CLINICAL STUDY AGREEMENT

DOHODA O KLINICKE] STUDII

THIS AGREEMENT (the “Agreement”) shall be
effective as on the last signature date set forth
below, by and between ST. JUDE MEDICAL
COORDINATION CENTER BVBA, an Abbott
Company, a corporation organized under the
laws of Belgium, with offices at The Corporate
Village, Da Vincilaan, 11 Box F1, 1935
Zaventem (hereinafter referred to as
"SPONSOR"), on the one hand, and, on the
other hand,

Narodny Gstav srdcovych a cievnych
choréb, a.s., with the registered office at
Pod Krasnou horkou 1, 833 48 Bratislava
(hereinafter referred to as “Institute™)
and employee: prof. MUDr. Rébert Hatala,
CSc. (hereinafter referred to as
“Investigator”).

For the purposes of this Agreement the
physician and the Institute are jointly
referred to as "Investigating Parties”.

1. Institution Where Investigation is to
be Conducted
List the hospital, medical schoo! or research
facility where the Investigation (defined
below) will be conducted.

Name of Institution:

National Institute for Cardiovascular
Diseases

Address of Institution:

Pod Krasnou hérkou 1,
833 48 Bratislava 37,
Slovak Republic

TATO DOHODA (,Dohoda”) nadobiida
dcinnost’ posiednym diom podpisu uvedeného
nizSie, medzi spoloénostou ST. JUDE
MEDICAL COORDINATION CENTER BVBA,
spolocnosti Abbott, korporadii podla belgického
préva s kanceldriami v The Corporate Village,
Da Vincilaan, 11 Box F1, 1935 Zaventem (d'alej
tieZ ,SPONZOR" alebo "Zadévatel™), na jednej
strane, a

Narodnym tGstavom srdcovych a cievnych
choréb, a.s., so sidlom Pod Krasnou
hérkou 1, 833 48 Bratislava (d‘alej len
"Insiticia)

a zamestnancom: prof. MUDr. Rébert
Hatala, CSc. (d'alej tieZ "vyskumny
pracovnik™).

Na dcely tejto dohody sii lekar a institiacia
spoloCne nazyvané ,strany uskutoiiujiice
vyskum”.

1. Institicia, v ktorej sa vykona Stidia
Zoznam nemocnic, zdravotnych 3kél alebo
vyskumnych zariadeni, kde bude prebiehat’
Stidia (definovana niZie).

Nazov insgtitlcie:

Narodny Gstav srdcovych a
cievnych chordb, a.s.,

Adresa institiicie;
Pod Krasnou horkou 1,

833 48 Bratislava 37,
Slovenska Republika




2. Statement of Participation and
Compliance

The Investigator agrees to participate in
the clinical study (“Confirm Rx SMART
Registry™), which also referred to here
as the “Investigation”, and to conduct
the Investigation in accordance with
this Agreement, the investigational plan
and protocol attached as Exhibit B (the
“Protocol”), the applicable regulations
(including but not limited to the
Declaration of the World Medical
Association on biomedical research,
passed in Helsinki in 1964, as
subsequently revised, the ISO 14155,
and the local legislation applicable to
clinical evaluation of medical devices),
and conditions of approval imposed by
the IRB/EC.

The Investigator agrees not to
commence patient recruitment until 1}
this Agreement has been signed and
submitted to SPONSOR (along with
curricula vitae of the Investigator and
as applicable a completed questionnaire
on financial disclosure, and 2)
Investigator receives notification of
approval for the Investigation by the
appropriate regulatory agencies, and
any applicable IRB/EC.

SPONSOR. and the investigation parties
agree that the Investigator will oversee
the Investigation. The Investigator will
use his/her best efforts to perform the
work required under this Agreement. If
the Investigator is unable or unwilling
to continue to serve as Investigator for
the Investigation and a successor
acceptable to SPONSOR is not available,
this Agreement will be terminated in
accordance with artide 12, b of this
Agreement.

2. Vyhlasenia o (casti a shlade

Wyskumny pracovnik slhlasi s (Castou
na klinickej stidii (,Confirm Rx SMART
Registry”), kiord sa dalej nazyva aj
wyskum?, avykonanim  vyskumu
vsilade stouto dohodou, planom
skiSok a protokolom pripojenym ako
Dokaz B (,protokol”),  platnymi
predpismi  (vratane, ale nielen,
Deklardcie Svetovej lekarskej asocidcie
pre biomedicinsky vyskum, prijatej
v Helsinkdch v roku 1964, v zneni
neskordich  predpisov, ISO 14155,
a miestnymi pravnymi predpismi
platnymi pre klinické hodnotenie
zdravotnickych zariadeni),
a podmienkami  povolenia  uloZenymi
IRB/ES.

Vyskumny pracovnik sa zavazuje, ze sa
nezacne ndbor pacientov, kym 1) tato
dohoda nebude podpisand a predloZena
SPONZOR  (spolu so  zivotopisom
vyskumného pracovnika a ak je to
aplikovatefné, s vyplnenym dotaznikom
tykajlicim sa finanénych informacii), a
2) kym vyskumny pracovnik nedostane
oznamenie o schvaleni vyskumu zo
strany prislusnych regulaénych agentdr,
a akéhokolvek prislusného IRB/ES.

SPONZOR a strany uskutoCnujlice
vyskum sihlasia, Ze vyskumny
pracovnik bude dohliadat na Stadiu.
Vyskumny pracovnik vynaloZi
maximaine Usilie, aby vykonal pracu
podfa tejto dohody. V pripade, 7ze
vyskumny pracovnik nie je schopny
alebo ochotny nadalej pokracovat’ v
Stidii  ako  vyskumny pracovnik a
SPONZOR nema k dispozicii vhodného
nastupcu, tito dohoda bude ukondena v
stlade s ¢lankom 12 b tejto dohody.




a) Requirements for Deviations
from Protocol

If, in Investigators medical
judgment, a deviation from, or
alternative to, the Protocol is
necessary to protect the life or
physical well-being of a patient in
an  emergency.  Prior  written
approval from SPONSOR and any
applicable IRB/EC is necessary for
all other changes in or deviations
from, the Protocol.

b) Documentation of IRB/EC
Approval and Withdrawal of
Approval

The Investigator agrees to provide
SPONSOR with written
documentation of IRB/EC approval
where required by hospital policy or
applicable national regulations (e.g.,
signed letter from official IRB/EC
representative) for Institution. The
written notification shall include a
copy of the correspondence from
the IRB/EC to Investigator
indicating the reason(s) for
withdrawal of IRB/EC approval.
Investigator agrees not to recruit
any patient as part of the
Investigation after notification of
withdrawal of IRB/EC approval.

c) Reports, Forms and
Correspondence

Investigator agrees to supervise the
completion (in an accurate and
timely manner) of all reports and
forms required pursuant to the
investigational plan and Protocol,

a) Poziadavky na odchylky od

protokolu

Ak je podlfa lekarskeho dGsudku
vyskumného pracovnika potrebna
odchylka alebo alternativa od/k
protokolu, ktord je nevyhnutna na
ochranu Zivota alebo fyzického
blaha pacienta v pripade nidzového
stavu, tak je potrebny
predchadzajici  pisomny  sihlas
SPONZOR a akéhokol'vek
prisludného IRB/ES pre vietky
ostatné zmeny alebo odchylky od
tohto protokolu.

b) Dokumentacia o schvileni

c)

IRB/ES a odstidpenie od
schvidlenia

Vyskumny pracovnik sa zavazuje
poskytnut” SPONZOR  pisomnu
dokumentciu tykajicu sa
schvdlenia IRB/ES, pokial to

vyZaduji zdsady nemocnice alebo
platné vniitrodtatne predpisy (napr.
podpisany list od oficidineho
zastupcu IRB/ES) indtit(cie.
Pisomné oznamenie musi obsahovat’
kopiu  koreSpondencie  IRB/ES
vyskumnému pracovnikovi, kde s0
uvedené dbvody odstipenia od
schvdlenia  IRB/ES.  Vyskumny
pracovnik suhlasi s tym, Ze nebude
prijimat’ Ziadnych pacientov v ramci
Stidie potom, ako mu bude
oznamené odstlpenie od schvalenia
zo strany IRB/ES.

Spravy, formuldre a
korespondencia

Vyskumny  pracovnik  sohlasi s
dohliadnutim na dokondenie (presné
a véas) vSetkych sprav a formuldrov
pozadovanych podla plénu skiok a
protokolu, a s uschovanim kdpie




and to maintain copies of all
correspondence  with  SPONSOR,
appraopriate regulatory agencies, the
IRB/EC and other participating
investigators. Investigator also
agrees to maintain records of the
disposition of all devices received
including dates, quantity and use by
patients, and to prepare and
maintain complete case histories
designed to record all observations
and other data pertinent to the
Investigation.  Investigator shall
promptly update information
reported in the financial disclosure
questionnaire if any relevant
changes occur in the course of the
Investigation or in the period one
(1) year following completion of the
Investigation.

d) Site Visits and Record
Inspection

Investigator agrees to maintain the
records described above for a
period of two (2) years (or longer if
required by the applicable IRB/EC
or host country regulations) from
the date the Investigation is
completed. The Investigator also
agrees to permit SPONSOR, its
designated  representatives, or
appropriate  representatives  of
regulatory agencies, at reasonable
times and in a reasonable manner,
to inspect facilities and records
relating to the Investigation and to
copy such records, if necessary, to
the extent allowed by applicable
law.

celej koreSpondencie so SPONZOR,

prislusnymi regulacnymi
agentirami, IRB/ES a dalSimi
zainteresovanymi vyskumnymi

pracovnikmi. Vyskumny pracovnik
tiez sdhlasi s tym, 7ze bude viest
zaznamy o umiestneni vSetkych
poskytnutych  zariadeni, vratane
datumu, mnoZstva a wvyuzitia zo
strany pacientov, a Ze pripravi a
uschova kompletné anamnézy,
ktorych cielom je zaznamenat’
vietky pozorovania a dalSie Gdaje
relevantné pre vyskum. Vyskumny
pracovnik bezodkladne aktualizuje
informicie uvedené v dotazniku
finanénych informdcii v pripade, ak
v priebehu St(die alebo v obdobi
jedného (1) roka po skondeni Stidie
ddjde k nejakej vyznamnej zmene.

d) Kontroly na mieste a inspekcia

zazpamov

Vyskumny pracovnik sa zavazuje
udrziavat’ vySsie popisané zaznamy
po dobu dvoch (2) rokov (alebo
dihsie, ak to wvyZaduji platné
predpisy IRB/ES alebo hostitel'skej
krajiny) odo dfia skonenia Stadie.
vyskumny  pracovnik sa  tieZ
zavazuje umoznit’ SPONZOR, jej
menovanym  zastupcom  alebo
prislusnym zastupcom regulaénych
agentr, v primeranych ¢asoch a
primeranym  spbsobom, kontrolu
zariadeni a zaznamov tykajlcich sa
Stidie a kopirovat’ tieto zaznamy, ak
je to potrebné, a to v rozsahu
povolenom  platnymi  pravhymi
predpismii.




e) Investigation Coordinator
The Institution, in cooperation with
the  Investigator, agrees to
designate an investigation
coordinator from among his/her
staff. The investigation coordinator
will commit a regular percentage of
his/her time to coordinating patient
schedules, collecting data,
completing case report forms and
serving as a regular contact with
other investigators and SPONSOR.

Investigator Meetings

Investigator agrees to use best
efforts to attend educational
meetings organized by SPONSOR
for Investigators participating in the

Investigation during which
SPONSOR or its designee will
provide an overview of the

Investigation data and provide a
forum for discussion of related
issues (“Investigator Meetings™).

g) Financial Support

In consideration of the services to
be performed by Investigator (and
any co-investigators as explained
below) during the Investigation,
SPONSOR agrees to provide the
financial support set forth in the
Financial Support Agreement which
is included here as Exhibit A.

e)

Koordinator vyskumu

Inatitacia v stéinnosti s vyskumnym
pracovnikom sdhlasi s tym, Ze urci
koordinatora Stidie z radov svojich
zamestnancov. Koordinator Stidie
venuje pravidelné mnozstvo dasu
koordindcit planov pacientov, zberu
Odajov, vyplfiovaniu  formuldrov
pripadovych sprdv.  a  bude
vystupovat’ ako pravidelny kontakt s
inymi vyskumnikmi a SPONZOR.

f. Schidze vyskumnych
pracovnikov

Vyskumny pracovnik slhlasi, ze
vynaloZi maximalne Gsilie na to, aby
sa zuéastnil vzdeldvacich stretnuti
organizovanych ~ SPONZOR  pre
vyskumnych pracovnikov, ktori sa
zCasthiuji Stidie, polas ktorych
SPONZOR alebo jeho zastupcovia
poskytn(i prehlad Gdajov o &tidii a
forum pre diskusiu tykajice sa
sivisiacich  otdzok  (,Schddze
vyskumnych pracovnikov™).

g.) Finanénd podpora

S ohfadom na sluzby, ktoré ma
vyskumny pracovnik vykonat (a
akykolvek spolupracujici vyskumni
pracovnici, ako je popisané niziie) v
priecbehu vyskumu, SPONZOR sa
zavazuje poskytnut’ finannd pomoc
uvedend v dohode o finanénej
podpore, ktora je tu zahrnutd ako
Dokaz A.




3. Investigator's Qualifications and

Representatives
Prior to the commencement of

Investigation, the Investigator shall
provide SPONSOR with a copy of
curriculum vitae for Investigator
and for each co-investigator before
each commences participation in
the Investigation. Each curriculum
vitae  will include  specific
information on education,
professional training, teaching,
research, professional experience,
affiliations, publications and a
statement of specific experience
(e.g., dates, locations, type and
extent) relevant to this
Investigation.

By submitting their curriculum vitae
and personal data to SPONSOR,
Investigator and co-investigators
agree that SPONSOR may process
and transfer these documents in
the manner described herein.
Investigator and co-investigators
are entitled to review — and, as the
case may arise, to ask for the
rectification of — their personal data
as well as, for free and at any time,
to object to any use of their
personal data for direct marketing
purpose in accordance with the
applicable law, by coniacting:

Clinical Project Manager — CRD888
— Confirm Rx SMART Registry

ST. JUDE MEDICAL Coordination
Center BVBA

3. Kvalifikicie vyskumného pracovnika a
zastupcov

Vyskumny pracovnik pred zadatim
vyskumu musi poskytnit’ ST. JUDE
MEDICAL kdpiu svojho Zivotopisu a
kazdého spolupracujliceho
vyskumného pracovnika predtym,
ako sa kazdy z nich zapoji do Stidie.
Kazdy Zivotopis musi obsahovat
konkrétne informdcie o© vzdelani,
odbornej priprave, vyucbe, vyskume,

odbormych skisenostiach,
pridruzeniach, publikaciach a
vyhlaseni 0 konkrétnych

skisenostiach (naprildad  datumy,
miesta, typ a rozsah) relevantnych z
hfadiska tohto vyskumu.

Poskytnutim Zivotopisu a osobnych
udajov SPONZOR vyskumny
pracovnik a spolupracujtici vyskumni
pracovnici suhlasia, aby SPONZOR
spracovaval a  prenasal  tieto
dokumenty tu popisanym spdsobom.
Vyskumny pracovnik a spolupracujuci
vyskumni pracovnici su opravneni
preskimat’ - a ak sa naskytne taky
pripad, tak aj pozZiadat’ o opravu -
svojich osobnych (dajov, a to
zadarmo a  kedykolvek, ¢&im
namietaju proti akémukol'vek
pouZzitiu svojich osobnych Udajov na
priame marketingové (lely v sulade
5 platnymi pravnymi predpismi, na
adrese:

Clinical Project Manager — CRD388
— Confirm Rx SMART Registry
ST. JUDE MEDICAL Coordination




Clinical Department EMEAC
Da Vincilaan 11 - Box F1
1935 ZAVENTEM

Belgium

The Investigator represents that
he/she has not been involved in a
clinical investigation or other
research that was discontinued by
a sponsor, IRB/EC or a regulatory
agency due to failure to meet
regulatory requirements, adhere to
protocol or other such reasons.

The Investigator represents that
he/she  has submitted this
Agreement to the eompetent local
council of the  physicians
associgtion and has obtained
approval of such authority to enter
into  this Agreement, when
required.

4. Other Participating Investigators

The Investigator agrees that the
patients enrolled in the Investigation
will be under the Investigator's personal
supervision or under the supervision of
licensed physicians responsible to
him/her, which are appropriately
designated later as co-investigators.
The Investigator will use his/her best
efforts to make sure that the co-
investigators work in compliance with
the rules of the Investigation and
comply with EU Regulation 2016/679 on
the protection of natural persons with
regard to the processing of personal
data and on the free movement of such
data within the EAA and outside the EU
(GDPR) and the national regulations of

Center BVBA

Clinical Department EMEAC
Da Vincilaan 11 — Box F1
1935 ZAVENTEM

Belgicko

Viyskumny pracovnik prehlasuje, Ze
nebol zapojeny do Kiinickych
skiSok alebo inych vyskumov, ktoré
boli preruSené sponzorom, IRB/ES,
alebo regulatnou agentirou kvéli
nesplneniu regulaénych
poziadaviek, dodrZiavaniu protokolu
alebo z inych podobnych divodov.

Vyskumny pracovnik prehlasuje, 7e
prediozil tito dohodu prisluSnému
zastupitefstvu lekarskej komory a
Ze, ak sa to vyzaduje, ziskal suhlas
od takéhoto organu na uzatvorenie
tejto dohody.

4. Dalsi ziiCastneni vyskumni pracovnici

Vyskumny pracovnik sihlasi s tym, e
vySetrovani pacienti budii pod osobhym
dohfadom  vyskumného pracovnika
alebo pod dohfadom licencovanych
lekarov, ktori za neho/fu zodpovedaj( a
ktori s0 neskdr oznafovani ako
spolupracujlici  vyskumni  pracovnici.
Vyskumny pracovnik vynaloZ svoje
maximalne (silie, aby zabezpetil, Je
spolupracujici  vyskumni  pracovnici
budd pracovat’ v silade s pravidlami
vyskumu 2 riadit sa Nariadenim EU
2016/679 o ochrane fyzickych oséb pri
spracivani osobnych (dajov a o
volnom pohybe tychto (dajov v rémci
EHP aj mimo EU (GDPR) a
vnutrodtdtnymi  predpismi  Slovenskej




the Slovak Republic.

5. Informed Consent

Investigator agrees that either he/she
or the co-investigators will thoroughly
explain the nature of the Investigation
1o each prospective patient participant,
and that Investigator or one of the co-
investigators will obtain prior written
infformed consent from each such
patient or his/her legal representative
prior to any such patient participating in
the Investigation.

If Investigator or a co-investigator
enrolis a patient without obtaining
written informed consent, Investigator
shall report such use to SPONSOR and
any applicable IRB/EC within five (5)
business days.

6. Adverse Events and Device Effects

The Investigator agrees that he/she will
submit in writing all reports of serious
adverse events (SAEs) or adverse
device effects ( ADE's)(as defined in the
Clinical Investigational Plan) as soon as
possible.  In such instance(s), the
Investigator agrees to promptly submit
these written reports to both SPONSOR
and any applicable IRB/EC.

SPONSOR agrees that it, and not the
Investigator; is responsible for the costs
of diagnosis, care and treatment of any
undesirable side effects, adverse
reactions, illness or injury to a
participant in the Investigation which

republiky.

5. Informovany suhlas

Vyskumny pracovnik sthlasi s tym, ze
onfona alebo spolupracujlci vyskumni
pracovnici dokladne vysvetlia podstatu
vyskumu kazdému budlcemu
zudastnenému  pacientovi, a Ze
vyskumny pracovnik alebo niektory zo
spolupracujlcich vyskumnych
pracovnikov ~ ziska  predchadzajuci
informovany  sthlas v ___pisomnej
podobe od kazdého takéhoto pacienta
alebo jeho pravneho zastupcu predtym,
ako sa tento pacient zdcastni vyskumu.

Ak vyskumny  pracovnik  alebo
spolupracujici  vyskumny  pracovnik
zapise pacienta bez predchadzajlceho
pisomného  informovaného  sdhlasu,
vyskumny pracovnik to musi ihned'
nahlasitt SPONZOR a akémukolvek
prislusnému IRB/ES v lehote piatich (5)
pracovnych dni.

6. NeZiaduce udalosti a neZiaduce Ginky

Zari ni

Vyskumny pracovnik sdhlasi s tym, ze
poskytne pisomne vsetky spravy o
zavaznych  neZiaducich  udalostiach
(SAE), alebo neZiaducich ucinkoch
zariadenia (ADE) (ako je definované v
klinickom plane skd3ok), a to co
najskér. V takom pripade/pripadoch
vyskumny pracovnik suhlasi s tym, ze
bezodkladne predloZi tieto pisomné
spravy SPONZOR a  kazdému
prislusnému IRB/ES.

SPONZOR suhlasi s tym, Ze tieto
instit(cie, a nie vyskumny pracovnik, si
zodpovedné za naklady na diagnostiku,
starostlivost a lieCbu akychkolvek
neZiaducich vedlajsich uéinkov,




are determined to result from
participation in the Investigation, except
for such costs that arise directly from (i)
negligent activities, reckless misconduct
or intentional misconduct of the
Investigator, or his/her staff or any co-
investigator, or (i) their failure to
adhere to the terms of the Protocol.
This section is not intended to create
any third-party contractual benefit for
any participants in the Investigation.

7. Insurance

SPONSOR shall maintain adequate
levels of product liabilty and
comprehensive general liability
insurance against any claim or claims,
which might or could arise regarding its
performance of this Agreement. When
requested by the Institution and the
Investigator, an insurance certificate
indicating the foregoing coverage shall
be furnished to the party or parties
requesting it. A copy of the insurance
certificate will be made available to the
IRB/EC.

8. Confidentiality

“Confidential  Information”  means
information provided by SPONSOR or
otherwise acquired by the Investigator
in connection with the Investigation
which is not generally known to the
public, including but not limited to,
information relating to such matters as
products, inventions, trade secrets,

neziaducich reakcii, chorbb alebo
zraneni  spésobenych (&astnikovi v
ramci vyskumu, o ktorych sa rozhodlo,
7e vyplyvajl z ugasti na vyskume, s
vynimkou nakladov, ktoré vznikaj(
priamo z (0 nedbanlivosti,
bezohfadného  pochybenia  alebo
tmyselného pochybenia vyskumného
pracovnika alebo jeho/jej zamestnancov
alebo  niektorého  spolupracujliceho
vyskumného pracovnika, alebo (i) ich
neschopnosti  dodrziavat’  podmienky
tobto protokolu. Tato &ast’ neslG¥i na
vytvorenie akejkolvek zmluvnej vyhody
pre niektorého z G¢astnikov vyskumu.

7. Poistenie

SPONZOR je povinny udrfiavat
primerantl Uroven poistenia
zodpovednosti za vyrobok a mat’
uzatvorené komplexné poistenie
vieobecnej zodpovednosti tykajlice sa
akychkolvek narokov alebo narokov,
ktoré by mohli vznikndt’ s ohfadom na
pinenie tejto dchody. Indtiticii a
vyskumnému pracovnikovi bude na
zaklade Ziadosti vydané potvrdenie o
poisteni S uvedenim vyssie
spomenutého  krytia, ktoré na
poziadanie predioZi zmluvnej strane
alebo  zmiuvnym  strandm. Kdpia
potvrdenia o poisteni bude spristupnend
IRB/ES.

8. Dbvernost’

~Dovernd informacia” je informada
poskytnutd  spoloCnostou  SPONZOR
alebo vyskumnym pracovnikom inak
ziskané informacie v stvislosti s
vyskumom, ktoré nie s vieobecne
zname verejnosti, a to vrdtane, ale nie
vyhradne, informédcii tykajlcich sa
takych zdleZitosti, ako s wvyrobky,




research and development,
manufacturing methods, processes,
techniques, chemical composition of
materials, applications for particular
technologies, materials, design and
vendor names.

Confidential Information shall not
include information which (i) is publicly
available prior to the date of the
Agreement or becomes publicly
available  thereafter through no
wrongful act of Investigator or
Institution; (i) was known to
Investigator thereafter from a third
party having an apparent bena fide
right to disclose the information; (iii} is
disclosed by Investigator in accordance
with the terms of SPONSCR’s prior
written approval; (iv) is disclosed by
SPONSOR without restriction on further
disdosure; (v) is independently
developed by Investigator; or (vi)
Investigator is obligated to disclose
pursuant to an order of a court of
competent jurisdiction or a facially valid
administrative, congressional or other
subpoena.

8.1 The Investigator represents and
warrants and that no trade
secrets or other confidential
information of any person, firm,
corporation or government
agency will be wrongfully
disclosed by the Investigator to
SPONSOR in connection with
the  Investigation. The
Investigator further represents
and warrants that none of the
provisions of this Agreement,
nor the Investigation,
contravenes or is in conflict with

vyndlezy, obchodné tajomstvo, vyskum
a vyvoj, vyrobné metody, postupy,
techniky, chemické zloZenie materidlov,
Ziadosti o konkrétne technoldgie,
materialy, dizajn a mena predajcov.

Doverné informacie nezahriajl
informdcie, ktoré (i) sO verejne
pristupné pred datumom dohody alebo
sa stand verejne pristupné po fiom bez
protipravneho ¢inu vyskumného
pracovnika alebo institlcie; (i) boli
vyskumnému pracovnikovi zname po
flom prostrednictvom tretej strany,
ktord ma zdanlivé bona fide pravo
zverejnit’ informacie; (ji) sd zverejnené
vyskumnym pracovnikom v silade s
podmienkami predchadzajiceho
pisomného sthlasu SPONZOR; (iv) si
zverejnené spolocnostou SPONZOR bez
obmedzenia dalSieho zverejnenia; (v)
si nezavisle ziskané vyskumnym
pracoviikom; alebo (vi) ktoré je
vyskumny pracovnik povinny spristupnit’
na zaklade prikazu sidu prisludnej
jurisdikcie alebo platného spravneho,
kongresavého alebo iného predvolania.

8.1 Vyskumny pracovnik prehlasuje
a zaruCuje, 7e Zadne obchodné
tajomstva ani iné déverné informécie
akejkolvek osoby, firmy, korporacie
alebo vladnej agentiry nebude v
siivislosti s vyskumom neopravnene
spristupfiovat’ spoloénosti SPONZOR.
Vyskumny pracovnik d'alej prehlasuje
a zaruCuje, Ze zadne ustancvenia
tejto dohody, ani vyskum, nie su
rozporupiné alebo v rozpore s
akoukolvek dohodou alebo
povinnostou, ktort vyskumny
pracovinlk ma alebo uzavrel s
akoukoftvek inou osobou, firmou,




8.2

any agreement the Investigator
has with, or obligations the
Investigator has to, any other

person,

firm, corporation or

government agency.

The Investigator agrees:

8.2.1 that in the course of the

8.2.2

Investigation, the
Investigator (including
co-investigators)  may
become the recipients of
Confidential
Information.

to receive and hold all
Confidential Information
acquired in connection
with the Investigation in
strict confidence and to
disclose such
Confidential Information
only to the authorized

persons of the
Institution  and its
representativas who

have agreed in writing
to be bound by the
terms of this Secticn 8.
Without affecting the
generality of the

foregoing, the
Investigator will exercise
no less care o
safeguard the

Confidential Information
acquired in connection
with the Investigation
than they exercise in
safeguarding their own
confidential information.

korporaciou alebo viddnou agentirou.

8.2 Vyskumny pracovnik s(hlasi:

8.2.1
vyskumny

spolupracujicich
pracovnikov)

ze v priebehu vyskumu sa
pracovnik (vratane
vyskumnych
adresatom

mdze stat’

dévernych informacii.

8.2.2

Ze bude prijimat’ a uchovavat’
vietky déverné informécie ziskané
v stvislosti s vyskumom v prisnej
tajnosti a zvergjiioval’ tieto
doverné informacie iba
opravnenym osobam Inétitdcie a
jej zastupcom, ktori sa pisomne
zaviazali, ze budi reSpektovat’
podmienky tejto &asti 8. Bez ujmy
vieobecnej  platnosti  vySSie
uvedeného  bude  vyskumny
pracovnik venovat’ taki nalefitd
starostlivostt na  zachovanie
dévernych informdcii ziskanych v
shvislosti s vyskumom, aki by
uplatnil pri zabezpecovani
vlastnych dévernych informacii.




8.3

8.2.3 that he/she will not disclose or

8.4

use Confidential Information
acquired in connection with the
Investigation, in whole or in
part, for any purposes other
than those expressly permitted
herein. Without affecting the
generality of the foregoing, and
subject to Section 9
(Publications) below, the
Investigator agrees that he/she
will not disclose any such
Confidential Information to any
third party or use same for
hisfher own benefit or for the
benefit of any third party.

The furnishing of Confidential
Information hereunder shall not
constitute or be construed as a
grant of any express or implied
license or other right, or a covenant
not to sue or forbearance from any
other right of action by SPONSOR
to the Investigator under any of
SPONSOR's patents or other
intellectual property rights.

Upon termination of  this
Agreement, the Investigator shall
immediately cease any and all
disclosures and uses of Confidential
Information acquired in connection
with the Investigation and shall
promptly return all written, graphic
and other tangible forms of the
Confidential Information and all
copies thereof, except one copy
which may be retained for record
retention purposes only.

8.2.3

8.3

34

7e nebude zverejfiovat’ alebo
pouZivat’ doverné informacie ziskané
v slvislosti s vyskumom, &i uz plne
alebo dastocne, na iné nez v tgjto
dohode vyslovne povolené Gcely. Bez
ujmy vieobecnej platnosti vyssie
uvedeného a s prihliadnutim na Cast’
9 (Publikdcie) nizSie vyskumny
pracovnik sdhlasi s tym, ze nebude
zverejiovat’ Ziadne takéto déverné
informéacie ziadnej tretej strane alebo
pouzivat' ich vo vlastny prospech
alebo v prospech akejkolfvek tretej
strany.

Poskytnutie  dovernych  informacii
podia tejto dohody neznamena a
nemozno ho vykladat’ ako udelenie
akéhokoif'vek  vyslovného  alebo
predpokladaného oprdvnenia alebo
iného  prava, alebo  prisfubu
nezaloval alebo  vzdanie sa
akéhokot'vek iného naroku na zalobu
zo strany SPONZOR na vyskumného
pracovnika v ramci niektorého z
patentov  alebo  inych  prav
dusevného vlastnictva SPONZOR.

Po ukondeni platnosti tejto dohody
musi vyskumny pracovnik okamZite
zastavitt vietky ozndmenia a
pouZivanie dbvernych  informacii
ziskanych v s(vislosti s vyskumom a
musi bezodkladne wvratit’ vSetky
pisomné, grafické aj iné hmotné
formy ddvernych informdcii a vietky
ich kopie, okrem jednej kdpie, ktort
si mdze uschovat’ len na ucely
uchovavania zaznamov.




8.5 The obligations of the Investigator
regarding disclosure and use of
Confidential Information acquired
in the Investigation shall survive
termination of this Agreement and
shall continue until the earlier of
the effective date of any of the
events set forth in the second
paragraph of this Section 8.

9. Publications

9.1 Multi-Center
Publications. Any multi-center
publication regarding the Study will
be coordinated by a publication
committee (if one is appointed) or
by Sponsor in accordance with the
SIM Publication Policy and in
accordance with provision of Article
36 of Declaration of Helsinki -
Ethical Principles for Medical
Research Involving Human Subjects
- Fortaleza 2013. Authorship will be
determined on the basis of the
Uniform Requirements for
Manuscripts Submitted to
Biomedical Journals (International
Committee of Medical Joumnal
Editors, copyright 2010). Being
qualified as author does not grant
any right to compensation or
remuneration unless it is expressly
agreed in writing between the
Parties,

Institution and the Principal
Investigator agree that any
publication by Institution or
Principal Investigator regarding
the Study conducted at
Institution shall not be made

8.5

Povinnosti vyskumného pracovnika v
ramci  zvergjfiovania a vyuZivania
dovernych informéacii ziskanych pri
vyskume zostdvajli v platnosti aj po
ukon¢eni tejto dohody a budu
pokradovat’ aZ do diia nadobudnutia
adinnosti  niektorej z  udalosti
uvedenych v druhom odseku tohto
bodu 8, podia toho, ktord nastane
najskor.

9. Publikide

9.1 Muiticentrové publikicie.
Akekol'vek multicentrové publikicie
tykajice sa Stidie bude koordinovat’
publikalny vybor (ak je menovany)
alebo sponzor v silade so zasadami
publikdcie SPONZOR a v silade s
ustanovenim cldnku 36 Helsinskej
deklaracie -  Etické  principy
medicinskeho vyskumu zahrfiujiceho
ludské subjekty - Fortaleza 2013.
Autorstvo sa stanovi na zidklade
jednatnych poZiadaviek pre rukopisy
predlozené biomedicinskym
¢asopisom  (Medzindrodny  vybor
redaktorov lekarskych

asopisov (Intermational Committee of

Medical Joumal Editors), autorské
prava 2010). Ak je niekto
klasifikovany ako autor, neposkytuje
mu to Zziadny narok na nahradu
alebo odmenu, ak to nie je vyslovne
pisomne dohodnuté medzi oboma
stranami.

Indtiticie a  hlavny  vyskumny
pracovnik sthlasia s tym, e akdkolvek
publikacia institicie alebo hlavného
vyskumného pracovnika tykajlica sa
Stadie vykonanej v indtitlicii, nesmie
byt  vykonana pred prvym




9.2

before the first multi-center
publication of the final results of
the Study. If there is no multi-
center publication of the final
results of the Study within
eighteen (18) months after:
(a)the Study has been
completed and terminated at all
sites; (b) the Study Data has
been received and analyzed by
Sponsor; () all queries or
issues have been resolved; and
(d) if the Study Data is to be
submitted by Sponsor to the
FDA, such submission s
complete; then Institution or
Principal Investigator shall have
the right to publish its own
results from the Study, subject
to the requirements described
above.

Publication and Use of Data. In
no event shall Institution or the
Principal Investigator or Study
Staff publish, cause to be
published or make any
presentation using data or
results of the Study that are
(a) false or misleading; or
(b) for commercial purposes.
Accordingly, decisions on timing
and content of publications and
presentations from the Study
will be coordinated with the
Sponsor in communication with
the participating centers
contributing Study Subjects to
the Study. Institution or
Principal  Investigator  shall
acknowledge Sponsor’s financial
support in publications prepared
in accordance with  this

multicentrovym zverejnenim
konetnych vysledkov stddie. Pokial’ nie
je k dispozicii multicentrova publikacia
konetnych vysledkov Stidie do
osemnastich (18) mesiacov po tom,
fo: (a) Stidia bola dokondend a
ukonena na vietkych miestach; (b)
idaje $tadie boli prijaté a analyzované
sponzorom; (¢) vietky otazky i
problémy boli vyrieSené; a (d) v
pripade, Ze (daje Studie maju byt
predloZené prostrednictvom sponzora
FDA, takéto podanie sa povaZuje za
Gplné; potom institicia alebo hlavny
vyskumny pracovnik budd mat’ pravo
zvergjnit’ svoje vlastne vysledky zo
Stadie, s vyhradou vy3Sie popisanych
poziadaviek.

9.2  Publikicia a pouzivanie Udajov.
Institdcia alebo hlavny
vyskumny pracovnik & personal
stadie nesmie v Ziadnom
pripade zvergjfiovat, ¢ nechat’
zverejnit’ alebo robit” akékol'vek
prezentacie pomocou  udajov
alebo vysledkov Stadie, kioré
(a) su nepravdivé alebo
zavadzajuce; alebo (b) boli
poskytnuté na komertné (cely.
V silade s tym budd
rozhodnutia © nacasovani a
obsahu publikacii a prezentacii
zo Stadie koordinované so
sponzorovom v komunikacii so
zidastnenymi strediskami, ktoré
poskytuju Stadii subjekty Stidie.
In3titlicia alebo hlavny
vyskumny pracovnik potvrdia
financnl podporu sponzora v

S



9.3

Agreement. Institution and
Principal  Investigator  shall
undertake to use best efforts to
ensure that each publication
complies with the requirements
of the International Committee
of Medical Journal Editors,
including  requirements  for
registration and financial
disclosures, if applicable.

Sponsor  Review, Principal
Investigator and Institution shall
provide a copy of any abstract,
presentation, journal,
manuscript (written by Principal
Investigator or Study Staff) and
all related materials relating to
the Study to Sponsor at least
sixty (60) days prior to the
proposed submission date to
allow Sponsor to:

(a) ascertain whether
Sponsor's  Confidential
Information would be
disclosed by the
publication;

(b) identify potentially
patentable technology
so that appropriate
steps may be taken to
protect such technology;

() confirm that the privacy
rights of individuals are
adequately protected;
and

(d) confirm that the
publication  standards

publikdcidch pripravovanych v
silade s touto dohodou.
Indtitdcia a hiavny vyskumny
pracovnik sa zavazujli vynaloZit’
maximalne Usilie na to, aby
zabezpedili, aby kazda
publikacia bola v sllade s
poziadavkami Medzinarodného
vyboru redaktorov lekdrskych
fasopisov, vritane poZiadaviek
na registraciu a zverejfiovanie
financnych informacii (v pripade
potreby).

9.3 Revizia  sponzorom.  Hiavny

vyskumny pracovnik a indtitGcia
musia poskytnat’ képiu kaZdého
abstraktu, prezentacie, Casopisy,
rukopisu (ktoré napisal hlavny
vyskumny  pracovnik  alebo
pracovnici Stadie) a vSetkych
stvisiacich materialov
vzt'ahujlicich  sa  k  &ddii
sponzorovi najmenej Sest'desiat
(60) dni pred navrhovanym
datumom podania, &m umoZiiujd
sponzorovi, aby:

(a) zistil, i dévemné
informacie sponzora bud(
opisané v publikdcii,

(b) identifikoval potenddine
patentovatelné
technoldgie, aby sa
mohli  prijat vhodné
opatrenia na ochranu
tejto technologie,

(c) potvrdil, Ze prava na
stkromie  jednotlivcov
boli primerane chranené
a

(d) potvrdil, Ze si splnené




set forth in this
Agreement are met,

If Sponsor determines that the
proposed publication does not
meet these standards or
contains Confidential
Information or if Sponsor wishes
to file patent or trademark
application(s), Institution and
Principal Investigator agree to
refrain  from making the
publication until such time that
Sponsor may verify the accuracy
of the proposed publication,
remove the Confidential
Information, file patent and
trademark application(s), or
resolve any other issues.
Principal  Investigator and
Institution will redact or
otherwise modify the proposed
publication to remove any
inaccurate language or
language that Sponsor believes
in good faith to be detrimental
to Sponsor’s intellectual
property interests.

10. Inventions

The Investigator agrees that any and all
inventions (including, without limitation,

discoveries, designs, methods,
processes,  products, conceptions,
innovations, improvements,

enhancements and the like) relating to
the Investigation whether patentable or
not, made, developed, perfected,
devised, conceived or first reduced to
practice by Investigator, either alone or
with others, during the term of this
Agreement and in the course of or in
any way connected with Investigator's

normy na publikdciu
stanovené v lejto
dohode.

Ak sponzor stanovi, ze navrhovand
publikdcia nespifia tieto normy alebo
obsahuje déverné informécie, alebo ak
si sponzor praje podat’ patentovi
prihlasku  alebo  prihlasku/prihlasky
ochrannej znamky, indtiticia a hlavny
vyskumny pracovnik sthlasia s tym, ze
so zverejnenim pofkaji do tej doby,
kym sponzor overi  spravnost
navrhovanej  publikdcie,  odstrani
doverné informacie, poda patentovl
prihladku a prihldgku(-y) ochrannej
zndmky alebo wvyriedi iné problémy.
Hlavny  vyskumny pracovnik a
instithcia buda redigovat” alebo inak
upravovat’ navrhované vydanie tak,
aby sa odstranili akékolvek jazykové
nepresnosti alebo jazyk, ktory sponzor
povazuje v dobrej viere za Skodlivy pri
ochrane svojich zaujmov v oblasti
dudevného viastnictva.

-

10.Vynalezy

vyskumny pracovnik sthlasi s tym, Ze
vietky vynalezy (vratane, ale nielen,
objavov, priemyselnych vzorov, metdd,
postupov, produktov, koncepcii, inovadii,
zlepSeni, vylepSeni a  podobne),
vztahujice sa k vyskumu, bez ohladu
na to, & si alebo nie si
patentovatelng, ktoré vykonal, vyvinul,
vypracoval k dokonalosti, vymyslel,
koncipoval alebo najprv do praxe
zaviedol vyskumny pracovnik, a to bud’
samostatne alebo spolu s inymi
osobami, v priehehu trvania tejto




work for SPONSOR will be the sole and
exclusive property of SPONSOR The
Investigator will hold each and every
such invertion for SPONSOR’s benefit
and promptly disclose to SPONSOR in
writing complete information thereon.
The Investigator agrees to assist
SPONSOR in any and all matters
pertaining to obtaining patents on such
inventions and to execute documents
including but not limited to assignments
to SPONSOR, which SPONSOR deems
necessary for that purpose, when, and
as requested by SPONSOR. If any such
activities are performed after the
termination  of this  Agreement,
SPONSOR will pay Investigator at a
mutually agreed rate for reasonable
time spent in the performance thereof
and will reimburse Investigator for
reasonable and necessary out-of-pocket
expenses actually incurred for or in
connection with such activities. Any
other  discoveries or inventions
developed or conceived solely by the
Investigator will be the sole property of
the Investigator.

11. Representations and Warranties

The Investigator represents and
warrants that: a) there is no legal or
contractual impediment to his/her
entering into  this  Agreement,
particularly in the Investigator’s contract
with Institution, if any; b) the
performance and receipt of financial
support as provided in the Agreement
by Investigator or any co-investigator
are not in violation of any other
agreement with other parties or of any

dohody a v priebehu prace alebo
akymkolvek spdsobom prepojené s
pracou vyskumného pracovnika pre
SPONZOR, ostavajl vyhradnym
vlastnictvom SPONZOR.  Vyskumny
pracovnik uchova kazdy takyto vyndlez
v prospech SPONZOR a ¢o najskér o
flom SPONZOR poskytne pisomne
vietky informacie. Vyskumny pracovnik
sihlasi s tym, Ze SPONZOR v
akychkolvek zaleZitostiach tykajdcich sa
ziskavania patentov na tieto vynalezy a
pripravi dokumenty, vratane, ale nielen,
ich  pridelenia  SPONZOR, kioré
SPONZOR povaZzuje za potrebné na
tento Ocel, kedykolvek o to poZiada
SPONZOR. Ak su tieto dinnosti
vykonané po ukonceni tejto dohody,
SPONZOR zaplati vyskumnému
pracovnikovi vzajomne dohodnut( sumu
za primerand dobu strdvend pri ich
plneni a uhbradi  vyskumnému
pracovnikovi primerané a nevyhnutné
hotové  vydavky, kitoré skutocne
vynalozil na alebo v sdvislosti s tymito
dinnostami. Akékolvek daldie objavy
alebo  vyndlezy vyvinuté  alebo
koncipované vyhradne  vyskumnym
pracovnikom budd vyhradnym
majetkom vyskumného pracovnika.

11. Vyhidsenia a zéruky

Vyskumny pracovnik prehlasuje a
zaruCuje, 7e: a) neexistuje Zadna
pravna alebo zmluvnd prekdZka pre
jeho uzavretie tejto dohody, najméa
pokial ide o akidkotvek zmluvu
vyskumného pracovnika s ingtitdciou, ak
taka existuje, b) wvykon a prijem
finanCngj podpory, ako vyskumny
pracovnik alebo spolupracujici
vyskumny pracovnik stanovili v dohode,
nie s v rozpore s akoukofvek inou




restrictions of any kind, including local
law, and; ¢) to the extent required by
law or the policies of the employer of
Investigator or any co-investigator,
Investigator and any co-investigator
have made all necessary disclosures,
and received all required approvals
from, the employer of Investigator or
any co-investigator regarding the
services and  financial  support
contemplated By this Agreement. More
specifically, the Investigator represents
and warrants that to the extent
required hefshe has applied for
approvals for use of the personnel,
premises, equipment and technical
facilities in which hefshe conducts the
Investigation in accordance with this
Agreement. The Investigator further
acknowledges and agrees that the
payments under this Agreement include
any compensation owed to the
Institution, for use of personnel,
premises, technical facilities, equipment
etc. and that no payment should be
done by SPONSOR to Institution for the
conduct of the Investigation.

In addition, the Investigator warrants
and represents that his/her agreement
to participate in and conduct the
Investigation described herein is in no
way dependent or conditioned upon or
otherwise tied to the purchase of
SPONSOR products or services by
Investigator and/or any co-investigator,
except as may be needed directly for
purposes of the Investigation.

dohodou s inymi stranami, alebo
akymikol'vek obmedzeniami
akéhokol'vek druhu, vritane miestnych
pravnych predpisov, a ¢) v rozsahu
poZadovanom zakonom alebo politikou

zamestnavatela vyskumného
pracovnika alebo ktoréhokol'vek
spolupracujticeho vyskumného

pracovnika. Vyskumny pracovnik a
spolupracujiici  vyskumny  pracovnik
vykonali vietky potrebné vyhlasenia a
ziskali v3etky potrebné povolenia od

zamestnavatela vyskumného
pracovriika alebo ktoréhokol'vek
spolupracujiceho vyskumného

pracovnika, pokial ide o sluzby a
finan¢nd podporu podla tejto dohody.
Presnejsie povedané, vyskumny
pracovnik prehlasuje a zarucuje, Ze v
poZadovanom rozsahu poziadal o
schvdlenia na vyuZitie zamestnancov,
priestorov, vybavenia a technického
zazemia, v ktorom vedie vyskum v
silade s touto dohodou. Vyskumny
pracovnik dalej berie na vedomie a
suhlasi s tym, Ze platby v ramci tejto
dohody zahraji akikolvek nahradu
Institiicii, za vyuZivanie zamestnancov,
priestorov,  technického  zdzemia,
vybavenia a pod, a ze SPONZOR
nezaplati inétitlcii za vyskumné prace.

Okrem toho sa vyskumny pracovnik
zaruCuje a vyhlasuje, ze jeho suhlas
zufastnit’ sa a vykonat vyskum tu
popisany v Ziadnom pripade nezavisi
alebo nie je podmieneny ani inak
spojeny s nakupom vyrobkov alebo
sluzieb SPONZOR vyskumnym
pracovnikom  a/alebo  ktorymkolvek
spolupracujiicim vyskumnym
pracovnikom, s vynimkou pripadov,
kedy to mbZze byt potrebné priamo na




General Data Protection Regulation (GDPR)

The Customer and the Institution are
independent operators and process the
personal data of the natural persons
concerned when carrying out their
activities.

Both parties undertake to comply
with the obligations under 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, repealing
Directive 95/46/EC (General Data
Protection Regulation).

Both patties declare that the
personal data of the persons concerned
- patients of the Institution are provided
in the public interest for the purposes of
scientific rasearch.

The Contracting Parties undertake to
protect the personal data of the persons
concerned from misuse, alienation,
unauthorized disclosure, provision or
other inadmissible forms of processing
and shall, when processing them, take
appropriate technical and organizational
measures to ensure a safety level
appropriate to the risks of their use.

The Parties are also required to
ensure that the designated persons
authorized to process the personal data
of the persons concemed for the
purposes of the investigation covered
by this Agreement are duly instructed
prior 1o their processing and are bound
by the obligation of confidentiality
regarding such data, even after their
legal relationship with the Contracting

Ucely tohto vyskumu.

Ochrana osobnych ddajov a povinnost’

mi¢anlivosti (GDPR)

Zaddvatel' a InStitGcia si samostatni
prevadzkovatelia a pri vykone ich
dinnosti  spracdvaji  osobné (daje
dotknutych fyzickych osdb.

Obe zmluvné strany sa zavazujd, Ze
budd dodrfiavat’ povinnosti v zmysle
Nariadenia Eurdpskeho parlamentu a
Rady (EU) 2016/679 z 27.04.2016 o
ochrane fyzickych os6b pri spraciivani
osobnych ddajov, ktorym sa zruduje
smemica 95/46/ES (vSeobecné
nariadenie o ochrane osobnych (dajov).

Obe zmiuvné strany wyhlasujd, Ze
osobné (daje dotknutych ostb -
pacientov Indtiticie si poskytuji vo
verejnom zaujme na (dely vedeckého
vyskumu.

Zmluvné strany sa zavazujd, Ze
budd chranit’ osobné (daje dotknutych
osdb pred zneuZitim, odcudzenim,
neopravnenym spristupnenim,
poskytnutim alebo inymi nepripustnymi
formami  spracivania, a pri ich
spracivani vykonaji primerané
technické a organizatné opatrenia na
zaistenie Grovne bezpefnosti primerane;
rizikam ich pouZitia.

Zmluvné strany si tieZz povinné
zabezpecit, aby nimi urené osoby
oprévnené spracivat osobné (idaje
dotknutych o0séb na déely vyskumu,
ktory je predmetom tejto Dohody boli
pred ich spractivanim riadne poufené a
zaviazané povirinostou mlicanlivosti o
tychto udajoch, a to aj po zaniku ich
pravneho vzt'ahu k zmluvnej strane.




Party is terminated.
The Customer obligatorily declares that in
cases of data transfers outside the
European Economic Area (EEA) to third
countries which do not provide the same
level of protection as is required within the
EEA, these transfers will be carried out only
in accordance with Art. 49 of the GDPR
Regulation, based on (i) the Decision of the
European Commission, or (i) the agreed EU
standard contractual clauses for the transfer
of personal data from the EU to third
countries, e.g. USA.

12.Term and Terminafion

Term

For the purpose of this Agreement,
the term “Study End” means when
the follow up of the last patient
enrolled in the Investigation has
been completed according to the
Pratocol.

The term of this Agreement shall
commence on the date set forth
above (the Effective Date) and shall
terminate one year after the Study
End. The term of this Agreement
may be extended prior to the
expiration hereof by mutual written
agreement of the parties.

Termination

Either SPONSOR, the Institution or
the Investigator may terminate the
participation of the Investigator in
the Investigation at any time upon
serving a thirty (30) days prior
written notice to the cother party. If
the participation of the Investigator
in the Investigation is terminated
before completion of the
Investigation, Investigator, based on

Zadavatel' zaviazne wyhlasuje, Ze v
pripadoch prenosu GOdajov mimo Eurdpskeho
hospodérskeho priestoru  (EHP) do tretich
krajin, ktoré neposkytujd rovnakd Groveri
ochrany ako sa pozaduje v rdmd EHP, bude
tieto prenosy vykondvat len sdlade s <. 49
Nariadenia GDPR, na zaklade i) Rozhodnutia
Eurdpskej komisie, alebo ii) schvalenych
Eandardnych zmluvnych doloZiek EU na prenos
osobnych tdajov z EU do tretich krajin, napr.
USA.

12. Doba trvania a ukoncéenie

Doba trvania

Na dcely tejto dohody wvyraz
JUkoncenie  Studie”  znamena
posledné  vySetrenie  pacienta

zapisaného do Studie ukondené v
stilade s protokolom.

Doba trvania tejto dohody zalina
dfiom uvedenym vySSie (datum
Ucinnosti) a skondi rok po ukoncéeni
Stidie. Doba trvania tejto dohody
mdZe byt predizend pred uplynutim
tejto dohody vzdjomnou pisomnou
dohodou zmluvnych stran.

Ukoncenie

Bud SPONZOR, InstitGcia alebo
vyskumny pracovnik mdZzu ukondit
U€ast’ vyskumného pracovnika na
stadii  kedykofvek po  uplynuti
tridsiatich (30) dni od dorucenia
pisomného  oznamenia  druhej
strane. Ak je ucast’ vyskumného
pracovnika na 3tadii ukondend pred
ukonenim  3tidie,  vyskumny




the written agreement with the
Institution, agrees to continue
follow-up of all patients of the
Institution who have already
received the device in accordance
with the investigational plan.

Either SPONSOR, the Institution or
the Investigator may terminate this
Agreement  immediately  upon
breach by the other party of a
material provision of  this
Agreement, or in the event of
termination of the Investigation by
any governmental or regulatory
authority. If the participation of the
Investigator in the Investigation is
terminated before completion of the
Investigation, Investigator, based on
the written agreement with the
Institution, agrees to continue
follow-up of all patients of the
Institution who have already
received the device in accordance
with the investigational plan.

Enrollment for the Investigation will
terminate when the population as
defined per protocol (Exhibit E) has
been reached.

13. Correspondence

Except as expressly stated in this
Agreement to the contrary, any
communication or notice to be given
or made under this Agreement shall
be in writing and delivered by mail,
e-mail or telefax with proof of
receipt, to the address or fax number
of the relevant party indicated here
below:

pracovnik sihlasi s tym, Ze na
zdklade pisomnej dohody s
Indtiticiu  bude  pokradovat  vo
vySetreni  vietkych  pacientov
Indtiticie, ktorf u? dostali zariadenie
v siilade s planom skagok.

Bud® SPONZOR, Indtiticia alebo
vyskumny pracovnik méZu tito
dohodu okamzite ukondit na
zéklade  poruSenia  ddleitého
ustanovenia tejto dohody druhou
zmluvnou stranou alebo v pripade
ukonCenia  Stddie  akymkofvek
viadnym alebo regulaénym
organom. Ak je (éast’ vyskumného
pracovnika na $tidii ukondena pred
ukonCenim  $t(die,  vyskumny
pracovnik s(hlasi s tym, Ze na
zéklade pisomnej dohody s
Indtitliciu  bude pokradovat’ vo
vySetreni  vietkych  pacientov
Institicie, ktori uZ dostali
zariadenie v sulade s planom
skasok.

Zapis na vyskum sa ukondi, ked' sa
dosiahne pocet fudi, ako je
stanovené v protokole (D6kaz E).

13. KoreSpondencia

S vynimkou pripadov  vyslovne
uvedenych inak v tejto dohode, musi
byt akdkolvek komunikicia alebo
upozornenie uskutocnené v ramci
tejto dohody pisomné a dorucené
postou, e-mailom alebo telegraficky
s dorucenkou, na adresu alebo
faxové &islo  prisluine]  strany
uvedené nizsie:
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SPONSOR:

Clinical Project Manager — CRD888 —
Confirm Rx SMART Registty

ST. JUDE MEDICAL Coordination Center
BVBA

Clinical Department EMEAC

Da Vincilaan 11 — Box F1
1935 ZAVENTEM
Belgium

National Institute for Cardiovascular
Diseases,
Pod Krasnou hérkou 1
833 48 Bratislava 37,
Slovak Republic
And
Principal Investigator:

Prof. MUDr. Rébert Hatala, CSc.
National Institute for Cardiovascular
Diseases,

Pod Krasnou horkou 1,

833 48 Bratislava 37,

Slovak Republic

14. Governing Law/Jurisdiction
This Agreement shall be governed and
construed in accordance with the laws
of the Slovak Republic and the
European Union regulations binding on
the Contracting Parties.
Any discrepancies in the interpretation
and/or performance of this Agreement
are subject to the jurisdiction of the
courts of the Slovak Republic.
The Agreement is drawn up in English
and Slovak languages. In case of
discrepancies in the linguistic meaning
of the tedt, the Slovak version is
decisive.

SPONSOR:

Clinical Project Manager — CRD888 -
Canfirm Rx.SMART Registry

ST. JUDE MEDICAL Coordination Center
BVBA

Clinical Department EMEAC

Da Vincilaan 11 — Box F1
1935 ZAVENTEM
Belgicko

Narodny Gstav srdcovych a cievnych
choréb, a.s.,

Pod Krasnou horkou 1

833 48 Bratislava 37,

Slovenska republika

a

vyskumny pracovnik:

Prof. MUDr. Robert Hatala, CSc.
Narodny Gstav srdcovych a cievnych
chordb, a.s.,

Pod Krasnou hérkou 1

833 48 Bratislava 37,

Slovenska Republika

14. Rozhodné pravo/jurisdikcia

Tato dohoda sa bude riadit’ a vykladat' v
silade s pravnym poriadkom Slovenskej
republiky a predpismi Eurépskej dnie,
ktorymi st zmiuvné strany viazané.
Akékolvek rozpory tykajlice sa vykladu
a/alebo plnenia tejto Dohody padliehajd
jurisdikcii sGdov Slovenskej republiky.
Dohoda je vyhotovena v jazyku anglickom a
v jazyku slovenskom. V  pripade
nezrovnalosti v jazykovom vyzname textu,
slovenska verzia bude rozhodujica.




15. Entire Agreement

This Agreement and its exhibits
constitute the entire agreement
between the parties concerning the
subject matter and supersede all prior
communications, undertakings and
agreements with respect thereto. This
Agreement may only be modified or
amended by a written document signed

15. Cela dohoda

Tato dohoda a jej dokazy predstavuji Gplnt
dohodu medzi zmluvnymi stranami ohl'adom
predmetu a nahradzaju vsetky
predchadzajlice oznamenia, zaruky a dohody
S nimi slvisiace. Tato dohoda sa mdZe
menit’ alebo doplfat’ iba formou pisomného
dokumentu podpisaného vietkymi stranami.

by all parties.

16. Non-Assignment
The Investigator shall not assign, cede,
subcontract or transfer rights or duties
under this Agreement without the prior
written approval of SPONSOR.

17. Exhibits:
Exhibit A : Clinical Study Financial
Support Agreement
Exhibit B : Protocol

Consenting to the above terms, the
parties hereby execute this Agreement as
of the Effective Date identified above.
Each party acknowledges receipt of a
duly signed original.

for the Institution

Ing. Mongi Msolly, MBA

CEO and Chairman of the Board
Signature and date

16. Nepriradenie
Vyskumny pracovnik nesmie previest',
postupit’, subdodévat’ alebo prevadzat’
prava a povinnosti podla tejto dohody
bez predchadzajiceho pisomného
sthlasu SPONZOR.

17. Dokazy:
Dbkaz A : Dohoda o finan¢nej
podpore klinickej Stldie
Dbkaz B : Protokol

Zmluvné strany sdhlasia s vyssie
uvedenymi podmienkami a tymto
uvadzaju tito dohodu do platnosti k
datumu Gcinnosti uvedenému vyssie.
Kazda zo stran potvrdzuje prijem riadne
podpisaného originalu.

MUDr. Ivo GaSparovi¢, PhD., MPH
Vice Chairman
Signature and date

Za instittciu:

Ing. Mongi Msolly, MBA

generalny riaditel’ a predseda predstavenstva
Podpis a datum

MUDr. Ivo GasSparovic, PhD., MPH
podpredseda predstavenstva
Podpis a datum




Prof. MUDr. Robert Hatala, CSc. Prof. MUDr. Robert Hatala, CSt.

Investigator Signature & Dat Podpis vyskumného pracovnika a datum
Alessandra Denaro Alessandra Denaro
Senior Director Clinical Affairs Senior riaditel’ pre klinické zalezitosti

For St. JUDE MEDICAL Za St. JUDE MEDICAL




CLINICAL STUDY FINANCIAL
SUPPORT AGREEMENT EXHIBIT
A

In consideration of the agreement of the
Investigator to conduct the Confirm Rx SMART
Registry, as set forth in the accompanying the
Clinical Study Agreement, SPONSOR will provide
financial support to the Investigating Parties for
patient enroliment, follow-up and case report
forms completion and submission as set forth
below.

1. The parties agree that the term of this
Financial Support Agreement is for the
duration of the Study, as per the
protocol, anticipated to last a minimum
of 3 years, after the first patient
inclusion.

2. This Financial Support Agreement is
subject to the terms and provisions of
the accompanying the Clinical Study
Agreement.

3. The amount of financial support paid by
ST. JUDE MEDICAL shall be based on the
number of case freport forms received
and entered into the study database,
according to the following:

4. Institution shall use its best reasonable
efforts to recruit the first patient within
one (1) month of the Study initiation and
to complete enrollment of minimum
one (1) patient and maximum up to
(30) Patients.

DOHODA O FINANCNEJ

PODPORE KLINICKEJ STUDIE
DOKAZ A

S ohl'adom na suhlas vyskumného pracovnika
vykonavat’ Confirm Rx SMART Registry, ako je
uvedené v sprievodnej dohode o klinickej tddii,
poskytne SPONZOR finanéni podporu stranam
uskutohiujlcim vyskum na zapis pacientov,
sledovanie, vypinenie a podanie formularov
pripadovych sprdv, ako je uvedené nizéie.

1. Strany sa dohodii, Ze trvanie tejto
dohody o financnej podpore je po cell
dobu trvania Stidie podla protokolu, v
predpokladanom trvani minimalne 3 roky
po prvom zaradeni pacienta.

2. Tato dohoda o finan¢nej podpore je v
silade s podmienkami a ustanoveniami
sprievodnej dohody o klinickej Stidii.

3. Suma finan¢nej podpory uhradzana
spolo¢nost'ou ST. JUDE MEDICAL bude
zavisiet’ od poctu formularov pripadovych
sprav prijatych a zaradenych do databazy
Studie, podia nasledujicich pravidiel:

4. InstitGcia vyvinie primerané Usilie k
naboru prvého pacienta do jedného (1)
mesiaca po zadati stidie a k dokoneniu
registracie minimalne jedného (1)
pacienta a maximalne aZ tridsat’ (30)
pacientov.

ID FO62 — Clinical - Clinical Study Agreement — Rev. 2
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Total Euros

Reimbursement for M “:::'t i‘;’;‘b (if NOT part of
;tsgg?gu-;iss—ra:nd Enroliment | Procedure | 30 Day/ | (Remote)/ | 12 month / study) / Sé’;;:::::l{
. / / 30-dfiovd | 6 mesaénd | 12-mesacna Celkom eur x
FURO) / l‘!hrada 2 Zaradenie | Procediira | ndvSteva | naviteva naviteva (ak je sagasfou (a'kaII'E s
Standardné TESTY a (na dialku) padstadie) susasrel
prodediry (v EUR) podctud]

Enrollment eCRF
(Inclusion/exclusion,
demographics, PE, ICM

70, 70,00
indication, Cardio History, Lt 00
Arrhythmia history) / zdznam
o zaradeni pacienta
EQ-SD questionnaire /EQ-SD | 35 o 30,00 30,00 90,00 90,00
dotaznik
i L
Insertion Procedure eCRF / 40,00 46,00 Hik

procedura zavedenia

Subject Patient Experience

Survey eCRF / Prieskum 35,00 35,00 70,00 70,00
skisenosti pacienta

Home Monitoring
questionnaire (HoMASQ)

30
eCRF / Dotaznik domaceho e 30,00 G,L0 SLop
monitorovania
Holter Monitoring Start Visit
if part of Sub-stud
eCRPLIf part af Su-stud) / 20,00 20,00
Navéteva na zapojenie
Holterovha monitora
Holter Monitoring Stop Visit
eLRF(ff peftof Sub-<tdy]./ 20,00 20,00
Navsteva na odpojenie
Holterovha monitora
FalloveupetBls/ dakle 70,00 45,00 70,00 185,00 185,00
sledovanie
Total 100,00 40,00 205,00 45,00 165,00 555,00 515,00
As Required /
OPTIONAL CRF compensation Per Event - Ako
{in EURO} / platby za NEPOVINNE vy¥etrenia sa vyZaduje /
na udalost
AF eCRF / neZiaduca udalost 80,00
Follow Up - Unscheduled Eerf / dalsie sledovanie - nepldnované 70,00
Product Out of Service eCRF / Vyradenie produktu z prevadzky 20,00
Insertion Procedure eCRF (if re-attempted procedure) / Postup 2000
vioZenia monitora {ak sa pokus opakuje) =
Insertion Physician Survey eCRF (one per implanteur) / Prieskum 55.00
spokojnosti lekdra (jeden na lekara) z
Physician Survey eCRF for Remote Follow-up (one per physician} /
: : S . . , 75,00
prieskum spokojnosti lekara s dialkovym sledovanim
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—

System Revision eCRF / revizia systému

40,00

Healthcare Utilization eCRF / vyuZitie zdravotnej starostlivosti

80,00

Withdrawal eCRF / vyradenie pacienta

20,00

Death eCRF / Umrtie

40,00

Fees are VAT exdluded. / Poplatky nezahriiajd DPH.

Payment of the financial support will be made
periodically by ST. JUDE MEDICAL (at least once
a year), upon reception of an invoice or other
payment request from ane or both of the
Investigating Parties. Institution shall issue and
send invoices as per Sponsor’s instructions.

Invoice should be sent by Email to:

with following details:
Abbott/ST. JUDE MEDICAL Coordination
Center BVBA — Clinical Study Payment
Team - The Corporate Village - Da
Vincilaan 11 Box F1 - B-1935 Zaventem -
VAT: BEGB888256714

Institution shall issue and send invoices as per
Sponsor's instructions.

Financnd padporu bude pravidelne vyplacat’ ST.
JUDE MEDICAL (minimalne raz rocne) po prijatf
faktiry alebo inej Ziadosti o platbu zo strany
jednej alebo oboch stran uskuto&fiujiicich
vyskum., Instit(icia je povinna vystavit’ a zaslat’
faktdru podla pokynov sponzora.

Fakt(ru je potrebné zaslat’ e-mailom na:

) s nasledujicimi Gdajmi:
Abbott/ST. JUDE MEDICAL Coordination
Center BVBA — Clinical Study Payment
Team - The Corporate Village - Da
Vincilaan 11 Box F1 - B-1935 Zaventem -
1€ DPH: BE0S88256714

Indtitlcia je povinna vystavit’ a zaslat’ faktGru
podfa pokynov sponzora.
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Investigating Parties direct ST. JUDE MEDICAL, Strany uskutoChujuce vyskum inStruujd ST. JUDE
upon ST. JUDE MEDICAL’s receipt of an invoice MEDICAL, po obdrzani faktiry spolonostou ST.
and confirmation that the services covered by the JUDE MEDICAL a potvrdeni toho, Ze sluzby, na ktoré
invoice have been performed, to make payment sa faktira vztahuje, boli vykonané, aby vypiatila

under this Financial Support Agreement to: sumu na zaklade tejto dohody o financnej podpore:
Account #: Cislo Gttu:

Name: Meno:

Ing. Mongi Msolly, MBA Ing. Mongi Msolly, MBA

Name Bank: Nazov banky:

Address bank: Adresa banky:

BIC/SWIFT CODE: KOD BIC/SWIFT:

IBAN: IBAN:

Principal Investigator shall receive Hlavny vyskumny pracovnik dostane
remuneration odmeny

Investigator details: Podrobnosti o vyskumnom pracovnikovi:
Account #: Cislo Gctu:

Name: Prof. MUDr. Rébert Hatala, CSc. Meno; Prof. MUDr. Rébert Hatala, CSc.

1D FO69 — Clinical - Clinical Study Agreement — Rev, 2
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Name Bank: Nazov banky:

Address bank: Adresa banky:

BIC/SWIFT CODE: KOD BIC/SWIFT:

IBAN: IBAN:

1%t Co-Investigator shall receive Prvy spolupracujiici vyskumny pracovnik
remuneration dostane odmeny

Account #: Cislo actu:

Name: MUDr. Peter Hlivak, PhD Meno: MUDTr. Peter Hlivak, PhD

Name Bank: Nazov banky: -

Address bank: Adresa banky: |

ID FO69 — Clinical - Clinical Study Agreement — Rev. 2
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BIC/SWIFT CODE:

KOD BIC/SWIFT:

IBAN:

2nd Co-Investigator shall receive
remuneration

IBAN:

Druhy spolupracujiici vyskumny pracovnik
dostane odmeny

Account #:

Cislo 0tu:

Name: MUDr. Jozef Salmas

Meno: MUDr. Jozef Salmas

Name Bank: Nazov banky:
Address bank: Adrasa banky:
BIC/SWIFT CODE: KOD BIC/SWIFT: °
IBAN: IBAN:

Consenting to the above terms, the parties
hereby execute this Agreement as of the
Effective Date identified above. Each party

acknowledges receipt of a duly signed copy.

Zmluvné strany sahlasia s vysSie uvedenymi
podmienkami a tymto uvadzaji tito dohodu
do platnosti k datumu G&innosti uvedenému
vysSie. Kazda zmluvna strana potvrdzuje
prijem riadne podpisanej kdpie.
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