~ CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement
(“Agreement™), which shall become
effective on the day after its publication in
the Register of Contracts (“Effective Date™),
... isbyandbetween:.
ACTICOR BIOTECH with its principal place
of business at Inserm U1148-Hépital Bichat,
46, rue Henri Huchard, 75018 Paris Cedex 18
JFrance

(“‘Sponsor™),

Fakultna nemocnica Trnava, with its principal |
place of business at Andreja Zarnova 11, 917
75 Trnava, Slovak Republic, Company No:

- 00610381, VAT ID 2021191084, represented
by JUDr. Vladislav Srojta
(“Institution™),

and
MUDr. Georgi Krastev, PhD., date of birth
nlace of residence: ©

. (“Principal Investigator”),
- each a “Party” and collectively “the Parties.”

Whereas

A. Sponsor desires Institution and
Principal Investigator to conduct a
medical research study (the “Study”™)
of GLENZOCIMAB  (“Stady
Drug”) under the Sponsor protocol
entitled “A RANDOMIZED,
DOUBLE BLIND, MULTICENTER,
MULTINATIONAL, PLACEBO
CONTROLLED, PARALLEL
GROUP, SINGLE DOSE,
ADAPTIVE  EFFICACY  AND
SAFETY STUDY OF
GLENZOCIMAB USED AS AN
ADD-ON THERAPY ON TOP OF
STANDARD OF CARE IN THE 4.5
HOURS FOLLOWING AN ACUTE |

ZMLUVA O KLINICKOM SKUSANI
Tato Zmluva o klinickom ski$ani (,,Zmluva“),

ktora nadobuda ti¢innost’ v deri po jej zverejneni v
- Registri zmhiv (,Datum G&innosti), je uzavreta

medzi:

 ACTICOR BIOTECH so sidlom na adrese Inserm

U1148-Hépital Bichat, 46, rue Henri Huchard,
75018 Paris Cedex 18 , Franclizsko

(“Zadavatel™),
Fakultnd nemocnica Trnava, so sidlom Andreja

%)

Zarnova 11, 917 75 Trnava, Slovenskd republika,

ICO 00610381, DIC 2021 191084,
zastupend JUDr. Vladislav Srojtou
{(“Zdravotnicke zariadenie™),

e
‘MUDr. Georgi Krastev, PhD., datum narodenia
miectn tryalého bydliska: )

(.. Hlavny skugajuci"),

jednotlivo “zmluvna strana” a spoloén
“zmluvné strany.”

Pricom

A. Zadavatel si Zeld aby Zdravoinicke
zariadenie a Hlavny skifajuci uskutoénili
lekarske vyskumné skifanie (“Skiianie™)
licku GLENZOCIMAB (“Sktidany liek™)
na zéklade protokolu zadavatela pod

nazvom “RANDOMIZOVANE,
DVOJIITO ZASLEPENE,
MULTICENTRICKE,

MEDZINARODNE, PLACEBOM
KONTROLOVANE ADAPTIVNE

KLINICKE SKUSANIE BEZPECNOSTI
A UCINNOSTI GLENZOCIMABU S
PARALELNYMI  SKUPINAMI A
JEDNOU DAVKOU, V PRIDAVNEI

LIECBE K STANDARDNEJ] LIECBE :
POCAS 4,5 HODIN PO AKUTNEJ
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ISCHEMIC STROKE”, ACT-CS-005 ISCHEMICKE) CIEVNEJ MOZGOVEJ

(“Protocol™); PRIHODE*, ACT-CS-005 (“Protokol”);
B. Sponsgr h:% aithci el Wotldwde B. Zadavatel' poveril Worldwide Clinical
Clinical Trials Slovakia sr.o., Trials Slovakia s.r.0., Cintorinska 7, SK-
Cintorinska 7, SK-811 08 Bratislava, 811 08 Bratislava, Slovenska republika (IC
Slovak Republic (VAT Reg No: DPH: SK2022851039) vratane dcérskych
SK2022851039) and its affiliates spolognosti (“Worldwide™), na zaklade
(“Worldwide”), pursuant to a wriiten pisomnej zmluvy, za acelom kooordinicie
agreement to coordinate and/or afalebo realizacie urcitych ¢innosti v Gilohe
perform cerfain activities as the autorizované¢ho  zastupcu  Zadavatela,
authorized agent of Sponsor, including vratane - okrem iného - rokov?vma' a
but not limited to, negotiation and uzatvaranie zmlGv o klinickom skaSani a
execution of clinical trial agreements monitorovania vedenia SkiiSania.
~and monitoring of the Study conduct. -
 Definitions MR ST )] 0| (- IE——
Applicable Any applicable | | [, ¢ sskony | Akekol'vek platné
Laws international or local | medzinirodné alebo
law, statute, rule, | miestne pravne predpisy,
COdFs regulation 1 Statuty, pravidla, kodexy,
ordinance that applies nariadenia alebo
to any Party or to this vyhlasky, ktoré sa
Study and Agreement, vztahuji na ktorikol'vek

which includes the zmluvni stranu alebo na

Declaration of toto Skiisanie a Zmluvu,
Helsinki, the current vratane Helsinskej
Good Clinical deklaracie,  aktudlnych
Practice Gmdelm.es, GCP (pravidld spravnej
and rules governing Klinickej  praxe) a
the collection and pravidiel  upravujucich
processing of personal zhromasd’ovanie 5

data as are in effect

" h spraciivanie  osobnych
from time to time.

udajov, ktoré sii v danom
Ease Gcinné.

Budget The total cost for the Rozpoget Celkové naklady na
successful completion fispedné dokonéenie
of the Study as Skuigania, ako je uvedené
described in Exhibit v prilohe C.
=

Confidential | Any Study Data and D6 : Akékolvek undaje a

: results, CRFs, records, | | : e

Information > > > | informéacie vysledky Skisania, CRF,

reports, terms of this
Agreement or other
information disclosed

zdznamy, Spravy,
podmienky tejto zmluvy
alebo iné informacie,

ACTICOR BIOTECH - ACT-CS-005 - Template Version-Date-from-Werldwide-SK-Teprt-CTA-1.1-14Apr2020
ACTICOR BIOTECH - ACT-CS-005-SL01_CTA trp FINAL_24Mar2022
Page 2 of 67



to  Institution, or
Principal Investigator
by Sponsor or
Worldwide on behalf
of the Sponsor or
generated as a result of
this Study.

ktoré  Zdravotnickemu
zariadeniu alebo
Hlavnému skuajiicemu
poskytnt Zadavatel’
alebo spoloénost’
Worldwide v mene
Zadavatel'a alebo ktoré
vzniknii na zdklade tohto
Skfiania.

Case Report
Form (CRF)

A printed, optical, or
electronic  document
designed to record all
the Protocol required
information to be
reported to the
Sponsor  on  each
Study Subject.

Ziaznamovy
formular
ncastnika
slGi$ania (CRF)

Tlageny, opticky alebo
elektronicky  dokument
uréeny na zaznamenarie
vietkych informacii
pozadovanych
Protokelom, ktoré sa
maju podat’ Zadavatel'ovi
o kazdom pacientovi v
Sktigani.

Equipment

Equipment needed for
performance of the
Study at Study Site
and provided by
Sponsor as defined in
Study Instructions
(either directly or
through its agents or
vendors) to Institution
and Principal
Investigator.

Vybavenie

Vybavenie potrebné na
uskutonenie  SkhSania
na pracovisku a
poskytnuté
Zadavatelom, ako je
definované v pokynoch k
SkaSanin (bud’® priamo,
alebo  prostrednictvom
jeho zastupcov alebo
pracovnikov)
Zdravotnickemu
zariadeniu a Hlavnému
sktsajlicemu.

Investigational
Product

The Study Drug
identified above and
where relevant, the
conirol material(s) as
further detailed in the
Protocol.

Skasany liek

Skudany lick  alebo
uvedeny vyisie a
pripadne kontrolny
material (materialy), ako
je podrobnejie uvedené
v Protokole.

Essential
Documents

Documents which
individually and
collectively  permit
evaluation of the
conduct of the Study
and the quality of the
data produced as
defined in the current
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Guideline for Good

Clinical Practice
including but not
limited to copies of the
Protocol, Study

Instructions,  Study
related
correspondence  and
regulatory
documentation.

Zakladné
dokumenty

Dokumenty, ktoré
jednotlivo a spolotne
umoZiujl vyhodnotenie
vedenia  Skdsania a
kvality ziskanych tdajov
tak, je to definované v
aktudlnych
odporaéaniach pre
spravnu  klinicka prax,
okrem iného aj vratane
kopii Protokolu,
pokynov pre Skiidanie,
kore$pondencie
suvisiacej so Skiganim a
dokumentécie pre
regulaéné organy.

Services

The performance of
the Study by
Institution and
Principal Investigator
(or as delegated to
Study Staff) according
to the Protocol and
this Agreement.

Vykonanie
Skusania

Realizacia Skasania
Zdravotnickym
zariadenim a Hlavnym
skuajucim (alebo
poverenymi pracovnikmi
Skusania) podl'a
Protokolu a tejto
Zmluvy.

Source
Documents

Original Study
Subject medical
records and any
original documents,
data, and records
owned by the
Institution and/or
Principal Investigator
e.g., hospital records,
clinical and office
charts, laboratory
notes, memeoranda,
Study Subjects' diaries
or evaluation
checklists, pharmacy
dispensing  records,
recorded data from
automated

Zdrojové
dokumenty

Originalne lekarske
zdznamy pacienta v
Skasani a akékolvek
origindlne  dokumenty,
udaje a zaznamy vo
vlastnictve
Zdravotnickeho
zariadenia a / alebo
Hlavného sku3ajiceho,

napr. nemocnicné
zaznamy, klinické a
ambulantiné schémy,
laboratérne  poznamky,
Zapisy, zépisniky
ucastnikov alebo
hodnotiace

zaznamy ulastnikov v

skofani, Zaznamy
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instruments, copies or
transcriptions certified
after verification as
being accurate copies,
microfiches,
photographic
negatives, microfilm
or

magnetic media, x-
rays, Study Subject
files, and records kept
at the pharmacy, at the
laboratories and at
medico-technical
departments involved
in the Study.

Study Data Any data and
information generated

by Institution and
Principal Investigator
(or the delegated
Study Staff) as a result
of conducting the
Study in accordance
with the Protocol and
such data includes,
without limitation,
CRFs and all data
reported on the CRF,
any data summaries
and any interim
reports and any final
report.  Study Data
does not include
Source Documents.

Study Any written
Instructions document, other than
the Protocol that is
issued by Sponsor or
its designee (including
Worldwide) that
provides  additional

o vydanych lickoch z
lekarne, zaznamenané
tdaje zZ
automatizovanych
pristrojov, kopie alebo
overené odpisy oznadené
ako  presné  kopie,
mikrofife, fotografické
negativy, mikrofilmy
alebo

magnetické nosice,
réntgenoveé snimky,
zdznamy o Ufastnikovi v
Skusani a  zaznamy
drzané v lekamni, v
laboratériich a  na
zdravotnicko-

technickych oddeleniach
zapojenych do Skdsania.

Udaje
Skisania

Z0

Vietky udaje a
informécie  vytvorené
zdravotnickym
zariadenim a Hlavnym
skdsajicim (alebo
poverenym pracovnikom
Skasania) vyplyvajice z
vedenia  SkaSania v
sulade s Protokolom a
tieto udaje  zahfiaja
okrem iného CRF a
vietky Udaje uvedené v
CRF, wvietky stuhmy
udajov a vietky
pricbezné  spravy a
vietky zdvereéné spravy.
Udaje zo  SkoSania
nezahftiaju zdrojové
dokumenty.

Pokyny
Skusanie

pre

Akykolvek pisornny
dokument, okrem
Protokolu, vydaného
ZadavateTom alebo nim
poverenym  zéstupcom
(vritane spoloénosti
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mformation or Worldwide), ktory

instructions on the poskytuje dodatoéné

Study conduct. informéceie alebo pokyny
tykajice sa priebehu
Skusania.

Study Site The location under the Pracovisko Pracovisko riadené
control  of  the Skuigania Zdravotnickym
Institution where the zariadenim, kde sa
Study takes place: Skaganie  uskutodiiuje:
Department of Neurologické oddelenie,
Neurology, A. A. Zarnova 11, 917 75
Zarnova 11, 917 75 Trnava
Trnava

Study Staff Employees, Pracovnici Zamestnanci,
contractors, agents or ShiEamila dodavatelia, zistupcovia
authorized alebo splnomocneni
representatives of zastupcovia
Institution and/or Zdravotnickeho
Principal Investigator zariadenia a / alebo
that are involved in the Hlavného skiidajiiceho,
petformance of the ktori sa podielajic na
Study, including any uskutoéfiovani Skuania,
Site Management vratane pripadného
Organizations spraveu pracoviska
appointed by Sk3ania urdeného
Institution and Zdravotnickym
Principal Investigator. zariadenim a Hlavnym
In the «case of skafajucim. V pripade
Institution, it includes Zdravotnickeho
Institution  affiliates zariadenia to zahfila
and Principal pridruZené zdravotnicke
Investigator. zariadenia a Hlavného

skasajuceho.

Study Subject Any  subject/patient Uiastnik Kazdy subjekt / pacient,
who has signed the Skasania ktory podpfsal formular
Study informed (pacient, informovaného siihlasu
consent form to subjekt) so Skufanim, aby sa
participate in  the zhidastnil Skasania.
Study.
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Performance of the Study

Site once all approvals required by
Applicable Laws are obtained

G e e

zariadenie a

1.1. Institution and Principal Investigator L1. Zdrav.otn_icke . Hlavn)’/
shall conduct the Study and cause any skilajoci  uskutolnia  SkdSanie  a
Study Staff to act, and conduct the zabezpetia, aby vetci  pracovnici
Study in accordance with this Skui$ania konali a viedli Skisanie v siilade
Agreement, the Protocol (including any s touto Zmluvou, Protokolom (vritane
subsequent amendments), all Study ak}'fchko!’vek nésleflnych dodatkoy),
Instructions, Applicable Law namely vietkymi ) POkY‘“’“{ k ) S.kt'l§a1.11u,
Act No. 362/2011 Coll. on Drugs and prislusnymi pravnymi predpismi, najmé
Medical Devices and on Amendment zakonom ¢&. 362/2011 Z.z. o liekoch a
and Supplementing of Certain Acts as zdravotnickych pomdckach a o zmene a
amended later and any professional doplneni mektorych zikonov v zneni
standards  applicable to their neskordich  predpisov.a  vSetkych
professional industries as in force at the odbornych noriem vztahujdcich sa na ich
time of performance of the Study (e.g. odbornost, ktoré sG platné v Case
International Conference & realizacie SkuSania (napr. Medzindrodnd
Harmonization-Good Clinical Practice) ko_nferencia o harmonizacii - sprdvna
or as they may be amended or replaced klinickd prax) alebo v zneni neskor3ich
at any time. zmien a doplnkov. B

1.2. The Protocol is made part of this 1.2. Protokol je sG&astou tejto Zmluvy a je
Agreement and is incorporated by zacleneny ak(_) odkaz. Ak. dojde k rozporu |
reference herein. If there is any alebo konﬂ.lktu medzi  podmienkami
discrepancy or conflict between the obsiahnutymi v Protokole a  touto
terms contained in the Protocol and this Zml'uvou, ustanovenia .Protokolu budd |
Agreement, the terms of the Protocol platit’ vo vztahu k}l kh.mckYm, vedeckym
shall govern and control with respect to a lekarskym zdleZitostiam a vo vzfahu k
clinical, scientific and medical matiers ostatnym  zdleZitostiam, tj. pravnym,
and the terms of the Agreement shall zékonnf/m‘ afinanénym  budd  platit’
govern and control with respect to all ustanovenia Zmluvy.
other matters, i.e., legal, regulatory and
financial matters the provisions of the

_ Agreement shall apply.

- 1.3, To the extent that it is applicable for the 1.3. V rozsahu v akom sa to vz.t’ ahuje na Gcast
Study participation of the Institution Zdrav.otnickeho zariadenia a Hlavného
and Principal Investigator, Institution skﬁ'éajﬁcgho na Skasani, Zdravotnicke
and Principal Investigator represent and zar1aden}e 2, Hla‘fnff *31‘1‘:1§a.l‘_'lcl tymto
warrant that they have obtained, and prehlasuji, a zara€uju, ze ziskali a budd po
will maintain for the term of the dobu platnosti Zmluvy udrzZiavat v
Agreement, any necessary licenses, platnosti  vietky ~ potrebné  licencie,
authorizations or approvals required by opra'.vnema‘alebo SCI?Vélema poiadc')var}é
Applicable Laws for the performance of pfisluﬁn)’rml zékqnm1 na ucely realizacie

__the activities under this Agreement. Cinnosti podPa tejto Zmluvy.

1.4. The Study shall commence at the Study 1.4. Realizicia Skusania zadne na pracovisku

skuSania po ziskani vietkych povoleni
vyZadovanych  prisluinymi  zdkonmi |
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(including but not limited to Ethics
Committee (“EC™) and/or Regulatory
Authorities (“RA”) approvals) and
Sponsor or Worldwide on behalf of

shall promptly report to Sponsor and its
designee, Worldwide:

a) any deviation of the Protocol and
the facts supporting such deviation,
if, during the performance of the
Services, generally  accepted
standards of clinical research and
medical practice relating to the
benefit, well-being and safety of
the Study Subjects require a
deviation of the Protocol. The |

(vratane, ale nie vylu€ne, schvéleni
etickou komisiou (EK) a / alebo
regulaénymi organmi (,,RA“) a Zadédvatel
alebo Worldwide v mene Zad4vatela

Sponsor has  notified Principal pisomne oboznami Hlavného
Investigator in writing that Sponsor has skudajuceho, Ze Zadavatel' schvilil
approved the commencement of the zahdjenic  Skifania na  pracovisku
Study at the Study Site. Skusania.

1.5. Institution and Principal Investigator 1.5. Zdravotnicke zariadenie  a Hlavny
agree that they will not issue any skiifajici suh.]asm s tym, Ze nebudi
advertisements for the enrolment of publikovat' Ziadnu inzerciw/reklamu v
Study Subjects without the prior written suvislosti s naborom tidastnikov Skusania |
permission of the Sponsor and bez predchadzajuceho pisomného suhlasu
approvals required by Applicable Laws. Zaddvatela a sihlasov vyZadovanych

prisiusnymi zdkonmi.

1.6. Institution and Principal Investigator 1.6. Zdravotnicke ~ zariadenie a  Hlavny
shall not enrol any Study Subject skugajiici nezaradia do Skisania Ziadneho
concurrently participating in any other pacienta, ktory sa sifasne ziastfiuje na
clinical trial, sub-study, derivative, or akor,nliolvek mom klinickom  skuSani,
ancillary study whether related to the vedlajfom skiSani, odvodenom alebo
Study or not (other than those set forth sc?kl'mdar’nom skuseurn, be,zv O?l adu na
in the Protocol, if any) without the prior svislost’ s predmetnym Skdsanim (ak nie
written approval of Sponsor. je inak uvedené v Protokole) bez

predchadzajuceho pisomného suhlasu
Zadavatela.

1.7. Prior to the Study Subject’s 1.7. Pred zaradenim ndastnika do SkuSania
participation in the Study, Principal .Zabezpe(“:i i hlavny skusajici zisvka’meé
Investigator shall obtain the informed 1nfo.rm0vaneh(’)v s'uhlasu w")d kazde'ho
consent of each Study Subject, using a PECICE S:kusal}l, $ pouzitim forrmuiara
form of informed consent pre-approved informovaného suhlasu vopred pisomne
in writing by Sponsor, and the schvileného Zadavatelom a prisludnou |

: applicable EC and/or RA. EK a/alebo RA.
1.8. Institution and/or Principal Investigator 1.8. Zdravotunicke zariadenie a / alebo Hlavny

skii$ajici okamzite nahlasia Zaddvatel'ovi
a nim urCenému zastupcovi spoloénosti
Worldwide:

a) akékol'vek odchyiky od Protokolu a
skutonosti tykajtce sa tejto odchylky
v pripade, kedy pocas realizicie
vykondvania SkdSania, v3eobecne
akceptovanych tandardov klinického
vyskumu a lekérskej praxe vo vztahu k
prospechu, pohode a bezpecnosti
pacientov v Skifani je nevyhnutné
odchylenie od Protokolu. Zdravotnicke
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Institution and Principal |
Investigator shall comply with any
applicable  Protocol  deviation |
reporting requirements of the EC |
and RA and the Protocol deviation
reporting timelines as stipulated in |
the Protocol; and 5

b) any adverse event and serious
adverse events in compliance with |
the Applicable Laws and the |
procedures and timelines outlined
in the Protocol. The Institution and |
Principal Investigator will provide
any required follow-ups to the
Sponsor and comply with the
reporting requirements of the EC
and RA,

shall ensure that:

a} all Study Staff are appropriately
qualified and trained to perform
Study delegated tasks;

b) appropriate procedures are
implemented for supervision of
Study Staff in the performance of
Study delegated tasks; and

c) all Study Staff will fully co-operate |
and grant access to their facilities,
procedures and equipment, as
applicable, for Study monitoring,

zariadenie a Hlavny skiSajici budd
dodrziavat vietky prisluiné
poZiadavky EK a RA na hlésenic
odchylok podla Protokolu a Casové
lehoty na hlasenie odchvlok podla
Protokolu stanovené v Protokole; a

b} akékol'vek neZiaduce udalosti a vaZzne
neziaduce udalosti v sitlade s platnymi
zdkonmi a postupmi a Casovymi
lehotami uvedenymi v Protokole.
Zdravotnicke =zariadenic a Hlavny
ska8ajiGel  poskytni  Zadavatel'ovi
potrebnil sudinnost’ a budfl dodrZiavat
poZiadavky EK a RA na podavanie
hlaseni.

1.9. Institution and Principal Investigator 1.9. Zd}‘vawi()'tr%icke Z*_lf'iadeqie A I'{lawj}”
understand and agree that the Study skiiSajici LGN sphlasm s tym,_ze
Drug is experimental in nature and that Skigany liek je experlment'ah}y SMQjall
no warranty, cither express or implied, podstatou a Ze Zadavatel’ ani nikto iny v
is made by Sponsor or any other party stvislosti so SkaSanym liekom alebo s
regarding the Study Drug or Study vysledkami Skdgania neposkytujil Ziadne
results. zaruky - &i vZ vyslovné alebo odvodené.
1.10. Institution and Principal Investigator N .’Z(‘iravomicke -z’ariavdenie a Hlavny
confirm that by agreeing to this skadajuci potvrdzujl, Ze na ziklade
Agreement, and by performing the suhlasu s touto Zmluvou a vykonavanim
Services, they are not violating any SkGSania r}eporu§}1j1’1 iiadne podmienky a
terms and conditions of any agreement ustanovenia  Ziadnej  zmluvy  na
for services or employment with any vykonavanie skiidania alebo zamestnania
; other individual or entity. s inou fyzickou alebo prévnickou osobou.
" 1.11. Institution and Principal Investigator Zdravotnicke zariadenie a Hlavny

skadajici zabezpedia:

a) Aby mali vieici pracovnici Skngania
adekvitnu kvalifikaciu a vycvik na
realizaciu tiloh pridelenych v Skii§ani;

") Aby boli prijaté vetky opatrenia na

zabezpecenie dohladu nad
pracovnikmi Ska$ania pri realizacii
uloh pridelenych v Skusani; a

c) Aby vSetci pracovnici SkiSania podla
okolnosti v plnej miere spolupracovali |
a zabezpecili pristup na svoje
pracoviskd, k svojim postupom a
vybaveniu na Gfely monitorovania
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auditing and inspectio‘r'l‘ pixrposes o 'Skﬁ§;cmia, auditu a -i&ontroly podfa

pursuant to Section 5 of this odseku 5 tejto Zmluvy.
Agreement. L —
1.12. Institution and Principal Investigator L12. .quavomicke. zariaden_ie a Hlavn)'f
shall ensure that all Study Staff are skasajiici zabezpelia, aby si pracovnici
made aware of the obligations in this Sknsania boli vedomi vietkych povinnosti
Agreement and are bound by such vyplyvajiicich z tejto Zmluvy a aby boli |
obligations. tymito povinnost'ami viazani. ;

2. Obligations of the Parties 2. Povinnosti zmluvnych stran
2.1. Institution 2.1. Zdravotnicke zariadenie :

2.1.1. Institutton authorizes the conduct of 2.1.1. Zdravotnicke ze.lriadenie poveruje
the Study at Study Site by Principal h]avnél.lo Sk'—":“:aJFlcehO Ve.denim
Investigator, skfifania na pracovisku SkuSania. :

2.1.2. Institution shall make available 2.1.2. ZdraYotllicke zariadenie  podas
adequate facilities, Study Staff, Skﬁﬁan}a spristupni prisluEpé
equipment and any other resources pra.covxs%(é, pracovnikov _Skﬂ§an1g, ;
necessary to perform the Services on zariadenia a akékolvek iné zdroje
time and in accordance with the potrebné na vykonanie SkiSania v
Protocol during the Study. When Case a v sﬁlade: s poZiadavkami
requested by Sponsor or its designee, Protok(')lu. Na ziadost Zadavatela
Institution, either directly or through alebo jeho zastupcu, Zdravotnicke
the Principal Investigator shall zariadenic  bud’  priamo  alebo
provide valid calibration certification prostrfadnictvom Hlavného
and proof of any renewals of the skasajiceho zabezpedi platné
certification of the Institution kalibraéné certifikaty a potvrdenia o
equipment used for the conduct of obnove  certifikdcie ~ vybavenia
the Study. Zdravotnickeho zariadenia, ktoré sa

pouZiva pri vedeni SktiSania.

2.1.3. Institution shall immediately notify 2.1.3. Zdravotnicke zariadenie okamZite
Sponsor in the event the Principal upovedomi Zad:':'wa.tel’a v pripade, Ze
Investigator ceases to be employed | Hlavny  skosajici  prestane byt
by or associated with the Institution | zamestnancom alebo |
or is no longer available to continue spolupracovnikom  Zdravotnickeho
as Principal Investigator. Institution zariadenia, alebo uZ nebude k|
shall use its best efforts to identify a dispozicii v  pozicii H]?Vného :
replacement acceptable to Sponsor, skﬁﬁajﬁcehf). Zdra_votn_icke zariadenie
and if Sponsor and Institution g maximalnej Huss vynasnazi
mutually agree to a replacement of identifikovat’ nahradu prijatel'ni pre
the Principal Investigator, this Zadavatela a ak sa Zadavatel a
Agreement shall continue in full Zdravotnicke =zariadenie vzdjomne
force and effect. If Sponsor and dohodnii na vymene Hlavného
Institution cannot agree on a skusajaceho, tato Zmluva zostane v
replacement Principal Investigator, plnej miere platnd a GCinnd. Ak sa
Sponsor may immediately terminate Zadavatel a Zdravotnicke zariadenie

nedohodnt na ndhrade Hlavného

ACTICOR BIOTECH - ACT-CS-003 - TemplateVersion-Date-from-Worldwide-SK-Trprt-CTA-1.1-14Apr2020
ACTICOR BIOTECH - ACT-CS-005-SL0O1_CTA up FINAL_24Mar2022
Page 10 of 67



2.14.

_ ofthis Study by Study Staff. ——
2.2. Hlavny skisajuici

17.2.2 ().

Institution and Principal Investigator

are responsible for the performance

2.2. Principal Investigator

2rAl.

222

The Principal Investigator is

responsible for the Study conduct
and direct supervision and
performance of the Study by the
Study Staff. B
The Principal Investigator shall
review and sign the Protocol prior to
performing any Services under this
Agreement. In addition, Principal
Investigator shall submit to Sponsor
or Worldwide on behalf of Sponsor,
prior to the commencement of the
Study or regularly during the Study,

any applicable Essential Documents
required by Sponsor through Study |
Instructions. Principal Investigator

or delegated Study Staff shall
promptly respond to any request for
the Study related documents to
enable Sponsor to perform its
regulatory obligations. Such Study

related documents include without

limitation Protocol signaiure page,
financial disclosure forms and
current curriculum vitae of the
Principal Investigator and Study
Staff. Specifically, Principal
Investigator agrees to provide
Sponsor or Worldwide on behalf of
Sponsor with a copy of any
correspondence submitted to or
received from the local EC within 5
working days of submission or
receipt of such correspondence.

skugajiiceho, Zadavatel’ moZe od tejto
Zmlovy odstipit s okamZitou
platnostou v stlade s odsekom 17.2.2

(c).

2.1.4. Zdravotnicke zariadenie a hlavny

skuidajiici zodpovedajii za realizaciu
tohto skagania pracovnikmi Skigania.

2LaL Hiavﬁj?' skﬁééjﬁci zodpovec-!é' za

vedenie Skdsania a za priamy dohl'ad
a realizdciu Sk0ania pracovnikmi
Skigania.

2.2.2. Hlavny ska3ajGci skontroluje a

podpise Protokol pred vykonavanim
Skuganiana zaklade tejto Zmluvy.
Okrem toho Hlavny skuSajici pred
spustenim Skt3ania alebo pravidelne
pofas priebehu Skdsania postipi
Zadavatel'ovi  alebo  spoloénosti
Worldwide v mene Zadivatela
vsetky potrebné zdkladné dokumenty
vyzadované Zadédvatelom podla
pokynov pre SkoSanie. Hlavny
skugajici alebo povereni pracovnici
Skasania budd urychlene reagovat na
akiikol'vek poZiadavku na
dokumentaciu v suvislosti  so
Skaganim, aby mohol Zadavatel plnit’
svoje regulacné povinnosti. Tato
dokumentacia v  suvislosti so
Skusanim bude okrem iného
obsahovat aj podpisovil stranu |
Protokolu, formulare o zverejneni
finanénych zéujmov, a aktvdlny
Zivotopis Hlavného skuSajiicecho a
pracovnikov SkdSania. Konkrétne
Hlavny  ski$ajoci  suhlasi s
poskytnutim kopie koreSpondencie
podanej alebo prijatej od lokdlnej EK
Zadavatelovi  alebo  spolognosti
Worldwide v mene Zadavatela do 5
pracovnych dni od podania alebo
prijatia takejto kore$pondencie.
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223

.The Principal Investigator shall

review or appoint a medically
qualified authorized delegate to
review each completed CRF and sign
to confirm that the Study Data are an
accurate record of the treatment, care
and events for each Study Subject.

2.3. Sponser

2.3.1. Sponsor, either directly or acting

R

2.3.4. Pursuant to the terms set out in

282

through Worldwide shall provide all
the necessary Study documentation
to  Institution and  Principal
Investigator for the conduct of the
Study as per the Proiocol
Specifically, Sponsor will provide
Institution and Principal Investigator
with the investigator’s brochure
including its subsequent updates and
any new safety information
pertaining to the Study Drug.

Sponsor shall ensure that the
Institution and Principal Investigator
are kept currently informed about
adverse events and the safe use of the
Study Drug as applicable under the
Applicable Laws.  Sponsor will
comply with all Applicable Laws
relating to notification of new safety
information about the Study Drug.

Sponsor  will
appropriately
~Investigational Product.

provide  the
labelled

Exhibit A, Sponsor may provide
Institution and Principal Investigator
with Equipment as defined in Study
Instructions for the performance of
the Study.

223, Hlavnj’r skﬁééjﬁci skontroluje,

alebo vymenuje povereného zastupcu
s lekarskou kvalifikdciou, aby
skontroloval kazdy vyplneny CRF
formulér a svojim podpisom potvrdil,
Ze udaje zo skd3ania predstavujd
presny zédznam o liecbe, starostlivosti
a  udalostiach  tykajucich  sa
jednotlivych ugastnikov skiiSania.

2.3. Zad4vatel’
23.1. Zadévatel bud priamo alebo

prostrednictvom spolo&nosti .
Worldwide poskyine vietku |
dokumentaciu k Skusaniu |
Zdravotnickemu zariadeniu a

Hlavnému skasajicemu potrebné na
vedenie SkiiSania podla Protokolu.
Konkrétne  Zadavatel  poskytne
Zdravotnickemu zariadeniu a
Hlavnému skifajicemu  prirucku
skufajliccho  vratane  ndslednych
aktualizacii a  vietky  nové
bezpecnostné informacie tykajice sa
Skasaného lieku.

23.2. Zadavatel zabezpeSi, aby boli

Zdravotnicke zariadenie a Hlavny
skliajict priebeZne informovani o |
neziaducich  udalostiach a 0
bezpenom pouZivani Skodaného
licku podla prislunych zdkonov.
Zaddvate!' bude postupovat’ podla
prisludnych zékonov v stvislosti s

oznamovanim novych |
bezpednostnych informécii 0
Skisanom lieku.

2.3.3. Zadavatel  poskytne  naleZite
oznaceny Skusany liek.

234. V  silade s ustanoveniami
uvedenymi v prilohe A mbZe
Zadavatel Zdravotnickemu

zariadeniu a Hlavnému skusajocemu
poskytnat’ vybavenie podla definicie
v pokynoch k Skusaniu, potrebné na

realizaciu Skisania.
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3. Laboratory and

examinations

3.1. Laboratory tests within the Study will
be performed by an external vendor, in the
laboratories of company (AnalytX, s.r.o.,
with a principal place of business at
Elektrarenska 12092, 83104 Bratislava,
Company 1D no: 35 826 321). The Sponsor
agrees that the performance of laboratory
examinations within the framework of the
Study will be the subject to separate
contracts with the relevant laboratories.
The Parties agree that if samples of
biological material are collected within the
framework of the Study, it will be possible
to use these only for the purposes of the
Study and only during the performance of
this Study.

3.2 Radiological examinations within the
Study will be performed at the radiology
department of the Institution.

4.  Investigational
Accountability

4.1. Institution and Principal InvestigatOrE

shall use the Investigational Product
solely for the purpose of conducting the
Study.

4.2. Principal Investigator shall hold, store,
maintain, dispense, account for and
transport Investigational Product in
compliance with all Applicable Laws,
the Protocol and Study Instructions.

43. At the completion of the Study or
termination of this Agreement,
Principal Investigator shall:

43.1.provide to Sponsor a written
accounting of the quantities of the
Investigational Product used in the
Study; and

Produci g

' radiological 3- Laboratérne a ridiologické vySetrenia

3.1.Laboratérne vySetrenia v ramci
SkuSania budi vykonavané externym
dodavatel'om v laboratoriach spolo€nosti
AnalytX sro., so sidlom Elektrarenska
12092, Bratislava 831 04, ICO: 35826321.
Zadavatel' sa zavizuje, Ze vykondvanie
laboratérmych vysetreni v ramci SkiSania
bude predmetom osobitnych zmliv s
prisludnymi laboratoriami. Zmluvné strany
sa zavizujl, Ze ak budl v ramci Skiifania
odoberané vzorky biologického materialu,
tieto bude moZné pouzivat’ vyluéne len pre
ucely Skiasania a len polas vykondvania
tohto Skusania.

3.2 Radiologické vysetrenia v ramci Skiiania
budi  vykondvané na  radiologickom
pracovisku Zdravotnickeho zariadenia.

~ Sledovanie mnoZstva Ski¥aného lieku

4.1. Zdravotnicke  zariadenie a Hlavny
skadajuci budid SkdaSany liek pouZivat’
vylu¢ne len v rdmei vedenia Ska3ania.

4.2. Hlavny sku$ajuci bude Skasany liek

uchovavat, skladovat’, udrziavat,
vydavat, sledovat’ mnoZstvo a

prepravovat’ Skiiany lick v sulade s
prisludnymi zdkonmi, Protokolom a
pokynmi pre SkdSanie.

 43.Vo chvili dokontenia Skugania alebo

ukoncenia tejto Zmluvy Hlavny skasajici:

43.1. Poskytni Zadavatelovi pisomnd
spravu o mnoZzstve Skii8aného lieku
pouzité¢ho v Skasani; a

ACTICOR BIOTECH - ACT-CS-005 - TemplateVersion-Date-from=Worldwide-SK-Tiprt-CTA-1.1-14Apr2020

ACTICOR BIOTECH - ACT-CS-005-SL0|_CTA tip FINAL_24Mar2022

Page 13 of 67




4.3.2. return to Sponsor or its designee and

- 44, Institution and Principal Investigator

5.1,

at Sponsor’s expense, any and all
unused Investigational Product for
the Study unless otherwise instructed
in writing by Sponsor.

shall not charge any Study Subject or

third-party payer for the Investigational |
Product, Study supplies, Services or
procedures  associated  with  the
administration of the Investigational |
Product which are covered by the |
financial arrangements agreed in this

Agreement.

Data Collection, Retention andg

Destruction

Institution and Principal Investigator
shall:

5.1.1. complete and maintain accurate and

5.1.2. ensure the safe storage of the Source
Documents, Study Data and |
Essential Documents in compliance
with, and for the time period required -

up-to-date Study Data, Source
Documents and Essential Docnments
throughout the Study in compliance
with Applicable Laws and Study
Instructions, and in a manner that

their quality and integrity can be

veritied;

by  Applicable Laws, unless
otherwise agreed to in writing by
Sponsor, and only Institution or
Principal Investigator authorized
Study Staff may access the Source
Documents, Study Data and
Essential Document on a “need to
know” basis;

5.1.3. mform Sponsor in writing in the

event of any accidental loss or
destruction of Source Documents,

43.2. Na néklady Zadivatela vrati
Zadavatelovi alebo nim ur¢enému
zastupcovi vietky nepouZité Sknisané
lieky pokial Zadavatel' neposkytne
iné pisomné pokyny.

44. Zdravotnicke  zariadenie a Hlavny |
skuigajiici nebudu pacientom v skG$ani ani
inym platitelom Gétovat’ za Skasany liek,
za pomdcky pourité pri Skudani, za
vykonanie Sk($ania alebo postupy
spojené so spravou Skaganého lieku, ktoré
sit predmetom finanénych dojednani
podrla tejto Zmluvy.

Zhromazd’ovanie, uchovavanie a likvidacia

tdajov

5.1. Zdravotnicke zariadenie a Hlavny
skagajici zabezpedia:

5.1.1. zhromazdovanie a uchovavanie
presnych a aktudlnych dajov
Skasania, zdrojovych dokumentov a
zakladnych dokumentov pocas celého
trvania Sk0Sania v sulade s
prislu§nymi zdkonmi a pokynmi pre
Skti§anie spdsobom, ktory umoziuje
overenie kvality a integrity tychto
tdajov;
dokumentov, udajov Skufania a
zakladnych dokumentov v silade a
potas  obdobia  pozadovaného
prislusnymi zdkonmi, pokial’ nebude
inak  pisomne  dohodnuté  so
ZadavateTom. Zarovefi budd mat’ k
zdrojovym dokumentom, udajom v
skofani a zadkladnym dokumentom
pristup v nevyhnutnom rozsahu

vyluéne len Zdravotnickym
zariadenim alebo Hlavnym
skafajicim  povereni  pracovnici
Skusania;

5.1.3. Pisomné informovanie Zadavatela
v pripade nahodnej straty alebo
znifenia zdrojovych dokumentov,
Gdajov __ skodania  a/alebo
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Study Data and/or Essential
Documents or if  Principal
Investigator ceases to be employed
by or associated with the Institution
or is no longer available to continue
as principal investigator, so that
provision can be made for the

zakladnych dokumentov alebo v
pripade, Ze Hlavny skugajuci prestane
byt Zzamestnancom alebo
spolupracovnikom  Zdravotnickeho
zariadenia pripadne uz nebude méct’
nad’alej pokratovat ako Hlavny
skugajaci, aby bolo mozné prijat

continued safe-keeping of the opatrenia mna zaistenie dalSicho
previously mentioned documents as bezpe&ného uchovavania 174
required in Section 4.1.2. above; spomenutych dokumentov podla

5.1.4. upon request of Sponsor directly or
through Worldwide, promptly return
all records in its custody upon

completion or termination of the

odseku 4.1.2 vy$3ie;
5.1.4. Na poziadanie Zaddvatel'a, priamo
alebo prostrednictvom spolognosti

Worldwide  urychlene  vritenie
vietkych uchovavanych zaznamov po

Study; and dokon¢eni  alebo  predtasnom
ukonéeni Skisania; a
5.1.5.¢nsure that Study documentation is 5.1.5. Uchovévanie dokumenticie zo |

retained in a secure manner at the end
of the Study as required in Section
5.1.2. and that written permission
will be sought from Sponsor prior to
the destruction of any Study
documentation.

Access and Inspection

Institution and Principal Investigator
agree that personnel from Sponsor or
their agents or  representatives
(including Worldwide) may visit Study
Site at mutually convenient times to:

6.1.1. monitor the Study and provide
information and instruction on the
execution of the Study;

6.1.2.confirm that the Study is being
conducted to the standards agreed

upon herein; and

audit the
equipment,

6.1.3. procedures,

Source

facilities,

Study  Staff  (including

Documents,
Study Data, Essential Documents
and performance of the Study by
any |

Skuania bezpednym spdsobom po |
ukondent Skugania podla :
poZziadaviek odseku 512 a
zabezpelenie pisomného schvalenia
od Zadavatela pred likvidaciou
akejkol'vek dokumentacie v skiifani.

6. Pristupa in§pekcia

6.1.

procedures, facilities, and equipment |

Zdravoinicke zariadenie a Hlavny
skasajiici sthlasia s tym, Ze pracovnici
Zadavatel'a alebo ich zastupcovia alebo
spolupracovnici  (vratane  spolo&nosti
Worldwide) moéZzu pracovisko Skiisania
navitivit v &Sase vhodnom pre obidve |
strany, aby:

6.1.1. monitorovali  Skuganie a
poskytovali informacie a pokyny
tykajice sa vedenia SkiSania;

6.1.2. Potvrdili, ¢ Skidanic je vedené
podl'a tu dohodnutych Standardov; a

6.1.3. Mohli realizovat audit postupov,
zariadeni, vybavenia, zdrojovych
dokumentov, Gdajov zo SkuSania,
zikladnych dokumentov a realizacie
Sko3ania  pracovnikmi  Skd3ania
(vratane akychkolvek postupov,
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of any employee, contractor or agent
that Institution or  Principal
Investigator uses in conducting the
Study).

6.2. Institution and Principal Investigator
agree that any governmental or
regulatory authorities with competent
jurisdiction, including but not limited to

State Institute For Drug Control and to
the United States Food and Drug
Administration may visit Study Site to |
inspect the procedures, facilities,
equipment, Source Documents, Study |
Data and performance of the Study by |
Study Staff (including any procedures, |

facilities, and equipment of any
employee, contractor or agent that
Institution or Principal Investigator uses
in conducting the Study). Institution and
Principal Investigator shall:

6.2.1.promptly notify Sponsor or

Worldwide if such governmental or
regulatory authority requests to carry -
out an inspection relating to this |
Agreement or Study at the Study Site

or does s0;

6.2.2.allow Sponsor or its designese

including Worldwide to attend any
such inspections;

6.2.3. provide to Sponsor, copies of any
inquiries, correspondence or
communications that Institution and
Principal Investigator receive or
generate in connection with the
inspection;

6.2.4. make reasonable efforts to separate,
and not disclose Confidential
Information that is not required to be
disclosed during such inspections;
and

zariadeni a vybavenia vietkych
zamestnancov, dodavatelov alebo
agentov, ktoré Zdravotnicke
zariadenie alebo Hlavny skdsajici
vyuZivaji pri vedeni Skisania).

6.2. Zdravotnicke zariadenie a Hlavny

skiigajici suhlasia s tym, Ze akékol'vek

vladne alebo regulatné orginy s

prislusnou jurisdikciou, okrem iného aj

Statny ustav pre kontrolu liediv a Urad pre

kontrolu potravin a liekov v USA, m6Zu

navitivit pracovisko Skifania s cielom
skontrolovat’ postupy, zariadenia,
vybavenie, zdrojové dokumenty, udaje zo
sk(i¥ania a  realizicin  SkuSania
pracovnikmi Skiigania (vratane

akychkolvek postupov, zariadeni a

vybavenia ktoréhokol'vek zamestnanca,

dodavatela  alebo  agenta,  ktoré

Zdravotnicke zariadenie alebo Hlavny

skugajuci pouzivaja pri veden{ Skuania).

Zdravotnicke  zariadenie a  Hlavny

skusajoci ;

6.2.1. bezodkladne upovedomia
Zadéavatel'a alebo spolo&nost’
Worldwide, ak takyto vladny alebo
regulagny organ poZiada o vykonanie
indpekcie tykajtcej sa tejto Zmluvy
alebo SkaSania na pracovisku
Skasania, alebo ak tak urobi;

6.2.2. umoZnia Zadavatelovi alebo nim
uréenému zastupcovi, vratane
spoloénosti Worldwide zaCastnit’ sa
akychkol'vek takychto kontrol;

6.2.3. poskytnii  Zadavatelovi  kopie

vietkych dopytov, koreSpondencie
alebo komunikécie, ktoré
Zdravotnicke zariadenie a Hlavny
skadajici dostanii alebo vytvoria v
suvislosti s in§pekciou;

6.2.4. vyvini  primerané Usilie na
zabezpetenie oddeleného uloZenia a
nezverejnenia dévernych informaécii,
ak to nie je pri tychto indpekciach
potrebné; a
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6.2.5.use reasonable efforts to provide
Sponsor with an opportunity to
review and comment on any of the
Institution’s and Principal
Investigator’s written response to
such governmental or regulatory

~_ authorities. R

- 6.3. Sponsor is entitled to end the

; Institution’s and Principal
Investigator’s participation in the

Study, effective upon written notice to

Institution and Principal Investigator, if
Sponsor discovers a lack of compliance |
with Applicable Laws, the Protocol and -

this Agreement.
Data Protection

Sponsor,

Applicable Laws protecting the
fundamental rights and freedoms of
persons and, in particular, the right to
privacy, with regard to the processing of
personal data including but not limited
to Regulation (BEU) 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 and
repealing Directive 95/46/EC (General
Data Protection Regulation)
(“GDPR”), together with any
additional implementing legislation,
_(“Data Protection Laws”).

Institution and Principal
Investigator agree to comply with all -

6.2.5. vynalozia primerané usilie, aby
poskytli Zadavatelovi prileZitost
preskimat’ a komentovat’
ktorakolvek z pisomnych odpovedi
Zdravotnickeho zariadenia a
Hlavného ska3ajiceho vlddnym alebo
regulaénym organom.

6.3. Zadavatel :i'e oprévnenf/' ukongif udast

Zdravotnickeho zariadenia a Hlavného
skusajaceho v Skudani s udinnostou na
zaklade pisomného oznidmenia
Zdravotnickemu zariadeniu a Hlavnému
skuajocemu, ak zisti nesdlad s
prislusnymi zakonmi, Protokolom a
ustanoveniamti tejto Zmluvy.

7. Ochrana ndajov

7.1, Zadavatel, Zdravotnicke zariadenie a

Hlavny skdSajici suhlasia s dodrZiavanim
vietkych platnych zédkonov chréniacich
zékladné prava a slobody osdb, a najmé
prava na ochranu osobnych ddajov, v
stvislosti so spractvanim osobnych |
idajov okrem iného aj vratane Nariadenia
Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych o0s6b pri spracuvani osobnych
Udajov a o volnom pohybe takychto |
udajov, ktorym sa zruduje smernica
95/46/ES (vieobecné nariadenie o ochrane
ndajov) (,,GDPR®) spolu s akymikol'vek
dal§imi vykonavacimi prévnymi
predpismi], (.,zdkony o ochrane
osobaych fidajov®).
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7.2. As regards the processing of Study

|13,

Subject personal data within the
framework  of  performing the
Agreement and conducting the Study,
the Parties understand that they qualify
as independent controllers. Sponsor
shall determine the purpose and means
of processing personal data contained in
pseudonymized Study records and
processed according to the Protocol and
the Study Subject informed consent
form. Institution shall determine the
purpose and means of processing
personal data contained in non-
pseudonymized source documents,
medical records or otherwise needed for
purposes of medical care or with respect
to direct communications with Study
_ Subjects.

The categories of data subjects,
personal data and special category
personal data identified below are
processed for purposes of the Study in

g

7.3.

accordance with the Agreement:

7.3.1.Data subjects:
7.3.1.1. [Study Subjects]
7.3.1.2. [Caretakers]
7.3.2. Personal Data
7.3.2.1. [Study Subjects]
7.3.2.1.1. Personal information
{surname, first name,
date of birth, gender,
place of birth, marital
status, identification

numbers e.g.national
identification number)],

o ol

[Pseudonymized Study
... IDp]
7.3.2.1.3. [Contact details
(telephone, address,

email, etc.)]
7.3.2.2. [Caretakers]

Pokial ide o spractivanie osobnych adajov
utastnikov Skii$ania v ramci realizicie
Zmluvy a SkaSania, zmluvné strany si
uvedomuji, Ze sa povaZzuji za nezavislych
spravcov udajov. Zadavatel stanovi ucel
a prostriedky na spracuvanie osobnych
udajov obsiahnutych v
pseudonymizovanych  zéznamoch zo
Skuigania a spracuvanych podfa Protokolu
a formulara informovaného stihlasu
u¢astnika Sknsania. Zdravotnicke
zariadenie uréi ufel a prosiriedky
spractivania osobnych udajov
obsiahnutych v nepseudonymizovanych
zdrojovych  dokumentoch, lekarskych
zaznamoch alebo inych dokumentoch
potrebnych na  Géely  zdravotnej
starostlivosti alebo v suvislosti s priamou
komunikaciou s pacientmi v skasanf.
Nizsie uvedené kategdrie dotknutych
0sdb, osobnych Gdajov a osobnych adajov
osobitnej kategérie sa spractivajii na fiely
Skuisania v stilade so Zmluvou:

7.3.1. Dotknuté osoby:

7.3.1.1.
7.3.1.2.  [Opatrovatelia]

7.3.2. Osobnéﬁdaje
73.2.1. [ Ugastnici Skasania)

[ Ukastnici Skagania]

73.2.1.1.  Osobné adaje
(priezvisko, meno, datum
narodenia, pohlavie,

miesto narodenia, rodinny
stav, identifikacné <Cisla,
napr. rodné &islo)],

7.3.2.1.2. [Pseudonymizovahé
1D v Skiifani]

732.13. [Kontakiné  Gdaje
(telefon, adresa, e-mail
atd’.)]

7.3.2.2. [Opatrovatelial
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73221 Contact  details ‘

(telephone, address, email, etc.)]

7.3.3. Special Categorics of Personal Data

7.3.3.1.1. [Health Data]
7.3.3.1.2. [Medical History]

7.3.3.1.3. [Genetic/Biometric Data]

7.4. Contact Points for Data Protection

Inquiries:

7.4.1. Sponsor:  Acticor. DPO@mydata-

~ trustinfo
7.4.2. Site: gdpr@fntt.sk

: 7.5. Neither Party shall transfer (or permit

their processors to transfer) any
Sponsor-Controlled  Personal Data
outside the European Equivalent
Protection Area without ensuring
adequate safeguards are in place (e.g.

Standard Contractual Clauses
recognized by the EU Commission) |

unless another legal basis or derogation
for the transfer exists under EU or EU
Member State law. For purposes of this
Agreement, “EU Equivalent Protection
Area” means the area that comprises:
(a) countries within the FEuropean
Union, Iceland, Liechtenstein and
Norway; and (b} countries, sectors in
countries (such as the Privacy Shield in
the USA) and international
organizations that the European
Commission may, from time to time,
officially recognize as ensuring an
adequate level of protection as provided
for in Article 45 of the GDPR.

' 7.6. Institution shall require Study Subjects
to sign an informed consent form |

73.2.2.1. Kontaktné  udaje
(telefén, adresa, e-mail

atd’.)]
7.3.3. Osobitné kategérie  osobnych
udajov
7.3.3.1. [ Ukastnici Skusania] 7
7.3.3.1.1. [Udaje ~ ro"

zdravotnom stave]

7.3.3.12. [Zdravotna
anamnéza|

7.3.3.1.3. [Genetické I
biometrické udaje]

7.4. Kontakné miesta pre otazky tykajice sa

ochrany osobnych ddajov:
7.4.1. Zadavatel: Acticor DPO@mydata-
trust.info 5

74.2. Pracovisko: gdpr@fntt.sk [

7.5. Ziadna zo zmluvnych strdn neprenesie

(ani nedovoli svojim sprostredkovatel'om
preniest) Ziadne osobné f1daje pod
kontrolou Zaddvaiela mimo eurdpskeho
priestoru ekvivalentnej ochrany tdajov
bez zabezpelenia primeranych zaruk
(napr. standardnych zmluvnych doloZiek
uznanych Eurépskou komisiou), pokial
pre tento icel neexistuje iny pravny zaklad
alebo vynimka podl'a pravnych predpisov
EU alebo &lenskych statov EU.  Na agely
tejto  Zmluvy ,oblast ekvivalentnej
ochrany EU“ znamend oblast, ktord
zahifia: a) $taty v ramci Eurdpskej Unie,
Island, Lichtenstajinsko a Norsko; a b)
Staty, sektory v S§tatoch (mapriklad
,Privacy Shield” v USA) a medzindrodné
organizicie, kde Turépska komisia
oficidlne uznava zabezpefenie primerancj
urovne ochrany, ako sa uvadza v ¢lanku
45 GDPR.

7.6. Zdravotnicke  zariadenie  bude od

Ucastnikov SkoSania vyZadovat, aby pred |
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together with a GDPR transparency
provisions prior to the processing of
their personal data as set out in the
Agreement,

The Parties acknowledge that StudyE

rights of the Study Subjects to
information (Articles 13, 14 GDPR) and
access (Article 15 GDPR) in connection
with the processing of personal data of
Study Subjects within the framework of
this Agreement. Should a Study Subject

spractivanim ich osobnych tdajov, ako je
uvedené v Zmluve, podpisali informovany
sthlas spolu s ustanoveniami o
transparentnosti GDPR.

A, 7.7. Zmluvné strany potvrdzujii, %e Glastnici
Subjects may withdraw or change their Skuania mdZu odvolat’ alebo zmenit’ svoj
initial ICH-GCP informed consent or | povodny informovany sahlas podla ICH-
object to processing of their personal GCP alebornarlmetat protl spracuvaniu l(fh
data by exercising their rights under osobnyr:h’uda_]ov uplatnenim svojich ROV
GDPR Article 21. Institution shall podla Elanku 21 GDPR. Zdravotnicke
promptly notify the Sponsor of any such zariadenie bude bezodkladne informovat’
withdrawal, change or objection of a Zadz'i’vate}’a o akomkolvek ) takom
Study Subject, which may affect the use | ods‘rupen{, _ HIse alebo’v r_1amletkef
of such Study Subject’s personal data. vznesenej GCastnfkom  SkoSania, ktoré

méze ovplyvnit’ pouZitie osobnych udajov

: udastnfka SkUania.

' 7.8. In accordance with the Agreement, 7.8. V silade so Zmluvou Hlavny skugajuci

Principa Investigator shall zabezpeéi pseudonymizéciu osobnych
pseudonymize Study Subjects’ personal udajov tidastnikov skii§ania este predtym,
data, before making it available to ako ich spristupni Zadavatel'ovi alebo nim
Sponsor and/or Sponsor designees. oznalenym osobam. Ak je to mozné,
Both Parties may, where possible, obidve zmluvné strany moZzu tieto osobné
encrypt such personal data in udaje zaifrovat’ v stlade s platnymi
accordance with applicable Data zakonmi o ochrane osobnych tdajov.
Protection Laws.

7.9. Each Party shall take appropriate 7.9. Kaidz.’t zmluvna str?ma prijme pris_;luéné
technical and organizational measures technické a or SAIZacHC ope,ltren’la it
to protect and safeguard the Study | ochranu a zabezpegeme 'osobnych udajov
Subjects’ personal data, such action Gastnikov Skusania, priom tieto kroky
meeting the requirements of applicable musia vyhovovat’ poziadavkim platnych
Data Protection Laws. zakonov o ochrane osobnych tdajov.

7.10. To process the Study Subject’s personal 7.10. : Na ucely spracﬁwtfania 050!3“37_011

' data within the framework of this udajov i¢astnika SkidSania v ramci tejio
Agreement, the Parties shall only task Zmluvy, zmluvné strany poveria yylué’ne

staff familiar with the relevant data ler} prvac’ovxfukov, ktorf s oboznament s
protection provisions and subject to prislusnymi ustanoveniami o ochrane |
obligations of confidentiality. osobnych tdajov a podliehaji povinnej |
mléanlivosti. '

7.11. Institution shall meet the statutory 7.11. Zdravotnicke  zariadenie  dodrzi

zakonné prava u¢astnikov SkaSania na
informacie (Elanky 13, 14 GDPR) a
pristup (ldnok 15 GDPR) v suvislosti so
spracuvanim osobnych Gdajov i¢asinikov
Sku$ania v ramci tejto Zmluvy. Ak by

n¢asinik Skasania kontaktoval Zadavatela
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7.12.

| 7.13.

7.14.

contact Sponsor with an information
request, Sponsor shall refer the Study
Subject to Institution and inform the
latter without undue delay. Institution
shall respond directly to any Study
Subject within the timeframes outlined
under Data Protection Laws.

Should a Study Subject assert his or her
right to rectification (Article 16 GDPR),
erasure (Article 17 GDPR) or restriction
of processing (Article 18 GDPR) of the
personal data concerning him or her vis-
a-vis one of the Parties in connection
with the data processing within the
framework of this Agreement, this Party
shall notify the other Party thereof
without undue delay. The controlling
Party shall review and decide whether
the asserted right exists and shall rectify
or erase the respective personal data
stored by the controlling party |
accordingly or restrict its processing.
Institution shall respond directly to any
Study Subject within the timeframes
outlined under Data Protection Laws.

In order to protect the identity of the
Study Subject vis-a-vis the Sponsor,
Principal Investigator will act as an
intermediary to manage and resolve
requests between the Sponsor’s Data
Protection Officer and the Study
Subjects, Study Subject to access,
modify, transfer, block, or delete of
her/his personal data.

Each Party shall document every breach
of protection of personal data falling
under its responsibility as controller
under this Agreement and notify the
respective other Party thereof without
undue delay. The controlling Party shall
take appropriate action to secure the
data and minimize potential negative
effects on the data subjects.

so Ziadostou o informdacie, Zadavatel
odkdze  OQastnfka ~ Skifania na
Zdravotnicke zariadenie a bez zbytoéného
odkladu  ho bude informovat’.
Zdravotnicke zariadenie priamo odpovie
ucastnikovi v €asovej lehote podl'a zdkona
0 ochrane osobnych tdajov.

Ak by ugastnik Skusania uplatnil
svoje pravo na opravu (Elanok 16 GDPR),
vymazanie (Elanok 17 GDPR) alebo
obmedzenie spracuvania (Elanok 18
GDPR) osobnych tdajov, ktoré sa ho
tykaja, vodi jednej zo stran v suvislosti so
spractivanim Gdajov v ramci tejio Zmluvy,
tato strana o tom bez zbytodného odkladu |
bude informovat’ druhu stranu. Spravca
tdajov skontroluje a rozhodne, ¢&i sa
uplatnené prave vztahuje na predmetné
udaje, a zodpovedajicim spdsobom
opravi alebo vymaZe prisluiné osobné
udaje uloZené spravcom alebo obmedzi
ich spraciivanie. Zdravotnicke zariadenie
priamo odpovie ucastnikovi Skufania v
¢asovej lehote podla zdkona o ochrane

udajov.

Z dovodu ochrany identity
ucastnika v Skifani vo vztahu k
Zadavatelovi bude Hlavny skisajici
posobit’ ako sprostredkovatel’ pri sprave a
rieeni Ziadosti medzi Zadavatefom a
uéastnikmi SkO3ania za éelom pristupu,
Upravy, prenosu, blokovania alebo
vymazania prisluSnych osobnych udajov
udastnika.

Kazda zmluvna strana
zdokumentuje kaZdé porusenie ochrany
osobnych tdajov spadajice do jej
zodpovednosti ako spravcu podla tejto
Zmluvy a bez zbytoéného odkladu o tom
upovedomi prislu$nd druhtl  zmlovnd
stranu. Spravea tndajov prijme prisluiné
opatrenia na zabezpelenie Udajov a
minimalizaciu potencidlnych negativnych
dopadov na dotknuté osoby.
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- 7.15.

7.16.

7.18.

7.19.

Each Party shall support the respective |
other Party by taking appropriate action
where the latter is obliged to notify the |
competent data protection supervisory
authority (“Supervisory Authority”)
that a personal data breach has occurred
within its sphere of controller
responsibility (Article 33 GDPR).

Kazdd zmluvna strana poskytne
druhej zmluvnej strane podporu prijatim
vhodnych opatreni, ak je druha strana
povinna oznimit’ prislu§nému dozornému
organu na ochranu udajov (dalej len
,dohliadajici organ®), Ze v oblasti
zodpovednosti spravcu doslo k poruseniu
osobnych udajov (¢lanok 33 GDPR).

Institution shall meet the statutory
obligations of  Study  Subject
notification in the event of a personal |
data breach that is likely to result in a
high risk to the rights and freedoms of
the data subject (Article 34 GDPR).

. Without undue delay, each Party shall

inform the respective other Party of
inspections and measures taken by the
Supervisory Authority where they refer
to data processing falling under this
Agreement. This also applies where a
competent authority investigates a Party
in relation to the processing of personal
data within the framework of regulatory
or criminal proceedings. 1
Each Party shall use its best efforts to |
support the respective other Party where |
the latter faces an inspection by the
Supervisory Authority, regulatory or
criminal proceedings, a Study Subject’s
or third party’s claim to liability, or
some other claim connected to the data
processing  falling  under  this
Agreement.

Sponsor or Sponsor designee may carry
out any controls it considers useful to
ensure compliance by Institution and
Principal Investigator with the
obligations set forth in this Section 7.
Such control shall not relieve Institution
of its obligations under this Section
7and/or under the Agreement.

Zdravotnicke  zariadenie  splni
zakonnll povinnost upozornit' ucastnika
SkGsania v pripade porudenia ochrany
osobnych tdajov, ktoré by pravdepodobne
mohlo viest’ k vysokému riziku ohrozenia
prav a slobody udastnika (&lanok 34
GDPR).

Kazdd zmluvna strana bude bez
zbyto€ného odkladu informovat’ pristu$nd
druhd zmluvnu stranu o inSpekciach a
opatreniach  prijatych  dohliadajticim
orgdnom, pokial' sa tykaji spractivania
udajov, na ktoré sa vztahuje tito Zmluva.
To plati aj vtedy, ked prislusny organ
vy$etruje zmluvnd stranu v sdvislosti so
spracuvanim osobnych udajov v rédmci
regulaéného alebo trestného konania.

Kazda zmlovnd strana vynaloZzi
vietko usilie na podporu prislusnej druhej
zmluvnej strany, ak druha zmluvna strana
celi indpekcii dohliadacim organom,
regulaénému alebo trestnému konaniu,
narokom vZnesenvm ucastnikom
Skiidania alebo tret'ou stranou v sivislosti
so zodpovednost'ou alebo inym narokom
v sOvislosti so spracovanim udajov
spadajicim pod tiito Zmluvu.

Zadavatel' alebo nim uréeny
pracovnik mdZe vykonavatf akékol'vek
kontroly, ktoré povazuje za uzitoéne, aby
zabezpefil  dodrZiavanie  povinnosti
stanovenych v tejio Casti 7 zo strany
Zdravotnickeho zariadenia a Hlavného |
skii§ajticeho. Takéto konirola nezbavuje |
Zdravotnicke zariadenie povinnosti podla

tohto odseku 7 a/ alebo podl'a Zmluvy.
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720 Where Study Subjects bring claims

7.21.

7.22,

{ 723,

owing to unlawful processing or
personal data breach in connection with
this Agreement, each Party shall be
liable to the respective other Party
proportionate to the degree of
responsibility it bears for the unlawful
data processing or breach of data
protection, and shall indemnify such
other Party to the extent of its
responsibility in the event of data
subject claims against such other Party.

Upon conclusion of the Study, the
Parties shall delete or destroy personal
data processed under this Agreement,
except where further retention is
necessary to fulfil the purpose(s) stated
in the Informed Consent Form (or a
purpose compatible therewith) or as
required by applicable EU Member
State Law. In such cases, the Parties
shall only retain personal data for the
time period necessary to fulfil the
authorized purpose or applicable legal
requirements and shall delete or destroy
the personal data upon expiration of any
such retention period.

The Parties will modify the terms of this
Section 6 where required by a
Supervisory Authority (or when a
Supervisory Authority’s
recommendations or guidelines suggest
modification) and one of the Parties

Study Staff. Sponsor and its des;gnees
shall process Principal Investigator and
Study Staff personal data to the extent
needed for the Study and research
purposes execution of the Agreement.
Such personal data shall at all times be
processed in accordance with Data
Protection Laws. Sponsor (or Sponsor’s
designee) shall deliver privacy notices |

to the Principal Investigator and Study .

Ak Glastnik  Skdania podd
staZnost z  dbvodu  nezdkonného
spracivania alebo porufenia ochrany
osobnych tdajov v shvislosti s touto
Zmluvou, ka?dda zo zmluvnych stran
zodpovedd druhej zmluvnej strane
primerane k miere zodpovednosti, ktort
nesie za nezdkonné spraciivanie tidajov
alebo poruenie ochrany uGdajov, a
odskodni tito druhi zmluvnd stranu v
rozsahu jej zodpovednosti v pripade
narokov dotknutej osoby voéi tejto druhej
zmluvnej strane.

Po ukoncen{ SkuSania zmluvné
strany vymazi alebo zlikviduji osobné
udaje spracuvané podla tejto Zmluvy, s
vynimkou pripadov, ked’ je dalsie .
uchovdvanic nevyhnutné na splnenic
U¢elu  uvedenédho  vo  formuldri
informovaného suhlasu (alebo tiéelu s nim
zluéitel'ného) alebo podia poZiadaviek
prislugnych zakonov &lenského $tatu EU.
V takychto pripadoch si zmluvné strany
ponechaji osobné tnidaje iba po dobu
nevyhnutnii na naplnenie opravneného
néelu alebo platnych pravaych predpisov
a osobné udaje vymaZi alebo zniia po
uplynuti tejto doby uchovavama

Zmluvné strany upravia
podmienky tohto odseku 6, kde to
vyzaduje dohliadaci organ (alebo ked
odportifania alebo usmernenia
dohliadacieho orgédnu navrhnt Gpravu), a
podla toho sa upravia poZiadavky jednej
zo zmluvnych stran.

Pracovnici skafania: Zadavatel’ a
nim menované osoby sprachvaji osobné
udaje  Hlavného skasajiceho a
pracovinikov  SkGfania v rozsahu
potrebnom na ucely skifania, vyskumu,
uzatvorenia Zmluvy. Takéto osobné Gdaje
budd vidy spracivané v silade so
zakonmi o ochrane udajov. Zadavatel
(alebo nim uréeny =zastupca) dorudi |
Hlavnému skuaSajicemu a pracovnikom |
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Staff regarding the processing of their
personal data by Sponsor. Institution
and Principal Investigator each agrees
to provide reasonable assistance to
Sponsor {or Sponsor’s designee) in
issuing, distributing and collecting such
consents and/or transparency/privacy
notices as applicable.

All Confidential Information will be
kept in confidence by the Institution and
Principal Investigator and shall not be
used for any purpose not contemplated
by this Agreement during the term of
this Agreement and for at least ten (10)
vears after the termination or
conclusion of the Study, or longer if
required by applicable regulations,
except to the extent that Sponsor agrees
in writing to release it or if disclosure is
required by Applicable Laws, in which
case Sponsor shall be notified promptly
in writing of such request prior to such
disclosure being made. In addition, if
disclosure of Confidential Information
is required to treat an injury or illness
that is due, or is suspected to be due, to
the Study Drug or a Study procedure,
Institution and Principal Investigator
may disclose the  Confidential
Information to the medical
professionals directly involved in
providing the emergency care, provided
that such disclosure is on a “need-to-
know™ basis and only to the extent
necessary and required to treat such
injury or illness. Principal Investigator
shall bind the medical professionals to a
similar obligation of confidentiality and
notify Sponsor promptly in writing.

Skgsania oznimenia o ochrane 1ch
osobnych udajov Zadavatelom.
Zdravotnicke  zariadenie a Hlavny
skusajuci sohlasia s tym, Ze poskytnil
primerant pomoc Zadavatelovi (alebo
nim uréenému zastupcovi) pri vydavani,

distribicii a zhromaZd’ovani tychto
sihlasov. a / alebo oznidmeni o
transparentnosti / ochrane osobnych
udajov.

8. Dﬁverndst;i'id'a“jokfm
8.1. Vietky  dbverné

informacie  bude
Zdravotnicke  zariadenie a Hlavny
skidajici uchovavat ako doverné a
nebudd pouZité na Ziadne Géely, ktoré tato
dohoda nepredpoklada po dobu platnosti |
tejto Zmluvy a najmenej desat (10) rokov
po dokongeni alebo predéasnom ukondeni |
Skusania, pripadne dlhsie ak to vyZaduji |
prisluiné zékony, s vynimkou pripadov .
kedy Zadavatel! v pisomnej forme
odsthlasi poskytnutie alebo spristupnenie
udajov, alebo ak to je vyzadované na
zaklade prislusnych zdkonov, pricom v
takom pripade bude Zadavatel’ urychlene
pisomne upovedomeny o takejto
poziadavke na poskytnutie udajov. Okrem
toho, ak je poskytnutie dovernych
informécif potrebné v savislosti s lie¢hou
arazu alebo choroby, ktorad je spdscbena
alebo existuje podozrenie, Ze je spdsobena
SktGganym liekom alebo postupom v ramei

Skagania, Zdravotnicke zariadenie a
Hlavny skaSajuci mdzu  poskytnut
ddverné informacie priamo

zdravotnickym pracovnikom, ktori sa
podielaji na poskytovani urgeninej
starostlivosti, za predpokladu, ze sa dodrzi
pravidlo ,nevyhnutnosti poznat’ udaje™ a
iba v rozsahu nevyhnutnom a potrebnom
na lie¢bu takychto Grazov alebo chordb.
Hiavny skuSajici zaviaZze lekarov na
podobny rozsah povinnej mlcanlivosti a
okamZite to pisomne 0znami
Zadavatel'ovi.
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8.2. This obligation of confidentiality does

not apply if the Confidential

Information:

8.2.1. was in the public domain prior to the
commencement of the Services or
subsequently  becomes  publicly
available through no fault of
Institution or Principal Investigator;

8.2.2.
Principal Investigator by a third party
legally entitled to disclose such

information;
8.2.3. was already known to Institution and

Principal Investigator as

demonstrated by their

contemporaneous written records; or

82.4.is independently developed by
Institution and Principal Investigator
without the use of Confidential
Information as demonstrated by their

contemporaneous wriiten records.
8.3. The Parties agree that each Party may

82

was disclosed to Institution and

33.

disclose the financial compensation

provided to Institution and Principal
Investigator for the conduct of this
Study under this Agreement to comply
with Applicable Laws.

Study Data, Publication and Publicity
Institution and Principal Investigator
agree that all Study Data generated in
connection with the Study shall be the
sole property of Sponsor and shall be
subject to the obligations of

confidentiality, publication and
intellectual property in this Agreement.

9.2. Institution and Principal Investigator
agree that;

9.2.1. Sponsor shall have right to first
publication of the results of the
Study, which is intended to be a joint,

Tato povinnost zachovania dévernosti sa |
neuplatiiuje, ak doverné informacie: :

8.2.1. boli verejnosti dostupné pred
zadiatkom vykonavania Skigania
alebo sa nasledne stali verejne
dostupnymi bez zavinenia |
Zdravotnickeho  zariadenia alebo
Hlavného ski3ajieeho;

822, boli Zdravotnickemu zariadeniu a
Hlavnému skt$ajiicemu spristupnené
tretou stranou, ktora md zikonné
pravo takéto informdcie spristupnit’;

8.2.3. boli u? znime Zdravotnickemu
zariadeniu a Hlavnému ski$ajicemu,
ako to dokazuji ich vtedajsie pisomné
zaznamy; alebo

8.2.4. boli nezavisle vyvinuté
Zdravotnickym zariadenim a
Hlavnym skuasajicim bez pouZitia
dévernych informécii, ¢o dokazuju
prislu$né pisomné ziznamy.

Zmluyné strany sa dohodli, Ze kazda

zmluvnd strana moZe zvergjnit vysku
finan¢ne]  kompenzacie  poskytnute)
Zdravotnickemu zariadeniu a Hlavnému
skiSajucemu za vedenie tohto Sku3ania
podra tejto Zmluvy v sulade s prislunymi
zakonmi.

9. Udaje zo Skii¥ania, publikdcia a publicita

T

9.2.

Zdravotnicke  zariadenie a Hlavny
skiidajtici sthlasia s tym, Ze vietky udaje
zo SknZania vytvorené v stvislosti so
Skasanim budi vyluénym vlastnictvom
Zadavatel'a a budu podlichat” povinnosti
zachovania do6vernosti, pravidlam pre
publikovanie a na ochranu dufevného
vlastnictva podl’a tejto Zmluvy.

Zdravotnicke zariadenie
skasajici sthlasia s tym, Ze:

a Hlavny

9.2.1. Zadavatel bude mat pravo na prvé

zvergjnenie  vysledkov  SkaSania,
prostrednictvom spoloénej
_ multicentrickej  publikdcie, s
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* multicentre publication reflecting the 1

S22

results observed across all
participating Study sites;

they may publish the Study results in
accordance with this Section upon
occurrence of one of the following
gvents:

uvedenim vysledkov, ziskanych na
vietkych zicastnenych pracoviskich
Skdsania;

9.2.2. modZzu zverejnit’ vysledky SkuSania

v stilade s tymto odsekom, ak nastane
jedna z nasledujucich udalosti:

a) prva multicentrickd pub“l‘fkécia

a) the first multicentre publication of ] e
the results of the Study; D e per
b) no multi-centre publication is b) Ziadna multicentrické
submitted within eighteen (18) publikicia do osemnastich (18)
months  after completion or mesiacov od dokonfenia alebo
termination of the Study at all predasncho ukontenia
Study sites; or Skuania na vietkych
pracoviskdch SkiSania; alebo
¢) Sponsor confirming that there will ) Zaqz}va?el’ potvr'di, ie.Wsled}(y
be no multicentre publication of the Skuania nebudd publikované v
results of the Study. ramci multicentrickej
publikécie. !
9.2.3. their right to publication under this 9.2.3. pravo na uverejnenie podla tejto

Agreement is on condition that
Sponsor has been furnished with a
copy of the proposed publication,

abstract, poster, paper, presentation
or other scientific disclosure for
review and comment not less than
sixty (60) days prior to the intended
date of presentation or submission |
for publication. Sponsor may request

the following in writing:

Zmluvy je podmienené tym, Ze
Zadavatel’ dostane kopiu navrhovanej
publikacie, abstraktu, postera,
prispevku, prezentacie alebo iného
vedeckého zverejnenia na
preskiimanie a pripomienky najmenej
Sest'desiat (60) dni pred zamyslanym
diatumom prezenticie alebo
predloZenia na  publikovanie.
Zadévatel' mdZe pisomne poZiadat o
nasledujiice:

a) ”dodafoén)? odklad publikovania

a) an additional delay of publication ; £ |
for ninety (90) days for Sponsor to o devitdesiat (90) dni, ff‘.by
take steps to protect its proprietary mohol . Zadavatel pr.lj.at’
rights and intellectual property, in opatrenia na ochranu svojich
which case the Institution and vlastnickych prav a dusevného
Principal Investigator must abide vlastnictva, pricom v takom
by that request; or pripade musi  Zdravotnicke

zariadenie a Hlavny ska3ajici
tejito  poziadavke vyhoviet;
alebo

b) removal of specified Confidential b) odstranenie konkrétnych

Information (other than the results
of the Study) from the publication,

doévernych informacii (inych
ako st vysledky skiZania) z
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93. Each Party shall obtain prior written — 7-3- Kazda zn‘{luv:na’l .
consent from the other Party before predchadzajici pisomny sihlas druhej
using the other Party’s name, symbols | zmluvnej strany predtym, ako pouZije
or marks in any form of publicity. meno, symboly alebo znacky druhej
Institution and Principal Investigator | zmluvnej strany v akejkol'vek forme
agree not to release any press statements | publikdcie. Z'drf‘wotnicke zariadenie a
or answer any inquiries regarding the Hlavny skasajici sa zavézuji, Ze nebudu
Study or the Study Drug from financial zverejiiovat Ziadne tlacové vyhlésema. ani
analysts without the prior written | odpovedat na akekol'vek otazky tykajice
approval of Sponsor. : sa SkuSania alebo SkOSaného lieku od

finanénych analytikov bez
predchadzajiceho  pisomného  sthlasu
Zadavatela.

10. _Intellectual Property Rights e R il Lo H

10.1. Any inventions or discoveries (whether 10.1.  Akékolvek vynalezy alebo objavy |
patentable or not), innovations, (&i uz patentovatel'né alebo nie), inovacie,
suggestions, results, ideas and reports névx.’hy, vysledky, _népac_iy a sprévx, ktf)ré
arising out of or in connection with the VZIllknlf.l v shvislosti s res.lhzécmu
performance of the Study by Institution, Skidania ~ Zdr z?vojmickym zarladenim3
Principal Investigator or Study Staff Hlavnﬁn skigajiicim alebo pracovnikmi
shall be promptly disclosed to Sponsor Skusania, budu bezodkl-adne pisomne
in writing and shall be the exclusive poskytnuté Zadavatelovi a stand sa
property of Sponsor. L S IE DML LA VA .

10.2. Institution and Principal Investigator .Zc.iravotnicke zar'iadenie d Hlfwn)'/
hereby assign and transfer to Sponsor skdSajici tymto POStUP“_Jﬁ a prevadzaja it
and shall cause Study Staff to assign and Zadﬂva.tel’a a zabezpetia, aby pracovnici |
transfer to Sponsor as applicable, Skl'lﬁ.anl'c:l podl'a potreby bez d’alsich tvah
without additional consideration, all prev1ec}l1 na  Zadavatela  vSetky
assignable rights and title that they may postﬁpltel’né priva a néroky, ktoré by
have in such inventions or proprietary mohli mat’ k tymto vynilezom alebo
rights. vlasinickym pravam.

10.3. At the request and expense of Sponsor, Zdravotnicke zariadenie a Hlavny

in which case the Institution and
Principal Investigator must remove
such  specified  Confidential
Information as is reasonably
required to protect the intellectual
property of the Sponsor.

Institution and Principal Investigator
shall execute, and shall procure that the
Study Staff execute all such documents |
and perform all such other acts as the
Sponsor may reasonably require in
order to vest fully and effectively all

publikdcie; v takom pripade
musi Zdravotnicke zariadenie a
Hlavny skusajuct odstranit’ tieto
konkrétne déverné informacie v
rozsahu v akom je to primerane
potrebné na ochranu dusevného
vlastnictva Zad4vatela.

strana musi ziskat

skiidajiici na Ziadost a mna naklady
Zadavatela zabezpedia, aby pracovnici
SkuSania  podpisali  vietky  tieto
dokumenty a urobili vietky d'aliie ukony,
ktoré mdze Zadavatel v primeranej miere
vyzadovat, aby mohol plne a efektivne
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10.4. It is expressly agreed that neither Party 10-4-_ Je vyslovne dohodnutg, i.e ani
transfers by operation of this jedna zmluvnd strana neprevedie na
Agreement, to the other Party, any zéklade tejto Zmluvy na druht zmluvni
patent right, copyright, or other stranu i;adne. patentové prava, autorské
proprietary right the Party owns prior to prava alebo iné vlastnicke prava, ktor¢
the Effective Date. prisludna zmluvna strana vlastnila vz pred

datumom Géinnosti Zmluvy.

11. Liabilities and Indemnity 11. Zodpovednost’ a odikodnenie

11.1. Sponsor shall defend, indemnify and 11.1. Zadévatel’ obrani, Ofﬁk‘)d_ni 2
hold Institution and  Principal ochrini  Zdravotnicke zarlade_me a
Investigator harmless from any Hlavného s!(ﬁs“,ajﬁceho Pred akymikolvek
independent third-party Sl nezavislymi  narokmi tf’etich. stran
(“Claims”) for liabilities or damages (-Naroky®) v savislosti  so
arising out of bodily injuries, illness or | zodpovednostou za Skody vyplyvajice z
death to Study Subject that results from telesnych poraneni, chorSb alebo Gmrtf
the Study. Sponsor’s indemnity will not ncastnikov §ka§an1a v ddsledku Skdiania.
apply to the extent that the Claim arises Odskodnenie zadavatela sa nebude
out of (a) wilful misconduct on the part vzfahova_t’ na pripady, kedy rfé.roky'
of the Institution, Principal Investigator vyplynuli z (a) dmyselného zneuZitia na
or their employees or agents; (b) strane zdravotr}ickeho zariaden‘la,
activities that are in substantial conflict hlavného  skiiSajiceho alebo. ich
with the Protocol, , Study Instructions; pracovnikov alebo zastupcov; b) innosti,
(c) proven unauthorized warranties ktoré  si v podstajmom e
made by the Institution, Principal s protokolom a pokynmi k skusaniu; (c)
Investigator or their employees or preukézate.}’ne neopréavneného
agents concerning the Study Drug; or pos.kytnuttla zaruk  — zd}'avlotm’ckym
(d) failure by the Principal Investigator .zarladenim, hlavn):/m skdsajicim ale.bo
to obtain written informed consent of ich Zamestnancami aIebo. zéstupcami -
the Study Subject involved in tykajucich sa skasaného lieku; alebo (d)
accordance with the Protocol. This okolnosti kedy hlavny skiSajici neziskal
indemnification is contingent on | pisomny informovany suhlas od UCastnika
Institution and Principal Investigator skiSania ¥ Sf‘_}ade = p‘rotokolom. Toto
providing the Sponsor with (a) written | odskodnenic je podmicnené tym, Ze
notice of a Claim; (and (b) full zdrantn_icke zariadenie a h_lavny
cooperation in the investigation, skilajici poskytnt Zadavatelovi (a)
defence and/or settlement of any Claim. pisomné ozndmenie o vzniku néroku; ab) |

; uplni spolupréca pri vySetrovani, obranea .
/ alebo vyrie$eni akéhokolvek naroku. |
11.2. It is understood by Institution and 11.2. Zdravotnicke zariadenie a Hlavay

such inventions or proprietary rights in
the Sponsor or its nominee.

Principal  Investigator  that  the
indemnification under this Agreement

preniest’ vﬁetky tieto "v'ynz"’ilezy- alebo
viastnicke priava na Zadavatela alebo
povereného zastupcu.

sk(fajici chipu, Ze odgkodnenie podla
tejto Zmluvy poskytuje Zaddvatel, nie
spolotnost Worldwide.
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is provided' by Sponsor and not by'

Worldwide.
12. Subject Injury 12. Poskodenie zdravia G¢astnika
12.1. Sponsor will reimburse Institution for 12.1. Zadavatel’ uhradi Zdravotnickemu

Protocol on these conditions: Giehtompadntisnok: .

a) the injury or illness must result a) f‘r‘f‘z alebo c,horoba musia vbe
directly from the Study Drug or priamym  nasledkom  pouZitia
Study procedure; Skuganého lieku alebo postupu v

ramci Skiidania;

b} the injury or illness must not be a b) draz alebo choroba nesznﬁ byt
medical condition or the natural chprobou ) aleb(_) vysledkon:l
progress of medical condition that prirodzene] progresie choroby, ktord
the Study Subject had before mal Castnik vz pred zatatim
starting the Study; i Skasania; .

¢) the injury or illness is not the result c) ﬁr’az alebo chorob? nevznikli
of the Principal Investigator’s or naslec'lkom nedbalosti  Hlavného
Institution’s  negligence, wilful skudajuceho alebo Zdravoinickeho
misconduct or failure to comply zariadenia, Umyselného zneuZitia
with  the  Protocol,  Study alebo  nedodrZania  Protokolu,
Instructions, Applicable Laws or p?kynov pre  sktSanie, ] platn,)’/ché
any governmental or regulatory zak(.mov. alebo ] akychkol'vek |
authorities’ requirements  or poZiadaviek alebo nariadeni vladnych |
regulations; alebo regulanych organov;

d) Institution confirms to Sponsor that d) Zdravotnicke zariadenie potvrdzuje
it has not billed or sought Zadavatel'ovi, Ze netétovalo ani
reimbursement ﬁ-om any Smdy neiiadalo néhradu od ZdraVOtrlej
Subject’s insurance provider, a PO}St’OVne Uastnika Skﬁ§aﬂ133
governmental healthcare program, vladnei}o Pregramu zdravlot’nej
or other third-party providers for starostlivosti ~ ani  od  inych
any such medical expense; and poskytovatelov za tieto zdravotné

ndklady; a

¢) Institution provides prompt written e) Zdravotnicke zari.adenie okamiite.
notice of the Study Subject’s claims pisomne  nahlasi Zadavatel. ovl
to Sponsor. vzneseny narok uiéastnika Skii$ania.

13. Insuramce 13. Poistenie
13.1. Sponsor ~ shall maintain liability 131~ Zaddvatel — zabezpedi  poistenie
coverage to cover all damages caused to zodpovednosti - za  Skodu  spésobend

reasonable, out-of-pocket standard
medical expenses for treatment of
Study-related injuries or illness suffered
by Study Subjects that arose from the

the Study subject (including liability

insurance of the Institution) in such

zariadeniu primerané, $tandardné niklady
na lie¢bu trazov alebo chordb stvisiacich
so SkuSanim, ktoré utrpeli G&astnici
Sku%ania, a ktoré vyplynuli z protokolu za

ucastnikovi Skiugania (vratanepoistenia

zodpovednosti

Zdravotnickeho

zariadenia) v takvch formach a vvikach,
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13.2:

- 14. Debarment and Disqualification
14.1.

14.2.

14.3.

forms and amounts as are reasonable for
the conduct of the Study, which
coverages and coverage limits shall in |
no event be less than required by
Applicable Laws. The Sponsor shall
provide the corresponding certificate of
insurance or other proof of coverage.
Pursuant to Act no. 578/2004
Coll. on health care providers, health
care workers, professional
organizations in health care and on the
amendment of certain laws, as
amended, the Institution is obliged to
take out its own liability insurance,
which will cover its liability for
damage caused to persons in
connection with the provision of
health care, with insurance coverage
that meets the legal requirements. The
Investigator may choose to take out
additional private professional clinical
trial liability insurance.

Principal Investigator certifies
that he/she is not and has not been
debarred, excluded, disqualified or
restricted in his/her ability to practice
medicine, participate in a clinical trial,
or perform services in connection with
the evalunation of a pharmaceutical
product under any Applicable Laws.

Institution and Principal Investigator
shall ensure that no Study Staff known
to be debarred by any regulatory
authority with jurisdiction over the
conduct of the Study (including the U.S.
Food and Drug Administration) shall |
participate in the Study.

Institution and Principal Investigator
shall immediately notify Sponsor or

14.3. Zdravotnicke zariadenie a Hlavny

ktoré su primerané na uskutoCnenie
Skosania, prifom poistné krytie ajeho
limity nebude v Ziadnom pripade niZsie,
ako  vyZadujd  prislusné  zakony.
Zadavatel' predlozi prisluiné poistné
certifikaty ako potvrdenie poistenia.

Zdravotnicke zariadenie je v
zmysle zékona ¢&. 578/2004 Z.z. o
poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch,
stavovskych organizécidch v zdravotnictve
a o zmene a doplneni niektorych zakonov
vzneni neskorSich predpisov povinné
uzatvorit’ vlastné poistenie zodpovednosti
za Skodu, ktoré bude kryt jeho
zodpovednost’ za §kodu spdsobent osobam
v suvislosti s poskytovanim zdravotnej
starostlivosti, a to s poistnym krytim
spiiajocim poZiadavky pravnych
predpisov. Skusajiici sa méze rozhodmit
vzavriet dodatoéné poistenie sukromnej
profesnej zodpovednosti za
uskutoéiiovanie klinickych skusani.

" 14 Vylliéeilie a diskvalifikacia
141

Hlavny skasajici potvrdzuje, Ze nie
je a nebol vylaceny, diskvalifikovany
alebo obmedzeny vo svojej schopnosti
vykonavat’ lekarsku prax, zoCastilovat’ sa
na klinickom skasani alebo poskytovat
sluzby v suvislosti s  hodnotenim
farmaceutického vyrobku podla platnych
pravanych predpisov.

14.2. Zdravotnicke zariadenic a Hlavny

sktSajliici zabezpetia, aby sa na skaSani
nezucastiioval Ziadny pracovnik, o ktorom
je zndme, Ze¢ ho vyligil z <innosti
akykol'vek regulainy orgén s jurisdikciou
nad uskutoéilovanim sk03ania (vratane |
amerického Uradu pre kontrolu potravin a |
lie€iv).

skaajaci buda bezodkladne informovat
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15. Financial Disclosure 15. Finan&né zverejnenie
15.1. Institution and Principal Investigator 15.L. Zdravotnicke zariadenie a Hlavny
will ensure that prior to their ské§a_!1’101. zabezpeéla, aby ] Hlavny
participation in the Study, Principal skiSajoci a vietci spoluskisajici pred
Investigator and any sub-investigators SMalen l¢astou na SkaSani vyplml_l a
complete and return to Sponsor the vrétll{Zadévatel’ow formulérpotvrdemao
financial disclosure certification form zverejneni finan¢nych zaujmov
provided by Sponsor. Institution and pos‘kytm.lt)'/ Zadévatefom. Zdravotni.cke:
Principal Investigator shall promptly zariadenic  a  Hlavny skiidajici
notify Sponsor of any required revision bezodkladne upovedor.ma‘ Zadévatel’§ v
to the financial disclosure certification | pripade potreby aktualizécie potvrdenia a
during the term of this Agreement and | o zverejnent ﬁn_ané.nych zéujmov pocas
for one year following completion of obdobia platnosti tejto Zmluvy a po dobu
the Study. Upon Sponsor’s written jedného roka po.ulfonéer_li Skagania. Na
request following the completion of the zaklade pisomnej ilad9st1 Zadévatel’.a po
Study, Institution and Principal dokonéeni Skt'fﬁama o Zvere_]r'leni
Investigator will ensure that Principal ﬁnanén)-’rch zaymov, Zdravotmcké
Investigator and  sub-investigators zaradenie aHlavnj skﬁéaﬁm zabezpe.éla?
provide updated financial disclosure aby Hlavny skuSajici a spoluskuSajici
certification forms to the Sponsor. poskyti  Zadavatefovi  aktualizované
formulare potvrdenia o zverejneni
finanénych zadujmov.
16. Anti-Bribery 16. Protikorup¢né opatrenia
16.1. Institution and Principal Investigator 16.1. .Zc.lravotnicke zariad_enie a Hlavny
shall comply with all applicable anti- skufajoci  budi  dodrZiavat’  vSetky

‘Wo'r‘l'cvl{w;‘ide, on behalf of Sponsor if any

Study Staff becomes debarred or is the
subject of a debarment investigation or
proceeding at any time during the
Study.

corruption laws, rules, regulations and
decrees and fully cooperate with all

Zadavatel'a alebo spoloénost Worldwide

v mene Zadavatela, ak dojde k vylaceniu
niektorého pracovnika Ski¥ania alebo ak
je predmetom konania v suvislosti s
vyligenim kedykoI'vek podas Skudania.

prisluiné protikorupéné zakony, pravidl4,
nariadenia a vyhla%ky a budi ploe

diligent efforts of Sponsor and spolupracovat ED Zaddvatelom
Worldwide inquiring into Principal aspolotnostou  Worldwide il
Investigator’s operations in order to vySetrovani Cinnosti Hiavného
satisfy Sponsor’s or Worldwide’s skifajoccho  za  Ufelom  splnenia

obligations under the United States
Foreign Corrupt Practices Act, as
amended, the UK Bribery Act and any
implementing legislation under the
OECD Convention Against Bribery of |
Foreign Government Officials in |
International Business Transactions,
and any other similar laws applicable in

povinnosti Zadavatela alebo spolo&nosti
Worldwide vyplyvajticich zo zdkona proti
korupcii v zahraniéi platného v USA v |
zneni neskor§ich predpisov, zakona o
uplatkérstve platného v Spojenom
krafovstve a vSetkych vykonavacich
pravnych predpisov podla Dohovoru
OECD  proti uGplatkom zahraniénych
vladnych iradnikov v medzinarodnych
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~the jurisdiction where the 'Stud; is

obchddn}’fch transakciach a v§etk)?ch

conducted. d’alsich podobnych zikonov platnych v
jurisdikeii, v ktorej sa Skt$anie vykonéava.
16.2. Institution and Principal Investigator 16.2. Zdravotnicke zariadenie a Hlavny

shall not solicit, request, pay or give, or
agree to receive or accept, either
directly or indirectly, anything of value,
inciuding any financial or other
advantage, that is intended to or
designed in any way to induce or reward

skasajlici nebudd vyzadovaf, poZadovat,
vyplacat’ ani davat’ alebo toto schval'ovat,
¢i uZ priamo alebo nepriamo, prijatie
¢ohokol'vek hodnotného, vratane
akychkolvek finanénych alebo inych
vyhod, ktoré si uréené alebo navrhnuté

the improper performance by Principal akjrr.nko!’vek sposobom  za ucelom
Investigator or Study Staff of any motivacie alebo odmeny za nevhodnu
realiziciu  funkcie alebo  Cinnosti

function or activity in connection with
the Study.

performance of the Study according to
Exhibit B and Exhibit C of this
Agreement. The corresponding parts of
compensations to the Institution,
Principal Investigator and Study staff,
including the staff of the radiology
department of the Institution, will be
paid separately to their separate
individual bank accounts in accordance

Hlavného skiigajiceho alebo pracovnikov
SkaSania v ramci Skd3ania.

' 16.3. Principal Investigator agrees not to [6.3. i Hlavn)’f‘ skizSajuci e zavizuje, Ze
accept or pay, give, offer or promise to Depume,, an ne’z,ap'lat}, r{eposkytnm
pay or give, directly or indirectly, any nepqnukne ani nesl’ubi, Ze priamo alebo
money or anything of value to any nepriamo zaplati alebo da4 akékolvek
government  official or employee peniaze alebo Cokolvek hodnotného
inducing that person to do or omit doing vladnemu vradnikovi alebo pracovnikovi,
any act in violation of his‘her lawful | ktorjf by mal tato osobu motivovat', aby
duty, securing an improper advantage, urobila alebo opomenula konat’ v rozpore
or influencing such official to use s jeho zé:l:;?nnou pczvinnolst’og, ¢o by malo
his/her influence with the government | zabezpecﬂ:‘ neopravnene vyhody alebp
to effect or influence the decision of ovplyvnenie tohto uradnika, aby vyuZil
such government in order to assist | svoj vplyv na vladu na uskutoénenie alebo
Sponsor or Worldwide in obtaining or | ovplyvnenie rozhodnutia tejto vlady s
retaining business. ciefom poméct Zadavatelovi alebo

spolotnosti Worldwide pri ziskavani |
alebo udrzani obchodne;j prileZitosti.
17. Financial Arrangements 17. Finan¢né¢ ustanovenia :
17.1. Sponsor, through Worldwide, shall 17.1Zadévatel  prostrednictvom  spolo&nosti |
compensate Institution and Principal Worldwide odmeni Zdravotnicke zariadenie a
Investigator and Study Staff for the Hlavného  skddajuceho  a pracovnikov

Skiifania za vykonanie Skafania v sulade s
prilchou B a prilohou C tejto Zmluvy.
Prislusné  Casti odmien Zdravoinickemu
zariadeniu, Hlavnémn ski$ajlicemu
a pracovnikom Ska3ania, vritane pracovnikov
radiologického pracoviska Zdravotnickeho
zariadenia, budd vyplatené oddelene na ich
oddelené individualne bankové Glty v sulade
s vyultovacim protokolom podla Prilohy B
Zmluvy.
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with the billing protocol as per Exhibit |
B of this Agreement.

17.2. Division of compensation 172  Rozdelenie odmien

17.2.1 Compensation for the performance 172 1 Odmeny za vykony realizované v ramci
within the Study, except for Skusania okrem radiologickych vykonov
radiological procedures, shall be sa rozdeluji nasledovne: 20% pre
divided as follows: 20% for the Zdravotnicke zariadenie a 80% pre
Institation and 80% for the Hlavného skiSajiiceho a pracovnikov
Principal Investigator and Study Skiifania. Podicl odmien prislachajici
staff. The proportion of the Hlavnému ska3ajicemu a pracovnikom

compensation for the Principal Skisania sa dalej deli v pomere
Investigator and the Study staff shall uv'edenom vo vylttovacom protokole v |
Prilohe B Zmluvy.

be further divided at the proportion
specified in the billing protocol in
Exhibit B of the Agreement.

17.2.2 Compensation for radiological
procedures performed within the 1722 Odmeny za radiologické vySetrenia

Study shall be divided as follows:
80% for the Institution and 20% for
the staff of the radiology department.

realizované v ramci Skuania sa rozdeluji
nasledovne: 80% pre Zdravotnicke
zariadenie a 20% pre pracovnikov

The proportion of the compensation radiologického pracoviska
for the staff of the Radiology Zdravotnickeho zariadenia. Podiel odmien
department of the Institution shall prislichajiici pracovanikom
forther be divided at the proportion radiologického pracoviska
specified in the billing protocol in Zdravotnickeho zariadenia sa d'alej deli v
Exhibit B of the Agreement. ' pomere uvedenom vo vyuétovacom

protokole v Prilohe B Zmluvy.

17.3 Payment of compensation

17.3.1 Compensation for the Institution shall ~17.3 Vyplata odmien
be paid on the basis of the 17.3.1 Odmeny pre Zdravotnicke zariadenie
corresponding invoices issued by the budi vyplatené na zédklade pristudnych
Institution, based on the faktir  vystavenych  Zdravotnickym
documentation provided by the zariadenim na zdklade podkladov
Sponsor/Worldwide to the Institution doru¢enych Zadavatelom/ spoletnostou
and approved by the Principal Worldwide Zdravotnickemu zariadeniu a
Investigator, odsthlasenych Hlavnym skugajicim.

17.3.2 Compensation for the Principal
Investigator and the Study staff and 1732 Odmeny pre Hlavného skidsajiceho
compensation for the staff of the a pracovnikov SkuSania aodmeny pre
radiological  department of the pracovnikov radiologické¢ho pracoviska
Institution will be paid on the basis of Ziayewickelis = mafiatenia; — bidi
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the present Agreement, without the

requirement to issue an invoice, within
the due date of the invoices issued by
the Institution.

17.4. Institution and Principal Investigator
and Study Staff will not be
compensated for any:

Study Subjects who are enrolled
without a properly executed informed
consent form in accordance with this
Agreement, and who do not meet the
inclusion/exclusion criteria; or

1741

Services performed that are violations
of or deviations from the Protocol or
resulting in a breach of this
Agreement, cxcept for deviations as
described in Section 1.8.(a).

17.4.2

The Parties have agreed upon a one-
time reward of EUR 1,500.00 for
administrative  and  legal costs
associated with the Study. This payment
will be paid by the Sponsor in full
amount to the account of the Institution,
based on an invoice issued by the
Institution within 10 days of the
initiation visit at the Study Site at the

17.4

17.4

realizované na zaklade tejto Zmluvy, bez
povinnosti vystavovat' faktiru, v lehote
splatnosti faktar vystavenych
Zdravotnickym zariadenim.

Zdravotnicke zariadenie, Hlavny skusajici
a pracovnici Skuiania nebudt odmefiovani za:

.1 0dastnikov SkiZania, ktori budi zaradeni
bez riadne  vyplneného  formulara
informovaného sfhlasu v silade s touto
Zmluvou a ktori nespliiaju kritérid na
zaradenie / vylienie; alebo

17.4.2 za vykonanie SkoSania, poskytnuté na

zaklade poruSenia alebo odchylenia sa od
protokolu alebo ktoré vedd k porufeniu
ustanoveni tejto Zmluvy, s vynimkou
odchylok opisanych v odseku 1.8. (a).

' 175. The Budget in Exhibit C may be 17.5 RozpoZetv prilohe CmoZe byt upraveny na
E modified by mutual written agreement zéklade' VZé-Jf’mneJ pisomnej ’dOhOdY
of the Parties, and-shall constitute full zmluynych strin a predstavuje plnt platbu
payment for the Study, and neither za realizdciu Sktifania. Zadévatel' ani
Sponsor nor Worldwide shall have any SPOIOéHOSf Worlvqwide n%bufllﬁ mat’ _podl’g%
further payment obligations under this tejto Zmluvy Ziadne dalSie povinnosti
 Agreement. R T T |
17.6. The  Parties acknowledge that 170 Zmluvné strany beri na vedomie, Ze
Worldwide is the payment agent for the spoloénost’ Worldwide bude na ziklade tejto
Sponsor under this Agreement. Sponsor Zmluvy realizovat platl?y za Zadavatela
shall be liable for all payments made Zadavatel' je zodpovedny za vietky platby
under this Agreement and Worldwide uskutodnené  podla tejlo  Zmluvy a
shalil not be liable in the event adequate spolotnost’ WO{ ldwide ] nenesie
funds are not made available by the zodpovednost’ v pripade, Ze Zaddvatel
Sponsor. neposkytne dostatoéné prostriedky.
17.7. Start-up fee 17.7 Start-up poplatok

Zmluvné  strany sa  dohodli na
jednorazove] odmene 1,500.00 € za
administrativno-pravne naklady spojené
so SkuSanim. Tato platba bude uhradena
ZadavateTom v plnej vyske na et
Zdravotnickeho zariadenia na zaklade
faktary  vystavenej  Zdravotnickym
zariadenim do 10 dni od inicialnej
navitevy pracoviska SkuSania na zaCiatku
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beginning of the trial, with the maturity
period of 45 days from the date of issue.

17.8 ARCHIVING FEE

The Parties have agreed upon a one-
time payment of EUR 1,500.00 for

archiving of the trial documents for a |
period of 15 years. This payment will be
paid by the Sponsor via Worldwide in |
full amount to the account of the
Institution, based on an invoice issued
by the Institution after successful |
completion of the close-out visit, with |
the maturity period of 45 days from the |

date of issue.

18. Termand Termination
18.1 This Agreement becomes valid as of the
date of the last signature by the Parties

and effective on the day after the day of
its publication in the Central Register of
Agreements of the Government Office of
the Slovak Republic. The Institution shall
ensure the publication of the Agreement.
Unless terminated carlier as provided
below, the Agreement shall continue until
completion of the Study as announced by
the Sponsor to the Institution in writing.

18.2. Sponsor may terminate this
Agreement:

18.2.1 with or without cause, upon thirty (30)
days prior written notice to Institution
and Principal Investigator; or

- 18.2.2 immediately for any of the following
reasons:

a) authorization and approval to
conduct the Study is withdrawn by
_ the relevant regulatory authority;

b) the Study Data support termination
of the Study for any reason,

Skusania s lehotou splatnosti 45 dni od jej
vystavenia.

17.8 ARCHIVACNY POPLATOK

Zmluvné  strany sa dohodli na
jednorazovej platbe  1,500.00 € =za
archivaciu $tudijnych dokumentov pocas
15 rokov. Téato platba bude uhradena .
Zadavatel'om prostrednictvom
spoloénosti Worldwide v plnej vyske na
uet Zdravotnickeho zariadenia na

zéklade faktiry vystavenej
Zdravotnickym zariadenim po dspe§nom
absolvovani zavere&nej navitevy

pracoviska Skiania v lehote splatnosti 45
dni od jej vystavenia.

18. Platnost’ a ukon&enie Zmluvy

18.1T4to Zmluva nadobida platnost’ od datumu

posledné¢ho podpisu zmluvnych stran a
ucinnost dilom nasledujicim po dni jej
zverejnenia v Ceniralnom registri zmliv
Uradu  vlady  Slovenskej  republiky.
Zverejnenie Zmluvy zabezpedi Zdravotnicke
zariadenie Pokial nebude Zmluva ukoncend
skér, ako je uvedené niz&ie, bude pokradovat’
az do dokonfenia skO3ania, ktoré oznami
Zadavatel’ pisomne Zdravotnickemu
zariadeniun,.

18.2 Zadavatel’ mdZe tato Zmluvo vypovedat”

18.2.1 s/bez uvedenia dévodu, tridsat (30) dni

vopred pisomnou vypovedou
Zdravotnickemu zariadeniu a Hlavnému
skiifajucemu; alebo i

18.2.2 s okamZitou platnostou z niektorého =z

nasledujucich dévodov:

a) ak prisluiny regulacny organ
zru$i povolenie a suhlas na
vedenie Skasania;

b} ak fidaje zo Skiania podporuji
uvkoncenie Skagania zZ
akychkol'vek dovodov, vritane
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including the safety and welfare of
Study Subjects;

¢) Principal Investigator becomes
unavailable to conduct the Study
and a mutually acceptable
replacement principal investigator
cannot be identified;

d) Institution or Principal Investigator
materially breaches the terms of
this Agreement and Institution and
Principal Investigator have failed to
cure the material breach, at their
own expense, within thirty (30)
days of receipt of written notice
specifying such breach;

e) Institution, Principal I[nvestigator
or any Study Staff becomes
debarred or disqualified; or

f) Principal Investigator has failed to
recruit or enrol a sufficient number
of subjects for participation in the
Study to make it likely that the
statistical requirements applicable
to the Study will be met or failed to |
enrolled the number of subject
expected at the Institution.

bezpetnosti a blaha Gastnikov
Skndania;

¢} ak uZ nebude Hlavny skfifajlci
k dispozicii na udely vedenia
skifania a nebude moZné

vymenovat’ nahradného
hlavného sktidajuceho
prijateného pre obidve

zmluvné strany;

d} ak Zdravotnicke zariadenie
alebo Hlavny skugajaci
zavaznym spbsobom porudia
podmienky tejto Zmluvy a
Zdravotnicke  zariadenie a
Hlavny skGSajici na svoje
néklady nevyrie§ia zavaZné
porudenie ustanoveni Zmluvy
do tridsiatich (30) dni od prijatia
pisomného oznamenia ]
uvedenim takéhoto porusenia;

ej Zdravotnicke zariad'eni'e,
Hlavny skuasajuci alebo
ktorykol'vek pracovnik

Skugania budd vyluceni alebo
zbaveni kvalifikacie; alebo

f) ak Hlavny skuajuci nenasiel
alebo nezaradil dostatoény
pocéet Glastnikov do Ski3ania,
aby bolo pravdepodobné, Ze
buda splnené Statistické
poZiadavky vztahujice sa na
Skasanie alebo nezariadil pocet
O¢astnikov SkaZania, ktory sa
pre Zdravotnicke =zariadenie
odakava. 5

18.3. Institution and Principal Investigator 183 Zdravotnicke zariadenic a Hlavny skuSajuci

may terminate  this Agreement
immediately:

mézu tito Zmluvu vypovedat s okamzitou
platnostouw:

18.3.1 if Sponsor materially breaches the 18.3.1 ak Zadavatel zdvaZnym spdsobom porusi

terms of this Agreement and failed to

cure the material breach within thirty |
(30) days of receipt of written notice :
specifying such breach; or

podmienky tejto Zmluvy a do tridsiatich
(30) dni od prijatia pisomnej vypovede s
uvedenim takéhoto porufenia nevyriedil
zdvaZné porudenie; alebo
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Study Subject health and safety
reasons (i.e. to mitigate an imminent
safety risk to Study Subjects).

18.3.2 upon written notice to Sponsor for 18.3.1 na zéklade  pisomnej  vypovede

Zadavatel'ovi z dévodov ochrany zdravia a
bezpe€nosti téastnika Skisania (t. j. na

zmiernenie bezprostredného |
bezpenostného rizika pre uastnikov
Skusania).

18.4. Immediately upon receipt of a notice 6f 18.4 Zdravotnicke zariadenie a Hlavn)’/ skasajuci

termination, Institution and Principal
Investigator shall cease entering
subjects into the Study, cease
conducting procedures on Study
Subjects to the extent medically
permissible, and refrain from incurring

additional costs and expenses to the

extent reasonably possible.

18.5. Upon completion of the Study or Study
termination, Institution and Principal

Investigator shall:

18.5.1 prepare and forward a final reporté
containing all relevant information for |

the Study as described in the Protocol,
including all Study Data to Sponsor;
and

18.5.2 return all unused Investigational
Product, Study supplies, Equipment,
devices, Confidential Information and
all related Study materials furnished to
Institution and Principal Investigator
by Sponsor or its designee including
Worldwide.

19. General Provisions

19.1. This Agreement and its
Exhibits contain  the entire
understanding between the Parties and
unless otherwise stated in this
Agreement, can only be modified by
written agreement of the Parties. Titles
and headings are inserted in this
Agreement for reference purposes
only and must not be used to interpret
the Agreement.

19.2. With the exception of legal
notices, all notices under this

Agreement shall be in writing, signed |

ihned po prijati vypovede ukondia
zaradovanie Odastnikov do Sskigania, |
prestani s vykondvanim  postupov u
u¢astnikov Skasania v rozsahu, v akom je to
pripustné zo zdravotného hladiska, a v
rozumnom moZnom rozsahu sa zdrZia
d’al$ich vydavkov a ndkladov.

18.5 Po dokonéeni alebo predéasnom ukonceni
Sktsania Zdravotnicke zariadenie a Hlavny
skusajuei:

18.5.1 vypracujd a poskytni zavereénl spravu
obsahujicu vietky prisluiné informacie o
Skasani, ako je to opisané v Protokole,
vratane vietkych 1ndajov o  Skiasani
Zadavatelovi; a

18.5.2 vratia vietky nepouZité Skd3ané lieky,
materidl, vybavenie, zariadenia, doverné
informacie a vietky stvisiace materialy
Skt8ania poskytnuté Zdravotnickemu
zariadeniu a Hlavnému skisajicemu
Zadavatelom alebo jeho zastupcom
vratane spolocnosti Worldwide.

19. Vieobecné ustanovenia

19.1Této Zmluva a jej prilohy predstavuja
kompletny rdmec porozumenia medzi -
zmluvnymi stranami, a pokial nie je v |
tejto zmluve uvedené inak, je mo7né ju |
menit iba na zéklade pisomnej dohody
zmluvnych stran. Nazvy a nadpisy st v
tejto Zmluve uvedené len na informatné
ufely a nesmi sa pouZivat na jej
interpretaciu.

19.28 'vj'/nimkou pravnych oznameni musia
byt’ vietky oznamenia podla tejto Zmiuvy
pisomné, podpisané prislunou zmluvnou
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by the relevant Party, and delivered
personally by courier, recorded
delivery posts or e-mail, in each case
with written confirmation of delivery
or receipt. Legal notices under this
Agreement shall be in writing, signed
by the relevant Party, and delivered
personally by courier or by recorded
delivery posts with confirmation of
delivery or receipt in writing. Notices
shall be addressed as follows:

stranou a doruené osobne kuriérom,
doporuéenou postovou zisielkou alebo e-
mailom, v kaZdom pripade s pisomnym
potvrdenim o doruleni alebo prijati.
Pravne ozndmenia podla tejto Zmluvy
musia byt’ v pisomnej podobe, podpisané
prisiu$nou zmluvnou stranou a dorucené
osobne kuriérom alebo doporufenou
postovou  zasielkou s  pisomnym
potvrdenfim o doruceni alebo prijati.
Adresy na uely oznameni:

To Sponsor/ | Name and Address/ | As written in preamble of this Agreement/

e Meno a adresa: Podla textu v preambule tejto zmluvy
Zadavatela: | e-mail: Marilyn.labart@acticor-biotech.com

With a copy to Name and Address/ | As written in preamble of this Agreement/
ikt Meno a adresa: Podl'a textu v preambule tejto zmiuvy

Kopia pre | e-mail: SM_sites contracts_admin@woridwide.com
spolocnost

Worldwide:

To Institution/ | Name and Address/ | As written in preamble of this Agreement/
Pre zdravotnicke | Meno a adresa: Podla textu v preambule tejto zmluvy

zariadenie: e-mail: intt@fntt.sk

T Principal Name and Address/ | As written in preamble of this Agreement/
Investigator/ Pre Meno a adresa: Podrla textu v preambule tejto zmluvy

Hlavného e-mail: georgi.krastev@fatt.sk
skiiSajuceho:

19.3Ktordkol'vek zmluvnd strana moZe
zmenit svoju adresu alebo e-mail
pisomnym oznidmenim  zaslanym
druhej zmluvnej strane doru¢enym v
stlade s tymto ustanovenim.

19.3. Any Party may change its address or e-
mail by giving the other Party written
notice, delivered in accordance with this
provision.

19.47Zdravotnicke zariadenie a Hlavny
skagajici nepoveria externého
dodévatela plnenim niektorych zo
svojich zaviizkov podla tejto Zmluvy

- 19.4, Institution and Principal Investigator shall |
not engage any subcontractor to fulfil any |
of their obligations in this Agreement
without obtaining prior written consent
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195

19.6.

197,

unreasonably  withheld. If Sponsor
approves the engagement of a
subcontractor, Institution and Principal |
Investigator  shall remain  solely |
responsible  for the qualification,
contracting and oversight of the activities
performed by their subcontractor(s), and |
the use of a subcontractor shall not relieve
Institution and Principal Investigator of
their obligations. Institution and

Principal Investigator shall be solely :
responsible for all financial

responsibilities  related  to  such

subcontractor(s), including withholdings, |
liabilities and contributions in respect of

any such subcontractor(s).

Institution and Principal Investigator
agree to co-operate in good faith and to
provide any necessary information or
instruction to vendor(s) appointed by the
Sponsor or Worldwide on behalf of
Sponsor for the performance of the Study.

Institution and Principal Investigator are
independent contractors for Sponsor, and
are not employees, agents, or partners of
Sponsor or Worldwide.

Sponsor may assign this Agreement upon
written Amendment to the Agreement. |
This Agreement may not be assigned or |
transferred by Institution or Principal
Investigator without the prior written |
consent of Sponsor, unless such
assignment is due to an acquisition or if
the Agreement is assigned to Institution’s
parent company, in which case,

bez  ziskania  predchadzajiceho
pisomného sihlasu Zadavatela, priCom

tento sithlas nebude bezdévodne
odmietnuty. Ak Zadavatel schvali
poverenie subdodavatela,

Zdravotnicke zariadenie a Hlavny
sli$ajici budu nad’alej niest’ vyluéni
zodpovednost’ za kvalifikacin,
uzatvaranie zmlidv a dohFad nad

¢innostami, ktoré vykondvaji ich
subdodavatelia, a vyuZivanie
subdodavatel'a nezbavuje

Zdravotnicke zariadenie a Hlavného
sku¥ajiceho  ich  zodpovednosti.
Zdravotnicke zariadenie a Hlavny
skiajuci nesu vyluéna zodpovednost’
za vietky finanéné zavizky stvisiace s
takymito subdodavatelmi, vratane
Ghrady  dafiovych  preddavkov,
zavizkov a prispevkov do socidlnych
fondov v suvislosti s takymito
subdodavatel'mi.

19.5Zdravotnicke zariadenie a Hlavny
skui3ajici sa zavazuju spolupracovat v
dobrej viere a poskytnuf vSetky
potrebné informacie alebo pokyny |
dodavatefom uréenym Zaddvatel'om
alebo spoloénostou Worldwide v mene
Zadavatel'a na vykonavanie Skafania,

19.6Zdravotnicke zariadenie a Hlavny
skagajlci su nezdvislymi dodavatelmi
pre Zadivatela a  nie si
zamestnancami, agentmi ani partnermi
Zadavatel'a alebo spoloénosti
Worldwide.

19.7Zadavatel’ méZe tito Zmluvu postipit’
na zdklade pisomného dodatku
k Zmluve Tato Zmluvu nembze
Zdravotnicke zariadenie alebo Hlavny
skuSajiici postapit’ ani previest bez
predchadzajiiceho pisomného suhlasu

Zadavatel'a, pokial k takémuto
postipeniu  neddjde na  zdklade

akvizicie alebo ak nie je Zmluva
postGpend  materskej  spolo&nosti
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19.8.

19.9.

Institution must provide written notice to |
Sponsor.

Either Party’s failure to require the other
Party to comply with any provision of this
Agreement shall not be deemed a waiver
of such provision or any other provision
of this Agreement.

If any provision of this Agreement is held
invalid or unenforceable by a court of
competent jurisdiction, the rest of the
Agreement will remain in full effect.

- 19.10. Theterms ofthis Agreement that contain

obligations or rights that extend beyond |
the completion of the Study shall survive |
termination or completion of this
Agreement, even if not expressly stated |
herein. '

19.11. Neither Party shall be liable to the other |

19.12. This Agreement, and any subsequenté

Party or shall be in default of its/his/her
obligations in this Agreement if such
default is the result of war, hostilities,
terrorist  activity, revolution, civil
commotion, strike, epidemic, accident,
fire, wind, flood or because of any act of
(iod or other cause beyond the reasonable
control of the Party affected.

amendment(s), may be executed in |

counterparis and the counterparts,
together, shall constitute a single |
agreement.

19.13. The Parties agree that a copy of the

original signature (including an electronic
copy) may be used for any and all
purposes for which the original signature
may have been used. The Parties agree

Zdravotnickeho zariadenia. V takom
pripade musi o tom Zdravotnicke
zariadenie pisomne obozndmit’
Zadavatel'a.

19.8Ak ktorakol'vek zo zmluvnych stran
nebude vyZadovat, aby druhd zmluvné
strana  dodrZiavala  ktorékofvek
ustanovenie tejto Zmluvy, nebude sa to
povaZovatl  za  upustenie od
uplatiiovania tohto ustanovenia alebo
iného ustanovenia tejto Zmluvy.

19.9Ak bude nicktoré z ustanoveni tejto

Zmluvy stdom prislusnej jurisdikcie
vyhlasené za  neplatné  alebo
nevymahatel'né, ostatné ustanovenia
Zmluvy zostanil v plnej (¢innosti.

19.10 Ustanovenia tejto Zmluvy, ktoré
obsahujii povinnosti alebo prava, ktoré
pretrvavaji aj po dokongeni SkuSania,
tieto budu platné aj po ukonden{ alebo
vypovedani tejto Zmluvy, aj ked’ to v |
Zmluve nie je vyslovne uvedend.

19.11 Ziadna zo zmluvnych stran
nenesie zodpovednost vo&i druhgj
zmluvnej strane alebo nebude v
omeSkani so svojimi  zAvizkami
vyplyvajicimi z tejto Zmluvy, ak je
takéto neplnenie nasledkom vojny,
nepriatel’'skej &innosti, teroristickej
¢innosti,  revolacie,  ob&ianskych
nepokojov, §trajku, epidémie, nehody,
poziaru , vetra, povodne alebo zasahu
vy$éej moci alebo ingj pritiny mimo
primeranej kontroly dotknutej strany.

19.12 Tato zmluva a vietky jej
nasledné tipravy a doplnenia méze byt
vyhotovena vo viacerych rovnopisoch

a takéto  rovnopisy  spolofne
predstavuju jednu zmluvu.
19.13 Zmluvné strany sa dohodli, Ze

képia origindlneho podpisu (vratane
elektronickej kopie) sa méZe pouZit’ na
ak¢kolvek udely, na ktoré sa mohol
pouzit pdvodny podpis. Zmluvné
strany sa dohodli, Ze nebudii mat
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they will have no rights to challenge the
use or authenticity of this document based
solely on the absence of an original
signature.

19.14. This Agreement may be executed in two

languages. In case of discrepancies
between the Slovak version and the
English version of this Agreement, the
Slovak version shall prevail.

19.15. The Agreement shall be governed by the

laws of Slovak Republic. The Parties
agree that they will try to resolve any
disputes arising out of or in connection
with this Agreement out of court prior to
resorting to any legal action. If the Parties
are unable to resolve the dispute amicably
within sixty (60) days from the date the
complaining Party gave written notice of
such dispute to the other Party, the dispute
may be brought before the relevant courts
of the Slovak Republic.

nijaﬂé’n pmr"a'ivém namietat proti pouZitiu

alebo pravosti tohto dokumentu
vyluéne na  zéklade  absencie
originalneho podpisu.

19.14 Tito zmluva je vyhotovend v
dvoch jazykoch. V pripade rozporov
medzi slovenskou verziou a anglickou
verziou tejto zmluvy, méa prednost
slovenska verzia.

19.15 Tato zmluva sa bude riadit’
pravnymi  predpismi  Slovenskej
republiky. Zmluvné strany sa dohedli,
Ze pred prijatim zdkonnych krokov sa
pokuisia mimostidne vyriesit’
akékol'vek spory, ktoré vyplynu z tejto
zmluvy alebo v savislosti s touto
zmluvou. Ak zmluvné strany nie su
schopné vyriesit spor zmierom do
§estdesiatich (60) dni odo diia, ked
zmluvnd strana, ktord spor vzniesla
pisomne upovedomila o tomto spore
druht stranu, mozno spor predloZit’
prislunému miestnemu stidu
Slovenskej republiky.

[SIGNATURES TO FOLLOW]
[NASLEDUJU PODPISY]
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SPONSOR /
ZADAVATEL

Name
Surname/ | Adeline Meilhoc
Meno
Priezvisko
Title/ Head of Global Clinical Development
Titul
Date/
Datum

DD-MMM-YYY Y/
DD-MMM-RRE

Signature/
Podpis

INSTITUTION (authorized signatory)/
ZDRAVOTNICKE ZARIADENIE (opravneny zastupca)

Name
Surname/
Meno e
Priezvisko | VLDV SR SEOANTA
Title/
Titl | DUDON
Date/
Datum

DD-MMM-YYYY/
DD-MMM-RRR

Signature/
Podpis
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PRINCIPAL INVESTIGATOR/ HLAVNY SKUSAJUCI

Name
Surname/
Meno
Priczvisko | GEOCGY  WORASTEN
Title/
Titl | MUDL PRD.
Date/ ‘
Datym
e

Signature/
Podpis

LIST OF EXHIBITS ZOZNAM PRILOH

Exhibit A: Equipment e ARG MIINERIE
_ Exhibit B: Payment Schedule ) | Beflahadb: Harmonagram [ et

Exhibit C: Budget - Priloha C: Rozpoéefm &
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~ EXHIBITA o  PRILOHA A
EQUIPMENT VYBAVENIE N
1. V riamci klinickéhe ski%ania sa

The following devices will be provided to
Institution and Principal Investigator
within this Study:

1.SAMSUNG tablet, model SM-T515 with
a replacement value of 300.00EUR;

2. Codan volumetric infusion pump, model
Tubulure A717V with a replacement value
of 1,150.00 EUR (hereinafter altogether
the "Equipment”)

Principal Investigator agree that they shall
use the Equipment solely for the purpose of
conducting the Study at Study Site for the
duration of the Study to March 2025 and
that they shall ensure that only Principal
Investigator and Study Staff use the
Equipment.

to return the Equipment, at Sponsor’s cost,
npon Sponsor’s advance request or upon

Zdravotnickemu zariadeniu
a Hlavnému skaSajliicemu poskytni
nasledujice zariadenia: |
1.SAMSUNG tablet, model SM-T515
v hodnote 300.00EUR;

2. Codan volumetric infusion pump,
model Tubulure A717V v hodnote
1,150.00 EUR (spolo¢ne dalej ako
»vybavenie™)

Hlavny skusajaci vyhlasuje, Ze bude
vybavenie pouZfvat’ vyluéne na icely
vedenia Skdfania na pracovisku
Sktfania podas trvania klinického
skifania do marca 2025 a Ze
zabezpedi, aby toto vybavenie
pouzival iba Hlavny skuSajuci a
pracovnici Skisania.

. Institution and Principal Investigator shall 2. Zdrav.otn-icke zariadeni.e a Hlavny |
comply with any operating and skufajici budd dodrziavat vSetky
maintenance instructions of the Equipment pokyny _ha prevadzku a  Gdribu
provided by Sponsor, its agents, vendor, or beavema posk_ytnuté Zadavatelom, |
the manufacturer of the Equipment, and jeho zastupcami, dodavatelom alebo
will store Equipment under conditions that vy obcorp vybavenia  a _bUdfl
are appropriate to the nature of the vybavenie ‘sk‘ladovat’ za podmlenpk
Equipment to minimize the risk of loss or ZOdPOVGda:Iﬁ_CICh_ povahe _v.ybavema, i
damage. The Sponsor is required to have aby sa minimalizovalo riziko straty
the equipment insured for case of damage, aleb_o poskodenia. _Zadé.vatel’ Je
destruction, loss, thefi or other damage that povinny mat Vyb.avenu? p0¥sten)’/ pre
may occur for the entire period of use for pripad pgs“;kodem?, zniCenia, straty,
the purposes of performance of the Study. odeudzenia alebo inych 8kod, ktoré na

nom vzniknt a to pocas celej doby
uzivania na Géely vedenia Sk(3ania.

. Principal Investigator shall and shall cause 3. Hlavny .skﬁ§aj1’1c1. Zab92P35f= aby
Study Staff to take reasonable care in the pracovnici SkuSania pri pouzivani
use of the Equipment. vybavenia  vynaloZili  primerant

starostlivost.
Sponsor shall be responsible for routine 4. Za bei'nﬁ 'ﬁdri’bu vybavenia
maintenance of the Equipment. zodpoveda Zadavatel.

. Institution and Principal Investigator agree . 5. Zdravotnicke zariadenie a Hlavny

sk($ajici  sohlasia s vratenim
vybavenia na naklady Zadavatela na

ACTICOR BIOTECH - ACT-C3-003 - Template Version-Date-from=Worldwide-SK-Trpri-CTA-1.1-14Apr2020
ACTICOR BIOTECH - ACT-CS-005-5L01_CTA trp FINAL 24Mar2022
Page 44 of 67



conclusion of the Study, or termination of zaklade jeho Ziadosti, alebo po

this Agreement, whichever occurs first. ukongeni Skogania alebo po ukongeni
tejto Zmluvy, podla toho, ¢o nastane
skér.
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EXHIBIT B
PRILOHA B

PAYMENT SCHEDULE
HARMONOGRAM PLATIEB

]NSTITUTI'QN/PAYEE ACCOUNT INFORMATION
UDAJE O UCTE Zdravotnickeho zariadenia/PRIJEMCU

Site Number: SLO01

Cislo pracoviska

Site Name: Fakultnd nemocnica Tmava

Nazov pracoviska:

Site Address: Andreja Zarnova 11,917 75 Trnava, Slovak
Adresa pracoviska: Republic

Payee Name: Falultna nemocnica Trnava

Meno prijemcn:

Payee Type: Zdravotnicke zariadenie
Typ prijemcn
Payee Address: Andreja Zarnova 11,917 75 Trnava, Slovak

Adresa prijemcu platby:

Republic

Account Number or IBAN:
Cislo qétu alebo IBAN

SK354 8180 0000 0070 0028 1238

Account Currency:
Mena ftu

EUR

Bank Name:
Niazov banky:

Statna pokladnica

Bank Address:
Adresa banky:

Radlinského 32, 810 05 Bratislava 15

SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci
sprostredkovatel’ska banka:

kod,

SPSRSKBA

Payee Tax ID:
DIC prijemcu:

2021191084

Bank Account Holder Address:
Adresa drZitel’a uétu;

Andreja Zarnova 1 1,917 75 Trnava, Slovak
Republic

CONTACT INFORMATION
KONTAKTNE UDAJE
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Payment Remittance Report Recipient:
Prijemca sprivy o ithrade:

Name: | Maria Kubidova, MUDr. PharmDr. Zuzana
Meno: | Javorova-Rihova
Phone #: | 033/5938383, 033/5938323
Tel. &.:
E-mail: | maria.kubisova@fintt.sk,

zuzana.javorova@fntt.sk

Invoice Request /Dispute Recipient:
Prijemca poZiadavky na fakturiciu/
reklamaicie:

Name:
Meno:

Maria Landari¢ova, MUDr. PharmDr.
Zuzana Javorova-Rihova

Phone #:
Tel. &.:

033/5938387, 033/5938323

E-mail:

maria.lancaricova@fntt.sk,
zuzana,javorova@fntt.sk

PRINCIPAL INVESTIGATOR/ PAYEE ACCOUNT INFORMATION
UDAJE O UCTE HLAVNEHO SKUSAJUCEHQ/PRIJEMCU

Site Number:

Cislo pracoviska

SLO1

Site Name:
Nazov pracoviska:

Fakultnd nemocnica Trnava

Site Address:
Adresa pracoviska:

Andreja Zarnova 11, 917 75 Trnava, Slovak
Republic

Payee Name:
Meno prijemeu:

MUDr. Georgi Krastev, PhD.

Payee Type:
Typ prijemcu

Principal Investigator

Payee Address:
Adresa prijemen platby:

Account Number or IBAN:
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Cislo u&tu alebo IBAN

Account Currency:
Mena 1iétu

Bank Name:
Niazov banky:

Bank Address:
Adresa banky:

SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci kod,
sprostredkovatel’ska banka:

Payee Tax ID:
DIC prijemcu:

Bank Account Holder Address:
Adresa drzitel’a adtu:

CONTACT INFORMATION
KONTAKTNE UDAJE

Payment Remittance Report Recipient:
Prijemca sprivy o ihrade:

Name:
Meno:

MUDr, Georgi Krastev, PhD,

Phone #:
Tel. ¢.:

+421 33/5938450

E-mail:

georgi.krastev@fntt.sk

Invoice Request /Dispute Recipient:

Priajemca poZiadavky na fakturicio/
reklamicie:

Name: | MUDr. Georgi Krastev, PhDD.
Meno:
Phone #: | +421 33/5938450
Tel. &.:
E-mail; |’

o
i
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STUDY STAFF/PAYEE ACCOUNT INFORMATION
UDAJE O UCTE PRACOVNIKA SSKUSANIA/PRIJEMCU

Meno prijemeu:

| S’ite Number: SLO1
I'| Cislo pracoviska
| | Site Name: Fakultna nemocnica Trnava
Nazov pracoviska:
|| Site Address: Andreja Zamova 11, 917 75 Trnava, Slovak
I | Adresa pracoviska: Republic
Payee Name: MUDr. Miroslav Mako

Payee Type:
Typ prijemcu

Sub-investigator

Payee Address:
Adresa prijemcu platby:

z}ccount Number or IBAN:
Cislo aétu alebo IBAN

Account Currency:
Mena tétu

Bank Name:
Nazov banky:

Bank Address:
Adresa banky:

SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci kéd,

sprostredkovatel’ska banka:

Payee Tax ID: Click or tap here to enter text.
DIC ~ prijemcu:

Bank Account Holder Address:
Adresa drzitel’a qétu:

CONTACT INFORMATION
KONTAKTNE UDAJE

e e e e e

| | Payment Remittance Report Recipient:
| Prijemea sprivy o dhrade:
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MUDr. Miroslavy Mako

Invoice Request /Dispute Recipient:
Prajemca poziadavky na fakturaciu/
reklamacie:

Name:
Meno:

MUDr. Miroslav Mako

Phone #:
Tel. é.:

E-mail:

STUDY STAFF/PAYEE ACCOUNT INFORMATION
UDAJE O UCTE PRACOVNIKA SKUSANIA/PRIJEMCU

Site Number:
Cislo pracoviska

SLO1

Site Name:
Nazov pracoviska:

Fakultnd nemocnica Trnava

Site Address: Andreja Zarnova 11,917 75 Tmava, Slovak
Adresa pracoviska: Republic
Payee Name: MUDr. Juraj Cisar

Meno prijemcu:

Payee Type:
Typ prijemcu

Sub-Investigator

Payece Address:
Adresa prijemcu platby:

{\ccount Number or IBAN:
Cislo vittu alebo TBAN

Account Currency:
Mena @iétu

Bank Name:
Nizov banky:

Bank Address:
Adresa banky:

SWIFT BIC, Sort Code,
Bank:

Intermediary ' (S TP
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SWIFT BIC, triediaci kad,
sprostredkovatel’ska banka:
Payee Tax ID: Click or tap here to enter text.
DIC prijemcu:
Bank Acconnt Holder Address: I
Adresa drzitel’a uétu:

CONTACT INFORMATION

KONTAKTNE UDAJE

Payment Remittance Report Recipient:

Prijemca sprivy o ihrade:

| Name: | MUDr. Juraj Cisar

’ Meng:

Phone #:

Tel. &.:

E-mail:

Invoice Request /Dispute Recipient:
Prajemca poziadavky na fakturiciu/
reklamaicie:

Name: | MUDr. Juraj Cisar
Meno:
Phone #: | - o
Tel. &.:
E-mail:

STUDY STAFF OF RADIOLOGY DEPARTMENT OF INSTITUTION/PAYEE
ACCOUNT INFORMATION

UDAJE O UCTE PRACOVNIKA RADIOLOGICKEHO PRACOVISKA
ZDRAVOTNICKEHO ZARIADENIA /PRIJEMCU

Site Number: SLO1

Cislo pracoviska

Site Name: Fakulind nemocnica Trnava

Nazov pracoviska:

Site Address: Andreja Zarnova 11,917 75 Tmava, Slovak
Adresa pracoviska: Republic

Payee Name:

Meno prijemcu; Andrej Klepanec

Payee Type: Radiologist

Typ prijemcu

Payee Address: : o |
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Adresa prijemcu plathy:
Account Number or IBAN: __
Cislo iiftu alebo IBAN

Account Currency:

Mena uétu

Bank Name:

Nazov banky:

Bank Address:

Adresa banky:

SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci kod,
sprostredkovatel’ska banka:

Payee Tax ID:

DIC prijemcu:

Bank Account Holder Address:

Adresa drzitel’a di¢tu:

CONTACT INFORMATION
KONTAKTNE UDAJE

Payment Remittance Report Recipient:
Prijemca spravy o iihrade:

Name: | Andrej Klepanec
Meno:
Phone #:
Tel. &.:
E-mail: | andrej.klepanec@fntt.sk
Invoice Request /Dispute Recipient:
Priajemca poZiadavky na fakturiciu/
reklamacie:

Name: | Andrej Klepanec
Meno:
Phone #:
Tel &.;
E-mail; | andrej.klepanec@fntt.sk

| STUDY STAFF OF RADIOLOGY DEPARTMENT OF INSTITUTION/PAYEE
| ACCOUNT INFORMATION

UDAJE O UCTE PRACOVNIKA RADIOLOGICKEHO PRACOVISKA
| ZDRAVOTNICKEHO ZARIADENIA /PRIJEMCU

| Site Number: | SLO1
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Cislo pracoviska

Adresa pracoviska:

Site Name; Fakultna nemocnica Trnava
Nazov pracoviska: ]
Site Address: Andreja Zarnova 11,917 75 Trnava, Slovak

Republic

Payee Name:
Meno prijemeu:

Jan HarSany

Payee Type:
Typ prijemcu

Radiologist

Payee Address:
Adpresa prijemcu platby:

_éccount Number or IBAN:
Cislo actu alebo IBAN

Account Currency:
Mena iiétu

Bank Name:
Nazov banky:

Bank Address:
Adresa banky:

SWIFT BIC, Sort Code, Intermediary
Bank:

Bank Account Holder Address:
Adresa driitel’a aétu:

SWIFT BIC, triediaci kod,
sprostredkovatel’skd banka: o
Payee Tax ID:

DIC prijemcu:

CONTACT INFORMATION
KONTAKTNE UDAJE

Payment Remittance Report Recipient:
Prijemca sprivy o ihrade:

Name:
Meno:

Jan HarSany

Phone #:
Tel. &.:

E-mail:

Invoice Request /Dispute Recipient:
Prajemca poZiadavky na fakturaciu/
reklamacie:

Name:
Meno:

Jan Har8any

Phone #:
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Tel. &.:
E-mail:

STUDY STAFF OF RADIOLOGY DEPARTMENT OF INSTITUTION/PAYEE
ACCOUNT INFORMATION

UDAJE O UCTE PRACOVNIKA RADIOLOGICKEHO PRACOVISKA
ZDRAVOTNICKEHO ZARTIADENIA /PRITEMCU

Site Number: SLO1

Cislo pracoviska
Site Name: Fakultnd nemocnica Trnava
| | Nazov pracoviska:
Site Address: Andreja Zarnova 11, 917 75 Trnava,
Adresa pracoviska: Slovak Republic

Payee Name: Mati§ Hoferica

Meno prijemcu:
Payee Type: Radiologist
Typ prijemcun

Payee Address:

Adresa prijemcu platby:

Acconnt Number or IBAN;

Cislo titu alebo IBAN

Account Currency:

Mena fétu

Bank Name:

i | Nazov banky:

Bank Address:

Adresa banky:

{ | SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci kéd, |
sprostredkovatel’ska banka: :
Payee Tax ID:
DIC prijemcu:
Bank Account Holder Address: svareeee et
Adresa drzitel’a a¢tu:

CONTACT INFORMATION
| KONTAKTNE UDAJE | B
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Payment Remittance Report Recipient:

Prijemca spravy o tihrade:
Name: Matis Hoferica
Meno:

Phone #:

Tel. &.:

E-mail:

Invoice Request /Dispute Recipient:
Prajemca poZiadavky na fakturiciu/
i | reklamacie:

Name: Mati§ Hoferica
Menao:

Phone #:

Tel. €.:

E-mail:

45040 0 0 e e

STUDY STAFF OF RADIOLOGY DEPARTMENT OF INSTITUTION/PAYEE
ACCOUNT INFORMATION

UDAJE O UCTE PRACOVNIKA RADIOLOGICKEHO PRACOVISKA
ZDRAVOTNICKEHO ZARIADENIA /PRIJEMCU

e o o

Site Number: SLO1

; Cislo pracoviska

i | Site Name: Fakultnd nemocnica Trnava
Nazov pracoviska;: . E
Site Address: Andreja Zarnova 11,917 75 Trnava, Slovak | !
Adresa pracoviska: Republic |
Payee Name: Xénia Bavizova !

Meno prijemcu:

Payee Type: Radiologist
Typ prijemcu

Payee Address:
i | Adresa prijemcu platby:

éccount Number or IBAN:
Cislo iiétu alebo IBAN

Account Currency:
Mena 1i¢tu
Bank Name: !

. . ]
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Nizov -banky: _ = i _ _l
Bank Address: o
Adresa banky:

SWIFT BIC, Sort Code, Intermediary
Bank:

SWIFT BIC, triediaci kod,
_sprostredkovatel’ski banka:

Payee Tax ID:

DIC prijemcu:

Bank Account Holder Address:

Adresa drzitel’a uctu:

CONTACT INFORMATION

KONTAKTNE UDAJE

Payment Remittance Report Recipient:

' | Prijemca sprivy o dbrade:

i Name; | Xénia Bavizova
Meno:

Phone #:
Tel. é.:

E-mail;

Invoice Request /Dispute Recipient:
Prijemca poZiadavky na fakturdciu/
reklamicie:

Name: | Xénia Bavazova
Meno:
Phone #:
Tel. &.:

Vyudtovaci protokol protocol / Billing protocol

1. Vykony realizované vramci SkOSania sa okrem radiologickych vykonov rozdeluji
v pomere 20% pre Zdravotnicke zariadenie a 80% pre Hlavného skd3ajliceho a pracovnikov
Skdania, pri¢om podiel odmien prislichajici Hlavnému skigajucemu a pracovnikom skdsania sa
d’alej deli nasledovne;

1.Procedures performed as part of the Study, except for radiological procedures, are divided at
the proportion of 20% for the Institution and 80% for the Principal Investigator and the Study

Staff, whereas the proportion of the compensation for the Principal Investigator and the Study

Staff shall be further divided as follows:
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podiel z odmien/
proportion of
compensation
zdravotnicke |  PIa | UDAJE O UCTE PRIJEMCU/
zariadenie/ | pracovnici/ | RECIPIENT’S ACCOUNT
Institution PI Study | INFORMATION
20% Staffs 80%
MUDr. Georgi Krastev, PhD. 30%
MUDr. Miroslav Mako 40% B ]
MUDx. Juraj Cisar 30% ]

2.

Radiologické vykony realizované v rdmci Skhsania sa rozdeluju v pomere 80% pre

Zdravotnicke zariadenie a20% pre pracovnikov radiologického pracoviska Zdravotnickeho
zariadenia z odmeny za skutoéne zrealizované radiologické vykony, pricom podiel odmien
prishichajici pracovnikom radiologického pracoviska Zdravotnickeho zariadenia sa d'alej deli
nasledovne: / Radiological procedures performed as part of the Study shall be divided at the
proportion of 80% for the Institution and 20% for the staff of the Radiology department from the
compensation for the actually performed radiological procedures, whereas the proportion of the
compensation corresponding to the staff of the radiology department of the Institution shall further

be divided as follows:

podiel z odmien
proportion of compensation

zdravotnicke Pracovnici
zariadenie/ | radiologického
Institution pracoviska
80%
zariadenia/
Staff of
radiology
department of
the Institution
20%

Zdravotnickeho

UDAIJE O UCTE PRIJEMCU/
RECIPIENT’S ACCOUNT
INFORMATION

doc. MUDr. Andrej
Klepanec, Ph.D., MPH,
EBIR

30%

MUDr. Xénia Baviizova

25%

MUDr. Jan Har8any

25%

MUDr. MatG3 Hoferica

20%
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EXHIBIT C/PRILOHA C

BUDGET/ ROZPOCET
INSTITUTION/ ZDRAVOTNICKIE ZARADIENIE

e e e e s s s S
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SUB-INVESTIGATOR/ SPOLU- SKUSAJUCI MAKO
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RADILOGIST/RADIOLOG KLEPANEC
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RADILOGIST/RADIOLOG BAVUZOVA

RADILOGIST/RADIOLOG HARSANY
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RADILOGIST/RADIOLOG HOFERICA
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