CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

(Janssen-Institution-Principal Investigator)

(Spoloénost Janssen — Institicia — zodpovedny
skusajuci)

This Clinical Trial Agreement (the “Agreement”) is

Tato zmluva oklinickom skdsani (dalej len

»Zmluva“) sa

by and between

uzatvara medzi

Janssen Research & Development (“Janssen”), a US
corporation, with registered offices at 20 Route 202

South Raritan, New Jersey, 08869, USA

Janssen Research & Development (dalej len
»spolo¢nost Janssen”), Americka spolocnost so
sidlom na adrese 20 Route 202 South Raritan,
New Jersey, 08869, USA

and

Detska fakultna nemocnica s poliklinikou Banska
Bystrica (“Institution”) with registered offices at
Namestie Ludvika Svobodu 4, 974 09, Banska

Bystrica, Slovak Republic

Detska fakultha nemocnica s poliklinikou
Banska Bystrica (dalej len ,,institucia“) so sidlom
na adrese Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovenska republika

and a
Branko Takac, MD, PhD (“Principal Investigator”), | MUDr. Branko Takac¢, PhD. (dalej len
affiliated with Institution, located at Detska | ,zodpovedny  skudsajuci“),  spolupracujicim

fakultna nemocnica s poliklinikou Banska Bystrica
Namestie Ludvika Svobodu 4, 974 09, Banska

Bystrica, Slovak Republic

s instituciou, so sidlom na adrese Detska fakultna
nemocnica s poliklinikou, Banska Bystrica,
Namestie Ludvika Svobodu 4, 974 09, Banska
Bystrica, Slovenska republika

and is effective and valid as of the date of execution

by the last party to sign below (“Effective Date”).

a nadobuda platnost a uéinnost diiom podpisu
poslednou zmluvnou stranou podpisanou nizsie
(dalej len ,datum nadobudnutia platnosti a
ucinnosti”).

Clinical Trial: A Phase 3, Randomized, Double-blind,
Placebo-controlled Study to Evaluate the Efficacy
and Safety of Rilematovir in Infants and Children
(=28 Days to <5 Years of Age) and Subsequently in
Neonates (<28 Days of Age), Hospitalized With
Due to

Acute Respiratory Tract Infection
Respiratory Syncytial Virus (RSV)

Klinické skusanie: Randomizované, dvojito
zaslepené, placebom kontrolované skudsanie
3. fazy na vyhodnotenie Ucinnosti a bezpecnosti
rilematoviru u dojciat a deti (vo veku 2 28 dni az
< 5rokov) a nasledne u novorodencov (vo veku
< 28 dni) hospitalizovanych s akutnou infekciou
dychacich ciest sp6sobenou respiratnym

syncycialnym virusom (RSV)
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Regulatory Sponsor: Janssen-Cilag International
NV, Turnhoutseweg 30, Beerse, 2340, Belgium

Zastupca zaddavatela pre kontrolné drady:
Janssen-Cilag International NV, Turnhoutseweg

30, Beerse, 2340, Belgicko

Study Product: JNJ-53718678 Skusany produkt: JNJ-53718678
Protocol: 53718678RSV3001 Protokol: 53718678RSV3001
EUdraCT number: 2020-002023-11 Cislo EUdraCT: 2020-002023-11

Study Site: Detska fakultha nemocnica s | Skusajuce pracovisko:  Detska fakultna

poliklinikou Banska Bystrica, Banska Bystrica
Ambulancia pediatrickej  pneumologie a
ftizeologie, Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovak Republic

nemocnica s poliklinikou Banska Bystrica,
Banska Bystrica, Ambulancia detskej
pneumoldégie a ftizeoldgie,
Namestie Ludvika Svobodu 4, 974 09, Banska

Bystrica, Slovenska republika

Whereas, Janssen has requested Institution and its
employees, and Principal Investigator to conduct
the Clinical Trial involving the Study Product
according to the Protocol (including subsequent
Protocol amendments) and Exhibits, which form an
integral part hereof;

KedZe spolo¢nost Janssen poZiadala instituciu
a zodpovedného skusajuceho, aby vykonali
klinické skusanie zahffiajuce skuSany produkt
podla protokolu (vratane vsetkych naslednych
dodatkov k protokolu) a priloh, ktoré tvoria
neoddelitelnd sucast tejto zmluvy;

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

kedZe je inStiticia dostatocne vybavena
a opravnena na vykonanie klinického skusania.
InStiticia azodpovedny skudsajuci sdhlasili
svykonanim  klinického  skuSania  podla
podmienok stanovenych v tejto zmluve;

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

sa teraz preto po zvazeni predpokladov
a vzajomnych prisfubov azdvidzkov uvedenych
v tejto zmluve sa zmluvné strany dohodli takto:

1. Performance of the Clinical Trial

1. Vykonanie klinického skisania

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.

1.1 Zmluvné strany sa dohodli, Ze protokol
(vratane vsSetkych jeho naslednych dodatkov)
zacleneny do tejto zmluvy odkazom na prilohu A
(pokial nie je pripojeny ktejto zmluve, ale je
vSetkym zmluvnym strandm znamy) a ostatné
prilohy tvoria neoddelitelnt sucast tejto zmluvy.

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

1.2 Institdcia a zodpovedny skusajuci
suhlasia, Ze vynaloZia maximalne Usilie a vyufZiju
svoje odborné znalosti na vykonanie klinického
skisania vsulade s protokolom, vsetkymi

platnymi zakonnymi a regulacnymi
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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.

poziadavkami, definovanymi
zmluvnymi podmienkami tejto zmluvy. Institucia
a zodpovedny skuSajuci nesmua zacat klinické
skusanie bez predchadzajuceho schvalenia
etickej komisie, oznameni a dalSich schvaleni
poZadovanych pravnymi predpismi.

1.3 In the event that Principal Investigator
becomes no longer affiliated with Institution,
Institution shall provide written notice to Janssen as
soon as possible and at the latest within three (3)
calendar days of such termination of affiliation with
Institution. 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, Janssen
may terminate this Agreement in accordance with
Section 2.2 below and Institution shall take all
necessary steps to accommodate 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 Principal Investigator’s behalf. Institution
will document this designation and notify Janssen
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, Janssen may terminate this Agreement if
Institution and Janssen cannot agree on a
replacement Principal Investigator within a
fourteen (14)-day period.

1.3 Ak  zodpovedny skudsajuci  ukonci
spoluprdcu s institlciou, institucia to ¢o najskor
pisomne oznami spolo¢nosti Janssen, najneskor
vsak do troch (3) kalendarnych dni od jeho
ukoncenia spoluprace sinstiticiou. Spolo¢nost
Janssen ma pravo schvalit nového zodpovedného
skdsajuceho, ktorého vymenuje institucia. Od
nového zodpovedného skusajuceho sa ma
pozadovat, aby suhlasil s podmienkami tejto
zmluvy. Ak spoloénost Janssen nového
zodpovedného skdsajuceho neschvdli,
spoloc¢nost Janssen mdze tuto zmluvu vypovedat
podla nizSie uvedeného ¢lanku 2.2 ainstitlcia
podnikne vSetky potrebné kroky, aby spolo¢nosti
Janssen vyhovela. Ak bude zodpovedny skusajuci
docdasne chybat v institdcii viac ako desat (10)
kalendarnych dni, no maximalne Strnast (14)
kalendarnych dni, inStitucia vymenuje
spoluskusajuceho za docasny dozor nad
klinickym skdsanim v mene zodpovedného
skdsajuceho. InStitucia zdokumentuje toto
vymenovanie a pisomne ozndmi spolocnosti
Janssen tuto skutoc¢nost eSte pred jej zacatim. Ak
zodpovedny skusajuci chyba alebo ma chybat
dihsie ako Sstrnast (14) kalendarnych dni,
spolocnost Janssen mdze vypovedat tuto zmluvu,
pokial sa inStitucia aspolocnost Janssen
nezhodnd na nahrade za zodpovedného
skusajuceho do strnastich (14) kalendarnych dni.

1.4 Institution and Principal Investigator may
appoint such other individuals and investigational
staff as they may deem appropriate as co-
investigator and/or investigational staff to assist in
the conduct of the Clinical Trial. All co-investigators
and investigational staff will be adequately
qualified, timely appointed and an updated list will
be maintained. Principal Investigator shall be

1.4 Institdcia a zodpovedny skusajici mézu
poverit ako spoluskusajicich a personal skisania
také dalSie osoby a personal skdsania, aké budu
povaZovat za potrebné, aby im pomohli pri
vykondvani  klinického  skdsania.  VSetci
spoluskusajuci a persondl skusania musia byt
dostatocne kvalifikovani, v€as vymenovani

amusi sa viest ich aktualizovany zoznam.
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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 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.

Zodpovedny skusSajuci zodpovedd za vedenie
takéhoto timu spoluskusajucich a persondlu
skdsania, ktory musi byt vo vSetkych ohladoch
pisomne zaviazany rovnakymi zmluvnymi
podmienkami ako zodpovedny skusajuci podla
tejto zmluvy. Institdcia a zodpovedny skusajuci
zodpovedaju za sluzby vykonané ich personalom
a zavazuju sa najma, ze tieto sluzby vykonaju
kvalifikované osoby. Ak inStitucia a zodpovedny
skdsajuci  vyuZivaju sluzby inych o0s6b na
vykonanie klinického skusania podla tejto
zmluvy, inStitucia a zodpovedny skusajuci su
povinni zabezpecit, aby vietky takéto osoby mali
nalezité licencie aopravnenia aaby konali
v sulade s podmienkami tejto zmluvy. InStitucia
a zodpovedny  skudsSajuci  zodpovedaju  za
akékolvek porusenie tejto zmluvy takymito
osobami.

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.

Institucia a zodpovedny skasajuci
zabezpedia, aby sa povereny personal zucastnil
na vSetkych  Skoleniach  organizovanych
spolo¢nostou Janssen alebo jej zastupcom, ktoré
sa tykaju riadneho plnenia  protokolu,
poziadaviek na bezpeénost a nahlasovanie
a vSetkych dalsich platnych usmerneni délezitych
pre klinické skusanie a plnenie protokolu.

In case of Blinding the Clinical Trial; Use of
Randomization Codes: Principal Investigator
conducting a blinded study agrees to maintain the
blinding of the Study Product. Principal Investigator
understands that the randomization codes will be
released upon completion of the Clinical Trial and
finalization of the database by Janssen. For multi-
center studies, data from all centers are required
before the Clinical Trial is considered complete.
Should a medical emergency occur requiring
Principal Investigator to break the code for a
specific subject, Principal Investigator agrees to
notify Janssen immediately.

V pripade zaslepenia klinického
skusania; Pouzivanie randomizacnych kdédov:
Zodpovedny skusajuci vykondvajuci zaslepené
skisanie suhlasi, Ze zachova zaslepenie
skisaného produktu. Zodpovedny skusajuci
berie na vedomie, Ze randomizac¢né kody sa
zverejnia az po dokonceni klinického skudsania
auzavreti databdzy spolocnostou Janssen.
V pripade multicentrickych skusani sa klinické
skusanie povaZuje za dokoncené aZz po ziskani
udajov zo vSetkych pracovisk skusania. V pripade
rychlej lekarskej pomoci, ktord by od
zodpovedného skusajuceho vyzadovala
odslepenie kédu pre niektorého ucastnika,
zodpovedny skusajuci suhlasi, Ze otom bude
bezodkladne informovat spolo¢nost Janssen.
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1.5 For the performance of the Clinical Trial,
Janssen or its designee shall provide the Study
Product, all Clinical Trial related documents (such as
case report forms) as well as materials and
equipment listed in Exhibit B. 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.

1.5 Na ucely vykonania klinického skusania
poskytne spolo¢nost Janssen alebo fiou povereny
zastupca skusany produkt, vsetky dokumenty
suvisiace s klinickym  skdsanim  (napriklad
zaznamové formuldre Gcastnika klinického
skusania) ako aj vsetky materidly avybavenie
uvedené v prilohe B. Institucia ani zodpovedny
skusajuci nesmd pouzit skusany produkt ani
dokumenty, materidly ¢i vybavenie sulvisiace
s klinickym skd8anim na Ziadny iny uUcel, nez je
vykondvanie tohto klinického skisania v prisnom
sulade s protokolom a touto zmluvou.

1.6 Additional Research: |Institution and
Principal Investigator shall not conduct any
research nor facilitate third parties to conduct any
research not required by the Protocol on (i) Trial
Subjects during the Clinical Trial (including any
additional  research  technique, procedure,
questionnaire, or observation), or (ii) biological
samples collected from Trial Subjects during the
Clinical Trial, or (iii) the data derived from the
Clinical Trial, each of (i), (ii), and (iii) without the
prior written consent of Janssen. Hereinafter, the
research described in the previous sentence shall
be referred to as “Additional Research”. In any case
where Janssen gives such approval, the approved
Additional Research shall be considered either an
amendment to the original Protocol, or shall be the
subject of another written agreement between
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, or facilitates
a third party to conduct, 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,

1.6 Dodatoc¢ny vyskum: Bez
predchdadzajuceho pisomného suhlasu
spolo¢nosti  Janssen nesmie inStitucia ani

zodpovedny skusajuci vykonat Ziaden vyskum,
ani neumoznia tretej strane vykonat Ziaden
vyskum, ktory protokol nevyZaduje, na (i)
Ucastnikoch klinického skusania pocas klinického
skdsania (vratane akejkolvek dalsej vyskumnej
metddy, postupu, dotaznika alebo sledovania),
(ii) biologickych vzorkach odobratych ucastnikom
klinického skudsania pocas klinického skudsania
alebo (iii) Udajoch ziskanych zklinického
skdsania. Vyskum opisany v predchddzajicej
vete sa dalej oznacuje ako ,,dodatocny vyskum®.
Ak spoloénost Janssen udeli takyto suhlas,
schvaleny dodatoény vyskum sa bude povazovat
bud za dodatok poévodného protokolu, alebo
bude predmetom dalSej pisomnej dohody medzi

spolo¢nostou Janssen, instituciou
a zodpovednym skasajuacim. InStitucia
a zodpovedny  skusajuci  vykonaju  kazidy

dodatocny vyskum v sulade so vsetkymi platnymi
predpismi vratane poziadaviek na ziskanie
prislusného suhlasu EK ainformovanych
suhlasov Ucastnikov. Bez obmedzenia dalSich
opravnych prostriedkov dostupnych spolo¢nosti
Janssen podla zdkona, ak institucia a/alebo
zodpovedny skusajuci vykond, alebo umozni
tretej strane vykonat, dodatocény vyskum
v rozpore s tymto ¢lankom a vysledkom takéhoto
dodatocného vyskumu bude wvyndlez (podla
definicie v c¢lanku 8  niZSie), institucia

a zodpovedny skusajuci (podla toho, o ktory
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have sold, import, and have imported any such
invention that results from such Additional
Research. This Section shall survive termination or
expiration of this Agreement.

pripad pojde) tymto spoloc¢nosti Janssen alebo
fou poverenému zastupcovi udeluju
neodvolatelnuy, celosvetovy, splatenu,
bezplatnu, vyluénd licenciu s prdvom udelovat
sublicencie na pravo vytvorit, nechat vytvorit,
pouzivat, nechat pouzivat, predavat, nechat
predavat, dovazat a nechat adovaziat kazdy
takyto wvynalez, ktory vznikne ztakéhoto
dodatocného vyskumu. Tento ¢lanok zostane
v platnosti aj po vypovedani alebo skonéeni
platnosti tejto zmluvy.

2. Term and Termination

2. Doba platnosti a vypovedanie zmluvy

2.1 The term of this Agreement shall begin on
the Effective Date and continue until the Clinical
Trial has been completed to the reasonable
satisfaction of Janssen. The parties estimate that
the Clinical Trial will end on (i) 31 November 2024
or (ii) six (6) months following final database lock,
unless sooner terminated in accordance with the
terms hereof. The parties agree that the term may
be amended by mutual agreement of the parties.

2.1 Doba platnosti tejto zmluvy zaéina plynut
od datumu nadobudnutia U¢innosti a zmluva
zostava v platnosti az do dokoncenia klinického
skdsania k primeranej spokojnosti spolo¢nosti
Janssen. Zmluvné strany odhaduju, Ze klinické
skusanie sa skondi (i) 31. novembra 2024 alebo
(ii) po Siestich (6) mesiacoch od konecného
uzatvorenia databazy, pokial sa klinické skusanie
neukonci skoér vsulade s podmienkami tejto
zmluvy. Zmluvné strany sa dohodli, Ze doba
platnosti tejto zmluvy sa moze upravit na zaklade
vzadjomnej dohody zmluvnych stran.

2.2 This Agreement may be terminated by
either party at any time in the exercise of its sole
discretion by giving written notice to the other
party with a notice period of fifteen (15) calendar
days beginning on the day following the delivery of
the notice to the other party. Reasons for
termination of the Agreement by notice may
include but are not limited to:

2.2 Tato zmluvu méze ktordkolvek zmluvnd
strana kedykolvek vypovedat podla vlastného
uvaZzenia zaslanim pisomnej vypovede druhej
zmluvnej strane s vypovednou lehotou patnast
(15) kalendarnych dni, ktora zaéne plynut odo
dna nasledujuceho po doruceni vypovede druhej
zmluvnej strane. K ukonéeniu zmluvy vypovedou
moze, okrem iného, d6jst najma z nasledujucich
dovodov:

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

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

(ii) receipt of safety information that | (ii) ziskanie bezpecnostnych
makes it prudent to do so; or informacii, ktoré takyto postup odévodnuju;
(iii) if no subjects have been recruited | (iii) ak sa na pracovisku klinického

at the Study Site within three (3) months following
the Clinical Trial initiation.

skisania do troch (3) mesiacov od zacatia
klinického skusania nezaradili Ziadni Ucastnici.
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Notwithstanding the above, 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 of the Clinical Trial or termination of
the Agreement, 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 of the Agreement for reasons other
than its material breach by Institution or Principal
Investigator, the total sums payable by Janssen
pursuant to this Agreement shall be equitably
prorated for actual work performed to the last day
of the notice period, with any unexpended funds
previously paid by Janssen to Institution or Principal
Investigator being refunded to Janssen.

Bez ohladu na vyssSie uvedené mobze
spolocnost Janssen klinické skusanie okamZzite
ukonéit, ak je takéto okamzité ukondenie
potrebné vzhladom na obavy o bezpelnost
pacientov alebo po ziskani idajov naznacujucich
nedostato¢nu Ucinnost. Institucia a zodpovedny
skusajuci suhlasia, Ze po prijati vypovede Zmluvy
o klinickom skdsani, resp. okamZzitého ukoncenia
zmluvy urychlene ukoncia vykonavanie
klinického skusania vrozsahu, ktory bude zo
zdravotného hladiska pripustny pre ktorukolvek
osobu zucastiujicu sa na klinickom skusani
(dalej ,ucastnik klinického skusania“). V pripade
vypovedania tejto zmluvy z iného dévodu, nez je
jej zavainé poruSenie instituciou, resp.
zodpovednym skidsajucim, sa celkové sumy
splatné spolo¢nostou Janssen podla tejto zmluvy
pomerne rozdelia za prdcu skuto¢ne vykonanu
k poslednému dnu vypovednej lehoty, pricom
vsetky nevynaloZené financné prostriedky, ktoré
spolo¢nost Janssen uz vyplatila institucii alebo
zodpovednému skusajucemu, sa musia vratit
spoloc¢nosti Janssen.

2.3 Upon the earlier of the termination of the
Clinical Trial and termination of this Agreement, (a)
Principal Investigator shall immediately deliver to
Janssen all data generated as a result of the Clinical
Trial, all clinical specimens collected, all documents
and data provided by Janssen and its respective
affiliates, and all Janssen Confidential Information,
as defined in Section 7.2 below, (b) Principal
Investigator shall return to Janssen or its respective
affiliates or destroy upon instructions of Janssen or
its affiliates, all unused Study Product, and (c)
Principal Investigator shall treat materials and
equipment provided by Janssen 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 Janssen or its affiliates.
This provision does not apply to those documents
that should be maintained and retained by Principal
Investigator at the Study Site, as defined in the
Protocol and as required by applicable laws and
regulations.

2.3 Bud' pri ukonceni klinického skusania,
alebo pri vypovedani tejto zmluvy (podla toho, ¢o
nastane skor), (a) zodpovedny skusajlci okamzite
doruc¢i spolocnosti Janssen vSetky udaje
vytvorené v doésledku klinického skidsania, vsetky
odobraté klinické vzorky, vSetky dokumenty a
Udaje poskytnuté spolocénostou Janssen a jej
prislusnymi pobockami a vsSetky doverné
informacie spolocnosti Janssen definované nizsie
v Clanku 7.2, (b) zodpovedny skusajuci vrati
spolo¢nosti Janssen alebo jej pobockam vsetky
nepouZzité skusané produkty a (c) zodpovedny
skdsajuci bude zaobchadzat so vsetkymi
materidlmi a vybavenim dodanym spolo¢nostou
Janssen alebo jej prislusnymi pobockami v sulade
s prilohou B, a ak sa podla prilohy B vyZaduje
vratenie  akychkolvek materidlov a/alebo
vybavenia, zodpovedny skdsajuci ich vrati podla
pokynov spolocnosti Janssen alebo jej pobociek.
Toto ustanovenie sa nevztahuje na dokumenty,
ktoré si ma zodpovedny skusajlci ponechat a

uchovavat na pracovisku klinického skusania
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podla ich definicie v protokole a podla
poZiadaviek platnych pravnych predpisov a
nariadeni.

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

2.4 Ak je klinické skusanie multicentrickym
skusanim, a ak je to mozné, tak po ukonceni tejto
zmluvy vypovedou, resp. okamzitym ukonéenim
zmluvy zodpovedny skusajuci na poZiadanie
spoloc¢nosti Janssen odosle Ucastnikov klinického
skdsania na iné pracoviska klinického skusania
urcené spolo¢nostou Janssen.

3. Ethics Committee (EC) — Informed Consent —
Authorizations

3. Etickd komisia (EK) — Informovany suhlas
— Povolenia

3.1 In accordance with the laws and
regulations applicable at the Study Site, Institution
and Principal Investigator 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 Janssen 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
Janssen and the EC.

3.1 Vsilade s pravnymi predpismi a
nariadeniami platnymi pre pracovisko klinického
skdsania inStitucia azodpovedny skusajuci
zodpovedaju za ziskanie schvalenia protokolu
ajeho dodatkov, formuldru informovaného
sthlasu, postupov tykajucich sa ndboru
Ucastnikov do klinického skdsania (napr.
oznamenia, pripadnd finanénd odmena)
a ostatnych prislusnych dokumentov tykajucich
sa klinického skusania od prislusnej EK, a to este
pred zacatim klinického skusania. Ak EK vyZzaduje
zmeny v protokole, formulari informovaného
suhlasu alebo postupoch naboru ucéastnikov do
klinického skusania, takéto zmeny sa nemozZu
uskutoénit, kym nebude spolo¢nost Janssen
informovand a neposkytne pisomné schvalenie.
Protokol, formular informovaného suhlasu ani
Ziadna reklama sa nesmu upravovat bez
predchadzajluceho pisomného suhlasu
spoloc¢nosti Janssen a EK.

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
Janssen and the EC, prior to the Trial Subject’s
participation. The informed consent form shall

3.2 Institlcia a zodpovedny skusajuci su tiez
povinni primerane informovat Ucastnikov
klinického skusania aziskat  formulare
informovaného suhlasu podpisané ucastnikmi
klinického skusania alebo vich mene, pricom
tento formular informovaného suhlasu schvali

spolo¢nost Janssen aEK eSte pred ucastou
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include the right for Janssen and its designees and
applicable government authorities to review raw
Clinical Trial data, including original subject records,
in all monitoring and auditing activities required to
ensure quality assurance and compliance with the
Protocol as well as all legal and regulatory
requirements. The informed consent form shall also
include the right for Janssen and its affiliates to
conduct additional reviews of the data to study the
safety and efficacy of the Study Product and other
products and treatments, to develop a better
understanding of disease or to improve the
efficiency of future clinical studies.

Ucastnikov na klinickom skudsani. Formular
informovaného suhlasu musi obsahovat pravo
spolocnosti Janssen, jej zastupcov a prislusnych
Statnych organov na kontrolu nespracovanych
udajov z klinického skusania vratane origindlnych

zaznamov Ucastnikov v ramci vSetkych
monitorovacich a auditorskych ¢innosti
potrebnych na zabezpecenie kvality
a dodrziavania protokolu, ako aj vsetkych

zakonnych a regulacnych poZiadaviek. Formuldr
informovaného suhlasu bude obsahovat aj pravo
spolo¢nosti Janssen a jej pobociek vykondvat
dodatocné kontroly Udajov s ciefom preskimat
bezpecnost a ucinnost skusaného produktu a
inych produktov a lieCob s cielom lepsie
porozumiet ochoreniu alebo zlepsit ucinnost
budducich klinickych skusani.

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.

3.3. Spolo¢nost  Janssen zodpovedd za
splnenie vsetkych dalSich formalit tykajucich sa
povoleni na vykondvanie klinického skudsania
(napr. podanie Ziadosti o povolenie klinického
skisania) ana vyrobu, dodavanie ¢i dovoz
skisaného produktu, av pripade potreby za
ziskanie pisomného povolenia od
kompetentnych zdravotnickych Uradov pred
zaCatim klinického skusania.

4, Reporting of Data and Adverse Events 4, Nahlasovanie  ddajov _a neZiaducich
udalosti
4.1 Institution and Principal Investigator agree | 4.1 Institdcia a zodpovedny skusajuci

to provide 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.

sthlasia, Ze budu pravidelne avcas poskytovat
spolo¢nosti Janssen vsetky vysledky klinického
skdsania a dalSie Udaje pozadované protokolom
na riadne (pisomne alebo elektronicky)
vyplnenych zaznamovych formuldrov ucastnikov
klinického skusania.

4.2 Electronic Data Capture ("EDC"):
Institution/Principal Investigator will submit Clinical
Trial data using the electronic system provided by
Janssen. Institution/Principal Investigator shall
prevent unauthorized access to the data by

4.2 Elektronicky zber udajov (dalej len
,,EDC", Electronic Data Capture): InStitucia alebo
zodpovedny skusajuci budu udaje z klinického
skdsania odosielat pomocou elektronického

systému, ktory zabezpedi spolo¢nost Janssen.
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maintaining physical security of the computers and
ensuring that investigational staff maintains the
confidentiality of their passwords.
Institution/Principal Investigator shall also comply
with Janssen’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.

Institucia alebo zodpovedny skdsajuci zabrania
nepovolenému  pristupu  ktymto ddajom
udrZiavanim fyzického zabezpecenia pocitacov
a zaistenim toho, Ze personal skusania bude
svoje hesld uchovavat ako doéverné. Institiucia
alebo zodpovedny skusajici musia dodrziavat
pokyny spolo¢nosti Janssen na zaddvanie Udajov
do systému, ¢o zahfna aj to, Ze personal skudsania
pouZivajuci tento systém berie na vedomie, Ze
elektronické podpisy sU pravne zavaznym
ekvivalentom rucnych podpisov a potvrdzuje
presnost a Uplnost zadanych Udajov.

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 visit procedures have been completed or test
results are available, unless otherwise specified in
the Protocol. Institution/Principal Investigator also
agree to provide appropriate responses to queries
received within five (5) working days of receipt,
unless otherwise specified in the Protocol.

Institucia alebo zodpovedny skusajuci suhlasia,
ze  vSetky ddaje  zklinického  skudsania
(v elektronickej alebo papierovej forme) budu
zbierat do zdrojovej dokumentacie pred ich
zadanim do elektronického zaznamového
formuldra Gcastnika klinického skdsania (dalej
len ,elektronicky zaznamovy formuldr Gcastnika
klinického skusSania“). Elektronicky zaznamovy
formuldr uUcastnika klinického skudsania sa musi
vyplnit do piatich (5) pracovnych dni od
dokoncenia procedlr vrdmci ndvstev alebo
dostupnosti vysledkov vysetreni, pokial protokol
neuvadza inak. InStitucia alebo zodpovedny
skudsajuci tiez suhlasia, Ze poskytnd primerané
odpovede na prijaté otdzky do piatich (5)
pracovnych dni od ich prijatia, pokial protokol
neuvadza inak.

In the event Principal
Investigator/Institution do not enter Data into the
eCRF or respond to queries in the timeframe set
forth for each above, Janssen may, in its sole
discretion, immediately take corrective actions.
These actions may include but are not limited to,
temporary suspension of screening/enroliment,
additional monitoring visits, consideration of site
audit, and possible termination of site participation
in the Clinical Trial.

Ak zodpovedny skusajuci alebo institucia
nezadaju Udaje do elektronického zdznamového
formuldra Gcastnika klinického skusania alebo
neodpovedia na otdzky vo vysSie uvedenych
lehotach, spolocnost Janssen moéZe podla
vlastného wuvaZenia ihned prijat ndapravné
opatrenia. Medzi tieto opatrenia mozZe patrit
najma docasné pozastavenie skriningu alebo
zaradovania Ucastnikov, dodatocné
monitorovacie  navstevy, zvaienie auditu
pracoviska  klinického  skdsania amozné
ukoncenie Ucasti pracoviska na klinickom

skusani.
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4.3 Institution and Principal Investigator also
agree to report to Janssen 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.

4.3 Institlcia a zodpovedny skusajuci dalej
sthlasia, Ze spolo€nosti Janssen okamazite,
najneskor vsak do dvadsiatichstyroch (24) hodin,
ohldsia kazdu zavaznl neziaducu udalost ainé
dolezité  zdravotné udalosti  definované
v protokole, ktoré postihnd ktoréhokolvek
Ucastnika  klinického  skdsania v klinickom
skusani. Institucia a zodpovedny skusajuci dalej
suhlasia, Ze doplnia takéto hlasenie podrobnymi
pisomnymi spravami vsulade so vsetkymi
zakonnymi a regulaénymi poZiadavkami.

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.

4.4 Vcasné, presné akompletné zasielanie
Udajov a odpovedi na otdzky je podmienkou na
Uhradu platieb podla harmonogramu platieb
uvedeného v prilohe B tejto zmluvy.

5. Monitoring of Clinical Trial — Audit -
Inspections

5. Monitorovanie klinického skasania -
Audit — InSpekcie

5.1 Monitoring — Audit

5.1 Monitorovanie — Audit

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

V priebehu platnosti tejto zmluvy a po jej
ukonceni inStitucia azodpovedny skusajuci
suhlasia, Ze spoloCnosti Janssen alebo
kompetentnym zdravotnickym dUradom (vratane
amerického Uradu pre kontrolu potravin a lie¢iv,
ak sa to na skdsanie vztahuje) umoznia, aby mohli
kedykolvek v primeranom c¢ase pocas beinej
pracovnej doby skontrolovat:

(i) the facilities where the Clinical Trial | (i) priestory, v ktorych sa vykonava
is being conducted, klinické skusanie,
(ii) raw Clinical Trial data including | (ii) nespracované udaje z klinického

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

skdisania  vrdtane origindlnych  zdznamov
Ucastnikov skusania, ak to podmienky formulara
informovaného suhlasu a platné pravne predpisy
povoluju,

(iii) any other relevant information
necessary to confirm that the Clinical Trial is being
conducted in conformance with the Protocol and in
compliance with applicable legal and regulatory
requirements, including privacy and security laws
and regulations.

(iii) vietky dalsie dolezité informacie
potrebné na potvrdenie, Ze sa klinické skusanie
vykondva vsulade s protokolom a platnymi
zakonnymi a regulaénymi poziadavkami vratane
pravnych predpisov o ochrane osobnych udajov
a sukromia.

5.2 Inspections

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

Institucia a zodpovedny skusajuci
okamzite oznamia spolo¢nosti Janssen, ak nejaky
kompetentny  zdravotnicky drad  ozndmi
planovanu inSpekciu alebo bez ozndmenia zacne
nepldnovand inSpekciu, abezodkladne po
vyhotoveni spolocnosti Janssen poskytnu képiu
akejkolvek korespondencie s prislusnym
zdravotnickym orgdnom, ktora vyplyva z takejto
inSpekcie.

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

5.3 InStitucia a zodpovedny  skusajuci
suhlasia, Ze podniknd vSetky primerané
opatrenia, ktoré spolo¢nost Janssen pozaduje na
napravu nedostatkov zistenych pocas auditu
alebo inSpekcie. Spolo¢nost Janssen alebo jej
zastupcovia maju navySe pravo na posudenie
a schvdlenie koreSpondencie prislusnému
zdravotnickemu organu, ktord je vysledkom
inSpekcie daného zdravotnickeho organu, ato
eSte skoér ako ju institucia alebo zodpovedny
skudsajuci odosle, avrozsahu, ktory nezakazuju
pravne predpisy alebo prislusny zdravotnicky
Urad, maju pravo mat pocas akejkolvek inspekcie
pritomného zdstupcu.

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

5.4 Ustanovenia odsekov 5.1, 5.2 ab5.3
zostanu v platnosti aj po vypovedani alebo
skonceni platnosti tejto zmluvy.

6. Compliance with Applicable Laws 6. DodrZiavanie platnych pravnych
predpisov
6.1 The parties agree to conduct the Clinical | 6.1 Zmluvné strany suhlasia, Ze budu

Trial and maintain records and data during and
after the term of this Agreementin 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.

vykonavat  klinické  skusanie  a uchovavat
zaznamy a Udaje pocas doby platnosti tejto
zmluvy apo jej uplynuti vsulade so vsetkymi
platnymi zakonnymi a regulacnymi
poZiadavkami, ako aj so vSeobecne uzndvanymi
konvenciami, akou je napriklad Helsinska
deklaracia a smernice Medzindrodnej
konferencie o harmonizacii — Sprdvna klinicka
prax (dalej len ,,smernica ICH-GCP*).
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6.2 Healthcare with  Anti-
Corruption Laws and Foreign Corrupt Practices Act
(“FCPA”)

Compliance

6.2 Dodrziavanie protikorupénych pravnych
predpisov v oblasti zdravotnej starostlivosti
a zakon o zahraniénych korupénych praktikach
(dalej 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 its auditors and other
representatives with access to records (financial
and otherwise) and supporting documentation
related to the subject matter of the Agreement as
may be requested by Janssen in order to document
or verify compliance with the provisions of this

Institucia vyhlasuje azaruduje 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  institucie”) neprijali  Ziadne
opatrenia, ktoré by viedli k poruseniu tychto
miestnych alebo medzinarodnych
protikorupénych prdvnych predpisov, pravidiel
a nariadeni, ktoré sa vztahuju na institdciu
a spolocnost Janssen (spolu ako , protikorupéné
pravne predpisy”) takouto osobou.

Institucia priamo ani nepriamo nevykona Ziadne
platby, neponukne ani neprevedie Ziadnu
hodnotnu vec, ani neschvali ani neprisfubi Ziadnu
platbu, ponuku ani prevod akejkolvek hodnotnej
veci Ziadnemu Statnemu predstavitelovi,
stdtnemu zamestnancovi, politickej strane ani
kandidatovi na politicku funkciu ani Ziadnej tretej
strane na Ucely ovplyvnenia rozhodnuti
tykajucich sa spolo¢nosti Janssen a/alebo jej
podnikania spésobom, ktory by porusoval
protikorupéné pravne predpisy.

InStitdcia a zastupcovia institicie podnikaju
abudd podnikat vsulade s protikorupénymi
pravnymi predpismi ainstiticia bude mat
zavedené potrebné postupy na zabrdnenie
podplacaniu a korupcii zastupcami institucie,
ktorych sucéastou bude aj skolenie o boji proti
korupcii.

Institucia bude udrzZiavat Ucinnd internud kontrolu
uctovnictva a zabezpedi, aby boli vietky aspekty
klinického skusania zaznamenané v Uctovnych
ainych zadznamoch presne, uplne a pravdivo
a aby doklady, z ktorych takéto ucétovné a iné
zaznamy vychadzaju, boli presné, uplné
a pravdivé VO vsetkych hlavnych
aspektoch. Institicia bude viest zaznamy
(financné aj iné) apodpornd dokumentdciu
tykajicu sa predmetu tejto zmluvy a poskytne
k nim spolo¢nosti Janssen a jej auditorom a
ostatnym zdastupcom pristup, o ¢o ju moze

poziadat spolo¢nost Janssen s cielom
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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 shall have the
right to terminate the Agreement with immediate
effect upon written notice to Institution without
Janssen having any financial liability or other
liability of any nature whatsoever resulting from
any such termination.

zdokumentovat alebo overit dodrziavanie
ustanoveni tohto ¢lanku; a

Bez ohladu na clanok 2 (Doba platnosti a
vypovedanie zmluvy) a ¢lanok 10 (Odskodnenie)
plati, ze ak institicia nedodrzi niektoré z
ustanoveni tohto ¢lanku, takéto porusenie sa
bude povaZovat za zdvainé porusenie zmluvy a
pri kazdom takomto poruseni bude mat
spolo¢nost Janssen pravo vypovedat zmluvu s
okamiZitou uéinnostou na zaklade pisomného
oznamenia inStitlcii bez toho, aby mala
spolocnost  Janssen  akukolvek  finanénu
zodpovednost alebo akukolvek ind
zodpovednost vyplyvajucu z takéhoto ukoncenia.

6.3 Privacy & Data Security

6.3 Ochrana osobnych tdajov a stikromia

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 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.

6.3.1 Kazdd zmluvna strana suhlasi, Ze jej zber,
spracovanie  aspristupfiovanie  akychkolvek
Udajov tykajucich sa identifikovanej alebo
identifikovatelnej osoby (dalej len ,osobné
Udaje”) v sulvislosti stouto zmluvou je a bude
vsulade splatnymi  prdvnymi  predpismi
oochrane osobnych U(dajov vratane (podla
okolnosti) véeobecného nariadenia EU o ochrane
udajov (dalej len ,,nariadenie GDPR"), a Ze ziskala
vietky prdva asuhlasy potrebné na =zber,
spraclvanie a zverejnovanie osobnych udajov.
Pri zbere a spracuvani osobnych tGdajov zmluvné
strany suhlasia, Ze podniknd primerané
opatrenia na ochranu osobnych Uudajov,
zachovaju doévernost zdravotnych a klinickych
Udajov ucastnikov klinického skusania, budu
riadne informovat prislusné dotknuté osoby
ozbere aspracuvani ich osobnych Uudajov,
poskytnu dotknutym osobdm primerany pristup
k ich osobnym tdajom, budd venovat pozornost
dals$im pravam dotknutych oséb podla platnych
pravnych predpisov azabrania v pristupe
neopravnenym osobam.

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

6.3.2 Institucia a zodpovedny skusajuci zavedu
primerané technické aorganizacné opatrenia,
aby zabezpedili takd droven bezpecnosti
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connection with the Agreement that is appropriate
to the risk.

osobnych Udajov spracuvanych v sdvislosti
s touto zmluvou, aka je primerand danému riziku.

6.3.3 Institution and Principal Investigator
represent, warrant and covenant that Personal
Information related to Trial Subjects, when
supplied to Janssen, will be pseudonymized to
replace any information that directly identifies a
Trial Subject with a subject identification code.
Principal Investigator will not provide Janssen with
the key or code that enables Trial Subjects to be re-
identified. Institution and Principal Investigator will
notify Janssen immediately if Institution and/or
Principal Investigator discovers that any Data
(defined in Section 7.1) concerning Trial Subjects
provided to Janssen does not satisfy this
requirement. Principal Investigator will cooperate
with all Janssen requests to mitigate any harm
resulting from any such disclosure of Data. In such
an event, Institution and Principal Investigator will
deliver corrected Data to Janssen as promptly as
possible at no extra expense to Janssen.

6.3.3 InStitdcia a zodpovedny skusajuci
vyhlasuju, zarucuju azavazuju sa, Ze osobné
Udaje tykajuce sa ucastnikov klinického skusania
dodané spolocnosti  Janssen sa  budu
pseudonymizovat, pricom sa kazdy udaj priamo
identifikujuci  ucastnika  skd3ania  nahradi
identifikatnym kdédom ucastnika. Zodpovedny
skdsajuci neposkytne spolocnosti Janssen kluc
ani kéd, ktoré umozniuju opatovnu identifikaciu
Ucastnikov skdSania. InStitucia azodpovedny
skusajuci budu spolocnost Janssen okamZite
informovat, ak zistia, Ze niektoré u(daje
(definované v ¢lanku 7.1) tykajuce sa ucastnikov
klinického skusania nesplfiaju tuto poziadavku.
Zodpovedny skusajuci poskytne spolocnosti
Janssen sucéinnost pri rieseni vsetkych jej
poZiadaviek na ndpravu kazdej Skody, ktord
vyplyva z takéhoto zverejnenia Udajov. V takom
pripade institucia azodpovedny skusajuci co
najskor dodaju spolocnosti Janssen opravené
Udaje bez dalSich ndkladov pre spolocnost
Janssen.

6.3.4 Incase 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. Such notification shall specify the nature
of the Privacy Incident, the categories and
approximate number of data subjects and Personal
Information records impacted by such Privacy
Incident. Institution and Principal Investigator
agree to fully cooperate with Janssen, investigate
and resolve any such Privacy Incident and provide
Janssen any information necessary to provide
notifications.

6.3.4 V pripade narusenia bezpecnosti
veduceho knahodnému alebo nezakonnému
zni¢eniu, strate, zmene, neopravnenému
zverejneniu  alebo pristupu  k prendsanym,
uchovavanym alebo inak spractivanym osobnym
Udajom (dalej len ,incident narusenia
sukromia“), bude institdcia alebo zodpovedny
skasajuci informovat spoloénost Janssen ihned'
potom, ako sa otakomto incidente narusenia
stkromia dozvie. V takomto oznameni musi byt
uvedenad podstata incidentu narusenia sukromia,
kategérie a priblizny pocet dotknutych os6b
azdznamy osobnych Udajov, ktoré takyto
incident narusenia  sukromia  ovplyviuju.
InStitucia a zodpovedny skusajuci suhlasia, Ze
budd vplnej miere spolupracovat so
spoloc¢nostou Janssen, presetria a vyriesia kazdy

takyto incident narusenia sukromia a poskytnu
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spolocnosti Janssen vsetky informdcie potrebné
na poskytnutie ozndmeni.

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.

6.3.5 InStitucia a zodpovedny skusajuci
suhlasia, Ze budud v plnej miere spolupracovat pri
akychkolvek hodnoteniach dosahu opatreni na
ochranu osobnych udajov alebo
predchadzajicich konzultacii, ktoré moéziu byt
potrebné v suvislosti so spracdvanim osobnych
Udajov podla tejto zmluvy.

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.

6.3.6 Bez predchadzajuceho pisomného
sthlasu spolo¢nosti Janssen institdcia ani
zodpovedny skuSajluci nepoveria Ziadnu tretiu
stranu  ani  Ziadnu svoju  pobocku (i
subdodavatela Ulohou sprostredkovatela Udajov
(vzmysle definovanom v platnych pravnych
predpisoch o ochrane osobnych Udajov), aby
vykondval ich prislusné cinnosti podla tejto
zmluvy. V pripade, Ze spolo¢nost Janssen takuto
tretiu stranu v Ulohe sprostredkovatela ldajov
odsuhlasi, institucia a zodpovedny skusajuci (i)
zodpovedaju za zabezpecenie toho, aby kazda
takato povolend tretia strana v ulohe
sprostredkovatela Udajov dodrziavala tato
zmluvu a platné pravne predpisy o ochrane
osobnych Udajov a (ii) budu spolocnosti Janssen
v plnej miere rudit za kazdé konanie takejto tretej
strany v Ulohe sprostredkovatela Gdajov.

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

6.3.7 Osobné udaje tykajuce sa zodpovedného
skusajuceho  avsetkych ¢lenov  personalu
skdsania (napr. meno, adresa nemocnice alebo
kliniky, teleféonne Cislo, Zivotopis) sa moZu
prenasat do inych pobodiek spolo¢nosti Johnson
& Johnson na ucely monitorovania liekov,
implementacie, zdokumentovania
a kontrolovania klinickych skudsani, ako aj na
ucely kontaktovania uvedenych o0s6b aich
prislusnych dradov na celom svete v pripade
buducich skasani alebo vyskumov, na ktorych sa
mozu podielat. Zmluvné strany tieZ suhlasia
s pouzivanim osobnych Udajov, ktoré poskytne
zodpovedny skusajuci, na riadenie internych

skisani ana zabezpecenie toho, aby boli
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way in other systems, in compliance with this
Section.

kontaktné Udaje obsiahnuté vinych systémoch
doveryhodnym a kompletnym sposobom
a v sulade s tymto ¢lankom.

6.3.8 Janssen may transmit Personal Information
to other affiliates of the Johnson & Johnson group
of companies and their respective agents
worldwide. Accordingly, Personal Information may
be transmitted to countries outside the European
Economic Area (EEA), such as the United States,
which the EU has determined currently lack
appropriate privacy laws providing an adequate
level of privacy protection. Notwithstanding the
above, Janssen and its affiliates of the Johnson &
Johnson group of companies and respective agents
will apply adequate privacy safeguards to protect
such Personal Information as required in the EEA.
Personal Information may also be disclosed as
required by individual regulatory agencies or
applicable law, such as to report serious adverse
events.

6.3.8 Spoloc¢nost Janssen ma pravo prenasat
osobné udaje do dalSich pobociek skupiny
spolo¢nosti Johnson & Johnson aich prislusnym
zastupcom na celom svete. Vsulade stym sa
osobné Udaje moézu prenasat do krajin mimo
Eurdpskeho hospodarskeho priestoru (EHP), ako
st napriklad Spojené Staty americké, ktorym
podla EU v sti¢asnosti chybaju primerané pravne
predpisy na zabezpecenie dostatoénej ochrany
osobnych Udajov. Bez ohladu na vyssie uvedené,
spoloc¢nost Janssen, pobocky skupiny spolo¢nosti
Johnson & Johnson aich prislusni zastupcovia
budi uplatriovat primerané bezpecnostné
opatrenia na ochranu sukromia, aby takéto
osobné Udaje chranili spésobom pozadovanym
v EHP. Osobné Udaje sa mozu spristupriovat aj na
zaklade poziadaviek jednotlivych kontrolnych
uradov alebo platnych pravnych predpisov,
napriklad na hlasenie zavainych neZiaducich
udalosti.

The 2021 SCCs which are incorporated into Exhibit
D and this Agreement as if fully set forth herein, will
apply to any transfer of Personal Information that
is subject to the EU General Data Protection
Regulation ((EU) 2016/679) (“GDPR”), the UK
General Data Protection Regulation and UK Data
Protection Act 2018 (collectively, “UK Data
Protection Laws”) or the Swiss Federal Act on Data
Protection (“FADP”) to a Party located outside the
EEA, United Kingdom and Switzerland except to the
extent the transfer is covered by an Adequacy
Decision. Where the transfer relates to Personal
Information subject to FADP, all references in the
2021 SCCs to the “Union”, “EU,” “Member State”
will be interpreted as references to Switzerland and
references to EU law will be interpreted as relevant
provisions of the FADP. Where the transfer relates
to Personal Information subject to the UK Data
Protection Laws, all references in the 2021 SCCs to
the “Union”, “EU”, or “Member State” will be
interpreted as references to the United Kingdom

Standardné zmluvné dolozky z roku 2021 (SZD
2021), ktoré st neoddelitelnou suéastou prilohy
D a tejto zmluvy tak, ako by v nej boli plne
uvedené, sa budu vztahovat na kazdy prenos
osobnych udajov, ktoré podliehaju
véeobecnému nariadeniu o ochrane Udajov
Eurdpskej unie ((EU) 2016/679) (dalej ,,GDPR),
vSeobecnému nariadeniu o ochrane Udajov
Spojeného kralovstva a zakonu o ochrane
osobnych Udajov Spojeného kralovstva z roku
2018 (dalej spolocne ,,pravne predpisy o ochrane
udajov Spojeného kralovstva“), alebo
Svajéiarskemu federdlnemu zakonu o ochrane
udajov (dalej ,FADP“), zmluvnej strane
so sidlom mimo Eurdépskeho hospodarskeho
priestoru (EHP), Spojeného kralovstva a
Svajéiarska, s vynimkou rozsahu, v ktorom takyto
prenos pokryva Rozhodnutie o primeranosti. V
pripade prenosu suvisiaceho s osobnymi udajmi
podliehajucimi FADP sa vietky odkazy v 52D 2021
na ,Uniu“, ,EU“ alebo ,&lensky $tat“ budu
vykladat ako odkazy na Svaj¢iarsko a odkazy na
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and references to EU law will be interpreted as
relevant provisions to the UK Data Protection Laws.

For the purpose of Clause 17 of the 2021 SCCs, the
parties agree that the 2021 SCCs will be governed
by the law of Switzerland for transfer of Personal
Information subject to FADP, and by the law of the
of Personal

United Kingdom for Transfer
Information subject to UK Data Protection Laws.

For the purpose of Clause 18 of the 2021 SCCs, the
parties agree that any dispute arising from the
2021 SCCs will be resolved by the courts of
Switzerland for Transfers of Personal Information
subject to FADP, and by the courts of the United
Kingdom for Transfers of Personal Information

subject to UK Data Protection Laws.

For the purpose of Annex |.C of the 2021 SCCs, the
parties agree that Switzerland’s Federal Data
Protection and Information Commission is the
competent supervisory authority for Transfers of
Personal Information subject to FADP, and the
United Kingdom’s Information Commissioner’s
Office for Transfers of Personal Information
subject to UK Data Protection Laws.

pravne predpisy EU sa budd vykladat ako
prislusné ustanovenia FADP. V pripade prenosu
suvisiaceho s osobnymi Udajmi podliehajucimi
pravnym predpisom o ochrane udajov
Spojeného kralovstva sa vietky odkazy v SZD
2021 na ,,Uniu“, ,,EU“ alebo ,&lensky $tat” budu
vykladat ako odkazy na Spojené kralovstvo a
odkazy na pravne predpisy EU sa budu vykladat
ako prislusné ustanovenia pravnych predpisov o
ochrane udajov Spojeného kralovstva.

Na ucely dolozky 17 $ZD 2021 sa zmluvné strany
dohodli, e $ZD 2021 sa budu riadit pravnymi
predpismi  Svaj¢iarska v pripade prenosu
osobnych ddajov podliehajicich FADP, a
pravnymi predpismi Spojeného kralovstva v
pripade prenosu osobnych udajov
podliehajucich pravnym predpisom o ochrane
udajov Spojeného kralovstva.

Na ucely dolozky 18 $ZD 2021 sa zmluvné strany
dohodli, e kazdy spor vyplyvajlci zo 5ZD 2021
budu riesit sudy Svajciarska v pripade prenosu
osobnych Udajov podliehajucich FADP, a sudy

Spojeného kralovstva v pripade prenosu
osobnych udajov podliehajucich  pravnym
predpisom o ochrane Udajov Spojeného

kralovstva.

Na Géely prilohy I.C 5ZD 2021 sa zmluvné strany
dohodli, Ze prislusnym dozornym orgdnom nad
prenosmi osobnych Udajov podliehajucich FADP
je Svajciarska federalna komisia pre ochranu
Udajov a informacie, a prislusSnym dozornym
orgdnom nad prenosmi osobnych Udajov
podliehajucich pravnym predpisom o ochrane
Udajov Spojeného kralovstva je Kancelaria
komisara pre informacie Spojeného kralovstva

6.3.9 Janssen
regarding its

has provided
Personal Information

Principal
investigational

Investigator
staff

agrees to
from whom

Personal Information
specified in Exhibit C.

certain details
handling
practices, concerning Personal Information related
to Principal Investigator and any investigational
staff, including data subject rights, in Exhibit C.
inform all

Personal
Information is collected during the course of the
Clinical Trial in scope of this Agreement about
handling practices as

6.3.9 V prilohe C spolo¢nost Janssen uvadza
niektoré podrobnosti o svojich postupoch pri
zaobchadzani s osobnymi Udajmi, ktoré sa tykaju
zodpovedného skusajuceho a personalu
skdsania, vratane prdv dotknutych o0s0b.
Zodpovedny skusajuci suhlasi, Zze kazdého ¢lena
personalu skudsania, od ktorého sa v priebehu
klinického skusania zbieraji osobné Uudaje
vrozsahu tejto zmluvy, bude informovat
o postupoch pouzivanych pri zaobchadzani

s osobnymi udajmi, ktoré s uvedené v prilohe C.
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6.4 Inthe 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.

6.4 Ak sa zisti, ze ktorakolvek cast tejto
zmluvy je vrozpore splatnymi pravnymi
predpismi, zmluvné strany suhlasia, Zze v dobrej
viere prerokuju Upravy ustanovenia alebo
ustanoveni, ktoré suU vrozpore s platnymi
pravnymi predpismi. Ak sa zmluvné strany
nedokazu dohodnut na novych alebo upravenych
podmienkach potrebnych na uvedenie celej
zmluvy do suladu s pravnymi predpismi,
ktorakolvek zmluvnd strana moéZe tuto zmluvu
vypovedat pisomnou vypovedou s vypovednou
lehotou Sestdesiatich (60) kalendarnych dni od
dorucenia vypovede druhej zmluvnej strane.

7. Ownership of Data — Confidentiality —
Registry — Publication

7. Vlastnictvo udajov_ — Zachovanie
mlcanlivosti — Registracia — Publikovanie
vysledkov

7.1 Ownership of Data

7.1 Vlastnictvo udajov

All case report forms and other data,
including without limitation, written, printed,
graphic, video and audio material, and information
contained in any computer data base or computer
readable form, generated by Institution and/or
Principal Investigator or other personnel involved
with the Clinical Trial in the course of conducting
the Clinical Trial (the “Data”) shall be the property
of Janssen or its designee, which may utilize the
Data in any way it deems appropriate, subject to
and in accordance with applicable data protection
laws and the terms of this Agreement. Any
copyrightable work created in connection with the
performance of the Clinical Trial and contained in
the Data (except any publication by 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. 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

Vsetky zdznamové formulare ucastnikov
klinického skdsania aostatné Udaje najma
vratane pisomného, tlaceného, grafického,
obrazového a zvukového materidlu a informdcie
obsiahnuté v akejkolvek pocitacovej databaze
alebo v pocitacom citatelnom formate, ktoré
vytvorila institlcia, zodpovedny skusajuci alebo
iny personal zapojeny do klinického skudsania
pocas vykonavania klinického skusania (dalej len
»udaje”) su vlastnictvom spolocnosti Janssen
alebo fou povereného zastupcu, ktord moze
vyuzivat ddaje lubovolnym spbésobom, ktory
uznd za vhodny, vsulade s platnymi pravnymi
predpismi o ochrane osobnych udajov
a podmienkami tejto zmluvy. VsSetky prace
chranené autorskymi pravami, vytvorené
v suvislosti s vykonavanim klinického skusania
a obsiahnuté v ddajoch  (okrem  publikacii
zodpovedného skusajuceho podla ¢lanku 7.4) sa
povazuju za ,prdcu vykonanu za odmenu”
v plnom rozsahu povolenom zdkonom asl
vlastnictvom spolocnosti Janssen alebo jej
zastupcu. Institdcia ani zodpovedny skudsajuci

nest Udaje pouzit na Ziadne komeréné ucely
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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.

vratane podania patentovej prihlasky alebo
podania uddajov na podporu akejkolvek
nevybavenej alebo budtcej patentovej prihlasky,
¢i uz vo vlastny prospech alebo v prospech inej
ziskovej organizacie, vratane pouzivania udajov
na podporu vyskumu pre ziskovl organizaciu
alebo v spolupraci sfou. Ustanovenia tohto
odseku zostanu v platnosti aj po vypovedani
alebo vyprsani tejto zmluvy.

7.2 Confidentiality

7.2 Zachovanie micanlivosti

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 to Institution or Principal
Investigator or other personnel involved with the
Clinical Trial and not previously published (the
“Janssen Confidential Information”), as well as
Data, are considered confidential and shall remain
the sole property of Janssen or its affiliated
companies. Both during and after the term of this
Agreement, Institution and Principal Investigator
will use diligent efforts to maintain in confidence
and use only for the purposes contemplated in this
Agreement:

VSetky informacie najma vratane
informdcii o skdSanom produkte, protokole
alebo cinnostiach spolocnosti Janssen a jej
pobociek, ako su napriklad Ziadosti o prideleniu
patentu, vzorce, vyrobné postupy, zdakladné
vedecké Udaje, Udaje zpredchadzajuceho
klinického vyskumu ainformacie o liekovej
forme, ktoré spolotnost Janssen poskytla
institucii, zodpovednému skudsajucemu alebo
inému personalu podielajucemu sa na klinickom
skusani, a ktoré neboli v minulosti publikované
(dalej len ,dbéverné informdcie spolocnosti
Janssen”), ako aj udaje, sa povazuju za dbéverné
a zostavaju vyluénym vlastnictvom spolocnosti
Janssen alebo fou povereného zastupcu. Pocas
platnosti tejto zmluvy aj po jej uplynuti su
inStiticia azodpovedny skudSajuci  povinni
vynakladat primerané usilie na to, aby zachovali

doévernost a pouzivali len na ucely
predpokladané v tejto zmluve:

(i) Janssen Confidential Information, | (i) doverné informdcie spolo¢nosti
Janssen,

(ii) information which a reasonable | (ii) informdacie, oktorych mozno

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

logicky predpokladat, Ze su déverné a chranené
vlastnickymi pravami spoloc¢nosti Janssen a riou
povereného zastupcu aktoré sa zverejnia
prostrednictvom alebo v zastipeni spolo¢nosti

Janssen  institdcii  alebo  zodpovednému
skusajucemu a
(iii) the Data. (iii) udaje.

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

Predchadzajice zavazky sa nevztahuju
na doverné informacie spolocCnosti Janssen,
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Udaje ani informacie, ktoré spadaju pod
¢lanok 7.2(ii):

a) which has been published through | a) ktoré sa zverejnili bez zavinenia
no fault of Institution or Principal Investigator, institucie alebo zodpovedného skusajuceho,
b) which Janssen agrees in writing, | b) ktorych pouzitie alebo

may be used or disclosed, or

zverejnenie  spolo¢nost  Janssen  pisomne
schvilila alebo

c) which is published in accordance
with the Publication Section (Section 7.4) of this
Agreement.

c) ktoré sa publikuju podla ¢lanku
»Publikovanie vysledkov” (c¢lanok 7.4) tejto
zmluvy.

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

Ustanovenia tohto odseku zostanu
v platnosti aj po vypovedani alebo vyprsani tejto
zmluvy.

7.3. Registry

7.3. Registracia

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

Pred spustenim zaradovania ma spolo¢nost
Janssen pravo verejne zaregistrovat suhrnny
protokol a kontaktné Udaje pracovisk klinickych
skasani, ktorych zadavatelom je spoloc¢nost,
ktoré su zamerané na skisané aj predavané lieky
aktoré splfiaju aspori jedno z nasledujlcich
kritérii: (i) spolo€nost Janssen alebo jedna z jej
pobocdiek ich musi zaregistrovat v sulade
s platnymi pravnymi predpismi, (ii) registraciu
poZaduje Medzinarodny vybor redaktorov
lekarskych casopisov (International Committee
of Medical Journal Editors, ICMIJE) v pripade
skudsani, ktoré sa maju publikovat
v medzindrodnej oponentsky posudzovanej
literatire (http://www.icmje.org) alebo (iii) su
z primerane planovanych a dostatocne
kontrolovanych klinickych skdsani financovanych
spolo¢nostou zameranych na skdsané aj
registrované lieky a produkty, bez ohladu na to,
¢i sa ich registracia poZaduje podla vyssie
uvedenych bodov (i) alebo (ii). Registracia
prebehne na webovej stranke Narodnej kniZnice
mediciny Spojenych statov (United States
National Library of Medicine)
www.clinicaltrials.gov, ktord je zriadena na tento
ucel. Na Ucely registracie mozno okrem toho
vyuzit porovnatelné oficidlne webové stranky
a webové stranky spolocCnosti Janssen ajej

pobociek.
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http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/

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

Kazda osoba, ktord na webovej stranke
www.clinicaltrials.gov otvori zoznam klinickych
skdsani, moéze vyplnit online dotaznik na vstupné
hodnotenie vhodnosti potencidlnych ucastnikov,
ktory je dostupny vdaka finanénej podpore
spolocnosti Janssen. Za ucastnikov klinického
skdsania, ktorych  skriningové vySetrenie
vyhodnoti za potencidlne vhodnych v zemepisnej
oblasti inStitucie alebo zodpovedného
skdsajuceho, dostane zodpovedny skusajuci
spravu s vyplnenim skriningom a kontaktnymi
Udajmi na Ucastnika klinického skudsania.
Zodpovedny skudsajuci suhlasi, Ze nadviaZe
kontakt sosobou uvedenou vtejto sprave
a zdokumentuje takéto nadviazanie kontaktu do
zdrojovych zaznamov.

7.4. Publication

7.4. Publikovanie vysledkov

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 desighee 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.

V slvislosti s akymikolvek ddajmi alebo
inymi informdaciami vytvorenymi pri poskytovani
sluzieb podla tejto zmluvy institdciou,
zodpovednym skdsajucim alebo inym
personalom podielajucim sa na tomto klinickom
skasani alebo v ich mene, ma spolo¢nost Janssen
alebo nou povereny zastupca prednostné pravo
zverejnit a/alebo odprezentovat na verejnosti
udaje z klinického skasania, ¢i uz vo forme Ustne;j
prezentacie na kongrese, alebo publikovanim,
a to bez suhlasu institucie alebo zodpovedného
skdsajuceho. Ak sa nebude klinické skusanie
publikovat v oponentsky posudzovanej literature
do dvanastich (12) mesiacov od dokoncenia
klinického skusania, spolocnost Janssen alebo
fou povereny zdstupca ma navySe pravo
zverejnit  vysledky zklinického skdsania na
webovej stranke vysledkov z klinickych skasani
vo forme stru¢ného suhrnu klinického skusania
vo formate ICH-E-3, ak to bude mozné. Institucia
a zodpovedny skusajuci maju pravo publikovat
vysledky klinického skusania a vSetky praktické
skdsenosti a informacie, ktoré je potrebné uviest
v akejkolvek publikacii vysledkov z klinického
skusania alebo ktoré su potrebné pre inych

odbornikov na overenie si tychto vysledkov

Clinical Trial Agreement between Janssen and Institution and
Principal Investigator -Slovakia contract template - Version April
2019

Pl Name: Branko Takac, MD, PhD

Protocol #: 53718678RSV3001

Zmluva o klinickom skdsani medzi spolo¢nostou Janssen, instittciou
a zodpovednym skusajucim — vzor zmluvy pre Slovensko — verzia z
aprila 2019

Meno zodpovedného skusajiceho: MUDr. Branko Takac, PhD.

C. protokolu: 53718678RSV3001

Page 23 of 86

Strana 23 z 86




z klinického skusania. Institucia a zodpovedny
skusajuci v publikacii uvedu vyhldsenie, Ze
vytvdranie udajov Ciastocne podporila
spoloCnost  Janssen alebo riou povereny
zastupca.

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.

Ak je niektoré klinické skdsanie stcastou
multicentrického klinického skusania, institlcia
a zodpovedny skusajuci takéhoto klinického
skisania nesmu publikovat udaje odvodené
z jedného pracoviska klinického skusania, kym sa
spojené vysledky z dokonceného klinického
skisania  nebudl  publikovat v spolo¢nej
multicentrickej publikacii vysledkov z klinického
skdSania. Ak sa vSak takdto multicentricka
publikacia nepredloZzi do osemnastich (18)
mesiacov od ukoncenia, zrusenia alebo
zastavenia klinického skuSania na vsetkych
pracoviskach alebo potom, ako spoloc¢nost
Janssen potvrdi, Ze sa zklinického skusania
neuverejni Ziadna multicentrickd publikdcia,
inStitucia alebo zodpovedny skudsajuci mézu
publikovat  vysledky zdaného pracoviska
klinického skuasania individudlne, v sulade
s tymto ¢lankom.

If Institution and/or Principal Investigator
wish to publish information from the Clinical Trial,
a copy of the manuscript must be provided to
Janssen for review at least sixty (60) calendar days
prior to submission for publication or presentation.
Upon request, Janssen and Institution and/or
Principal Investigator will arrange expedited
reviews for abstracts, poster presentations or other
materials, as appropriate. Notwithstanding the
foregoing, no paper that incorporates Janssen
Confidential Information will be submitted for
publication without Janssen’s prior written
consent. If requested in writing, Institution and/or
Principal Investigator will withhold such publication
for up to an additional sixty (60) calendar days to
allow for filing of a patent application.

Ak maju institucia alebo zodpovedny
skasajuci  zdujem  publikovat  informacie
z klinického skuSania, musia spoloc¢nosti Janssen
predlozit kopiu rukopisu na preskimanie
najmenej Sestdesiat (60) kalendarnych dni pred
odovzdanim publikacie od tlace alebo pred jej
prezentaciou. Spolocnost Janssen, institlcia
a zodpovedny  skusajuci na poziadanie
zabezpecdia urychlené posidenie abstraktov,
plagatovych prezentacii alebo inych materidlov.
Bez ohladu na vysSie uvedené sa Ziadna
pisomnost, ktord obsahuje dbéverné informacie
spolocnosti Janssen, nesmie odovzdat do tlace
bez predchadzajuceho pisomného suhlasu
spolocnosti Janssen. Na zaklade pisomnej
Ziadosti institdcia alebo zodpovedny skusajuci
zadrzia vydanie takejto publikacie o dalSich
maximalne Sestdesiat (60) kalendarnych dni, aby

umoznil podanie patentovej prihlasky.
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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.

7.5 Institucia a zodpovedny skusajuci
zarucuju, Zze vSetci spoluskudsajici a ostatny
personal, ktory sa podiela na klinickom skusani,
budu dodrziavat ustanovenia tohto ¢lanku.

8. Patents

8. Patenty

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 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.

Zmluvné strany uzndvaju aberd na
vedomie, Ze vynalezy a technolédgie spolo€nosti
Janssen alebo jej pobociek, inStiticie
a zodpovedného skusajuceho, ktoré existuju ku
dfiiu nadobudnutia Ucinnosti tejto zmluvy, su ich
prislusnym vlastnictvom a nie su touto zmluvou
dotknuté. VSetky prava na akykolvek objav alebo
vynalez, ¢i uZz patentovatelny alebo nie,
vynajdeny alebo vynajdeny a zavedeny do praxe
ako vysledok prac vykonanych na zaklade tejto
zmluvy (dalej len ,vyndlez“), patria spolo¢nosti
Janssen alebo jej zastupcovi. InStitucia
a zodpovedny skusajuci okamZzite odovzdaju
spolo¢nosti Janssen kazdy wvyndlez. InStitucia
a zodpovedny skusajlci suhlasia, Ze postupia
spolo¢nosti Janssen alebo jej poverenému
zastupcovi (a zabezpedia, aby tak urobili vsetci
skusajuci klinického skdsania a ostatny personal,
ktory sa podiela na klinickom skudsani) vylucné
avyhradné vlastnictvo vSetkych vyndlezov.
Spolo¢nost Janssen ma pravo, nie vsak
povinnost, podat patentovd prihlasku, domahat
sa avynutit si akykolvek patent tykajici sa
kazdého vyndlezu. Institdcia azodpovedny
skdsajuci podpisu azabezpedia, aby aj ich
zamestnanci, vsetci skusajuci klinického skisania
a ostatny persondl podielajlci sa na klinickom
skusani podpisali, vSsetky dokumenty potrebné na
prevod vsetkych prav, vlastnickych narokov
a podielov na akomkolvek vyndleze na
spolocnost Janssen alebo jej zastupcu. Zaroven
zodpovedaju za vykonanie vSetkych takychto
¢innosti a uhradenie vsetkych platieb a odmien
za vsetky takého vynalezy, ktoré vynasli ich
zamestnanci alebo profesori, ako to stanovuju

platné pravne predpisy, aby spolo¢nost Janssen
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alebo rou povereny zastupca mohli vlastnit
a pouzivat takéto vynalezy.

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.

InStitucia zaruCuje, Ze zodpovedny
skusajuci avsetky ostatné osoby poskytujice
sluzby podla tejto zmluvy sd zamestnancami
alebo zastupcami institdcie a su povinni postupit
institucii vSetky vyndlezy aobjavy vyndjdené
v priebehu ich pracovného pomeru alebo
zastupovania, ¢i uZz pisomnou dohodou alebo
podmienkami ich pracovného pomeru.

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

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

0. Compensation 9. Odmena
9.1 The budget and compensation to be paid | 9.1 Rozpocet a odmena, ktora sa ma zaplatit

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 budget and compensation due to
investigational staff for their participation in the
Clinical Trial is contained in Exhibit E.
Institution and Principal Investigator explicitly
agree to payments being made directly to
investigational staff.

za klinické skusanie, si uvedené v prilohe B.
Platba bude splatnd auhradena vsulade
s harmonogramom platieb uvedenym
v prilohe B.

Rozpocet a odmena splatna persondlu skidsania
za Ucast na klinickom skusani st uvedené v
Prilohe E. InStitucia a zodpovedny skusajuci
vyslovne suhlasia, Ze platby sa budd poukazovat
priamo personalu skusania.

9.2 The parties acknowledge and agree that
the compensation and support provided by Janssen
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

9.2 Zmluvné strany potvrdzuju a suhlasia, ze
odmena a podpora, ktorl spolo¢nost Janssen
poskytuje inStitlcii alebo zodpovednému
skisajucemu na zdklade tejto  zmluvy,
predstavuje spravodlivid trhovli hodnotu za
zodpovednym skusajucim, Ze bola dohodnuta za
obvyklych trhovych podmienok aZe nebola
uréend sposobom, ktory berie do Uvahy objem (i
hodnotu akychkolvek odporucani alebo inych
zakaziek inak vytvorenych medzi spolo¢nostou
Janssen, jej pobockami ainstituciou alebo
zodpovednym skusajucim. Ni¢ ztoho, Co je

uvedené v tejto zmluve, sa v Ziadnom pripade
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to recommend that any person or entity purchase
Janssen’s products or those of any entity affiliated
with Janssen.

nema povazovat za zavazok ani ovplyvriovanie
institucie alebo zodpovedného skusajuceho, aby
akejkolvek fyzickej alebo pravnickej osobe
odporucali, aby si kapila vyrobky spolo¢nosti
Janssen alebo vyrobky subjektu pridruzeného
k spolo¢nosti 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 in connection with the Clinical Trial, or any
services provided to Trial Subjects in connection
with the Clinical Trial for which payment is made as
part of the Clinical Trial.

9.3 InStiticia ani zodpovedny skusajuci
nebudy Ziadnej tretej osobe uctovat Ziadny
skisany produkt, iné predmety C¢i sluzby
poskytnuté spolocnostou Janssen v suvislosti

s klinickym  skdSanim, ani Ziadne sluzby
poskytnuté ucastnikom klinického skudsania
v suvislosti s klinickym  skusanim, ktoré su

hradené v ramci klinického skusania.

10. Indemnification 10. Odskodnenie

10.1  Janssen shall defend, indemnify and hold | 10.1  Spolo¢nost Janssen ochrani, odskodni
harmless Institution, its trustees, officers, agents | a zbavi zodpovednosti instituciu, jej
and employees (including Principal Investigator and | splnomocnencov,  funkcionarov,  zdstupcov
co-investigators) from any and all losses, costs, | a zamestnancov (vratane zodpovedného
expenses, liabilities, claims, actions and damages, | skisajuceho aspoluskudsajicich) za  vsetky
based on any personal injury to a Trial Subject, | pripadné straty, ndklady, vydavky, zavazky,

including death, directly caused by use of the Study
Product in accordance with the Protocol during the
course of the Clinical Trial.

pohladdvky, Zaloby asSkody, ktoré by vznikli
z dévodu akejkolvek ujmy na zdravi vratane smrti
Ucastnika klinického skusania priamo
sposobeného pouzitim skdsaného produktu
vsulade s protokolom v priebehu klinického
skusania.

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 of a
Trial Subject, 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 Janssen’s written recommendations

10.2  Povinnost spoloc¢nosti Janssen uvedena
vysSie v ¢lanku 10.1 sa neuplatni a spolo¢nost
Janssen neponesie Ziadnu zodpovednost za
odskodnenie ani vydavky ucastnika klinického
skusania, ale prave naopak, institicia ochrani,

odskodni azbavi zodpovednosti spoloénost
Janssen za Zaloby ¢i ndroky, ktoré by akymkolvek
sposobom vznikli alebo boli spdsobené

umyselnym, fahkomyselnym alebo nedbanlivym
konanim, opomenutim ¢i zanedbanim odborne;j
starostlivosti institiciou alebo ktorymkolvek
z jeho splnomocnencov, funkcionarov, zastupcov
¢i zamestnancov (vratane zodpovedného

Clinical Trial Agreement between Janssen and Institution and
Principal Investigator -Slovakia contract template - Version April
2019

Pl Name: Branko Takac, MD, PhD

Protocol #: 53718678RSV3001

Zmluva o klinickom skdsani medzi spolo¢nostou Janssen, instittciou
a zodpovednym skusajucim — vzor zmluvy pre Slovensko — verzia z
aprila 2019

Meno zodpovedného skusajiceho: MUDr. Branko Takac, PhD.

C. protokolu: 53718678RSV3001

Page 27 of 86

Strana 27 z 86




and instructions related to the use of the Study
Product, or with any applicable legal and regulatory
requirements.

skusajuceho a spoluskusajucich), alebo ktoré by

vznikli alebo boli zapri¢inené ich konanim
vrozpore sustanoveniami  tejto  zmluvy
alebo protokolom alebo pisomnymi

odporucaniami a pokynmi spolocnosti Janssen
v suvislosti s pouZivanim skusaného produktu,
alebo  vrozpore sakymikolvek  platnymi
zakonnymi a regulacnymi poZiadavkami.

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.

10.3  Povinnost  odskodnujicej  zmluvnej
strany podla tohto ¢lanku plati len vtedy, ak
odskodnena zmluvnd strana bezodkladne po
prijati oznamenia o akomkolvek naroku alebo
sudnom konani doruci oznamenie odSkodnujucej
zmluvnej strane, povoli odSkodrujucej zmluvnej
strane, jej pravnym  zastupcom  ajej
zamestnancom, aby zabezpecili a riadili obranu
proti takymto ndrokom alebo obhajobu
v sudnych konaniach vratane ,predsiddneho”
konania, sudneho konania alebo zmieru a ak
odskodnena strana v plnom rozsahu
spolupracuje a pomaha pri takejto obhajobe, za
predpokladu, Ze odskodnujuca strana nebude
oslobodend od svojich zdvazkov vyplyvajucich z
tejto zmluvy, ak neinformovanie od$kodnujucej
strany odskodiovanou stranou neovplyvni
obhajobu  takéhoto ndroku. Odskodnena
zmluvna strana dalej sdhlasi, Ze bez
predchdadzajuceho pisomného suhlasu
odskodnujucej zmluvnej strany nevyrovna Ziaden
narok ani Zalobu ani neurobi kompromis
v suvislosti so Ziadnym ztakychto narokov (i
sudnych sporov.

11. Insurance

11. Poistenie

11.1  Janssen, as the Sponsor, declares that, prior
to entering into this Agreement, it has secured
liability insurance for the Clinical Trial in full
compliance with all of the requirements of the Act
on Drug and Medicinal Products and applicable law.

11.1  Spoloénost Janssen ako zadavatel
prehlasuje, Ze pred uzavretim tejto Zmluvy
uzavrela poistnd zmluvu o poisteni zadavatela za
Skodu sposobenu  ucastnikovi  klinického

skusania, ak by v savislosti s klinickym skusanim
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Sponsor shall bear the costs associated with
concluding and maintaining the insurance contract
for the entire duration of the Clinical Trial. The
insurance certificate is attached as Annex No. D of
this Agreement.

11.2 The parties agree that liability of the parties is
governed by the law of the Slovak Republic, with
Institution and Principal Investigator being
responsible for conducting the Clinical Trial in
accordance with the law of the Slovak Republic and
their liability for damage being governed by the law
of the Slovak Republic. Liability exclusions may be
applied only to the extent that they are not
excluded by the mandatory provisions of the law of
the Slovak Repubilic.

11.3 During the entire period of the Clinical Trial,
Institution and Principal Investigator shall have
relevant and appropriate insurance that they are
required to maintain according to regulations valid
in the Slovak Republic, to cover claims or damages
for which they are responsible according to legal
regulations, namely liability insurance for damage
caused by providing health care and professional
liability insurance for employees. Institution will
provide proof of this insurance at Janssen’s request.
This does not affect the Sponsor’s obligation to
provide insurance under clause 11.1 hereunder.

doslo k poskodeniu zdravia alebo Umrtiu
Ucastnika, ktoré by bolo spOsobené alebo
slvisiace s podanim skusaného lieku alebo
akoukolvek  klinickou intervenciou alebo
procedirou poskytnutou alebo vyZzadovanou
protokolom, ktord by ucastnik klinického
skusania nedostal, keby sa nezucastnil tohto
klinického skusania (dalej ,ujmy suvisiace
s klinickym skasanim”), ako to vyZaduje § 43
pism. h) bod 3. zakona ¢. 362/2011 Z. z. o liekoch
a zdravotnickych pomockach a o zmene
a doplneni niektorych zdkonov. Poistny certifikat
je Prilohou ¢. D tejto Zmluvy.

11.2 Zmluvné strany sa dohodli, Ze zodpovednost
zmluvnych strdn za Skodu sa riadi pravnym
poriadkom  Slovenskej republiky, pricom
InStitucia a Hlavny skusajuci zodpovedaju za
vykonanie  klinického  skdSania v sulade
s pravnym poriadkom Slovenskej republiky a ich
zodpovednost za Skodu sa riadi pravnym
poriadkom  Slovenskej republiky.  Vyluky
zodpovednosti za $kodu sa m6zu uplatnit vyluéne
v rozsahu, v ktorom nie su vyli¢ené kogentnymi
ustanoveniami pravneho poriadku Slovenskej
republiky.

11.3 Institucia a Skdsajuci budd mat pocas celej
doby realizacie klinického skudsania prislusné
a nalezité poistenie na poistné krytie narokov
alebo skod, za ktoré podla prdvnych predpisov
zodpovedaju, ktoré podla predpisov platnych na
Uzemi SR musia mat uzavreté, a to poistenie
zodpovednosti za Skodu spbsobend  pri
poskytovani zdravotne] starostlivosti, poistenie
profesijnej zodpovednosti zamestnancov. Na
Ziadost spolocnosti Janssen Institucia poskytne
dokaz tohto poistenia. Tym nie je dotknuta
povinnost zadavatela zabezpecit poistenie podla
bodu 11.1 tejto Zmluvy.

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.

11.3  Kazidd zmluvna strana, ktord je povinna
mat podla tejto zmluvy uzavreté poistenie, sa
zavazuje poskytnut druhej zmluvnej strane na
zaklade jej Ziadosti potvrdenie o poisteni
preukazujlice poZzadované poistné krytie.
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12. Financial Disclosure — Conflict of Interest —
Debarment

12. Zverejnenie finanénych informacii —
Konflikt zdujmov — Vylucéenie

12.1  Institution and Principal Investigator agree
to provide all information to 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.

12.1  InStitdcia a zodpovedny skusajuci
suhlasia, Ze spolo¢nosti Janssen poskytnu vsetky
informacie potrebné na splnenie vsetkych
poZiadaviek na  zverejnenie  nariadenych
niektorym z kompetentnych zdravotnickych
orgéanov (vratane amerického Uradu pre kontrolu
potravin  alieCiv v prislusnych pripadoch),
prislusnou obchodnou asociaciou ¢i podobnym
organom, alebo nariadenych inymi platnymi
narodnymi ¢i miestnymi pravnymi predpismi,
vratane vSetkych informdcii, ktoré sa musia
zverejnit v suvislosti s akymkolvek finanénym
vztahom medzi spolocnostou Janssen, jej
pobockami azdstupcami skupiny spoloénosti
Johnson & Johnson na jednej strane a instituciou,
zodpovednym skudsajucim, akymkolvek
spoluskusajucim  zapojenym do klinického
skisania alebo akymkolvek inym zastupcom di
zamestnancom institucie alebo zodpovedného
skdsajuceho na strane druhej. Tato poziadavka
na zverejnenie Udajov si moze vyZadovat
zverejnenie informacii, ktoré sa tykaju najblizsich
rodinnych prislusnikov os6b podielajicich sa na
klinickom skusani.

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 Janssen
if any conflict of interest arises during the
performance of this Agreement.

12.2  InStitucia a zodpovedny skusajuci
potvrdzuji, Ze medzi zmluvnymi stranami
neexistuje Ziadny konflikt zaujmov, ktory by
branil alebo ovplyviioval konanie zodpovedného
skudsajuceho v sulade s touto zmluvou,
a potvrdzuju, Ze ich konanie vsulade s touto
zmluvou neporusuje Ziadne iné dohody s tretimi
osobami. InStitucia azodpovedny skusajuci
okamzite upovedomia spolocnost Janssen, ak
pocas realizacie tejto zmluvy nastane konflikt
zaujmov.

12.3  Principal Investigator confirms he/she:

12.3  Zodpovedny skusajuci potvrdzuje, Ze:

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

(i) nie je vyli¢eny kompetentnym
zdravotnickym orgdnom (vratane amerického
Uradu pre kontrolu potravin a lie¢iv) a
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(ii) has not been sentenced for
malpractice related to the conduct of clinical trials.

(ii) nebol odsideny za zanedbanie
odbornej starostlivosti v sUvislosti
s vykonavanim klinickych skudsani.

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

Institucia a zodpovedny skdsajuci nezamestnaiju,
zmluvne nezaviazu ani si  neponechaju
vzmluvnom vztahu Ziadnu osobu, ktorda by
priamo alebo nepriamo poskytovala sluzby na
zaklade tejto zmluvy, ak takato osoba:

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

(i) je vylu¢enda kompetentnym
zdravotnickym organom (vratane amerického
Uradu pre kontrolu potravin a lie¢iv) a

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

(ii) bola odsudend za zanedbanie
odbornej starostlivosti v suvislosti
s vykonavanim klinickych skudsani.

Upon written request from Janssen, 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
Janssen of any change in the status of the
representation and warranty set forth in this
Section.

Institucia a zodpovedny skuSajuci do desiatich
(10) kalendarnych dni od prijatia pisomnej
Ziadosti spolo€nosti Janssen vystavia pisomné
potvrdenie otom, Ze konaju vsulade s vyssie
uvedenou povinnostou. Toto potvrdenie sa
pocas trvania platnosti zmluvy bude povazovat za
dlhodobé vyhlasenie azaruku ainstitlcia
a zodpovedny skusajuci bezodkladne upozornia
spolo€nost Janssen na kazdd zmenu stavu
takéhoto vyhldsenia azaruky ustanovenych
v tomto ¢lanku.

13. Independent Contractor

13. Nezavisly dodavatel

Institution and Principal Investigator are
acting in the capacity of independent contractors
hereunder and not as employees or agents of
Janssen.

Institucia a zodpovedny skusajuci konaju
ako nezavisli doddvatelia podla tejto zmluvy a nie
sU zamestnancami ani zastupcami spolocnosti
Janssen.

14. Publicity

14. Propagacia

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.

Ziadna zo zmluvnych stran nesmie pouzit
meno druhej zmluvnej strany alebo akejkolvek
pobocky na propagacné ucely bez
predchddzajliceho pisomného suhlasu zmluvnej
strany, ktorej meno sa ma pouZit. Rovnako
nesmie Ziadna zmluvnd strana zverejnit
informacie o existencii ¢i obsahu tejto zmluvy

s vynimkou pripadov, ak to vyZaduje zakon.
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15. Notice

15. Oznamenia

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

Vsetky oznamenia posielané na zdklade
tejto zmluvy sa musia odosielat poStou prvou
triedou, faxom alebo doruc¢it osobne,
s predplatenym posStovnym na nasledujuice
adresy:

TO:
Address:
Non-Core Country Oversight Office (NCCOvOf):
RA-JACBE-NCCOVOf@ITS.JNJ.com

Adresat:
Pobocka pre dohfad nad Non-Core krajinami
(NCCOvOf):
RA-JACBE-NCCOVOf@ITS.JNJ.com

Attention: Katherine McFadyen

Do ruk: Katherine McFadyen

To Institution:

Detska fakultna nemocnica s poliklinikou, Banska
Bystrica, Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovakia

Pre Instituciu:

Detska fakultnd nemocnica s poliklinikou, Banska
Bystrica, Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovensko

Attention: JUDr. Zuzana Rosinska
clinical trials coordinator

Do ruk: JUDr. Zuzana Rosinska
koordinator klinickych studii

To Principal Investigator:
Branko Takac, MD, PhD.
Detska fakultna nemocnica s poliklinikou, Banska
Bystrica, Ambulancia detskej pneumologie a
ftizeologie, Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovakia

Pre zodpovedného skusajuceho:

MUDr. Branko Takac, PhD.

Detska fakultnd nemocnica s poliklinikou Banska
Bystrica, Ambulancia detskej pneumolégie a
ftizeoldgie, Namestie Ludvika Svobodu 4, 974 09,
Banska Bystrica, Slovensko

Attention: Principal Investigator

Do ruk: Hlavny skusajuci

16. Assignment

16. Postupenie

Janssen shall have the right to assign this
Agreement and 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 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.

Spolo¢nost Janssen ma pravo postupit
tuto zmluvu a vynaloZi primerané Usilie na to, aby
otom vopred pisomne informovala instituciu.
InStiticia ani zodpovedny skusajuci nesmu
postUpit svoje prava ani povinnosti vyplyvajlce
z tejto zmluvy inym osobam bez
predchadzajluceho pisomného suhlasu
spolocnosti  Janssen. Akékolvek postupenie
vrozpore stymto clankom 16 bude zrusené
aneplatné. Pri splneni vyssSie uvedenych

podmienok je tato zmluva zavdzna a ucinna
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v prospech prislusnych zmluvnych stran aich
pravnych nastupcov a postupnikov.

17. Miscellaneous

17. ROzne ustanovenia

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

17.1 Tato zmluva sa moze menit, doplfiat &
upravovat len na zdklade pisomnych
dokumentov podpisanych zmluvnymi stranami.

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

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

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.

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

17.4 In the event that any of the individual
provisions of the Agreement are considered invalid,
unenforceable or ineffective, this fact will not affect
the validity of the remaining provisions of the
Agreement. Instead of an invalid, unenforceable or
ineffective provision, the parties agree to negotiate
in good faith a replacement provision which
corresponds as closely as possible to the meaning
and purpose of the ineffective provision.

174 V pripade, Ze bude niektoré z
jednotlivych ustanoveni zmluvy povaZované za
neplatné, nevymahatelné ¢i nedcinné, nebude
mat tato skutoénost vplyv na platnost
zostavajucich ustanoveni zmluvy. Namiesto
neplatného, nevymahatelného, ¢ neucinného
ustanovenia, zmluvné strany suhlasia
s vyjedndvanim v dobrej viere a nehradenim
takého ustanovenia, ktoré ¢o najviac zodpoveda
zmyslu a ucelu nedcinného ustanovenia.

17.5 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.

17.5 Tato zmluva predstavuje Uplnd dohodu
medzi zmluvnymi stranami s ohladom na jej
predmet. Vyslovne nahrddza vsetky
predchddzajlce alebo sibezné Ustne Ci pisomné
vyhldsenia alebo dohody. Prilohy tvoria
neoddelitelny sucast tejto zmluvy.

17.6  The following provisions and any other
term or condition which by its nature is clearly
intended to survive the termination or expiration of
this Agreement will survive the termination or
expiration of this Agreement: 1.6, 5, 6, 7, 8, 10, 11,
12,14, 16 and 17.

17.6  Nasledujuce ustanovenia a vsetky
ostatné podmienky, ktoré su povahou jasne
uréené na to, aby platili aj po vypovedani alebo
skonéeni platnosti tejto zmluvy, budu platit aj po
vypovedani ¢i skonceni platnosti tejto zmluvy:

1.6,5,6,7,8,610,11,12, 14,16 a 17.
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18. Controlling Law

18. Rozhodné pravo

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 jurisdiction of
the appropriate court for the resolution of all
disputes or controversies between the parties
hereto that the parties are unable to settle
amicably.

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

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

NA DOKAZ TOHO zmluvné strany podpisali tito
zmluvu prostrednictvom svojich
splnomocnenych zastupcov s Ucinnostou od
datumu nadobudnutia Ucinnosti.

On behalf of Janssen Research & Development

V mene Janssen Research & Development

Signature

Podpis

Date

Datum

[insert name]

[uvedte meno]

[Title/Department]

[titul/oddelenie]
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Detska fakultna nemocnica s poliklinikou Banska

Detska fakultna nemocnica s poliklinikou

Bystrica Banska Bystrica
Signature Podpis
Date Datum

Ing. Juraj Gallo

Ing. Juraj Gallo

director - authorized representative

Statutdrny organ-riaditel

Branko Takac, MD, PhD

MUDr. Branko Takac, PhD.

Signature Podpis

Date Datum

Exhibits: Prilohy:

Exhibit A - Protocol and its subsequent | Priloha A — Protokol a jeho nasledné dodatky
amendments

Exhibit B — Financial Provisions including Materials

and Equipment

PrilohaB -  Ustanovenia s finanénymi
podmienkami vratane materidlov a vybavenia

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

Priloha C - Osobné udaje tykajtice sa

zodpovedného skusajuceho a ktoréhokolvek
¢lena personalu skusania

Exhibit D - Insurance certificate

Priloha D — Poistny certifikat

EXHIBIT E — EU Standard Contractual Clauses
(Controller to Controller)

PRILOHA E - Standardné zmluvné dolozky EU
(pre prenosy udajov medzi prevadzkovatel'mi)
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EXHIBIT A — Protocol and its subsequent
amendments

PRILOHA A — Protokol a jeho nasledné dodatky

By reference only; (page intentionally left blank)

Iba ako odkaz; (strana je Umyselne prazdna)
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EXHIBIT B = Financial Provisions including

PRILOHA B — Ustanovenia s finanénymi

Materials and Equipment

podmienkami vratane materialov a vybavenia

Budget & Payment Schedule

Rozpocet a platobna schéma

Protocol No. 53718678RSV3001: “A Phase 3,
Randomized, Double-blind, Placebo-controlled
Study to Evaluate the Efficacy and Safety of
Rilematovir in Infants and Children (=28 Days to <5
Years of Age) and Subsequently in Neonates (<28
Days of Age), Hospitalized With Acute Respiratory
Tract Infection Due to Respiratory Syncytial Virus
(RSV)

Protokol €. 53718678RSV3001: Randomizované,
dvojito  zaslepené, placebom kontrolované
skuSanie 3.fazy na vyhodnotenie ucinnosti a
bezpeclnosti rilematoviru u dojciat a deti (vo veku =
28 dni az < 5 rokov) a nasledne u novorodencov
(vo veku < 28 dni) hospitalizovanych s akutnou
infekciou dychacich ciest v doésledku respiracného
syncyciélneho virusu (RSV)

Q) The_“Per-Subject Fee” represents all
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:

INPATIENT: 904.50 EUR

Q) wPlatba za jeden subjekt” zahffa vSetky
pevné a variabilné naklady spojené so skusanim, s
vynimkou poloZiek uvedenych nizSie v &lanku 3
(Naklady pracoviska skusania) a &lanku 4 (DalSie
Uhrady), za predpokladu, Ze sa vykonaju vSetky
navstevy opisané v Clanku 2. Platba za jeden
subjekt pre toto skusanie je:

POCAS HOSPITALIZACIE: 904.50 EUR

AFTER DISCHARGE: 414.20 EUR

PO PREPUSTENI Z NEMOCNICE: 414.20 EUR

Payment Milestone Table(s):

(2)

(2) Tabul'ky splatnych vykonov:

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 04 May 2021 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.

Platby za vykony v nasledujucich tabulkach
predstavuji  primerand trhovi hodnotu za
vykonanie  vyskumnych  sluzieb  podrobne
uvedenych v Rozvrhu ¢&innosti v dodatku k
protokolu zo dha 04. maja 2021, ktory je
neoddelitelnou sucastou tejto zmluvy ako jej
Priloha A. Zmluvné strany sa dohodli, ze ak
nasledujuce dodatky protokolu povedd k
podstatnej zmene vo vyskumnych sluzbach,
Uhrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych sluzieb,
na zéklade pisomného dodatku podpisaného
v8etkymi stranami tejto zmluvy.
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Visit Amount for
) Institution/
MILESTONES / VYKONY Suma za
navstevu pre
instituciu
Screening (Day -1 to 1) / Vstupné vySetrenia (-1. az 70.30 €
1. den) )
Day 1/1. deni 45.80 €
Day 2/ 2. den 44.80 €
Dav 3/ On-site visit / 43.60 €
Y o Navsteva na pracovisku skusania
3. den
Day 4/ 4. den 41.30¢€
On-site visit /
Day 5/ Navsteva na pracovisku ski$ania 41.30¢€
5. den
Day 6/ 6. den 41.30 €
Day 7/ 7. deni 41.30 €
On-site visit /
Day 8v/ Navsteva na pracovisku skusania 59.50 €
8. den
Day 9/ 9. den 36.80 €
Day 10/ 10. den 36.80 €
Day 11/ 11. den 36.80 €
Day 12/ 12. den 36.80 €
Day 13/ 13. den 36.80 €
On-site visit /
Day 14v/ Navsteva na pracovisku skusania 51.70€
14. den
Day 15/ 15. den 28.60 €
Day 16 / 16. den 28.60 €
Day 17 / 17. den 28.60 €
Day 18/ 18. den 28.60 €
Day 19/ 19. den 28.60 €
Day 20/ 20. den 28.60 €
Day 21 / On-site visit / 50.30 €
y el Navsteva na pracovisku skusania
21. den
Day 35 Virtual / Virtualna navsteva 6.90 €
(End of
Study) / On-site visit / 17.70 €
35. den Navsteva na pracovisku skusania
(koniec
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MILESTONES / VYKONY

Visit Amount for
Institution/
Suma za

navstevu pre
institiciu

skusani
a)

Withdrawal visit / Navsteva po ukonéeni ucasti

50.30 €

Safety Follow-up visit /
Bezpeénostna kontrolna navsteva

50.30 €

Remote/virtual visit (phone or video)

(To be paid in lieu of on-site milestones, excluding Screening, Day 1,
Day 2 and Day 35 (End of Study), if Remote/virtual contact visit is
performed due to COVID-19 related restrictions) / Vzdialena
alebo virtualna navsteva (telefonicky alebo
videokonferenény hovor)

(Ma sa uhradit namiesto vykonov na pracovisku skusania s vynimkou
vstupnych vySetreni a 1., 2. a 35. dfia (koniec sku$ania), ak sa z
dévodu obmedzeni savisiacich s ochorenim COVID-19 navsteva

11 €

vykona formou vzdialeného alebo virtudlneho kontaktu)

INPATIENT
Per-Subject Fee

(Includes Screening through Day 21 and Day 35 (End qf Study) On-
site or home visit) / POCAS HOSPITALIZACIE

904.50 €

domacej navstevy)

Platba za jeden subjekt

(Zahfria obdobie od vstupnych vySetreni do 21. diia a navstevu v 35.
dni (koniec skusania) vykonanu na pracovisku skusania alebo formou

AFTER DISCHARGE /

Per-Subject Fee

(Includes Screening, Day 1, Day 2, Day 3, Day 5, Day 8, Day 14, Day
21 and Day 35 (End of Study) Phone follow-up) / @
PREPUSTENI Z NEMOCNICE

414.20 €

Platba za jeden subjekt

(Zahfria vstupné vySetrenia, 1., 2., 3., 5., 8., 14. a 21. den a kontrolu
formou telefonatu v 35. dni (koniec sku$ania))

Totals are VAT excluded. VAT is not applicable for
payments for clinical studies.

Sumy nezahftiaju DPH. DPH sa na platby na ucely
klinického skuSania nevztahuje.

3) Site Costs

(3) Naklady na pracovisko skusania

[ Local Ethics Committee/Institutional
Review Board (EC/IRB) Fees: EC/IRB fees shall
be reimbursed via IQVIA RSD Slovakia, s.r.o.
Processing of payment will begin upon receipt of
original invoice or alternative  supporting
documentation, detailing actual charges without
markup. SPONSOR WILL NOT PAY LOCAL IRB
DIRECTLY.

[ Platby miestnym etickym komisiam:
Platby miestnym etickym komisidam sa uhradia
prostrednictvom spolo¢nosti IQVIA RSD Slovakia,
s.r.o. Spracovanie platby sa zacne po prevzati
origindlu  faktary alebo inej sprievodnej
dokumentacie s uvedenim skutonych poplatkov
bez navySenia. ZADAVATEL NEBUDE PLATIT
PRIAMO MIESTNEJ EK.

Start-Up Payment

Platba za zacatie skiSania

A non-refundable payment of € 300 for start-up
related activities (e.g. preparation of regulatory

Po podpisani zmluvy o klinickom skudani sa
poukaze nerefundovatelna platba vo vyske 300
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documents, preparation, administration, and
submission of protocol and related documents to
the applicable ethics committee or board, etc.) will
be made upon execution of the Clinical Trial
Agreement to Institution. This payment is
considered full and final compensation for all
activities associated with study initiation.

EUR za Cinnosti suvisiace so zaCatim skuSania
(napr. priprava dokumentov pre kontrolné uUrady,
priprava, administracia a odosielanie protokolu a
suvisiacich dokumentov prislusnej etickej komisii
atd.) Zdravotnickemu zariadeniu. Této platba sa
povazuje za uplnd a kone¢nu uhradu za v3etky
¢innosti suvisiace so za€atim skusania.

] Prescreening for local diagnosis of
RSV infection:

[ Predvstupné vysSetrenia na ucely
lokalneho stanovenia diagnézy infekcie
virusom RSV:

Sponsor shall reimburse Institution at a rate of €
9.10 per subject for dedicated consenting, sample
collection and local RSV testing if done outside the
scope of Standard of Care. This is not included in
the Screening Visit fee listed in the milestone tables

Zadavatel uhradi institicii sumu 9.10 EUR na
jeden subjekt za ziskanie prislusného suhlasu,
odber vzoriek a miestne vySetrenie na virus RSV,
ak sa vykonava mimo rozsahu Standardnej
zdravotnej starostlivosti. Tato suma nie je zahrnuta

in Section 2 above. v platbe za vstupnd navstevu, uvedenej v
tabulkach vykonov v Elanku 2 vySSie.
(] Screen Failure Payments: [ Platby za netispesné vstupné

vysSetrenia:

Screen Failures for which the main ICF has been
signed and at least one other Screening
assessment (other than RSV testing) has been
completed will be reimbursed at the rate listed for
the Screening (Day -1 to 1) visit in the milestone
table in Section 2 above per screen failure with a
cap of five (5) screen failure subjects, regardless of
enrollment, in the order the subjects are screened.
After the initial 5 screen failures, additional screen
failures will be reimbursed at a rate of two (2)
screen failure payments per site for every one (1)
subject randomized. RSV testing is not included in
the screening failure cap or 2 to 1 screening failure
ratio. Payment will be made upon receipt of invoice
detailing subject number and date of screen failure
and approval of the Sponsor.

NeuspeSné vstupné vySetrenia, pre ktoré sa
podpisal hlavny informovany suhlas a dokoncilo sa
aspon jedno dalSie vstupné vySetrenie (iné nez
vySetrenie na virus RSV), sa budu uhradzat vo
vySke uvedenej pre vstupnu navstevu (-1. az
1. den) v tabulke vykonov v &lanku 2 vysSie za
jedny  neuspesné vstupné vysSetrenia, s
maximalnym poétom pat (5) subjekiov s
neuspesnymi vstupnymi vySetreniami, bez ohladu
na zaradovanie a v poradi, v akom subjekty
podstupia vstupné vySetrenia. Po (vodnych
5 neuspesnych vstupnych vySetreniach sa budu
dalSie nelspesné vstupné vysSetrenia uhradzat v
pomere dve (2) neuspesné vstupné vySetrenia na
jedno pracovisko skuSania za kazdy jeden (1)
randomizovany subjekt. V maximalnom pocte
neuspesnych vstupnych vysSetreni ani v pomere
neuspesnych vstupnych vysSetreni 2:1 nie su
zahrnuté vySetrenia na virus RSV. Platba sa uhradi
po prevzati faktdry, na ktorej bude uvedené Cislo
subjektu a datum neuspednych vstupnych
vySetreni, a po schvaleni zadavatelom.

[ Outpatient Caregiver Reimbursement:
Caregiver of a Study subject (“Caregiver”) shall be
reimbursed only for their proven and reasonable
expenses such as mileage, public transport and/or
taxi. Sponsor is under no obligation regarding any
taxes that may be due or payable in respect of such

[ Uhrada ambulantnym opatrovatelom:
Opatrovatelovi subjektu skuSania (dalej
Lopatrovatel“) sa ma poskytnut uhrada len za jeho
preukazané a primerané vydavky, ako su napriklad
najazdené kilometre, verejna doprava alebo taxik.
Zadavatel nema Ziadnu povinnost hradit
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payments. Processing of payment will begin upon
receipt of Institution invoice with supporting
documentation of Caregiver expenses. This
reimbursement shall be reflected in the Informed
Consent Form as it will be provided to the
Caregiver.

akékolvek dane, ktoré mbézu byt splatné v
sUvislosti s takymito Uhradami. Spracovanie platby
sa zaCne po prevzati faktury od institucie so
sprievodnou dokumentéciou vydavkov
opatrovatela. Tato Uhrada sa ma uviest v
informovanom suhlase, kedZe sa bude poskytovat
opatrovatelovi.

[ Subject/Caregiver Meals
Reimbursement: Subject/Caregiver shall be
reimbursed for meals up to a maximum of 28 €
per visit. Sponsor will provide meal vouchers
to Investigator through CRO. Investigator will
be required to keep a completed Meal Voucher
Log showing adequate proof of meal vouchers
provided to each Subject/Caregiver. Any meal
vouchers not provided to Subject/Caregiver in
accordance with the foregoing will promptly be
returned to CRO at the end of the Study (or
early  Study termination). The meals
reimbursement shall be reflected in the
Informed Consent Form as it will be provided to
the Study subject/caregiver.

[ Uhrada stravnych vydavkov subjektu
alebo opatrovatela: Subjektu alebo
opatrovatel'ovi sa uhradia stravné vydavky do
maximalnej vysky 28 EUR za jednu navstevu.
Stravné poukazky  poskytne  zadavatel
zodpovednému skusajucemu prostrednictvom
CRO. Od zodpovedného skusajuceho sa bude
pozadovat, aby viedlo upinu evidenciu vydaja
stravnych poukazok, v ktorej primerane
zdokumentuje pocet stravnych poukazok
poskytnutych  kazdému  subjektu alebo
opatrovatelovi. VSetky stravné poukazky, ktoré
sa neposkytnu subjektu alebo opatrovatelovi
podla tohto clanku, sa na konci skusania
(alebo po predéasnom ukoncéeni skudSania)
urychlene vratia CRO. Tato Uhrada stravnych
vydavkov sa uvedie v informovanom suhlase,
ked’ze sa bude poskytovat’ subjektu skusania
alebo opatrovatelovi.

m Nasal MT swab sample pick-up by local
courier: Courier fees for shipment, pickup and
delivery of Nasal MT swabs will be paid at actual
cost without markup. Shipment, pickup and
delivery of Nasal MT swab samples should be
made in accordance with the Protocol. Processing
of payment will begin upon receipt of original
invoice or alternative supporting documentation in
accordance with Section below and approval by

[ Vyzdvihnutie a odvoz vzoriek vyteru zo
strednej nosovej musle lokalnym kuriérom:
Poplatky za zasielanie, vyzdvihnutie a doruéenie
vzoriek vyteru zo strednej nosovej musle budu
zaplatené v plnej sume bez marze. Zasielanie,
vyzdvihnutie a dorucenie vzoriek vyteru zo
strednej nosovej musle musia byt vykonané v
sulade s protokolom.

Spracovanie platby sa zaCne po prevzati faktury a

the Sponsor. sprievodnej dokumentacie v sulade s nizSie
uvedenym odsekom a po schvaleni faktlry
zadavatelom.

(4) Other Compensation: (4) Dal$ie Ghrady:

n Processing of payment for Other | m Spracovanie platby na dalSie uhrady sa

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

zacne po prevzati faktury v sulade s ¢lankom 5
nizSie a po schvaleni zadavatelom. VSetky naklady
uvedené v nasledujucej tabulke predstavuju
jednotkové naklady na polozku, pokial nie je v
stipci ,DalSie informacie uvedené inak.

Note: Any claims for reimbursement of adverse
events must be submitted in a separate invoice.

Pozndmka: Akékolvek naroky na Uhradu za
neziaduce wudalosti sa musia predlozit v
samostatnej fakture.
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Institution / Institicia:

Amount for
. - . T o Institution /
Item / Polozka Additional Information / DalSie informacie Sumabre
instituciu
Re-Consenting of a
Caregiver at a
regularly scheduled
study visit /
Opakované ziskanie 4.50
informovaného
suhlasu opatrovatel'a
na riadne planovanej
navsteve skusania
Re-Consenting of a
f:eaérjga:xsrs?:l;t;éi?e?j Spopsor pre—approved / Vopred schvélené
I zadavatelom

study visit /
Opakované ziskanie 730
informovaného '
suhlasu opatrovatel'a
mimo riadne
planovanej navstevy
skusania
Consenting of
secondary Caregiver / 230
Suhlas sekundarneho '
opatrovatela

1. Visit cost to be paid in conjunction with any

of the below assessments when conducted

outside of a regularly scheduled visit .

2. This fee covers the cost of the Principal
Unscheduled on-site Investigator and Study Coordinator fees. /
visit / Nepldnovana 1. Né&klady na navstevu, ktoré sa maju uhradit’ 3.80
navsteva na v suvislosti s ktorymkolvek z bezpe€nostnych '
pracovisku skusania vySetreni uvedenych nizSie, ak sa vykonava

mimo riadne planovanej navstevy.

2. Tato platba zahffia odmeny zodpovedného

skusajuceho lekara a koordinatora skiSania.

1. Clinical evaluation is included in the visit

totals in the milestone tables in Section 2

above per the Schedule of Activities of the

Protocol.
Additional Clinical 2. Only if clinically relevant, at Day 35 (End of
evaluation / Dalsie Study), in case a participant is experiencing an 3.40
klinické vyhodnotenie | ongoing AE or has clinically significant

laboratory or ECG abnormalities at the time of

the Day 21 Follow-Up Visit.

3. As per the investigator’s clinical discretion.

/
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Item / Polozka

Additional Information / Dal$ie informacie

Amount for
Institution /

Suma pre
institiciu

1. Klinické vyhodnotenie je zahrnuté v
celkovych sumach za navstevu v tabulkach
vykonov v &lanku 2 vy$Sie podla Rozvrhu
¢innosti v protokole.

2. Len ak to bude klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, Ze sau
uCastnika v €ase kontrolnej navstevy v 21. dni
vyskytne nejaka pretrvavajuca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

3. Podfa klinického uvazenia skusajuceho
lekéara.

Additional Systolic
and diastolic blood
pressure / DalSie
meranie systolického
a diastolického
krvného tlaku

1. Systolic and diastolic blood pressure is
included in the visit totals in the milestone
tables in Section 2 above per the Schedule of
Activities of the Protocol.

2. Only if clinically relevant, at Day 35 (End of
Study), in case a participant is experiencing an
ongoing AE or has clinically significant
laboratory or ECG abnormalities at the time of
the Day 21 Follow-Up Visit.

3. As per the investigator’s clinical discretion.
/

1. Meranie systolického a diastolického
krvného tlaku je zahrnuté v celkovych sumach
za navstevu v tabulkach vykonov v ¢lanku 2
vySSie podla Rozvrhu ¢innosti v protokole.

2. Len ak to bude klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, ze sa u
UCastnika v Case kontrolnej navstevy v 21. dni
vyskytne nejaka pretrvavajlca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

3. Podra klinického uvazenia skusajuceho
lekara.

1.40

Additional Directed
physical examination
| Dal$ia lekarska
prehliadka riadena
priznakmi

1. Directed physical examination is included
in the visit totals in the milestone tables in
Section 2 above per the Schedule of Activities
of the Protocol.

2. Includes Additional Systolic and diastolic
blood pressure.

3. Only if clinically relevant, at Day 35 (End of
Study), in case a participant is experiencing an
ongoing AE or has clinically significant
laboratory or ECG abnormalities at the time of
the Day 21 Follow-Up Visit.

4. As per the investigator’s clinical discretion.
/

6.20
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Item / Polozka

Additional Information / Dal$ie informacie

Amount for
Institution /

Suma pre
institiciu

1. Lekarska prehliadka riadena priznakmi je
zahrnuta v celkovych sumach za navstevu v
tabulkach vykonov v &lanku 2 vy3Sie podla
Rozvrhu ¢innosti v protokole.

2. Zahfria dalSie meranie systolického a
diastolického krvného tlaku.

3. Len ak to bude klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, Ze sau
uCastnika v €ase kontrolnej navstevy v 21. dni
vyskytne nejakéa pretrvavajuca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

4. Podra klinického uvazenia skusajuceho
lekara.

Opakované 12-
zvodové EKG

Repeat 12-lead ECG /

1. 12-lead ECG is included in the visit totals in
the milestone tables in Section 2 above per
the Schedule of Activities of the Protocol.

2. Only if clinically relevant, at Day 35 (End of
Study), in case a participant is experiencing an
ongoing AE or has clinically significant
laboratory or ECG abnormalities at the time of
the Day 21 Follow-Up Visit.

3. Repeated during screening if presence of
an abnormal QTcF interval

4. At the discretion of the investigator. /

1. 12-zvodové EKG je zahrnuté v celkovych
sumach za navstevu v tabulkach vykonov v
¢lanku 2 vyssie podfa Rozvrhu &innosti v
protokole.

2. Len ak to bude Klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, ze sa u
UCastnika v Case kontrolnej navstevy v 21. dni
vyskytne nejaka pretrvavajuca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

3. Opakované pocas vstupnych vySetreni, ak
bude pritomny abnormalny interval QTcF.

4. Podla uvazenia skuSajuceho lekara.

2.30

Repeat blood
sampling for
hematology and
biochemistry /
Opakované odbery
vzoriek krvi na
hematoldgiu a
biochémiu

1. Blood sampling for hematology and
biochemistry is included in the visit totals in
the milestone tables in Section 2 above per
the Schedule of Activities of the Protocol.

2. Only if clinically relevant, at Day 35 (End of
Study), in case a participant is experiencing an
ongoing AE or has clinically significant
laboratory or ECG abnormalities at the time of
the Day 21 Follow-Up Visit.

2.40
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Item / Polozka

Additional Information / Dal$ie informacie

Amount for
Institution /

Suma pre
institiciu

3. Repeat or unscheduled samples may be
taken for safety reasons or for technical issues
with the samples. /

1. Odbery vzoriek krvi na hematol6giu a
biochémiu su zahrnuté v celkovych sumach za
navstevu v tabulkach vykonov v ¢lanku 2
vy&8ie podla Rozvrhu &innosti v protokole.

2. Len ak to bude klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, Ze sau
u€astnika v €ase kontrolnej navstevy v 21. dni
vyskytne nejaka pretrvavajuca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

3. Opakované alebo neplanované vzorky sa
mdzu odobrat’ z bezpe€nostnych dévodov
alebo pre technické problémy so vzorkami.

Repeat Urinalysis /
Opakované analyza
mocu

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

2. Only if clinically relevant, at Day 35 (End of
Study), in case a participant is experiencing an
ongoing AE or has clinically significant
laboratory or ECG abnormalities at the time of
the Day 21 Follow-Up Visit.

3. Repeat or unscheduled samples may be
taken for safety reasons or for technical issues
with the samples. /

1. Analyza mocu je zahrnuta v celkovych
sumach za navstevu v tabulkach vykonov v
¢lanku 2 vyssie podfa Rozvrhu &innosti v
protokole.

2. Len ak to bude klinicky vyznamné, v 35. dni
(koniec skusania), v pripade, ze sau
UCastnika v ¢ase kontrolnej navstevy v 21. dni
vyskytne nejaka pretrvavajuca neziaduca
udalost’ alebo klinicky vyznamné laboratérne
abnormality &i abnormality na EKG.

3. Opakované alebo neplanované vzorky sa
mé&zu odobrat z bezpe€nostnych dévodov
alebo pre technické problémy so vzorkami.

0.70

Urine sample shipping
to central laboratory /
Odosielanie vzoriek
mocu do centralneho
laboratéria

If dipstick result is abnormal / Ak bude
vysledok vysSetrenia indikatorovym papierikom
alebo ty€inkou abnormalny.

1.20
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Amount for

Item / Polozka Additional Information / DalSie informacie —Iréit;;tguorré/
institiciu
1. Nasal MT swab collection, handling and
shipping is included in the visit totals in the
milestone tables in Section 2 above per the
. Schedule of Activities of the Protocol.
Q\zgg Iggl?fle(,:\lt?(fr?l MT 2. Repeat or unscheduled samples may be
h . Lo taken for safety reasons or for technical issues
andling and shipping with the samples. /
| DalSi odber o . . .
spracovanie ,a 1. Odber, spracovanie a odosielanie vzoriek 2.10
odosielanie vzoriek vyteru zo strednej nosovej musle su zahrnuté
vyteru zo strednej v celkovych sumach za r)évétevu v tabulkach
nosovej musle vykonov v &lanku 2 vy&Sie podla Rozvrhu
¢innosti v protokole.
2. Opakované alebo neplanované vzorky sa
mdzu odobrat z bezpe€nostnych dévodov
alebo pre technické problémy so vzorkami.
Potassium (local
tes_tmg) / Dr‘?SI'k . In case of hypokalemia and/or 1.40
(miestne vySetrenie) hypomagnesemia at screening or Day 8. / V
. pripade hypokaliémie alebo hypomagneziémie
tlwez?i:gilluﬂqogéoiﬁal pocas vstupnych vySetreni alebo na 8. den. 1.70
(miestne vysetrenie)
1. To cover staff attempts to contact subjects
who miss scheduled visits (lost to follow-up). A
maximum of three (3) attempts per applicable
subject will be reimbursed.
2. As needed after the daily review of the
Follow-up phone call / ObsRO GHQ uptoDay21/1. Na _l]hradu
Kontrolny telefonat pokusov personalu kontaktovat subjekty, ktoré 4.50
vynechaju planované navstevy (nie je mozné
ich dalej sledovat). Uhradia sa maximalne tri
(3) pokusy na jeden subjekt, na ktory sa to
bude vztahovat.
2. Podla potreby po dennej kontrole
dotaznika ObsRO GHQ az do 21. diia
Repeat training of 1. Training of _Caregiver on PRESORS
Caregiver on ObsRO C_a(eglvgr d!ar_y and at—_home s_tu_dy
PRESORS ObsRO drug a_dmmlstr_atlon is mcIude_d in the_ visit
Caregiver diary o at- totals in the milestone tables in Section 2
h above per the Schedule of Activities of the
ome _study drug Protocol
administration / 2. May be invoiced once if a Caregiver 1.70

Opakovany nécvik pre
opatrovatela tykajuci
sa dennika pre
opatrovatela
PRESORS ObsRO
alebo domaceho

requires additional training for use of
PRESORS ObsRO Caregiver diary or at-home
study drug administration.

3. If needed for secondary caregiver. /

1. Nécvik pre opatrovatela tykajuci sa
dennika pre opatrovatela PRESORS ObsRO
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Amount for
. - . ol < Institution /
Item / Polozka Additional Information / DalSie informacie Sumabre
institiciu

podavania skusaného | alebo domaceho podavania skudaného lieku
lieku je zahrnuty v celkovych sumach za navstevu v

tabufkach vykonov v ¢lanku 2 vySssie podla

Rozvrhu ¢innosti v protokole.

2. MOze sa fakturovat raz, ak bude

opatrovatel vyZadovat dal$i nacvik pouzivania

dennika pre opatrovatefa PRESORS ObsRO

alebo domaceho podavania skuSaného lieku.

3. Ak bude potrebny v pripade sekundarneho

opatrovatela.

For participants with a confirmed QTcF
Cardiology referral / interval value 2500 msec during the treatment
Odporucéanie na period. / V pripade u€astnikov s potvrdenou 6.70
kardioldgiu hodnotou intervalu QTcF = 500 ms pocas

lieCebného obdobia.
Unscheduled To review AEs, concomitant medications and
Remote/virtual visit current health status if an Unscheduled on-site 3.80
(phone or video) visit is not able to be completed.

1. Monitoring and review of ObsRO
ObsRO Signs/Symptoms, ObsRO GHQ and Caregiver
Signs/Symptoms, Impact Questions is included in the visit totals
ObsRO GHQ and in the milestone tables in Section 2 above per 3.80
Caregiver Impact the Schedule of Activities of the Protocol. '
Questions At Day 4, 6,7, 9, 10, 11, 12, 13, 15, 16, 17,
monitoring/review 18, 19 and 20 if participant has been

discharged

N/A means Not Applicable

Skratka N/A znamena ,nevztahuje sa“

Totals are VAT excluded. VAT in not applicable for
payments for clinical studies.

Sumy nezahfiiaju DPH. DPH sa na platby na ucely
klinického skuSania nevztahuje.

Caregiver Stipends: The caregiver stipend is
intended to offset the caregiver’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
Caregiver.

Prispevky pre opatrovatela: Financny prispevok
pre opatrovatela ma sluzit ako nahrada nakladov

opatrovatela, spojenych s cestovnymi a stravnymi
vydavkami (v relevantnych pripadoch), ktoré mu
vzniknu v désledku Ucasti na skuSani, a uvedie sa
v informovanom suhlase, kedZze sa bude
poskytovat opatrovatelovi.

Healthcare Provider Travel for At-Home Visits
as required by and performed in accordance with
the Protocol will be reimbursed at a rate of 28
cents per kilometer up to a maximum of 48
kilometers per completed visit. This amount will be
paid in addition to the visit cost listed in the
milestone tables in Section 2 above. Processing of

Cestovné naklady poskytovatela zdravotnej
starostlivosti na domace navstevy pozadované
protokolom a vykonané v sulade s protokolom sa
budid uhradzat vo vySke 28 centov na jeden
kilometer do maximalneho poctu 48 kilometrov na
jednu dokoncenu navstevu. Tato suma sa uhradi
navySe k ndkladom za navstevu, uvedenym v
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payment will begin upon receipt of invoice in
accordance with Section 5 below and approval by
the Sponsor.

tabulkach vykonov v ¢lanku 2 vy3sie. Spracovanie
platby zacne po prevzati faktiry v sulade s
¢lankom 5 niZSie a po schvaleni zadavatelom.

Payment Terms:

(5)

Platobné podmienky:

)

a) This EXHIBIT B is for completed records
for up to 10 valid subjects. A valid subject is
defined as a subject who meets eligibility
requirements to enroll in the Study and does not
have significant Protocol violations that would
exclude his/her Data from analysis. This Study is
being conducted under a policy of competitive
enroliment. Sponsor anticipates closure of
enrollment upon randomization of a total of 761
valid subjects. In the event 761 total valid subjects
are enrolled prior to a site’s reaching its valid
subject goal of 10, further recruitment will be
suspended. Subjects not completing the trial will
be paid for on a prorated basis according to
confirmed completed visits and CRFs received by
Sponsor. All 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.

a) Tato PRILOHA B pokryva vyplnené
zaznamy pre najviac 10 platnych subjektov. Platny
subjekt je definovany ako subjekt, ktory spifia
poZiadavky na zaradenie do skuSania a nema
Ziadne vyznamné poruSenia protokolu, ktoré by
jeho udaje vylucili z analyzy. Pri vykonavani tohto
skuSania sa uplatriuje stratégia konkurenéného
zaradovania. Zadavatel predpoklada uzatvorenie
zaradovania po randomizacii spolu 761 platnych
subjektov. V pripade, Ze sa do skuSania zaradi
spolu 761 platnych subjektov predtym, nez
pracovisko sku$ania dosiahne svoj cielovy pocet
10 platnych subjektov, dalSie zaradovanie sa
zastavi. Subjekty, ktoré skusanie nedokongia, sa
budd uhradzat pomernym spdsobom podla
potvrdenych absolvovanych navstev a
pacientskych ~ zdznamovych  harkov  (CRF)
prevzatych zadavatefom. VSetky Uhrady sa
vyplatia za navstevy subjektov podla tabulky
vykonov vo vysSie uvedenom ¢lanku 2. Za subjekty
vyli¢ené z analyzy pre porusenia protokolu,
ktorych kontrola bola v ramci moznosti personalu
skusania, sa neuhradia ziadne platby. Naklady
suvisiace s neuspeSnymi vstupnymi vySetreniami
sa budu uhradzat podfa ¢lanku 3 vyssie.

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 request to
allow for the enrollment of additional Study
subjects. Conversely, 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.

b) Institucia akceptuje, ze toto skuSanie je
multicentrickym sku$anim naplanovanym s ciefom
vyhodnotit stanoveny podet subjektov skuSania.
Predpoklada sa, ze kazdé institucia, ktoré sa
zUcCastnhuje na skuSani, zaradi pocet subjektov
skuSania stanoveny v jeho zmluve na ucely tohto
skuSania. Ak to bude v priebehu skiSania
potrebné, zadavatel mdze institucia vyzvat, aby
zaradilo viac subjektov skuSania, nez sa uvadza v
pévodnej zmluve. Za takychto okolnosti méze
zadavatel zaslat institucii pisomnu poziadavku
umozriujucu zaradenie dalSich subjektov skusania.
Naopak institucia z uvedenych dbévodov nemusi
mat moznost zaradit vySSie uvedeny pocet
subjektov skuSania. Ked sa zaradovanie ciefového
pocCtu subjektov skuSania dokondi, tie pracoviska
skusania, ktoré nezaradili svoje zmluvné pocty
subjektov skusania, dostanu pisomné oznamenie
s pokynmi ukonCit zaradovanie subjektov
skusania.
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C) Sponsor will provide, through a third-party
vendor, the following equipment for use as called
for in the Protocol.

c) Zadavatel  prostrednictvom externého
dodavatela poskytne nasledujuce vybavenie na
pouzitie podla poziadaviek protokolu.

Quantity /

Item / Polozka Mno3stvo

Value per item / Cena za poloZzku

ECG machine / Pristroj

One (1) per site /
Jeden (1) na

EKG jedno pracovisko 2 320 EUR

skuSania

One (1) per site /

eDlar}/ tablet / Tablet e- _ Jeden (1) na 460 EUR
dennika jedno pracovisko

skuSania
eDiary handheld device / -}-r.}_rr??s():gr)]g.eédsr:tg
Mobilné zariadenie e- | 320 EUR
dennika pra(E?VIS.ko

skuSania

Upon termination of the Study at Institution, the
equipment noted above will be returned in
accordance with Sponsor's or designee’s
instructions.

Po ukon&eni sku$ania v institucii sa vybavenie
uvedené vysSie vrati podla pokynov zadavatela
alebo opravneného zastupcu.

Sponsor will provide, through a third party vendor,
a GeneXpert® with laptop, power cords,
uninterruptable power supply (UPS), printer, and
bar code scanner (referred to as
GeneXpert® hereunder) with commercial value of
approximately 38,000 EURO, for use as called for
in the Protocol. The GeneXpert® will be retained
by Institution for use in future Sponsor studies in
accordance with Sponsor’s instructions. Institution
certifies that the GeneXpert® will remain in a
secure location and will not use the GeneXpert®
for any purpose whatsoever until the execution of
a new agreement for a new study sponsored or
funded by Sponsor. The GeneXpert® can also be
used at the same time for several JnJ sponsored
or funded studies, if needed. Upon termination of
the last Sponsored Study at Institution, the
GeneXpert®  with  laptop, power cords,
uninterruptable power supply (UPS), printer, and
bar code scanner will be returned in accordance
with Sponsor’s or designee’s instructions. If the
GeneXpert® is lost, notify Sponsor immediately; if
the GeneXpert® is damaged, follow Sponsor or
designee’s instructions provided at time equipment
is supplied.

Zadavatel poskytne prostrednictvom externého
dodavatela zariadenie GeneXpert® s prenosnym
pocitaCom, napajacimi kablami, zaloznym zdrojom
napajania (UPS), tlaCiarfiou a ¢itackou Ciarovych
kédov (v tomto dokumente dalej uvedené ako
zariadenie GeneXpert®), s komerénou hodnotou
priblizne 38 000 EUR, na pouzivanie podla
poZiadaviek protokolu. Zariadenie GeneXpert® si
inStiticia ponecha na pouzivanie v buducich
skusaniach zadavatela podla pokynov zadavatela.
Indtitucia potvrdzuje, Ze zariadenie GeneXpert®
zostane na zabezpe&enom mieste a ze sa nebude
pouzivat na ziadne ucely az do podpisania novej
zmluvy na nové skiSanie dotované alebo
financované zadavatefom. Ak to bude potrebné,
zariadenie GeneXpert® sa mbze v rovnakom case
pouzivat na niekolko sku$ani dotovanych alebo
financovanych spolo¢nostou Johnson & Johnson.
Po ukonéeni posledného financovaného skusania
v inétituciisa zariadenie GeneXpert® s prenosnym
pocitaCom, napajacimi kablami, zaloZnym zdrojom
napajania (UPS), tlaCiarfiou a CitaCkou Ciarovych
koédov vrati podfa pokynov zadavatela alebo nim
povereného zéastupcu. Ak sa zariadenie
GeneXpert® strati, ihned informujte zadavatela. Ak
sa zariadenie GeneXpert® poskodi, postupujte
podla pokynov zadavatela alebo nim povereného
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zastupcu, poskytnutych v Case, ked sa zariadenie
dodalo.

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 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 f) below.

d) Kalibracia vybavenia: In&titucia
zodpoveda za to, aby vybavenie vo vlastnictve
institucie, ktoré institicia vyuziva podla tejto
zmluvy, malo zabezpeleny servis a bolo
kalibrované podla odporu&ani vyrobcu alebo
CastejSie, ak to pozZaduje zadavatel. Zaznamy
dokladajuce kalibraciu a udrzbu vybavenia sa na
poZiadanie poskytnu zadavatefovi. Za kalibracie,
ktoré sa vykonaju vyhradne na poziadanie
zadavatela a ktoré nie su sucastou odporu¢aného
planu uadrzby navrhovaného vyrobcom, uhradi
zadavatel inStitucii  skutoné naklady bez
navySenia za kazdu kalibraciu. Spracovanie platby
sa zaCne po prevzati faktury a sprievodnej
dokumentacie v sulade s nizSie uvedenym
odsekom f).

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 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 below.

e) Stretnutia so  skudsajucim lekarom:
Zadavatel méze zodpovednému skuSajucemu
lekarovi alebo uréenému spoluskuSajucemu
lekarovi schvalenému zadavatelom a zdravotnej
sestre alebo koordinatorovi skuSania odporucat
alebo od nich mbze pozadovat, aby sa
zUcCastnovali na stretnutiach, najma na stretnuti so
skusajucim lekarom. Zadavatel poskytne a uhradi
vSetky odévodnené a primerané cestovné naklady
v suUlade so svojimi internymi predpismi o Uhrade
cestovnych vydavkov, vratane nenakladného
ubytovania a stravovania spojeného s takymito
stretnutiami. Zmluvné strany sa dohodli, ze ucast
na tychto stretnutiach je primerana a potrebna, aby
sa zabezpecilo, ze vSetky strany zucastfiujuce sa
na skudSani jasne chapu protokol a jeho
poziadavky. Spracovanie platby sa zacne po
prevzati faktiry a sprievodnej dokumentéacie v
sulade s nizSie uvedenym odsekom

f) To be eligible for any payment, the
procedures must be performed in full compliance
with the Protocol and this Agreement, and Data
submitted must be complete, correct and entered
into the Electronic Data Capture (EDC) and
Electronic Patient Reported Outcomes (ePRO) in
accordance with Sponsor’s instructions and this
Agreement. Milestone payments, as listed in the
table above, do not require submission of an
invoice. Payments will be made, at a minimum, on
quarterly, basis. These payments will include
milestone payments, as well as, all invoiced and

f) Aby  vznikol narok na Uhradu
akychkolvek platieb, musia sa vSetky postupy
vykonat plne v sulade s protokolom a touto
zmluvou a zaslané udaje musia byt kompletné,
sprdvne a zadané do systému elektronického

zachytavania  udajov (EDC) a  systému
elektronického Zaznamenavania vysledkov
hlasenych pacientmi (ePRO) podla

zadavatelovych pokynov a tejto zmluvy. Splatné
vykony vymenované vo vysSie uvedenej tabulke si
nevyzaduju zaslanie faktary. Platby sa budu
uhradzat’ minimalne Stvrtro¢ne. Tieto platby budu
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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.

zahfiat’ splatné vykony aj vSetky fakturované a
schvélené naklady z predchadzajuceho
platobného cyklu. V priebehu celého skuSania sa
bude vykonavat priebeZzné odsuhlasovanie uctov.
Vsetky chybne poukazané platby sa zahrnu do
akychkolvek dosial nevybavenych alebo buducich
splatnych platieb. Ziadna platba sa nepoukaze,
kym sa nevyrovnaju vSetky nespravne platby. Ak
nebudu existovat' Ziadne dosial nevybavené alebo
budice platby, institlcia urychlene vrati preplatok
podla pokynov zadavatela.

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

Originaly faktur suvisiacich s tymto skuSanim je
potrebné zaslat na uhradu na nasledujucu adresu:

Janssen Pharmaceutica NV

Janssen Pharmaceutica NV

PO Box 1369

PO Box 1369

111 21 Praha 1, Czech Republic

111 21 Praha 1, Ceska republika

together with a copy submitted to the Country
Local Trial Manager Erika Grohmann, e-mail:
egrohmann@ITS.JNJ.com

spolu s képiou odoslanou lokalnej manazérke
skusania pre krajinu Erike Grohmannovej, e-mail:
egrohmann@ITS.JNJ.com

Please note that invoices must contain the
following information or they will be returned,
delaying payment:

Upozoriiujeme, ze faktiry musia obsahovat’
nasledujuce nalezitosti, v opaénom pripade
budu vratené a platba sa tym oneskori:

e |nstitution name

e Nazov institucie

¢ Principal Investigator name

e Meno a priezvisko zodpovedného skusSajuceho
lekara

e Protocol number

o Cislo protokolu

e |Invoice number and date

e Cislo a datum faktary

e Date & description of services provided

e Datum poskytnutia sluzieb a opis poskytnutych
sluzieb

e Supporting documentation
invoices, receipts)

(i.e. third-party

e Sprievodnl dokumentaciu (napr. faktary od
externych dodavatelov, potvrdenky, blo¢ky)

e Any claims for reimbursement of adverse events
must be submitted in a separate invoice

e VSetky naroky na uhradu za neziaduce udalosti
sa musia predlozit v samostatnej faktire

g) This agreement reflects all fixed and
variable costs related to Study activities. ltems 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.

a) Tato zmluva zohladriuje vSetky pevné a
variabilné naklady suvisiace s c&innostami
skusania. PoloZzky konkrétne neuvedené v ¢lanku
3 alebo 4 vysSie, ktoré by mohli zahffhat’ napriklad
néklady na personal, naklady na Skolenie, poplatky
za laboratdria, rontgenové vysetrenia, hodnotenia
a dotazniky, platby koordindtorom uddajov a
cestovné poplatky, su zohladnené v platbe za
jeden subjekt, ako sa podrobne uvadza v
tabulkach vykonov v &lanku 2 vyssie. Ziadna ina
Uhrada tychto nakladov sa neposkytuje.
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h) Taxes: Payee shall be solely
responsible for payment of any taxes due in
accordance with applicable laws as result of the
payments issued 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.

h) Dane: Za uhradu akychkolvek dani
splatnych podra prisludnych pravnych predpisov v
dosledku platieb poukazanych podla tejto zmluvy
zodpoveda vyhradne prijemca platieb. Zadavatel
ani CRO neposkytne Ziadne dalSie finan¢né
prostriedky na uhradu prislusnych dani, odvodov a
podobnych poplatkov, priamych ani nepriamych,
splatnych &i uz v su€asnosti, alebo v buducnosti.

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.

i) Aby nedoSlo k pochybnostiam, za vSetky
odmeny, prispevky a odvody do poistovni pre
persondl skuSania zodpovedd zodpovedny
skuSajuci lekar alebo institucia. PovaZzuje sa tiez za
dohodnuté a vyslovne sa akceptuje, Ze skuSajuci
lekar a personal skuSania nemaju narok na ucast
na akychkolvek zadavatelovych planoch alebo
programoch zamestnaneckych vyhod, internych
postupoch v ramci pracovnopravnych vztahov
alebo zamestnaneckom Urazovom poisteni ani na
akékolvek finanéné krytie z nich.

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

)] Zmluvné strany sa dohodli, Zze tato
PRILOHA B je sugastou tejto zmluvy a vysvetluje
rozpis platieb savisiaci s touto zmluvou. Platby sa
budid uhradzat v sulade s ustanoveniami
uvedenymi v tejto PRILOHE B, pri¢om posledna
platba sa poukaze potom, ako si pracovisko
skusania splni vSetky svoje povinnosti podla tejto
zmluvy a vSetkych jej priloh. Zodpovedny skusajuci
lekéar potvrdzuje a suhlasi, ze odmena, ktoru
pracovisko skuSania dostane podla tejto zmluvy,
nema& vplyv na jeho Gsudok v suvislosti s
poradenstvom a starostlivostou poskytovanou
kazdému subjektu. Zmluvné strany potvrdzuju, ze
nizSie uvedeny prijemca platieb je riadnym
prijemcom platieb podla tejto zmluvy a Ze platby
podla tejto zmluvy sa budlu poukazovat len
nasledujucemu prijemcovi platieb:

HOSPITAL:

NEMOCNICA:

PAYEE NAME:

(This should be a business nhame and must
match the business name used to file for your
tax EIN or other tax ID number) / NAZOV
PRIJEMCU PLATIEB:

(Uvedte obchodné meno zhodné s tym, ktoré
Je uvedené v doklade o dariovom
identifikacnom Cisle)

Detska fakultn4 nemocnica s poliklinikou
Banské& Bystrica
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TAX ID NUMBER:

(Tax ID must exactly match the payee name
indicated above) / DANOVE IDENTIFIKACNE
CisLo:

(Dariové identifikacné ¢islo sa musi presne
zhodovat’ s vysSie uvedenym nézvom
prijemcu platieb)

DIC/Tax ID: 2021928150

CONTACT INFORMATION:

(Name, phone number, e-mail address) /
KONTAKTNE UDAJE:

(Meno a priezvisko, telefénne cislo, e-mailova
adresa)

zuzana.rosinska@dfnbb.sk

+421 (048)-4726511-3410

PAYEE ADDRESS: / ADRESA PRIJEMCU
PLATIEB:

Namestie Ludvika Svobodu 4
974 09, Banska Bystrica, Slovensko

BANK ACCOUNT: / BANKOVY UCET:

IBAN: SK76 8180 0000 0070 0028 0745

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. /
Institicia moze namietat’ proti akymkolvek platobnym nezrovnalostiam, ktoré sa vyskytnu
v priebehu skusania, do tridsiatich (30) dni od datumu ukonéenia skus$ania poslednym

subjektom.
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EXHIBIT C - Personal Information concerning
Principal Investigator and any Investigational
Staff

PRILOHA C - Osobné tdaje tykajtice sa

zodpovedného skisajuceho a personalu
skasania

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

electronically or in hard copy.

Toto vyhldsenie vysvetluje postupy, ktoré
spolo¢nost Janssen pouziva pri zaobchadzani
sosobnymi Udajmi, vo vztahu kinformaciam

o zodpovednom  skudSajucom a ktoromkolvek

¢lenovi personalu skusania.  Vysvetluje, ako
spolocnost Janssen zbiera osobné Gdaje a komu
ich moze poskytovat. Vysvetluje aj préva, ktoré
ma zodpovedny skusajuci a personal skusania vo
vztahu k tymto osobnym Gdajom. Toto vyhlasenie
sa tyka vsetkych osobnych udajov bez ohladu na
to, Ci sa tieto uUdaje uchovavaju v elektronickej

alebo papierovej forme.

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

Toto vyhldsenie o ochrane osobnych tGdajov musi
zodpovedny skdsajici poskytnat kazdému ¢lenovi
personalu skdsania.

Privacy Notice — Principal Investigator and

Vyhlasenie o ochrane osobnych

investigational staff

udajov -
zodpovedny skusajuci a personal skusania

Personal Information Collection

Zber osobnych udajov

Janssen and agents processing personal

information on behalf of Janssen, collect and
This
information may come directly from you, from

process personal information about you.

Institution that you are affiliated with for purposes
of this clinical research, or from public or third-
party information sources.

Spolo¢nost Janssen a zastupcovia spracuvajuci
osobné udaje v mene spoloc¢nosti Janssen zbieraju
a spracuvaju vase osobné Udaje. Tieto Udaje mézu
ziskat priamo od vas, od institlcie, sktorou
spolupracujete na ucely tohto klinického vyskumu,
zdrojov  alebo

z verejnych informacnych

z informacnych zdrojov tretich stran.

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

Typy osobnych Udajov, ktoré spolo¢nost Janssen
zbiera, zavisia od ulohy, ktoru pre spoloc¢nost
Janssen alebo jej pobocky plnite, ako aj od
platnych pravnych predpisov. M6Zu vSsak medzi ne
patrit aj nasledujlce kategérie informacii:

. Name;

. meno,
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. Contact information (e.g. address, | kontaktné Udaje (napr. adresa, telefonne
telephone number, e-mail address); C¢islo, e-mailova adresa),

° Age and/or date of birth; ° vek a/alebo datum narodenia,

) Government identification number (if | ® statne identifikacné Cislo (ak sa pouziva),
applicable);

. Training and qualifications, including | vzdelanie a kvalifikacia vratane informacii

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

o tom, ¢i mate platnu a aktivnu licenciu na vykon

lekarskeho alebo iné odborné

osvedcenie (podla potreby)
nevztahuje zakaz ¢innosti vydany kompetentnym

povolania

aci sa na vas

zdravotnickym orgdnom,

° Organizational or institutional affiliations;

° Uvazky v organizaciach a institdciach,

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

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

. Financial information relating to, among | e finanéné informdcie slvisiace najma

other matters, compensation and reimbursement | s odmenami a Uhradami za cinnosti v rdmci

payments for clinical trial activities; klinickych skusani,

. Engagement or interaction with Janssen | e pbsobnost v spolo¢nosti Janssen alebo jej

or its affiliates, or their products and services; pobockach alebo kontakt s nimi, ich produktmi
a sluzbami,

. Information obtained via surveys and | e informacie ziskané pomocou prieskumov

other direct interactions with you.

a inym priamym kontaktom s vami.

How Janssen Uses and Discloses Personal
Information

Ako spoloénost Janssen pouiZiva a zverejiiuje
osobné udaje

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

Vase osobné udaje sa budd spracuvat na
nasledujuce ucely, ktoré spolocnosti Janssen a jej
pobockam sldzZia na splnenie si povinnosti podla
platnych pravnych predpisov a v potrebnej miere

na plnenie zmluvy o klinickom skusani:

. To assess if you are suitable for acting as

) na posudenie, ¢i ste vo vztahu ku

Clinical Trial Agreement between Janssen and Institution and
Principal Investigator -Slovakia contract template - Version April
2019

Pl Name: Branko Takac, MD, PhD

Protocol #: 53718678RSV3001

Zmluva o klinickom skdsani medzi spolo¢nostou Janssen, instittciou
a zodpovednym skusajucim — vzor zmluvy pre Slovensko — verzia z
aprila 2019

Meno zodpovedného skusajiceho: MUDr. Branko Takac, PhD.

C. protokolu: 53718678RSV3001

Page 55 of 86

Strana 55 z 86




Principal Investigator or investigational staff in
relation to the clinical trial;

klinickému skdsaniu sposobily konat v Ulohe
zodpovedného skusajuceho alebo ¢lena personalu
skusania,

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

poskytnutie Skolenia a pristupu

k nastrojom a dalsim zdrojom, ktoré moziu byt

L na

potrebné na vykonanie klinického skusania,

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

) na riadenie klinického skusania vratane
monitorovania a auditu ¢innosti v ramci klinického
skusania,

. To prepare and submit regulatory filings, | @ na pripravu aodosielanie  podani,
correspondence, and communications to | koreSpondencie akomunikdcie so Statnymi
government authorities concerning the clinical | kontrolnymi  dradmi v savislosti s klinickym
trial; skusanim,

. To conduct safety reporting and | e na podavanie bezpecnostnych hlaseni
pharmacovigilance activities relating to the clinical | a vykonavanie ¢innosti farmakovigilancie

trial; v stvislosti s klinickym skudsanim,

. To publish results of the clinical trial as | @ na publikovanie vysledkov klinického

defined in the Clinical Trial Agreement; skdsania, ako to definuje zmluva o klinickom
skusani,

. To disclose payments and other transfers | o na zverejnenie platieb  adalSich

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

hodnotnych prevodov institucii, zodpovednému
skdsajucemu a dalSim ¢lenom persondlu skdsania,
ktoré sluzi na splnenie pravnych predpisov
o nahlasovani na Ucely transparentnosti najma
vratane zdkona Spojenych statov americkych
o transparentnosti platieb lekarom (Physician
Payments Sunshine Act) ajeho vykondvacich
predpisov, ako aj kddexov ospravnej praxi
v tomto sektore alebo noriem, ktorym spolo¢nost

Janssen a jej pobocky podliehaju,

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

. na iné Uucely poZadované platnymi

pravnymi predpismi alebo potrebné na plnenie
zmluvy o klinickom skusani.
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Personal information about you will be processed
for the following purposes based on Janssen and
its affiliates’ legitimate interest under law:

Na zdklade legitimnych zdujmov podla zakona
budu spolo¢nost Janssen a jej pobocky spracuvat
vasSe osobné Udaje na nasledujuce ucely:

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

° na obcasné zvazovanie vyberu

potencidlnych pracovisk skusania a skusajucich
pre buduce klinické skusania,

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

activities related to medical research.

° na vykonavanie prieskumov, riadenie

internych studii, zlepSovanie postupov a praxe
skasani

v suvislosti s vykonavanim klinickych

a dalSich cinnosti suvisiacich so zdravotnym

vyskumom.

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

Na dosiahnutie vysSie uvedenych Ucelov sa
osobné udaje spristupnia:

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

affiliates is available at

° dalSim pobockam skupiny spolo¢nosti
Johnson & Johnson aich prislusSnym zdstupcom.
Zoznam tychto pobociek je k dispozicii na webovej
stranke http://www.investor.jnj.com/sec.cfm,

Authorities and ethics

committees in jurisdictions around the world;

° Government

° statnym Uradom a etickym komisidm
v roznych jurisdikciach na celom svete,

. Agents, such as contract research

organizations or other third-party service

providers, processing Personal Information on
behalf of Janssen.

. zastupcom, ako su napriklad zmluvné
dalsi

poskytovatelia sluZieb, ktori spractvaju osobné

vyskumné organizacie alebo externi

udaje v mene spolocnosti Janssen.

Cross Border Transfer

Prenos do zahranicia

Your personal information may be stored and
processed in any country where Janssen and its
affiliates have facilities or agents, including the
United States. Some non-European Economic
Area (EEA) countries are recognized by the

Vase osobné Udaje sa mozu uchovavat a spracuvat
v ktorejkolvek krajine, vktorej ma spolo¢nost
Janssen a jej pobocky prevadzky alebo zastupcov,
vratane Spojenych Statov americkych. Niektoré
krajiny mimo

Eurépskeho  hospodarskeho
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European Commission as providing an adequate
level of data protection according to EEA
standards (the full list of these countries is
available here:

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

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

priestoru (EHP) Eurdpska komisia uznala ako
krajiny poskytujuce primeranu uroven ochrany
osobnych Gdajov podla noriem EHP (Uplny zoznam
tychto krajin je dostupny na tejto webovej
https://ec.europa.eu/info/law/law-
topic/data-protection/data-transfers-outside-

stranke:

protection-personal-data-non-eu-countries_en.

eu/adequacy-protection-personal-data-non-eu-

For transfers from the EEA to countries not
adequate by the
Commission, Janssen has ensured that adequate

considered European
measures are in place, including by ensuring that
the recipient is bound by the EU Standard
Contractual Clauses or has implemented an EU-
approved code of conduct or certification, to
protect personal information. You may obtain a
copy of these measures by contacting our EU Data
Protection Officer in accordance with the

“Contacting Janssen” section below.

countries_en. V pripade prenosu Udajov z EHP do
krajin, ktoré Eurdpska komisia nepovaZuje za
krajiny  zaru€ujuce  dostatoénu  ochranu,
spolo¢nost Janssen zabezpecila, aby sa zaviedli
primerané opatrenia vratane zaistenia, aby bol
prijemca Udajov viazany Standardnymi zmluvnymi
dolozkami EU alebo mal zavedeny kédex spravania
¢i certifikdciu na ochranu osobnych Udajov
schvalend EU. Ak chcete ziskat képiu tychto
opatreni, obratte sa na nasu kontaktni osobu
zodpovednu za ochranu Gdajov v ramci EU, ktorej
kontaktné uddaje sU uvedené niisSie v clanku

»Kontaktné Udaje spolo¢nosti Janssen”.

Data Subject Rights

Prava dotknutych osob

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

other laws and regulations.

Ak si
obmedzit spractvanie alebo odstranit osobné

Zeldte prezerat, opravit, aktualizovat,
Udaje, ktoré spoloc¢nost Janssen mdze uchovavat
vo svojich systémoch, alebo ak by ste chceli
poziadat o ziskanie elektronickej kopie svojich
osobnych udajov na Ucely ich prenosu do inej
spolo¢nosti (v rozsahu, vakom vam tieto prava
predpisy),
kontaktovat spolo¢nost Janssen pomocou Udajov

zaru€uju platné pravne mozZete

uvedenych nizsSie v ¢élanku ,Kontaktné udaje
spolocnosti Janssen”. Spolo¢nost Janssen odpovie
na Ziadost vsulade splatnymi pravnymi
predpismi. Upozorinujeme vsak, Ze urcité osobné
Udaje moOzu byt oslobodené od Ziadosti podla
platnych pravnych predpisov o ochrane osobnych

udajov alebo inych pravnych predpisov.
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Retention Period

Obdobie uchovavania

Janssen will retain your personal Information for
as long as needed or permitted considering the
The
following criteria are used to determine the
proper retention period: (i) the length of time
Janssen has an ongoing relationship with you; (ii)

purpose(s) for which it was obtained.

whether there is a legal obligation to which
Janssen or its affiliates are subject; and (iii)
whether retention is advisable in light of Janssen’s
legal position (such as in regard to applicable
statutes of limitations, litigation, or regulatory
investigations).

Spoloénost Janssen bude vaSe osobné udaje
uchovavat dovtedy, kym to bude potrebné alebo
povolené v suvislosti s Ucéelom alebo ucelmi, na
ktoré sa ziskali. Na urcenie spravneho obdobia
uchovavania sa pouZzivaju nasledujuce kritéria: (i)
obdobie, pocas ktorého spoloénost Janssen s vami
udrziava uréity vztah, (ii) ¢i existuje nejaka
zdkonnad povinnost, ktorej spolo¢nost Janssen
jej pobocky podliehaju, a(iii) ¢i je
uchovdvanie vhodné vzhladom na

alebo
pravne
postavenie spolocnosti Janssen (napriklad vo
vztahu k preml¢acim lehotdm, sidnym sporom
alebo vysetrovaniam regula¢nymi dradmi).

Contacting Janssen

Kontaktné udaje spolo€nosti Janssen

The Janssen can be contacted as specified below:

Spolo¢nost  Janssen  moziete  kontaktovat

prostrednictvom nasledujucich udajov:

Janssen  Research & Development, LLC
20 Route 202 South Raritan, New Jersey, 08869,
USA

Janssen  Research & Development, LLC
20 Route 202 South Raritan, New Jersey, 08869,
USA

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

contacting Protection

clinical trial number/name should be included to
allow the request to be managed appropriately.

V pripade potreby mézZete kontaktovat aj osobu

zodpovednd za ochranu osobnych Udajov

v prislusnej krajine alebo oblasti na e-mailovej
adrese emeaprivacy@its.jnj.com. Ak sa obratite

na tuto zodpovednl osobu, mali by ste uviest
informacie, ako je ndazov krajiny, vktorej sa
nachadzate, atiez cCislo alebo nazov klinického
skusania, Ziadost mohla

aby sa primerane

spracovat.

Lodging and Complaint with a Regulator

Podanie staZnosti kontrolnému organu

You may lodge a complaint with a supervisory
authority competent for your country or region.
can be located here:

Contact information

http://ec.europa.eu/justice/data-

Staznost mozZete podat dozornému dradu

kompetentnému vo vasej krajine alebo oblasti.
Kontaktné Gdaje mozno najst na tejto webovej

stranke: http://ec.europa.eu/justice/data-
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Exhibit D - Insurance certificate

Priloha D — Poistny certifikat

EXHIBIT E — EU Standard Contractual Clauses

PRILOHA E — Standardné zmluvné dolozky EU

(Controller to Controller)

(pre prenosy udajov medzi prevadzkovatelmi)

SECTION |
Clause 1 Purpose and scope

(a) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 on the protection of natural persons with
regard to the processing of personal data and on
the free movement of such data (General Data
Protection Regulation) (}) for the transfer of
personal data to a third country.

(b) The Parties:
(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies

(hereinafter ‘entity/ies’) transferring the personal
data, as listed in Annex I.A (hereinafter each ‘data
exporter’), and

(ii) the entity/ies in a third country receiving
the personal data from the data exporter, directly
or indirectly via another entity also Party to these
Clauses, as listed in Annex I.A (hereinafter each
‘data importer’)

have agreed to these standard contractual clauses
(hereinafter: ‘Clauses’).

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex |.B.
(d) The Appendix to these Clauses containing
the Annexes referred to therein forms an integral
part of these Clauses.

ODDIEL I
Dolozka 1 Uéel a rozsah pdsobnosti

(a) Ucelom tychto $tandardnych zmluvnych
dolozZiek je zabezpelit sulad s poziadavkami
nariadenia Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych
0s6b pri spracovavani osobnych udajov a o
volnom pohybe takychto udajov (vSeobecné
nariadenie o ochrane udajov) () pri prenose
osobnych udajov do niektorej z tretich krajin.

(b) Zmluvné strany:

(i) fyzické alebo pravnické osoby, organy
verejnej sprdvy, agentlry alebo iné subjekty
(dalej ,,subjekty”) prenasajuce osobné udaje, ako
sa uvadza v prilohe I.A (dalej kazdy z nich
»Vvyvozca Udajov”),

(ii) subjekty v niektorej z tretich krajin,
prijimajuce osobné udaje od poskytovatela
Udajov, ¢i uZz priamo, alebo nepriamo
prostrednictvom iného subjektu, ktory je tiez
zmluvnou stranou tychto doloziek, ako sa uvadza
v prilohe I.A (dalej kazdy z nich ,dovozca
udajov”),

sa dohodli na tychto Standardnych zmluvnych
dolozkach (dalej ,,dolozky“).

(c) Tieto dolozky sa vztahuju na prenos
osobnych udajov definovany v prilohe I. B.

(d) Dodatok tychto doloZiek obsahujuci
prilohy, na ktoré sa tu odkazuje, tvori
neoddelitelnu sudast tychto doloZiek.
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Clause 2 Effect and invariability of the Clauses

(a) These Clauses set out appropriate
safeguards, including enforceable data subject
rights and effective legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers from
controllers to processors and/or processors to
processors, standard contractual clauses pursuant
to Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select
the appropriate Module(s) or to add or update
information in the Appendix. This does not prevent
the Parties from including the standard contractual
clauses laid down in these Clauses in a wider
contract and/or to add other clauses or additional
safeguards, provided that they do not contradict,
directly or indirectly, these Clauses or prejudice the
fundamental rights or freedoms of data subjects.
(b) These Clauses are without prejudice to
obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.

Clause 3 Third-party beneficiaries

(a) Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries, against
the data exporter and/or data importer, with the
following exceptions:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(ii) Clause 8 —Clause 8.5 (e) and Clause 8.9(b);
(iii) (intentionally left blank);

(iv) Clause 12 —Clause 12(a) and (d);

(v) Clause 13;

(vi) Clause 15.1(c), (d) and (e);

(vii) Clause 16(e);

(viii)  Clause 18 —Clause 18(a) and (b).

(b) Paragraph (a) is without prejudice to rights
of data subjects under Regulation (EU) 2016/679.

Clause 4 Interpretation

(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those terms
shall have the same meaning as in that Regulation.

Dolozka 2 Uéinnost a nemennost doloZiek

(a) Tieto dolozky ustanovuju primerané
zaruky, vratane vymahatelnych prav dotknutych
0s0b a ucinnych opravnych prostriedkov, v stlade
s ¢lankami 46(1) a 46(2)(c) nariadenia (EU)
2016/679, a pokial ide o prenos Udajov od
prevadzkovatelov k sprostredkovatefom alebo
medzi sprostredkovatelmi, Standardné zmluvné
dolozky podla ¢lanku 28(7) nariadenia (EU)
2016/679, za predpokladu, Ze sa nebudi menit, s
vynimkou vyberu vhodnych modulov alebo na
Ucely doplnenia alebo aktualizovania informacii v
dodatku. To zmluvnym strandm nebrdni v tom,
aby zahrnuli Standardné zmluvné doloZky
uvedené v tychto dolozkidch do SirSej zmluvy
alebo aby doplnili iné dolozky alebo dodatocné
zaruky za predpokladu, Ze nie sU priamo ani
nepriamo v rozpore s tymito dolozkami ani
neobmedzuju zakladné prava alebo slobody
dotknutych osob.

(b) Tieto dolozky nemaju vplyv na

povinnosti, ktoré sa vztahuju na vyvozcu Udajov
podla nariadenia (EU) 2016/679.

DoloZka 3 Oprdvnené tretie strany

(a) Dotknuté osoby si mozu tieto dolozky
uplatriovat a vymahat ich voci vyvozcovi alebo
dovozcovi Udajov ako opravnené tretie strany, s
nasledujicimi vynimkami:

(i) dolozka 1, 2,3,6a7,

(i) dolozka 8 — dolozka 8.5(e) a dolozka

8.9(b),

(iii) (Umyselne ponechané prazdne),

(iv) dolozka 12 — dolozka 12(a) a (d),

(v) dolozka 13,

(vi) dolozka 15.1(c), (d) a (e),

(vii) dolozka 16(e),

(viii)  dolozka 18 — dolozka 18(a) a (b).

(b) Odsek (a) nema vplyv na prava

dotknutych o0séb podla nariadenia (EU)
2016/679.

DoloZka 4 Vyklad
(a) Ak sa v tychto dolozkach pouzivaju pojmy
vymedzené v nariadeni (EU) 2016/679, tieto
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(b) These Clauses shall be read and
interpreted in the light of the provisions of
Regulation (EU) 2016/679.

(c) These Clauses shall not be interpreted in a
way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

Clause 5 Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the Parties, existing at the time these
Clauses are agreed or entered into thereafter,
these Clauses shall prevail.

Clause 6

Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred
and the purpose(s) for which they are transferred,
are specified in Annex |.B.

Clause 7 — Optional Docking clause

(a) An entity that is not a Party to these
Clauses may, with the agreement of the Parties,
accede to these Clauses at any time, either as a
data exporter or as a data importer, by completing
the Appendix and signing Annex |.A.

(b) Once it has completed the Appendix and
signed Annex |.A, the acceding entity shall become
a Party to these Clauses and have the rights and
obligations of a data exporter or data importer in
accordance with its designation in Annex |.A.

(c) The acceding entity shall have no rights or
obligations arising under these Clauses from the
period prior to becoming a Party.

SECTION Il — OBLIGATIONS OF THE PARTIES

Clause 8 Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate  technical and organisational
measures, to satisfy its obligations under these
Clauses.

pojmy maju rovnaky vyznam ako v uvedenom
nariadeni.
(b) Tieto dolozky sa chdpu a vykladaju so
zretefom na ustanovenia nariadenia (EU)
2016/679.
(c) Tieto dolozky sa nesmu vykladat
sposobom, ktory je v rozpore s pravami a
povinnostami stanovenymi v nariadeni (EU)
2016/679.

Dolozka 5 Hierarchia

V pripade rozporu medzi tymito dolozkami a
ustanoveniami  suvisiacich  dohéd  medzi
zmluvnymi stranami, ktoré existovali v ¢ase, ked'
sa dohodli tieto dolozky, alebo ktoré sa uzavreli
neskor, maju prednost tieto dolozky.

Dolozka 6

Opis prenosov

Podrobnosti o prenosoch a najma kategérie
osobnych udajov, ktoré sa prenasaju, a ucely, na
ktoré sa prendsaju, su uvedené v prilohe I. B.

DoloZka 7 — Nepovinna dolozka o pristupeni

(a) Subjekt, ktory nie je zmluvnou stranou
tychto doloziek, moze so suhlasom zmluvnych
stran kedykolvek pristupit k tymto dolozkam bud’
ako vyvozca, alebo dovozca udajov, vyplnenim
dodatku a podpisanim prilohy I. A.

(b) Po vyplneni dodatku a podpisani prilohy
I. A sa pristupujuci subjekt povazuje za zmluvnu
stranu tychto doloZiek a ma prava a povinnosti
vyvozcu alebo dovozcu udajov v sulade s jeho
uréenim v prilohe I. A.

(c) Pristupujuci subjekt nema Zziadne prava
ani povinnosti vyplyvajuce z tychto doloziek z
obdobia pred tym, ako sa stal zmluvnou stranou.

ODDIEL Il - POVINNOSTI ZMLUVNYCH STRAN

DoloZka 8 Zaruky ochrany osobnych tidajov
Vyvozca Udajov zarucuje, Ze vynalozil primerané
usilie na zistenie, Ze dovozca Uudajov je
prostrednictvom zavedenia vhodnych
technickych a organizacnych opatreni schopny
splnit si svoje povinnosti podla tychto dolozZiek.
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8.1 Purpose limitation

The data importer shall process the personal data
only for the specific purpose(s) of the transfer, as
set out in Annex I.B. It may only process the
personal data for another purpose:

(i) where it has obtained the data subject’s
prior consent;

(ii) where necessary for the establishment,
exercise or defence of legal claims in the context of
specific administrative, regulatory or judicial
proceedings; or

(iii) where necessary in order to protect the
vital interests of the data subject or of another
natural person.

8.2 Transparency

(a) In order to enable data subjects to
effectively exercise their rights pursuant to Clause
10, the data importer shall inform them, either
directly or through the data exporter:

(i) of its identity and contact details;
(ii) of the categories of personal
processed;

(iii) of the right to obtain a copy of these
Clauses;

(iv) where it intends to onward transfer the
personal data to any third party/ies, of the
recipient or categories of recipients (as appropriate
with a view to providing meaningful information),
the purpose of such onward transfer and the
ground therefore pursuant to Clause 8.7.

(b) Paragraph (a) shall not apply where the
data subject already has the information, including
when such information has already been provided
by the data exporter, or providing the information
proves impossible or would involve a
disproportionate effort for the data importer. In
the latter case, the data importer shall, to the
extent possible, make the information publicly
available.

(c) On request, the Parties shall make a copy
of these Clauses, including the Appendix as
completed by them, available to the data subject
free of charge. To the extent necessary to protect
business secrets or other confidential information,
including personal data, the Parties may redact

data

8.1 Obmedzenie tcelu

Dovozca Udajov ma spracovavat osobné Udaje len
na konkrétne ucely prenosu, ako sa uvadza v
prilohe 1. B. Osobné Udaje mdze spracovavat na
iny ucel len v pripade, Ze:
(i) na to ziskal
dotknutej osoby,

(ii) je to nevyhnutné na preukazovanie,
uplatiovanie alebo obhajovanie prdvnych
narokov v suvislosti s konkrétnym spravnym,
regulaénym alebo sidnym konanim,

(iii) je to nevyhnutné na ochranu Zivotne
dolezitych zaujmov dotknutej osoby alebo inej
fyzickej osoby.

predchadzajuci  suhlas

8.2 Transparentnost

(a) Aby si mohli dotknuté osoby ucinne
uplatriovat svoje prava podla dolozky 10, ma ich
dovozca udajov priamo alebo prostrednictvom
vyvozcu Udajov informovat:

(i) o svojej totoZnosti a
udajoch,

(ii) o kategéridch spracovdvanych osobnych
udajov,

(iii) o prave ziskat kopiu tychto doloZiek,

(iv) ak zamysla ndsledny prenos osobnych
udajov nejakej tretej strane, o prijemcovi alebo
kategériach prijemcov (podla potreby, s cielom
poskytnut  zmysluplné informacie), ucele
takéhoto nasledného prenosu a o jeho dévodoch
podla dolozky 8.7.

(b) Odsek (a) sa nevztahuje v pripade, Ze
dotknuta osoba uz ma tieto informacie, vratane
pripadu, Ze takéto informacie uz poskytol vyvozca
udajov, alebo ak sa poskytnutie tychto informacii
ukaze ako nemoiné alebo by vyZadovalo
neprimerané Usilie zo strany dovozcu udajov.
V poslednom uvedenom pripade ma dovozca v
maximalnom moznom rozsahu spristupnit tieto
informacie verejnosti.

(c) Zmluvné strany na poZiadanie vyhotovia
kdpiu tychto doloziek, vratane nimi vyplneného
dodatku, ktora bude pre dotknutd osobu
bezplatne k dispozicii. V rozsahu nevyhnutnom na
ochranu obchodnych tajomstiev alebo inych
dovernych informacii, vratane osobnych udajov,

kontaktnych
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part of the text of the Appendix prior to sharing a
copy, but shall provide a meaningful summary
where the data subject would otherwise not be
able to understand its content or exercise his/her
rights. On request, the Parties shall provide the
data subject with the reasons for the redactions, to
the extent possible without revealing the redacted
information.

(d) Paragraphs (a) to (c) are without prejudice
to the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU) 2016/679.

8.3 Accuracy and data minimisation

(a) Each Party shall ensure that the personal
data is accurate and, where necessary, kept up to
date. The data importer shall take every reasonable
step to ensure that personal data that is inaccurate,
having regard to the purpose(s) of processing, is
erased or rectified without delay.

(b) If one of the Parties becomes aware that
the personal data it has transferred or received is
inaccurate, or has become outdated, it shall inform
the other Party without undue delay.

(c) The data importer shall ensure that the
personal data is adequate, relevant and limited to
what is necessary in relation to the purpose(s) of
processing.

8.4 Storage limitation

The data importer shall retain the personal data for
no longer than necessary for the purpose(s) for
which it is processed. It shall put in place
appropriate technical or organisational measures
to ensure compliance with this obligation,
including erasure or anonymisation (?)of the data
and all back-ups at the end of the retention period.

8.5 Security of processing

(a) The data importer and, during
transmission, also the data exporter shall
implement appropriate technical and

organisational measures to ensure the security of
the personal data, including protection against a
breach of security leading to accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure or access (hereinafter ‘personal data

mozu zmluvné strany cast textu dodatku pred
poskytnutim kdpie cenzurovat, musia vsak
poskytnat zmysluplny sudhrn, ak by dotknuta
osoba inak nebola schopnd porozumiet jeho
obsahu alebo uplatnit si svoje prava. Zmluvné
strany na poziadanie poskytnu dotknutej osobe
dovody cenzurovania v takom rozsahu, v akom je
to moiné bez odhalenia cenzurovanych
informdcii.

(d) Odseky (a) az (c) nemaju vplyv na
povinnosti vyvozcu Udajov podla ¢lankov 13 a 14
nariadenia (EU) 2016/679.

8.3 Presnost a minimalizacia udajov

(a) Kazda zmluvna strana zabezpedi, aby boli
osobné Udaje presné a podla potreby aktualne.
Dovozca Udajov podnikne vsetky primerané
opatrenia, aby zaistil, Ze osobné udaje, ktoré su
nepresné, s ohladom na ucely ich spracovavania,
sa bezodkladne vymazu alebo opravia.

(b) Ak sa niektora zo zmluvnych stran dozvie,
Ze prendsané alebo prijaté osobné udaje su
nepresné alebo sa stali neaktualnymi, ma o tom
bezodkladne informovat druhd zmluvnu stranu.
(c) Dovozca Udajov zaisti, aby boli osobné
Udaje primerané, relevantné a obmedzené na
rozsah potrebny v sudvislosti s ucelmi ich
spracovavania.

8.4 Obmedzenie uchovavania

Dovozca Udajov nebude osobné Udaje uchovavat
dlhsie, neZ je potrebné na ucely, na ktoré sa
spracovavaju. Zavedie vhodné technické a
organizacné opatrenia na zaistenie splnenia si
tejto povinnosti, vrdtane vymazania alebo
anonymizdcie (%) Gdajov a v3etkych ich zaloznych
kodpii na konci obdobia uchovavania.

8.5 Bezpecnost spracovavania

(a) Dovozca Udajov, a pocas prenosu aj
vyvozca Udajov, zavedie vhodné technické a
organizatné opatrenia, aby zaistil bezpeénost
osobnych udajov, vratane ich ochrany pred
porusenim bezpecnosti, veducemu k ndhodnému
alebo nezakonnému zniceniu, strate, zmene,
neopravnenému odovzdaniu alebo pristupu k
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breach’). In assessing the appropriate level of
security, they shall take due account of the state of
the art, the costs of implementation, the nature,
scope, context and purpose(s) of processing and
the risks involved in the processing for the data
subject. The Parties shall in particular consider
having recourse to encryption or
pseudonymisation, including during transmission,
where the purpose of processing can be fulfilled in
that manner.

(b) The Parties have agreed on the technical
and organisational measures set out in Annex Il.
The data importer shall carry out regular checks to
ensure that these measures continue to provide an
appropriate level of security.

(c) The data importer shall ensure that
persons authorised to process the personal data
have committed themselves to confidentiality or
are under an appropriate statutory obligation of
confidentiality.

(d) In the event of a personal data breach
concerning personal data processed by the data
importer under these Clauses, the data importer
shall take appropriate measures to address the
personal data breach, including measures to
mitigate its possible adverse effects.

(e) In case of a personal data breach that is
likely to result in a risk to the rights and freedoms
of natural persons, the data importer shall without
undue delay notify both the data exporter and the
competent supervisory authority pursuant to
Clause 13. Such notification shall contain i) a
description of the nature of the breach (including,
where possible, categories and approximate
number of data subjects and personal data records
concerned), ii) its likely consequences, iii) the
measures taken or proposed to address the breach,
and iv) the details of a contact point from whom
more information can be obtained. To the extent it
is not possible for the data importer to provide all
the information at the same time, it may do so in
phases without undue further delay.

(f) In case of a personal data breach that is
likely to result in a high risk to the rights and
freedoms of natural persons, the data importer
shall also notify without undue delay the data

nim (dalej ,porusenie ochrany osobnych
udajov”“). Pri posudzovani primeranej Urovne
bezpecnosti  naleZite  zohladni  najnovsie
poznatky, ndklady na zavedenie opatreni, ako aj
povahu, rozsah, kontext a Ucely spracovavania a
rizikd, ktoré zo spracovavania vyplyvaju pre
dotknuté osoby. Zmluvné strany maju zvazit
najma pouzitie Sifrovania alebo
pseudonymizacie, a to aj pocas prenosu, ak je
takymto  sposobom  mozné splnit  Gcel
spracovavania.

(b) Zmluvné strany sa  dohodli na
technickych a  organizanych  opatreniach
uvedenych v prilohe Il. Dovozca Udajov ma

vykonavat pravidelné kontroly, aby zaistil, ze
tieto opatrenia nadalej poskytuju primeranu
Uroven bezpecnosti.

(c) Dovozca Udajov ma zabezpecit, aby sa
osoby opravnené spracovavat osobné U(daje
zaviazali zachovavat ich dovernost alebo aby
podliehali primeranej zdkonnej povinnosti
zachovdvania dévernosti.

(d) V pripade porusSenia ochrany osobnych
Udajov  tykajuceho sa osobnych udajov
spracovavanych dovozcom udajov podla tychto
doloziek ma dovozca Udajov  podniknut
primerané opatrenia na napravu porusenia
ochrany osobnych udajov, vratane opatreni na
zmiernenie  jeho  moZnych  nepriaznivych
dosledkov.

(e) V pripade porusSenia ochrany osobnych
Udajov, ktoré by pravdepodobne mohlo viest k
riziku pre prdva a slobody fyzickych os6b, ma
dovozca Udajov bezodkladne informovat vyvozcu
Udajov aj prislusny dozorny organ podla
dolozky 13. Takéto ozndmenie ma obsahovat i)
opis povahy porusenia (ak je to mozné, vratane
kategérii a priblizného poctu dotknutych os6b a
zaznamov osobnych udajov, ktorych sa to tyka),
ii) jeho moiné dosledky, iii) opatrenia prijaté
alebo navrhované na napravu porusenia a
iv) Udaje o kontaktnej osobe, od ktorej je mozné
ziskat dalsie informacie. V rozsahu, v ktorom pre
dovozcu Udajov nie je mozné poskytnut vsetky
tieto informacie sucasne, mdbze tak urobit aj
postupne, bez dalSieho zbyto¢ného odkladu.
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subjects concerned of the personal data breach
and its nature, if necessary in cooperation with the
data exporter, together with the information
referred to in paragraph (e), points ii) to iv), unless
the data importer has implemented measures to
significantly reduce the risk to the rights or
freedoms of natural persons, or notification would
involve disproportionate efforts. In the latter case,
the data importer shall instead issue a public
communication or take a similar measure to inform
the public of the personal data breach.

(g) The data importer shall document all
relevant facts relating to the personal data breach,
including its effects and any remedial action taken,
and keep a record thereof.

8.6 Sensitive data

Where the transfer involves personal data
revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union
membership, genetic data, or biometric data for
the purpose of uniquely identifying a natural
person, data concerning health or a person’s sex
life or sexual orientation, or data relating to
criminal convictions or offences (hereinafter
‘sensitive data’), the data importer shall apply
specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the
risks involved. This may include restricting the
personnel permitted to access the personal data,
additional  security = measures  (such as
pseudonymisation) and/or additional restrictions
with respect to further disclosure.

8.7 Onward transfers

The data importer shall not disclose the personal
data to a third party located outside the European
Union (3) (in the same country as the data importer

(f) V pripade porusenia ochrany osobnych
Gdajov, ktoré by pravdepodobne mohlo viest k
vysokému riziku pre prava a slobody fyzickych
osOb, ma dovozca Udajov bezodkladne
informovat o poruseni ochrany osobnych tdajov
a jeho povahe aj dotknuté osoby, v pripade
potreby v spolupraci s dovozcom udajov, spolu s
informaciami uvedenymi v odseku (e), bodoch ii)
az iv), pokial dovozca udajov nezaviedol
opatrenia na vyznamné zniZenie rizika pre prava
alebo slobody fyzickych os6b alebo ak by
ozndmenie vyZadovalo neprimerané Usilie.
V oslednom uvedenom pripade mda dovozca
Udajov namiesto toho vydat verejné oznamenie
alebo podniknit podobné opatrenie na
informovanie verejnosti o poruseni ochrany
osobnych udajov.

(g) Dovozca Udajov ma zdokumentovat
vietky doblezité skutocnosti tykajlce sa porusenia
ochrany osobnych Udajov, vradtane jeho
dosledkov a podniknutych napravnych opatreni,
a uchovavat o nom zaznamy.

8.6. Citlivé udaje

Ak prenos zahffia osobné U(daje odhalujuce
rasovy alebo etnicky povod, politické nazory,
naboZenské alebo filozofické presvedcenie, alebo
¢lenstvo v odborovych organizaciach, genetické
Udaje alebo biometrické ddaje na ucely
jednoznacnej identifikacie fyzickej osoby, udaje
tykajuce sa zdravotného stavu alebo sexualneho
Zivota ¢i sexudlnej orientacie osoby, alebo udaje
suvisiace s odsudeniami za trestné ciny alebo
trestnymi c¢inmi (dalej ,citlivé ddaje”), ma
dovozca udajov pouZit osobitné obmedzenia
alebo  dodatocné  zaruky, prisposobené
konkrétnej povahe udajov a suvisiacich rizik. To
moze zahfnat obmedzenie personalu, ktory ma
povolenie na pristup k osobnym ddajom,
dodatocné bezpecnostné opatrenia (napriklad
pseudonymizaciu) alebo dalSie obmedzenia
tykajuce sa dalSieho odovzdavania.

8.7 Nasledné prenosy
Dovozca udajov neodovzda osobné Udaje tretej
strane so sidlom mimo Eurdpskej unie (3) (v
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or in another third country, hereinafter ‘onward
transfer’) unless the third party is or agrees to be
bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the data
importer may only take place if:
(i) it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward
transfer;
(ii) the third party otherwise ensures
appropriate safeguards pursuant to Articles 46 or
47 of Regulation (EU) 2016/679 with respect to
the processing in question;
(iii)  the third party enters into a binding
instrument with the data importer ensuring the
same level of data protection as under these
Clauses, and the data importer provides a copy of
these safeguards to the data exporter;
(iv) it is necessary for the establishment,
exercise or defence of legal claims in the context
of specific administrative, regulatory or judicial
proceedings;
(v) it is necessary in order to protect the vital
interests of the data subject or of another natural
person; or
(vi)  where none of the other conditions apply,
the data importer has obtained the explicit
consent of the data subject for an onward transfer
in a specific situation, after having informed
him/her of its purpose(s), the identity of the
recipient and the possible risks of such transfer to
him/her due to the lack of appropriate data
protection safeguards. In this case, the data
importer shall inform the data exporter and, at the
request of the latter, shall transmit to it a copy of
the information provided to the data subject.
Any onward transfer is subject to compliance by
the data importer with all the other safeguards
under these Clauses, in particular purpose
limitation.

8.8 Processing under the authority of the data

rovnakej krajine, v akej sidli dovozca udajov,
alebo v inej tretej krajine, dalej ,nasledny
prenos”), pokial tato tretia strana nie je viazana
alebo nesuhlasi s tym, aby bola viazand tymito
dolozkami, podla prislusného modulu. Inak méze
dovozca Udajov uskutocnit nasledny prenos, len
ak:

(i) ide o prenos do krajiny vyuZivajucej
rozhodnutie o primeranosti podla ¢lanku 45
nariadenia (EU) 2016/679, ktoré takyto nasledny
prenos pokryva,

(ii) tretia strana inak zaistuje primerané
zaruky podla ¢lankov 46 alebo 47 nariadenia
(EU) 2016/679 s ohladom na predmetné
spracovavanie,

(iii)  tretia strana uzatvori s dovozcom Udajov
zavazny pravny dokument zabezpecujuci
rovnakd uroven ochrany Udajov, aku poskytuju
tieto dolozky, a dovozca udajov poskytne kdpiu
tychto zaruk vyvozcovi Udajov,

(iv) je to nevyhnutné na preukazovanie,
uplatfiovanie alebo obhajovanie prdvnych
narokov v suvislosti s konkrétnym spravnym,
regulacnym alebo sidnym konanim,

(v) je to nevyhnutné na ochranu Zivotne
dolezitych zaujmov dotknutej osoby alebo inej
fyzickej osoby,

(vi) ak neplati Ziadna z inych uvedenych
podmienok, dovozca udajov ziskal wvyslovny
suhlas dotknutej osoby s naslednym prenosom v
osobitnej situacii, potom ako ju informoval o
jeho uceloch, totoznosti prijemcu a moznych
rizikach takéhoto prenosu pre fiu vzhladom na
chybajuce vhodné zaruky ochrany osobnych
udajov. V takomto pripade bude o tom dovozca
Udajov informovat vyvozcu U(dajov a na
poZiadanie vyvozcu Udajov mu doruci kopiu
informacii poskytnutych dotknutej osobe.

Pri kazdom naslednom prenose musi dovozca
Gdajov dodrzat vsetky ostatné zaruky podla
tychto doloziek, najma obmedzenie ucelu.

8.8 Spracovavanie pod pravomocou dovozcu

importer

udajov
Dovozca uUdajov zabezpedi, aby kaZda osoba
konajuca pod jeho pravomocou, vratane
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The data importer shall ensure that any person
acting under its authority, including a processor,
processes the data only on its instructions.

8.9 Documentation and compliance

(a) Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer shall keep
appropriate documentation of the processing
activities carried out under its responsibility.

(b) The data importer shall make such
documentation available to the competent
supervisory authority on request.

Clause 9 Use of sub-processors
(intentionally left blank)

Clause 10 Data subject rights

(a) The data importer, where relevant with the
assistance of the data exporter, shall deal with any
enquiries and requests it receives from a data
subject relating to the processing of his/her
personal data and the exercise of his/her rights
under these Clauses without undue delay and at
the latest within one month of the receipt of the
enquiry or request. (4)The data importer shall take
appropriate measures to facilitate such enquiries,
requests and the exercise of data subject rights.
Any information provided to the data subject shall
be in an intelligible and easily accessible form,
using clear and plain language.

(b) In particular, upon request by the data
subject the data importer shall, free of charge:

(i) provide confirmation to the data subject as
to whether personal data concerning him/her is
being processed and, where this is the case, a copy
of the data relating to him/her and the information
in Annex |; if personal data has been or will be
onward transferred, provide information on
recipients or categories of recipients (as
appropriate with a view to providing meaningful
information) to which the personal data has been
or will be onward transferred, the purpose of such
onward transfers and their ground pursuant to
Clause 8.7; and provide information on the right to

sprostredkovatela, spracovavala Udaje len podla
jeho pokynov.

8.9 Dokumentaécia a dodrziavanie

(a) Kazda zmluvna strana musi byt schopna
preukazat, Ze si plni svoje povinnosti podla tychto
doloZiek. Predovsetkym dovozca udajov ma
uchovavat vhodnl dokumentaciu o cinnostiach
spracovdvania, ktoré sa vykonali na jeho
zodpovednost.

(b) Dovozca Udajov takuto dokumentaciu na
poZiadanie spristupni prislusnému dozornému
organu.

DoloZka 9 PouZitie dalSich sprostredkovatelov
(Gmyselne ponechana prazdna)

DoloZzka 10 Prava dotknutych osob

(a) Dovozca  udajov, v relevantnych
pripadoch s pomocou vyvozcu uUdajov, sa bude
zaoberat vsetkymi otazkami a poZiadavkami,
ktoré dostane od dotknutej osoby v suvislosti so
spracovavanim jej osobnych uUdajov a
uplatfiovanim jej prdv podla tychto doloZiek bez
zbytoc¢ného odkladu, najneskér vsak do jedného

mesiaca od prijatia takejto otazky alebo
poZiadavky. (*)Dovozca Udajov  podnikne
primerané opatrenia, aby ulahcil podavanie

takychto otazok, poziadaviek a uplatfiovanie prav
dotknutych oséb. Vsetky informacie poskytnuté
dotknutej osobe maju byt v zrozumitelnej a l'ahko

pristupnej forme, formulované jasne a
jednoducho.
(b) Na Ziadost dotknutej osoby ma dovozca

udajov predovsetkym bezplatne:

(i) poskytnut dotknutej osobe potvrdenie o
tom, Ci sa spracovavaju jej osobné udaje, a ak
ano, poskytnut jej képiu adajov, ktoré sa jej
tykaju, a informacie uvedené v prilohel; ak
osobné Udaje boli alebo budli predmetom
nasledného prenosu, poskytnut informacie o
prijemcoch alebo kategdriach prijemcov (podla
potreby, s cielom poskytnit zmysluplné
informacie), ku ktorym sa takyto nasledny prenos
uskutocnil alebo uskutocni, ucele takéhoto
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lodge a complaint with a supervisory authority in
accordance with Clause 12(c)(i);
(ii) rectify inaccurate or
concerning the data subject;
(iii) erase personal data concerning the data
subject if such data is being or has been processed
in violation of any of these Clauses ensuring third-
party beneficiary rights, or if the data subject
withdraws the consent on which the processing is
based.

(c) Where the data importer processes the
personal data for direct marketing purposes, it shall
cease processing for such purposes if the data
subject objects to it.

(d) The data importer shall not make a
decision based solely on the automated processing
of the personal data transferred (hereinafter
‘automated decision’), which would produce legal
effects concerning the data subject or similarly
significantly affect him/her, unless with the explicit
consent of the data subject or if authorised to do
so under the laws of the country of destination,
provided that such laws lays down suitable
measures to safeguard the data subject’s rights and
legitimate interests. In this case, the data importer
shall, where necessary in cooperation with the data
exporter:

(i) inform the data subject about the
envisaged automated decision, the envisaged
consequences and the logic involved; and

(ii) implement suitable safeguards, at least by
enabling the data subject to contest the decision,
express his/her point of view and obtain review by
a human being.

(e) Where requests from a data subject are
excessive, in particular because of their repetitive
character, the data importer may either charge a
reasonable fee taking into account the
administrative costs of granting the request or
refuse to act on the request.

(f) The data importer may refuse a data
subject’s request if such refusal is allowed under
the laws of the country of destination and is
necessary and proportionate in a democratic
society to protect one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679.

incomplete data

nasledného prenosu a o jeho dovodoch podla
dolozky 8.7; a poskytnat informacie o prave
podat staznost na dozorny organ podla dolozky
12(c)(i),

(ii) opravit nepresné alebo neuplné udaje
tykajuce sa dotknutej osoby,

(iii) vymazat osobné Udaje tykajuce sa
dotknutej osoby, ak sa takéto Udaje spracovavaju
alebo spracovavali v rozpore s ktoroukolvek z
tychto doloZiek zabezpecujlucou prava
opravnenych tretich strdn, alebo ak dotknuta
osoba odvold suhlas, na zaklade ktorého sa
spracovavanie vykonava.

(c) V pripade, Ze dovozca Udajov spracovava
osobné Udaje na ucely priameho marketingu, ma
ich na takéto ucely prestat spracovavat, ak
dotknuta osoba voci tomu namieta.

(d) Dovozca udajov nema prijimat
rozhodnutia len na zaklade automatizovaného
spracovdvania prendsanych osobnych udajov
(dalej ,,automatizované rozhodnutie”), ktoré by
mohli mat pravne nasledky pre dotknutd osobu
alebo ju ovplyvnit podobnym spésobom, pokial
nema vyslovny suhlas dotknutej osoby alebo
pokial ho k tomu neopraviiuju pravne predpisy
krajiny uréenia, za predpokladu, Ze takéto pravne
predpisy stanovuju primerané opatrenia na
zarucenie prav a legitimnych zaujmov dotknutej
osoby. V takomto pripade ma dovozca udajov, v
pripade potreby v spoluprdci s vyvozcom udajov:
(i) informovat dotknutu osobu o
zamyslanom automatizovanom rozhodnuti, jeho
zamyslanych désledkoch a logickych dévodoch, z
ktorych vychadza,

(ii) zaviest vhodné zaruky, prinajmensom
také, ktoré umoznia dotknutej osobe napadnut
toto rozhodnutie, vyjadrit svoj nazor a dosiahnut
preskimanie rozhodnutia ¢lovekom.

(e) Ak su Ziadosti dotknutej osoby
neprimerané, najma z dévodu ich opakujucej sa
povahy, dovozca Udajov mdze bud wvyuctovat
primerany poplatok zohladnujuci administrativne
naklady v suvislosti s vybavenim Ziadosti, alebo
Ziadost odmietnut.

() Dovozca Udajov mbze Ziadost dotknutej
osoby zamietnut, ak takéto zamietnutie povoluju
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(g) If the data importer intends to refuse a
data subject’s request, it shall inform the data
subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or seeking
judicial redress.

Clause 11 Redress

(a) The data importer shall inform data
subjects in a transparent and easily accessible
format, through individual notice or on its website,
of a contact point authorised to handle complaints.
It shall deal promptly with any complaints it
receives from a data subject.

(b) In case of a dispute between a data subject
and one of the Parties as regards compliance with
these Clauses, that Party shall use its best efforts to
resolve the issue amicably in a timely fashion. The
Parties shall keep each other informed about such
disputes and, where appropriate, cooperate in
resolving them.

(c) Where the data subject invokes a third-
party beneficiary right pursuant to Clause 3, the
data importer shall accept the decision of the data
subject to:

(i) lodge a complaint with the supervisory
authority in the Member State of his/her habitual
residence or place of work, or the competent
supervisory authority pursuant to Clause 13;

(ii) refer the dispute to the competent courts
within the meaning of Clause 18.

(d) The Parties accept that the data subject
may be represented by a not-for-profit body,
organisation or association under the conditions
setoutin Article 80(1) of Regulation (EU) 2016/679.
(e) The data importer shall abide by a decision
that is binding under the applicable EU or Member
State law.

(f) The data importer agrees that the choice
made by the data subject will not prejudice his/her

pravne predpisy krajiny urcenia a ak je to
nevyhnutné a primerané v demokratickej
spolo¢nosti na ochranu jedného 1z cielov
uvedenych v ¢&lanku 23(1) nariadenia (EU)
2016/679.

(g) Ak ma dovozca Udajov v Umysle
zamietnut Ziadost dotknutej osoby, musi
dotknutd osobu informovat o ddovodoch
zamietnutia a mozZnosti podat staznost na
prislusny dozorny orgdn alebo domdhat sa
napravy na sude.

Dolozka 11 Naprava

(a) Dovozca Udajov ma dotknuté osoby
informovat v transparentnom a lahko dostupnom
formate, prostrednictvom samostatného
oznamenia alebo na svojom webovom sidle, o
kontaktnom mieste, ktoré je opravnené
vybavovat staznosti. M4 sa bezodkladne zaoberat
vSetkymi staznostami, ktoré dostane od
dotknutej osoby.

(b) V pripade sporu medzi dotknutou osobou
a jednou zo zmluvnych stran, ktory sa tyka
dodrziavania tychto doloZiek, ma tato zmluvna
strana vynalozit maximalne Usilie na urychlené
vyrieSenie sporu formou zmieru. Zmluvné strany
sa maju navzajom informovat o takychto sporoch
a v pripade potreby spolupracovat na ich rieseni.
(c) Ak sa dotknutd osoba dovoldva prava
oprdvnenej tretej strany podla dolozky 3, ma
dovozca Udajov  akceptovat rozhodnutie
dotknutej osoby:

(i) podat staznost dozornému organu v
¢lenskom State jej zvycajného pobytu alebo
miesta vykonu prace, alebo prisluSnému
dozornému organu podla dolozky 13,

(ii) postupit spor prislusnym sidom v zmysle
dolozky 18.
(d) Zmluvné strany suhlasia s tym, aby

dotknutd osobu zastupoval neziskovy subjekt,
organizacia alebo zdruZenie za podmienok
stanovenych v ¢&lanku 80(1) nariadenia (EU)
2016/679.

(e) Dovozca Udajov je povinny riadit sa
rozhodnutim, ktoré je zadvazné podla platnych
pravnych predpisov EU alebo ¢lenského $tatu.
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substantive and procedural rights to seek remedies
in accordance with applicable laws.

Clause 12 Liability

(a) Each Party shall be liable to the other
Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

(b) Each Party shall be liable to the data
subject, and the data subject shall be entitled to
receive compensation, for any material or non-
material damages that the Party causes the data
subject by breaching the third-party beneficiary
rights under these Clauses. This is without
prejudice to the liability of the data exporter under
Regulation (EU) 2016/679.

(c) Where more than one Party is responsible
for any damage caused to the data subject as a
result of a breach of these Clauses, all responsible
Parties shall be jointly and severally liable and the
data subject is entitled to bring an action in court
against any of these Parties.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the
compensation  corresponding  to  its/their
responsibility for the damage.

(e) The data importer may not invoke the
conduct of a processor or sub-processor to avoid its
own liability.

Clause 13 Supervision

(a) [Where the data exporter is established in
an EU Member State:] The supervisory authority
with responsibility for ensuring compliance by the
data exporter with Regulation (EU) 2016/679 as
regards the data transfer, as indicated in Annex I.C,
shall act as competent supervisory authority.
[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679 in
accordance with its Article 3(2) and has appointed

(f) Dovozca Udajov suhlasi s tym, Ze
rozhodnutie dotknutej osoby nebude mat vplyv
na jej hmotné a procesné prava domdahat sa
napravy v stlade s platnymi pravnymi predpismi.

Dolozka 12 Zodpovednost

(a) Kazdd zmluvnd strana zodpoveda druhej
zmluvnej strane za akukolvek ujmu, ktoru jej
sposobi v dosledku porusenia tychto dolozZiek.
(b) Kazdd zmluvnd strana zodpoveda
dotknutej osobe za akukolvek majetkovu alebo
nemajetkovld ujmu, ktord spoOsobi dotknutej
osobe porusenim prdv oprdvnenej tretej strany
podla tychto doloZiek, a dotknutd osoba ma
narok na nahradu takejto ujmy. Tym nie je
ovplyvnena zodpovednost vyvozcu Udajov podla
nariadenia (EU) 2016/679.

(c) Ak je za ujmu spésobenu dotknutej osobe
v dosledku  porusenia  tychto doloZiek
zodpovedna viac ako jedna zmluvna strana,
zodpovedaju tieto zmluvné strany spolocne a
nerozdielne a dotknutd osoba je opravnena
podat Zalobu na sud proti ktorejkolvek z tychto
zmluvnych stran.

(d) Zmluvné strany sa dohodli, Ze v pripade,
ked zodpovednost podla odseku (c) nesie jedna
zmluvna strana, je opravnend Ziadat od druhej
zmluvnej strany/stran vratenie tej Casti nahrady,
ktora zohladnuje jej zodpovednost za ujmu.

(e) Dovozca udajov sa nemdze odvoldvat na
konanie sprostredkovatela alebo dalSieho
sprostredkovatela, aby sa zbavil svojej vlastnej
zodpovednosti.

DoloZka 13 Dohlad

(a) [Ak ma vyvozca udajov sidlo v ¢lenskom
$tate EU:] Dozorny orgén, ktory zodpovedd za
zabezpecenie, aby vyvozca udajov dodrZiaval
ustanovenia nariadenia (EU) 2016/679 v oblasti
prenosu Udajov, ako sa uvadza v prilohe I.C, ma
pbsobit ako prislusny dozorny organ.

[Ak vyvozca udajov nema sidlo v ¢lenskom State
EU, ale patri do Uzemnej posobnosti nariadenia
(EU) 2016/679 v stlade s jeho €lankom 3(2) a ur¢il
zastupcu podla ¢lanku 27(1) nariadenia (EU)
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a representative pursuant to Article 27(1) of
Regulation (EU) 2016/679:] The supervisory
authority of the Member State in which the
representative within the meaning of Article 27(1)
of Regulation (EU) 2016/679 is established, as
indicated in Annex I.C, shall act as competent
supervisory authority.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679 in
accordance with its Article 3(2) without however
having to appoint a representative pursuant to
Article 27(2) of Regulation (EU) 2016/679:] The
supervisory authority of one of the Member States
in which the data subjects whose personal data is
transferred under these Clauses in relation to the
offering of goods or services to them, or whose
behaviour is monitored, are located, as indicated in
Annex I.C, shall act as competent supervisory
authority.

(b) The data importer agrees to submititself to
the jurisdiction of and cooperate with the
competent supervisory authority in any procedures
aimed at ensuring compliance with these Clauses.
In particular, the data importer agrees to respond
to enquiries, submit to audits and comply with the
measures adopted by the supervisory authority,
including remedial and compensatory measures. It
shall provide the supervisory authority with written
confirmation that the necessary actions have been
taken.

SECTION Il — LOCAL LAWS AND OBLIGATIONS IN

2016/679:] Dozorny organ clenského $tatu, v
ktorom ma sidlo zastupca ustanoveny v zmysle
&anku 27(1) nariadenia (EU) 2016/679, ako sa
uvadza v prilohe I.C, ma posobit ako prislusny
dozorny organ.

[Ak vyvozca Udajov nema sidlo v ¢lenskom State
EU, ale patri do Uzemnej pdsobnosti nariadenia
(EU) 2016/679 v stlade s jeho ¢lankom 3(2), avéak
bez toho, aby musel urcit zastupcu podla ¢lanku
27(2) nariadenia (EU) 2016/679:] Dozorny orgédn
jedného z ¢lenskych Statov, v ktorom sa
nachadzaju dotknuté osoby, ktorych osobné
Udaje sa prenasaju v sulade s tymito dolozkami v
suvislosti s tovarom alebo sluzbami, ktoré sa im
ponukaju, alebo ktorych spravanie sa monitoruje,
ako sa uvéadza v prilohe I.C, ma pbésobit ako
prislusny dozorny organ.

(b) Dovozca Udajov sa zavdzuje, Ze sa
podriadi jurisdikcii prislusného dozorného organu
a bude s nim spolupracovat pri akychkolvek
postupoch, ktorych cielom je zabezpedit
dodrziavanie tychto doloZiek. Dovozca Udajov sa
najma zavazuje odpovedat na otazky, podriadit sa
auditom a dodrziavat opatrenia prijaté dozornym
organom, vratane napravnych a kompenzacénych
opatreni. Dozornému organu ma poskytnut
pisomné potvrdenie o tom, Ze boli prijaté
potrebné opatrenia.

ODDIEL Ill — MIESTNE PRAVNE PREDPISY A

CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14 Local laws and practices affecting

POVINNOSTI V PRIPADE PRiISTUPU ORGANOV
VEREJNEJ MOCI

Dolozka 14 Miestne pravne predpisy a prax,

compliance with the Clauses

(a) The Parties warrant that they have no
reason to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses. This is

ktoré maju vplyv na dodrZiavanie doloZiek

(a) Zmluvné strany vyhlasuji, Ze nemaju
Ziadny dovod povaZovat pravne predpisy a prax v
tretej krajine urcenia, vztahujiuce sa na
spracovavanie osobnych Udajov dovozcom
Udajov, vratane akychkolvek poziadaviek na
poskytovanie osobnych udajov alebo opatreni
povolujucich pristup orgadnov verejnej moci za
prekazku, ktord by branila dovozcovi udajov v
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based on the understanding that laws and practices
that respect the essence of the fundamental rights
and freedoms and do not exceed what is necessary
and proportionate in a democratic society to
safeguard one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(i) the specific circumstances of the transfer,
including the length of the processing chain, the
number of actors involved and the transmission
channels used; intended onward transfers; the
type of recipient; the purpose of processing; the
categories and format of the transferred personal
data; the economic sector in which the transfer
occurs; the storage location of the data
transferred;

(ii) the laws and practices of the third country
of destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities — relevant in
light of the specific circumstances of the transfer,
and the applicable limitations and safeguards (°);
(iii) any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these Clauses,
including measures applied during transmission
and to the processing of the personal data in the
country of destination.

(c) The data importer warrants that, in
carrying out the assessment under paragraph (b), it
has made its best efforts to provide the data
exporter with relevant information and agrees that
it will continue to cooperate with the data exporter
in ensuring compliance with these Clauses.

(d) The Parties agree to document the
assessment under paragraph (b) and make it
available to the competent supervisory authority
on request.

(e) The data importer agrees to notify the data
exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has
reason to believe that it is or has become subject
to laws or practices not in line with the

plneni si jeho povinnosti podla tychto doloZiek.
Vychddza sa pritom z predpokladu, Ze prdvne
predpisy a prax, ktoré resSpektuju podstatu
zakladnych prav a slobdd a neprekracuju ramec
toho, ¢o je v demokratickej spolo¢nosti
nevyhnutné a primerané na zarucenie niektorého
z cielov uvedenych v ¢lanku 23(1) nariadenia (EU)
2016/679, nie st v rozpore s tymito dolozkami.
(b) Zmluvné strany vyhlasuju, Ze pri zaruke
uvedenej v odseku (a) nalezite zohladnili najma
tieto prvky:

(i) osobitné okolnosti prenosu, vratane
dizky  spracovatelského retazca, poctu
zapojenych aktérov a pouzitych prenosovych
kandlov, zamyslané nadsledné prenosy, typ
prijemcu, Ucel spracovavania, kategérie a format
prendsanych osobnych (dajov, hospodarske
odvetvie, v ktorom sa prenos uskuto¢iuje, miesto
uchovavania prenasanych udajov,

(ii) pravne predpisy a prax tretej krajiny
uréenia — vratane tych, podla ktorych sa vyZaduje
odovzdanie Udajov orgdnom verejnej moci alebo
povoluje pristup pre tieto organy — ktoré su
relevantné vzhladom na osobitné okolnosti
prenosu, a tieZ uplatnitelné obmedzenia a zaruky
(°),

(iii) vietky prislusné zmluvné, technické
alebo organizacné zaruky zavedené na doplnenie
zaruk podla tychto dolozZiek, vratane opatreni
uplatfiovanych pocas prenosu a spracovavania
osobnych udajov v krajine urcéenia.

(c) Dovozca Udajov zarucuje, Ze pri
vykondvani posudenia podla odseku (b) vynalozil
maximalne usilie na to, aby poskytol vyvozcovi
Udajov podstatné informdcie, a zavazuje sa
nadalej spolupracovat s vyvozcom udajov pri
zabezpecovani dodrZiavania tychto dolozZiek.

(d) Zmluvné strany sa zavazuju
zdokumentovat posudenie podla odseku (b) a na
poZiadanie spristupnit tdto dokumentéciu
prislusnému dozornému organu.

(e) Dovozca Udajov sa zavazuje bezodkladne
oznamit vyvozcovi Udajov, ak ma po vyjadreni
suhlasu s tymito dolozkami pocas trvania zmluvy
dovod domnievat sa, Ze sa na neho vztahuju
alebo zadali vztahovat pravne predpisy alebo
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requirements under paragraph (a), including
following a change in the laws of the third country
or a measure (such as a disclosure request)
indicating an application of such laws in practice
that is not in line with the requirements in
paragraph (a).

(f) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate
measures (e.g. technical or organisational
measures to ensure security and confidentiality) to
be adopted by the data exporter and/or data
importer to address the situation. The data
exporter shall suspend the data transfer if it
considers that no appropriate safeguards for such
transfer can be ensured, or if instructed by the
competent supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses. If
the contract involves more than two Parties, the
data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise. Where
the contract is terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

Clause 15 Obligations of the data importer in case

prax, ktoré nie su v sulade s poziadavkami podla
odseku (a), a to aj po zmene pravnych predpisov
tretej krajiny alebo prijati opatrenia (ako je
napriklad Ziadost o odovzdanie udajov)
tykajuceho sa uplatfiovania takychto pravnych
predpisov v praxi, ktoré nie je v sulade s
poziadavkami podla odseku (a).

(f) Po ozndmeni podla odseku (e) alebo ak
ma vyvozca Udajov inak dévod domnievat sa, Ze
dovozca Udajov si uz nemobzie plnit svoje
povinnosti podla tychto doloZiek, vyvozca idajov
bezodkladne uréi vhodné opatrenia (napr.
technické alebo organizatné opatrenia na
zaistenie bezpecnosti a dovernosti), ktoré ma
prijat vyvozca Udajov alebo dovozca udajov na
rieSenie tejto situdcie. Vyvozca Udajov prerusi
prenos Udajov, ak sa domnieva, Ze nie je mozné
zaistit primerané zaruky pre takyto prenos, alebo
ak na to dostane pokyn od prislusného dozorného
organu. V takom pripade je vyvozca udajov
opravneny vypovedat zmluvu, pokial ide o
spracovavanie osobnych udajov podla tychto
doloziek. Ak ma zmluva viac ako dve zmluvné
strany, vyvozca Udajov si mdZe uplatnit svoje
pravo na vypovedanie len vo vztahu k prislusnej
zmluvnej strane, pokial sa zmluvné strany
nedohodli inak. V pripade vypovedania zmluvy
podla tejto dolozky plati dolozka 16(d) a (e).

Dolozka 15 Povinnosti dovozcu tudajov v pripade

of access by public authorities

15.1 Notification

(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(i) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination for the
disclosure of personal data transferred pursuant to
these Clauses; such notification shall include
information about the personal data requested,
the requesting authority, the legal basis for the
request and the response provided; or

pristupu organov verejnej moci

15.1. Oznamovanie

(a) Dovozca Udajov sa zavazuje bezodkladne
oznamit vyvozcovi Udajov, a ak je to moziné aj
dotknutej osobe (v pripade potreby s pomocou
vyvozcu udajov), ak:

(i) dostane pravne zdvaznlu Ziadost od
organu verejnej moci, vratane sudnych organov,
podla prdvnych predpisov krajiny urcenia o
odovzdanie osobnych udajov prenasanych podla
tychto dolozZiek; takéto ozndmenie ma obsahovat
informacie o poZadovanych osobnych udajoch,
Ziadajucom organe, pravnom zaklade Ziadosti a
poskytnutej odpovedi,
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(ii) becomes aware of any direct access by
public authorities to personal data transferred
pursuant to these Clauses in accordance with the
laws of the country of destination; such notification
shall include all information available to the
importer.

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the
data importer agrees to use its best efforts to
obtain a waiver of the prohibition, with a view to
communicating as much information as possible, as
soon as possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data exporter.
(c) Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much relevant
information as possible on the requests received
(in particular, number of requests, type of data
requested, requesting authority/ies, whether
requests have been challenged and the outcome of
such challenges, etc.).

(d) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for
the duration of the contract and make it available
to the competent supervisory authority on request.
(e) Paragraphs (a) to (c) are without prejudice
to the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

15.2 Review of legality and data minimization

(ii) sa dozvie o akomkolvek priamom
pristupe organov verejnej moci k osobnym
Udajom prendsanym podla tychto doloziek v
sulade s pravnymi predpismi krajiny urcenia;
takéto oznamenie ma obsahovat vSetky
informacie, ktoré ma dovozca k dispozicii.

(b) Ak dovozcovi Udajov pravne predpisy
krajiny urCenia zakazuju zaslat oznamenie
vyvozcovi Udajov alebo dotknutej osobe, dovozca
Udajov sa zavazuje vynalozit maximalne UGsilie na
ziskanie vynimky z takéhoto zdkazu s cielom
oznamit C¢o najviac informacii a ¢o najskor.
Dovozca Udajov sa zavazuje zdokumentovat svoje
maximalne Usilie tak, aby ho mohol na Ziadost
vyvozcu Udajov preukazat.

(c) Ak to prdvne predpisy krajiny urcéenia
umoziuju, dovozca Udajov sa zavadzuje v
pravidelnych intervaloch pocas trvania zmluvy
poskytovat vyvozcovi Udajov  ¢o  najviac
relevantnych informdcii o prijatych Ziadostiach
(najmad pocet Ziadosti, druh poZadovanych
Udajov, Ziadajuci organ, Ci boli Ziadosti napadnuté
a vysledok takychto napadnuti atd".).

(d) Dovozca Udajov sa zavdzuje uchovavat
informacie podla odsekov (a) aZ (c) pocas trvania
zmluvy a na poziadanie ich spristupnit
prislusnému dozornému organu.

(e) Odseky (a) az (c) nemaju vplyv na
povinnost dovozcu Gdajov podla dolozky 14(e) a
dolozky 16 bezodkladne informovat vyvozcu
Udajov, ak nie je schopny konat v sdlade s tymito
dolozkami.

15.2 Preskumanie zdkonnosti a minimalizacia
udajov

(a) The data importer agrees to review the
legality of the request for disclosure, in particular
whether it remains within the powers granted to
the requesting public authority, and to challenge
the request if, after careful assessment, it
concludes that there are reasonable grounds to
consider that the request is unlawful under the
laws of the country of destination, applicable
obligations under international law and principles
of international comity. The data importer shall,
under the same conditions, pursue possibilities of

(a) Dovozca Udajov sa zavazuje preskumat
zakonnost Ziadosti o odovzdanie Udajov, najma
skutocnost, ¢i nadalej spadd do pravomoci
udelenych Ziadajucemu organu verejnej moci, a
Ziadost napadnut, ak po dékladnom posudeni
dospeje k zaveru, Ze mda opodstatnené dévody
povaZovat Ziadost za nezdkonnud podla pravnych
predpisov krajiny urcenia, platnych zavazkov
podla medzindrodného prava a zasad
Ustretovosti v medzindrodnych  vztahoch.
Dovozca Udajov ma za rovnakych podmienok
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appeal. When challenging a request, the data
importer shall seek interim measures with a view
to suspending the effects of the request until the
competent judicial authority has decided on its
merits. It shall not disclose the personal data
requested until required to do so under the
applicable procedural rules. These requirements
are without prejudice to the obligations of the data
importer under Clause 14(e).

(b) The data importer agrees to document its
legal assessment and any challenge to the request
for disclosure and, to the extent permissible under
the laws of the country of destination, make the
documentation available to the data exporter. It
shall also make it available to the competent
supervisory authority on request.

(c) The data importer agrees to provide the
minimum amount of information permissible when
responding to a request for disclosure, based on a
reasonable interpretation of the request.

SECTION IV — FINAL PROVISIONS

Clause 16 Non-compliance with the Clauses and

vyuZivat mozZnosti odvolania. Pri napadnuti
Ziadosti ma dovozca Udajov poziadat o predbezné
opatrenia na pozastavenie ucinkov Ziadosti
dovtedy, kym o predmetnej veci nerozhodne
prislusny sudny organ. PoZadované osobné udaje
nema odovzdat, kym to nebude povinny urobit
podla platnych procesnych pravidiel. Tieto
poZiadavky nemaju vplyv na povinnosti dovozcu
Udajov podla dolozky 14(e).

(b) Dovozca Udajov sa zavazuje
zdokumentovat prislusné pravne posudenie a
kazdé napadnutie Ziadosti o odovzdanie udajov, a
v rozsahu povolenom pravnymi predpismi krajiny
urCenia spristupnit dokumentaciu vyvozcovi
Udajov. Na poZiadanie spristupni  tuto
dokumentaciu aj prislusnému dozornému
organu.

(c) Dovozca Udajov sa zavazuje poskytnut v
odpovedi na Ziadost o odovzdanie udajov
minimalne pripustné mnozstvo informdcii, na
zaklade primeraného vykladu Ziadosti.

ODDIEL IV — ZAVERECNE USTANOVENIA

Dolozka 16 Nedodrzanie doloZiek a ukoncenie

termination

(a) The data importer shall promptly inform
the data exporter if it is unable to comply with
these Clauses, for whatever reason.

(b) In the event that the data importer is in
breach of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause
14(f).

(c) The data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses,
where:

(i) the data exporter has suspended the
transfer of personal data to the data importer
pursuant to paragraph (b) and compliance with
these Clauses is not restored within a reasonable
time and in any event within one month of
suspension;

platnosti

(a) Dovozca Udajov ma vyvozcu Udajov
bezodkladne informovat, ak z akéhokolvek
doévodu nie je schopny tieto dolozky dodrZiavat.
(b) V pripade, Ze dovozca Udajov porusuje
tieto dolozky alebo nie je schopny tieto dolozky
dodrziavat, ma vyvozca Udajov pozastavit prenos
osobnych Udajov dovozcovi Udajov dovtedy, kym
sa opat nezaisti dodrziavanie doloZiek alebo
nedb6jde k ukonceniu platnosti zmluvy. Tym nie je
ovplyvnena dolozka 14(f).

(c) Vyvozca Udajov je opravneny vypovedat
zmluvu v tom rozsahu, v ktorom sa tyka
spracovavania osobnych udajov podla tychto
doloziek, ak:

(i) vyvozca Udajov prerusil prenos osobnych
Udajov dovozcovi udajov podla odseku (b) a
dodrzZiavanie tychto doloZiek sa neobnovilo v
primeranom case, najneskor vsak do jedného
mesiaca od prerusenia,
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(ii) the data importer is in substantial or
persistent breach of these Clauses; or

(iii) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses.

In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two
Parties, the data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise.

(d) Personal data that has been transferred
prior to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall
apply to any copies of the data. The data importer
shall certify the deletion of the data to the data
exporter. Until the data is deleted or returned, the
data importer shall continue to ensure compliance
with these Clauses. In case of local laws applicable
to the data importer that prohibit the return or
deletion of the transferred personal data, the data
importer warrants that it will continue to ensure
compliance with these Clauses and will only
process the data to the extent and for as long as
required under that local law.

(e) Either Party may revoke its agreement to
be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article
45(3) of Regulation (EU) 2016/679 that covers the
transfer of personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679 becomes
part of the legal framework of the country to which
the personal data is transferred. This is without
prejudice to other obligations applying to the
processing in question under Regulation (EU)
2016/679.

Clause 17 Governing law

These Clauses shall be governed by the law of one
of the EU Member States, provided such law allows
for third-party beneficiary rights. The Parties agree
that this shall be the law of the country of the

(ii) dovozca Udajov zavaznym alebo trvalym
spOsobom porusuje tieto dolozky,

(iii) dovozca Udajov nedodrZiava zavazné
rozhodnutie prislusného sudu alebo dozorného
organu tykajuce sa jeho povinnosti podla tychto
doloziek.

V  takychto pripadoch ma o takomto
nedodrziavani informovat prislusny dozorny
orgdn. Ak ma zmluva viac ako dve zmluvné strany,
vyvozca Udajov ju moze vypovedat len vo vztahu
k prisluSnej zmluvnej strane, pokial sa zmluvné
strany nedohodli inak.

(d) Osobné Udaje, ktoré sa preniesli pred
vypovedanim zmluvy podla odseku (c), sa maju
podla rozhodnutia dovozcu udajov bud
bezodkladne vratit vyvozcovi udajov, alebo v
celom rozsahu vymazat. To isté plati pre vSetky
képie udajov. Dovozca Udajov vyda vyvozcovi
Udajov potvrdenie o vymazani Udajov. Kym sa
Udaje nevymaziu alebo nevratia, ma dovozca
Udajov nadalej zabezpecovat dodrziavanie tychto
doloZiek. V pripade, Ze sa na dovozcu Udajov
vztahuju miestne pravne predpisy, ktoré zakazujd
vratenie alebo vymazanie prenesenych osobnych
udajov, dovozca Udajov zarucuje, Zze bude nadalej
zabezpedovat dodrziavanie tychto dolozZiek a
spracovavat udaje len v takom rozsahu a tak dlho,
ako poZaduju takéto miestne pravne predpisy.
(e) Ktorakolvek zo zmluvnych stran moze
odvolat svoj sthlas s tym, Ze bude viazana tymito
dolozkami, ak (i) Eurdpska komisia prijme
rozhodnutie podla ¢ldnku 45(3) nariadenia (EU)
2016/679 tykajuce sa prenosu osobnych udajov,
pre ktory platia tieto dolozky, alebo (ii) nariadenie
(EU) 2016/679 sa stane sucastou pravneho ramca
krajiny, do ktorej sa osobné uUdaje prenasaju.
Tym nie su ovplyvnené ostatné povinnosti
vztahujlce sa na predmetné spracovavanie podla
nariadenia (EU) 2016/679.

DoloZka 17 Rozhodné pravo

Tieto dolozky sa riadia pravnym poriadkom
jedného z ¢lenskych $tatov EU, za predpokladu, ze
tento pravny poriadok umoznuje priznat prava
opravnenym tretim stranam. Zmluvné strany sa
dohodli, Ze tymto pravnym poriadkom je pravny
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Institution as specified in the Clinical Trial

Agreement. (specify Member State).

Clause 18 Choice of forum and jurisdiction

1. Any dispute arising from these Clauses
shall be resolved by the courts of an EU Member
State.

2. The Parties agree that those shall be the
courts of the country of the Institution as specified
in the Clinical Trial Agreement (specify Member
State).

3. A data subject may also bring legal
proceedings against the data exporter and/or data
importer before the courts of the Member State in
which he/she has his/her habitual residence.

4, The Parties agree to submit themselves to
the jurisdiction of such courts.

poriadok krajiny, v ktorej sidli zdravotnicke
zariadenie, ako sa uvadza v Zmluve o klinickom
skusani. (uvedte ¢lensky stat).

DoloZka 18 Volba stidu a sudnej pravomoci

1. Kazdy spor vyplyvajuci z tychto doloziek
maju riesit sudy ¢lenského $tatu EU.
2. Zmluvné strany sa dohodli, Ze tymito

sidmi maja byt sudy krajiny, v ktorej sidli
zdravotnicke zariadenie, ako sa uvadza v Zmluve
o klinickom skusani (uvedte ¢lensky Stat).

3. Sudne konanie proti vyvozcovi alebo
dovozcovi Udajov mozZe zacat aj dotknuta osoba
na sudoch ¢lenského $tatu, v ktorom ma zvycajné
miesto pobytu.

4, Zmluvné strany sa dohodli,
podriadia sudnej prdvomoci tychto sudov.

e sa

APPENDIX

EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or category
of transfers and, in this regard, to determine the
respective role(s) of the Parties as data exporter(s)
and/or data importer(s). This does not necessarily
require completing and signing separate
appendices for each transfer/category of transfers

DODATOK

VYSVETLIVKA:

Musi byt moziné jasne rozliSovat informacie
platné pre jednotlivé prenosy alebo kategdrie
prenosov a v tomto ohlade urcit ulohy
jednotlivych zmluvnych stran v tom zmysle, Ciide
vyvozcov, alebo dovozcov Udajov. To nevyhnutne
nevyzaduje vyplnenie a podpisanie osobitnych
dodatkov pre kaidy prenos, kategériu prenosu

and/or contractual relationship, where this | alebo zmluvny vztah, ak takdto transparentnost
transparency can be achieved through one | moino dosiahnut prostrednictvom jedného
appendix. However, where necessary to ensure | dodatku. Ak je vsak potrebné zabezpedit
sufficient clarity, separate appendices should be | dostato¢nl zrozumitefnost, maju sa pouzit
used. samostatné dodatky.

ANNEX | PRILOHA |

A. LIST OF PARTIES
Data exporter(s):
1. Name: The name of the Institution as
specified in the Clinical Trial Agreement.
Address: The address of the Institution as specified
in the Clinical Trial Agreement.
Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

A. ZOZNAM ZMLUVNYCH STRAN
Vyvozcovia Udajov:
1. Nazov: nazov zdravotnickeho zariadenia,
uvedeny v Zmluve o klinickom skasani.
Adresa: adresa zdravotnickeho zariadenia,
uvedend v Zmluve o klinickom skusani.
Meno a priezvisko, funkcia a kontaktné udaje
kontaktnej osoby: uvedené v Casti o
oznameniach Zmluvy o klinickom skusani.
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Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.
Signature and date: See signature of the Clinical
Trial Agreement, which these SCCs relate to.

Role (controller/processor): Controller

Contact information to the Data Exporter(s) DPO.:

[enter info]

Data importer(s):
1. Name: A.
Development, LLC
Address: 920 Route 202 South Raritan, New Jersey
08869 USA

Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.
Signature and date: See signature of the Clinical
Trial Agreement, to which these SCCs relate.

Role (controller/processor): Controller

Contact information to the Data Importer(s) DPO:

Janssen Research &

emeaprivacy@its.jnj.com

B. DESCRIPTION OF TRANSFER
Categories of data subjects whose personal data is

Cinnosti suvisiace s tdajmi prenasanymi podla
tychto doloziek: uvedené v Zmluve o klinickom
skusani.

Podpis a datum: podpis Zmluvy o klinickom
skusani, ku ktorej su tieto SZD viazané.

Uloha (prevadzkovatel/sprostredkovatel):
prevadzkovatel

Kontaktné udaje osoby zodpovednej za ochranu
udajov zo strany vyvozcu udajov: [doplite
informdcie]
Dovozcovia Udajov:
1. Nazov: A.
Development, LLC
Adresa: 920 Route 202 South Raritan, New Jersey
08869, Spojené staty americké

Meno a priezvisko, funkcia a kontaktné udaje
kontaktnej osoby: uvedené v dcasti o
oznameniach Zmluvy o klinickom skusani.
Cinnosti suvisiace s idajmi prenasanymi podla
tychto doloZiek: uvedené v Zmluve o klinickom
skudsani.

Podpis a datum: podpis Zmluvy o klinickom
skusgani, ku ktorej su tieto SZD viazané.

Uloha (prevadzkovatel/sprostredkovatel):
prevadzkovatel

Kontaktné udaje osoby zodpovednej za ochranu
udajov 20 strany dovozcu udajov:
emeaprivacy@its.jnj.com

Janssen Research &

B. OPIS PRENOSU
Kategdrie dotknutych os6b, ktorych osobné

transferred

The personal data transferred concern the
following categories of data subjects:

o Scientific and medical research subjects.

o Scientific and medical research
investigators and their staff, including, but not
limited to, physicians and other health care

professionals involved in administration of
scientific research.
. Other individuals involved in data

exporter’s scientific and medical research (who
may include consultants, representatives of service
providers and business partners, government

Udaje sa prenasaju
Prendsané osobné Udaje sa tykaju nasledujucich
kategérii dotknutych osob:

. Uéastnici vedeckého a medicinskeho
vyskumu.

o Skdsajuci  zapojeni do vedeckého a
medicinskeho vyskumu a ich personal, ¢o zahrna
najma lekdrov a dalSich zdravotnickych
pracovnikov zapojenych do riadenia vedeckého
vyskumu.

) Daldie osoby zapojené do vedeckého a

medicinskeho vyskumu vyvozcu udajov (medzi
ktoré mo6zu okrem inych patrit poradcovia,
zastupcovia poskytovatelov sluzieb a obchodni
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officials, and individuals who report adverse events
and product quality complaints, among others).
Categories of personal data transferred

The personal data transferred concern the
following categories of data:

o For scientific and medical research
subjects, personal details may include: key-coded
information, other relevant identifiers (e.g., patient
number); gender; age or age category (e.g.,
adolescent, adult, elderly) or date of birth (if
necessary), associated health condition(s), medical
history, and relevant family history.

. For health care providers, or other points
of contact, scientific and medical investigators and
their staff, and other individuals involved in
scientific and medical research, personal details
may include: contact information and other related
information, such as name, address, e-mail and
telephone details, gender, and professional
licenses and affiliations provided as part of their
credentials.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully take
into consideration the nature of the data and the
risks involved, such as for instance strict purpose
limitation, access restrictions (including access only
for staff having followed specialised training),
keeping a record of access to the data, restrictions
for onward transfers or additional security
measures.

. For research subjects, sensitive data may
include: key-coded information concerning certain
health conditions and treatments, health-related
information concerning adverse events and
product quality complaints (if provided to the data
exporter), and demographic information that may
include race, ethnicity or other sensitive data that
may be relevant to the adverse event (if provided
to the data exporter).

. See security measures in Annex Il. Security
measures include access only for staff having
followed specialised training, keeping a record of
access to the data, restrictions for onward
transfers, and key-coding the information.

partneri, Statni predstavitelia a osoby, ktoré
nahlasuju neziaduce udalosti a podavaju
staznosti na kvalitu produktov).

Prenasané osobné Udaje sa tykaju nasledujucich
kategorii udajov:

. V pripade Ucastnikov vedeckého a
medicinskeho vyskumu moZu medzi osobné
informacie patrit: kddované informacie, dalsie
dolezité identifikatory (napr. cisla pacientov),
pohlavie, vek alebo vekovad kategéria (napr.
adolescenti, dospeli, starsi) alebo datum
narodenia (ak je potrebny), suvisiace zdravotné
problémy, osobna anamnéza a doblezitd rodinna
anamnéza.

. V pripade poskytovatelov zdravotnej
starostlivosti alebo inych kontaktnych o0s6b,
skdsajucich  zapojenych do vedeckého a
medicinskeho vyskumu a ich persondlu a dalsich
0s6b zapojenych do vedeckého a medicinskeho
vyskumu mozu medzi osobné informacie patrit:
kontaktné Udaje a dalSie suvisiace informacie,
ako je napriklad meno a priezvisko, adresa, e-
mailové a telefonické udaje, pohlavie a odborné
osvedéenia a pracovnopravne vztahy, ktoré
poskytli v rdmci svojich identifika¢nych udajov.
Prendsané citlivé Udaje (v relevantnych
pripadoch) a pouzité obmedzenia alebo zaruky,
ktoré plne zohladnuju povahu Udajov a s nimi
spojené rizikd, ako je napriklad prisne
obmedzenie ucelu, obmedzenia pristupu
(vratane pristupu len pre personal, ktory
absolvoval Specializované Skolenie), vedenie
zaznamov o pristupe k udajom, obmedzenia
naslednych prenosov  alebo  dodatocné
bezpecnostné opatrenia.

o V pripade Ucastnikov vyskumu moézu
medzi citlivé Udaje patrit: kdédované udaje
tykajuce sa urcitych zdravotnych problémov a ich
liecby, zdravotné informacie tykajuce sa
neZiaducich udalosti a staZnosti na kvalitu
produktov (ak sa poskytnu vyvozcovi udajov) a
demografické Gdaje, medzi ktoré mozie patrit
rasa, etnicky pévod alebo iné citlivé udaje, ktoré
mozu byt dbleZité pre danu neziaducu udalost (ak
sa poskytnu vyvozcovi Udajov).
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The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

. Data is transferred continuously in as
required under the study protocol.

Nature of the processing

o The processing concerns the execution of a
clinical trail, as further specified in the study
protocol.

Purpose(s) of the data transfer and further
processing

o The transfer of personal data concerning
research subjects is performed for the purpose of
executing a clinical trail, as further specified in the
study protocol.

. Personal data concerning other categories
of data subjects is processed for the purpose of
performing activities under the Agreement and as
required to satisfy any legal or regulatory
obligations.

The period for which the personal data will be
retained, or, if that is not possible, the criteria used
to determine that period

o Any personal data will be retained as long
as required considering the regulatory and legal
requirement to retain records associated with the
clinical trial and to satisty the research objectives
associated with the clinical trial.

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing

o Any transfer to (sub-) processors is made
for the same subject matter, and nature as
described above. A (sub-) processor will only
process personal data as long as necessary in order
for such a (sub-) processor to deliver the services to
the controller, and shall thereafter return or delete
any personal data based on the instructions of the
controller, which holds to contract with the (sub-)
processor.

o Bezpeénostné opatrenia su uvedené v
prilohe Il. Medzi bezpecnostné opatrenia patri
pristup len pre persondl, ktory absolvoval
Specializované Skolenie, vedenie zaznamov o
pristupe k udajom, obmedzenia naslednych
prenosov a kddovanie udajov.

Frekvencia prenosu (napr. ¢i sa Udaje prenasaju
jednorazovo, alebo priebezne).

. Udaje sa prenasaju priebeine podla
poziadaviek protokolu skusania.

. Spracovdvanie sa tyka vykondvania
klinického skusania podrobnejsie
Specifikovaného v protokole.

Ucely prenosu a dal$ieho spracovavania Gdajov

. Prenos osobnych udajov tykajucich sa
Ucastnikov vyskumu sa uskutochuje na ucely
vykondvania klinického skusania, podrobnejsie
Specifikovaného v protokole.

. Osobné Uudaje tykajuce sa dalSich
kategérii dotknutych os6b sa spracovdvaju na
ucely vykonavania ¢innosti podla zmluvy a podla
potreby na splnenie si povinnosti uloZenych
pravnymi predpismi alebo kontrolnymi Gradmi.
Obdobie uchovavania osobnych udajov alebo, ak
ho nie je mozné uviest, kritéria na urcenie tohto
obdobia

. Vsetky osobné Udaje sa budd uchovavat
tak dlho, ako to bude potrebné podla poZiadaviek
kontrolnych Uradov a pravnych predpisov na
uchovavanie zaznamov spojenych s klinickym
skisanim a na splnenie vyskumnych cielov
spojenych s klinickym skdsanim.

V pripade prenosov sprostredkovatefom alebo
dals$im sprostredkovatelom uvedte aj predmet,
povahu a trvanie spracovavania

o Pri kazdom prenose dalsim
sprostredkovatelom ide o ten isty predmet a
povahu spracovavania, ako sa uvadza vyssie. Dalsi
sprostredkovatel bude spracovavat osobné udaje
len dovtedy, kym to bude pre takéhoto dalSieho
sprostredkovatela potrebné na dodanie sluzieb
prevadzkovatelovi, a nasledne ma vsetky osobné
Gdaje vratit alebo vymazat podla pokynov
prevadzkovatela, ktory ma zmluvu s dalSim
sprostredkovatelfom.
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C. COMPETENT SUPERVISORY AUTHORITY

C. PRISLUSNY DOZORNY ORGAN

Identify the competent supervisory authority/ies in
accordance with Clause 13
Please refer to the Data Protection Authority of
the country of INSTITUTION:
https://edpb.europa.eu/about-edpb/about-
edpb/members en

Uvedte prislusné dozorné organy
dolozky 13

Informdcie o Urade na ochranu osobnych udajov
krajiny zdravotnickeho zariadenia su uvedené na
adrese: https://edpb.europa.eu/about-
edpb/about-edpb/members en

podla

ANNEX I
TECHNICAL AND ORGANISATIONAL MEASURES

PRILOHA Il
TECHNICKE A ORGANIZACNE OPATRENIA

INCLUDING TECHNICAL AND ORGANISATIONAL

VRATANE TECHNICKYCH A ORGANIZACNYCH

MEASURES TO ENSURE THE SECURITY OF THE

OPATRENI NA ZAISTENIE BEZPECNOSTI UDAJOV

DATA
EXPLANATORY NOTE:

The technical and organisational measures must be
described in specific (and not generic) terms. See
also the general comment on the first page of the
Appendix, in particular on the need to clearly
indicate which measures apply to each transfer/set
of transfers.
Description of the technical and organisational
measures implemented by the data importer(s)
(including any relevant certifications) to ensure an
appropriate level of security, taking into account
the nature, scope, context and purpose of the
processing, and the risks for the rights and
freedoms of natural persons.

VYSVETLIVKA:

Technické a organizacné opatrenia je potrebné
opisat v konkrétnych (nie vSeobecnych) pojmoch.
Dalsie informdcie s uvedené aj vo vieobecnej
pozndmke na prvej strane dodatku, najma pokial
ide o potrebu jednoznacne uviest, ktoré
opatrenia sa vztahujd na konkrétny prenos alebo
subor prenosov.

Opis technickych a organizacnych opatreni
zavedenych dovozcami Udajov (vratane vsetkych
prislusnych  certifikacii) na  zabezpecenie
primeranej Urovne bezpecnosti, so zohladnenim
povahy, rozsahu, kontextu a Ucelu spracovavania,
ako aj rizik pre prava a slobody fyzickych oséb.

1. Zasady a normy informacnej bezpecnosti
Dovozca Udajov  zavedie bezpecnostné
poZiadavky pre  personal a  vsetkych
subdodavatelov, poskytovatelov sluzieb alebo
zastupcov, ktori maju pristup k osobnym udajom.
Tieto su navrhnuté tak, aby:

o zabranili neopravnenym osobam ziskat

1. Information Security Policies and Standards
The Data Importer will implement security
requirements for staff and all subcontractors,
Service Providers, or agents who have access to
Personal Data. These are designed to:

o Prevent unauthorized persons from | pristup do systémov spracovavania osobnych
gaining access to Personal Data processing systems | udajov (fyzicka kontrola pristupu),

(physical access control); o zabranili pouzivat systémy spracovavania
o Prevent Personal Data processing systems | osobnych Udajov bez opravnenia (logicka
being used without authorization (logical access | kontrola pristupu),

control); o zaistili, Ze osoby opravnené pouzivat
o Ensure that persons entitled to use a | systém spracovavania osobnych Udajov ziskaju

Personal Data processing system gain access only
to such Personal Data as they are entitled to access
in accordance with their access rights and that, in

pristup len k tym osobnym tdajom, ku ktorym su
opravnené pristupovat so svojimi pristupovymi
pravami, a Ze v priebehu spracovavania alebo
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the course of Processing or use and after storage,
Personal Data cannot be read, copied, modified or
deleted without authorization (data access
control);

. Ensure that Personal Data cannot be read,
copied, modified or deleted without authorization
during electronic transmission, transport or
storage, and that the target entities for any transfer
of Personal Data by means of data transmission
facilities can be established and verified (data
transfer control);

- Ensure the establishment of an audit trail
to document whether and by whom Personal Data
have been entered into, modified in, or removed
from Personal Data Processing (entry control);

- Ensure that Personal Data are Processed
solely in accordance with the Instructions (control
of instructions);

. Ensure that Personal Data are protected
against accidental destruction or loss (availability
control); and

o Ensure that Personal Data collected for
different purposes can be processed separately
(separation control).

These rules are kept up to date and revised
whenever relevant changes are made to the
information system that uses or houses Personal
Data, or to how that system is organized.

2. Physical Security
The Data Importer will maintain commercially
reasonable security systems at all Data Importer
sites at which an information system that uses or
houses Personal Data is located. The Data Importer
reasonably restricts access to such Personal Data
appropriately.

Physical access control has been implemented for
all data centers. Unauthorized access is prohibited
through 24x7 onsite staff, biometric scanning and
security camera monitoring. Data Centre physical
security is audited by an independent firm.

pouzivania a po uloZeni sa osobné Udaje nedaju
precitat, skopirovat, zmenit ani vymazat bez
opravnenia (kontrola pristupu k Udajom),

o zaistili, Ze osobné Uudaje sa nedaju
precitat, skopirovat, zmenit ani vymazat bez
opravnenia pocas ich elektronického prenosu,
prevodu alebo ukladania a Ze cielové subjekty
kazdého prenosu osobnych udajov
vykonavaného pomocou zariadeni na prenos
Udajov je mozné urdit a overit (kontrola prenosu
udajov),

- zaistili zaznamenavanie so sledovanim
vietkych krokov na kontrolné ucely, ktoré ma
zdokumentovat, ¢i doslo k zapisu osobnych
Udajov do systému spracovdvania osobnych
udajov, a kto ho vykonal, zmenil alebo vymazal
(kontrola zapisu),

- zaistili, Ze osobné Udaje sa spracovavaju
vyluéne podla pokynov (kontrola pokynov),

. zaistili, Ze osobné Udaje su chranené proti
nahodnému zni¢eniu alebo strate (kontrola
dostupnosti),

. zaistili, Ze osobné udaje zbierané na
rézne Ucely sa mdzu spracovavat samostatne
(kontrola oddelenim).

Tieto pravidla sa udrZiavaju v aktudlnom stave a
reviduju vidy, ked sa vykonaju dolezité zmeny v
informacnom systéme, ktory pouZiva alebo
ukladd osobné uUdaje, alebo v spbsobe, akym je
tento systém usporiadany.

2. Fyzicka bezpeénost

Dovozca Udajov bude udrZiavat v prevadzke
komercne primerané bezpecnostné systémy na
vsetkych svojich pracoviskach, na ktorych sa
nachadza informacny systém, ktory pouziva alebo
ukladd osobné udaje. Dovozca udajov vhodnym
spdsobom primerane obmedzi pristup k takymto
osobnym udajom.

Fyzicka kontrola pristupu sa zaviedla na vsetkych
datovych pracoviskach. Neopravneny pristup je
zakdzany a kontrolovany nepretrzite pritomnym
personalom na pracovisku, snimanim
biometrickych charakteristik a sledovanim
pomocou bezpecnostnych kamier. Audit fyzickej
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Surveillance camera on entry door is installed and
security monitoring by building management is
implemented.

3. Organizational Security
When media are to be disposed of or reused,
procedures have been implemented to prevent any
subsequent retrieval of any Personal Data stored
on them before they are withdrawn from the
inventory. When media are to leave the premises
at which the files are located as a result of
maintenance operations, procedures have been
implemented to prevent undue retrieval of
Personal Data stored on them.
Data Importer implemented security policies and
procedures to classify sensitive information assets,
clarify security responsibilities and promote
awareness for employees.
All Personal Data security incidents are managed in
accordance with appropriate incident response
procedures.

All sensitive data transmitted by Service Provider
are encrypted while in transit and when on
portable devices or media.

4. Network Security
The Data Importer maintains network security
using commercially available equipment and
industry standard techniques, including firewalls,
intrusion detection systems, access control lists
and routing protocols.

5. Access Control

Only authorized staff can grant, modify or revoke
access to an information system that uses or
houses Personal Data.

User administration procedures define user roles
and their privileges, how access is granted,
changed and terminated; addresses appropriate
segregation of duties; and defines the

bezpeénosti ddtového pracoviska vykonava
nezavisla spolo¢nost.
Pri  vstupnych dverach je nainstalovana

bezpecnostna kamera a sprava budovy vykonava
bezpecénostné sledovanie.

3. Organizaénd bezpeénost
Ak sa maju zlikvidovat alebo znova pouzit média,
zaviedli sa postupy, ktoré maju zabranit dalSiemu
ziskaniu akychkolvek osobnych Udajov, ktoré su
na nich uloZené skor, neZ sa vyradia z evidencie.
Ak maju média opustit priestory, v ktorych sa
tieto subory nachadzaju, v dosledku vykonavania
Udrzby, zaviedli sa postupy, ktoré maju zabranit
neopravnenému ziskaniu osobnych udajov, ktoré
su na nich uloZené.
Dovozca Udajov zaviedol bezpecnostné zasady a
postupy, ktoré umoznuju klasifikovat citlivé
informacné aktiva, jasne definovat zodpovednost
za ich bezpetnost a zvysit informovanost
zamestnancov.
Vsetky pripady narusenia bezpecnosti osobnych
Udajov sa riesia v sulade s prislusSnymi postupmi
odozvy na necakané udalosti.
Vsetky citlivé Udaje prenasané poskytovatefom
sluzieb su pocas prenosu a na prenosnych
zariadeniach alebo médidach zasifrované.

4. Sietova bezpeénost

Dovozca Udajov udrZiava v prevadzke systém
sietove] bezpecnosti s vyuzZitim komercne
dostupného vybavenia a Standardnych metdd z
tejto oblasti, vratane pristupovych bran,
systémov na detekciu neZiaduceho vniknutia,
zoznamov na kontrolu pristupu a smerovacich
protokolov.

5. Kontrola pristupu

Pristup do informacného systému, ktory pouziva
alebo uklada osobné udaje, moze udelit, zmenit
alebo zrusit len opravneny personal.

Postupy spravy pouZivatelov definuju ulohy a
oprdvnenia pouzivatelov, sposob, akym sa
pristup udeluje, meni a rusi; rieSi vhodné
oddelenie povinnosti a definuje poZiadavky a
mechanizmy na zaznamendvanie a sledovanie.
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logging/monitoring and
mechanisms.

All employees of the Data Importer are assigned
unique User-IDs.

Access rights are implemented adhering to the
“least privilege” approach.

The Data Importer implements commercially
reasonable physical and electronic security to

create and protect passwords.

requirements

6. Virus and Malware Controls
The Data Importer installs and maintains anti-virus
and malware protection software on the system.

7. Personnel
The Data Importer implements a security
awareness program to train personnel about their
security obligations. This program includes training
about data classification obligations; physical
security controls; security practices and security
incident reporting.

Service Provider has clearly defined roles and
responsibilities for the employees. Screening is
implemented before employment with terms and
conditions of employment applied appropriately.

Service Provider employees strictly follow
established security policies and procedures.
Disciplinary process will be applied if employees
committed a security breach.

8. Business Continuity

The Data Importer implements appropriate
disaster recovery and business resumption plans.
Data Importer reviews both business continuity
plan and risk assessment regularly. Business
continuity plans are being tested and updated
regularly to ensure that they are up to date and
effective.

For transfers to (sub-) processors, also describe the
specific technical and organisational measures to
be taken by the (sub-) processor to be able to
provide assistance to the controller and, for
transfers from a processor to a sub-processor, to
the data exporter

VSetci zamestnanci dovozcu Udajov maju
pridelené jedinecné pouzivatelské identifikatory.
Pristupové prava sa prideluju podla zdsady
poskytnutia ,,minimalnych oprdvneni”.

Dovozca Udajovn ma zavedené komercne
primerané opatrenia fyzickej a elektronickej
bezpecénosti na vytvaranie a ochranu hesiel.

6. Kontrola virusov a Skodlivého softvéru
Dovozca Udajov ma nainstalovany a udrziava vo
svojom systéme softvér na ochranu proti virusom
a Skodlivému softvéru.

7. Personal
Dovozca Udajov ma zavedeny program
bezpecnostnej informovanosti na ucely Skolenia
personadlu o ich povinnostiach tykajucich sa
bezpecnosti. Tento program zahffa Skolenie o
povinnostiach tykajucich sa klasifikacie udajov,
fyzickej kontroly bezpecnosti, bezpecnostnych
postupov a nahlasovania naruseni bezpecnosti.
Poskytovatel sluZzieb ma jasne definované ulohy a
povinnosti svojich zamestnancov. Pred zacatim
pracovného pomeru sa vykonavaju previerky a
vhodnym sposobom sa uplatiuju podmienky
pracovnopravneho vztahu.
Zamestnanci  poskytovatela sluzieb prisne
dodrziavaju zavedené bezpecnostné zasady a
postupy. Ak sa zamestnanci dopustia porusenia
bezpecnosti, pouzije sa disciplinarne konanie.

8. Kontinuita obchodnej ¢innosti
Dovozca udajov ma zavedené vhodné plany
obnovenia prevadzky po katastrofach a
opatovného zacatia obchodnej ¢innosti. Dovozca
udajov pravidelne prehodnocuje plan kontinuity
obchodnej cinnosti aj plan hodnotenia rizika.
Plany kontinuity obchodnej ¢innosti sa pravidelne
testuju a aktualizuju, aby sa zaistilo, Ze su
aktualne a ucinné.

V pripade prenosov sprostredkovatefom alebo
dalSim sprostredkovatelom opiSte aj osobitné
technické a organizacné opatrenia, ktoré ma
prijat sprostredkovatel alebo dalsi
sprostredkovatel, aby mohol poskytnit pomoc
prevadzkovatelovi, a v pripade prenosov od
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In the event any (sub-) processors are engaged in
the processing of personal data technical and
organizational measures as outlined above are to
be applied.

sprostredkovatela k dalSiemu
sprostredkovatelovi, vyvozcovi Udajov

V pripade, Ze su do spracovavania osobnych
udajov zapojeni dalsi sprostredkovatelia, pouziju
sa technické a organizacné opatrenia, uvedené

vysSie.

1 Where the data exporter is a processor subject to Regulation (EU)
2016/679 acting on behalf of a Union institution or body as controller,
reliance on these Clauses when engaging another processor (sub-
processing) not subject to Regulation (EU) 2016/679 also ensures
compliance with Article 29(4) of Regulation (EU) 2018/1725 of the
European Parliament and of the Council of 23 October 2018 on the
protection of natural persons with regard to the processing of personal
data by the Union institutions, bodies, offices and agencies and on the
free movement of such data, and repealing Regulation (EC) No 45/2001
and Decision No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the
extent these Clauses and the data protection obligations as set out in the
contract or other legal act between the controller and the processor
pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned.
This will in particular be the case where the controller and processor
rely on the standard contractual clauses included in Decision 2021/915.
2 This requires rendering the data anonymous in such a way that the
individual is no longer identifiable by anyone, in line with recital 26 of
Regulation (EU) 2016/679, and that this process is irreversible.

3 The Agreement on the European Economic Area (EEA Agreement)
provides for the extension of the European Union’s internal market to
the three EEA States Iceland, Liechtenstein and Norway. The Union
data protection legislation, including Regulation (EU) 2016/679, is
covered by the EEA Agreement and has been incorporated into Annex
XI thereto. Therefore, any disclosure by the data importer to a third
party located in the EEA does not qualify as an onward transfer for the
purpose of these Clauses.

4 That period may be extended by a maximum of two more months, to
the extent necessary taking into account the complexity and number of
requests. The data importer shall duly and promptly inform the data
subject of any such extension.

5As regards the impact of such laws and practices on compliance with
these Clauses, different elements may be considered as part of an
overall assessment. Such elements may include relevant and
documented practical experience with prior instances of requests for
disclosure from public authorities, or the absence of such requests,
covering a sufficiently representative time-frame. This refers in
particular to internal records or other documentation, drawn up on a
continuous basis in accordance with due diligence and certified at
senior management level, provided that this information can be lawfully
shared with third parties. Where this practical experience is relied upon
to conclude that the data importer will not be prevented from complying
with these Clauses, it needs to be supported by other relevant, objective
elements, and it is for the Parties to consider carefully whether these
elements together carry sufficient weight, in terms of their reliability
and representativeness, to support this conclusion. In particular, the
Parties have to take into account whether their practical experience is
corroborated and not contradicted by publicly available or otherwise
accessible, reliable information on the existence or absence of requests
within the same sector and/or the application of the law in practice, such
as case law and reports by independent oversight bodies.

YAk je vyvozca udajov sprostredkovatelom, ktory podlicha
nariadeniu (EU) 2016/679 a kona v mene inititicie alebo organu
Unie ako prevadzkovatel, potom uplatiiovanie tychto doloziek pri
vyuzivani d’al§ieho sprostredkovatel’a (d’alSie sprostredkovanie), na
ktorého sa nevztahuje nariadenie (EU) 2016/679, zabezpeduje aj
stlad s ¢lankom 29(4) nariadenia Eurdpskeho parlamentu a Rady
(EU) 2018/1725 z 23. oktobra 2018 o ochrane fyzickych osdb pri
spracovavani osobnych udajov institiciami, organmi, Gradmi a
agentarami Unie a o volnom pohybe takychto udajov, ktorym sa
zruSuje nariadenie (ES) €. 45/2001 a rozhodnutie ¢. 1247/2002/ES
(U.v. EU L 295, 21.11.2018, s. 39), v rozsahu, v ktorom st tieto
dolozky a povinnosti v oblasti ochrany udajov stanovené v zmluve
alebo inom pravnom akte uzavretom medzi prevadzkovatelom a
sprostredkovatelom podra &lanku 29(3) nariadenia (EU) 2018/1725,
vo vzajomnom silade. Plati to najmd v pripade, ked sa
prevadzkovatel a sprostredkovatel odvolavaju na Standardné
zmluvné dolozky uvedené v rozhodnuti 2021/915.

2To vyzaduje, aby sa udaje anonymizovali takym spdsobom, aby
nikto viac nemohol zistit’ totoznost’ jednotlivca, v sulade s tvodnym
vyhlasenim 26 nariadenia (EU) 2016/679, a aby bol tento postup
nezvratny.

3 Dohodou o Eurdpskom hospodarskom priestore (d’alej ,,Dohoda o
EHP*) sa vnutorny trh Eur6pskej unie rozsiruje o tri Staity EHP —
Island, Lichtenstajnsko a Nérsko. Na pravne predpisy Unie v oblasti
ochrany osobnych (dajov, vratane nariadenia (EU) 2016/679, sa
vztahuje Dohoda o EHP a tieto predpisy boli za¢lenené do prilohy XI
k tejto dohode. Preto akékolvek odovzdanie tdajov dovozcom
udajov tretej strane nachddzajucej sa v EHP sa na ucely tychto
doloziek nepovazuje za nasledny prenos.

4 Thto lehotu mozno predizit najviac o dva daldie mesiace, v
nevyhnutnom rozsahu a so zohl'adnenim zlozitosti a poctu ziadosti.
Dovozca tdajov mé nalezite a bezodkladne informovat dotknuta
osobu o kazdom takomto predizeni.

5 Pokial’ ide o vplyv tychto pravnych predpisov a praxe na
dodrziavanie tychto doloziek, v ramci celkového posudenia mozno
zohl'adnit’ rézne prvky. Medzi tieto prvky mozu patrit’ relevantné a
zdokumentované praktické skdsenosti s predchadzajicimi pripadmi
ziadosti 0 odovzdanie tdajov od organov verejnej moci alebo
neexistenciu takychto ziadosti, ktoré sa vztahuju na dostato¢ne
reprezentativny ¢asovy ramec. lde najma o interné zdznamy alebo
inu dokumentéciu, vypracovavanu priebezne v sulade s nalezitou
starostlivostou a certifikovantl na urovni vy$siecho manazmentu, ak
mozno tieto informacie zdkonne poskytovat’ tretim strandm. Ak
mozno na zaklade tychto praktickych sktsenosti dospiet’ k zaveru,
ze dovozcovi tdajov ni¢ nebrani v dodrziavani tychto doloziek, je
potrebné ho podlozit’ aj d’alsimi relevantnymi objektivnymi
prvkami, a je na zmluvnych stranach, aby dokladne posudili, ¢i tieto
prvky ako celok maju dostato&nti vahu, v zmysle ich spolahlivosti a
reprezentativnosti, aby tento zaver dostatoéne podlozili. Zmluvné
strany musia zvazit' najma to, ¢i su ich praktické skusenosti
potvrdené a nie v rozpore s verejnymi alebo inak dostupnymi a
spolahlivymi informaciami o existencii alebo neexistencii ziadosti v
ramci toho istého odvetvia alebo uplatiovanim pravnych predpisov
v praxi, ako je napriklad judikatira a spravy nezavislych organov
dohladu.
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