InStiticia a zodpovedny skusajuci budua
spoloCnost’  Janssen a/alebo  klinicka
vyskumni organizaciu okamzite
informovat, ak zistia, Ze niektoré udaje

Zmluva o klinickom skasani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Branislav Motovsky PhD
C. protokolu: 42847922MDD3005

Strana 19z 78



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 notification shall
specify the nature of the Privacy Incident, the
categories and approximate number of data
subjects and Personal Information records
impacted by such Privacy Incident. Institution
and Principal Investigator agree to fully
cooperate with Janssen 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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(definované v clanku 7.1) tykajice sa
Gcastnikov klinického skusania nespliiajt
tuto poziadavku. Zodpovedny skusajuci
poskytne spoloCnosti Janssen a/alebo
klinickej vyskumnej organizécii sucinnost
pri rieSeni vSetkych jej poziadaviek na
napravu kazdej Skody, ktora vyplyva
z takéhoto zverejnenia udajov. V takom
pripade institucia a zodpovedny skusajuci
¢o najskor dodaju spolo¢nosti Janssen a/alebo
klinickej vyskumnej organizacii opravené
udaje bez d’alSich nékladov pre spolo¢nost’
Janssen a/alebo  klinicki  vyskumnua
organizaciu.

6.3.4 Vpripade narusenia bezpecnosti
vediuceho k ndhodnému alebo nezdkonnému
zniCeniu, strate, zmene, neopravnenému
zverejneniu alebo pristupu k prenasanym,
uchovédvanym alebo inak spractvanym
osobnym udajom (d’alej len ,incident
narusenia sukromia“), bude institucia alebo
zodpovedny skasajuci informovat’
spolocnost’  Janssen a/alebo  klinicka
vyskumnu organizaciu ihned’ potom, ako sa
o takomto incidente naruSenia sukromia
dozvie. V takomto oznameni musi byt
uvedend podstata incidentu narusSenia
sukromia, kategoérie apriblizny pocet
dotknutych o0s6b azdznamy osobnych
udajov, ktoré takyto incident naruSenia
stikromia ovplyviluju. InStiticia
a zodpovedny skusSajuci suhlasia, Ze budu
v plnej miere spolupracovat’ SO
spolo¢nostou Janssen a/alebo klinickou
vyskumnou organizaciou, presetria
a vyrieSia kazdy takyto incident naruSenia
sukromia a poskytni spolo¢nosti Janssen
a/alebo klinickej vyskumnej organizacii
vSetky informacie potrebné na poskytnutie
oznameni.
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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 the group of companies of
Johnson & Johnson of which Janssen
Pharmaceutica NV is part, 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
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6.3.5 Institicia azodpovedny skusajuci
suhlasia, Ze budid vplnej miere
spolupracovat’ pri akychkol'vek

hodnoteniach dosahu opatreni na ochranu
osobnych tudajov alebo predchadzajucich
konzultacii, ktoré moézu byt potrebné
v suvislosti so spracavanim osobnych
udajov podl’a tejto zmluvy.

6.3.6 Bez predchadzajuceho pisomného
suhlasu spolo¢nosti Janssen institiicia ani
zodpovedny skusajici nepoveria Zziadnu
tretiu stranu ani ziadnu svoju pobocku ¢i
subdodavatela ulohou sprostredkovatel’a
udajov (v zmysle definovanom v platnych
pravnych predpisoch o ochrane osobnych
udajov), aby vykonaval ich prislusné
¢innosti podla tejto zmluvy. V pripade, Ze
spolo¢nost’ Janssen taktto tretiu stranu
v ulohe sprostredkovatel'a idajov odsuhlasi,
intiticia  a zodpovedny  skuSajuci (i)
zodpovedaju za zabezpecenie toho, aby
kazda takato povolena tretia strana v tlohe
sprostredkovatel'a udajov dodrziavala tato
zmluvu a platné pravne predpisy o ochrane
osobnych udajov a (ii)) budi spolocnosti
Janssen v plnej miere rucit za kazdé
konanie takejto tretej strany v tlohe
sprostredkovatel'a tidajov.

6.3.7 Osobn¢  udaje  tykajuce  sa
zodpovedného  skuSajiceho  a vSetkych
¢lenov persondlu skuSania (napr. meno,
adresa nemocnice alebo kliniky, telefénne
Cislo, zivotopis) sa mozu prenasat’ do inych
pobociek spolo¢nosti Johnson & Johnson ,
ktorych sucastou je spoloCnost Janssen
Pharmaceutica NV na c¢ely monitorovania
liekov, implementéacie, zdokumentovania
a kontrolovania klinickych skuSani, ako aj
na UcCely kontaktovania uvedenych o0sob
aich prislusnych Uradov na celom svete
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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.

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
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v pripade  budicich  sktsani  alebo
vyskumov, na ktorych sa moézu podiel’at’.
Zmluvné strany tiez suhlasia s pouzivanim
osobnych  tudajov, ktor¢  poskytne
zodpovedny skusajuci, na riadenie internych
skuSani ana zabezpeCenie toho, aby boli
kontaktn¢  daje  obsiahnut¢ v inych
systétmoch doveryhodnym a kompletnym
sposobom a v sulade s tymto ¢lankom.

6.3.8 Spolo¢nost’ Janssen ma pravo
prenasat’ osobné udaje do d’alSich pobociek
skupiny spolo¢nosti Johnson & Johnson
aich prisluSnym zastupcom ako klinickym
vyskumnym organizacidm na celom svete.
Vsulade stym sa osobné udaje mozu
prenaSat’ do krajin mimo Eurdpskeho
hospodarskeho priestoru (EHP), ako su
napriklad Spojené Staty americké, ktorym
podla EU v stiéasnosti chybaju primerané
pravne  predpisy na  zabezpecenie
dostato¢nej ochrany osobnych udajov. Bez

ohladu na vysSSie uvedené, spolo¢nost
Janssen, pobocky skupiny spolo¢nosti
Johnson & Johnson aich prislusni
zastupcovia a klinicka vyskumna

organizacia budll uplatiovat primerané
bezpecnostné  opatrenia na  ochranu
stikromia, aby takéto osobné udaje chranili
sposobom pozadovanym v EHP. Osobné
udaje sa moZu spristupniovat’ aj na zaklade
poziadaviek  jednotlivych  kontrolnych
uradov alebo platnych pravnych predpisov,
napriklad  na  hlasenie zavaznych
neziaducich udalosti.

6.3.9 V prilohe C spolocnost’”  Janssen
uvadza niektoré podrobnosti o svojich
postupoch pri zaobchadzani s osobnymi
udajmi, ktoré sa tykaju zodpovedného
skusajuceho a persondlu skuSania, vratane
prav  dotknutych  0s6b. Zodpovedny
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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 terminate this Agreement on sixty (60)
calendar days prior written notice to the other

party.

7. Ownership of Data — Confidentiality
— Registry — 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
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skasajuci  suhlasi, ze kazdého Clena
personalu sktiSania, od ktorého sa v priebehu
klinického skuSania zbieraji osobné udaje
v rozsahu tejto zmluvy, bude informovat
o postupoch pouzivanych pri zaobchadzani

s osobnymi udajmi, ktoré st uvedené
v prilohe C.
6.4 Ak sa zisti, ze ktordkol'vek Cast’ tejto

zmluvy je vrozpore s platnymi pravnymi
predpismi, zmluvné strany suhlasia, ze
v dobrej viere prerokujii upravy ustanovenia
alebo ustanoveni, ktoré su vrozpore
s platnymi pravnymi predpismi. Ak sa
zmluvné strany nedokdzu dohodnut’ na
novych alebo upravenych podmienkach
potrebnych na uvedenie celej zmluvy do
suladu s pravnymi predpismi, ktorakol'vek
zmluvna strana moéze tato zmluvu
vypovedat’ pisomnou vypoved'ou
s vypovednou lehotou Sestdesiatich (60)
kalendarnych dni od dorucenia vypovede
druhej zmluvnej strane.

7. Vlastnictvo udajov — Zachovanie
mlcanlivosti — Registracia — Publikovanie

vysledkov

7.1 Vlastnictvo udajov

Vsetky  zédznamové  formulare
ucastnikov klinického skuSania a ostatné
udaje najmé vratane pisomného, tlaceného,
grafického,  obrazového  azvukového
materialu a informécie obsiahnuté
v akejkol'vek pocitacovej databaze alebo
v pocitacom Citatelnom formate, ktoré
vytvorila inStitacia, zodpovedny skuSajuci
alebo iny persondl zapojeny do klinického
sktiSania pocas vykonavania klinického
skusania (dalej len ,,0daje*) st vlastnictvom
spolo¢nosti Janssen alebo nou povereného
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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.

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
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zastupcu, ktora moze vyuzivat udaje
Iubovolnym sposobom, ktory uzna za
vhodny, vsulade splatnymi pravnymi
predpismi o ochrane osobnych udajov
a podmienkami tejto zmluvy. VSetky prace
chranené autorskymi pravami, vytvorené
v suvislosti s vykondvanim  klinického
sktiSania a obsiahnuté v udajoch (okrem
publikacii zodpovedného skuSajuceho podla
¢lanku 7.4) sa povazuju za ,,pracu vykonanu
za odmenu® v plnom rozsahu povolenom
zékonom asu vlastnictvom spolocnosti
Janssen alebo jej zastupcu, alebo v pripade
ak doktrina ,,prdca vykonand za odmenu*
neexistuje,neexistujem vsetky prava ako
napr. copyright st vyslovne a vylu¢ne
patriace spolo¢nosti Janssen alebo nim
urenej pravnickej osobe. InStiticia ani
zodpovedny skusajici nesmu udaje pouzit’
na Ziadne komeréné Ucely vratane podania
patentovej prihlasky alebo podania udajov
na podporu akejkol'vek nevybavenej alebo
budicej patentovej prihlasky, ¢i uz vo
vlastny prospech alebo v prospech ingj
ziskove] organizicie, vratane pouZivania
udajov na podporu vyskumu pre ziskovi
organizaciu alebo v spolupraci s fou.
Ustanovenia  tohto  odseku  zostanu
v platnosti aj po vypovedani alebo vyprSani
platnosti tejto zmluvy.

7.2 Zachovanie mléanlivosti

Vsetky informacie najmi vratane
informdcii o skiSanom produkte, protokole
alebo Cinnostiach spolo¢nosti Janssen a jej
pobociek, ako st napriklad ziadosti
o prideleniu  patentu, vzorce, vyrobné
postupy, zdkladné vedecké tudaje, udaje
z predchadzajuceho klinického vyskumu
a informacie o liekovej forme, ktoré
spolo¢nost’  Janssen alebo  klinicka
vyskumna organizdcia poskytla institdcii,
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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:

(1) Janssen Confidential
Information,
(i1) 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

(1i1) 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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zodpovednému skuSajucemu alebo inému
personalu podielajicemu sa na klinickom
skuSani, aktoré neboli v minulosti
publikované (d’alej len ,,doverné informacie
spolo¢nosti Janssen®), ako aj udaje sa
povazuju za doverné a zostavaju vyluénym
vlastnictvom spolo¢nosti Janssen alebo fiou
poveren¢ho zastupcu. Pocas platnosti tejto
zmluvy aj po jej uplynuti su institicia
a zodpovedny skusajuci povinni vynakladat’
primerané Usilie na to, aby zachovali

dovernost apouzivali len na ucely
predpokladané v tejto zmluve:
(1) déverné informacie

spolo¢nosti Janssen,

(i1) informdcie, o ktorych mozno
logicky predpokladat, Zze st doverné
a chranené vlastnickymi pravami
spoloCnosti  Janssen afou poverené¢ho
zastupcu a ktoré sa zverejnia
prostrednictvom alebo v zastupeni
spoloCnosti  Janssen  inStiticii  alebo
zodpovednému skusajucemu a
(ii1) udaje.

Predchéadzajuce zavazky sa
nevztahuji na  doverné  informacie

spolo€nosti Janssen, tdaje ani informaécie,
ktoré spadaju pod ¢lanok 7.2(i1):

a) ktor¢é sa zverejnili bez
zavinenia inStitacie alebo zodpovedného
skusajuceho,

b) ktorych  pouzitie  alebo
zverejnenie spolocnost’ Janssen pisomne
schvalila alebo

c) ktoré sa publikuji podla
¢lanku ,,Publikovanie vysledkov (clanok
7.4) tejto zmluvy.

Ustanovenia tohto odseku zostanu
v platnosti aj po vypovedani alebo vyprSani
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; (i1) required by the
ICMIE for studies intended to be published in
the international peer-reviewed literature
(http://www.icmje.org); or (iii) from company
sponsored trials of both investigational and
marketed medicines and products that are
adequately-designed and  well-controlled,
whether or not required by (i) or (ii) 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
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7.3.  Registracia

Pred spustenim zarad’ovania ma spolo¢nost’
Janssen pravo verejne zaregistrovat’ sthrny
protokolov a kontaktné udaje pracoviska
klinickych skusani, ktorych zadavatel'om je
spolocnost’, ktoré si zamerané na skusané aj
predavané lieky a ktoré spiiaji aspoi jedno
z nasledujucich  kritérii: (i) spolocnost’
Janssen alebo jedna z jej pobociek ich musi
zaregistrovat’ v sulade s platnymi pravnymi
predpismi, (ii) registraciu  pozaduje
Medzindrodny vybor redaktorov lekarskych
casopisov (International Committee of
Medical Journal Editors, ICMJE) v pripade
skasani, ktoré sa maju publikovat
v medzindrodnej oponentsky posudzovanej
literatare (http://www.icmje.org) alebo (iii)
su z primerane planovanych a dostato¢ne
kontrolovanych klinickych skusani
financovanych spolo¢nostou zameranych na
skasané aj registrované lieky a produkty,
bez ohladu na to, ¢i sa ich registracia
pozaduje podla vyssie uvedenych bodov (i)
alebo (i1). Registracia prebehne na webovej

strainke  Narodnej  kniZnice mediciny
Spojenych §tatov (United States National
Library of Medicine)

www.clinicaltrials.gov, ktora je zriadena na
tento ucel. Na uclely registracie mozno
okrem toho vyuzit' porovnatelné oficidlne
webové  stranky  awebové  stranky
spolo¢nosti Janssen a jej pobociek.

Kazdd osoba, ktord na webovej
stranke ~ www.clinicaltrials.gov ~ otvori
zoznam klinickych skuSani, méze vyplnit
online dotaznik na vstupné hodnotenie
vhodnosti potencialnych ucastnikov, ktory
je dostupny vdaka financnej podpore
spoloCnosti  Janssen. Za  ucastnikov
klinického skuSania, ktorych skriningové
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receive a report with the completed screen and
the Trial Subject's contact information.
Principal Investigator agrees to follow-up on
the report and to document such follow-up in
source records.

7.4.  Publication

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of 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.
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vySetrenie  vyhodnoti za  potencidlne
vhodnych v zemepisnej oblasti inStitacie
alebo zodpovedného skusajuceho, dostane
zodpovedny skusajici spravu s vyplnenym
skriningom a kontaktnymi Gdajmi na
ucastnika klinického sktiSania. Zodpovedny
skuasajuci suhlasi, ze nadviaze kontakt
sosobou  uvedenou  vtejto  sprave
a zdokumentuje takéto nadviazanie kontaktu
do zdrojovych zdznamov.

7.4. Publikovanie vysledkov

V suvislosti s akymikol'vek udajmi
alebo inymi informdciami vytvorenymi pri
poskytovani sluzieb podla tejto zmluvy
instituciou, zodpovednym sktsajiicim alebo
inym personalom podiel’ajucim sa na tomto
klinickom skuSani alebo vich mene, méa
spolocnost’ Janssen alebo iiou povereny
zastupca prednostné pravo zverejnit’ a/alebo
odprezentovat na  verejnosti  udaje
z klinického skusania, ¢i uz vo forme tustnej
prezentacie na kongrese, alebo
publikovanim, ato bez sthlasu institacie
alebo zodpovedného skusajuceho. Ak sa
nebude klinické skusanie publikovat
v oponentsky posudzovanej literatlire do
dvanastich (12) mesiacov od dokoncenia
klinického skuSania, spolo¢nost’ Janssen
alebo nou povereny zastupca ma navyse
pravo zverejnit vysledky z klinického
skiSania na webovej stranke vysledkov
z klinickych skuSani vo forme strué¢ného
sthrnu klinického skusania vo formate ICH-
E-3, ak to bude mozné. InStitacia
azodpovedny skuaSajici  maju  pravo
publikovat’ vysledky klinického skusania
a vSetky praktické skusenosti a informacie,
ktoré je potrebné uviest v akejkol'vek
publikécii vysledkov z klinického skusania
alebo ktoré su potrebné pre inych
odbornikov na overenie si tychto vysledkov
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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.

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
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z klinického sktsania. Institacia
a zodpovedny skusajici v publikacii uveda
vyhlasenie, Ze vytvaranie udajov Ciastocne
podporila spolo¢nost’ Janssen alebo fiou
povereny zastupca.

Ak je niektoré klinické skuSanie
sucastou  multicentrického  klinického
sku$ania, inStiticia a zodpovedny skusajuci
takéhoto  klinického skuSania nesmu
publikovat’ t1daje odvodené =z jedného
pracoviska klinického skuSania, kym sa
spojené vysledky z dokonceného klinického
skasania nebudu publikovat’ v spolocnej
multicentrickej ~ publikdcii  vysledkov
z klinického sktSania. Ak sa vSak takato
multicentrickd publikdcia nepredlozi do
osemnastich (18) mesiacov od ukoncenia,
zrusenia alebo  zastavenia  klinického
skasania na vSetkych pracoviskach alebo
potom, ako spolo¢nost’ Janssen potvrdi, Ze
sa z klinického skdsania neuverejni ziadna
multicentrickd publikacia, inStitucia alebo
zodpovedny skuSajici moézu publikovat’
vysledky z daného pracoviska klinického

skasania individudlne, v stlade s tymto
¢lankom.
Ak maju inStitucia alebo

zodpovedny skusajuci zaujem publikovat
informacie z klinického skaSania, musia

spoloCnosti  Janssen  predlozit  kopiu
rukopisu  na  preskimanie = najmenej
Sestdesiat (60) kalendarnych dni pred

odovzdanim publikécie od tlace alebo pred
jej prezentaciou. Spolo¢nost’ Janssen,
inStiticia  a zodpovedny  skuSajuci na
poziadanie zabezpecia urychlené posudenie
abstraktov, plagatovych prezentacii alebo
inych materidlov. Bez ohladu na vysSie
uvedené sa ziadna pisomnost, ktora
obsahuje doverné informdacie spolo¢nosti

Zmluva o klinickom skasani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Branislav Motovsky PhD
C. protokolu: 42847922MDD3005

Strana 28z 78



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.
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
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Janssen, nesmie odovzdat do tlace bez
predchadzajiceho  pisomného  sthlasu
spoloc¢nosti Janssen. Na zdklade pisomnej
ziadosti  inStitacia  alebo  zodpovedny
skusajtci zadrzia vydanie takejto publikacie
o dalsich maximélne Sestdesiat (60)
kalendarnych dni, aby umoznil podanie
patentovej prihlasky.

7.5 Institicia a zodpovedny skusSajuci
zaruCuju, zZe vsetci spoluskasajici a ostatny
personal, ktory sa podiela na klinickom
skusani, budi dodrziavat’ ustanovenia tohto
¢lanku.

8.  Patenty

Zmluvné strany uznavaji a beri na
vedomie, Ze vyndlezy atechnoldgie
spolo¢nosti Janssen alebo jej pobociek,
inStitucie  a zodpovedného skuSajtceho,
ktoré existuyji ku diiu nadobudnutia
ucinnosti tejto zmluvy, su ich prisluSnym
vlastnictvom anie su touto zmluvou
dotknuté. VSetky prava na akykol'vek objav
alebo vynalez, ¢i uz patentovatelny alebo
nie, vynajdeny alebo vynajdeny a zavedeny
do praxe ako vysledok prac vykonanych na
zaklade tejto zmluvy (d’alej len ,,vynalez*),
patria  spolo¢nosti Janssen alebo jej
Zastupcovi. Institacia a zodpovedny
skuSajuci okamzite odovzdaji spolocnosti
Janssen  kazdy  vyndlez.  InStiticia
azodpovedny skuSajuci suhlasia, ze
postiipia spolocnosti Janssen alebo jej
poverenému zastupcovi (a zabezpecia, aby
tak wurobili vSetci skuSajuci klinického
skuSania a ostatny persondl, ktory sa podiela
na klinickom sktSani) vyluéné a vyhradné
vlastnictvo vSetkych vynalezov. Spolo¢nost’
Janssen mé& pravo, nie vSak povinnost,
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with the Clinical Trial execute, all documents
necessary to transfer all right, title and interest
in and to any Invention to Janssen or its
designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such
Inventions made by its employees and/or
professors, as provided for under applicable
law, to permit Janssen or its designee to own
and use all such Inventions.

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

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

9. Compensation

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. The CRO undertakes to pay the part
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podat’ patentovu prihlasku, doméhat’ sa
a vynutit' si akykol'vek patent tykajici sa
kazdého vynalezu. Institacia a zodpovedny
sktsajuci podpisu a zabezpecia, aby aj ich
zamestnanci, vSetci skusSajuci klinického
sktiSania a ostatny personal podiel'ajuci sa
na klinickom sktSani podpisali vSetky
dokumenty potrebné na prevod vsetkych
prav, vlastnickych narokov a podielov na

akomkol'vek vyndleze na spolo¢nost
Janssen alebo jej =zastupcu. Zaroven
zodpovedaju  za  vykonanie vSetkych

takychto cCinnosti auhradenie vSetkych
platieb a odmien za vsSetky takého vynalezy,
ktoré vynasSli ich zamestnanci alebo
profesori, ako to stanovuju platné pravne
predpisy, aby spolo¢nost’ Janssen alebo fiou
povereny zastupca mohli vlastnit’ a pouzivat
takéto vynalezy.

Institacia zarucuje, Ze zodpovedny
skusajuci avSetky  ostatné osoby
poskytujuce sluzby podla tejto zmluvy st
zamestnancami alebo zastupcami inStitacie
ast povinni postupit inStitacii vSetky
vynalezy a objavy vynajdené v priebehu ich
pracovného pomeru alebo zastupovania, ¢i
uz pisomnou dohodou alebo podmienkami
ich pracovného pomeru.

Ustanovenia tohto ¢lanku zostanu
v platnosti aj po vypovedani alebo vyprSani
platnosti tejto zmluvy.

9. Odmena

9.1 Rozpocet a odmena, ktord sa ma
zaplatit' za klinické skuSanie, su uvedené
v prilohe B. Platba bude splatnd a uhradena
v sulade s harmonogramom platieb
uvedenym v prilohe B. CRO sa zavizuje
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of the remuneration belonging to the
Institution separately to the bank account of the
Institution and the part of the remuneration
belonging to the Principal Investigator
separately to the bank account of the Principal
Investigator

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.
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uhradit’ ¢ast’ odmeny prisluchajucu instittcii
osobitne na bankovy ucet institicie a ¢ast’
odmeny  prisluchajicu  zodpovednému
skuSajicemu osobitne na bankovy ucet
zodpovedného skusajuceho.

9.2  Zmluvné strany potvrdzuji
a suhlasia, Ze odmena apodpora, ktoru
klinickd vyskumna organizacia poskytuje
a su uskutocnované spolo¢nostou DrugDev
na zédklade poverenia CRO, institucii alebo
zodpovednému sktSajicemu na zaklade
tejto zmluvy, predstavuje spravodliva
trhovi hodnotu za vyskumné sluzby
poskytnuté institiciou alebo zodpovednym
skuSajicim, ze bola dohodnutd za obvyklych
trhovych podmienok aZe nebola urcend
sposobom, ktory berie do uvahy objem c¢i
hodnotu akychkol'vek odporucani alebo
inych zékaziek inak vytvorenych medzi
spolo¢nostou Janssen, jej pobockami
a inStituciou alebo zodpovednym
skusajucim. Ni¢ z toho, ¢o je uvedené v tejto
zmluve, sa vziadnom pripade nema
povazovat’ za zavdzok ani ovplyvilovanie
inStitacie alebo zodpovedného skusajiceho,
aby akejkol'vek fyzickej alebo pravnicke;j
osobe odporucali, aby si kupila vyrobky
spolo¢nosti Janssen alebo vyrobky subjektu
pridruZeného k spolo¢nosti Janssen.

9.3 Institacia ani zodpovedny skusajuci
nebudu Ziadnej tretej osobe uctovat’ ziadny
skasany produkt, iné predmety ¢i sluzby
poskytnuté spolo¢nostou Janssen alebo
klinickou vyskumnou organizaciou, bud
priamo alebo uskutoénené spolocnost’ou
DrugDev na ziklade poverenia CRO,
v stvislosti s klinickym  skuSanim, ani
ziadne sluzby poskytnuté ucastnikom
klinického sktiSania v stvislosti s klinickym
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9.4 Institution and Principal Investigator will
invoice their services under this Agreement
exclusively as set out in Exhibit B.

10. Indemnification

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.
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skuSanim, ktoré sa hradené v ramci

klinického sku$ania.

9.4 Institacia a hlavny sktsajuci budi svoje
sluzby podla tejto zmluvy fakturovat
vyhradne podla podmienok uvedenych v
Prilohe B.

10. Odskodnenie

10.1  Spolo¢nost’ Janssen ochrani,
odskodni a zbavi zodpovednosti institiciu,
jej splnomocnencov, funkciondrov,
zastupcov a zamestnancov (vratane
zodpovedného skasajuceho
a spoluskusajucich) za vSetky pripadné
straty, naklady, vydavky, zavézky,
pohladavky, zaloby a sSkody, ktoré¢ by

vznikli z dovodu urazu ucastnika klinického
skiSania priamo sposobeného pouzitim
skuSaného produktu v sulade s protokolom
v priebehu klinického sktiSania.

10.2 Povinnost  spolo¢nosti  Janssen
uvedend vyssie v ¢lanku 10.1 sa neuplatni
a spolo¢nost’ Janssen neponesie Ziadnu
zodpovednost’ za odSkodnenie ani vydavky,
ale prave naopak, inStitlicia ochrani,
odskodni a zbavi zodpovednosti spolo¢nost’
Janssen za Zzaloby ¢i naroky, ktoré by
akymkol'vek sposobom wvznikli alebo boli
sposobené Umyselnym, l'ahkomyselnym
alebo nedbanlivym konanim, opomenutim
¢1  zanedbanim odbornej starostlivosti
inStituciou alebo ktorymkol'vek z jeho
splnomocnencov, funkcionarov, zastupcov
¢1 zamestnancov (vratane zodpovedného
skuasajuceho  a spoluskusajucich), alebo
ktoré by vznikli alebo boli zapri¢inené ich
konanim v rozpore s ustanoveniami tejto
zmluvy alebo protokolom alebo pisomnymi
odporucaniami a pokynmi klinickej
vyskumnej organizéacie alebo spolo¢nosti
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10.3 The obligation of the indemnifying
party hereunder shall apply only if the other
party provides prompt notification upon
receipt of notice of any claim or suit, permits
the indemnifying party and its attorneys and
personnel to handle and control the defense of
such claims or suits, including pretrial, trial or
settlement, and the indemnified party fully
cooperates and assists in such defense,
provided that the indemnifying party shall not
be relieved of its obligations hereunder if the
indemnified party’s failure to notify the
indemnifying party does not prejudice the
defense of such claim. The indemnified party
further agrees that it will not settle or
compromise any such claim or suit without
the prior written consent of the indemnifying

party.

10.4 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
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Janssen v stvislosti s pouzivanim
skiSaného produktu, alebo v rozpore
s akymikol'vek  platnymi zakonnymi

a regulaCnymi poziadavkami.

10.3  Povinnost odSkodnujucej zmluvnej
strany podla tohto ¢lanku plati len vtedy, ak
odskodnend zmluvna strana bezodkladne po
prijati oznamenia o akomkol'vek naroku
alebo sudnom konani doru¢i ozndmenie
odskodnujucej zmluvnej strane, povoli
odskodnujucej zmluvnej strane, jej pravnym
zastupcom ajej zamestnancom, aby
zabezpecili ariadili obranu proti takymto
narokom alebo obhajobu v stdnych
konaniach vratane ,,predsidneho* konania,
suidneho konania alebo zmieru aak
odskodnena strana v plnom rozsahu
spolupracuje a poméha pri takejto obhajobe,
za predpokladu, Ze odSkodnujica strana
nebude oslobodenda od svojich zavidzkov
vyplyvajicich z tejto  zmluvy, ak
neinformovanie  odsSkodnujicej  strany
odSkodiiovanou stranou neovplyvni
obhajobu takéhoto naroku. OdSkodnena
zmluvnd strana d’alej sthlasi, Ze bez
predchadzajicecho  pisomného  sthlasu
odSkodiiujucej zmluvnej strany nevyrovna
ziaden narok ani Zalobu ani neurobi
kompromis v stvislosti so  Ziadnym
z takychto narokov ¢i sudnych sporov.

10.4 CRO tymto vyslovne odmieta
akukol'vek zodpovednost’ voci
zdravotnickemu zariadeniu a

zodpovednému skusajucemu v suvislosti so
skasanym liekom, vratane zodpovednosti za
vznesené naroky na ndhradu Skody, ktord
vznikne na zéklade zdravotného problému
sposobené¢ho alebo udajne spdésobeného
akymkol'vek postupom skuSania spojenym
s takymto liekom, okrem rozsahu, v ktorom
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misconduct or breach of this Agreement
by CRO.

10.5 CRO shall not be responsible to the
Institution or Principal Investigator for
any lost profits, lost opportunities, or
other consequential damages, nor shall
Institution 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 liability of any party for death
or personal injury caused by the
negligence of such party.

11. Insurance

11.1 Institution and Principal Investigator
shall secure and maintain in full force and
effect through the performance of the Clinical
Trial (and following termination of the Clinical
Trial to cover any claims arising from the
Clinical Trial) insurance coverage for:
(1) medical professional and/or
medical malpractice liability; and

(11) 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
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by takéato zodpovednost’ bola oddvodnena
zanedbanim, umyselne nespravnym
konanim alebo porusenim tejto zmluvy zo
strany CRO.

CRO neruci zdravotnickemu zariadeniu ani
zodpovednému skusajicemu za ziadny usly
zisk, stratu prilezitosti ani iné nasledné
Skody a zdravotnicke zariadenie ani
zodpovedny skusajici neruc¢ia CRO za
ziadny usly zisk, stratu prilezitosti ani iné
nasledné Skody vzniknuté na zéklade tejto
zmluvy.

Ni€ tu uvedené, nema za ciel’ vylucit’ alebo
obmedzit’ akukol'vek zodpovednost’
zmluvnych strdn za smrt’ alebo zranenie
sposobené nedbanlivostou tejto zmluvnej
strany.

11. Poistenie

11.1  Pocas realizécie klinického skusania
(aaj po ukonceni klinického skuSania na
pokrytie vSetkych narokov vyplyvajucich
z klinického  skuSania) si inStitacia
a zodpovedny skuSajici zabezpecia a budu
udrziavat’ v plnom rozsahu platné a uc¢inné
poistné krytie za:

(1) zodpovednost’ za zanedbanie
odbornej a/alebo lekarskej starostlivosti a
(11) vSeobecnu zodpovednost'.

11.2  Pocas realizécie klinického skuSania
(aaj po ukonceni klinického sktSania na
pokrytie vSetkych narokov vyplyvajicich
z klinického skusania) si spolocnost’ Janssen
zabezpeci a bude udrziavat’ v plnom rozsahu
platné a ucinné poistné krytie potrebné pre
klinické skuSanie alebo inak poZadované
platnymi pravnymi predpismi, v sumdach
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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.

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

Pl Name: Branislav Motovsky MD, PhD

Protocol #: 42847922MDD3005

Page 35 of 78

zodpovedajucich podnikatel'skej ¢innosti
spoloCnosti Janssen a v sulade s platnymi
zakonnymi a regulaénymi poziadavkami.

11.3 Kazdd zmluvnd strana, ktora je
povinnd mat’ podla tejto zmluvy uzavreté
poistenie, sa zavizuje poskytnut’ druhej
zmluvne] strane na zaklade jej Zziadosti
potvrdenie 0 poisteni preukazujuce
pozadované poistné krytie.

12. Zverejnenie finanénvch informacii
— Konflikt zaujmov — Vylucenie

12.1 InStitGcia a zodpovedny skusajici
suhlasia, ze klinickej vyskumnej organizacii
alebo spoloc¢nosti Janssen poskytnu vsetky
informdcie potrebné na splnenie vsetkych
poziadaviek na zverejnenie nariadenych
niektorym z kompetentnych zdravotnickych
organov (vratane amerického Uradu pre
kontrolu potravin alieiv v prisluSnych
pripadoch), prisluSnou obchodnou
asociaciou ¢i podobnym organom, alebo
nariadenych inymi platnymi narodnymi ¢i
miestnymi pravnymi predpismi, vratane
vSetkych informacii, ktor¢ sa musia
zverejnit v stvislosti s akymkol'vek
finanénym vztahom medzi spolo¢nost'ou
Janssen, jej pobockami a zastupcami
skupiny spolo¢nosti Johnson & Johnson na
jednej strane a inStitaciou, zodpovednym
skusajucim, akymkol'vek spoluskiSajicim
zapojenym do klinického skuSania alebo
akymkol'vek nym zastupcom ¢i
zamestnancom inStitacie alebo
zodpovedného sktisajuceho na strane druhej.
Tato poziadavka na zverejnenie udajov si
mdZe vyzadovat zverejnenie informacii,
ktoré sa tykaji najbliz§ich rodinnych
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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:
(1) is not debarred by a competent
health authority (including, if applicable, the
US FDA); and

(i1) has not been sentenced for
malpractice related to the conduct of clinical
trials.

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

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

(11) has been sentenced for
malpractice related to the conduct of clinical
trials.
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prislusnikov 0s6b podielajucich sa na
klinickom sktSani.

12.2 InStitdcia a zodpovedny skusajuci
potvrdzujt, ze medzi zmluvnymi stranami
neexistuje ziadny konflikt zaujmov, ktory by
branil  alebo  ovplyviioval  konanie
zodpovedného skusajuceho v stlade s touto
zmluvou, apotvrdzuju, ze ich konanie
v sulade s touto zmluvou neporuSuje ziadne
iné¢ dohody s tretimi osobami. InStitucia

a zodpovedny skasajaci okamzite
upovedomia klinicka vyskumnu
organizaciu, ak pocas realizacie tejto

zmluvy nastane konflikt zdujmov.

12.3  Zodpovedny skusSajici potvrdzuje,
ze:

(1) nie je vyluceny
kompetentnym zdravotnickym organom

(vratane amerického Uradu pre kontrolu
potravin a lieciv) a

(i1) nebol odsudeny za
zanedbanie odborne;j starostlivosti
v suvislosti s vykondvanim  klinickych
skuSani.

Institicia  (a v pripade  aplikovatel'nosti
zodpovedny skasajaci) nezamestna,
zmluvne nezaviaz ani si  neponechd

v zmluvnom vzt'ahu Ziadnu osobu, ktord by
priamo alebo nepriamo poskytovala sluzby
na zaklade tejto zmluvy, ak takato osoba:

(1) je vylucena kompetentnym
zdravotnickym organom (vratane
amerického Uradu pre kontrolu potravin
a lieCiv) a

(11) bola odstidena za zanedbanie
odbornej starostlivosti v suvislosti
s vykonavanim klinickych skaSani.
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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.

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,
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InStiticia  a zodpovedny skusSajuci do
desiatich (10) kalendarnych dni od prijatia
pisomnej ziadosti klinickej vyskumne;j
organizacie vystavia pisomné potvrdenie
o tom, ze konaju v sulade s vyssie uvedenou
povinnostou. Toto potvrdenie sa pocas
trvania platnosti zmluvy bude povazovat za
dlhodobé vyhlasenie a zaruku a inStiticia
azodpovedny  skuSajuci  bezodkladne
upozornia klinickii vyskumnll organizaciu
na kazdu zmenu stavu takéhoto vyhlasenia
a zaruky ustanovenych v tomto ¢lanku.

13. Nezavisly dodavatel’

Institacia a zodpovedny skusajuci
konajii ako nezavisli dodéavatelia podla
tejto zmluvy anie st zamestnancami ani
zastupcami klinickej vyskumnej organizacie
ani spolo¢nosti Janssen.

14. Propagicia

Ziadna zo zmluvnych stran nesmie
pouzit meno druhej zmluvnej strany alebo
akejkol'vek pobocky na propagacné ucely
bez predchadzajuceho pisomného sthlasu
zmluvnej strany, ktorej meno sa ma pouZit'.
Rovnako nesmie Ziadna zmluvnd strana
zverejnit’ informdcie o existencii ¢i obsahu
tejto zmluvy s vynimkou pripadov, ak to
vyZaduje zakon.
15.  Oznamenia
Vsetky oznamenia posielané na
zéklade tejto zmluvy sa musia odosielat’
postou prvou triedou, faxom alebo dorucit’
osobne, s predplatenym poStovnym, na
nasledujuce adresy:

Adresat: IQVIARDS Slovakia
S.I.0.
Zmluva o klinickom skasani medzi klinickou vyskumnou
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831 04 Bratislava,
Slovak Republic

And:
IQVIA RDS Inc.
Global
Department
100 IMS Drive
Parsippany, NJ 075054
U.S.A.
Attention:
Counsel
Email:
officeofgeneralcounsel

(@igvia.com

Legal

General

TO: Janssen Pharmaceutica NV

Turnhoutsweg 30, 2340 Beerse, Belgium
Study

Attention: Sofie Mesens,

Responsible Scientist

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

6689

To Institution: Fakultna nemocnica Trencin
Psychiatricka klinika
Legionarska 28
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Vajnorska  100/B, 83104 Bratislava,
Slovenska republika
A: IQVIA RDS Inc.
Global Legal
Department
100 IMS Drive
Parsippany, NJ
075054
U.S.A.
Attention:  General
Counsel
Email:
officeofgeneralcouns
el@igvia.com
Adresat: Janssen Pharmaceutica NV

Turnhoutsweg 30, 2340 Beerse, Belgium

Attention:
Responsible Scientist

Sofie Mesens, Study

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 inStitaciu:
Fakultna nemocnica Trencin
Psychiatricka klinika
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911 71 Trencin, Slovak Republic

To Investigator: Branislav Motovsky, MD,
PhD, Fakultna nemocnica Trencin
Psychiatricka klinika, Legionarska 28

911 71 Trencin, 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. Neither Institution
nor Principal Investigator shall assign its rights
or duties under this Agreement to another
without prior written consent of CRO and
Janssen. Any assignment in violation of this
Section 16 will be null and void. Subject to the
foregoing, this Agreement shall bind and inure
to the benefit of the respective parties and their
successors and assigns.

17. Miscellaneous

17.1 This Agreement may not be altered,
amended or modified except by written
document signed by the parties.
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Legionarska 28, 911 71 Trencin
Slovenska republika

Pre  Skusajaceho: MUDr. Branislav
Motovsky, PhD., Fakultnd nemocnica
Trencin, Psychiatricka klinika, Legionarska
28,911 71 Trencin, Slovenska republika

16. Postupenie

Klinickd vyskumna organizacia aj
spolo¢nost’ Janssen maji pravo postupit
tuto zmluvu svojim pobockam a spolocnost’
Janssen smie tuto zmluvu navyse postupit’
akejkol'vek tretej strane. V pripade takéhoto
postipenia vynalozi podla situacie klinicka
vyskumna organizdcia alebo spolocnost’
Janssen primerané usilie na to, aby o tom
vopred pisomne informovala inStitaciu.
Institicia ani zodpovedny skusajiici nesmu
postipit’ svoje prava ani povinnosti
vyplyvajice ztejto zmluvy inym osobam
bez predchadzajliceho pisomného suhlasu
klinickej ~ vyskumnej  organizicie a
spolo¢nosti Janssen. Akékol'vek postupenie
v rozpore s tymto ¢lankom 16 bude zruSené
aneplatné. Pri splneni vysSie uvedenych
podmienok je tdto zmluva zaviazna a u¢inna
v prospech prislusnych zmluvnych stran
a ich pravnych nastupcov a postupnikov.

17. RoOzne ustanovenia

17.1 Tato zmluva sa mdze menit, dopliiat
¢i upravovat len na zéklade pisomnych

dokumentov  podpisanych  zmluvnymi
stranami.
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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. The
Agreement is executed in 4 counterparts.

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  The following provisions and any other

term or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.6,5,6,7,8,10,11,12, 14, 16 and 17.
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17.2 Ak je ktorékol'vek ustanovenie tejto
zmluvy Vv rozpore s akymkol'vek
ustanovenim  protokolu, protokol ma
prednost’ v zalezitostiach mediciny, vedy
a vykonavania klinického sktsania.
V pripade akychkol'vek inych rozporov
maju prednost’ ustanovenia tejto zmluvy.

17.3 Ak je akékol'vek  ustanovenie
ktorejkol'vek prilohy V rozpore
s ktorymkol'vek z ustanoveni tejto zmluvy,
podmienky prilohy maju prednost’.

17.4 InStiticia a zodpovedny skusSajuci
rozumeju a suhlasia s tym, ze klinickd
vyskumna  organizécia tito  zmluvu
podpisuje vo vlastnom mene ako zmluvna
strana prijimajica sluzby v ramci tejto
zmluvy, a navySe ju tiez samostatne
podpisuje v mene a v prospech spolo¢nosti

Janssen. Zmluva je vyhotovenda v 4
rovnopisoch.
17.5 Ak sa ktordkol'vek cast’ tejto zmluvy

stane nevymahatel'nou, zvy$na €ast’ zmluvy
zostane platna.

17.6 Tato zmluva predstavuje tUplna
dohodu medzi zmluvnymi stranami s
ohl'adom na jej predmet. Vyslovne nahradza
vSetky predchadzajlice alebo subezné Ustne
¢1 pisomné vyhlasenia alebo dohody.
Prilohy tvoria neoddelitelna stcast’ tejto
zmluvy.

17.7 Nasledujuce ustanovenia a vSetky
ostatné podmienky, ktoré sii povahou jasne
urcené na to, aby platili aj po vypovedani
alebo skonceni platnosti tejto zmluvy, buda
platit’ aj po vypovedani ¢i skonceni platnosti
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18. Controlling L.aw

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 WHEREQOF, the parties hereto
have caused this Agreement to be executed by
their duly authorized representatives as of the
date of last signature below.

IQVIA RDS Slovakia, s.r.o.

Signature

Date

[insert name]
[Title/Department]
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tejto zmluvy: 1.6, 5, 6, 7, 8, 10, 11, 12, 14,
16al7.

18. Rozhodné pravo

V pripade akéhokol'vek 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 avykladd podla prava
Slovenskej republiky bez ohl'adu na kolizne
ustanovenia. Zmluvné strany sthlasia
s vyhradnou jurisdikciou kompetentnych
sudov pri rieSeni vSetkych sporoch medzi
zmluvnymi stranami, ktoré nie st zmluvné
strany schopné urovnat’ mimosudne.

NA DOKAZ TOHO zmluvné strany
podpisali tito zmluvu prostrednictvom
svojich riadne splnomocnenych zastupcov.

IQVIA RDS Slovakia s.r.o.

Podpis

Datum

[uved’te meno]
[funkcia/oddelenie]
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IQVIA RDS Slovakia, s.r.o.
On behalf of Janssen Pharmaceutica NV

Signature

Date

[insert name]

[Title/Department]

Fakultna nemocnica Trencin

Signature

Date

Ing. Tomas Janik, MBA

[ Title/Department]

Branislav Motovsky MD, PhD

Signature

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

Podpis

Datum

[uved’te meno]

[titul/oddelenie]

Fakultna nemocnica Trend¢in

Podpis

Datum

Ing. Tomas Janik, MBA

[titul/oddelenie]

MUDr. Branislav Mot’ovsky, PhD

Podpis

Datum

Zmluva o klinickom skasani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Branislav Motovsky PhD
C. protokolu: 42847922MDD3005

Strana42z78



Exhibits:

Exhibit A — Protocol and its subsequent
amendments

Exhibit B — Financial Provisions including
Materials and Equipment

Exhibit C — Personal Information
concerning Principal Investigator and any
Investigational Staff

EXHIBIT A — Protocol and its subsequent

Prilohy:

Priloha A — Protokol ajeho nasledné
dodatky

Priloha B — Ustanovenia s finanénymi
podmienkami vratane materialov

a vybavenia

Priloha C — Osobné udaje tykajuce sa
zodpovedného skusajuceho
a ktoréhokol’vek ¢lena personalu skiSania

PRILOHA A — Protokol a jeho nasledné

amendments
EXHIBIT B — Financial Provisions

dod’atky
PRILOHA B — Ustanovenia s finanénvmi

including Materials and Equipment

Budget & Payment Schedule

Protocol No. 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”

(1)

The_“Per-Subject Fee” represents all

podmienkami vratane materialov
a vybavenia

Rozpocet a platobna schéma

Protokol ¢. 42847922MDD3005: Dvojito
zaslepené, randomizované skusanie v
subeznych skupinach s kvetiapinom s

prediZenym uvol'iiovanim ako
komparatorom na vyhodnotenie u¢innosti
a bezpecnosti seltorexantu 20 mg ako
adjuvantnej lieCby k antidepresivam u
dospelych a starSich pacientov s vel’kou
depresivnou poruchou s priznakmi
nespavosti, ktori nedostato¢ne odpovedali
na antidepresivnu liecbu

1) ~Platba za jeden subjekt®

zahfma

fixed and variable costs associated with the
Study, excluding those items specified in
Section 3 (Site Costs) and Section 4 (Other
Compensation) below, provided that all visits
described in Section 2 are completed. The Per-
Subject Fee for this Study is: €

Zmluva o

vSetky pevné a variabilné ndklady spojené so
skiSanim, s vynimkou poloziek uvedenych
niz§ie v c¢lanku 3 (Néklady pracoviska
skGi§ania) a ¢&lanku 4 (DalSie uhrady), za
predpokladu, Ze sa vykonaju vSetky navstevy
opisané v ¢lanku 2. Platba za jeden subjekt pre
toto skusanie je: €

klinickom  skudsani medzi  klinickou vyskumnou
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2) Payment Milestone Table(s):

Milestone payments in the below table(s)
represent fair market value for performance of
research services detailed in the Schedule of
Activities of the Protocol Amendment dated 12
June 2020 provided herein by reference in
Exhibit A. Parties agree in the event
subsequent protocol amendments result in a
material change to the research services,
compensation will be adjusted to reflect the new
fair market value of the research services
through a written amendment signed by all
parties hereto.

2) Tabul’ky splatnych vykonov:

Splatné vykony v nasledujucich tabul'kach
predstavuju  primeranu trhovii hodnotu za
vykonanie vyskumnych sluzieb podrobne
uvedenych v c¢asti Rozvrh ¢innosti v dodatku
protokolu zo dna 12. jina 2020, ktory je
neoddelitelnou sucastou tejto zmluvy ako jej
Priloha A. Zmluvné strany sa dohodli, ze ak
nasledujuice dodatky protokolu povedu k
podstatnej zmene vo vyskumnych sluzbach,
uhrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych sluZzieb,
na zaklade pisomného dodatku podpisaného

vSetkymi stranami tejto zmluvy.

Visit Amount — | Visit Amount — Subject %
- | Ty . . 1 Amount |
MILESTONES / Study Team / Institution / Stipend / Celkova suma
—_— e Suma za Suma za . .
VYKONY . , - Prispevok pre za navstevu
navstevu — tim navstevu — .
VY C o o subjekt
skusania institucia
Screening (-30 to -9) /
Vstupna navsteva (-30. az -9. 260 €
der)
Screening (-5 to -2) / 7€
Vstupna navsteva (-5. az -2. den)

dodavatel'om.

Visits below may be conducted On-site, via Home Visit or Virtual contact

Home Visits below include Principal Investigator and Study Coordinator fees for oversight
of and coordination with Third Party Vendor. /
NavStevy uvedené nizSie sa m6Zzu vykonavat’ na pracovisku skuSania, prostrednictvom
domicej navstevy alebo formou virtuilneho kontaktu.
Domace navstevy uvedené nizSie zahfiiaju platby zodpovednému skuSajicemu a
koordinatorovi skuSania za dohl'ad nad externym dodavatelom a koordinaciu s externym

Visit 3 options / MoZnosti 3. navstevy

Visit 3 (On-site)/
3. navSteva (na pracovisku
skiiSania)

205 €
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Visit Amount — | Visit Amount — Subiect %
MILESTONES / biudy Leare s wliniion s Stipend/ | Celkovd suma
S Suma za Suma za . .
VYKONY - . . Prispevok pre Za navStevu
navstevu — tim navstevu — .
e o o subjekt
skusania institucia
Site:/ Site:/Pracovisk
Visit 3 (Home visit)*/ kPirvatco'w.sko€ N/A 0 skuéama:
3. nav§teva (domaca navsteva)* sxuSania. N/A
’ Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel: €
3. navsteva (virtualny kontakt) N/A N/A
Visit 4 (Telephone)/
4. navSteva (telefonat) 12¢€ N/A
Visit 5 (Telephone)/
5. navSteva (telefonat) 12¢€ N/A
Visit 6 options/ MoZnosti 6. navstevy
Visit 6 (On-site)/
6. navsteva (na pracovisku 138 €
skusania)
Site:/ Site:/Pracovisk
Visit 6 (Home visit)*/ kPirvaco‘V1.sl<o€ N/A . 0 skuéanla:
6. navsteva (domaca navSteva)* Sxusalia: N
’ Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel’: €
Visit 6 (Virtual contact)/
6. navsteva (virtualny kontakt) N/A N/A
Visit 7 options / MoZnosti 7. navstevy
Visit 7 (On-site)/
7. navsteva (na pracovisku 132 €
skiiSania)
Site:/ Site:/Pracovisk
Visit 7 (Home visit)*/ kPirvaco‘w.sko€ N/A o skusania:
7. navsteva (domaca navSteva)* sxusania. N/A €
’ Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel’: €
Visit 7 (Virtual contact)/
7. navsteva (virtualny kontakt) N/A N/A
Visit 8 options / MoZnosti 8. navstevy
Visit 8 (On-site)/ 186 €
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Visit Amount — | Visit Amount — Subiect %
MILESTONES / Study Team/ | Institution / Stipend/ | Celkov suma
> Suma za Suma za . e
VYKONY - . . Prispevok pre Za navStevu
navstevu — tim navstevu — .
e o o subjekt
skusSania inStitucia
8. navsteva (na pracovisku
usania)
Site:/ Site:/Pracovisk
Visit 8 (Home visit)*/ kPirvaco‘Vlisko€ N/A o skusSania:
8. naviteva (domaca navSteva)* SXToame. NA €
) Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel’: €
Visit 8 (Virtual contact)/
8. navsteva (virtualny kontakt) N/A N/A
Visit 9 options / MoZnosti 9. navstevy
Visit 9 (On-site) /
9. navsteva (na pracovisku 150 €
skusania)
Site:/ Site:/Pracovisk
P isk A iSania:
Visit 9 (Home visit)*/ k’rva CO.VI_S © € N/ A ° skuéama
9. navsteva (domaca navsteva)* Sxusania. N
) Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel’: €
Visit 9 (Virtual contact)/
9. navsteva (virtualny kontakt) N/A N/A
Visit 10 options / MoZnosti 10. navstevy
Visit 10 (On-site) /
10. navsteva (na pracovisku 189 €
skiiSania)
Site:/ Site:/Pracovisk
Visit 10 (Home visit)*/ kPirvaco‘w'sko€ N/A N o skusania:
10. navsteva (domaca navSteva)* skusania. N/ €
Vendor:/Dodav N/A Vendor:/Doda
atel: EUR vatel’: €
Visit 10 (Virtual contact)/
10. navsteva (virtualny kontakt) N/A N/A
Visit 11 options / MoZnosti 11. navstevy
Visit 11 (On-site) /
11. navsteva (na pracovisku 138
skusania)
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Visit Amount —

Visit Amount —

Total Visit

o, Le Subject Amount /
Study leam/ Institution / 3 -
MILESTONES / Sudy Leam; | Lostitution | Stipend/ | Celkovd suma
e Suma za Suma za . .
VYKONY - . . Prispevok pre Za navStevu
navstevu — tim navstevu — .
e o o subjekt
skusania institucia
S1te:'/ Site:/Pracovisk
Pracovisko N/A o skusania:
Visit 11 (Home visit)*/ sktsania: N/A € )
11. navsteva (domaca navSteva)* €
Vendor:/Dodav N/A Vendor:/Doda
atel: € vatel: €
Visit 11 (Virtual contact)/
11. navSteva (virtualny kontakt) N/A N/A
Visit 12 options / MoZnosti 12. navstevy
Visit 12 (On-site) /
12. navsteva (na pracovisku 134 €
skusania)
S1te:./ Site:/Pracovisk
Pracovisko N/A o skusania:
Visit 12 (Home visit)*/ skusania: N/A € )
12. navSteva (domaca navSteva)* €
Vendor:/Dodav N/A Vendor:/Doda
atel: € vatel’: €
Visit 12 (Virtual contact)/ N/A N/A

12. navsteva (virtualny kontakt)

Visit 13 (End of Phase/EW) options /MoZnosti 13. navstevy (koniec fazy/PU)

Visit 13 (End of Phase/EW)
(On-site)/

13. navsteva (koniec fazy/PU) 212¢€
(na pracovisku skiSania)
Site:/ . .
Visit 13 (End of Phase/EW) Pracovisko Slte./P’l;aCO.VlSk
.. I N/A o skuSania:
(Home visit)*/ skusania: N/A EUR
13. navsteva (koniec fazy/PU) €
(domaca navsteva)* Vendor:/Dodav Vendor:/Doda
, N/A
atel: € vatel’: €
Visit 13 (End of Phase/EW)
(Virtual contact)/
13. navsteva (koniec fazy/PU) N/A N/A
(virtualny kontakt)
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Visit Amount —

Visit Amount —

Total Visit

o, Le Subject Amount /
Study leam/ institution / . .
MILESTONES / St‘;‘lmze;‘;“ L I“;;‘;‘:‘;’: d Stipend/ | Celkovd suma
VYKONY (v , . Prispevok pre Za navstevu
navstevu — tim navstevu — subiekt
skuSania inStitacia J
Visit 14 (Telephone)/ 1€ N/A

14. navsteva (telefonat)

Visit 15 Follow-up Visit options / MoZnosti 15. ndvste

vy — kontrolnej nd

v§tevy

Visit 15 Follow-up Visit (On-
site) /

15. navSteva — kontrolna 143 €
navSteva (na pracovisku
skusania)
Site:/ . .
Visit 15 Follow-up Visit (Home Pracovisko Slte'/P,llaC().VISk
.. e N/A o skusania:
visit)*/ sktSania: N/A EUR
15. navSteva — kontrolna €
navsteva (domaca navsteva)* Vendor:/Dodav Vendor:/Doda
) N/A
atel: € vatel: €
Visit 15 Follow-up Visit (Virtual
contact)/ N/A N/A

15. navSteva — kontrolna
navsteva (virtuilny kontakt)

Additional FU fo
skusSaného lieku

r EW of study drug options / MoZnosti d’al§ej KN pre PU uZivania

Additional FU for EW of study
drug
(On-site)
(Every 4 weeks until Day 196)/

DalSia KN pre PU uZivania 127¢€ 7€
skusSaného lieku
(na pracovisku skiiSania)
(kazdé 4 tyzdne do 196. dia)
Additional FU for EW of study Slte:./ Site:/Pracovisk
drug Pracovisko i s
- o N/A o skuSania:
(Home visit)* sktsania: EUR
(Every 4 weeks until Day 196)/ € N/A
Dalsia Kltl pre PI{ tzivania Vendor:/Dodav Vendor:/Doda
skuSaného lieku .. N/A ,
. . % atel: € vatel: €
(domaca navSteva)
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MILESTONES /
VYKONY

Visit Amount —
Study Team /
Suma za
navstevu — tim
skuSania

Visit Amount —
Institution /
Suma za
navstevu —
inStitacia

Subject

Stipend /
Prispevok pre
subjekt

Total Visit
Amount /
Celkova suma
Za navstevu

(kazdé 4 tyzdne do 196. dia)

Additional FU for EW of study
drug
(Virtual contact)

(Every 4 weeks until Day 196)/
DalSia KN pre PU uZivania
skiSaného lieku
(virtualny kontakt)
(kazdé 4 tyzdne do 196. dia)

N/A N/A

Estimated Per-Subject Fee
(Excludes all Home visit and
Virtual contact options as well as
Additional FU visit for EW of
study drug)/
Odhadovana platba za jeden
subjekt
(nezahfiia ziadne moznosti
domaécej navstevy a virtualneho
kontaktu ani d’alSiu KN pre PU
uzivania skasaného lieku)

N
=3
=
=3
e

N/A means Not Applicable

Skratka N/A znamena ,,nevztahuje sa*

* Home visits are only applicable due to
changes in study related procedures as a result
of the COVID-19 pandemic or national
emergencies

Subject Stipends: The subject stipend is
intended to offset the Study subject’s costs
associated with travel expenses and meals,
where appropriate, incurred as a result of Study
participation, and shall be reflected in the
Informed Consent Form, as it will be provided
to the Study subject.

Zmluva o

* Domace navsStevy mozno uplatnitt len z
dovodu zmien postupov  shvisiacich so
skiSanim v dosledku pandémie ochorenia
COVID-19 alebo wvnutrostatneho nudzového
stavu.

Prispevky pre subjekty: Prispevok pre
subjekt mé subjektu skiisania nahradit’ ndklady
suvisiace s cestovnymi vydavkami a pripadne
stravovanim, vzniknuté v dosledku ucasti na
skiSani, a ma sa uviest v informovanom
stihlase, pretoZze sa bude poskytovat’ subjektu
skuSania.
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A3) Site Costs

n Screen Failure Payments:

Screen failure payments will be made at a ratio
of 2 screen failure payments per site for every
1 subject randomized. Processing of payment
will begin upon completion of EDC in
accordance with Section 5 below including the
amount as listed in the milestone table in
Section 2 above for Screening visit (-30 to -9),
Screening visit (-5 to -2) and in accordance
with Section 5 below, and upon approval by
the CRO.

For screen failures beyond the defined
maximum number, which are not reimbursable
to Institution, a subject stipend for the Study
subjects in the amount of 27 € will be paid to
offset the Study subject’s costs associated with
travel expenses and meals, where appropriate,
incurred as a result of Study participation, and
shall be reflected in the Informed Consent
Form, as it will be provided to the Study
subject. Processing of payment shall begin
upon receipt of invoice detailing subject
number and date of screen failure and in
accordance with Section 5 below and upon
approval by the CRO.

n Recruitment Activities: The
Institution will be reimbursed for a per diem
resource at 24 € per hour up to a maximum of
1920 € (the maximum value is calculated by
multiplying the Study Coordinator hourly rate
by 80 hours), (including but not limited to chart
review, completion of the pre-screening log,
etc.) for the evaluation of potential subjects.
Processing of payment will begin upon receipt
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skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
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A3) Naklady na pracovisko skuiSania
n Platby za neuspesné vstupné
vySetrenia:

Platby za neuspesné vstupné vySetrenia sa
uskuto¢nia v pomere 2 neuspeSné vstupné
vySetrenia na centrum za kazdého 1
randomizovaného subjektu. Spracovanie
platby sa za¢ne po dokonésni EDC v sulade s
niz§ie uvedenou cCastou, vratane sumy
uvedenej v tabul’ke milnikov v ¢lanku 2 vysSie
pre skriningova navstevu (-30. az -9. den) a,
skriningovl navstevu (-5. az -2.) a v. v stlade s
nizSie uvedenou cast'ou 5 a po schvaleni CRO

Za neuspesné  vstupné vySetrenia nad
stanoveny  maximalny pocet, ktoré sa
zdravotnickemu zariadeniu neuhradzaji, sa
subjektom sktSania vyplati prispevok pre
subjekt vo vySke 27 EUR, ktory mé subjektu
skisania  nahradit néklady suvisiace s
cestovnymi vydavkami a pripadne
stravovanim, vzniknuté v dosledku ucasti na
skiSani, a ma sa uviest v informovanom
suhlase, pretoze sa bude poskytovat’ subjektu
skiSania. Spracovanie platby sa zacne po
prevzati faktiry s uvedenim d&isla subjektu a
datumu, kedy boli  vstupné vySetrenia
vyhodnotené¢ ako neuspesné, v sulade s
¢lankom 5 nizSie a po schvéleni zo strany
CRO.

n Cinnosti tykajuce sa naboru
subjektov: Zdravotnickemu =zariadeniu sa za
vyhodnotenie moznych subjektov (najmid za
analyzu zdravotnej dokumentéicie, vyplnenie
evidencie vedenej pred vstupnymi
vySetreniami atd’.) uhradia denné diéty vo
vyske 24 EUR za hodinu do maximalnej vySky
1920 EUR (tdito maximalna hodnota je
vypocitana ako hodinova sadzba koordinatora

klinickom  skudsani medzi  klinickou vyskumnou
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of invoice detailing the work performed: i.e.
tasks performed, and hours spent signed by the
Principal Investigator in accordance with
Section 5 below and approval by the CRO.
This allowance may be discontinued at the
discretion of the Sponsor without an
amendment to the agreement. The Sponsor will
notify the Institution of the discontinuation or
increase in writing. Costs incurred for this task
prior to the date of notice of discontinuation

will be paid per the invoice process
documented above.
n Visits Conducted by site contracted

HHN Vendor: If Home Visits are conducted
by a third-party vendor the Institution will be
reimbursed at the corresponding rates listed
below. Processing of payment will begin upon
completion of EDC in accordance with Section
5 below and approval by the CRO.

skusania krat 80 hodin). Spracovanie platby sa

zatne po prevzati faktary, ktora musi
obsahovat vykonané prace (t. j. vykonané
ulohy a odpracované hodiny podpisané

zodpovednym skusajucim v stlade s ¢lankom
5 nizsie), a po schvaleni zo strany CRO.
Vyplacanie tohto prispevku sa podla uvazenia
zadavatela moze ukoncit bez dodatku tejto
zmluvy. Zadavatel bude o takomto ukonceni
vyplacania alebo jeho zvySeni informovat
zdravotnicke zariadenie pisomne.  Naklady,
ktoré¢ vzniknti na tato ulohu pred datumom
pisomného oznamenia o ukonceni vyplacania,

sa uhradia fakturaénym postupom
zdokumentovanym vyssie.

n NavStevy vykonavané dodavatelom
HHN, ktory ma wuzavretd zmluva s
pracoviskom skusania: Ak bude doméace
navstevy  vykondvat  externy  dodévatel,
zdravotnickemu zariadeniu sa budu
poukazovat' platby v prisluSnych sadzbach

uvedenych nizsie. Spracovanie platby sa zacne
po vyplneni udajov v systéme EDC v sulade s
¢lankom 5 nizSie a schvaleni zo strany CRO.

Visit
Home Visits/ Amount/
Domace navstevy Suma za
navstevu
Visit 3 / 3. navsteva 557€
Visit 6 / 6. navsteva 313€
Visit 7/ 7. navsteva 288€
Visit 8 / 8. navsteva 484€
Visit 9 /9. navsteva 356€
Visit 10 / 10. ndvsteva 496€
Visit 11/ 11. ndvsteva 310€
Visit 12/ 12. ndvsteva 296€
Visit 13 (End of Phase/EW) / 594€
Zmluva o Klinickom skd$ani medzi Klinickou vyskumnou
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13. navsteva (koniec fazy/PU)
Visit 15 Follow-up Visit / 340€
15. navsteva, kontrolna navsteva
Additional FU for EW / 285€
Dalgia KN pre PU
“4) Other Compensation: “4) DalSie iihrady:
n Processing of payment for Other n Spracovanie platby na d’alSie uhrady sa

Compensation will begin upon receipt of
invoice in accordance with Section 5 below
and approval by the CRO. Each cost listed in
the table below is a per item cost unless
otherwise  specified in the  Additional
Information column.

Note: Any claims for reimbursement of
adverse events must be submitted in a separate
invoice.
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zaCne po prevzati faktury v sulade s ¢lankom 5
nizSie a schvéleni zo strany CRO. Vsetky
naklady uvedené v nasledujicej tabulke
predstavuju jednotkové néklady na polozku,
pokial nie je \% stipci ,.Dalgie
informécie* uvedené inak.

Poznamka: Akékol'vek naroky na uhradu za
neziaduce udalosti sa musia predlozit’ v
samostatnej fakture.
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Item /

Additional Information/

Polozka DalSie informacie

Visit
Amount
— Study

Team /
Suma za
navstevu

— tim
skusSania

<

isit
Amount —
Institutio
n/
Suma za
navstevu

inStitucia

Subject

Total

Stipend /

Amount

Prispevok

pre
subjekt

/
Celkova
suma

Study Start-Up Fee/

Platba na rozbeh
skuSania

N/A /N/A N/A 985€ N/A

Document Storage,

Archiving Total
Cost/

Uchovavanie
dokumentov,
celkové naklady na
archivaciu

N/A / N/A N/A 1053€ N/A

Reconsent during a
scheduled visit/

Opitovny suhlas
pocas planovane;j
navstevy

Sponsor pre-approved/

Vopred schvélené 10€ N/A

zadavatelom

Reconsent outside of
a scheduled visit /

Opétovny sthlas
mimo planovane;j
navstevy

17€

Unscheduled on-
site visit /

Neplanovana
navsteva na

Visit cost to be paid in
conjunction with any of the
below assessments, except 9€
telephone or video call,
when conducted outside of

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

Pl Name: Branislav Motovsky MD, PhD

Protocol #: 42847922MDD3005

Page 53 of 78

Zmluva o klinickom skasani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Branislav Motovsky PhD
C. protokolu: 42847922MDD3005

Strana 53z 78



pracovisku
skaSania

a regularly scheduled visit.

This fee covers the cost of
the Principal Investigator
and Study Coordinator fees
/

Naklady na navstevu, ktoré
sa maju uhradit’ v suvislosti
s ktorymkol'vek vySetrenim
uvedenym nizsie (okrem
telefonatu alebo
videokonferen¢ného
hovoru), ked’ sa vykondva
mimo riadne pldnovanej
navstevy.

Tato platba zahfna ndklady
zodpovedného skusajuceho
a koordinatora skusania.

Additional Urine
drug screen /

DalSie vySetrenie
mocu na navykové
latky

Urine drug screen is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

During an unscheduled
visit

As clinically indicated / 9€

VysSetrenie mocu na
navykové latky je zahrnuté
v celkovych sumach za
navstevu v tabul’ke
vykonov v €lanku 2 vyssie
podl’a ¢asti Rozvrh ¢innosti
v protokole.

N/A
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2. Pocas neplanovane;j
navstevy
3. Podra klinickej indikéacie
1. Alcohol (breath) test is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.
2. During an unscheduled
visit
Additional Alcohol
(breath) test / 3. Asclinically indicated /
5 3€ N/A
DalSia dychova 1. Dychova sktska na alkohol
skiska na alkohol je zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.
2. Pocas neplanovanej
navstevy
3. Podla klinickej indikéacie
At screening only in
participants of age >65 years /
MMSE / MMSE Len pri vstupnych vySetreniach 10€ N/A
u ucastnikov vo veku > 65
rokov.
Additional MADRS | 1. MADRS is included in the
/ visit totals in the milestone
5 table in Section 2 above per 9€ N/A
DalSie hodnotenie the Schedule of Activities
MADRS of the Protocol.
Zmluva o klinickom skasani medzi klinickou vyskumnou
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During an unscheduled
visit /

Hodnotenie MADRS je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

Pocas neplanovane;j
navstevy

Additional CGI-S /

DalSie hodnotenie
CGI-S

CGI-S is included in the
visit totals in the milestone
table in Section 2 above per
the Schedule of Activities
of the Protocol.

During an unscheduled
visit /

Hodnotenie CGI-S je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

Pocas neplanovanej
navstevy

5€

N/A

Additional SDS /

Dalsie hodnotenie
SDS

SDS is included in the visit
totals in the milestone table
in Section 2 above per the
Schedule of Activities of

the Protocol. o€

At the last of the ongoing
FU visits (near Day 196) /

N/A
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Hodnotenie SDS je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla asti Rozvrh
¢innosti v protokole.

Na poslednej priebezne;j
KN (blizko 196. dia)

ISI (patient version) is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

Additional ISI 2. At the last of the ongoing
(patient version)/ FU visits (near Day 196) /
DalSie hodnotenie Hodnotenie ISI (pacientska 1€ N/A
ISI (pacientska verzia) je zahrnuté v
verzia) celkovych sumach za
navstevu v tabul’ke
vykonov v €lanku 2 vyssie
podl’a €asti Rozvrh ¢innosti
v protokole.
2. Na poslednej priebezne;j
KN (blizko 196. dna)
PROMIS-SD is included in
the visit totals in the
milestone table in Section 2
Additional above per the Schedule of
PROMIS-SD Activities of the Protocol.
< . 3€ N/A
/DalSie hodnotenie 2. During an unscheduled
PROMIS-SD - ounng
visit /
Hodnotenie PROMIS-SD
je zahrnuté v celkovych
Zmluva skdsani  medzi  klinickou vyskumnou
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sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

2. Pocas neplanovanej
navstevy

1. PROMIS-Fatigue is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

2. At the last of the ongoing

Additional FU visits (near Day 196) /

PROMIS-Fatigue /

1. Hodnotenie PROMIS- 3€ N/A

unava je zahrnuté v
celkovych sumach za
navstevu v tabul’ke
vykonov v ¢lanku 2 vyssie
podl’a €asti Rozvrh ¢innosti
v protokole.

Dalsie hodnotenie
PROMIS-unava

2. Na poslednej priebezne;j
KN (blizko 196. dna)

1. QLDS is included in the
visit totals in the milestone
table in Section 2 above per
the Schedule of Activities
of the Protocol.

Additional QLDS /

2. At the last of the ongoing

FU visits (near Day 196) / € N/A

DalSie hodnotenie

QLDS

1. Hodnotenie QLDS je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku

Zmluva o klinickom skasani medzi klinickou vyskumnou
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2 vyssie podla asti Rozvrh
¢innosti v protokole.

Na poslednej priebezne;j
KN (blizko 196. dia)

Additional EQ-5D-
SL/

DalSie hodnotenie
EQ-5D-5L

EQ-5D-5L is included in
the visit totals in the
milestone table in Section 2
above per the Schedule of
Activities of the Protocol.

At the last of the ongoing
FU visits (near Day 196) /

Hodnotenie EQ-5D-5L je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.

Na poslednej priebezne;j
KN (blizko 196. diia)

3€

N/A

Additional RRS /

Dalsie hodnotenie
RRS

RRS is included in the visit
totals in the milestone table
in Section 2 above per the
Schedule of Activities of
the Protocol.

At the last of the ongoing
FU visits (near Day 196) /

Hodnotenie RRS je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vysSie podl'a ¢asti Rozvrh
¢innosti v protokole.

Na poslednej priebezne;j
KN (blizko 196. dna)

3€

N/A
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of the Protocol.

DalSie hodnotenie 1.Hodnotenie HRUQ je
HRUQ zahrnuté v celkovych

¢innosti v protokole.

KN (blizko 196. diia)

1. HRUQ is included in the
visit totals in the milestone
table in Section 2 above per
the Schedule of Activities

2. At the last of the ongoing
Additional HRUQ / FU visits (near Day 196) /

sumach za navstevu v
tabulke vykonov v ¢lanku
2 vyssie podla Casti Rozvrh

2. Na poslednej priebezne;j

3€ N/A

the Protocol.

Additional
physical
examination /

Dalia lekarska

prehliadka zahrnuta v celkovych

¢innosti v protokole.

KN (blizko 196. dna)

1. Physical examination is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of

2. As clinically indicated

3. At the last of the ongoing
FU visits (near Day 196)/

1. Lekarska prehliadka je
sumach za navstevu v

tabul’ke vykonov v ¢lanku
2 vysSie podl'a ¢asti Rozvrh

2. Podla klinickej indikacie

3. Na poslednej priebezne;j

11€ N/A
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Repeat 12-lead
ECG/

Opakované 12-
zvodové EKG

—

12-lead ECG is included in
the visit totals in the
milestone table in Section 2
above per the Schedule of
Activities of the Protocol.

May be repeated one-time
during the screening phase
to reassess eligibility if
initial screening values
were abnormal

As clinically indicated /

12—zvodové EKG je

zahrnuté v celkovych 13€

sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.

Pocas fazy vstupnych
vysetreni sa moze jedenkrat
zopakovat’, aby sa
prehodnotilo spiianie
podmienok, ak boli
pociatocné hodnoty v rdmci
vstupnych vysetreni
abnormalne.

Podl’a klinickej indikécie

N/A

Additional vital
signs /

DalSie meranie
Zivotnych funkcii

Vital signs are included in
the visit totals in the
milestone table in Section 2
above per the Schedule of

Activities of the Protocol. s€

As clinically indicated

During an unscheduled
visit /

N/A
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Meranie zZivotnych funkcii
je zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

Podl’a klinickej indikécie

Pocas neplanovanej
navstevy

Repeat clinical
laboratory tests /

Opakované
klinické
laboratorne
vySetrenia

Sampling and handling for
clinical laboratory tests are
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

As clinically indicated /

Odber vzoriek a
manipulicia so vzorkami
na klinické laboratérne
vySetrenia si zahrnuté v
celkovych sumach za
navstevu v tabul’ke
vykonov v ¢lanku 2 vyssie
podra Casti Rozvrh ¢innosti
v protokole.

Podl'a klinickej indikacie

5€

N/A

Repeat Urinalysis /

Opakovana analyza
mocu

Sampling and handling for
urinalysis is included in the
visit totals in the milestone
table in Section 2 above per
the Schedule of Activities
of the Protocol.

As clinically indicated /

4€

N/A

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

Pl Name: Branislav Motovsky MD, PhD

Protocol #: 42847922MDD3005

Page 62 of 78

Zmluva o klinickom skasani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z novembra 2019
Meno zodpovedného skusajiceho: MUDr. Branislav Motovsky PhD
C. protokolu: 42847922MDD3005

Strana 62z 78



1. Odber vzoriek a
manipulacia so vzorkami
na analyzu mocu st
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

2. Podrla klinickej indikacie

PK/Biomarker
assessments /

For participants who
discontinue study drug for an
AE, have an AESI or have an
SAE if the sample can be
obtained within 15 hours of the
last study drug administration /

Clinical Trial Agreement between CRO, Janssen and Institution and
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VySetrenia . ro 71
PK/biomarkerov vysadia skusany liek pre AE
alebo sa u nich vyskytne AESI
¢1 SAE, ak bude vzorku mozné
ziskat’ do 15 hodin od
posledného podania skusaného
lieku.
At Visit 3 from participants
who have consented to provide
Optional DNA and ;’fg"?al oNA and ?jA
RNA samples / ples for research.
. . Na 3. navsteve v pripade 10€ N/A
Volite'né vzorky AN F o 1
DNA a RNA ucastnikov, ktorl' suhlasili s
poskytnutim voliteI'nych
vzorieck DNA a RNA na
vyskumné ucely.
Additional Serum 1. Serum pregnancy testing is
pregnancy test / included in the screening (-
5 30 to -9) visit total in the 5€ N/A
Dalsi tehotensky milestone table in Section 2
test zo séra
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above per the Schedule of
Activities of the Protocol.

As clinically indicated /

Tehotensky test zo séra je
zahrnuty v celkovej sume
za vstupnu navstevu (-30.
az -9. den) v tabul’ke
vykonov v ¢lanku 2 vyssie
podl’a ¢asti Rozvrh ¢innosti
v protokole.

Podl’a klinickej indikécie

Urine pregnancy testing is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

As clinically indicated

Additional Urine During an unscheduled
pregnancy test / visit /
4€ N/A

Dalsi tehotensky Tehotensky test z mocu je
test Z mocu zahrnuty v celkovych

sumach za navstevu v

tabul’ke vykonov v ¢lanku

2 vysSie podl'a ¢asti Rozvrh

¢innosti v protokole.

Podra klinickej indikacie

Pocas neplanovanej

navstevy
Loeal SSRUSNRI | 1 0l
background 5€ N/A

antidepressants /

in the milestone table in
Section 2 above per the
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Hladina
zakladnych
antidepresiv zo
skupiny
SSRI/SNRI
vySetrena lokalne

Schedule of Activities of
the Protocol.

At screening (-30 to -9),
Visit 3, 8 and 11 if assessed
in a qualified local
laboratory /

Odber vzoriek je zahrnuty
v celkovych sumach za
navstevu v tabul’ke
vykonov v ¢lanku 2 vyssie
podl’a ¢asti Rozvrh ¢innosti
v protokole.

Na vstupnej navsteve (-30.
az-9.den)a3., 8. all.
navsteve, ak sa vySetrila v
miestnom laboratoriu
spiftajicom podmienky.

Additional C-SSRS
/

Dalsie hodnotenie
C-SSRS

C-SSRS is included in the
visit totals in the milestone
table in Section 2 above per
the Schedule of Activities
of the Protocol.

During an unscheduled
visit./

Hodnotenie C-SSRS je
zahrnuté v celkovych
sumach za navstevu v
tabul’ke vykonov v ¢lanku
2 vysSie podl'a ¢asti Rozvrh
¢innosti v protokole.

Pocas neplanovanej
navstevy

7€

N/A

Zmluva o klinickom skasani
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Dispense study
drug /

Vydaj skisaného
lieku

Dispensation is included in
the visit totals in the
milestone table in Section 2
above per the Schedule of
Activities of the Protocol.

During an unscheduled
visit /

Vydaj je zahrnuty v
celkovych sumach za
navstevu v tabul’ke
vykonov v ¢lanku 2 vyssie
podra Casti Rozvrh ¢innosti
v protokole.

Pocas neplanovane;j
navstevy

3€

N/A

Telephone or video
call/

Telefonat alebo
videokonferen¢ny
hovor

For an unscheduled virtual
contact visit if home visits
are not available, or
restricted due to COVID-19
or national emergencies,
and participants are not
able to travel to the site
during the study

Before a participant is
deemed lost to follow-up a

maximum of three (3) 11€

attempts will be reimbursed

During the first week of
study drug administration
to assess participant’s
tolerability before
increasing dose /

V pripade neplanovanej
navstevy formou
virtualneho kontaktu, ak

N/A
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domace navstevy nie su k
dispozicii alebo su
obmedzené z dovodu
pandémie ochorenia
COVID-19 alebo
vnutrostatneho nidzového
stavu a ucastnici nemozu
pocas sktiSania pricestovat
na pracovisko skuSania.

Skor nez sa nejaky ucastnik
bude povazovat’ za subjekt,
ktory nemozno d’alej
sledovat’, uhradia sa
maximalne tri (3) pokusy.

Pocas prvého tyzdina
podavania skuasaného lieku,
aby sa pred zvysSenim
davky vyhodnotilo, ako
ucastnik lieCbu znasa.

Alpha-1-acid
glycoprotein
sample collection
and handling /

Odber vzoriek a
manipulacia so
vzorkami na
vySetrenie alfa-1-
kyslého
glykoproteinu

For participants who
discontinue study drug for
an AE, have an AESI, or
have an SAE if the sample
can be obtained within 15
hours of the last study drug
administration /

V pripade Gcastnikov, ktori
vysadia skuSany liek pre
AE alebo sa u nich
vyskytne AESI ¢i SAE, ak
bude vzorku mozné ziskat’
do 15 hodin od posledného
podania sktiSan¢ho lieku.

10€

N/A

N/A = Not applicable

) Payment Terms:
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a) This EXHIBIT B is for completed
records for up to 8 wvalid subjects. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study
and does not have significant Protocol
violations that would exclude his/her Data
from analysis. This Study is being conducted
under a policy of competitive enrollment.
Sponsor anticipates closure of enrollment upon
randomization of a total of 720 valid subjects.
In the event 720 total valid subjects are
enrolled prior to a site’s reaching its valid
subject goal of 8, further recruitment will be
suspended. Subjects not completing the trial
will be paid for on a prorated basis according
to confirmed completed visits and CRFs
received by Sponsor. All payments will be
made for subject visits according to the
milestone table in Section 2 above. No
payment will be made for any subject excluded
from analysis because of Protocol violations
within the Study personnel’s  control.
Reimbursement for expenses related to screen
failures will be made as outlined in Section 3
above.

b) Institution acknowledges this is a
multicenter Study designed to evaluate a
defined number of Study subjects. It is
anticipated each institution participating in the
Study will enroll the number of Study subjects
provided for under their agreement for this
Study. If required as the Study progresses,
Sponsor may invite an institution to enroll
more Study subjects than reflected in the
original agreement. In such a circumstance,
Sponsor may notify Institution via written

a) Tato PRILOHA B pokryva vyplnené
zdznamy pre najviac 8 platnych subjektov.
Platny subjekt je definovany ako subjekt, ktory
spiia poziadavky na zaradenie do skusania a
nemd ziadne vyznamné porusenia protokolu,
ktoré¢ by jeho udaje vylucili z analyzy. Pri
vykondvani tohto skuSania sa uplatiuje
stratégia konkuren¢ného zarad’ovania.
Zadavatel predpoklada uzatvorenie
zaradovania po randomizacii spolu 720
platnych subjektov. V pripade, ze sa do
skiSania zaradi spolu 720 platnych subjektov
predtym, nez pracovisko skuSania dosiahne
svoj ciel'ovy pocet 8 platnych subjektov, d’alSie
zaradovanie sa zastavi. Subjekty, ktoré
skuSanie nedokoncia, sa budi uhradzat
pomernym  spdsobom podla  potvrdenych
absolvovanych  ndvStev a  pacientskych
zaznamovych  harkov  (CRF)  prevzatych
zadavatelom. VsSetky uhrady sa vyplatia za
navstevy subjektov podla tabulky vykonov vo
vysS§ie uvedenom ¢lanku 2.  Za subjekty
vylucené z analyzy pre porusenia protokolu,
ktorych kontrola bola v radmci mozZnosti
personalu skuSania, sa neuhradia Ziadne
platby. Néklady suvisiace s neuspeSnymi
vstupnymi vySetreniami sa budd uhradzat
podla ¢lanku 3 vyssie.

b) Zdravotnicke zariadenie akceptuje, Ze
toto skuSanie je multicentrickym sktSanim
naplanovanym s cielom vyhodnotit’ stanoveny
pocet subjektov skusSania. Predpoklada sa, ze
kazdé zdravotnicke zariadenie, ktoré sa
zucCastiiuje na skuSani, zaradi pocet subjektov
skuSania stanoveny v ich zmluve na tucely
tohto skusania. Ak to bude v priebehu skuSania
potrebné,  zadavatel @ moze  zdravotnicke
zariadenie vyzvat, aby zaradilo viac subjektov
sksania, nez sa uvadza v povodnej zmluve.

request to allow for the enrollment of Za tychto okolnosti modze zadavatel zaslat
additional Study subjects. Conversely, zdravotnickemu zariadeniu pisomnu
Zmluva o klinickom skasani medzi klinickou vyskumnou
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Institution may not have the opportunity to
enroll the number of Study subjects set forth
above. When enrollment of the target number
of Study subjects in the Study is complete,
those sites that have not enrolled the contracted
number of Study subjects will be notified and
instructed to discontinue enrolling Study
subjects.

) Sponsor will provide, through a third-
party vendor, the following equipment for use
as called for in the Protocol.

poziadavku, aby umoznil zaradenie d’alSich
subjektov skusania. Naopak zdravotnicke
zariadenie z uvedenych dovodov nemusi mat
moznost  zaradit® vysSie uvedeny pocet
subjektov skusania. Ked sa zaradovanie
cielového poctu subjektov skusania dokonci,
tie pracoviska skuSania, ktoré nezaradili svoje
zmluvné pocty subjektov sktSania, dostanu

pisomné ozndmenie s pokynmi ukoncit
zarad’'ovanie subjektov skusania.
) Zadavatel prostrednictvom extern¢ho

dodavatela poskytne nasledujuce vybavenie na
pouzitie podl'a poziadaviek protokolu.

Item / Quantity / Value per item /
Polozka MnoZstvo Cena za polozku
ECG One (1) per site /
machine / Jeden (1) na jedno pracovisko 2,500 €
Pristroj EKG skusSania
HaI}dheld Eight (8) per site /
device / 0 (8) na jed <k 335 € each/
Vreckové sem (8)ha J,ev 110 Pracovisko Kazdé 335 EUR
. . skusania
zariadenie
Tablet/ Dva (g;vr?a(’ze)(iflf)r Srl;[lic/)visko 295 € each /
Tablet Jecno b Kazdy 295 EUR
skusania

Upon termination of the Study at Institution,
the equipment noted above will be returned in

accordance with Sponsor’s or designee’s
instructions.
d) Equipment Calibration: Institution

shall be responsible for ensuring Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation or more frequently as
required by Sponsor. Records verifying the
equipment calibration and maintenance shall
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Po ukonceni sktSania v  zdravotnickom
zariadeni sa vybavenie uvedené vysSSie vrati
podl'a pokynov zaddvatela alebo opravneného
zéstupcu.

d) Kalibracia  vybavenia: Zdravotnicke
zariadenie zodpoveda za to, aby vybavenie vo
vlastnictve zdravotnickeho zariadenia, ktoré
zdravotnicke zariadenie vyuziva podla tejto
zmluvy, malo =zabezpeCeny servis a bolo
kalibrované podl'a odportani vyrobcu alebo
CastejSie, ak to pozaduje zaddvatel. Zaznamy
dokladajuce kalibraciu a udrzbu vybavenia sa
skasani  medzi klinickou

klinickom vyskumnou
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be provided to Sponsor upon request. For
calibrations that are performed solely at the
request of Sponsor, and that are not part of the

recommended scheduled maintenance
suggested by manufacturer, Sponsor will
reimburse Institution for the actual cost
without mark-up for each calibration.

Processing of payment will begin upon receipt
of invoice and supporting documentation in
accordance with paragraph (Erroir! Reference
source not found. below.

e) Investigator Meetings: Sponsor may
recommend or require the Principal

Investigator, or a Sponsor-approved Sub-
Investigator ~ designee, and a  Study
nurse/coordinator  to attend  meetings,
including but not limited to an Investigator’s
Meeting.  Sponsor shall provide and pay
through CRO all reasonable and appropriate
travel expenses in accordance with Sponsor’s
travel policy, including modest lodging and
meals associated with such meetings. The
parties agree that attending such meetings is
reasonable and necessary to ensure all parties

engaged in the Study have a clear
understanding of the Protocol and its
requirements.  Processing of payment will

begin upon receipt of invoice and supporting
documentation in accordance with paragraph
((Erroir! Reference source not found.Chyba!
Nenasiel sa Ziaden zdroj odkazov. below.

maju na poziadanie poskytnit zadavatelovi.
Za kalibracie, ktoré sa vykonaju vyhradne na
poziadanie zadavatel'a a ktoré nie s sucast'ou
odporacaného planu udrzby navrhovaného
vyrobcom, uhradi zadavatel zdravotnickemu
zariadeniu skuto¢né ndklady bez navySenia za
kazdu kalibraciu. Spracovanie platby sa zacne
po prevzati faktary a sprievodne;j
dokumentacie v sulade s niz§ie uvedenym
odsekom (Erroir! Reference source not found.).

e) Stretnutia  so
moze zodpovednému
uréenym spoluskusajucim schvalenym
zadavatelom a zdravotnym sestrdm alebo
koordinatorom skuSania odporacat alebo od
nich pozadovat, aby sa =zuacastiiovali na
stretnutiach, najmé na stretnuti sktsajuceho .
Zadévatel' prostrednictvom CRO v sulade so
svojimi zasadami tykajicimi sa cestovnych

skasajucim: Zadavatel
skusajucemu  alebo

vydavkov  poskytne a  uhradi  vSetky
odovodnené a primerané cestovné naklady
vratane nenakladného ubytovania a

stravovania spojen¢ho s takymito stretnutiami.
Zmluvné strany sa dohodli, Ze ucast’ na tychto
stretnutiach je primerana a potrebnd, aby sa
zabezpecilo, ze vSetky strany zucastiiujice sa
na skasani jasne chapu protokol a jeho
poziadavky. Spracovanie platby sa za¢ne po
prevzati faktury a sprievodnej dokumentacie v
stilade s nizSie uvedenym odsekom Chybal!
Nenasiel sa ziaden zdroj odkazov..

f) To be eligible for any payment, the f) Aby vznikol narok na akukol'vek
procedures must be performed in full uhradu platieb, musia sa vSetky postupy
compliance with the Protocol and this vykonat plne v stlade s protokolom a touto
Agreement, and Data submitted must be zmluvou a zaslané udaje musia byt kompletné,
complete, correct and entered into the spravne a zadané do systému elektronického
Electronic Data Capture (EDC) and Electronic zachytdvania udajov (EDC) a systému
Patient Reported Outcomes (ePRO) in elektronického  zaznamenavania  vysledkov
accordance with Sponsor’s instructions and hlasenych pacientmi (ePRO) podla
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this Agreement. Milestone payments, as listed
in the table above, do not require submission
of an invoice. Payments will be administered,
at a minimum, on a 6 month basis by DrugDev
on behalf of CRO. These payments will
include milestone payments, as well as, all
invoiced and approved costs from the prior
payment cycle. Ongoing reconciliations will
be performed during the course of the Study.
Any payments made in error will be applied to
any pending or future payments due. No
payments will be made until all erroneous
payments have been offset. If no pending or
future payments exist, Institution  will
promptly refund overpayment, according to
Sponsor’s instructions.

Payments will be issued by DrugDev based on
milestone payments, payment frequency and
payment terms as described above. Payments
will be made only wupon receipt of
corresponding invoices, including back-up
documentation as described below, in currency
specified in the exhibit. Invoices will be
payable within 30 days from the date of receipt
by DrugDev of the invoice, including any
applicable back-up documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to DrugDev
and approved by Sponsor. All invoices shall be
raised in the following manner:

Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o.
Care of: DrugDev
Vajnorska 100/B
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zadavatelovych pokynov a tejto
Splatné  vykony vymenované vo vysSie
uvedenej tabulke si nevyzaduju zaslanie
faktary.  Spolo¢nost’ DrugDev v zastipeni
CRO bude platby spracovavat minimalne
kazdych 6 mesiacov. Tieto platby budua
zahfnat’ splatné vykony aj vSetky fakturované
a schvalen¢ ndklady =z predchadzajaceho
platobného cyklu. V priebehu celého skuSania
sa bude vykonavat priebezné odsthlasovanie
uctov.  Vsetky chybne poukazané platby sa
zahrnu do akychkol'vek dosiall nevybavenych
alebo buducich splatnych platieb.  Ziadna
platba sa nepoukdze, kym sa nevyrovnaju
vSetky nespravne platby. Ak nebudu existovat
ziadne dosiall nevybavené alebo buduce
platby, zdravotnicke zariadenie urychlene vrati
preplatok podl'a pokynov zadavatela.

zmluvy.

Spolo¢nost” DrugDev bude poukazovat platby
na zaklade splatnych vykonov, platobnych
terminov a platobnych podmienok uvedenych
vysSie. Platby sa poukdzu az po prevzati
zodpovedajucich faktir vratane sprievodnej
dokumentacie, ako sa uvadza nizSie, v mene
Specifikovanej v prilohe. Faktary budi splatné
do 30 dni od datumu prevzatia faktiry (vratane
vSetkej prisluSnej sprievodnej dokumentécie)
spolo¢nostou DrugDev.

Faktury na vSetky d’alSie platby okrem platieb
uvedenych v tejto zmluve (t. j. d’alSie Ghrady)
sa taktiez musia odoslat’ spolo¢nosti DrugDev
a musi ich schvalit’ zadavatel. VSetky faktry
sa musia vystavit’ nasledujicim spdsobom:

Faktary sa maju vystavit’ na nasledujiicu
faktura¢nu adresu:

IQVIA RDS Slovakia, s.r.o.

Do pozornosti: DrugDev

Vajnorska 100/B

klinickom  skudsani medzi  klinickou vyskumnou
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83104 Bratislava
Slovakia
Invoices to be sent to:

DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email: support@drugdevglobal.com

The following information should be included
on the invoice:
0 Complete INVESTIGATOR name,

address and phone number

0 Invoice Date

0 Invoice Number

0 Payee Name (must match Payee
indicated in CTA)

0 Payment Amount

0 Complete description of services
rendered

0 Study Number:
0 Sponsor Name

0 Invoices should be printed on
site/institution letterhead

All invoice and payment related inquiries

shall be addressed directly to DrugDev
Payments at support@drugdevglobal.com ,
telephone +1 (973) 659-6722, or fax +01 (610)
994-2784.
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83104 Bratislava

Slovenska republika

Faktiury sa maju_odoslat’ na nasledujiicu
dorucovaciu adresu:

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

Londyn N1 9JY

Spojené kralovstvo

E-mail: support@drugdevglobal.com

Na faktire musia byt uvedené nasledujice

udaje:

0 Celé meno a priezvisko, adresa a
telefonne Cislo SKUSAJUCEHO

0 Datum faktury

0 Cislo faktary

0 Meno/nazov prijemcu platieb (musi sa

zhodovat’ s prijemcom platieb uvedenym v
zmluve o klinickom skusani)
0 Suma na tthradu

0 Uplny opis poskytnutych sluzieb

0 Cislo skusania
0 Nazov zadavatel’a

0 Faktary maju byt vytlaCené na
hlavickovom papieri pracoviska skuSania alebo
zdravotnickeho zariadenia

Vsetky otazky tykajice sa faktar a thrad sa
maju adresovat’ priamo na platobné oddelenie
spolo¢nosti DrugDev na adresu
support@drugdevglobal.com, telefonicky na
¢islo +1 (973) 659-6722 alebo faxom na Ccislo
+01 (610) 994-2784.
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g) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or
Section 4 above, which might include, for
example, staff costs, training costs, laboratory
fees, x-rays, scales and questionnaires, data
coordinator fees and travel fees, are reflected
in the Per-Subject Fee as detailed in the
milestone tables in Section 2 above. No
additional reimbursement for these costs is
otherwise provided.

h) Taxes: Payee shall be solely
responsible for payment of any taxes due in
accordance with applicable laws as result of
the payments made under this Agreement.
Sponsor and CRO will not provide any
additional funds to cover applicable taxes,
fees, and similar levies, direct or indirect,
payable now or in the future.

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

J) The parties agree this EXHIBIT B is

part of the Agreement and clarifies the
payment schedule associated with this
Agreement. Payments shall be made in

accordance with the provisions set forth in this
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g) Tato zmluva zohladnuje vSetky pevné
a variabilné naklady suvisiace s ¢innostami v
skaSani. Polozky konkrétne neuvedené v
¢lanku 3 alebo 4 vysSie, ktoré by mohli zahfnat
napriklad néklady na persondl, naklady na
Skolenie, platby laboratéridam, rontgenové
vySetrenia, hodnotenia a dotazniky, platby
koordinatorom udajov a cestovné vydavky, su
zohladnené v platbe za jeden subjekt, ako sa
podrobne uvadza v tabulkiach vykonov v
Clanku 2 vysSie. Ziadna ina tuhrada tychto
nakladov sa neposkytuje.

h) Dane: Za uhradu akychkol'vek dani
splatnych ~ podla  prislusnych  pravnych
predpisov v dosledku platieb poukazanych
podla tejto zmluvy zodpoveda vyhradne
prijemca  platieb. Zadavatel ani CRO
neposkytne ziadne dalSie financné prostriedky
na uthradu prisluSnych dani, odvodov a
podobnych poplatkov, priamych ani
nepriamych, splatnych ¢i uz v sUcasnosti,
alebo v buducnosti.

i) Aby nedoSlo k pochybnostiam, za
vSetky odmeny, prispevky a odvody do
poistovni pre personal skuSania zodpoveda
zodpovedny skusajici. Povazuje sa tiez za
dohodnuté a vyslovne sa akceptuje, Ze
skasajaci a personal skiiSania nemaji narok na
ucast na  akychkol'vek  zadavatelovych
planoch alebo programoch zamestnaneckych
vyhod, internych  postupoch v  ramci
pracovnopravnych vztahov alebo
zamestnaneckom Urazovom poisteni ani na
akékol'vek finan¢né krytie z nich.

J) Zmluvné strany sa dohodli, Ze tato
PRILOHA B je stcastou tejto zmluvy a
vysvetl'uje platobni schému suvisiacu s touto
zmluvou. Platby sa budu uhradzat' v sulade s
ustanoveniami uvedenymi v tejto PRILOHE

klinickom  skudsani medzi  klinickou vyskumnou
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EXHIBIT B, with the last payment being made
after the site completes all of its obligations
under the Agreement and any exhibits thereto.
The Principal Investigator acknowledges and
agrees his or her judgment with respect to his
or her advice to and care of each subject is not
affected by the compensation the site receives
hereunder. The parties agree the payee
designated below is the proper payee for this
Agreement and payments under this
Agreement will be made only to the following
payee namely, in the part of the remuneration
belonging to the Institution to the bank account
of the Institution and in the part of the
remuneration belonging to the Principal
Investigator to the bank account of the
Principal Investigator::

Contract Payee / Zmluvny prijemca
platieb

B, pricom poslednd platba sa poukaze potom,
ako si pracovisko skuSania splni vsetky svoje
povinnosti podl'a tejto zmluvy a vSetkych jej
priloh. Zodpovedny skuSajuci potvrdzuje a
suhlasi, Ze odmena, ktori pracovisko skuSania
dostane podla tejto zmluvy, nemd vplyv na
jeho usudok v suvislosti s poradenstvom a
starostlivost'ou poskytovanou kazdému
subjektu. Zmluvné strany potvrdzuju, ze nizSie
uvedeni prijemcovia platieb su riadnymi
prijemcami platieb podla tejto zmluvy a ze
platby podl'a tejto zmluvy sa budu poukazovat
len nasledujucim prijemcom platieb, a to v
Casti odmeny prislichajiicej inStitucii na
bankovy ucet inStiticie a v Casti odmeny
prisluchajicej zodpovednému skusajicemu na
bankovy ucet zodpovedného skusajiiceho:

Payee Name

(Must match name in the contract)/
Meno/nazov prijemcu platieb

(musi sa zhodovat' s menom/ndzvom v
zmluve)

Fakultna nemocnica Trencin

Payee Address / Adresa prijemcu platieb

Legionarska 28, 911 71 Trencin, Slovak Republic

VAT/Tax ID

(Tax ID must exactly match the payee
name indicated above, or tax exempt
when applicable) /

DIC/IC DPH

(danové identifikacné cislo sa musi
presne zhodovat' s vysSie uvedenym
menom/nazvom prijemcu platieb alebo
oslobodenim od dane, ak sa vztahuje)

2021254631/SK2021254631

Banking Information:/
Bankové spojenie:

Bank Name / Ndzov banky Statna pokladnica
Bank Street / Ulica banky Radlinského
Bank City / Mesto banky Bratislava
Zmluva o klinickom skasani medzi klinickou vyskumnou
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Bank State/Province /

Kraj/provincia banky Slovenska republika
Bank Postal Code /

PSC banky

Bank Country / Krajina banky SR

Receiving Account Currency /

Mena prijimajuceho uctu EURO

IBAN / IBAN SK23 8180 0000 0070 0028 0438

Swift Code (8 or 11 Characters) /
Swift kéd (8 alebo 11 znakov) SPSRSKBAXXX

If the contracted Payment Currency does not match your bank account, you may need to provide
an Intermediary Bank. Please contact your Financial institution for details. If an Intermediary
bank is required, please provide Bank Name, Account Number if applicable and SWIFT Code
of Intermediary Bank along with all other required Wire instructions/

Ak mena platieb dohodnutd v zmluve nezodpovedd mene vasho bankového uétu, moze byt
potrebné uviest’ sprostredkujiicu banku.  Daliie informacie vam poskytne va$a finan¢na
indtitucia. Ak je potrebnd sprostredkujica banka, uved'te nazov banky, Cislo uctu, ak sa
vzt'ahuje, a SWIFT kod sprostredkujicej banky, spolu so vSetkymi d’alSimi pokynmi potrebnymi
na elektronicky prevod.

Contact Information /

Kontaktné udaje

Name of recipient sending invoices to
DrugDev /

Meno/nazov  prijemcu  odosielajuceho

faktary do spolo¢nosti DrugDev Fakultna nemocnica TrenCin / Ing. Zuzana Majerska

Phone number & Email /
Telefonne ¢islo a e-mail

Language Preference /

Uprednostitovany jazyk slovak

Name of payment recipient to receive
payment notification and details /
Meno/nazov prijemcu platieb, ktory ma

dostat’ ozndmenie o platbe a udaje o nej Fakultnd nemocnica Trenc¢in / Ing. Zuzana Majerska

Phone number & Email /
Telefonne ¢islo a e-mail

Language Preference /
Uprednostiiovany jazyk

slovak
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Institution will have thirty (30) days from the
Last Subject Out (LSO) date of the
Study to resolve any payment discrepancies,
which have arisen during the course of the
Study.

The Payee’s Tax ID number(s) and
designation(s) will be required before any
payments can be made under this
Agreement.

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

All payments for this Study in accordance
with the attached budget will be
administered by DrugDev and paid by CRO
electronically.

Contract Payee / Zmluvny prijemca
platieb

Zdravotnicke zariadenie moZe namietat’
proti akymkol’'vek platobnym
nezrovnalostiam, ktoré sa vyskytnu v
priebehu skusania, do tridsiatich (30) dni od
diatumu ukoncenia skiSania poslednym

subjektom.

Skor nez bude mozné na zaklade tejto zmluvy
poukazat’ akukol'vek platbu, bude
sa pozadovat’ danové identifikacné cislo a
meno/nazov prijemcu platieb.

V pripade zmeny adresy prijemcu platieb je
prijemca platieb povinny informovat’ o tom
spolo¢nost’” DrugDev pisomne. Zmluvné
strany sa dohodli, Ze v pripade zmeny
adresy, ktora nezahfiia zmenu prijemcu
platieb, danovych identifikaénych cisel
alebo zmenu v oslobodeni od dane, sa
nevyZaduje podpisanie pisomnych
dodatkov tejto zmluvy.

Vsetky platby za toto skuSanie podla
pripojeného rozpoctu spracuje spolo¢nost’
DrugDev a CRO ich uhradi elektronickym
bankovym prevodom.

Payee Name

(Must match name in the contract)/
Meno/nazov prijemcu platieb

(musi sa zhodovat' s menom/ndzvom v
zmluve)

Branislav Motovsky MD

Payee Address / Adresa prijemcu platieb

Legionarska 28, 911 71 Trencin, Slovak Republic

VAT/Tax ID

(Tax ID must exactly match the payee
name indicated above, or tax exempt
when applicable) /

DIC/IC DPH

N/A
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(danové identifikacné Cislo sa musi
presne zhodovat s vysSie uvedenym
menom/ndzvom prijemcu platieb alebo
oslobodenim od dane, ak sa vztahuje)

Banking Information:/
Bankové spojenie:

Bank Name / Ndzov banky

Bank Street / Ulica banky

Bank City / Mesto banky

Bank State/Province /
Kraj/provincia banky

Bank Postal Code /
PSC banky

Bank Country / Krajina banky

Receiving Account Currency /
Mena prijimajuceho uctu

IBAN / IBAN

Swift Code (8 or 11 Characters) /
Swift kod (8 alebo 11 znakov)

If the contracted Payment Currency does not match your bank account, you may need to provide
an Intermediary Bank. Please contact your Financial institution for details. If an Intermediary
bank is required, please provide Bank Name, Account Number if applicable and SWIFT Code
of Intermediary Bank along with all other required Wire instructions/

Ak mena platieb dohodnutd v zmluve nezodpovedd mene vasho bankového Uctu, modZe byt
potrebné uviest’ sprostredkujiicu banku.  DalSie informacie vam poskytne vasa finanéna
inStiticia. Ak je potrebna sprostredkujuca banka, uved’te nazov banky, ¢islo Uctu, ak sa
vztahuje, a SWIFT kod sprostredkujticej banky, spolu so vSetkymi d’alSimi pokynmi potrebnymi
na elektronicky prevod.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to
DrugDev /
Meno/nazov prijemcu ziadost o platbudo

spoloc¢nosti DrugDev Branislav Motovsky MD
Phone number & Email /
Telefonne cCislo a e-mail
Language Preference /
Zmluva o klinickom skasani medzi klinickou vyskumnou
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Uprednostiiovany jazyk

Name of payment recipient to receive
payment notification and details /
Meno/ndzov prijemcu platieb, ktory ma
dostat’ ozndmenie o platbe a udaje o nej

Phone number & Email /
Telefonne ¢islo a e-mail

Language Preference /
Uprednostiiovany jazyk

Investigator will have thirty (30) days from
the Last Subject Out (LSO) date of the
Study to resolve any payment discrepancies,
which have arisen during the course of the
Study.

The Payee’s Tax ID number(s) and
designation(s) will be required before any
payments can be made wunder this
Agreement.

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

All payments for this Study in accordance
with the attached budget will be
administered by DrugDev and paid by CRO
electronically.

Zmluva o

Skusajuci mozZe namietat’ proti
akymkol'vek platobnym nezrovnalostiam,
ktoré sa vyskytnu v priebehu skusania, do
tridsiatich (30) dni od datumu ukoncenia
skiiSania poslednym subjektom.

Skor nez bude mozné na ziklade tejto zmluvy
poukazat’ akukol'vek platbu, bude
sa pozZadovat’ danové identifikacné cislo a
meno/nazov prijemcu platieb.

V pripade zmeny adresy prijemcu platieb je
prijemca platieb povinny informovat’ o tom
spolo¢nost’” DrugDev pisomne. Zmluvné
strany sa dohodli, Ze v pripade zmeny
adresy, ktora nezahriia zmenu prijemcu
platieb, danovych identifika¢nych ¢isel
alebo zmenu v oslobodeni od dane, sa
nevyZaduje podpisanie pisomnych
dodatkov tejto zmluvy.

VSetky platby za toto skuSanie podla
pripojeného rozpoctu spracuje spolo¢nost’
DrugDev a CRO ich uhradi elektronickym
bankovym prevodom.
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