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CLINICAL TRIAL AGREEMENT -
TRIPARTITE

THIS AGREEMENT (“Agreement”) is entered into
MmMoe

HiS e erereeees R (“Effective

Date”) subject to compliance with the requirement to

publish the redacted version of the Agreement in

accordance with Section 16.16 (Registration of the

Agreement);

BETWEEN

(1) ICON CLINICAL RESEARCH LIMITED, a
private limited company incorporated under the laws of
Ireland with its registered office at South County
Business Park, Leopardstown, Dublin 18, Ireland, VAT
number IE 8201978R ("ICON");

and

(2) FakultnA Nemocnica Trnava, a State
contribution organization, company incorporated under
the laws of Slovak Republic, Establishment document
of the Ministry of Health no. 1970/1991- A/IV-1 dated
14JUN1991 as amended by later decisions, with offices
at Andreja Zarnova 11,917 02 Trnava, Slovak Republic,
(“Institution”);

and

(3) Peter Kozub, MD., PhD., MPH I

(“Investigator” or “Principal Investigator”);

ICON, Institution and the Investigator shall also each be
referred to individually as a “Party” and collectively as
the “Parties”. The Institution and the Investigator are
hereinafter called “Institution/Investigator” when it is
intended that they be referred to jointly. References
herein to "ICON/Sponsor” shall mean ICON and/or
Sponsor, as applicable.

BACKGROUND

(A) ICON'S client, Moonlake
Immunotherapeutics AG having their registered office
at Dorfstrasse 29, 6300 Zug, Switzerland (hereinafter
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ZMLUVA O KLINICKOM $KU§ANi -
TROJSTRANNA

TATO ZMLUVA (dalej len ,zmluva") sa uzatvara

27 JAN 2025
A T (dalej len ,datum
nadobudnutia platnosti®), pricom sa musi
splnit poZiadavka zverejnit redigovan( verziu zmluvy
v sllade s ¢astou 16.16 (Registracia zmluvy);

MEDZI
(1) spoloénostou ICON CLINICAL RESEARCH
LIMITED, spolonostou s ruenim obmedzenym

zaregistrovanou podla pravnych predpisov [rska so sidlom
na adrese’ South County Business Park, Leopardstown,
Dublin 18, Irsko, IC DPH IE 8201978R (dalej len ,ICON“);

a

(2) Fakulthou Nemocnicou Trnava, Statnou
prispevkovou organizaciou, zaloZenou podla zakonov
Slovenskej republiky, Zriadovacou listinou MZ SR &.
1970/1991- A/IV-1 zo diia 14.6.1991 v zneni neskorich
rozhodnuti, so sidlom na Andreja Zarnova 11, 917 02
Trnava, Slovenska republika, (dalej len ,zdravotnicke
zariadenie")

a

(3) MUDr. Petrom Kozubom, PhD., MPH : I

na I
I (dalej len ,skasajici” alebo hlavny skusajuci®);

spolo¢nost ICON, zdravotnicke zariadenie a ski$ajlci sa
niekedy uvadzaju jednotlivo ako ,zmluvna strana" a
spoloéne ako ,zmluvné strany“. Zdravotnicke zariadenie a
skuSajlici sa tu dalej oznaCuji ako ,zdravotnicke
zariadenie/ska3ajaci, ak je v imysle na nich odkazovat
spolotne. Odkazy na ,spoloénost |CON/zadavatela"
v tomto dokumente znamenaju spolocnost ICON a/alebo
pripadne zadavatela.

PREAMBULA

(A) Klient spolocnosti ICON, Moonlake
Immunotherapeutics AG, so sidlom na adrese Dorfstrasse
29, 6300 Zug, Svajciarsko (dalej len ,zadavatel*), vyvija
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known as the “Sponsor”) is developing an
investigational product called | (hereinafter
called the “Investigational Product”) for use in patients
with hidradenitis suppurativa (hereinafter called the
"Study Indication"}) and the Sponsor has retained
ICON to conduct certain services in relation to the
Study (as below defined) under separate contract
including without limitation contracting with clinical
research sites.

(B) ICON wishes to engage the
Institution/Investigator to conduct a clinical study to
evaluate the Investigational Product, and the
Institution/Investigator wishes to conduct such a clinical
trial in accordance with the protocol entitied ||

and with protocol code I 2 may be
amended from time to time by Sponsor and as detailed

in this Agreement (“Protocol”), which is incorporated
herein by reference as part of this Agreement and the
terms and conditions contained herein (collectively,
“Study") and the Institution/Investigator has agreed to
the participation of the Investigator in carrying out the
said Study on Institution's behalf.

IT IS HEREBY AGREED AS FOLLOWS:
1 CONDUCT OF STUDY

1.1 Institution/Investigator shall conduct, and shall
ensure their Study Staff (as defined below) shall
conduct the Study in strict compliance with (i) the
Protocol (including adverse event and serious adverse
event, as defined in the Protocol (“SAE") (ii) all
applicable laws and regulations, codes or guidelines as
amended from time to time, including but not limited to,
all applicable laws, regulations, codes and guidelines in
relation to anti-corruption, anti-kickback, patient safety,
safety reporting, financial disclosure, conflict of interest,
global trade, the International Conference on
Harmanization Good Clinical Practice (“ICH GCP"), the
1964 Declaration of Helsinki, Regulation (EU) 536/2014
of 16 April 2014 on clinical trials on medicinal products
for human use, Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard to the
processing of personal data and on the free movement
of such data ("General Data Protection Regulation”
or “GDPR*) and any other applicable regulation, code
or guideline issued by an applicable Regulatory
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skiSany produkt s nazvom S (dalej len
,skisany produkt‘} na pouzitie u pacientov s hidradenitis
suppurativa (dalej len ,indikacia skusania“) a zadavatel
poveril spoloénost ICON vykonavanim urcitych sluzieb v
stvislosti so skasanim (ako je definované nizSie) na
zaklade samostatnej zmluvy, ktora zahffia okrem iného
uzatvaranie zmlav s pracoviskami klinického vyskumu.

(B) Spoloénost ICON ma zaujem zapojit' zdravotnicke
zariadenie/skusajliceho do vykonavania klinického skisania
s ciefom wyhodnotit skuSany produkt a zdravotnicke
zariadenie/skusajuci ma zaujem vykonavat' takéto klinické
skiganie v sllade s protokolom s nazvom

| I © s kodom
protokolu I ktory moZze byt priebezne
meneny a dopliiany zadavatelom a ako je uvedené v tejto
zmluve (dalej len ,protokol"), a ktory je sucastou tejto
zmluvy a podmienok v nej uvedenych (dalej spolu len
.skasanie'), a  zdravotnicke  zariadenie/skusajlci
sthlasilo/sthlasil s CGéastou skusajuceho na vykonani
uvedeného skusania v mene zdravotnickeho zariadenia.

TYMTO SA USTANOVUJE DOHODA TAKTO:
1 VYKONAVANIE SKUSANIA

1.1 Zdravotnicke zariadenie/ski8ajuci vykonava a
zabezpeluje, aby jeho pracovnici skusania (ako su
definovani niZ8ie) vykonavali skiganie v prisnom sulade s i)
protokolom (vratane pokynov tykajucich sa neZiaducich
udalosti a zavaznych neziaducich udalosti, ako su
definované v protokole (dalej len ,SAE"), ii} vSetkymi
platnymi zakonmi a predpismi, kddexmi alebo usmerneniami
v zneni neskor$ich zmien a doplneni, vratane, ale nie
vyluéne, vSetkych platnych zakonov, predpisov, kddexov a
usmerneni v svislosti s bojom proti korupcii, podplacaniu, s
bezpeénostou pacientov, podavanim sprav o bezpecnosti,
zverejiiovanim finanénych informacii, konfliktom zaujmov,
globalnym obchodom, spravnou klinickou praxou podla
Medzinarodnej konferencie o harmonizacii (dalej len ,ICH
GCP"), Helsinskou deklaraciou z roku 1964, nariadenim
(EU) &. 536/2014 zo 16. aprila 2014 o klinickom sku3ani
humannych liekov, nariadenim Eurdépskeho parlamentu a
Rady (EU) 2016/679 z 27. aprila 2016 o ochrane fyzickych
0s6b pri spractivani osobnych (dajov a o volnom pohybe
takychto Udajov (dalej len ,vSeobecné nariadenie o
ochrane udajov‘ alebo ,,GDPR") a akymkolvek inym
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Authority (as defined in next sentence) and Act No.
362/2011 Coll,, on pharmaceuticals and medical
devices and on amendments to certain acts as
amended (hereinafter the “Pharmaceuticals Act")"
(hereinafter “Regulations”). For the purposes of this
Agreement, Regulatory Authority shall mean a relevant
governmental agency, administrative agency or
professional body and/or the national or multinational
authority responsible for granting regulatory approval
applicable to the Study in a particular country or
multinational group of countries (including without
limitation the European Commission, the European
Medicines Agency (‘EMA®), the Food and Drug
Administration of the United States Department of
Health and Human services (“FDA"), the SUKL (as
defined below) or any other regulatory agency
worldwide having authority under applicable law to
regulate and/or apply applicable laws and regulations to
the conduct of clinical trials and other ancillary matters
related thereto such as, included but not limited to,
those related to the protection and privacy of the
personal data of individuals (“Regulatory Authority")
iii) this Agreement and the written instructions of
ICON/Sponsor and the terms of approval for the Study
from the Independent Ethics Committee (“IEC")/State
Institute for Control of Drugs (“SUKL") and conditions
stated in permission of SUKL or, where permission is
not required, conditions determined in the respective
announcement. Institution /Investigator shall ensure
that Investigator, any sub-investigators, and all
Institution employees, staff, agents, representatives and
all other persons providing services in connection with
the Study (“Study Staff') comply with the terms of this
Agreement.

1.2, Institution/Investigator shall perform all tasks
and activities to be performed under this Agreement in
a timely manner, with all due care and skill and in
compliance with this Agreement, including without
limitation the Protocol and the Regulations.

1.3 The Protocol shall be considered final following
approval by the designated IEC and when SUKL issues
the respective permission, or where applicable, does
not refuse the clinical trial. The Protocol may only
subsequently be amended by the Sponsor and will be
subject to subsequent IEC/SUKL review and approval.

1.4 The Institution/Investigator may only deviate
from the Protocol in the course of conducting the Study,
if generally accepted standards of clinical research and
medical practice relating to the benefit, wellbeing and
safety of subjects require a deviation from the Protocol,
such standards will be followed in accordance with the
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platnym nariadenim, kddexom alebo usmernenim vydanym
prislusnym regulanym organom (ako je definované v
nasledujlcej vete) a zakonom &. 362/2011 Z. z. o liekoch
a zdravotnickych  poméckach aozmene a doplneni
niektorych zakonov v zneni neskorsich predpisov (dalej len
.zakon o liekoch") (dalej len ,nariadenia“). Na Gcely tejto
zmluvy regulaény organ znamena prislusny Statny organ,
spravny organ alebo profesijny organ a/alebo narodny &i
nadnarodny organ zodpovedny za udelenie regulaéného
schvalenia, ktoré sa vztahuje na ska3anie v konkrétnej
krajine alebo nadnarodnej skupine krajin (vratane, ale bez
obmedzenia, Eurépskej komisie, Eurdpskej agentiry pre
lieky [dalej len ,EMA“]), Urad pre potraviny alieky pri
Ministerstve zdravotnictva a socialnych sluZieb Spojenych
Statov americkych (dalej len ,FDA"), SUKL (definovany
nizsie) alebo akykolvek iny regulacny organ na celom svete,
ktory ma podla platnych pravnych predpisov pravomoc
regulovat a/alebo uplatiiovat platné pravne predpisy a
nariadenia tykajuce sa vykonavania klinickych skusani a
inych suvisiacich doplnkovych zalezZitosti, ako su napriklad
vratane, ale nie vylucne, tie, ktoré sa tykaju ochrany a
stikromia osobnych Udajov jednotlivcov (dalej len
Jregulacny organ®), iii) touto zmluvou a pisomnymi pokynmi
spoloénosti ICON/zadavatela a podmienkami schvalenia
skiSania zo strany nezavisle] etickej komisie (dalej len
JNEK")/Statneho ustavu pre kontrolu liegiv (dalej len
,SUKL") a podmienkami uvedenymi v povoleni SUKL alebo
ak sa povolenie nevyzaduje, podmienkami stanovenymi
v prisluSnom oznameni. Zdravotnicke zariadenie/sktsajlci
zabezpedi, aby sku$ajlci, véetci spoluskusajlici a vietci
zamestnanci, pracovnici, zastupcovia zdravotnickeho
zariadenia a v3etky ostatné osoby poskytujice sluzby v
stvislosti so skusanim (dalej len ,pracovnici skasania")
dodrZiavali podmienky tejto zmluvy.

1.2, Zdravotnicke zariadenie/skiSajuci bude vSetky
Ulohy a &innosti, ktoré sa maju vykonat podla tejto zmluvy,
vykonavat v€as, s naleZitou starostlivostou a odbornostou
a v sUlade s touto zmluvou a okrem iného aj protokclom a
nariadeniami.

1:3 Protokol sa povaZuje za konecny po schvaleni
uréenou NEK a ked SUKL vyda prislusné povolenie,
pripadne nezamietne klinické skOSanie. Protokol méze
nasledne zmenit' a doplnit iba zadavatel a bude podliehat
naslednému preskimaniu a schvaleniu NEK/SUKL.

1.4 Zdravotnicke =zariadenie/skiSajici sa méZe od
protokolu odchylit len v priebehu vykonavania sk(Sania, ak
si vS8eobecne uznavané normy klinického vyskumu a
lekarskej praxe tykajlice sa pohody, zdravia a bezped&nosti
Ucastnikov vyzaduju odchylku od protokolu, pricom tieto
normy sa budl dodrziavat v stlade s nariadeniami a
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Regulations and IEC/SUKL requirements.
Institution/Investigator shall immediately notify ICON,
Sponsor and the IEC/SUKL of the deviation including
the facts supporting any deviation from the Protocel and
provide notice of the deviation to ICON, Sponsor and
the IEC/SUKL as soon as Institution and/or Investigator
becomes aware of such deviation as may be required
by applicable Regulations

1.5 The Investigator/Institution shall fully comply
with adverse event provisions of the Protocol. In the
event of any omission of, or in such provisions, or in the
event of the conflict of such provisions with the
Regulations, then the Regulations shall apply in relation
thereto. The Investigator and the Institution shall
promptly respond to all requests for follow up
information from Sponsor and/or ICON. The
Investigator shall also immediately, no later than twenty-
four (24) hours after the event comes to the knowledge
of the Investigator, and/or Study Staff, report all SAEs
to ICON, Sponsor and the IEC and/or SUKL in
accordance with the Protocol.

1.6 Investigator shall ensure that Investigator
obtains, and Investigator shall ensure that he/she
receives, the form prepared by ICON/ Sponsor in
conformance with the Regulations, and subsequently
approved by the IEC/SUKL and signed by all
participants before they begin to participate in the Study
(“Informed Consent Form” or “ICF");

1.7 If so specified in the Protocol and the ICF,
Institution/Investigator may collect and provide to
ICON/Sponsor biological samples obtained from
participants in the Study (e.g., blood, urine, tissue,
saliva, etc.) for testing that is not directly related to the
Study participant care or safety monitoring, such as
pharmacokinetic, pharmacogenomic, or biomarker
testing (“Biological Samples”). Institution/Investigator
shall not use Biological Samples collected under the
Protocol in any manner or for any purpose other than
that described in the Protocol and as permitted by the
ICF

1.8 The Institution/Investigator shall retain factually
correct records and documents pertaining to the
conduct of the Study and the distribution of the
Investigational Product for twenty-five (25) vyears
following completion, abandonment or termination of
the Study, unless longer period is required by the

Regulations (“Retention Period”). The
Institution/Investigator shall retain all data and
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poZiadavkami NEK/SUKL. Zdravotnicke
zariadenie/skuSajuci bezodkladne informuje spolo¢nost
ICON, =zadavatela aNEK/SUKL o odchylke vratane
skuto€nosti, ktoré podporuji akukolvek odchylku od
protokolu, a poskytne oznamenie o odchylke spoloZnosti
ICON, zadavatelovi a NEK/SUKL hned, ako sa
zdravotnicke zariadenie a/alebo skdsajici o takejto

odchylke dozvie, ako to mdzu vyzadovat platné nariadenia.

1.5 Skusajuci/zdravotnicke zariadenie v plnej miere
dodrziava ustanovenia protokolu tykajice sa neziaducich
udalosti. V pripade opomenutia takychto ustanoveni alebo v
pripade rozporu takychto ustanoveni s nariadeniami sa vo
vztahu k tejto zmluve uplatfiuji nariadenia. Skusajici a
zdravotnicke zariadenie bezodkladne odpovedaju na v3etky
ziadosti zadavatela a/alebo spolo¢nosti ICON o dodatoéné
informacie. SkuSajici je tiez povinny bezodkladne,
najneskér do dvadsiatich Styroch (24) hodin po tom, ako sa
o udalosti dozvedel on a/alebo pracovnici skiSania, nahlasit
vietky SAE spolocnosti ICON, zadavatelovi a NEK a/alebo
SUKL v stlade s protokolom.

1.6 Skusajlci zabezpedi, aby dostal, formular, ktory
pripravila spoloénost |CON/zadavatel v sllade s
nariadeniami a nasledne schvalila NEK/SUKL, a aby ho
podpisal kazdy Gcastnik pred zacatim jeho Gcasti v skidani
(dalej len ,formular informovaného suhlasu" alebo ,ICF");

1.7 Ak je to wuvedené v protokole a formulari
informovaného suhlasu, zdravotnicke zariadenie/skisajuci
mbze zhromazdovat a poskytovat spoloCnosti

ICON/zadavatelovi biologické vzorky ziskané od Ucastnikov
skugania (napr. krv, mog, tkanivo, sliny atd.) na testovanie;
ktoré nie je priamo spojené so starostlivostou o U€astnika
skisania alebo s monitorovanim bezpeénosti, napr.
farmakokinetické alebo farmakogenomickeé testovanie alebo
testovanie biomarkerov (dalej len ,biologické vzorky").
Zdravotnicke  zariadenie/sku$ajici nebude pouZivat
biologické vzorky odobraté podla protokolu Ziadnym
spdsobom ani na Ziadne Ggely iné, nez aké su opisané v
protokole a povolené podla formulara informovaného
suhlasu.

1.8 Zdravotnicke zariadenie/skusajuci bude uchovavat
vecne spravne zaznamy adokumenty tykajice sa
vykonavania tohto sk($ania a vydaja skuSaného produktu
po dobu dvadsatpat (25) rokov po dokon&eni, zruSeni alebo
predéasnom ukonéeni sku3ania, pokial predpisy
nevyzaduju dihSie obdobie uchovavania (dalej len ,obdobie
uchovavania“). Zdravotnicke zariadenie/skusajuci uchova
vSetky Udaje a dokumentaciu, vratane, okrem iného,
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documentation including but not limited to the Case
Report Forms (as defined below), containing records of
all investigations, assessments and data collected or
performed as required by the Protocol (“Study Data”) in
attributable, legible, contemporaneous, original,
accurate, and complete form. In no event will Institution/
Investigator dispose of Study Data without first giving
Sponsor/ICON sixty (60) business days’ prior written
notice of its intent to do so and an opportunity to transfer
the Study Data to Sponsor/ ICON, at Sponsor's
reasonable expense. Should the Investigator leave his
or her practice at the Institution before the Retention
Period has expired, the Institution shall nominate
another person in writing to ICON to be responsible for
maintenance of the Study Data. ICON on its own behalf
or that of the Sponsor shall have the right to approve or
reject the nominated replacement person.

1.9 The Investigator shall include in the Study only
potential participant who upon entrance into the
treatment phases of the Study, meets all of the inclusion
criteria and none of the exclusion criteria set forth in the
Protocol and has signed the Informed Consent Form
(“Qualified Participants”). The Investigator shall only
use any Study recruitment materials directed to
potential Qualified Participants that have been
previously agreed in writing with the Sponsor/ ICON.

1.10  The Investigator or his/her authorized designee
shall complete case report forms in the format provided
by ICON/Sponsor or its authorized designee where
documenting the administration of the Investigational
Product and conduct of all the Study procedures to each
Qualified Participant (as defined herein) in accordance
with the Protocol ("Case Report Forms" or "CRF"), and
shall submit them within forty eight (48) hours of
obtaining the data. The Investigator is in any case
responsible for the completion and submission of the
CRFs. The Institution/Investigator shall fully assist, in a
timely manner, ICON representatives in resolving any
discrepancies, errors or missing information in CRFs.
The Institution/Investigator shall help ICON/ Sponsor, in
conducting audits of original case records, laboratory
reports, and/or raw data sources underlying data
recorded in the CRFs. Such audits shall be conducted
during normal business hours and with due regard for
patient confidentiality. The Institution/ Investigator each
understands that failure to resolve discrepancies, errors
or missing information in CRFs may result in payment
being withheld until resolution.
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formularov Uéastnikov ski$ania (CRF) (definovanych
niz§ie), obsahujlice zaznamy vSetkych skimanli,
posudzovani a Gidajov ziskanych alebo vykonavanych podla
poziadaviek protokolu (d'alej len ,idaje zo skiu$ania“), a to
v priraditelnej, citatelnej, aktualnej, poévodnej, presnej
aUplnej forme. Zdravotnicke zariadenie/sku3ajici v
Ziadnom pripade nezlikviduju Gdaje zo skiSania bez toho,
aby predtym pisomne oznamili zadavatelovi/spolocnosti
ICON 8Sestdesiat (60) pracovnych dni vopred svoj Umysel
tak urobit a umoznili im previest Udaje zo sku3ania na
zadavatela/spolognost ICON, a to na primerané naklady
zadavatela. V pripade, Ze skisajuci ukonéi svoju €innost' v
zdravotnickom zariadeni pred uplynutim doby uchovavania,
zdravotnicke zariadenie vymenuje ind osobu, ktorll pisomne
oznami spolo¢nosti ICON a ktora bude zodpovednd za
uchovavanie Udajov zo ski$ania. Spoloénost ICON ma vo
svojom mene alebo v mene zadavatela pravo schvalit alebo
odmietnut nominovan( nahradnu osobu.

1.9 Skusajici zaradi do skl$ania len potencialneho
téastnika, ktory pri vstupe do lie¢ebnych faz skisania spifia
vietky kritéria zaradenia a Ziadne z kritérii vyliCenia
stanovenych v protokole a ktory podpisal formular
informovaného suhlasu (dalej len ,sposobili Géastnici®).
Skusajlci pouzije len tie naborové materialy skdsania, ktore
sl uréené potencidlnym spdésobilym Gc¢astnikom a ktore
vopred pisomne schvalil zadavatel/spoloénost ICON.

1.10  Sku3ajuci alebo nim poverena osoba vyplni
formulare Ucastnikov skuSania vo formate poskytnutom
spoloénostou ICON/zadavatelom alebo nim poverenou
osobou, v ktorych zdokumentuje podanie skuSaného
produktu a vykonanie véetkych postupov skiSania kaZzdému
sposobilému Ucastnikovi (ako je definovany v tejto zmluve)
v slilade s protokolom (dalej len ,formulare uéastnikov
skusania" alebo ,CRF"), a predioZi ich do Styridsiatich
osmich (48) hodin od ziskania Udajov. SkiZajuci je v
kazdom pripade zodpovedny za vyplnenie a predlozenie
formularov CRF. Zdravotnicke zariadenie/skiajuci je
povinn-éfy  v€as poskytnGt plnd sacinnost zastupcom
spolo¢nosti ICON pri rieSeni akychkolvek nezrovnalostl,
chyb alebo chybajlcich Gdajov v CRF. Zdravotnicke
zariadenie/ski$ajici  je  napomocné/-y  spoloZnost
ICON/zadavatelovi pri vykonavani auditov pévodnych sprav
Udastnikov sklsania, laboratérnych sprav a/alebo zdrojov
prvotnych Udajov, z ktorych vychadzaju udaje zaznamenané
vo formularoch CRF. Takéto audity sa vykonavaji pocas
beZnych pracovnych hodin a s naleZitym ohladom na
dévernost informacii o  pacientoch. Zdravotnicke
zariadenie/sku$ajici si  uvedomuji, Ze nevyriedenie
nezrovnalosti, chyb alebo chybajlcich informacii v CRF
mdze mat' za nasledok zadrZanie platby do ich vyrieSenia.
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1.11  The Investigator undertakes to notify the
inclusion of the Qualified Participant in the Study,
stating the Study decision number and the date of
inclusion of the Participant in the Study to the health
insurance company providing public health insurance of
the Participant immediately after the Participant is
included in the Study in accordance with the provisions
of Section 44(o) of the Medicinal Products Act,

2 RESOURCES AND EQUIPMENT

2.1 The Institution/Investigator agree to provide all
Study Staff who are engaged by the Institution or the
Investigator in conducting the Study, with all facilities
and other resources, as are required to duly complete
the Institution’s/ Investigator's responsibilities under this
Agreement and the Protocol.

2.2, The Institution/Investigator agrees to ensure
that sufficient resources and time are available and shall
continue to be available to Investigator for timely and
proper performance of the Study in accordance with this
Agreement, the Protocol and the Regulations.

23 Neither the Institution nor the Investigator may
reassign the conduct of the Study to a different
Investigator without nominating in written another
qualified person and only after written authorization
from ICON/Sponsor; in the absence of such express
authorization from ICON/ Sponsor, ICON shall be
entitled to invoke the termination of this Agreement as
per the provisions of section 9 below.

24 In case of a temporary absence of the
Investigator, Institution/Investigator shall designate a
qualified sub-investigator, who shall be identified in
writing. When the Investigator's absence is anticipated
to exceed fourteen (14) days, ICON shall be notified
promptly and in writing of the designated sub-
investigator who shall assume the Study responsibilities
until Investigator returns. ICON on its own behalf or that
of the Sponsor may approve or reject any proposed sub-
investigator. If a permanent substitution of Investigator
is required, Institution/Investigator shall notify
ICON/Sponsor in accordance with section 2.3 above.

2.5 ICON may provide, or arrange for a vendor to
provide, certain equipment (“Equipment’) or
proprietary materials for use by Investigator and/or
Institution during the conduct of Study. Such proprietary
materials may include computer software,
methodologies, rating scales and other instruments that
are owned or licensed for use by ICON/Sponsor
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111  Skasajuci sa zavazuje oznamit zaradenie
sposobilého Gcastnika do skusania, pricom uvedie &islo
rozhodnutia o povoleni skG$ania a datum zaradenia
Gcastnika do ski$ania zdravotnej poistovni zabezpedujlcej
verejné zdravotné poistenie Ucastnika bezodkladne po
zaradeni (c€astnika do ski3ania v sulade s ustanoveniami
§ 44 pism. o) zakona o liekoch.

2 ZDROJE A VYBAVENIE

2.1 Zdravotnicke zariadenie/skuSajici sa zavazuju
poskytnut v8etkym pracovnikom skuasania, ktori st zapojenti
zdravotnickym  zariadenim  alebo  skuSajicim  do
vykonavania skusania, vSetky zariadenia a iné zdroje, ktoré
sU potrebné na riadne plnenie povinnosti Zdravotnickeho
zariadenia/ sku3ajuceho podla tejto zmluvy a protokolu.

2.2.  Zdravotnicke zariadenie/skiSajuci suUhlasi, Ze
zaisti, aby bol k dispozicii dostatok zdrojov a ¢asu, a bude
nadalej k dispozicii skuSajucemu na véasné a riadne
vykonavanie sku3ania vsulade stouto zmluvou,
protokolom a nariadeniami.

2.3 Ani zdravotnicke zariadenie, ani skus$ajlci nesmd
poverit vedenim skd8ania iného skdsajliceho bez toho, aby
pisomne nominovali ind kvalifikovani osobu, a len po
pisomnom schvaleni spolo¢nostou ICON/zadavatelom; v
pripade neudelenia takéhoto vyslovného schvalenia
spolognostou ICON/zadavatelom je spoloénost ICON
opravnena vypovedat tito zmluvu podla ustanoveni Casti 9
nizsie.

2.4 V pripade doCasnej nepritomnosti skusajiceho uréi
zdravotnicke zariadenie/skusajici kvalifikovaného
spoluskusajiceho, ktory sa uréi pisomnou formou. Ak sa
predpoklada, Ze nepritomnost sk($ajliceho presiahne
Strnast (14) dni, spoloénost ICON bude promptne a
pisomne informovana o uréenom spoluskugajicom, ktory
prevezme povinnosti v ramci skd3ania az do navratu
skiSajliceho. Spoloénost ICON mdZe vo svojom mene
alebo v mene zadavatela schvalit alebo zamietnut
akéhokolvek navrhovaného spoluskisajiceho. Ak je
potrebna trvald nahrada skd3ajlceho, zdravotnicke
zariadenie/skdsajuci to oznami spolo€nosti
ICON/zadavatelovi v stilade s vy$sie uvedenou éastou 2.3.

25 Spoloénost ICON modZe poskytnit, alebo
zabezpecit dodavatela, ktory poskytne uréité vybavenie
(dalej len ,vybavenie") alebo chranené materidly pre
skusajliceho afalebo zdravotnicke zariadenie na pouzitie
poCas vykonavania skuSania. Tieto chranené materialy
mézu zahiat pocitadovy softvér, metodiky, hodnotiace
stupnice a iné nastroje, ktoré vlastni alebo na ktorych
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(collectively, “Materials”). Equipment and/or Materials
to be provided for the Study and any requirements
relating to them are described in Appendix 4 of the
Agreement. Any such Materials or Equipment shall
remain the property of ICON/Sponsor, as the case may
be, and unless otherwise agreed in writing shall be
returned to ICON/Sponsor at the end of the Study or
promptly on receipt of written request from ICON/
Sponsor. Handover of materials of ICON and the
Institution to the Institution in the form of a Handover
and Acceptance Protocol signed by the authorized
persons of the Parties, which shall include at least the
type, quantity and value of the materials, i.e. the
acquisition price, period of provision of the material,
date and signatures of the transferring party and the
receiving party; ICON and the Institution have agreed
that their employees who will be authorised to carry out
tasks related to the Clinical Trial are authorised to sign
the Handover Protocol on their behalf, with the medical
technology officer authorised to sign on behalf of the
Institution and the medical technology officer |||l

-authorised to sian on behalf of -

3 INVESTIGATIONAL PRODUCT

Unless expressly agreed in contrary by the Parties,
ICON shall provide, or shall ensure that the Sponsor
provides, to the Institution or the Investigator, the
required quantities of the Investigational Product as well
as any applicable placebo, and/or combination drug
and/or comparator drug and any other Study materials
required (e.g. CRFs) for the Study, as set forth in the
Protocol. Neither Institution nor Investigator may use
Investigational Product or other Materials in any other
way other than as expressly specified in the Protocol
and Institution/Investigator shall store and maintain
control of the Investigational Product and other
Materials in accordance with the Protocol and
Regulations and will not administer or dispense the
Investigational Product to anyone who is not a Qualified
Participant, or provide access to it to anyone except
Study Staff. The Institution/Investigator shall return, at
Sponsor’'s  reasonable expense, all unused
Investigational Product, as well as any containers,
whether containing unused Investigational Product or
not, in accordance with the instructions of the Sponsor/
ICON upon expiration, abandonment or termination of
the Study or at such times as the Sponsor/ ICON may
direct.
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pouzivanie ma licenciu spoloénost |CON/zadavatel
(spoloéne ,materialy”). Vybavenie a/alebo materidly, ktoré
budi poskytnuté v ramci sku3ania, a vietky poZiadavky,
ktoré sa ich tykaju, st opisané v prilohe 4 zmluvy. V3etky
takéto materidly alebo vybavenie zostavaji majetkom
spoloénosti ICON/zadavatela, podla okolnosti, a pokial nie
je pisomne dohodnuté inak, musia byt vratené spoloénosti
ICON/zadavatelovi na konci ski$ania alebo bezodkladne po
prijati pisomne] Ziadosti od spolo¢nosti ICON/zadavatela.
Odovzdanie  materialov  zdravotnickemu  zariadeniu
spolo¢nost ICON a zdravotnicke zariadenie vo forme
opravnenymi osobami zmluvnych stran podpisaného
Protokolu o odovzdani a prevzati veci, ktory bude
obsahovat aspofi druh, mnoZstvo a hodnotu materialov, {j.
nadobudaciu cenu, dobu poskytnutia materialu, datum a
podpisy odovzdavajliceho a preberajiceho; spolonost
ICON a zdravotnicke zariadenie sa dohodli, Ze na podpis
Protokolu o odovzdani a prevzati veci podla tejto vety su
opravneni v ich mene aj ich zamestnanci, ktori budu
povereni vykonavanim uloh suvisiacich s klinickym
sktSanim, priCom za zdravotnicke zariadenie je opravnenv
podpisovat’ referent pre zdravotnicku techniku
a za spoloénost

3 SKUSANY PRODUKT

Pokial sa zmluvné strany vyslovne nedohodnd inak,
spolo&nost ICON poskytne alebo zabezpedi, aby zadavatel
poskytol zdravotnickemu zariadeniu alebo skusajicemu
pozadované mnozZstva skGSaného produktu, ako 3gj
akékolvek prisludné placebo a/alebo kombinovany liek
a/alebo porovnavaci liek a akékolvek iné materialy skisania
(napr. formulare CRF) potrebné pre skuSanie, ako je
stanovené v protokole. Ani zdravotnicke zariadenie, ani
skugajlci nesmu pouZit skusany produkt alebo iné materialy
inym spdsobom, neZ je vyslovne uvedené v protokole,
a zdravotnicke zariadenie/ski$ajici musi uchovavat a
udrziavat kontrolu nad sku$anym produktom a inymi
materidlmi v sllade s protokolom a nariadeniami a nesmie
podavat alebo vydavat skisany produkt nikomu, kto nie je
spdsobilym G&astnikom, ani k nemu umoznit pristup nikomu
okrem pracovnikov skusania. Po skon&eni, zruSeni alebo
predéasnom ukondéeni sku$ania alebo v terminoch, ktoré
uréi  zadavatel/spoloénost ICON, je zdravotnicke
zariadenie/skusajlci povinné/-y na primerané naklady
zadavatefa vratit v8etok nepouZity skisany produkt, ako aj
véetky nadoby bez ohladu na to, ¢i obsahuju nepouZity
skidany produkt alebo nie, v sUlade s pokynmi
zadavatela/spolocnosti ICON.
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4 REPRESENTATIONS, WARRANTIES AND
COVENANTS
4.1 The Institution/Investigator covenants, warrants

and represents that:

4.1.1 they each have at all times during
the course of the Study, the appropriate licenses,
approvals and certifications necessary to safely,
adequately and lawfully perform the Study in
accordance with applicable Regulations, the Protocol,
this Agreement and good clinical practice and have no
notice of any investigations that would jeopardize such
licenses, approvals or certifications;

41.2 Institution/Investigator is at all times
during the course of the Study qualified by training and
experience with appropriate expertise to conduct the
Study within the jurisdiction where the Study is being
conducted;

4.1.3 Study Staff are and at all times
during the course of the Study continue to be
appropriately trained in ICH GCP, Study procedures
and the Protocol, and;

41.4 neither Institution nor the
Investigator are subject to any conflicting interests in the
outcome of the Study or conflicting obligations or
contracts that might interfere with the performance of
the Study or that might impair the acceptance of the
resulting data by any Regulatory Authority, including the
EMA and FDA, or that might otherwise create a conflict.

5 AUDITS, INSPECTIONS AND MONITORING

5.1 The Institution/Investigator shall, on reasonable
prior notice, permit authorized personnel of ICON/ the
Sponsor to audit, and any Regulatory Authority to
inspect, the locations and facilities where the
Institution/Investigator and Study Staff will conduct the
Study ("Site"); both before the Study begins, during the
treatment phase of the Study and after the Study ends.

5.2 Institution/Investigator acknowledges that the
Study is subject to inspection by a Regulatory Authority
or to an audit by the Sponsor/SICON/Sponsor, and that
such inspections and audits may occur after completion,
abandonment or termination of the Study and may
include auditng of the  Study  records.
Institution/Investigator shall notify ICON as soon as
reasonably possible if the Site is inspected or scheduled
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4 VYHLASENIA, ZARUKY A DOHODY

4.1 Zdravotnicke zariadenie/sk(iSajuci sa zavazuje,
zarucuje a vyhlasuje, ze:

411 jednotlivo maju po cely &as trvania
sku3ania prislusné licencie, povolenia a certifikaty potrebné
na bezpecné, primerané a zakonné vykonavanie skl$ania v
sllade s platnymi nariadeniami, protokolom, touto zmluvou
a spravnou klinickou praxou a nemaju Ziadne informacie o
vySetrovaniach, ktoré by mohli ohrozit tieto licencie,
povolenia alebo certifikaty;

41.2 zdravotnicke zariadenie/skusajlci je po
cely €as trvania skuSania kvalifikované/-y na zaklade
vzdelania a sklsenosti s primeranou odbornostou na
vykonavanie skO3ania v ramci jurisdikcie, v ktorej sa
skuSanie vykonava,

4.1.3 pracovnici ski$ania sU a po cely &as
trvania skaSania budl primerane vySkoleni v oblasti
spravnej klinickej praxe podla ICH GCP, postupov skisania
a protokolu a

41.4 ani  zdravotnicke  zariadenie, ani
skusajici nema konflikt zaujmov tykajuci sa vysledku
skuSania, ani nema konfliktné povinnosti, ani neuzavrel
Ziadne zmluvy, ktoré by mohli zasahovat do vykonu
skuSania alebo ktoré by mohli narusit prijatie vyslednych
udajov regulaénym organom vratane agentiry EMA a Gradu
FDA, alebo ktoré by mohli inym spdsobom vytvarat' konflikt.

5 AUDITY, KONTROLY A MONITOROVANIE

51 Zdravotnicke zariadenie/skugajlci sU povinni na
zaklade predchadzajuceho oznamenia vykonaného v
primeranom predstihu umoznit opravnenym pracovnikom
spolocnosti ICON/zadavatela vykonat audit a kazdému
regulaénému organu skontrolovat miesta a zariadenia, v
ktorych bude zdravotnicke zariadenie/skl$ajlci a pracovnici
skuSania vykonavat' skisanie (dalej len ,pracovisko"); a to
pred zacatim skiSania, poéas lie¢ebnej fazy skisania a po
skon&eni skusania.

5.2 Zdravotnicke  zariadenie/skU$ajuci berie na
vedomie, Ze skuSanie podlieha in$pekcii regulaéného
organu alebo auditu zo strany zadavatel'a/spoloénosti ICON
a Ze tieto indpekcie a audity sa mdzu vykonat aj po
dokonéeni, zruseni alebo predéasnom ukonéeni skii$ania a
mézu zahfiat audit zaznamov zo skl$ania. Zdravotnicke
zariadenie/skuSajlci ¢o najskér upovedomi spolo&nost
ICON v pripade, ked na pracovisku prebieha kontrola
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to be inspected by a Regulatory Authority in relation to
the Study. Institution/Investigator shall cooperate with
Regulatory Authority and ICON in the conduct of
inspections and audits and shall ensure that the Study
Data as well as relevant source documents as required
by ICON, Sponsor and the Regulations (together with
Study Data, the “Clinical Study Records") are
maintained in a way that facilitates such activities.
Institution/Investigator shall promptly forward to ICON
copies of any inspection findings that Institution
receives from a Regulatory Authority in relation to the
Study. Whenever feasible, Institution/Investigator shall
also provide ICON/Sponsor with an opportunity to be
present in any Regulatory Authority inspection and to
prospectively review and comment on any
Institution/Investigator  responses to  Regulatory
Authority inspections in regard to the Study.

53 Institution/Investigator shall allow authorized
personnel of ICON/ Sponsor to monitor the Study, the
Clinical Study Records, such as but not limited to,
CRFs, and any other records required by the
Regulations at mutually agreed upon times during
normal business hours, or as otherwise required or
recommended by the Regulations. Institution will permit
access to Clinical Study Records, such as but not
limited to CRFs, Investigational Product accountability
and make available any source documents when
available and allowed by the applicable Regulations.
Similarly, Institution shall assist ICON’s/Sponsor’s
authorized designee in resolving all queries,
discrepancies, errors or missing information in CRFs.
Any audit by ICON/ Sponsor of source documents shall
be performed with due regard for patient confidentiality.
The Parties agree to hold in confidence all Qualified

Participant's identifiers in accordance with the
Regulations.
5.4 If the Study is designed to comply with Risk

Based Monitoring (RBM) or Adaptive Monitoring (AM)
principles, in addition to or alternatively in lieu of on-site
monitoring  activities, the Institution/Investigator
undertakes to facilitate the remote evaluation carried
out by Sponsor/ICON personnel or representatives in a
timely manner to ensure quality data collection and the
safety of study subjects. RBM and AM monitoring
activities might include and are not limited to:
communication with the Study Staff, review of
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reguladného organu vo vztahu k ski3aniu alebo ak je takato
kontrola planovana. Zdravotnicke zariadenie/skisajlci bude
spolupracovat s regulaénym organom a spolognostou
ICON pri vykonavani kontrol a auditov a zabezpet(, aby
Gdaje zo skusania, ako aj relevantné zdrojové dokumenty
pozadované spolonostou ICON, zadavatelom a
nariadeniami (spolu s Udajmi zo sklSania dalej len
,Zzaznamy Klinického skaSania®) boli vedené spdsobom,
ktory takéto ¢innosti ulahéi. Zdravotnicke
zariadenie/ski8ajlci o najskor postipi spolocnosti ICON
képie akychkolvek zisteni kontroly, ktoré zdravotnicke
zariadenie dostane od regulaéného organu v suvislosti so
skidanim. Ak je to uskutoénitelné, zdravotnicke
zariadenie/skis$ajuci  takisto  poskytne spolo€nosti
ICON/zadavatelovi prileZitost byt pritomna/-y pri kontrole
regulaéného organu a vopred posadit avyjadrit sa
k akymkolvek odpovediam zdravotnickeho
zariadenia/ska$ajliceho na kontroly regulaénych organov
slvisiace so skusanim.

53 Zdravotnicke zariadenie/skusajuci umozni
opravnenym pracovnikom spolognosti ICON/zadavatela
monitorovat skusanie, klinické zaznamy ski3ania, ako
napriklad, ale nie vyluéne, formulare CRF a akékolvek iné
zaznamy vyZadované nariadeniami vo vzajomne
dohodnutom ¢ase poéas beznej pracovnej doby alebo podla
inych poZiadaviek alebo odpord¢ani v nariadeniach.
Zdravotnicke zariadenie umozZni pristup k zaznamom o
klinickom skusani, ako si okrem iného formulare CRF,
evidencia skisaného produktu, a spristupni vSetky zdrojové
dokumenty, ak sU k dispozicii a ak to umoZfiuji platné
nariadenia. Zdravotnicke zariadenie je rovnako povinne
poskytnat  su¢innost splnomocnenej osobe spolo¢nosti
ICON/zadavatela pri rieSeni vietkych otdzok, nezrovnalosti,
chyb alebo chybajlcich informéacii vo formularoch CRF.
Akykolvek audit zdrojovych dokumentov zo strany
spolognosti ICON/zadavatela sa vykondva s nalezitym
ohladom na dévernost informéacii o pacientovi. Zmluvné
strany sa dohodli, Ze bud( zachovavat' dévernost vSetkych
identifikadnych (dajov spdsobilého GCastnika v stlade s
nariadeniami.

54 Ak je skii$anie navrhnuté na Gcely dodrZania zésad
monitorovania zaloZeného na rizikach (RBM) alebo
adaptivneho monitorovania (AM), okrem monitorovacich
ginnosti na pracovisku, pripadne namiesto nich,
zdravotnicke zariadenie/sku$ajuci sa zavazuje, Ze umozni
zamestnancom alebo zastupcom zadavatela/spoloénosti
ICON véas vykonat hodnotenie na dialku s ciefom
zabezpedit kvalitny zber Udajov a bezpetnost Ucastnikov
skUsania. Monitorovacie €innosti RBM a AM mdZu okrem
iného zahfhat: komunikaciu s pracovnikmi skuSania,
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Institution’s/Investigator's
records and corroboration.

processes, procedures,

55 If, in accordance with GCP, /ICON’s/Sponsor’s
Standard Operating Procedures or standards, the
facilities are determined not to be adequate for the
proper conduct of the Study, and the
Institution/Investigator does not remedy such
inadequacies within a reasonable period of being
notified of such inadequacy, then ICON/Sponsor may at
its sole discretion, refuse to commence or decide to
discontinue the Study, and terminate this Agreement
without further obligation to the Institution/Investigator.

6 PUBLICATION

The Parties acknowledge that the Sponsor shall retain
ownership of all Study Data that result from this Study.
However, the Investigator shall have publication or
presentation privileges provided such manuscript
andfor abstract is submitted to the Sponsor for review
and comment sixty (60) days prior to submission for
publication or sixty (60) days prior to presentation. If in
the Sponsor's judgment, publication or presentation at
a given time would hinder the Spansor's development
of the Investigational Product, the Investigator shall
consider modifying the publication or presentation
schedules accordingly. The Institution/Investigator
further agrees to delete information identified by
ICON/Sponsor as Confidential Information (as defined
below), prior to submitting such manuscript and/or
abstract for publication or presentation, or defer
publication or presentation of such manuscript and/or
abstract at the request of ICON/ Sponsor, to permit the
filing of any desired patent applications by the Sponsor.
The Sponsor shall also have the right to publish the
Study. If the Study is part of multi-centred clinical trial
(which for the purposes of this Agreement shall mean
that at least one other institution is taking part), any
publication or presentation based on the results
obtained at the Site shall not be made before the first
multi-centre publication. If a publication concerns the
analyses of sub-sets of data from a multi-centred clinical
trial the publication or presentation shall make reference
to the relevant multi-centre publication(s).

7 CONFIDENTIALITY
7.1 For the purposes of this Agreement
“Confidential Information” means any data,

documentation, records and information in whatever
form related to the terms of this Agreement and/or the
Study and/or the Investigational Product that is provided
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kontrolu procesov, postupov, zdznamov a podpory
zdravotnickeho zariadenia/ski3ajliceho.

55 Ak sa v sllade so spravnou klinickou praxou,
Standardnymi operaénymi postupmi alebo normami
spolocnosti ICON/zadavatela zisti, Ze zariadenia nie su
primerané na riadne vykonavanie sku$ania, a zdravotnicke
zariadenie/skiSajuci tieto nedostatky neodstrani v
primeranej lehote po tom, ako boli na tieto nedostatky
upozorneni, potom mobze spolocnost ICON/zadavatel podla
vlastného uvaZenia odmietnut zacat skiSanie alebo
rozhodnlt' o jeho preruSeni a vypovedat tato zmluvu bez
dalSich zavazkov vodi zdravotnickemu
zariadeniu/skdsajucemu.

6. PUBLIKOVANIE

Zmluvné strany beri na vedomie, Ze =zadavatel si
ponechava vlastnictvo vSetkych Gdajov zo skiSania, ktoré
su vysledkom tohto skdSania. Skisajuci ma vak pravo na
publikovanie alebo prezentovanie za predpokladu, Ze takyto
rukopis a/alebo abstrakt predlozi zadavatelovi na postidenie
a pripomienkovanie Sestdesiat (60) dni pred predlozenim na
publikovanie alebo Sestdesiat (60) dni pred prezentaciou.
Ak by podla Usudku zadavatela zverejnenie alebo
prezentacia v danom ¢&ase branili zadavatelovi vo vyvoji
skuSaneho produktu, skuSajaci zvazi prislusnd Gpravu
harmonogramov zverejnenia alebo prezentacie.
Zdravotnicke zariadenie/ski3ajuci dalej sihlasi, Ze odstrani
informacie identifikované spolognostou ICON/zadavatelom
ako doverné informacie (definované nizsie) pred odoslanim
takéhoto rukopisu a/alebo abstraktu na zverejnenie alebo
prezentaciu alebo odloZi zverejnenie alebo prezentaciu
takéhoto rukopisu a/alebo abstraktu na ziadost' spoloénosti
ICON/zadavatela, aby umoznil podanie akychkolvek
Zelanych patentovych prihlasok zadavatelom. Zadavatel ma
tiez pravo zvergjnit skuSanie. Ak je skuSanie sucastou
multicentrického klinického sku3ania (Co na ucely tejto
zmluvy znamena, Ze sa na fiom zUcasthuje aspon jedno
dalSie zdravotnicke zariadenie), akékolvek zverejnenie
alebo prezentacia zaloZzené na vysledkoch ziskanych na
pracovisku sa nesmie uskutoénit pred vydanim prvej
multicentrickej publikacie. Ak sa zverejnenie tyka analyz
Ciastkovych suborov Udajov z multicentrického klinického
skuSania, v publikacii alebo prezentacii sa uvedie odkaz na
prislusnu(-&) multicentrickd(-é) publikaciu(-e).

7. DOVERNOST INFORMACII

71 Na Uucely tejto zmluvy ,déverné informacie"
znamenajl akékolvek Udaje, dokumentaciu, zaznamy a
informacie v akejkolvek podobe tykajlice sa podmienok tejto
zmluvy a/alebo ski$ania a/alebo ski$aného produktu, ktoré
zdravotnickemu zariadeniu/skuajicemu alebo
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to the Institution/ Investigator or the Study Staff by
ICON/ Sponsor or their respective employees or agents
or is otherwise developed or generated in connection
with the discussions and negotiations pertaining to, or
in the course of performing this Agreement including,
but not limited, to the Protocol, Study Data, and the
clinical investigator brochure provided by the
Sponsor/ICON or their respective employees or agents
that contains summary information of all studies carried
out during the development of the Investigational
Product.

7.2 Unless ICON/Sponsor provides prior written
consent, the Institution/Investigator may not use
Confidential Information for any purpose other than
authorized in  this  Agreement, nor may
Institution/Investigator disclose Confidential Information
to any third party except to Study Staff who i) need to
know such Confidential Information for the conduct of
the Study and as authorized in this Agreement or as
required by the Regulations and ii) are bound by
substantially similar confidentiality obligations as are set
out herein. Institution/Investigator agrees to use
Confidential Information only for fulfilling its/his or her
respective obligations under this Agreement. If
requested by ICON/Sponsor, the Institution/Investigator
shall promptly return all such Confidential Information to
ICON/Sponsor at the end of the Study, however,
Institution may retain a copy of such information for
internal compliance purposes and subject to the
confidentiality requirements of this section.

7.3 Confidential
information that:

Information does not include

7.3.1 Is in the public domain at the time of
disclosure or during the term of this confidentiality
obligation by means other than breach of this
Agreement by Institution and/or Investigator,

132 Is already known to Institution
and/or Investigator, at the time of disclosure and is free
of any obligations of confidentiality,

7.3.3 Is obtained by Institution and/or

Investigator, free of any obligations of confidentiality,
from a third party who has a lawful right to disclose it, or

7.3.4 Is independently developed, as
documented by written records, by individuals within
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pracovnikom skt$ania poskytla spolo¢nost ICON/zad4vatel
alebo ich prisluéni zamestnanci alebo zastupcovia, alebo
ktoré boli inak vyvinuté alebo vytvorené v sulvislosti s
diskusiami a rokovaniami tykajlcimi sa plnenia tejto zmluvy,
alebo v priebehu jej plnenia, okrem iného vratane protokolu,
Gdajov zo skusania a prirucky pre skasajaceho, ktora bola
poskytnuta zadavatelom/spoloénostou |ICON alebo ich
prisludnymi zamestnancami alebo zastupcami a ktora
obsahuje siUhrnné informacie o vSetkych skiSaniach
vykonanych pocgas vyvoja skiSaného produktu.

7.2 Ak spolognost ICON/zadavatel neposkytne vopred
svoj pisomny suhlas, zdravotnicke zariadenie/skiSajuci
nesmie pouzivat doverné informacie na iny Gcel, ako je
povolené v  fejto  zmluve, ani zdravotnicke
zariadenie/skusajlci nesmie poskytnat' déverné informéacie
Ziadnej tretej strane, s vynimkou pracovnikov ska3ania, ktori
i) takéto doverné informécie potrebuji poznat na
vykonavanie skii§ania, ako je povolené v tejto zmluve alebo
ako vyzaduju platné pravne predpisy, a ii) sU viazani zna¢ne
podobnymi povinnostami dodrziavat dévernost, ako sU
stanovené v tomto dokumente. Zdravotnicke
zariadenie/sku8ajlci suhlasi s tym, Ze bude pouZivat
déverné informacie len na plnenie svojich prislusnych
povinnosti podla tejto zmluvy. Ak o to spolo¢nost
ICON/zadavatel poZiada, zdravotnicke zariadenie/skisajuci
po skonéeni skuSania bezodkladne vrati vSetky takéto
déverné informacie spolo¢nosti ICON/zadavatelovi, aviak
zdravotnicke zariadenie si mbze ponechat kopiu takychto
informacii na interné Ucely dodrziavania predpisov a v
stlade s poziadavkami na ddévernost uvedenymi v tejto
Casti.

7.3 Déverné informacie nezahffiaju informacie, ktoré:

7.3.1 sl verejné v &ase poskytnutia alebo
podas trvania tejto povinnosti zachovavat dévernost inym
spésobom ako poruSenim tejto zmluvy zdravotnickym
zariadenim a/alebo skd3ajucim,

7.3.2 zdravotnicke zariadenie alalebo
skusajuci v ¢ase poskytnutia uZz poznalo/poznal a na ktoré
sa neviaZe povinnost zachovavat dévernost,

7.3.3 ziskalo zdravotnicke zariadenie a/alebo
skusajuci od tretej strany, ktora ma zakonné pravo na ich
poskytovanie a na ktoré sa neviaze povinnost zachovavania
dévernosti, alebo

7.3.4 ktoré boli samostatne vytvorené podla
dokumentacie v pisomnych zaznamoch osobami v
11z 50
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Institution who had no access to Confidential
Information
7.4 If disclosure of Confidential Information beyond

that expressly authorized in this Agreement is required
by law, that disclosure does not constitute a breach of
this Agreement as long as (i) Institution/Investigator
notifies Sponsor and ICON of such a requirement prior
to disclosure to allow Sponsor/ICON the reasonable
opportunity to oppose the requirement or seek an
appropriate protective order; (ii) Institution/Investigator
discloses only that Confidential Information required to
comply with the legal requirement; and (iii)
Institution/Investigator continues to maintain the
confidentiality of the Confidential Information with
respect to all other third parties.

7.5 No Party shall make, place or disseminate any
advertising, public relations, promotional material or any
material of any kind using the name of the other Party,
and/or the other Party’'s subsidiary or affiliate
companies or using their respective trademarks, without
the prior written approval of the other Party or Sponsor,
as applicable. Provided that Institution hereby consents
on behalf of itself and Investigator consents, on his/her
own behalf, that Sponsor/ ICON is hereby authorized to
disclose on one or more publicly available clinical trial
registries/databases Institution's and/or Investigator's
participation in the Study, including, without limitation,
identifying the location and contact information for
Institution and all other locations where the Study is
conducted under this Agreement and any other
appropriate registration entries pertaining to the Study.
Additionally, no Party shall make, place or disseminate
any advertising, public relations, promotional material or
any material of any kind using the name or trademarks
of the Sponsor and/or the Sponsor's subsidiary or
affiliate companies.

7.6 The Institution/Investigator agrees not to and
shall ensure that the Study Staff agrees not to trade in
or to give advice regarding the securities of the Sponsor
and/or its subsidiary or affiliate companies, if any when
it is in possession of Study Data or other information that
constitutes material non-public information of the
Sponsor or its subsidiary or affiliate companies, if any.
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zdravotnickom zariadeni, ktoré nemali pristup k dévernym
informaciam.

7.4 Pokial pravne predpisy vyZaduju zverejnenie
dévernych informacii, okrem toho, ¢o je vyslovne povolené
v tejto zmluve, takéto zverejnenie nepredstavuje porusenie
tejto zmluvy, ak (i) zdravotnicke zariadenie/skisajlci to pred
samotnym zverejnenim pisomne oznami zadavatelovi
a spoloénosti ICON, aby umoznilo/umoznil
zadavatelovi/spolo¢nosti ICON vzniest namietku proti
poZiadavke alebo poZiadat o prislusny ochranny prikaz; ak
(i) zdravotnicke zariadenie/skl$ajlci poskytne len déverné
informéacie, ktoré si poZadované plathymi pravnymi
predpismi, a ak (i) zdravotnicke zariadenie/skusajuci
nadalej zachovava dévernost tychto dévernych informacii
vo vztahu ku vietkym ostatnym tretim stranam.

7.5 Ziadna strana nesmie vytvarat, umiestriovat ani $irit
Ziadne reklamné, PR, propagacné materialy alebo
akekolvek materialy akéhokolvek druhu s pouzitim nazvu
druhej zmluvnej strany alalebo dcérskych alebo
pridruZzenych spoloénosti druhej zmluvnej strany alebo s
pouzitim ich prislusnych ochrannych znamok bez
predchadzajuceho pisomného suhlasu druhej zmluvnej
strany, pripadne =zadavatela. Za predpokladu, Ze
zdravotnicke zariadenie tymto v mene svojom a skusajuci
vo svojom mene sthlasi s tym, Ze zadavatel/spoloénost
ICON s tymto opravneni zverejnit v jednom alebo
viacerych verejne dostupnych registroch/databazach
klinickych skusani (&ast zdravotnickeho zariadenia a/alebo
skusajuceho na skusani, vratane, bez obmedzenia,
identifikacie miesta a kontaktnych ddajov zdravotnickeho
zariadenia a vSetkych ostatnych miest, kde sa skuSanie
vykonava podla tejto zmluvy, a akékolvek dalsie prislusné
registracné zaznamy tykajuce sa skuSania. Okrem toho
Ziadna zmluvna strana nesmie vytvarat, umiestiiovat ani
Sirit Ziadne reklamné, PR, propagaéné materidly alebo
akekolvek materialy akéhokolvek druhu, v ktorych sa
pouziva nazov alebo ochranné znamky zadavatela a/alebo
dcerskych alebo pridruZenych spolo¢nosti zadavatela.

7.6 Zdravotnicke =zariadenie/sku3ajici sa zavazuje
azaisti, Ze sa pracovnici sklSania zaviazu, ze
nebude/nebudl obchodovat' s cennymi papiermi zadavatela
alalebo pripadne jeho dcérskych alebo pridruzenych
spolo¢nosti ani poskytovat poradenstvo tykajice sa
cennych papierov zadavatela, ak ma/maju k dispozicii idaje
o skasani alebo iné informacie, ktoré predstavuji podstatné
neverejné informacie zadavatela, pripadne jeho dcérskych
alebo pridruzenych spoloénosti.
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8 INTELLECTUAL PROPERTY

8.1 All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information, Investigational Product, Study Data and
materials provided to the Institution/ Investigator
pursuant to this Agreement or developed during the
course of conducting the Study, are and shall remain
Sponsor's property (“Sponsor’'s Document(s)”"). The
completed CRFs, the final report (if applicable), and
other results of the Study, shall also be owned by
Sponsor (together with Sponsor's Document(s)
“Sponsor’s Data"). The Institution/Investigator hereby
assigns — and undertake to take all efforts to ensure that
the Study Staff hereby assigns to Sponsor all rights, title
and interest, if any, in and to each such Sponsor’s Data,
including without limitation in and to the Study Data. The
Institution/Investigator agree to provide, at Sponsors
expense, reasonable assistance to Sponsor to enable
Sponsor to perfect and enforce its rights in such
Sponsor's Data.

8.2 Inventions whether or not patentable,
processes, technologies, know-how, trade secrets,
data, improvements, patents and/or other intellectual
property relating to the Investigational Product or
otherwise arising from the Study, conceived, generated
or first reduced to practice, as the case may be, during
the term of this Agreement (“Sponsor Invention(s)”),
shall, without further remuneration for Institution/
Investigator, be the exclusive property of the Sponsor.
The Institution/Investigator shall promptly disclose to
ICON/ Sponsaor, in writing, any Sponsor Invention and
hereby assigns — and undertake that the Study Staff
hereby assigns — t to Sponsor all rights, title and
interest, if any, in and to each such Sponsor Invention.
Institution agrees to provide, at Sponsors expense,
reasonable assistance to Sponsor to enable Sponsor to
perfect and enforce its rights in such Sponsor
Inventions. The Institution shall have exclusive
ownership of any existing inventions and technologies
of its property prior to this Agreement.

9 TERM AND TERMINATION

9.1 Unless earlier terminated in accordance with
the provisions of this Agreement, the terms of this
Agreement shall commence on the Effective Date of this
Agreement and shall continue in force until the Study
has been completed at Institution, and all CRFs, and
any other pertinent Study-related documents have been
received by and completed to the reasonable
satisfaction of ICON/ Sponsor (hereinafter the “Term”).
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8 DUSEVNE VLASTNICTVO

8.1 V3etky dokumenty, protokoly, Gdaje, know-how,
metddy, operdcie, vzorce, dbverné informacie, skusany
produkt, Udaje zo skiSania a materidly poskytnute
zdravotnickemu zariadeniu/skugajucemu podla tejto zmluvy
alebo vytvorené pocas vykonavania skG8ania su a zostavajd
majetkom  zadavatela (dalej len ,dokument(-y)
zadavatel'a"). Vyplnené formulare CRF, zaveredna sprava
(ak je to relevantné) a ostatné vysledky skl3ania, budua tiez
vlastnictvom zadavatela (spolu s dokumentmi zadavatela
dalej len yadaje zadavatel'a“). Zdravotnicke
zariadenie/ski$ajuci tymto postupuje — a zavédzuje sa, Ze
vynaloZia v3etko Usilie ktomu, aby pracovnici skusania
postlpili zadavatelovi vSetky pripadné prava, naroky a
podiely v slvislosti s kazdym takymto Gdajom zadavatela
okrem iného vratane Udajov zo skuSania. Zdravotnicke
zariadenie/ski8ajuci suhlasia, Ze poskytnd na naklady
zadavatela primeranti pomoc zadavatelovi, aby mu umoznili
uplatiiovat' a vymahat jeho prava tykajlice sa tychto Gdajov
zadavatela.

8.2 Vynalezy, ¢i uz patentovatelné alebo nie, postupy,
technologie, know-how, obchodné tajomstva, Udaje,
zlep$enia, patenty a/alebo iné duSevné vlastnictvo tykajlce
sa sku$aného produktu alebo inak vyplyvajluce zo skisania,
ktoré boli navrhnuté, vytvorené alebo prvykrat uvedené do
praxe, podla okolnosti, podas platnosti tejto zmluvy (dalej
len ,vynalez(-y) zadavatela"), su bez dalSej odmeny pre
zdravotnicke zariadenie/skis$ajlceho vyhradnym majetkom
zadavatela. Zdravotnicke zariadenie/ski3ajuci bezodkladne
pisomne oznami spoloénosti ICON/zadavatelovi kazdy
vynalez zadavatela a tymto postupuje na zadavatela vietky
prava, naroky alebo podiely na kazdy takyto vynalez
zadavatefa a zavazuje sa, Ze ich tymto na neho postupuju
pracovnici skisania. Zdravotnicke zariadenie sa zavazuje,
Ze na naklady zadavatela poskytne primerant suc¢innost
zadavatelovi pri nadobudani a vymahani prava na takéto
vynalezy zadavatela. Zdravotnicke zariadenie ma vyluéné
vlastnictvo vsetkych existujlcich vynalezov a technoldgil,
ktoré boli jeho majetkom pred uzavretim tejto zmluvy.

9 TRVANIE ZMLUVY A JEJ UKONCENIE

9.1 Pokial nebude tato zmluva vypovedana pred€asne
v sUlade s ustanoveniami tejto zmluvy, podmienky tejto
zmluvy zacinaju platit v defi nadobudnutia uc€innosti tejto
zmluvy a budd platit az do dokonCenia skuSania v
zdravotnickom zariadeni a do prijatia a skompletizovania
v§etkych formularov CRF a akychkolvek inych relevantnych
dokumentov slvisiacich so ska$anim k primeranej
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9.2 Institution/Investigator may terminate the
Agreement for the following reasons:

9.2.1 At any time, upon written notice if in
Investigator's reasonable opinion termination is

required to protect patient safety, e.g., because of the
occurrence of a serious or unexpected adverse event or
if requested to do so by the responsible SUKL

9.2.2 Upan sixty (60) days prior written
notice, for material breach of this Agreement, if ICON
does not cure such breach within thirty (30) days of its
being notified of such breach

9.3 ICON may on its own behalf or that of the
Sponsor terminate this Agreement prior to completion
by providing written notice to the Institution/Investigator
with immediate effect for any of the following reasons:

9.31 Notification by the Sponsor to ICON
to terminate the Study;

9.3.2 Notification by a Regulatory
Authority to the Sponsor/ICON to terminate the Study;

9.3.3 Without prejudice to the generality of
the rights of ICON/Sponsor under this section, the
Institution/Investigator acknowledges that the Study
forms part of a multi-centre clinical trial for which
recruitment is competitive and that the Study may
accordingly be terminated by ICON/Sponsor prior to
recruitment of the number of Qualified Participants
stated in the Protocol;

9.3.4 Determination by ICON/Sponsor
that the Institution/Investigator, after reasonable
opportunity, is unable for any reason, to satisfactorily
perform the Study as required in the Protocol and this
Agreement;
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spokojnosti spolo¢nosti ICON/zadavatel'a (dalej len ,trvanie
zmluvy").

9.2 Zdravotnicke zariadenie/skusajuci méze vypovedat
tuto zmluvu z tychto dévodov:

9.2.1 kedykolvek na zaklade pisomného
oznamenia, ak je podla odévodneného nazoru skisajiceho
ukongéenie potrebné na ochranu bezpeénosti pacienta, napr.
z dévodu vyskytu zavaznej alebo neocakavanej neZiaducej
udalosti, alebo ak o to poZiada prislugny SUKL;

9.2.2 po Sestdesiatich (60) difoch na zaklade
predchadzajiceho pisomného upozornenia na podstatné
poruSenie tejto zmluvy, ak spoloénost ICON neodstrani
takéto porudenie do tridsiatich (30) dni odo dfia, ked bola na
takéto porusenie upozornena.

9.3 Spolognost ICON méze vo svojom mene alebo v
mene zadavatela vypovedat tuto zmluvu s okamzZitou
platnostou pred dokonéenim pisomnym oznamenim
zdravotnickemu zariadeniu/sku$ajucemu z ktoréhokolvek z
tychto dévodov:

9.3.1 oznamenie zo strany zadavatela
spolo¢nosti ICON o predéasnom ukonéeni klinického
skasania;

9.3.2 oznamenie zo strany regulaéného

organu zadavatelovi/spolo¢nosti
ukonéeni klinického skl$ania;

ICON o predéasnom

9.3.3 bez toho, aby boli dotknuté vSeobecné
prava spolo¢nosti ICON/zadavatela podla tejto c¢asti,
zdravotnicke zariadenie/skusajlci berie na vedomie, Ze
skuSanie je su€astou multicentrického klinického skisania,
pre ktoré je nabor kompetitivny, a Ze spoloénost
ICON/zadavatel méze preto skusanie ukonéit pred naborom
poctu spbsobilych téastnikov stanoveného v protokole;

9.3.4 zistenie spoloénosti ICON/zadavatela,
Ze zdravotnicke =zariadenie/skuSajici po poskytnuti
primeranej prilezitosti nie je z akéhokolvek dévodu
schopny/-é uspokojivo vykonat sku3anie podla poziadaviek
protokolu a tejto zmluvy;
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9.3.5 In the event that the
Institution/Investigator commits a breach of any of its
obligations under this Agreement and has not remedied
that breach (if remediable) within thirty (30) days of
receipt of written notice from ICON/Sponsor requiring
remedy and specifying the breach complained of;

9.3.6 If Investigator is declared or
becomes insolvent, files a petition for protection from its
creditors under any applicable bankruptcy laws,
becomes subject to an involuntary bankruptcy
proceeding, makes an assignment for the benefit of his
creditors, or has an administrator or receiver appointed
over all or any part of his assets or ceases or threatens
to cease to carry on its business; and

9.3.7 ICON may on its own behalf or that
of the Sponsor terminate this Agreement at any time
prior to completion by providing thirty (30) days written
notice without cause to the Institution/Investigator.

9.4 Immediately upon receipt of a notice of
termination, the Investigator shall stop entering potential
patients into the Study and shall cease conducting
procedures, to the extent medically and ethically
permissible, on patients already entered into the Study.

9.5 In the event of early termination of this
Agreement, a reconciliation of payments shall be
conducted by the Institution/Investigator, subject to
verification by ICON. Following ICON's receipt of
adequate documentation, ICON will pay for:

9.5.1 all services properly rendered and
monies properly expended by the
Institution/Investigator through the effective date of
termination, which have not yet been paid by ICON; and

9.5.2 any non-cancellable obligations
properly incurred for the Study by the
Institution/Investigator prior to receipt of notice of
termination

10 PRIVACY AND DATA PROTECTION

Parties agree to adhere to principles, instructions and
guidance contained into Appendix 5 of the Agreement

in relation to the processing of personal data that may
be necessary to conduct the Study.
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sa

9.3.5 v pripade, Ze zdravotnicke
zariadenie/skisajlci dopusti poruenia niektorej zo svojich
povinnosti vyplyvajlcich z tejto zmluvy a toto poru3enie (ak
je napravitelné) neodstrani do tridsiatich (30) dni od prijatia
pisomného oznamenia od spoloCnosti ICON/zadavatela, v
ktorom sa poZaduje naprava a uvadza sa porusenie, ktoré
je predmetom staznosti;

9.3.6 ak je skusajuci vyhlaseny alebo sa stane
platobne neschopnym, poda Ziadost o ochranu pred
veritelmi podlfa platnych zakonov o konkurze, stane sa
predmetom nedobrovolného konkurzného konania, posttpi
pohlfadavky v prospech svojich veritelov, alebo je
vymenovany spravca alebo konkurzny spravca nad celym
jeho majetkom alebo jeho ¢astou, alebo prestane vykonavat
svoju ¢innost alebo hrozi, Ze ju prestane vykonavat, a

9.3.7 spoloénost ICON méZe vo svojom mene
alebo v mene zadavatela kedykolvek pred dokon&enim
vypovedat  tito  zmluvu  plsomnym  oznamenim
zdravotnickemu zariadeniu/sk(Sajucemu s vypovednou
lehotou tridsat (30) dni bez udania dévodu.

9.4 Okamzite po prijati oznamenia o ukongeni skd3ania
prestane sku3ajluci zaradovat potencialnych pacientov do
skuSania a prestane vykonavat' postupy v rozsahu, v akom
je to zlekarskeho aetického hladiska pripustné,
u pacientov uz zaradenych do skiSania.

9.5 V pripade vypovedania tejto zmluvy zdravotnicke
zariadenie/skusajuci vyhotovi vyUétovanie platieb, ktoré
musi byt osvedéené spoloénostou ICON. Po prijati spravnej
dokumentacie spolo¢nostou ICON spolo¢nost ICON uhradi:

9.5.1 v3etky riadne poskytnuté sluzby a riadne
vynaloZené finanéné prostriedky zdravotnickym
zariadenim/skusajucim pred datumom vypovedania zmluvy,
ktoré este neboli spolo€nostou ICON uhradené; a

9.6.2 vietky nezruditelné zavazky, ktoré
zdravotnicke zariadenie/skusajlci riadne
vynaloZilo/vynaloZil na skisanie pred prijatim oznamenia
o ukonéeni.

10 OCHRANA SUKROMIA A OSOBNYCH UDAJOV
Zmluvné strany sa zavdzuju dodrZiavat zasady, pokyny
a usmernenia uvedené v prilohe 5 zmluvy v slvislosti so

spracovanim osobnych Gdajov, ktoré moze byt potrebné na
vykonanie skd3ania.
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11 DEBARMENT CERTIFICATION

11.1  The Investigator represents that he/she has
never been, and the Institution/Investigator represents
that they have no knowledge that the Study Staff, who
will be rendering services to the ICON/Sponsor, have
been:

11.1.1 debarred, disqualified, restricted in
their ability to practice medicine, or convicted of a crime
for which a person can be debarred under any
Regulations including but not limited to 21 U.S.C. §
335a (hereinafter 335a), or the Generic Enforcement
Act of 1992, Sections 306(a) or (b);

11.1.2 involved in any past or pending civil,
criminal or regulatory litigation or investigation,
arbitration proceedings or governmental or regulatory
investigation, inquiry, warning or enforcement, or
disciplinary action that may reasonably affect their
involvement in the Study or more generally, their
conduct of clinical research or the practice of medicine,
and that no data produced by them in any previous
clinical study in which they have been involved have
been rejected because of concern as to its accuracy or
bona fide nature.

11.2  The Institution/Investigator agrees that he/she/it
shall immediately notify ICON/Sponsor in the event of
any such debarment, conviction, investigation,
indictment or other action or proceedings referred to in
section 11.1 of the Agreement above occurs during the
term of this Agreement and for three (3) years of
conclusion. During the term of this Agreement,
Institution/Investigator agrees not to employ or
otherwise engage any Study Staff who has been
debarred or convicted of a crime for which a person can
be debarred.

12 INDEMNIFICATION

121 Sponsor Indemnity: Any Indemnification
arrangements between the Institution/Investigator by
the Sponsor (hereinafter called “Indemnification
Provision”), if applicable and/or if requested, shall be
by means of an agreement between the
Institution/Investigator and the Sponsor directly
attached as Appendix 2 to this Agreement.

12.2 Institution Indemnity: The Institution/Investigator
acknowledges that neither ICON nor the Sponsor will be
responsible for, and the Institution/Investigator agrees
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11 POTVRDENIE O POZASTAVENI| CINNOSTI

11.1  Skusajlci vyhlasuje, Ze nikdy nemal, a zdravotnicke
zariadenie/skusajuci vyhlasujl, Ze nemaju vedomost o tom,
Ze by pracovnici skiSania, ktori budi poskytovat sluzby
spolognosti ICON/zadavatelovi, mali:

11.1.1 pozastavenu cinnost, nebol/boli
diskvalifikovani, obmedzeni v sposobilosti vykonavat
lekarsku prax alebo odsldeni za trestny €in, za ktory mbze
byt osoba vyli¢ena podla akychkolvek nariadeni vratane,
ale nie vyluéne, 21 U.S.C. § 335a (dalej len 335a) alebo
Zakona o podpore generickych lie€iv z roku 1992, § 306(a)
alebo (b);

11.1.2 zapojeni do akéhokolvek minulého
alebo prebiehajiceho obé&ianskopravneho, trestného alebo
regulatného stdneho sporu alebo  vySetrovania,
arbitrdZneho konania alebo vladneho alebo regulaéného
vySetrovania, varovania alebo vymahania, alebo
disciplinarneho konania, ktoré by mohlo oddvodnene
ovplyvnit ich U€ast na skusani alebo v3eobecnejsie ich
vykonavanie klinického vyskumu alebo lekarskej praxe, a Ze
Ziadne Udaje, ktoré poskytli vramci predchadzajiceho
klinického skusania, do ktorého boli zapojeni, neboli
odmietnuté z dévodu pochybnosti oich presnosti alebo
dobrej viere.

11.2  Zdravotnicke zariadenie/ ski$ajlici sa zavazuje, Ze
bezodkladne zasle oznamenie spolo€nosti
ICON/zadavatelovi v pripade, Ze podas platnosti tejto
zmluvy apocas troch (3) rokov od uzatvorenia dojde
k pozastaveniu ¢innosti, odsudeniu, vySetrovaniu, obvineniu
alebo inému konaniu alebo postupu uvedenému v casti 11.1
zmluvy Zdravotnicke zariadenie/ski8ajlci sa zavazuje, ze
pogas trvania tejto zmluvy nezamestna ani inak nezapoji
zZiadneho pracovnika do ski$ania, ktory bol vyli&eny alebo
odsudeny za trestny ¢&in, za ktory modze mat osoba
pozastavenu &innost.

12 NAHRADA SKODY

12.1  Poskytnutie nahrady Skody zo strany zadavatefa:
Akékolvek opatrenia tykajlice sa nahrady Skody medzi
zdravotnickym zariadenim/sklsajlicim a zadavatelom (dalej
len ,poskytnutie nahrady skody“), ak st uplatnitelne
afalebo sa pozaduju, budl realizované formou zmluvy
medzi zdravotnickym zariadenim/skuSajucim
a zadavatelom priamo vo forme uvedenej v prilohe 2 k tejto
zmluve.

12.2 Nahrada Skody zo strany zdravotnickeho zariadenia:
Zdravotnicke zariadeniefskiSajlci berie na vedomie, Ze
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to indemnify and hold harmless ICON/ Sponsor and
their respective affiliates, officers, directors, partners,
employees and agents from, any liability, loss, claim,
damages and expense (including lawyers' fees and
costs of suit) incurred by them in connection with any
and all third party claim, suits, investigations or
demands to the extent caused by or arising out of any
actual or alleged negligence, failure to adhere to the
Protocol, failure to obtain informed consent, failure to
comply with applicable law, breach of this Agreement or
willful misconduct, of the Institution, the Investigator, the
Study Staff or any other person who assists in
conducting the Study, in performing their obligations
under this Agreement.

12.3 Restriction on liability: No Party to this
Agreement nor Sponsor shall be liable for any punitive,
special consequential or indirect damages including any
claim for loss of profits or opportunity to any other Party
or Sponsor. The restriction of liability stipulated in the
preceding sentence shall not be applied to any losses
arising from third party claims and each Party’s
indemnification obligations hereunder, nor any breach
of the intellectual property rights of Sponsor or its
principals, or any breach of Confidential Information
obligations.

13 DISCLAIMER

The Parties acknowledge that the Sponsor has
engaged ICON to manage the Study. ICON has
performed no independent research or analysis
regarding the safety or efficacy of the Investigational
Product, materials or treatment procedures that are to
be administered pursuant to the Study and therefore
ICON makes no warranties, expressed or implied
concerning the Investigational Product, materials,
treatment procedures, results to be obtained in
administering the Investigational Product, or the
Investigational Product's fitness for any particular
purpose. ICON HEREBY DISCLAIMS ANY AND ALL
REPRESENTATIONS AND WARRANTIES WITH
RESPECT TO THE INVESTIGATIONAL PRODUCT

INCLUDING ANY REPRESENTATION OR
WARRANTY OF QUALITY, PERFORMANCE,
MERCHANTABILITY OR FITNESS FOR A

PARTICULAR USE OR PURPOSE, OR THAT THE
USE OF THE INVESTIGATIONAL PRODUCT FOR
PURPOSES OTHER THAN SPECIFIED IN THIS
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spolo¢nost ICON ani zadavatel nenesl zodpovednost
- a zdravotnicke zariadenie/sku3ajuci suhlasi stym, Ze
odskodni spoloénost ICON/zadavatela aich prisludné
pridruzené spoloénosti, veducich pracovnikov, riaditelov,
partnerov, zamestnancov a zastupcov - za akulkolvek
zodpovednost, stratu, narok, Skodu a vydavky (vratane
poplatkov za pravne sluzby a nakladov na sidne konanie),
ktoré im vznikn( v slvislosti s akymkolvek narokom tretej
strany, Zalobou, vySetrovanim alebo pozZiadavkami,
v rozsahu spdsobenom alebo vyplyvajicom z akejkolvek
skutoénej alebo Udajnej nedbanlivosti, nedodrzania
protokolu, neziskania informovaného sihlasu, nedodrzania
platnych pravnych predpisov, porudenia tejto zmluvy alebo
umyselného  pochybenia zdravotnickeho zariadenia,
skusajlceho, pracovnikov skiSania alebo akejkolvek inej
osoby, ktora pomaha pri vykonavani skusania, pri plneni ich
povinnosti podla tejto zmluvy.

12.3 Obmedzenie zodpovednosti: Ziadna zmluvna
strana ani zadavatel nenest zodpovednost za akékolvek
sankéné, osobitné nasledné alebo nepriame $kody vratane
narokov na usly zisk alebo stratu prilezitosti ktorejkolvek inej
zmluvnej strany alebo zadavatela. Obmedzenie
zodpovednosti uvedené v predchadzajicej vete sa
nevztahuje na Ziadne straty vyplyvajuce z narokov tretich
stran a povinnosti kazdej zmluvnej strany na odSkodnenie
podla tejto zmluvy, ani na Ziadne poru$enie prav duSevného
vlastnictva zadavatela alebo jeho riaditel'ov, ani na Ziadne
porudenie povinnosti tykajicich sa dévernych informacii.

13 ODMIETNUTIE ZODPOVEDNOSTI

Zmluvné strany berl na vedomie, Ze zadavatel
poveril spoloénost ICON riadenim skuSania.
Spolo¢nost ICON nevykonala Ziadny nezavisly
vyskum ani analyzu v slvislosti s bezpe&nostou
alebo uginnostou skds$aného produktu, materidlov
ani lieCebnych postupov, ktoré sa maju poskytnat
podla klinického skt3ania, a preto spolo¢nost ICON
neposkytuje Ziadne vyslovné ani implicitné zaruky,
pokial' ide o skusany produkt, materialy, lie€ebné
postupy, vysledky, ktoré sa maju dosiahnut
podanim sku$aného produktu, alebo vhodnost
skisaného produktu na  konkrétny Gcel.
SPOLOCNOST ICON TYMTO ODMIETA VSETKY

VYHLASENIA A ZARUKY TYKAJUCE SA
SKUSANEHO PRODUKTU, VRATANE
AKYCHKOLVEK VYHLASENI ALEBO ZARUK
TYKAJUCICH SA KVALITY, VYKONU,
PREDAJNOSTI ALEBO VHODNOSTI NA

KONKRETNE POUZITIE ALEBO UCEL, ALEBO ZE
POUZITIE SKUSANEHO PRODUKTU NA INE
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AGREEMENT WILL NOT INFRINGE THE RIGHTS OR
PATENTS OF ANY THIRD PARTY. FURTHER ICON
EXPRESSLY DISCLAIMS ANY LIABILITY FOR ANY
PRODUCT CLAIM ARISING OUT OF A CONDITION
CAUSED OR ALLEGEDLY CAUSED BY THE
ADMINISTRATION OF SUCH INVESTIGATIONAL
PRODUCT EXCEPT TO THE EXTENT SUCH
LIABILITY IS CAUSED BY THE NEGLIGENCE,
WILFUL MISCONDUCT OR BREACH OF THIS
AGREEMENT BY ICON. THIS SECTION SHALL
SURVIVE TERMINATION OR EXPIRATION OF THIS
AGREEMENT,

14 INSURANCE

14.1 In accordance with Act No. 578/2004 Coll. on
healthcare providers, health workers and professional
organisations in the health service, and amending and
supplementing certain laws, as amended, the Institution
is obliged to take out its own liability insurance to cover
its liability for damage caused to persons in connection
with the provision of health care, with insurance
coverage that meets the requirements of the legislation.
The Investigator may opt to take out additional private
professional indemnity insurance for the conduct of
clinical trials.

14.2 The Sponsor shall be responsible for taking out
insurance for the purposes of the Clinical Trial in
compliance with applicable legal regulations. For these
purposes, the Sponsor represents and warrants that it
took out insurance of liability of the Sponsor and the
Institution for damage (including the nonpecuniary
damage, with the exception of nonpecuniary damage
caused by violation of personality or name protection
rights, by defamation, slander, bullying, harassment,
unequal ftreatment or by any other way of
discrimination), including indemnification in case of
death of a trial subject or damage to health to a ftrial
subject due to the Clinical Trial performance pursuant to
Section 43, letter h) point 3 of Pharmaceuticals Act. The
Sponsor further represents and warrants that it took out
insurance of liability of the Centre for damage that may
be caused to the trial subject pursuant to Section 43
letter h) point 4 of Pharmaceuticals Act. In order to
eliminate any doubts, the Sponsor and the Contracting
Partners represent and warrant that this insurance does
not replace insurance covering activities which are not
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UCELY, AKO JE UVEDENE V TEJTO ZMLUVE,

NEPORUSI PRAVA  ALEBO PATENTY
AKEJKOUVEK TRETEJ STRANY. DALEJ
SPOLOCNOST ICON VYSLOVNE ODMIETA

AKUKOL'VEK ZODPOVEDNOST ZA AKEKOLVEK
NAROKY NA NAHRADU SKODY SPOSOBENEJ
ALEBO UDAJNE SPOSOBENEJ PODANIM
TAKEHOTO SKUSANEHO PRODUKTU,
S VYNIMKOU PRIPADOV, KED JE TAKATO
ZODPOVEDNOST SPOSOBENA
NEDBANLIVOSTOU, UMYSELNYM KONANIM
ALEBO PORUSENIM TEJTO ZMLUVY ZO
STRANY SPOLOCGNOSTI ICON. TATO CAsT
BUDE NADALEJ PLATIT AJ PO SKONCENI
PLATNOSTI TEJTO ZMLUVY ALEBO UPLYNUTI
DOBY PLATNOSTI TEJTO ZMLUVY.

14 POISTENIE

141  Zdravotnicke zariadenie je v zmysle zakona €.
578/2004 Z. z. o poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych organizaciach v
zdravotnictve a o zmene a doplneni niektorych zakonov v
zneni neskorSich predpisov povinné uzatvorit' vliastné
poistenie zodpovednosti za Skodu, ktoré bude kryt jej
zodpovednost za Skodu spdsobenl osobam v slvislosti s
poskytovanim zdravotnej starostlivosti, a to s poistnym
krytim  splfiajicim  poZiadavky pravnych predpisov.
Skusajuci sa mdze rozhodnit’ uzavriet' dodatoéné poistenie
stukromnej profesnej zodpovednosti za uskuto&fiovanie
klinickych skusani.

14.2 Zadavatel zodpoveda za zabezpeCenie poistenia
na ucel Klinického skusania v sulade s prislusnymi pravnymi
predpismi. Na tento (Cel Zadavatel prehlasuje, Ze
zabezpedil poistenie zodpovednosti Zadavatela a Centra za
Skodu (vratane nemajetkovej ujmy, okrem nemajetkovej
ujmy spdsobenej porusenim prav na ochranu osobnosti €i

mena, urazkou na cti, ohovaranim, 8ikanovanim,
obtaZovanim, nerovnakym zaocbchadzanim & inymi
spdsobmi diskriminacie), prostrednictvom ktorého je

zabezpetené aj odSkodnenie v pripade smrti subjektu
sku$ania alebo v pripade ujmy vzniknutej na zdravi subjektu
skiSania v désledku vykonavania Klinického ski$ania v
stlade s § 43 pism. h) bod 3 zakona o liekoch. Zadavatel
dalej prehlasuje, Ze zabezpedil poistenie zodpovednosti
Centra za Skodu, ktora méZe byt spdsobena subjektu
skuSania v sllade s § 43 pism. h) bod 4. zakona o liekoch.
Pre vyli€enie pochybnosti Zadavatel a Zmluvni partneri
vyhlasuju, Ze poistenie podla tohto odseku nenahradza
poistenie vztahujuce sa k aktivitdm, ktoré neslvisia s
Klinickym skusanim, napr. beZné poskytovanie zdravotnych
sluZieb.
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related to the Clinical Trial, e.g. a regular provision of
medical services.

14.3 The Parties to the Agreement acknowledge that
the Sponsor is responsible for injury to health of the trial
subjects caused by the Investigational Product. In
accordance with relevant Regulations especially
Section 43(h)(3) and (4) of the Medicinal Products Act,
prior to the commencement of the study the Sponsor
shall arrange for insurance to cover the Qualified
Participants in the event of injury to their health resulting
from the Study and shall maintain this insurance during
the whole term of the Study.

15 COMPENSATION

15.1  ICON shall pay Study cost to
Institution/Investigator in accordance with Appendix 1
to this Agreement, and payments set forth in Appendix
1 represent all Study costs, and no other moneys shall
be payable, unless otherwise approved by
ICON/Sponsor in writing. It is important to note that all
payments are provided in support of clinical research
conducted in accordance with the Regulations
governing such activities. In the event the Sponsor shall
become bankrupt, insolvent or is otherwise unable to
pay its debts as they fall due, or if all or a substantial
part of its business or assets shall be placed in the
hands of a receiver, administrator, administrative
receiver, trustee in bankruptcy or similar or analogous
officer or an insolvency practitioner, whether by its
voluntary act or otherwise (hereinafter a “Sponsor
Insolvency Event”), ICON shall use commercially
reasonable efforts to notify the Institution / Investigator
promptly on becoming aware of such a Sponsor
Insolvency  Event. Institution [/ Investigator
acknowledges and agrees that if the Sponsor fails to
pay ICON for Institution / Investigator services or
expenses under this agreement, in whole or in part due
to a Sponsor Insolvency Event, ICON shall have no
liability to the Institution / Investigator whatsoever
provided that Sponsor's failure to pay is not due to
ICON's negligence, wilful misconduct or breach of its
obligations under its agreement with the Sponsor and
ICON shall be released from any outstanding payment
obligations, howsoever arising to the Institution/
Investigator under this Agreement.
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14.3 Zmluvné strany tejto zmluvy berli na vedomie, Ze
zadavatel je zodpovedny za poSkodenie zdravia ucastnikov
ski$ania spoOsobené skuSanym produktom. V sdlade
s prislusnymi nariadeniami, predovdetkym § 43 pism. h)
ods. 3 a 4 zakona o liekoch, pred zadiatkom skuSania
zadavatel zabezpeéi poistenie na krytie spdsobilych
Gdéastnikov v pripade po$kodenia ich zdravia vyplyvajliceho
zo skuSania atoto poistenie bude udrziavat v platnosti
pocas celého trvania sku3ania.

15 ODMENA

15.1  Spolocnost ICON uhradi naklady na skiSanie
zdravotnickemu  zariadeniu/skiSajucemu v sulade
s prilohou 1 k tejto zmluve, pricom platby uvedené
v prilohe 1 predstavuji vSetky naklady na skaSanie a
Ziadne iné pefiazné prostriedky nie s splatné, pokial' ich
inak pisomne neschvali spoloénost ICON/zadavatel. Je
délezité poznamenat, Ze vSetky platby sa poskytuji na
podporu klinického vyskumu vykonavaného v sulade s
nariadeniami, ktorymi sa takéto &innosti riadia. V pripade,
e sa zadavatel dostane do konkurzu, platobnej
neschopnosti alebo inej neschopnosti splacat svoje dlhy v
éase ich splatnosti, alebo ak bude celé jeho podnikanie
alebo podstatna gast jeho podnikania alebo vietky jeho
aktiva alebo podstatna Gast jeho aktiv zverené spravcovi
konkurznej podstaty alebo podobnému ¢&i obdobnému
uradnikovi alebo konkurznému spravcovi, ¢&i uZ
dobrovolnym ukonom alebo inak (dalej len ,pripad platobne;j
neschopnosti zadavatela“), spolo€nost ICON vynaloZi
komeréne primerané Usilie, aby otom informovala
zdravotnicke zariadenie/skudajuceho bezodkladne po tom,
ako sa dozvie o takomto pripade platobnej neschopnosti
zadavatela. Zdravotnicke zariadenie/ skiSajuci berie na
vedomie a sthlasi s tym, Ze ak zadavatel nezaplati
spolo¢nosti ICON za sluZby alebo vydavky zdravotnickeho
zariadenia/sku$ajlceho podla tejto zmluvy, a to lplne alebo
diastoéne v dosledku pripadu platobnej neschopnosti
zadavatela, spolo¢nost' ICON nenesie voci zdravotnickemu
zariadeniu/ska$ajicemu  Ziadnu  zodpovednost  za
predpokladu, Ze nezaplatenie zadavatelom nie je
spésobené nedbanlivostou, Umyselnym nespravnym
konanim alebo porusenim povinnosti vyplyvajlcich zo
zmluvy so zadavatefom zo strany spolocnosti ICON a
spoloénost ICON je oslobodena od akychkolvek
nesplatenych platobnych zavéazkov, nech uz vznikli vogi
zdravotnickemu zariadeniu/ski$ajucemu akokolvek na
zaklade tejto zmluvy.
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15.2  Sponsor shall make no payment for Study
Subjects whom Institution/Investigator (including its
Study Staff) entered into the Study in violation of the
Protaocol (i.e., inclusion/exclusion criteria violation) or for
significant Protocol violations, caused by the
Institution/Investigator (including its Study Staff) or for
whom the CRF has not been properly completed in
according to the Protocol and ICON/Sponsor given
instructions. Payments shall be made by Sponsor only
up to the visit in which the violation occurred. The
Parties acknowledge that a deviation from the Protocol
that arises out of medical necessity or is approved by
ICON/Sponsor shall not be considered a Protocol
violation.

15.3  The Institution/Investigator hereby agrees that
no third party will be charged for any aspect of treatment
or trial subject care for which the Payee has invoiced or
been paid under this Agreement. The
Institution/Investigator hereby agrees that neither
participants in the Study nor any third party will be
charged for the Study drug or any comparator drugs
provided for this Study, nor shall Payee include such
cost in any cost report to third-party payers.

15.4 Payment for the Institution will be remitted to
Fakultna nemocnica Trnava ("Payee”), directly to the
account of the Institution indicated in the Appendix 3
of this Agreement and the payment for the Investigator
will be remitted to Peter Kozub, MD., PhD., MPH
(“Payee”), directly to the account of the Investigator
indicated in the Appendix 3 of this Agreement,
according to the Beneficiary Details Form. The total
budget of the trial was divided in the proportion of 20%
for the Institution and 80% for the Investigator.
Institution/Investigator agrees that the information found
in Beneficiary Details Form is true and correct.

16.5  The Institution/Investigator acknowledges and
agrees that the Payee designated here is the proper
payee under this Agreement. Institution/Investigator
must complete the Beneficiary Details Form attached
hereto as Appendix 3 hereto. Should ICON/Sponsor
change the name or format of the Beneficiary Details
Form, it will not be necessary to formally amend this
Agreement,

16.6  For the avoidance of doubt all charges and/or
fees imposed by the Payee’s banks shall be for the
account of the Institution/Investigator, ICON will have no
obligation to discharge the same or any other similar
administrative charges.
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15.2  Zadavatel nevykona Ziadnu platbu za Géastnikov
skuSania, ktorych zdravotnicke zariadenie/skusajlici
(vratane jeho pracovnikov sku$ania) zaradilo/zaradil do
skuSania v rozpore s protokolom (t. j. porusenie kritérii
zaradenia/vylic€enia) alebo v pripade zavaznych poruseni
protokolu, ktoré spbsobilo/spdsobil zdravotnicke
zariadenie/skuSajuci (vratane jeho pracovnikov skusania),
ani za tych, u ktorych nebol formular CRF riadne vyplneny v
sllade s protokolom a pokynmi  spolo¢nosti
ICON/zadavatela. Zadavatel vykona plathy len do navstevy,
pocas ktorej doSlo k poruseniu. Zmluvné strany uznavajl, Ze
odchylka od protokolu, ktorda vyplyva z lekarskej
nevyhnutnosti  alebo  ktord  schvélila  spoloénost
ICON/zadavatel, sa nepovazuje za porudenie protokolu.

16.3  Zdravotnicke zariadenie/skusajlci tymto suhlasi s
tym, Ze Ziadnej tretej strane nebude Uétovany Ziadny aspekt
lie€by Ci starostlivosti o i¢astnika skisania, ktory si prijemca
fakturoval, alebo za ktory bol zaplateny v zmysle tejto
zmluvy. Zdravotnicke zariadenie/skus$ajlci tymto sthlasi s
tym, Ze ani Ugastnikom sku$ania ani tretej strane nebude
UCtovany skuSany produkt ani porovnavacie lieky
poskytnuté na G&ely tohto skisania, a prijemca také naklady
ani nezahrnie do nijakého vykazu nakladov platcom tretich
stran.

15.4 Platba pre =zdravotnicke zariadenie bude
poukazana na Fakultnd nemocnica Trnava (dalej len
.prijemca platby"), priamo na (éet zdravotnickeho
zariadenia uvedeny v prilohe 3 zmluvy a pre skusajlceho
MUDr. Petra Kozuba, PhD., MPH, priamo na uget
skiSajliceho uvedeny v prilohe 3 zmluvy (dalej len
.prijemca platby") podfa formulara s tidajmi o prijemcovi
platby. Celkovy rozpocet skuSania bol rozdeleny v pomere
20% pre zdravotnicke zariadenie a 80% pre skuajliceho.
Zdravotnicke zariadenie/ski$ajici suhlasi s tym, Ze
informacie uvedené vo formulari s tidajmi o prijemcovi platby
su pravdivé a spravne.

155  Zdravotnicke  zariadenie/sku8ajuci  potvrdzuje
a suhlasi, Ze tu uvedeny prijemca je riadnym prijemcom
platby podla tejto zmluvy. Zdravotnicke zariadenie/skisajlci
musi vyplnit formular s udajmi o prijemcovi platby, ktory
je pripojeny k tejto zmluve ako priloha 3. Ak spolo¢nost
ICON/zadavatel zmeni nazov alebo forméat formulara s
Gdajmi o prijemcovi platby, nebude potrebné formalne menit
tito zmluvu.

16.6  Aby nevznikali pochybnosti, vSetky trovy a/alebo
poplatky uvalené bankami prijemcu platby znasa
zdravotnicke zariadenie/skusajlci; spoloénost ICON nie je
povinna hradit' tieto alebo iné podobné administrativhe
poplatky.
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15.7  The contracting parties also acknowledged that
the amounts into Appendix 1 are not included any tax
(such as VAT or other) that may be applicable as per
the applicable Regulation. ICON may be required by law
and/or the relevant tax authority to deduct certain
withholding taxes from payments made to Payee
(“Withholding Taxes”). If and to the extent ICON
applies Withholding Taxes to payments to the Payee
and correctly remit the amount of any such Withholding
Taxes to the relevant tax authority, ICON will be
regarded for the purposes of determining the amount
owed by ICON to Payee as having discharged their
liability to the Payee in an amount equal to the amount
of any such Withholding Taxes correctly deducted and
remitted. Where required to do so under applicable
legislation ICON shall provide Payee with certification of
the amount of such Withholding Taxes remitted in a
form acceptable under relevant legislation.

15.8  If the Study is discontinued for any reason it is
agreed that the amounts paid or payable will be made
proportionally to the actual work duly performed
pursuant to the Protocol in accordance with Appendix
1 to this Agreement. Any funds not due under this
calculation, but already paid, shall be returned to ICON,
within forty-five (45) days of the date of termination of
the Study and Institution’s receipt of supporting
documentation from ICON/Sponsor evidencing such
overpayment. If Institution/Investigator fails to do so
within the subsequent fifteen (15) days, ICON, inits sole
discretion, may apply such unearned sums to payments
otherwise due in connection with Institution’s/
Investigator’s participation in another Sponsor study or
may pursue other available remedies. For clarification
purposes, if the Parties disagree on the overpayment
amounts, they shall meet and discuss in good faith to
agree a mutually acceptable solution prior to
ICON/Sponsor taking any of the actions listed in this
section.

15.9  If during the course of the Study, ICON pays an
amount in excess of actual work duly performed, any
funds not due under this calculation, but already paid,
shall be returned to ICON, within forty-five (45) days of
a written request by ICON and Institution's receipt of
supporting  documentation from ICON/Sponsor
evidencing such overpayment. If Institution/Investigator
fails to do so, within the subsequent fifteen (15) days,
ICON, in its sole discretion, may suspend further
payment until the amount has been returned, or apply
such unearned sums to payments otherwise due in
connection with Institution’s/ Investigator's participation
in another ICON study or may pursue other available
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156.7  Zarover zmluvné strany beri na vedomie, Ze sumy
uvedené v prilohe 1 zmluvy nezahffaji Ziadnu dan
(napriklad DPH alebo inu), ktora sa moze uplatiovat' podla
uplatnitelného zakona. Od spolo€nosti ICON sa mdze zo
zakona alalebo prisluSsnym dafiovym dradom Ziadat, aby
odpocital urcité zrazkové dane z platieb, ktoré maju byt
uhradené prijemcovi platby (dalej len ,zrazkové dane”). Akv
rozsahu, v akom spoloénost ICON uplatni zrazkové dane na
platby prijemcovi platby a spravne odvedie sumu takychto
zrazkovych dani prislusnému dafiovému organu, bude sa na
Géely wuréenia sumy, ktord spoloénost ICON dlhuje
prijemcovi platby, mat za to, Ze spolo¢nost ICON splnila
svoj zavazok voéi prijemcovi platby vo vySke rovnajlcej sa
sume akychkolvek takychto spravne odpocitanych a
odvedenych zrazkovych dani. Pokial si to budd vyzadovat
platné pravne predpisy, spolo¢nost ICON poskytne
prijemcovi platby potvrdenie o sume poukazanych
zrazkovych dani na tladive akceptovatelnom podla platnych
pravnych predpisov.

156.8 Ak sa skUSanie z akéhokolvek dovodu prerusi,
dohodlo sa, Ze vyplatené alebo splatné sumy sa uskutoénia
pomerne podla skutoéne riadne vykonanej prace podla
protokolu v sulade s prilohou 1 k tejto zmluve. VSetky
finanéné prostriedky, ktoré nie su splatné podla tohto
vypodtu, ale uz boli vyplatené, musia byt vratené
spoloénosti ICON do &tyridsiatich piatich (45) dni odo diia
ukonéenia skuSania a prijatia podpornej dokumentacie
zdravotnickym zariadenim od spoloénosti ICON/zadavatela,
ktora preukazuje takyto preplatok. Ak tak zdravotnicke
zariadenie/skt$ajuci neurobi do nasledujlcich patnastich
(15) dni, spolo¢nost ICON méze podlia viastného uvazenia
pouZit' tieto neodpracované sumy na platby, ktoré su inak
splatné v  slvislosti s  GCastou  zdravotnickeho
zariadenia/sku3ajlceho na inom skd3ani zadavatela, alebo
modze uplatnit iné dostupné opravné prostriedky. Ak sa
zmluvné strany nedohodnu na vyske preplatku, stretnll sa a
v dobrej viere prediskutuji vzajomne prijatelné rieSenie
predtym, ako spolotnost |CON/zadavatel podnikne
akékolvek kroky uvedené v tejto &asti.

15.9 Ak v priebehu skuSania spolo¢nost ICON vyplati
sumu prevysujucu skutoéne riadne vykonanu pracu, vietky
finanéné prostriedky, ktoré nie su splatné podla tohto
vypodtu, ale uz boli vyplatené, musia byt vratené spolo&nost
ICON, a to do Styridsiatich piatich (45) dni od pisomnej
Ziadosti spolocnosti ICON a prijatia podpornej dokumentacie
preukazujucej takyto preplatok zdravotnickym zariadenim
od spolocnosti ICON/zadavatela. Ak tak zdravotnicke
zariadenie/skisajici neurobi do nasledujlcich péatnastich
(15) dni, spoloénost ICON mdZe podla vlastného uvazenia
pozastavit' dal$ie platby az do vratenia sumy, alebo pouZzit
tato neodpracovant sumu na platby, ktoré st inak splatné v
sUvislosti s Uéast'ou zdravotnickeho zariadenia/skusajliceho
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remedies. For clarification purposes, if the Parties
disagree on the overpayment amounts, they shall meet
and discuss in good faith to agree a mutually acceptable
solution prior to ICON/Sponsor taking any of the actions
listed in this section.

16.10 Institution/ Investigator agrees that the
compensation received under this Agreement does not
exceed the fair market value of the services
Institution/Investigator is providing, and that no
payments are being provided to Institution/ Investigator
for the purpose of inducing Institution or Investigator to
purchase or prescribe any drugs, devices or products.
Institution/  Investigator agrees that Institution/
Investigator will not bill any patient, insurer, or
governmental agency for any items, visits, services or
expenses provided or paid for by ICON or Sponsor.
Institution/ Investigator further agrees that Institution/
Investigator will not provide any money or item of value
to any government official or representative to
improperly influence government actions.

15.11  The Institution/Investigator shall complete and
return to ICON / Sponscr in a timely manner, financial
certification or disclosure forms including, but not limited
to, ICON's Financial Disclosure Form and all disclosure
updates, as applicable, provided to the Investigator by
ICON or the Sponsor for the duration of the Study, and
for one vyear thereafter. If requested, the
Institution/Investigator shall ensure that all sub
investigators, performing a Study-related function shall
also complete and return all financial
certification/disclosure forms. The
Institution/Investigator acknowledge and agree that any
payments made under this Agreement will be disclosed
to the local regulatory authorities by /Sponsor as
required under the EFPIA (European Federation of
Pharmaceutical Industries and Associations) Disclosure
Code or Regulation.

16 GENERAL PROVISIONS

16.1  Assignment; The Institution/Investigator may
not assign its/his or her rights and/or delegate its/his or
her obligations under this Agreement without the prior
written consent of ICON, which consent shall not be
unreasonably withheld. ICON shall have the power to
assign this Agreement to the Sponsor without any of the
other Party’'s consent. If ICON authorizes delegation or
subcontracting, Institution/Investigator remains
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na inom skusani spolocnosti ICON, alebo mdze uplatnit' iné
dostupné opravné prostriedky. Ak sa zmluvné strany
nedohodnu na vyske preplatku, stretnt sa a v dobrej viere
prediskutuju vzajomne prijatelné rieSenie predtym, ako
spolo€nost’ ICON/zadavatel podnikne akékolvek kroky
uvedene v tejto Casti.

15.10 Zdravotnicke zariadenie/skisajlci sthlasi s tym, Ze
odmena ziskana na zaklade tejto zmluvy nepresahuje
realnu trhovi hodnotu sluzieb, ktoré zdravotnicke
zariadenie/ski8ajlci poskytuje, a Ze zdravotnickemu
zariadeniu/sku8ajucemu sa neposkytuju Ziadne platby s
cielom podnietit zdravotnicke zariadenie alebo ski$ajuceho
k nakupu alebo predpisovaniu akychkolvek liekov,
zdravotnych pombcok alebo produktov. Zdravotnicke
zariadenie/skusajlci suhlasi, ze zdravotnicke
zariadeniefsku$ajlci nebude vystavovat faktiry Ziadnemu
pacientovi, poistovni ani vladnej agentire za Ziadne
polozky, navstevy, sluzby alebo vydavky poskytnuté alebo
hradené spolocnostou ICON alebo zadavatelom.
Zdravotnicke zariadenie/skuSajlci dalej sthlasi s tym, Ze
zdravotnicke zariadenie/ski8ajuci neposkytne Ziadnemu
vladnemu Uradnikovi alebo zastupcovi Ziadne peniaze ani
cenné predmety s cielom nevhodne ovplyvnit vladne
opatrenia.

15.11 Zdravotnicke zariadenie/skdsajlici vyplni a véas
vrati spoloénosti ICON/zadavatelovi formulare finanéného
osvedéenia alebo zverejnenia, okrem iného vratane
formulara spoloénosti ICON o =zverejneni finanénych
informacii a vSetkych pripadnych aktualizacii zverejnenia,
ktoré mu spoloénost ICON alebo zadavatel poskytni pocas
trvania skuSania a jeden rok po jeho ukonceni. Ak sa to
vyZaduje, zdravotnicke zariadenie/skusajlici zabezpeci, aby
v8etci spoluskusajuci, ktori vykonavaju ginnost svisiacu so
skusanim, tiez vyplnili a vratili vietky formulare finanéného
osvedcenia/zverejnenia. Zdravotnicke zariadenie/ski$ajlci
slihlasia s tym, Ze v8etky platby vykonané v ramci tejto
zmluvy budu spristupnené miestnym spravnym organom zo
strany zadavatefa tak, ako to vyzaduje kodex zverejfiovania
Eurdpskej federacie farmaceutického priemyslu a asociacii
(EFPIA) alebo pravne predpisy.

16 VSEOBECNE USTANOVENIA

16.1 Postlpenie: zdravotnicke zariadenie/ski&ajlci
nesmie postlipit svoje prava alalebo delegovat svoje
povinnosti podla tejto zmluvy bez predchadzajuceho
pisomného sihlasu spolo¢nosti ICON a tento sldhlas nesmie
byt bezddvodne odoprety. Spolocnost ICON je opravnena
postlpit' tito zmluvu zadavatelovi bez suhlasu akejkolvek

dalSej zmluvnej strany. Ak spolognost ICON povoli
delegovanie alebo zmluvné pridelenie povinnosti,
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responsible to ICON for the performance of all
delegated or subcontracted duties.

16.2  Waiver: A waiver by either Party of any term or
condition of this Agreement in any instance shall not be
deemed or construed to be a waiver of such term or
condition for any similar instance in the future or any
subsequent breach hereof. All rights, remedies,
undertakings, obligations and agreements contained in
this Agreement are cumulative and none of them shall
be a limitation of any other remedy, right, obligation or
agreement.

16.3  Notices: Notices under this Agreement shall be
in writing and considered sufficient if delivered
personally, sent by registered mail with return receipt,
sent by recognized overnight courier service, by telefax
transmission, or by electronic mail to a Party's email
address that a Party has provided below addressed as
follows:

If to ICON

ICON Clinical Research Limited
South County Business

Park, Leopardstown, Dublin 18
Ireland

bude

zdravotnicke zariadenie/skusajuci nadalej
zodpovedny voéi spoloénosti ICON za vykonavanie
vetkych delegovanych & zmluvne pridelenych povinnosti.

16.2  Vzdanie sa prav: ak sa ktorakolvek zo zmluvnych
stran vzda ktorejkolvek podmienky tejto zmluvy v
ktoromkolvek pripade, nepovazuje sa to za vzdanie sa
takejto podmienky v budlcnosti alebo v pripade
akéhokolvek nasledného poruSenia tejto zmluvy. V3etky
prava, opravné prostriedky, zavazky, povinnosti a dohody
obsiahnuté v tejto zmluve s kumulativne a Ziadna z nich nie
je obmedzenim ziadneho iného opravného prostriedku,
prava, povinnosti alebo dohody.

16.3 Oznamenia: oznamenia podla tejto zmluvy s
pisomné a povaZzuju sa za dostatoéné, ak su dorucené
osobne, zaslané doporudenou postou s dorugenkou,
zaslané uznavanou expresnou kuriérskou sluzbou, faxom
alebo elektronickou poStou na e-mailovi adresu zmluvnej
strany, ktord zmluvna strana uviedla nizSie a ktora je
adresovana takto:

Pokial budl adresované spoloénosti ICON

ICON Clinical Research Limited
South County Business

Park, Leopardstown, Dublin 18
frsko

With copy addressed to Director, Legal Counsel (SSU
Legal), ICON Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18, Ireland

If to the Institution:

Fakultna Nemocnica Trnava
Andreja Zarnova 11, 917 75 Trnava
Slovak Republic

If to the Investigator:

Peter Kozub, MD., PhD., MPH
Dermatovenerologicka klinika
Fakultna Nemocnica Trnava
Andreja Zarnova 11, 917 75 Trnava
Slovak Republic
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S koépiou adresovanou riaditefovi, pravnemu zastupcovi
(pravne oddelenie SSU), ICON Clinical Research Limited,
South County Business Park, Leopardstown, Dublin 18,
frsko

Ak je adresatom zdravotnicke zariadenie:

Fakultna nemocnica Trnava
Andreja Zarnova 11, 917 75 Trnava
Slovenska republika

Ak je adresatom skdsajuci:

MUDr. Peter Kozub, PhD., MPH
Dermatovenerologicka klinika
Fakultna Nemocnica Trnava
Andreja Zarnova 11, 917 75 Trnava
Slovenska republika
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16.4  Relationship of Parties: Nothing herein shall be
construed as creating any association, partnership, joint
venture, employment or the relationship of principal and
agent between ICON and the other Parties, it being
understood that the Institution/Investigator is an
independent contractor, and neither ICON nor
Institution/Investigator  has the authority to bind the
other, nor the other's representatives, in any way.

16.5 Governing Law and Prevailing Language: This
Agreement, and all disputes and/or claims arising under
this Agreement, shall be interpreted and governed by
the laws of Slovakia, without regard to conflict of laws
principles.

This Agreement has been executed in English and
Slovak, in the event of any conflict between the two
versions, the Parties agree that the Slovak version will
prevail.

16.6  Entire Agreement: This Agreement including
Appendices, sets forth the entire Agreement and
understanding between ICON and the
Institution/Investigator as to the subject matter hereof
and has priority over all documents, verbal consents or
understandings made between ICON and the
Institution/Investigator. Any modification to this
Agreement must be in writing, sighed by the Parties,
and identified as an amendment, except for certain
mutually agreeable changes in the Study budget in
Appendix 1 of this Agreement as set out in section 16.7
below.

16.7 Budget Modifications: The following Study
budget changes may be documented by a modification
letter signed by ICON: (1) increases in the total Study
budget, with or without medification of the payment
schedule, or (2) modification of the payment schedule
with no change in total Study budget.

16.8  Conlflicts: If there is any conflict between this
Agreement and any Appendices to it, the terms of this
Agreement control. If there is any conflict between this
Agreement and the Protocol, the Protocol will control as
to any issue regarding treatment of Qualified
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16.4  Vztah zmluvnych stran: ni¢ v tejto zmluve sa nesmie
vykladat ako vytvorenie akehokolvek zdruZenia,
partnerstva, spoloéného padniku, pracovného pomeru alebo
vztahu splnomocnenca a zastupcu medzi spoloénostou
ICON a dal$imi zmluvnymi stranami, pri¢om sa rozumie, Ze
zdravotnicke zariadenie/skisajuci je nezavislym
dodavatelom a ani spoloénost ICON, ani zdravotnicke
zariadenie/skusajici nie sU  opravneni akymkolvek
spésobom zavazovat druhG zmluvnd stranu ani jej
zastupcov.

16.5 Rozhodné pravo a rozhodujlci jazyk: tato zmluva a
v3etky spory afalebo naroky vyplyvajlce z tejto zmluvy sa
vykladaju a riadia podla zakonov Slovenska bez ohladu na
kolizne normy.

Tato zmluva bola podpisana v anglickom a slovenskom
jazyku; zmluvné strany sa dohodli, Zze v pripade
akehokolvek rozporu medzi tymito dvoma verziami
rozhoduje slovenska verzia.

16.6 Cela zmluva: tato zmluva vratane priloh stanovuje
celd dohodu a porozumenie medzi spoloénostou ICON
a zdravotnickym zariadenim/skisajucim, pokial ide o
predmet tejto zmluvy, a ma prednost pred vSetkymi
dokumentmi, ustnymi slhlasmi alebo dohodami medzi
spolo¢nostou ICON a zdravotnickym
zariadenim/skusajucim. Akakolvek Uprava fejto zmluvy
musi byt pisomna, podpisana zmluvnymi stranami a
identifikovana ako dodatok, okrem niektorych vzajomne
dohodnutych zmien v rozpocte ski8ania v prilohe 1 zmluvy,
ktora je uvedena v Casti 16.7 niZSie.

16.7 Upravy rozpoétu: nasledujlice zmeny rozpoétu
skdaSania mézZu byt doloZené zmenovym listom podpisanym
spolo¢nostou ICON: (1) zvySenie celkového rozpoctu
skiSania s Upravou alebo bez lpravy harmonogramu
platieb, alebo (2) dprava harmonogramu platieb bez zmeny
celkového rozpoctu skusania.

16.8  Konflikty: ak existuje nejaky rozpor medzi touto
zmluvou a akymikolvek jej prilohami, prednost majd
podmienky tejto zmluvy. Ak existuje nejaky rozpor medzi
touto zmluvou a protokolom, protokol bude mat prednost vo
vSetkych otazkach tykajucich sa lieCby spdsobilych
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Participants, and the Agreement will control as to all
other issues.

16.9  Counterparts and signatures: This Agreement
shall become binding when any one or more
counterparts hereof, individually or taken together, shall
bear the signatures of each Party hereto. The
Agreement will be concluded in writing by handwritten
signatures or by affixing the contract with a qualified
electronic signature, in accordance with applicable legal
requirements.

16.10 Survival: Except as otherwise specifically
provided herein, termination of this Agreement shall not
relieve any Party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In addition, the
provisions of this Agreement that by their nature
contemplate continuing obligations shall survive
expiration or termination of this Agreement including
without limitation those relating to confidentiality,
proposed or actual inspections by a Regulatory
Authority, publication, intellectual property,
indemnification, use of names and any provision
required to interpret and enforce the Parties' rights and
obligations under this Agreement to the extent required
for the full observation and performance of this
Agreement.

16.11 Third Party Beneficiary: All Parties hereto
expressly acknowledge and agree that the Sponsor
shall be a third party beneficiary of this Agreement and
shall also be entitled to enforce any rights of the
provisions hereof by all remedies at law and/or in equity
that ICON has by all remedies at law and/or in equity.

16.12 Compliance with applicable anti-bribery/anti-
corruption Regulations, international trade compliance
and insider trading laws: The Parties acknowledge that
they are bound by all applicable Regulations which may
include Foreign Corrupt Practices Act (FCPA) and UK
Bribery Act. The Parties will not cause another Party to
be in breach of applicable Regulations through any act
as described in this section. In performing the Study and
or services under this  Agreement, the
Institution/Investigator (and their employees and
agents): (i) agree(s) that it has not and shall not, directly
or indirectly, offer to make, promise, authorize or accept
any payment or anything of value, including bribes, gifts
andfor donations to or from any public official,
Regulatory Authority or anyone else for the improper
purpose of influencing, inducing or rewarding any act,
omission or decision in order to secure an improper
advantage, including to obtain or retain business; and
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uc¢astnikov a zmluva bude mat prednost vo v3etkych
ostatnych otazkach.

16.9 Rovnopisy apodpisy: tato zmluva sa stava
zavéaznou, ked jeden alebo viacero jej rovnopisov, jednotlivo
alebo spolu, obsahuju podpisy kazdej zmluvnej strany.
Zmluva bude uzatvorena v pisomnej forme vlastnoruénym
podpisom alebo opatrenim zmluvy kvalifikovanym
elektronickym podpisom v sulade s platnymi pravnymi
predpismi.

16.10 Pretrvanie platnosti: ak nie je ustanovené inak,
ukongenie tejto zmluvy nezbavuje Ziadnu zo zmluvnych
stran povinnosti plnenia akéhokolvek zavazku podla tejto
zmluvy, ktory vznikol zo skutoénosti a okolnosti, ktoré
existovali pred takymto ukoncenim. Okrem toho
ustanovenia tejto zmluvy, ktoré zo svojej podstaty
nezanikaju ukonenim platnosti zmluvy, platia aj nadalej po
uplynuti platnosti alebo ukonceni tejto zmluvy, okrem iného
vratane tych, ktoré sa tykaju ddvernosti, navrhovanych
alebo skutoénych kontrol regulaénym organom, zverejnenia,
dusevného vlastnictva, od$kodnenia, pouzivania mien a
akéhokolvek ustanovenia potrebného na wvyklad a
uplatiiovanie prav a povinnosti zmluvnych stran podla tejto
zmluvy v rozsahu poZadovanom na Gplné dodrZiavanie a
plnenie tejto zmluvy.

16.11 Tretostranny prijemca zmluvy: vSetky zmluvné
strany vyslovne uznavaju a suhlasia s tym, Ze zadavatel je
tretostrannym prijemcom tejto zmluvy a je tiez opravneny
uplatriovat vsetky prava podla ustanoveni tejto zmluvy
prostrednictvom vetkych pravnych a/alebo spravodlivych
opravnych prostriedkov, ktoré spoloénost ICON ma.

16.12 Dodrziavanie platnych nariadeni proti
podplacaniu/proti korupcii, dodrZiavanie medzinarodnych
obchodnych predpisov a zakonov o obchodovani s
dévernymi informaciami: zmluvné strany potvrdzujd, Ze su
viazané vetkymi platnymi pravnymi predpismi, okrem iného
aj zakonom o zahrani€nych protikorupénych praktikach
(FCPA) a zakonom Spojeného kralovstva o boji proti
podplacaniu (UK Bribery Act). Zmluvné strany nespdsobia
akymkolvek ¢&inom opisanym v tejto &asti, aby druha
zmluvna strana porusila platné pravne predpisy. Pri
vykonavani klinického sktiSania a/alebo sluZieb podla tejto
zmluvy  zdravotnicke  zariadenie/ski3ajuci (a ich
zamestnanci a zastupcovia) i) suhlasi(-ia), ze nebude(-0)
priamo ¢i nepriamo ponukat, slubovat, povolovat ani
prijimat Ziadne platby ani ni¢ cenné vratane Uplatkov, darov
a/alebo prispevkov Ziadnemu verejnému  Einitelovi,
regulatnému organu ani nikomu inému ani od Ziadneho
verejného &initela, regulaéného organu ani nikoho iného na
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(i) shall comply with all applicable anti-corruption and

anti-bribery laws, regulations and industry and
professional codes of practice. The
Institution/Investigator shall notify |ICON/Sponsor

immediately upon becoming aware of any breach under
this section. For the purpose of monitoring compliance
with applicable Regulations and the terms of this
section, Institution/Investigator agree(s) that
ICON/Sponsor shall have the right to conduct an
investigation or audit of payments and/or transfers of
value made by the Institution/Investigator related to the
Study. The Institution/Investigator shall cooperate fully
with such investigation or audit, the timing of which shall
be at the sole discretion of ICON/Sponsor. The
Institution/Investigator shall ensure that all Study Staff,
subcontractors (if any) and agents (if any) receive
appropriate anti-carruption training. Any violation of this
section Institution/ Investigator constitutes a
material breach of this Agreement. In addition to any
other sanction provided by law and/or this Agreement,
ICON/Sponsor may terminate this Agreement for cause
and with immediate effect.

16.13 Trade Control Laws; In performing the Study
and or services under or related to this Agreement, the
Institution/ Investigator will comply with any applicable
global export, sanctions and trade control laws relating
to its respective business, facilities, and the provision of
services hereunder. The Institution/Investigator
represents and warrants that neither it nor, with respect
to those engaged in activities under or related to this
Agreement, any of its affiliates, Study Staff,
subcontractors, or agents, are: (a) currently subject to
any sanctions administered or enforced by a Regulatory
Authority or included on any of the Restricted Party Lists
maintained by the U.S. Government or other relevant
Government authority (as defined below); or (b) owned
or controlled by any individual or party described in this
subsection (c) or located in any Restricted Market
subject to sanctions imposed by the U.S., EU, or United
Nations (“Restricted Market" currently refers to
Crimea, Cuba, the Donetsk Region, Iran, North Korea,
Sudan and Syria). The Institution/Investigator further
represents and warrants that it is not owned or
controlled by, or otherwise affiliated with and to the best
of its knowledge, does not employ, any individual or
entity on any Restricted Party List. “Restricted Party
List" means the Specially Designated Nationals List, as
administered by the U.S. Department of the Treasury

26 of 50

Protocol #:

_H.’ rFeter Kozub, ML., FhD., MFH

1T CON
L1 C ON
nevhodny Géel ovplyvfiovania, vyvolania alebo odmenenia
akéhokolvek konania, opomenutia ¢i rozhodnutia s cielom
zaistit' si neprimeranil vyhodu vratane ziskania alebo
zachovania zakaziek, a ii) dodrzi(-ia) vSetky platné zakony a
pravne predpisy tykajice sa boja proti korupcii a
podplacaniu. Zdravotnicke zariadenie/skusajuci
bezodkladne oznami spolo¢nosti ICON/zadavatelovi
akékolvek jemu zndme informacie tykajuce sa poru$enia
ustanoveni tejto Casti. Zdravotnicke zariadenie/skuajuci
sulhlasi(-ia) v zaujme zabezpe&enia slladu s platnymi
pravnymi predpismi a podmienkami tejto &asti s tym, ze

spolonost  |ICON/zadavatel ma  pravo  vykonat
preSetrovanie alebo audit platieb alalebo prevodov
pefiaznych prostriedkov zdravotnickym

zariadenim/skusajucim vo vztahu k ski$aniu. Zdravotnicke
zariadenie/skUsajuci bude pri predetrovani alebo audite,
ktorych Casovy harmonogram je na vlastnom uvazeni
spolo€nosti ICON/zadavatela, poskytovat pind su€innost.
Zdravotnicke zariadenie/skuSajlici zabezpe€i, aby v3etci
pracovnici skiSania, pripadni subdodavatelia a zastupcovia
absolvovali prisluiné protikorupéné Skolenie. Kazdé
porusenie tejto Casti zo strany zdravotnickeho
zariadenia/sk(3ajliceho bude predstavovat zavainé
porusenie tejto zmluvy. Okrem akychkolvek inych sankcii
stanovenych zakonom alalebo touto zmluvou mdze
spolocnost ICON/zadavatel vypovedat tato zmluvu z tohto
dévodu a s okamzitou platnostou.

16.13 Zakony o kontrole obchodu: pri vykonavani
skuSania alalebo sluzieb v ramci tejto zmluvy alebo v
sUvislosti s fAou bude zdravotnicke zariadenie/sku$ajuci
dodrZiavat vSetky platné globalne zakony o vyvoze,
sankciach a kontrole obchodu, ktoré sa vztahuju na ich
prisludné &innosti, zariadenia a poskytovanie sluzieb podla
tejto zmluvy. Zdravotnicke zariadenie/sk(3ajlci vyhlasuje a
zaru€uje, Ze ani ono, ani, pokial ide o osoby zapojené do
¢innosti v ramci tejto zmluvy alebo v suvislosti s fiou, Ziadna
z jej pridruZzenych spoloCnosti, pracovnikov skusania,
subdodavatelov alebo zastupcov: (a) v slc¢asnosti
nepodliehaju akymkolvek sankciam, ktoré spravuje alebo
uplatfiuje regulaény organ, ani nie st uvedené na niektorom
zo zoznamov obmedzenych stran vedenych vladou USA
alebo inym prislusnym viadnym organom (ako je definované
nizSie); alebo (b) nie s vlastnené alebo kontrolované
akoukolvek osobou alebo stranou opisanou v tomto odseku
(c) ani sa nenachadzaju na akomkolvek obmedzenom trhu,
na ktory sa vztahuju sankcie uvalené USA, EU alebo OSN
(,obmedzeny trh" sa v si¢asnosti vztahuje na Krym, Kubu,
Doneckul oblast, Iran, Severnu Kdéreu, Sudan a Syriu),
Zdravotnicke zariadenie/ski8ajlci dalej vyhlasuje a
zaruduje, Ze nie je vlastnené(-y) ani kontrolované(-y), ani
inak prepojené(-y) a podla jeho najlepSieho vedomia
nezamestnava Ziadnu fyzickl ani pravnickd osobu uvedend
na zozname obmedzenych stran. ,Zoznam obmedzenych
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Office of Foreign Assets Control; the Consolidated List
of Persons, Groups and Entities Subject to E.U.
Financial Sanction, as implemented by the E.U.
Comman Foreign & Security Policy; the List of Excluded
Individuals/Entities, as published by the U.S. Health and
Human Services - Office of Inspector General; and the
System and Award Management database, which is
managed by the U.S. General Services Administration.

16.14 Severability: The invalidity or unenforceability of
any provision of this Agreement shall in no way affect
enforcement of any other provision of this Agreement

16.15 Transparency: ICON/ Sponsor may disclose for
any lawful purpose, within their sole discretion, the
terms of this Agreement, including without limitation, the
total compensation (including fees and expenses)
payable or paid pursuant to this Agreement. When
making such disclosures, ICON/Sponsor reserves the
right to attribute all compensation paid under this
Agreement to each person that provides services under
this Agreement.

16.16 Registration of the Agreement: The Parties agree
that if required by applicable laws, the redacted version
of this Agreement (and any subsequent amendments
thereto) will be published by the Institution pursuant to
the Act No. 546/2010 Coll. supplementing Act No.
40/1964 (the “Act”) (i) in the Central Register of
Contracts operated by the Office of the Government of
the Slovak Republic at www.crz.gov.sk (“Contract
Registry”); or (ii) where Institution is a municipality, local
governments or legal entities sourced (partially or
completely) from their funds or a legal person in which
the municipalities and local governments have shares
exceeding 50%, on the Institution's website. The Parties
acknowledge that the Study budget in Appendix 1, the
Protocol and any other exhibits to this Agreement as
well as any other documents provided to Institution by
Sponsor/ICON under section 11 are deemed trade
secret and Institution shall ensure that such information
will not be published in the contract register. Prior to
registration, Sponsor/ICON shall also have the
opportunity to identify any and all provisions of the
Agreement and appendices which are deemed as
sensitive information and therefore a trade secret under
applicable laws. The Institution shall post a redacted
version of the Agreement in the contracts register in
accordance with the Act and in accordance with any
redaction required by Sponsor/ICON within five [5]
business days from the date of the last signature and
shall immediately notify ICON after registration. Any
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stran” znamena Zoznam osd6b so Specialnym ur&enim, ktory
spravuje Urad pre kontrolu zahraniénych aktiv Ministerstva
financii USA; Konsolidovany zoznam os8b, skupin a
subjektov podliehajtcich finan&nej kontrole EU, ako ho
upravuje spoloéna zahraniéna a bezpeénostna politika EU;
Zoznam vyliéenych osdb/subjektov, ktory zverejnil Urad
generalneho inSpektora pre zdravotnictvo a socialne sluzby
USA; a databaza System and Award Management, ktoru
spravuje Urad pre vieobecné sluzby USA.

16.14 Oddelitelnost: neplatnost alebo nevykonatelhost
akéhokolvek ustanovenia tejto zmluvy Ziadnym spésobom
neovplyvni uplatiovanie akéhokolvek iného ustanovenia
tejto zmluvy.

16.15 Transparentnost: spolo¢nost ICON/zadavatel mézu
zverejnit na zakonné Ucely na zaklade vlastného uvazenia
podmienky tejto zmluvy, okrem iného aj celkovi odmenu
(vratane poplatkov a vydavkov) splatni alebo uhradent
podla tejto zmluvy. V pripade tychto zverejneni si
spoloénost ICON/zadavatel vyhradzuje pravo na uvedenie
kazdej osoby poskytujucej sluzby podla tejto zmluvy pri
odmenach uhradenych podfa tejto zmluvy.

16.16 Registracia zmluvy: Zmluvné strany suhlasia, Ze ak si
to budu vyZadovat platné zakony, redigovana verziu tejto
zmluvy (a akékolvek jej nasledné dodatky) zverejni
zdravotnicke zariadenie v stlade so zakonom ¢&. 546/2010
Zb., ktorym sa meni a dopifia zakon &.40/1964 Zb.
Obéiansky zakonnik v zneni neskorSich predpisov, (dalej
len ,zakon") (i) v centralnom registri zmldv, ktory spravuje
Urad vlady Slovenskej Republiky, na webovej stranke
www.crz.gov.sk (dalej len ,register zmlav*) alebo (ii) ak je
zdravotnickym zariadenim obec, miestna samosprava alebo
pravny subjekt financovany (Ciastocne alebo Uplne)
zo svojich finanénych prostriedkov alebo pravnicka osoba,
v ktorej maju obce a miestne samospravy akcie prevysujlce
50 %, na webovej stranke zdravotnickeho zariadenia.
Zmluvné strany beri na vedomie, Ze rozpo&et skusania
v prilohe 1, protokol a akékolvek iné prilohy k tejto zmluve,
ako aj akékolvek iné dokumenty poskytnuté zdravotnickemu
zariadeniu zadavatelom/spoloénostou ICON podia &asti 11
sa povaZuju za obchodné tajomstvo a zdravotnicke
zariadenie zaisti, aby tieto informacie neboli zverejnene
vregisti  zmldv. Pred registraciou bude mat
zadavatel/spolocnost ICON tiez prilezZitost identifikovat
akékolvek ustanovenia zmluvy a priloh, ktoré sa povazuji
za citlivé informacie, a teda za obchodné tajomstvo podla
plathnych zakonov. Zdravotnicke zariadenie uverejni
redigovand verziu zmluvy v registri zmliv v sulade so
zakonom a v sUlade s akoukolvek redakciou vyZadovanou
zadavatelom/spoloénostou ICON do piatich [5] pracovnych
dni od datumu posledného podpisu a po registracii okamZite
upovedomi spoloénost ICON. Akékolvek porudenie
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breach of any obligation under this section 16.16 by the
Institution shall entitle ICON to terminate this
Agreement in accordance with the provisions of section
9.

Under the provisions of the Act, unless a later Effective
Date is explicitly agreed in this Agreement. The
Agreement becomes effective on the day after it is
published, and failure to publish within a period of 3
months of the conclusion of this Agreement will result in
the Agreement being deemed rescinded.

The Parties declare that in relation to the Act no.
546/2010 Coll supplementing Act No. 40/1964 the
estimated monetary value of this Agreement is 1 620
EURO / Total Cost Per Patient.

[REMAINDER OF PAGE INTENTIONALLY BLANK]
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akejkolvek povinnosti podla tejto ¢asti 16.16 zo strany

zdravotnickeho zariadenia opravni spoloénost |ICON
vypovedat' tuto zmluvu v sulade s ustanoveniami éasti 9.

Podla ustanoveni zakona, pokial' sa v tejto zmluve vyslovne
nedohodne neskorsi datum nadobudnutia u¢innosti. Zmluva
nadobuda Géinnost vded po jej zverejneni a jej
nezverejnenie v priebehu 3 mesiacov od uzavretia tejto
zmluvy bude mat' za nasledok, Ze sa bude povaZovat za
zrusend.

Zmluvné strany vyhlasujd, Ze v slvislosti so zakonom, je

odhadované pefiazné plnenie podla tejto zmluvy 1 620 EUR
/ Celkové naklady na pacienta.

[ZVYSOK STRANY JE UMYSELNE PONECHANY
PRAZDNY]
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| CON

IN WITNESS WHEREOF, the Parties have caused this NA DOKAZ TOHO zmluvné strany zabezpecili, aby tito
Agreement to be executed by their duly authorized zmluvu podpisali riadne splnomocneni zastupcovia, aby
representatives to be effective as of the Effective Date. nadobudla t&innost ku diu nadobudnutia U¢innosti.

ICON CLINICAL RESEARCH LIMITED

7 NER ’v:H
Date / Datum: 17 DEC 2024

Name / Meno:

Signature / Podpis:

INSTITUTION / ZDRAVOTNICKE ZARIADENIE
27 -01- 2025

Date / Datum:

Name / Meno: MUDr. Daniel Zittian, MPH

Director / Riadit

Signature / Podpis:

INVESTIGATOR / SKUSAJUCI
Date / Datum: N-dan -A2r—
Name / Meno: MUDr. Peter Kozub, PhD., MPH

Principal Investigtor / Hlavny skusajtici

Signature / Podpis:
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APPENDIX 1 PRILOHA 1

APPENDIX 1A PRILOHA 1A

FEES/COSTS AND PAYMENT TERMS POPLATKY/NAKLADY A PLATOBNE PODMIENKY

Platobné podmienky

Payment Terms and Conditions

Zdravotnicke zarladenie: Fakultna Nemocnhica
Trnava

Hlavny skdsajaci: MUDr. Peter Kozub, PhD., MPH
Zmluvna strana: ICON Clinical Research Limited /
v mene spoloénosti Moonlake Immunotherapeutics AG

INstuton: Fakuitha Nemocnica | rnava

Principal Investigator; Peter Kozub, MD., PhD., MPH
Contracting Party: ICON Clinical Research Limited /
on behalf of Moonlake Immunotherapeutics AG

Payee: Payments will be made by electronic
funds transfer and in accordance to the terms
of this Appendix 1 of this Agreement to
Payee. No payments will be made to the
Payee until the following are completed; (1)
execution of the Agreement, (2) submission of
all regulatory documents to ICON, (3) EC
approval and {4) ICON receipt of the
completed Beneficiary Details Form. The
INSTITUTION/INVESTIGATOR acknowledge
and agree that the Payee designated herein is
the proper Payee for this Agreement. All
payments made by ICON as set forth herein
shall be payable solely to Payee. Any such
paymenis made to Payee which are due to
any other party petforming services in
connection with the Study shall be a matter
solely between Payee and such party.

Currency: all amounts stated in this
Appendix 1 are in EURO and payments will
be made in EUROQ,
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Prijemca platby: Platby sa uskutoénia
elektronickym prevodom finanénych

prostriedkov a v stilade s podmienkami tejto
prilohy & 1 zmluvy v prospech prijemcu.
Prijemcovi platby nebudl poukazané Ziadne
platby, kym nebudt dokoncéené nasledujlice
tkony: (1) podpis zmiuvy, (2) predloZenie
vietkych regulaénych dokumentov
spolognosti ICON, (3) schvalenie etickou
komisiou a (4} prijatie vyplnengho formulara
s Gdajmi prijemcu platby spoloénostou ICON.
ZDRAVOTNICKE ZARIADENIE/SKUSAJUCH
potvrdzuje asuhlasi, 2e prijemca platby
ureny vtomto dokumente je riadnym
prijemcom platby na aéely tejto zmiuvy.
Vietky platby vykonané spolo&nost'ou ICON,
ako st definované v tejio prilohe, sU splatné
vyhradne prijemcovi platby. V5etky tieto platby
uhradené prijemcovi platby, ktoré su urtene
na Uhradu inej strane poskytujlcej sluzby
spojenéd so skdsanim, sd zaleZitostou
vyhradne medzi prijemcom platby a takouto
stranou,

Mena: vietky sumy uvedené v tejto prilohe &.
1 st v EUR a platby sa uskutoénia v EUR.
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3. Per Qualified Participant Costs: Payments will
be made on a per Qualified Participant, per visit
basis for visits completed and data entered into the
CRFs ("Completed Visits"), as detailed in the
attached Appendix 1 of this Agreement, excluding
Study level costs and invoiceable items listed
separately. Payment for partially completed

randomized Qualified Participant, i.e.

terminations, will be made on a per visit basis for

work completed.

4. Ongoing Payments: Ongoing Payments will be
made on a quarterly basis on a per Qualified
Participant, per visit basis based on Completed
Visit data entered into the CRFs. The Payee shall
receive 90% of each payment due and 10% shall
be withheld until Study completion and resolution
of all site queries, constituting the Final Payment

(defined below).

5. Final Payment: Final payment will include the
cumulative withheld amounts of monies earned
upon final acceptance by ICON/SPONSOR of the
CREF, all data clarifications issued, the receipt and
approval of any outstanding regulatory documents
as required by ICON/SPONSOR, resolution of all
outstanding queries, the return of any ICON
provided Equipment, the return of all unused

supplies to ICON/SPONSOR, and

satisfaction of all other applicable conditions set
forth in this Agreement (hereinafter the “Final
Payment"). The Payee will have up to sixty (60)
days from the Final Payment (date of Final
Payment check or wire) to submit any outstanding

invoices, or payment discrepancies,

reimbursement consideration. If the money
already paid to the Payee by ICON exceeds this
final payment amount, the difference shall be
returned by the Payee to ICON within thirty (30)

days.

6. Screen Failure Reimbursement. A “Screen
Failure” is defined as a Qualified Participant who
signs an approved ICF, completes initial screening
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3.

Naklady na ué&astnika spifiajuceho kritéria:
Platby sa uskutoénia za kaZdého spoésobilého
Gdastnika, podla navitev za dokonéené navstevy
a Udaje zapisané do formularov CRF (dalej len
,dokonéené navstevy"), ako je podrobne uvedené
v prilozenej prilohe 1 zmluvy, s vynimkou
nakladov na urovni ski$ania a fakturovatelnych
poloziek uvedenych osobitne. Platby za Ciastocne
dokonéeného randomizovaného  spdsobilého
Uc¢astnika, t.]. pripady predgasného ukoncenia,
budi vykonané podla navétev za dokongenu
pracu.

Priebezné platby: Priebezné platby sa budu
vykonavat' §tvrtroéne za spdsobilého Gcastnika
za navétevu na zaklade Udajov z dokonéenej
navétevy zadanych do formularov CRF. Prijemca
platby dostane 90 % z kazdej splatnej sumy a
10 % bude uhradenych po dokonéeni skigania a
vyrieSeni  vS8etkych otadzok tykajucich sa
pracoviska, pricom tato suma bude predstavovat
kone&nu platbu (definovanu nizsie).

Koneéna platba: Koneéna platba bude zahffiat
véetky kumulativne zadrzané sumy pefaznych
prostriedkov ziskanych po kone&nom prijati CRF
spolognostou ICON/ZADAVATELOM, vsetkych
vydanych objasneni Udajov, prijati a schvaleni
véetkych nevyrie$enych regulaénych dokumentov
podla poziadaviek spolo¢nosti
ICON/ZADAVATELA, vyrieSeni vsetkych
nevyrieenych otazok, vrateni akéhokolvek
vybavenia poskytnutého spolo¢nostou ICON,
vrateni véetkych nepouzitych dodavok spoloénosti
ICON/ZADAVATELOVI apo splneni vsetkych
ostatnych platnych podmienok stanovenych v tejto
zmluve (dalej len ,kone¢na platba“). Prijemca
platby bude mat az &estdesiat (60) dni od
koneénej platby (datum $Seku alebo prevodu
koneénej platby) na predlozenie akychkolvek
neuhradenych faktir alebo nezrovnalosti v
platbach na Ggely ich Uhrady. Ak peniaze, ktore uz
spolognost ICON vyplatila prijemcovi platby,
prevy$uju tuto sumu koneénej platby, prijemca
platby vrati rozdiel spoloénosti ICON do tridsiatich
(30) dni.

Nahrada za ugastnikov s neuspesnym

skriningom: ,Ucastnik s nelspesnym

skriningom" je definovany ako G¢astnik splfiajdci
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visit(s), but is determined to not meet eligibility
criteria based on the results of a Study-required
procedure or analysis during the screening visit,
and is not randomized into the Study. Screen
Failures will be reimbursed in accordance with the
Screen Failure rate(s) set forth in the detailed
Appendix 1B and data entered into the CRFs.
Screen Failures will be paid at a ratio of 2 Screen
Failures for every 1 randomized subject. A
maximum of 10 Screen Failures will be paid. The
maximum number of Screen Failures may be
increased by Sponsor's written approval, in which
case no amendment to the Agreement shall be
required. Withholding percentage as described in
section 4 above is not applicable to Screen Failure

reimbursement.

7. Start-up Fee: A one-time Start-up Fee of 1 000
EURO will be paid to Payee-Institution on receipt
of invoice and after approval of all regulatory

receipt of the fully executed

Agreement, and ICON/Sponsor has activated the

documents,

INSTITUTION.

well as subsequent REB/EC fees will
reimbursed directly to REB/EC by ICON,

9, Additional Testing, Treatment or Procedures:

REB/EC Fees: REB/EC fees for initial review, as

Payee will not be reimbursed for any additional
testing, treatment, or procedures not required by
the Protocol or specified in the Agreement or this
Appendix 1A and Appendix 1B of this
unless such additional testing,
treatment or procedures are pre-approved by

Agreement,

ICON/SPONSOR.

10. Unscheduled Visits. [CON will pay

unscheduled visits on a per procedure basis in
accordance with the rates set forth in the Detailed
Budget (attached hereto as Appendix). Payment
for unscheduled visits will be made based on
receipt of itemized invoice, subject to CRF
verification. Withholding percentage as described
in section 4 above is not applicable to unscheduled

visit reimbursement.
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7.

10.

formular
infformovaného sihlasu, absolvuje Gvodni/-é
skriningovd/-¢ navstevu/-y, ale na zaklade
vysiedkov postupu alebo analyzy poZadovang
v skUSani poCas skriningovej navstevy sa uréi, Ze

kritéria, ktory podpide schvaleny

sposobilosti  a nie je
do skidania. Ubrada za
O€astnikov s neuspednym  skriningom  sa
uskutoéni v stlade s mierou  {mierami)
nelspesnych skriningov stanovenou
(stancvenymi) v podrobnej prilohe 1B zmluvy a
tdajmi uvedenymi vo formulari CRF. Netspesné
skriningy budu vyplatené v pomere 2 nelspesné
skriningy na kazdého 1 randomizovaného
ucastnika. Uhradi sa maximalne 10 nedspednych
skriningov. Maximélny  pocet  Géastnikov
8 netspednym skriningom sa modze zvysit' na
zaklade pisomného sthlasu zadavatefa, priSom
v takom pripade sa nebude vyZadovat Ziadna
zmena zmluvy. Percentudlna zrazka opisana v
dasti 4 vy3Sie sa nevztahuje na nahradu za
Uéastnikov s netispednym skriningom.

nesplia  kritéria
randomizovany

Uvodny poplatok: Jednorazovy Gvodny poplatok
vo vySke 1 000 EUR bude vyplateny
prijemcoviplatby-zdravotnickemu zariadeniu po
prijati faktary a po schvalenl vietkych regulagnych
dokumentov, prijati kompletne podpisanej zmiuvy
a aktivovani ZDRAVOTNICKEHO ZARIADENIA
spolognostou ICON/zadavatelom.

Poplatky etickej komisii: Poplatky etickej komisii
za pocCiatotne preskimanie atieZ nasledné
poplatky ur€ené etickej komisii jej uhradf priamo
spolocnost ICON.

Dodatoéne testy, lieCba alebo postupy:
Prijemcovi platby nebudl preplatené Ziadne
dodatotné testy, liecba ani postupy, ktoré nie st
poZadované podia protokolu alebo uvedené v
zmiuve alebo tejto prilohe 1A a prilohe 1B
zmiuvy, ak takéto dodatotne testy, liecbu alebo

postupy  vopred neschvalila spolocnost
ICON/ZADAVATEL,
Neplanované navstevy: Spolo¢nost [CON

Zaplatl za neplanované navstevy na zaklade
jednotlivych postupov v sllade so sadzbami
uvedenymi v podrobnom rozpodte {pripojenom k
tomuto dokumentu ako priloha). Platba za
neplanovane navstevy sa uskutonf na zaklade
prijatia podrobnej faktlry, ktora podlieha overeniu
formulara CRF. Percentualna zraZka oplsand v
gasti 4 vy38ie sa nevztahuje na nahradu za
neplanované navstevy,
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11. Pharmacy Fee: A one-time payment, not to 11.
exceed 1 000 EURO, for Pharmacy set-up
activities for the Study will be payable to the
Institution (Payee) following (1) execution of the
Agreement, (2) regulatory approval, and (3) receipt
of an original itemized invoice including relevant

tasks and associated costs by ICON.

12. Document Storage Fee: A one-time Document
Storage Fee of 2 000 EURO will be paid to
Institution (Payee) upon receipt of invoice at Study

close-out.

13. Invoices: ICON will provide the Payee with a
quarterly breakdown of payments due for

Completed Visit data entered into the CRFs.

Payee will raise quarterly invoices based on this

information.

Invoices should clearly identify the following:

o Payee details & VAT number
applicable)

e Name, phone number and email address
of contact to which queries can be

directed.

e ICON study number and/or protocol

number
o Pl Name and Site Number

e ICON PO number (If Applicable)

e Date, patient number (If applicable) and
description (Visit completion, Start-up
fee, Pharmacy fee etc) of services

provided
e Any information

invoice submitted by Payee.

Invoices shall be addressed to:

ICON CLINICAL RESEARCH LIMITED
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applicable law to be included on the
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13.
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Poplatky lekarni: Jednorazova platba, ktora
nepresiahne 1 000 EUR, za &innosti stvisiace so
zriadenim lekarne na UGgely ski3ania bude
zdravotnickemu zariadeniu (prijemcovi) vyplatena
po (1) podpisani zmluvy, (2) schvaleni
regulaénymi organmi a (3) prijati originalu faktdry
s polozkami vratane prislugnych tloh a stvisiacich
nakladov spolo¢nostou ICON.

Poplatok za uchovavanie dokumentov:
Jednorazovy poplatok za uchovavanie
dokumentov v sume 2 000 EUR bude uhradeny
zdravotnickemu zariadeniu (prijemcovi) po prijati
faktary pri ukonéeni skdSania.

Fakttiry: Spolo¢nost ICON poskytne prijemcovi
platby $tvrtroény rozpis splatnych platieb za
Udaje z dokontenych navstev zadané do
formularov CRF.

Na zaklade tychto informacii bude prijemca platby
stvrtro€ne vystavovat faktary.

Vo faktirach maju byt jasne uvedené
nasledujuce informacie:

e udaje alC DPH prijlemcu platby
(v prislusnych pripadoch),

o meno, telefonne ¢&islo a e-mailova
adresa kontaktnej osoby, na ktorl sa
mozno obratit' s otazkami,

e gislo klinického ski8ania spolo&nosti
ICON a/alebo ¢islo protokolu,

e meno hlavného skuisajluceho a d&islo
pracoviska,

e Cislo objednavky spolo¢nosti ICON
(v prislusnych pripadoch),

e datum, ¢&islo pacienta (v prislusnych
pripadoch) a opis (absolvovanie
navitevy, Uvodny poplatok, poplatok za
lekarei atd’) poskytnutych sluZieb,

e vetky informacie, ktoré musia byt podla
platnych pravnych predpisov uvedené vo
fakture predloZzenej prijemcom platby.

Faktlry je potrebné adresovat:

ICON CLINICAL RESEARCH LIMITED
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South County Business Park, Leopardstown, South County Business Park, Leopardstown,
Dublin 18, Ireland Dublin 18, Irsko
invoices should be submitted by e-mail to the Faktlry zasielajte e-mailom na nizsie uvedent
address below: adrest;

By e-mail: E-mailom:
Failure to send invoices to this address and Nezaslanie faktur na ttto adresu a neuvedenie
failure to include the details listed above may vyS8ie uvedenych Udajov mdze mat' za nasledok
result in delayed payment. oneskoren( platbu.
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APPENDIX 1B

Budget Details

Protocol No.

Institution: Fakultna Nemocnica Trnava

Principal Investigator: Peter Kozub, MD.,PhD., MPH

Contracting Party: ICON Clinical Research Limited
/ on behalf of Moonlake Immunotherapeutics AG

Sponsor:
Protocol:
Indication:
Phase:

Arm:

Country:
Currency:
Protocol Version:

Protocol Date:

PRILOHA 1B
Udaje rozpoétu

Protokol &. NI

Zdravotnicke zariadenie: Fakultna Nemocnica
Trnava

Hlavny skiusajuci: MUDr. Peter Kozub, PhD,
MPH

Zmluvna strana: ICON Clinical Research
Limited / v mene spolo¢nosti Moonlake
Immunotherapeutics AG
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APPENDIX 2 PRILOHA 2

INDEMNITY NAHRADA SKODY
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APPENDIX 3 PRILOHA 3

BENEFICIARY DETAILS FORM FORMULAR S UDAJMI O PRIJEMCOVI PLATBY
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Institution / Zdravotnicke zariadenie:
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APPENDIX 4 PRILOHA 4

EQUIPMENT AND MATERIALS VYBAVENIE A MATERIALY

ICON-Provided Equipment and Materials Vybavenie a materialy poskytnuté spoloCnost'ou
ICON

ICON-Provided Eguipment Vybavenie poskytnuté spoloénostou ICON

ICON will provide the equipment identified below Spolonost ICON poskytne vybavenie identifikované

("ICON Equipment”) for use by Invesfigator in the nizsie {dalej len ,vybavenie spoloénosti ICON") na

conduct or reporting of the Study: NONE pouzitie sklSajucim pri vykonavani sktidania alebo
oznamovani stvisiacom so skdsanim: ZIADNE

ICON-Provided Materials Materialy poskytnuté spoloénostou ICON

ICON will provide the proprietary materials owned or Spolo¢nost ICON poskytne materialy, ktoré

licensed by ICON/ Sponsor and identified below vlastni spoloénost ICON/zadavatel alebo na ktoré

("ICON Materials”) for use by Investigator in the ma spolotnost ICON/zadavatel licenciu a ktore s

conduct or reporting of the Study. identifikované nizdie (dalej len ,materialy
spolo€nosti ICON") na pouzitie skdsajucim pri
vykondvani  skuSania alebo  oznamovani
sdvisiacom so skisanim,

Materials Supplied: NONE Dodané materialy: ZIADNE

Vendor-Provided Equipment or Materials Vybavenie alebo materidly poskytnuté
dodavatelom

[CON will arrange for a vendor to provide the following Spolognost ICON zariadi, aby dodavatel poskytol
equipment or proprietary materials (“Vendor nasledujlce vybavenie alebo chranené materialy
Property”) for use in this Study: ||| EGTGTcG (dalej len ,majetok dodavatefa") na pouzitie v

tomto klinickom skasani: _
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Estimated
: : Estimated Depreciated
Equipment Serial # Asset Tag # OrlginallVallie Vaﬂx e ‘at Study
Completion
eCOA Handheld Motorola Only allocated on Only allocated on  |$230/ Depreciated value
Moto G32 despatch despatch €230 20% less than the
original value
eCOA Tablet Only allocated on Only allocated on  |$ 220/ Depreciated value
Lenovo K10 despatch despatch €190 20% less than the
original value
ECG machine Only allocated on Only allocated on |$ 2.750/ Depreciated value
MAC 2000 despatch despatch €2.520 20% less than the
(Standard 12-Lead) original value
Odhadovana
Odhadovana |amortizovana
Vybavenie Sérioveé ¢. C. Stitku majetku  |poévodna hodnota pri
hodnota dokonéeni
skiisania

eCOA Priruéna Motorola
Moto G32

Bude pridelené az pri
odoslani

Bude pridelené az pri|$230 /
odoslani €230

Odpisova hodnota
0 20% niz&ia ako
originalna hodnota

eCOA Tablet
Lenovo K10

Bude pridelené az pri
odoslani

Bude pridelené az pri|$220 /
odoslani €190

Odpisova hodnota
0 20% niZsia ako
originalna hodnota

EKG zariadenie
MAC 2000
(Standardné 12-zvodové)

Bude pridelené az pri
odoslani

Bude pridelené az pri|$2.750 /
odoslani €2.520

Odpisova hodnota
0 20% niZsia ako
originalna hodnota

Permitted Uses of Vendor Property

Investigator will use Vendor Property only for purposes
of this Study.

Disposition of Vendor Property

The vendor will determine the disposition of Vendor
Property after completion of Study conduct.

Ownership, Responsibilities, and Liability

ICON Equipment, ICON Materials, and Vendor Property
are and remain the property of ICON, Sponsor, the
vendor, or the licensor, as the case may be.
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Povolené pouzitie majetku dodavatela

Sklsajluci bude pouzivat majetok dodavatela iba na
Ucely tohto skusania.

Nakladanie s majetkom dodavatela

Po dokonéeni vykonavania skl$ania dodavatel urdi,
ako sa ma nalozit' s majetkom dodavatela.

Vlastnictvo, povinnosti a zodpovednost’

Vybavenie spolo¢nosti ICON, materialy spolo¢nosti
ICON a majetok dodavatela sU a zostanl majetkom
spologénosti  ICON, zadavatela, dodavatela alebo
poskytovatela licencie, podla prislusnych okolnosti.
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The Party receiving and using them will bear the risk of
foss or damage to ICON Equipment, ICON Materials,
and Vendor Property. if any ICON Equipment, ICON
Materials, or Vendor Property must be replaced by
ICON or vendor during Study conduct as the result of
loss or damage by a party to this Agreement, ICON
reserves the right to deduct the cost of the replacements
from future Study funding.

Neither ICON nor Sponsor has any liability for damages
of any sort, including personal injury or property
damage, resulting from the use of ICON Equipment,
ICON Materials, or Vendor Property except to the extent
that (1) such damages were caused by the negligence
or willful misconduct of ICON, Sponsor, or the vendor or
(2) a personal injury constitutes a Study related injury to
a Qualified Participant covered by the terms of the
Sponsor's letter of indemnification to Investigator.
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Zmiluvna strana, ktora dostala a pouzivala vybavenie
spolodnosti  ICON, materialy spolognosti  ICON
a majetok dodavatela, bude znasat' riziko ich straty
alebo po$kodenia. Ak musi byl akékolvek vybavenie
spolognosti ICON, materidly spolo€nosti ICON alebo
majetok dodavatela nahradeny spolo¢nostou ICON
alebo dodavatelom poéas vykonavania skid3ania
v dosledku ich sfraty alebo poSkodenia zmluvnou
stranou tejto zmluvy, spolonost ICON si vyhradzuje
pravo odpoditat z rozpodtu skiania nakiady na ich
nahradu.

Spolo¢nost ICON ani zadavatel nenesie Ziadnu
zodpovednost za $kody akéhokolvek druhu vratane
poskodenia zdravia os6b alebo §kod na majetku, ktore
st ddsledkom pouzivania vybavenia spolocnosti [CON,
materidlov spolognosti ICON alebo majetku dodavatefa
s vynimkou pripadu, ked (1) boli takéto Skody
sposobené  nedbanlivostou  alebo  Umyselnym
pochybenim spolotnosti ICON, zadavatela alebo
dodavatela, alebo (2) poskodenie =zdravia osoby
predstavuje poskodenie zdravia spdsobilého Géastnika
skusania pokryté podmienkami odSkodnenia zo strany
zadavatela skasajuicemu.
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APPENDIX 5
DATA PRIVACY

This Appendix is included pursuant to the requirements
under, as applicable, the GDPR and all implementing
legislation, local and regional data protection laws, and
applicable national member state laws implementing the
GDPR, Regulation (EU) 2016/679 of the European
Parliament and Council of April 27, 2016 on the protection
of natural persons in the processing of personal data on
the free movement of data, which repeals Directive
95/46/EC (General Data Protection Regulation ), Act No. .
18/2018 Coll. on the protection of personal data and on
the amendment of certain laws / the United Kingdom
General Data Protection Regulation, as it forms part of
the law of England and Wales, Scotland and Northern
Ireland by virtue of Section 3 of the European Union
Withdrawal Act 2018 ("“UK GDPR") and the Data
Protection Act 2018 (together the “UK Data Protection
Laws”)/the Swiss revised Federal Act on Data Protection
2020 (the "FADP") complemented, where applicable, by
the revised Swiss Ordinance on Data Protection 2022
(“FODP") (“Data Protection Laws”) as modified or
replaced from time to time, relating to the protection of
individuals with regard to privacy or the Processing of
Personal Data, to the extent that they apply to Sponsor
and/or Institution in relation to the Processing of Personal
Data pursuant this Agreement .

Capitalized terms used in this Appendix have the
meanings set forth under Data Protection Laws.

1. Personal Data of Qualified Participants Sponsor
shall be an independent Controller with respect to
its Processing of Personal Data contained in the
Study data required for completion of the clinical
study as per protocol and for the purpose of
compliance with applicable legislation and that is
reported by Institution to Sponsor or ICON.
Institution shall continue to be an independent
Controller of Personal Data Processed by
Institution with respect to the treatment of the
Qualified Participants pursuant to medical
standard of care and applicable legal obligations,
including both data collected as a part of standard
of care (medical records) and protocol treatment
and assessments or procedures, and with respect
to the Site Trial Master File (hold on paper or
electronically) and for the Site's information and
communication systems and infrastructures. The

PRILOHA 5

OCHRANA OSOBNYCH UDAJOV

Tato priloha je zahrnuta v stilade s poZiadavkami GDPR,
pripadne vsetkych vykonavacich pravnych predpisov,
miestnych a regionalnych pravnych predpisov o ochrane
adajov, prisluénych vnatrodtatnych pravnych predpisov
¢lenskych $tatov vykonavajlcich GDPR, nariadenia
Eurépskeho parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych oséb pri spractvani
osobnych Udajov a o volnom pohybe takychto Udajov,
ktorym sa zruSuje smernica 95/46/ES (vS8eobecne
nariadenie o ochrane Udajov), zakona ¢. 18/2018 Z. z. o
ochrane osobnych U(dajov a o zmene a doplneni
niektorych zakonov / véeobecného nariadenia Spojeného
kralovstva o ochrane Udajov, kedZe tvori sucast
pravnych predpisov Anglicka, Walesu, Skotska a
Severného Irska podla oddielu 3 zakona o vystupeni
z Eurépskej Unie z roku 2018 (dalej len ,GDPR UK"), a
zékona o ochrane Udajov z roku 2018 (spolo¢ne dalej len
.pravne predpisy UK o ochrane udajov")/8vajtiarskeho
revidovaného federalneho zakona o ochrane udajov
z roku 2020 (dalej len ,FZOU"), v relevantnych pripadoch
doplneného revidovanou &vajiarskou vyhladkou o
ochrane Udajov z roku 2022 (dalej len ,FVOU*) (dalej len
,pravne predpisy o ochrane udajov‘), vzneni
priebeZzne vykonavanych zmien alebo nahradeni,
tykajucich sa ochrany fyzickych osdb v slvislosti so
stkromim alebo spracivanim osobnych Udajov
v rozsahu, v akom sa vzfahuji na zadavatela a/alebo
zdravotnicke zariadenie v suvislosti so spractvanim
osobnych udajov podla tejto zmluvy.

Pojmy napisané velkym zadiatotnym pismenom pouZité
vtejto prilohe maji vyznam stanoveny pravnymi
predpismi o ochrane Gdajov.

1. Osobné udaje spdsobilych Ugastnikov. Zadavatel
bude nezavislym prevadzkovatelom, pokial ide o
spraclivanie osobnych Udajov  obsiahnutych
v Udajoch zo ski$ania potrebnych na dokon&enie
sk(8ania podla protokolu a na dcely dodrZania
slladu s platnymi pravnymi predpismi a ktoré
zdravotnicke zariadenie oznami zadavatelovi
alebo spoloénosti ICON. Zdravotnicke zariadenie
bude nadalej nezavislym prevadzkovatelom
osobnych Udajov spracivanych zdravotnickym
zariadenim v sUvislosti s lieCbou spoésobilych
Ucastnikov v sulade so standardnou lekarskou
starostlivostou a platnymi pravnymi povinnostami
vratane Udajov ziskanych vramci $tandardnej
starostlivosti (zdravotnicke zaznamy) aj lie¢by a
postdeni alebo postupov podia protokolu a
v slvislosti s hlavnym  stborom  pracoviska
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Instittion  provides only Data  Subjects’
pseudonymized personal data to the Sponsor and
keeps the identification key under appropriate
security and confidentiality measures,

Fundamental principles
With respect to this Independent Controllership

Arrangement, this Arrangement sets out the
respective responsibilities of each Party, and how
they can assist each other in complying with their
own cbligations under the Data protection Laws.
The Parties agree they will only process Personal
Data received from the other party fo the extent
necessary to the Agreement. They agree they are
both responsible to comply with the Data
Protection Laws principles regarding their own
sphere of responsibility.

Personal Data of Study Staff. Sponsor shall be the
sole Controller of the Processing of the Personal

Data of the Study Staff for the execution of the
Study. Where applicable, institution and
Investigator shall reasonably cooperate in sharing
applicable Sponsor privacy notices / consents with
Institution Study Staff.

Compliance.  The Institution/Investigator and
Sponsor and [CON agree to comply with Data
Protection Laws throughout the term of the
Agreement and as long as they process personal
data for the clinical study. It is the responsibility of
the Institution/Investigator and Sponsor and [CON
to effect and maintain all inventories and
registrations for the Processing of Personal Data
as required under Data Protection Laws. The
Institution/Investigator and Sponsor and ICON
shall reasonably cooperate and assist each other
with respect to any data protection impact
assessments and/or prior consultations with
Requlatory Authorities that may be required in
respect to Processing that is carried out under the
Agreement. Institution will also promptly notify
ICON and Sponsor of any notices received by
Institution from a data protection authority that
rejate to the Study.

tykajicim sa skiSania (uchovavanym v papierovej
alebo elektronickej podobe) a pre informaéné a
komunikache systémy a infradtruktiru pracoviska,
Zdravotnicke zariadenie poskytuje zadavatelovi
iba pseudonymizované osobné (daje dotknutych
osdb a identifikatny klG¢ uchovava v stilade
s nalezitymi opatreniami na zaistenie bezpeénosti
a dovernosti.

Zakladné principy
Pokial ide o zmiuvu o nezavislom prevadzkovani,

tato zmluva stanovuje prisluiné zodpovednosti
kazdej zmluvnej strany a ako si mdzu navzajom
pomahat’ pri pinenl svojich vlastnych povinnosti
pedla pravnych predpisov o ochrane Udajov.
Zmiuvné strany sthlasia, Ze budd spractvat iba
osobné udaje prijate od druhej zmiluvnej strany
vrozsahu nevyhnutnom na  Ga€ely  zmluvy.
Suhlasia, 2e st obe zodpovedné za dodrZiavanie
principov pravnych predpisov o ochrane Udajov
tykajtcich sa ich viastnej ablasti zodpovednosti.

Osobné udaje pracovnikov skéi$ania. Zadavatel
bude vyhradnym prevadzkovatelom spractivania
oscbnych (dajov pracovnikov ski$ania na Ugely
vykonania ski8ania. V  pripade potreby
zdravotnicke zariadenie a skd$ajici musia
poskytnat' primerant sU&innost pri zdielani
platnych oznameni/sUhiasov o ochrane sukromia
od zadavatela s pracovnikmi sklSania
zdravotnickeho zariadenia.

Dodrziavanie predpisov. Zdravotnicke
zariadenie/sku3ajlici a zadavate! a spolognost
ICON suhlasia, #e budl dodrziavat' pravne
predpisy o ochrane Udajov poCas celého trvania
zmiuvy a pokial budt spractivat’ osobné (daje na
GCely Kklinickeho skisania. Zdravotnicke
zariadeniefskidajuci a zadavatel a spolocnost
ICON sU zodpovedn! za vykonavanie a vedenie
v8etkych sUpisov a registracil na spraclvanie
osobnych Udajov podla poziadaviek pravnych
predpisov o ochrane (dajov. Zdravotnicke
zariadeniefskuSajuci a zadavatel a spologhost
ICON budl primerane spolupracovat a vzéjomne
si pomahat’ v stvislosti s akymkolvek postdenim
vplyvu na ochranu ldajov alalebo
predchadzajucimi  konzultaciami s regulaénymi
organmi, ktoré sa mbéZu vyZzadovat' v s(vislosti so
spraclvanim vykonavanym na zaklade tejto
zmiuvy. Zdravotnicke =zarfadenie bude tiez
promptne informovat spoloénost ICON a
zadavatela o akychkoivek oznameniach, ktoré
dostalo zdravotnicke zariadenie od Oradu na
ochranu (dajov v stivislosti so skdsanim.

Protocol #:

46 of 50

__PI.‘ Peter Kozub, MD., PhD., MPH

46 z 50




+ Slovakia_Master Tripartite_CTA_29Sept2023

(| CON

o,

o

~

Privacy and Security Programs. During the term of
this Agreement, the Institution and Sponsor and
ICON shall each implement appropriate technical
and organizational measures to meet the
requirements of Data Protection Laws and to
ensure that Personal Data will only be Processed
in accordance with the Agreement (including this
Appendix).

Personnel. The Institution/Investigator and
Sponsor and ICON shall ensure that their
personnel engaged in the Processing of Personal
Data are informed of the confidential nature of the
Personal Data, have received appropriate training
on their responsibilities, and have executed written
confidentiality agreements, or are otherwise
subject to  professional  obligations  of
confidentiality. The Institution/Investigator and
Sponsor and ICON shall ensure that access to
Personal Data is limited to those personnel who
perform services in accordance with the
Agreement.

Personal Data Breach. The Institution and
Sponsor and ICON will notify each other as soon
as possible of any potential or actual loss of shared
Personal Data and/or any breach of the technical
and/or organizational measures taken (Personal
Data Breach), but, in any event, no later than
twenty-four (24) hours after identifying any
potential or actual loss and/or breach.

The Institution/Investigator and Sponsor and ICON
shall take all reasonable measures to ensure that
Personal Data is protected from unauthorized or
unlawful processing or accidental loss or
destruction of personal data. Institution and/or
Investigator shall promptly and without undue
delay, but in any event no later than 24 hours after
becoming aware, notify ICON and the Sponsor
upon the discovery of a Personal Data Breach
related to the Processing of Personal Data under
the Agreement. In the course of such notification,
Institution and/or Investigator will provide, as
feasible, sufficient information for the Sponsor to
assess the Personal Data Breach in accordance
with Data Protection Laws. The Institution shall
provide reasonable assistance to the Sponsor in
ensuring the Sponsors fulfilment of its obligations
in respect of Personal Data Breaches under Data
Protection Laws, including but not limited to,
making any notifications to data subjects andfor
Regulatory Authorities if required by Data
Protection Laws.

Programy tykajliice sa sukromia a bezpelnosti.
Pocas trvania tejto zmluvy zdravotnicke zariadenie
aj zadavatel a spolo¢nost ICON zavedu vhodné
technické a organizatné opatrenia na splnenie
poziadaviek pravnych predpisov o ochrane Udajov
a na zabezpe€enie toho, aby boli osobné Udaje
spractvané len v stlade so zmluvou (vratane tejto
prilohy).

Personal. Zdravotnicke zariadenie/skusajlci
a zadavatel a spoloénost ICON zabezpecia, aby
ich personal, ktory je zapojeny do spracuvania
osobnych Udajov, bol informovany o dévernej
povahe osobnych udajov, absolvoval nalezité
gkolenie o svojich povinnostiach a podpisal
pisomné dohody o zachovavani mi¢anlivosti alebo
bol inak viazany profesijnymi povinnostami
mi¢anlivosti. Zdravotnicke zariadenie/sku$ajuci a
zadavatel a spolo¢nost ICON zabezpedia, aby bol
pristup k osobnym udajom obmedzeny na
personal, ktory vykonava sluzby v sllade so
zmluvou.

Porusenie ochrany osobnych udajov.
Zdravotnicke zariadenie a zadavatel a spolognost’
ICON si navzajom ¢o najskdr oznamia akukolvek
moznu alebo skuto&nu stratu zdielanych osobnych
Udajov alalebo akékolvek porusenie prijatych
technickych afalebo organiza¢nych opatreni
(porusenie ochrany osobnych udajov),
kazdopadne véak najneskdr do dvadsiatich tyroch
(24) hodin od zistenia akejkolvek mozZnej alebo
skutocnej straty afalebo poruenia.

Zdravotnicke zariadenie/skugajluci a zadavatel
a spoloénost ICON prijmi v8etky primerané
opatrenia na zabezpetenie ochrany osobnych
Udajov pred neopravnenym alebo nezdkonnym
spractivanim alebo nahodnou stratou &i zniGenim.
Po zisteni porugenia ochrany osobnych tdajov
v sllvislosti so spractvanim osobnych udajov
podla zmluvy zdravotnicke zariadenie alalebo
skusajuci to promptne a bez zbytogného odkladu,
kazdopadne vsak najneskér do 24 hodin po tom,
ako sa o tom dozvie, oznami spoloénosti ICON
a zadavatelovi. Zdravotnicke zariadenie a/alebo
skugajuci pri tomto oznamovani podla moznosti
poskytne zadavatelovi dostatocné informacie, aby
posudil poruenie ochrany osobnych adajov
v sllade s pravnymi predpismi o ochrane Udajov.
Zdravotnicke zariadenie poskytne zadavatelovi
primerani pomoc pri zabezpeovani plnenia
povinnosti zadavatela v suvislosti s porusenim
ochrany osobnych Gdajov podla pravnych
predpisov o ochrane Gdajov, okrem iného vratane
poskytovania oznameni dotknutym osobam
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Rights of Data subjects participating in the Study.
The Institution, Investigator and Sponsor agree
that, as between them, Investigator is best able to
manage reguests from Qualified Participants to
exercise their rights under Data Protection Laws in
respect of their Personal Data Processed in the
context of the Study. The Investigator shall inform
within a period of two {2) working days, ICON and
the Sponsor about any such reguest received from
a Qualified Participant, their legal representative or
any other Data Subject. Any notification to the
Sponsor by Institution is to be made in
pseudonymized form by using the trial-specific
idenfification number of the Data Subjects. The
Investigator shall handle and respond to those
requests in accordance with the Sponsor and
ICON's (on behalf of the Sponsor's) reasonable
instructions, the Agreement and in compliance with
Data Protection Laws. The Institution andfor the
investigator shall provide reasonable co-operation
and assistance in relation to those requests to
enable Sponsor to respond to such request and
meet applicable timescales set out under Data
Protection Laws.

in the event that Sponsor or ICON {on behalf of the
Sponsor) receives a request from a Qualified
Participant to exercise their rights under Data
Protection Laws in the context of the Study,
Sponsor or ICON (on behalf of the Sponsor) shall
forward the request to Investigator. Investigator
acknowledges that in order to maintain the integrity
of Study results, the ability to amend, restrict, or
delete Personal Data may be limited, in
accordance with Data Protection Laws and
Regulations.

Data Subjects may contact each Controller using
the following contact details:

¢ For Sponsor:

» For Institution/Investigator:
I
Any changes to the contact information will be
notified in written form to the above contact details.

afalebo regulatnym organom, ak to vyZaduju
pravne predpisy o ochrane (dajov.

Prava  dotknutych osdb  za&astiujicich  sa
skU8ania. Zdravotnicke zariadenie, skiusajiici a
zadavatel sUhlasia stym, Ze spomedzi nich je
skudajuci najviac schopny vybavoval Ziadosti
sposobilych uéastnikov ski$ania o uplatnenie ich
prav podlia pravnych predpisov o ochrane Udajov
v slivislosti s ich osobnymi tdajmi spractvanymi
v kantexte klinického skGgania. Skasajlci musi do
dvoch (2} pracovnych dni informovat’ spolognost
ICON 3 zadavatela 0 akejkolvek takejto Ziadosti
prijatej od spdsobilého G&astnika, jeho pravneho
zastupcu alebo akejkolvek inej dotknutej osoby.
Akékolvek oznamenie zadévatefovi zo strany
zdravotnickeho zariadenia sa m& vykonat
v pseudonymizovanej forme pomocou
identifikagéného é&lsla dotknutych osab §pecifického
pre skddanie. Skisajuci musi s tymito Ziadostami
zaobchadzal a reagoval na ne vsllade
s primeranymi pokynmi zadavatela a spolotnosti
ICON {vmene zadavatela), so zmiuvou a
s pravnymi  predpismi © ochrane Udajov,
Zdravotnicke zariadenie afalebo  skuSajlci
poskytnt  primerant  siéinnost a  pomoc
v slivisiosti s tymite Ziadostami, aby umoZnili
zaddvatelovi reagovat’ na ne a dodrZat prislusné
lehoty stanovené pravnymi predpismi o ochrane
Udajov.

V pripade, Ze zadavatel alebo spoloénost ICON
(v mene zadavatela) dostane od spodsobilého
udastnika Ziadost' o uplatnenie jeho prav podia
pravnych predpisov o ochrane Udajov v kontexte
klinickeho skt8ania, zadavatel alebo spolotnost
FCON {v mene zadavatela) postipi takito Ziadost
skiajicemu. Skadajici berie na vedomie, ze na
zachovanie integrity vysledkov skiania moze byt
schopnost zmenit, obmedzit alebo wvymazat
osobné Udaje obmedzena v sllade s pravnymi
predpismi a nariadeniami o achrane ldajov.
Dotknute osoby mézu kontaktovat kaZdého
prevadzkovatela pomocou fychto kontaktnych
udajov:
» pre zadavatela

s pre Zdravoinicke
zariadenie/skdajuceho;

Akeékolvek zmeny kontakinych informacii sa
oznamia v pisomnej podobe na vyddie uvedené
kontakiné ddaje,
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9. Withdrawal of consent of Qualified Participants. Where
the Processing of a Qualified Participant's Personal Data
relies on consent as the legal basis and the Qualified
Participant withdraws such consent, Investigator shall
promptly and without undue delay notify the Sponsor and
ICON.

10._Cross-Border Data Transfers. Investigator shall only
transfer Personal Data outside the European Economic
Area or Switzerland in accordance with Data Protection
Laws and as required for the performance of the Study
and the Agreement.

The Investigator shall ensure that any
transfer outside the European Economic
Area or Switzerland is made only:

(i) to a jurisdiction deemed to have an
adequate level of protection based
on an adequacy decision granted in
accordance with Data Protection

Laws;
(ii) in the absence of an adequacy
decision, subject to the

implementation of  appropriate
safeguards pursuant to Data
Protection Laws, which may
include  applicable  Standard
Contractual Clauses.

It is hereby agreed that the use of derogations is
hereby restricted, except for non-repetitive and
exceptional transfers.

In case where the transfer tool does not ensure a
sufficient level of protection than the one
guaranteed at the European Economic Area and/or
Switzerland, the adoption of supplementary
measures should be considered to legitimately
support the transfer.

11. Additional Terms. This Appendix supplements

and does not replace any existing obligations
related to the privacy and security of Personal
Data as already set forth in the Agreement. In
the event of a conflict between the terms of this
Appendix and the Agreement, this appendix
should prevail.

12. Survival. Notwithstanding anything to the
contrary in the Agreement, the obligations
pursuant to this Appendix shall survive
termination of the Agreement for as long as

10.

1.

12.

QOdvolanie suhlasu spdsobilych téastnikov. Ak sa
spraclivanie osobnych Udajov  spbsobilého
Udastnika opiera o sthlas ako pravny zaklad a
sposobily u¢astnik takyto sthlas odvola, skusajuci
to promptne a bez zbytotného odkladu oznami
zadavatelovi a spoloénosti ICON.

Cezhraniéné prenosy udajov. Sk03ajuci bude
osobné Udaje prenasat mimo Eurépskeho
hospodarskeho priestoru alebo Svajéiarska iba
v slilade s pravnymi predpismi o ochrane udajov
a ako sa to vyZzaduje na vykonanie sklsania a
plnenie zmluvy.

'Sliéajl]ci zabezpeéi, aby sa akykolvek
prenos mimo Eurépskeho hospodarskeho
priestoru alebo Svajéiarska vykonal jedine:
(i) do jurisdikcie, pri ktorej sa
predpoklada, Ze ma& primerani
urovefi  ochrany na zaklade
rozhodnutia o] primeranosti
udeleného v sllade s pravnymi
predpismi o ochrane udajov;

(ii) ak chyba rozhodnutie o}
primeranosti, pod  podmienkou
implementacie  nalezitych  zaruk
podra pravnych predpisov o ochrane
Udajov, ktoré modzu zahffhat
primerané &tandardné zmluvneé
dolozZky.

Tymto sa suhlasi s tym, Ze pouZivanie vynimiek je
tymto obmedzené, s vynimkou neopakujlcich sa a
vynimoénych prenosov.

V pripade, Ze nastroj na prenos nezaistuje
dostato¢ni Uroven ochrany v porovnani s tou,
ktora je garantovana v Eurépskom hospodarskom
priestore alalebo vo Svajéiarsku, na legitimnu
podporu prenosu by sa malo zvazit prijatie
dodato¢nych opatreni.

Dalsie podmienky. Tato priloha doplia, ale
nenahradza ziadne existujlice povinnosti tykajlice
sa slkromia a bezpec&nosti osobnych tdajov, ktoré
uz boli stanovené vzmluve. V pripade rozporu
medzi podmienkami tejto prilohy a zmluvou ma
mat' prednost' tato priloha.

Pretrvanie platnosti. Bez ohladu na akékolvek
rozpory so zmluvou, povinnosti podla tejto prilohy
pretrvavaju aj po ukonéeni zmluvy tak dlho, kym
bude zdravotnicke zariadenie uchovavat alebo
spractvat osobné Udaje na Géely skusania.
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Institution holds or Processes Personal Data for
purposes of the Study.
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