CTA Tripartite — Slovakia

CLINICAL TRIAL AGREEMENT - |ZMLUVA O KLINICKOM SKUSANI -
TRIPARTITE TROJSTRANNA
This Agreement (“AGREEMENT”) is | TATO ZMLUVA (dalej len ,ZMLUVA") sa uzatvara

entered into on the day of its execution by
all Parties and will come into force on the
day of publication of a redacted version of
the Agreement in the Central Contract
Registry in accordance with Section 47a(1)
of Act No. 40/1964, the Civil Code, as
amended, and Section 5a(1) of Act No.
211/2000 on Free Access to Information, as
amended. This Agreement is entered into by
and between

driom jej podpisania vSetkymi zmluvnymi stranami
a nadobudne uc€innost dfiom zverejnenia
redigovanej verzie zmluvy v Centrdlnom registri
zmluv, v stlade s § 47a ods. 1 zakona ¢. 40/1964
Z. z. Obciansky zakonnik v zneni neskorsich
predpisov a § 5a ods. 1 zakona €. 211/2000 Z. z. o
slobodnom pristupe k informaciam v zneni
neskorSich predpisov. Tato zmluva sa uzatvara
medzi

ICON Clinical Research Limited
(hereinafter called “ICON”) with a VAT
number |E 8201978R and a place of
business at South County Business Park,
Leopardstown, Dublin 18, Ireland

spolo¢nostou ICON Clinical Research Limited
(dalej len ,ICON"), IC DPH IE 8201978R so sidlom
South County Business=_Park, - Leopardstown,
Dublin 18, irsko = =

and

a

Narodny ustav reumatickych choréb with
a place of business at Nabrezie Ivana
Krasku 4, 921 12 Piestany, Slovak Republic
(hereinafter called the “Institution”)

Narodnym -tistavom reumatickych chordb so
sidlom Nabrezie-lvana Krasku 4, 921 12 PieStany,
Slovenska. republika (dalej len ,Zdravotnicke

and

zariadenie®)-
a -

MUDr. Ol'ga Lukacova, PhD with a place of
business at Narodny Ustav reumatickych
choréb, Reumatologickda  ambulancia,
Nabrezie Ilvana Krasku 4, 921 12 Piestany,
Slovak Republic (hereinafter called the
“Investigator” or “Principal Investigator”).

MUDr. Ol'ga Lukacova, PhD so sidlom na adrese
Narodny- ustav reumatickych choréb,
Reumatologickd ambulancia, Nabrezie Ivana
Krasku 4, 921 12 Piestany, Slovenska republika
(dalej len ,Skuasajuci® alebo ,Zodpovedny
skisajuci).

The Institution and the Investigator are
hereinafter called “Institution/Investigator”
when it is intended that:they be referred to
jointly.

Zdravotnicke zariadenie a SkuSajuci sa dalej
nazyvaju ,Zdravotnicke zariadenie/Skusajuci”,
ak sa maju uvadzat spolocne.

ICON, Institution and-Investigator shall also
each be referred to individually as a “Party”
and collectively-as-the "Parties”.

ICON, Zdravotnicke zariadenie a Skusajlci sa tiez
individuélne uvadzaju ako ,Strana“ a spolo€ne ako
,Strany".

1 BACKGROUND SITUACIA

1.1 ICON is a clinical research organization | ICON je zmluvna vyskumna organizacia, ktorej
principally engaged in the design, set-up | hlavnou &innostou je navrhovanie, zahajovanie a
and management of human clinical trials, | riadenie klinickych skuSok na ¢Cloveku a
and other related services, on behalf of the | poskytovanie dal$ich suvisiacich sluzieb menom
producers of pharmaceutical products. vyrobcov farmaceutickych produktov.

1.2 ICON'S client, argenx BV (hereinafter | Klient spolocnosti ICON, spolo¢nost argenx BV

known as the “Sponsor” is developing an
investigational product called Efgartigimod
PH20 SC (ARGX-113) (hereinafter called
the “Investigational Product”) for use in
patients with indication of Active Idiopathic
Inflammatory Myopathy (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

(dalej len ,Zadavatel) vyvija skuSany produkt
uréené na klinické skisanie s nazvom Efgartigimod
PH20 SC (ARGX-113) (dalej len ,Skusany
produkt”) za uUcelom jeho aplikacie u pacientov

s indikaciou aktivnej idiopatickej zapalovej
myopatie (dalej len ,SkaSana indikacia®)
a Zadavatel si najal spoloénost ICON na
vykondvanie ur€itych sluzieb v suvislosti s

Klinickym skuSanim (ako je definované niz8ie)
podla samostatnej zmluvy, a to vratane uzatvorenia
zmluvy s pracoviskami klinického vyskumu.
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without limitation contracting with clinical
research sites.

1.3 The Institution and its staff, including without | Zdravotnicke zariadenie a jeho zamestnanci,
limitation the Investigator, are experienced | okrem iného aj vratane Skusajuceho, maju
in the evaluation and treatment of patients | skdsenosti so skiSanim a liecbou pacientov so
with Study Indication. Skus$anou indikaciou.

14 ICON wishes to engage the Investigator to | Spolognost ICON si praje zmluvne zaviazat
conduct a clinical study to evaluate the | Skusajuceho, k zabezpeceni klinického skusania
Investigational Product, and the | za ugelom zhodnotenia Skusaného produktu a
Institution/Investigator wishes to conduct | Zdravotnicke zariadenie/Skasajuci si praje toto
such a clinical study. klinické skusanie vykonat.

1.5 The Institution has agreed to the | Zdravotnicke zariadenie suhlasilo s ucastou
participation of the Investigator in carrying | skisajuceho na vykonani uvedeného-klinického
out the said clinical study on its behalf. skusania v jeho mene.

IT IS HEREBY AGREED AS FOLLOWS: TYMTO BOLO DOHODNUTE NASLEDOVNE:

2 DEFINITIONS DEFINICIE
As used in this Agreement, the following | Podgiarknuté pojmy- pouzité v tejto Zmluve budi
underlined terms shall have the meanings | mat nasledujici vyznam uvedeny po kazdom z
set out after each of them below: nich: =

2.1 Case Report Form (CRF) Zaznam subjektu skusania
Means a report in a format prepared by the | Je zadznam vo formate pripravenom Zadavatefom
Sponsor and/or ICON in accordance with | alebo spolo¢nostou ICON v sulade s platnymi
the Regulations (as hereinafter defined) and | Pravnymi predpismi (ktoré st definovane nizsie ),
completed by the Investigator documenting vypifiany  Skusajucim, ktory  dokumentuje
the administration of the Investigational | podavanie Sku$aného produktu Spdsobilym
Product to Qualified -Participants (as | subjektom skusania (ktori su definovani nizsie), a
hereinafter defined), as'well as all tests and | zaroveii v8etky testy a pozorovania suvisiace
observations related to- the Study (as | s Klinickou Studiou (ktoré su definované nizsie).
hereinafter defined).

2.2 Clinical InvestigatorBrochure Priruc¢ka pre sku$ajuceho
Means a brochure provided by the Sponsor | Je stbor informacii poskytovany Zadavatefom,
that contains a set of clinical and non-clinical | ktory obsahuje suhrnné klinické a neklinické udaje
data on the Investigational Product(s) which | o skusanom pridukte(och), ktoré sa vztahuju ku
are important for clinical trials performed on | klinickému ski8aniu na Spésobilych subjektoch
the Qualified Participants and that contains | skisania a obsahuje informacie o vsetkych
summary information of all studies carried | klinickych sku$aniach uskuto&nenych v priebehu
out during the development of the | vyvoja skiSaného produktu.

Investigational Product.

23 EDA FDA
Means the Food and Drug Administration of | Je Americky urad pre potraviny a lieky (The Food
the United States Department of Health and | and Drug Administration of the  United States
Human Services. Department of Health and Human Services).

2.4 Global Trade Laws Pravne predpisy o medzinarodnom obchode
"Global Trade Control Laws" include the | Medzi pravne predpisy o kontrole medzinarodného
U.S. Export Administration Regulations | obchodu patria predpisy USA o sprave vyvozu
(Title 15 of the U.S. Code of Federal | (hlava 15 federdlneho zakonnika USA, Cast 730 a
Regulations Part 730 et seq); the | nasledujice); nariadenia o medzinarodnom
International Traffic in Arms Regulations | obchode so zbrafiami (hlava 22 federalneho
(Title 22 of the U.S. Code of Federal | zakonnika USA, &asti 120-130), predpisy EU o
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Regulations Parts 120-130); EU export | kontrole vyvozu tovaru a technolégii s dvojakym
controls on dual-use goods and technology | pouZitim (nariadenie Rady (ES) ¢&. 428/2009);
(Council Regulation (EC) No. 428/2009); | zakony o finanénych sankciach a restriktivnych
Financial Sanctions Laws and Restrictive | opatreniach uloZzené v ramci spolo€nej zahraninej
Measures imposed within the framework of | a bezpegnostnej politiky (SZBP) pri plneni
the Common Foreign and Security Policy | Specifickych cielov SZBP stanovenych v Zmluve o
(CFSP) in pursuit of the specific CFSP | Eurépskej unii (2012/C 326/01); a pravidla a
objectives set out in the Treaty on European | nariadenia o hospodarskych sankciach
Union (2012/C 326/01); and the economic | vykondvané na zaklade zakonnych pravomoci
sanctions rules and regulations | a/alebo prezidentskych dekrétov a spravované
implemented under statutory authority | Uradom pre kontrolu zahraniénych  aktiv
and/or President's Executive Orders and | ministerstva financii USA (hlava 31 federalneho
administered by the U.S. Treasury | zakonnika USA, €ast 500 a nasl.
Department's Office of Foreign Assets
Control (Title 31 of the U.S. Code of Federal
Regulations Part 500 et seq.

2.5 Informed Consent Form Formular informovaného-suhlasu :
Means the form prepared by ICON or the | Je formular pripraveny spoloénostou ICON alebo
Sponsor in conformance with the | Zadavatelom v-stlade s Pravnymi predpismi (ktoré
Regulations (as hereinafter defined), in | st definované nizSie) na zaklade konzultacie so
consultation with the Sponsor or ICON as | Zadavatelom, pripadne so spolo¢nostou ICON
the case may be, and the IEC/SUKL (as | a NEK/SUKL (ktoré-su definované nizsie), ktory bol
hereinafter defined), and subsequently | NEK/SUKL nasledne schvaleny a bol podpisany
approved by the IEC/ SUKL and signed by | v&etkymi_subjektmi pred zahajenim ich Ggasti na
all participants before they begin to | Klinickom skdsani.
participate in the Study.

26 Investigational Product Skusany produkt
Means the Investigational Product(s) which | Je skuSany produkt/y, ktoré je/st predmetom
is/are the subject matter of the Protocol Protokolu (ako je definované nizSie).

2.7 IEC (Independent Ethics Committee) NEK (Nezavisla eticka komisia)
Means the board, committee or.other group | Je vybor, komisia alebo ina skupina formalne
formally instituted to-review and approve the | vytvorena za ucelom Kkontroly, schvalovania,
initiation of, and -conduct reviews of, | zahajovania a vykonavania kontroly
biomedical research - involving human | biomedicinskych vyskumov na &loveku.
subjects. -

2.8 SUKL SUKL
Means the State Institute for Control of | Je Statny Ustav pre kontrolu liegiv
Drugs

29 Protocol Protokol
Means the details of the Study contained in | Je plan klinického sku$ania (vratane ciela, planu,
Protocol Number ARGX-113-2011, Original | metodoldgie, Statistickej rozvahy a usporiadania
Protocol version 1.0 dated 10Jan2023, and | $tudie) obsiahnuty v Protokole Cislo ARGX-113-
together with any amendments (as agreed | 2011, pdvodny protokol verzia 1.0 zdna 10.
by the Parties) made thereto is incorporated | januara 2023, spoloéne so vSetkymi dodatkami
herein by reference as part of this | (ktoré boli medzi Stranami uzavrete), ktory je
Agreement. zapracovany do tejto Zmluvy ako jej sucast.

Protokol je Uplne v sulade s platnymi Pravnymi
predpismi (ktoré su definované nizsie).
2.10 Qualified Participant Sposobily subjekt skiSania
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Means any potential participant who upon | Je akykolvek mozZny subjekt, ktory pri vstupe do
entrance into the treatment phases of the | lieGebnych faz Klinického skusania spifia vSetky
Study, meets all of the inclusion criteria and | kritéria pre zaradenie do klinickeého skuSania a
none of the exclusion criteria set forth in the | nespifia ani jedno z vylu€ujucich kritérii, ktoré su
Protocol and has signed a valid IEC/ SUKL | stanovené v Protokole a podpisal platny Formular
approved Informed Consent Form. informovaného sthlasu schvaleny NEK/SUKL.

2.11 Regulations Pravne predpisy
Means any applicable legislation, Global | St akékolvek platné pravne predpisy, pravne
Trade Laws, regulations, codes or | predpisy o medzinarodnom obchode, nariadenia,
guidelines directly or indirectly governing | zakonniky, ktorymi sa priamo alebo nepriamo riadi
the relationship between Sponsor, ICON | vztah medzi zadavatefom, spolocnostou ICON a
and the Institution and the services provided | zdravotnickym zariadenim a sluzby poskytované
under the Agreement and/or related to the | na zaklade zmluvy alalebo ktoré suvisia
conduct of the Study including but not | s vykondvanim Klinického skuSania vratane, nie
limited to (as applicable) the Clinical Trials | vak vyluéne (pokial' je-to relevantné),- Smernice
Directive 2001/20/EC, Directive | 2001/20/ES pre klinické skisanie lie€iv, Smernice
2005/28/EC, and their transforming | 2005/28/ES a nimi transformovanej legislativy
legislation in the relevant countries of the | v prisludnych krajinach -~ Europskej Unie a
European Union, and when effective | v relevantnych pripadoch nariadenia 536/2014 zo
Regulation 536/2014 of 16 April 2014 on | 16. aprila- 2014 o klinickom skusani liekov na
clinical trials on medicinal products for | humanne. pouZitie, ktorym sa zruSuje smernica
human use, which will repeal Directive | 2001/20/ES, ked sa vykonava. ICH Smernice pre
2001/20/EC when effected, the ICH GCP | spravnu klinickl prax (januar 1997) (dalej len
Guideline (January 1997) (“‘GCP"), The | ,GCP?), Medzindrodnej konferencie o zosuladeni
International Conference on Harmonisation | spravnejklinickej praxe, dodatku (ICH GCP) R2 ES,
of Good Clinical Practice, (ICH GCP) R2 E6 | Helsinskej- deklaracie zroku 1964 v zneni jej
addendum, the 1964 Declaration of Helsinki | najnovsich™ zmien, nariadenie  Eurépskeho
as most recently amended, Regulation (EU) | parlamentu a Rady (EU) 2016/679 z 27. aprila 2016
2016/679 of the European Parliament and of | o ochrane fyzickych oséb pri spractivani osobnych
the Council of 27 April 2016 on the | Udajov a o volnom pohybe takychto Udajov
protection of natural persons with regard to | (,vS§eobecné nariadenie o ochrane udajov" alebo
the processing of personal data and on the | ,GDPR") alalebo inych relevantnych platnych
free movement of such-data (‘General Data | pravnych predpisov, nariadeni, zakonnikov alebo
Protection Regulation” -or “GDPR”) | pokynov [vratane, nie vdak vylu¢ne (amerického)
and/or any other relevant applicable | federdineho zakona o potravinach, liecivach a
legislation, regulations, codes-or guidelines | kozmetickych pripravkoch alebo inych poziadaviek
(including without limitation the (US) Federal | FDA] vydanych ktorymkolvek Kontrolnym tradom.
Food, Drug and Cosmetic Act or other | Za Ugelom vylGéenia pochybnosti, tieto pravne
requirements of the FDA) issued by any | predpisy, zakonniky a pokyny zahffiaju pravne
Regulatory Authority and Act No. 140/1998 | predpisy, zakonniky a pokyny suvisiace s ochranou
Coll, on Drugs and Medical Aids, as | a zabezpecenim doévernosti osobnych Udajov
amended. For the avoidance of doubt such | jednotlivcov, s bojom proti korupcii, s bojom proti
legislation, codes or guidance shall include | Uplatkom, s bezpe¢nostou pacientov, podavanim
those related to the protection and privacy | sprdv o bezpecnosti, majetkovou a finan¢nou
of the personal data of individuals, anti- | nezavislostou a konfliktom zaujmov.
corruption, anti-kickback, patient safety,
safety reporting, financial disclosure and
conflict of interests.

2.12 Requlatory Authority Kontrolny drad
Means any governmental agency, | Je akykolvek vladny, spravny alebo profesny
administrative agency or professional body | organ, ktory ma podla platnych pravnych predpisov
having authority under applicable law to | opravnenie regulovat alebo uplatiovat Pravne
regulate, and/or apply Regulations to the | prepisy o vykonavani klinického skusania a vsetky
conduct of clinical trials and all ancillary | dalsie zalezitosti s tym slvisiace alebo narodny Ci
matters related thereto, and/or the national | nadnarodny organ zodpovedny za udelovanie
or multinational authority responsible for | regulatného suthlasu v prislunej krajine alebo
granting regulatory approval in a particular | nadnarodnej skupine krajin vratane, nie vsak
country or multinational group of countries | vyluéne, Eurdpskej komisie, Eurdpskej liekovej
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including without limitation the European | agentury (European Medicines Agency) (dalej len
Commission, the European Medicines | ,EMA”"), FDA, SUKL a vsetky prislusné dozorné
Agency (“EMA"), FDA, the SUKL and any | organy v sulvislosti s ochranou Udajov podla
applicable supervisory authorities in relation | vdeobecnych nariadeni o ochrane Gdajov.

to data protection under the General Data

Protection Regulations.

213 Serious Adverse Event Zavazna neziaduca udalost'

2.13.1 In addition to any definition in the Study | Okrem vSetkych definicii v protokole skus$ania je
Protocol, it means any untoward medical | akykolvek neocakavany lekarsky nalez, ktory
occurrence that at any dose: v akejkolvek davke:

A) results in death, A) vedie ku smrti

B) is life-threatening, B) ohrozuje zZivot,

C) requires inpatient hospitalization or | C) vyZaduje hospitalizaciu pacienta alebo
prolongation of existing hospitalization, predizenie doteraj$ej hospitalizacie,

D) results in persistent or significant | D) vedie ktrvalej ¢&i-. vyznamnej -zdravotnej
disability / incapacity, nespdsobilosti / invalidite, = -

E) is a congenital anomaly / birth defect. E) vyvolava kongenitalnuanomaliu/-vrodenu vadu.
Important medical events that may notresult | Zavazné zdravotné udalosti, ktoré nemusia viest ku
in death, be life-threatening, or require | smrti, ohrozovat-Zivot & vyzadovat hospitalizaciu,
hospitalization may be considered a serious | mézu byt povaZované za zavaznu neZiaducu
adverse event when, based upon | udalost v pripade, ked na zaklade prislusného
appropriate medical judgment, they may | lekarskeho  posudku mézu ohrozit spdsobily
jeopardize the Qualified Participant and may | subjekt-a tak -vyZadovat lekarsky & chirurgicky
require medical or surgical intervention to | zakrok za-u¢elom odvratenia nasledkov uvedenych
prevent one of the outcomes listed in this | v tejto definicii. K prikladom tychto lekarskych
definition. Examples of such medical events | udalosti patri alergicky astmaticky zachvat, ktory
include allergic bronchospasm requiring | vyZzaduje intenzivne oSetrenie na pohotovosti €i
intensive treatment in an emergency room | doma, dalej krvnu dyskrazia alebo zachvaty, ktoré
or at home, blood dyscrasias or convulsions | nemaju za nasledok hospitalizaciu pacienta.

that do not result in inpatient-hospitalisation.

2.14 Site ) Pracovisko
Means any location=or. locations where in | Je akékolvek miesto & miesta, kde Skusajuci
accordance with this Agreement.and subject | vykonava Kilinické skis$anie v stlade s touto
to all applicable-regulatory-approvals, the | Zmluvou a pod podmienkou vSetkych prisludnych
Investigator carries:out the Study. regulaénych suhlasov.

2.15 Study Klinické skuSanie
Means the clinical study known as “A Phase | Je klinické skuSanie zname ako ,Jednoramenne
3, Single-Arm, Multicenter, Open-label | multicentrické otvorené predizené klinické skusanie
Extension of Study ARGX-113-2007 to | ARGX-113-2007 fazy 3 na preskimanie dlhodobej
Investigate  the Long-term Safety, | bezpecnosti, znaSanlivosti a Géinnosti subkutanne
Tolerability, and Efficacy of Efgartigimod | podavaného efgartigimodu PH20 u ucastnikov vo
PH20 SC in Participants Aged 18 Years and | veku 18 rokov a starSich s aktivnou idiopatickou
Older With Active Ildiopathic Inflammatory | zapalovou myopatiou.” (skratka: alkivia+), ktoré sa
Myopathy” (Acronym: alkivia+) to be | vykonava podla Protokolu.
conducted according to the Protocol.

2.16 Study Data Udaije o klinickom skugani
Means all records, data and documentation | Su vsetky zaznamy, udaje a dokumentacia vratane,
including but not limited to the Case Report | ale nie vyluéne, Zaznamov subjektov skuSania
Forms relating to the Study. v suvislosti s klinickym skusanim.

217 Study Personnel Personal klinickeho skuSania
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Means all employees, agents, contractors | St véetci zamestnanci, zastupcovia, dodavatelia
and other personnel who are engaged by | aostatny  personal, ktorych  Zdravotnicke
the Institution or the Investigator as the case | zariadenie, pripadne  Skusajuci zapojil do
may be, in conducting the Study including | vykonavania Klinického sku$ania vratane, ale nie
but not limited to sub-investigators, nurses, | vyluéne, spoluskdsajicich, zdravotnych sestier,
study coordinators and technicians. koordinatorov klinického skisania a technikov.

2.18 Term Trvanie
Means the term of this Agreement as | Je trvanie tejto Zmluvy definovane v €lanku 8.1.1.
defined in Section 8.1.1.

3 CONDUCT OF STUDY VYKONAVANIE KLINICKEHO SKUSANIA

3.1 Compliance Sulad vykonavaného klinického skuSania _so

zadanymi podmienkami

3.1.1 The Institution and Investigator shall, and | Zdravotnicke  zariadenie- a Skusajuci  budi
shall ensure the Study Personnel shall, | vykonavat a zaistia, zZe Personal klinickeho
conduct the Study, according to the | skisania bude vykondvat Klinické skuSanie v
Protocol, the Regulations, this Agreement, | stlade s Protokolom, Pravnymi predpismi, touto
written instructions of ICON/Sponsor the | Zmluvou, ~pisomnymi  pokynmi  spolocnosti
terms of the approval for the Study from the | ICON/Zadavatela a podmienkami sthlasu NEK s
IEC, conditions stated in permission of | vykonanim Klinického skuSania a podmienkami
SUKL or, where permission is not required, | uvedenymi-v.suhlasnom stanovisku SUKL, alebo,
conditions determined in the respective | pokial suhlas nie je poZadovany, podmienkami
announcement and International | prislusného — vyjadrenia a usmerneniami
Conference on Harmonization Good Clinical | Medzinarodnej konferencie pre zosuladenie
Practice (ICH GCP) guidelines. Investigator | spravnej klinickej praxe (ICH GCP). Skusajici
and Institution shall ensure all Study | a Zdravotnicke zariadenie zabezpecia, aby vSatok
Personnel comply with the terms of this | Personal klinického skusania spifial podmiepky
Agreement, as applicable, including all | tejto Zmluvy, pokial je to relevantné, vratane
confidentiality and regulatory obligations, | v8etkych povinnosti tykajucich sa dévernosti
Sponsor inspection and audit rights, and | a regulaénych povinnosti, prav Zadavatela na
Sponsor ownership rights. in$pekciu a audit a vlastnickych prav Zadavatela.

3.1.2 The Protocol shall be considered final | Protokol bude povaZovany za finalny, akonahle
following approval -by the designated |EC | déjde k udeleniu suhlasu zo strany prislusnej NEK
and when SUKL issues -the respective | a slhlasu vydaného SUKL, alebo pokial nie je
permission, or where applicable, does not | Klinické ski$anie zamietnute.
refuse the clinical-trial

3.1.3 The Protocol may only subsequently be | Protokol méze byt nasledne zmeneny iba
amended with the priorwritten agreement of | s predchadzajucim pisomnym sthlasom
the Sponsor. The Investigator may only | zadavatela. Sku$ajuci sa moze odchylit od
otherwise deviate from the Protocol solely in | Protokolu vyluéne v pripade, Zze SkuaSajuci podla
the event that the Investigator in its | svojho profesiondlneho lekarskeho  Usudku
professional medical opinion reasonably | primerane usudi, Ze takéto odchylenie je potrebné
considers that such deviation is necessary | na zvladnutie pacientovho nudzového stavu
to deal with a patient emergency and in the | a v pripade takéhoto odchylenia o tom Skusajuci
event of such deviation the Investigator shall | okamzite  pisomne informuje  Zadavatela,
immediately notify Sponsor, ICON and the | spolognost ICON a NEK/SUKL.
IEC/ SUKL in writing thereof.

3.2 Serious Adverse Event Reporting Hldsenie zavaZnej neocakadvanej neziaducej

udalosti

3.2.1 The Investigator shall fully comply with | Skusajuci bude konat Uplne v sulade s
adverse event provisions of the Protocol. In | ustanoveniami Protokolu o} neziaducich
the event of any omission of or in such | udalostiach. V pripade opomenutia tychto
provisions or in the event of the conflict of | ustanoveni alebo v pripade rozporu tychto
such provisions with the Regulations, then | ustanoveni s Pravnymi predpismi budu v tejto
the Regulations shall apply in relation | stvislosti platit Pravne predpisy. Zdravotnicke
thereto. The Institution shall ensure that the | zariadenie zabezpeci, aby Skusajuci bezodkladne
Investigator promptly responds to all
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requests for follow up information from | odpovedal na vSetky ziadosti Zadavatela a/alebo
Sponsor and/or ICON. spolocnosti ICON o doplfiujuce informacie.

3.22 The Investigator shall also notify the | SkuSajuci bude taktiez v sulade s Pravnymi
Sponsor and the insurance company | predpismi vzdy okamzite informovat Zadavatela a
immediately of any Serious Adverse Events | poistoviiu o kazdej zavaznej neziaducej udalosti,
during the Study in accordance with the | ku ktorej doslo v priebehu Klinického sku$ania.
Regulations.

3.3 Clinical Study Site File Evidencia tykajuca sa Klinického skuSania

vykondavaného na Pracovisku

3.31 Creation of Clinical Study Site File Vytvorenie evidencie tykajucej sa Klinického

skuSania vykonavaného na Pracovisku

3.3.1.1 | Before commencement of the Study the | Pred zacatim Kilinického skuSania Skus$ajuci v
Investigator, with the assistance of ICON, | spolupraci so spolo¢nostou ICON zalozi evidenciu,
shall set up a file, which shall include the | ktora bude zahfiiat niz8ie=uvedené dokumenty
documents below (hereinafter called the | (dalej len ,Evidencia tykajuca sa Klinického
“Clinical Study Site File”) a copy of which | ski$ania vykondvaného—na Pracovisku"). Képia
initial Clinical Study Site File shall be | prvotnej Evidencie tykajucejsaKlinického skusania
promptly sent to ICON: vykonavaného na Pracovisku bude bezodkladne

zaslana spolo€nosti ICON:
A) Alist of the names, titles and occupations | A) Zoznam.mien, titulov a povolani kazdého ¢&lena
of each member of the IEC; and NEKa - .
B) Written IEC/ SUKL approval of the | B) Pisomné schvélenie Protokolu a Formulare
Protocol and the Informed Consent Form; | informovaného sthlasu zo strany NEK/SUKL a
and =
C) The IEC/ SUKL approved Informed | C) Schvaleny Formular informovaného suhlasu zo
Consent Form; and strany NEK/SUKL a
D) The current curriculum vitae of the | D) Aktualny zZivotopis SkuSajuceho a ostatnych
Investigator and all other Study Personnel | zamestnancov SkuSajuceho pracoviska, ktori
listed performing a Study-related function; | vykonavaju akukolvek funkciu suvisiacu
and s Klinickym skuSanim a
E) The financial disclosure documentation | E) Dokumentacia tykajuca sa finanCnej
as defined in Section 3.9 below. a majetkovej nezavislosti, ktora je definovana v
¢lanku 3.9 nizsie.
F) Permission of SUKL or-notification on | F) Schvalenie SUKL alebo ohlasenie Klinického
announcement made to SUKL skagania zaslané na SUKL.
3.3.2 Maintenance of the Clinical Study Site File | Vedenie Evidencie tykajticej sa Klinického skusania
: vykonavaného na Pracovisku

3.3.2.1 | During the Study, the-Investigator shall in | V priebehu Klinického sku$ania bude Skusajlci
accordance with the terms of this | viest Evidenciu tykajucu sa Klinického skuSania
Agreement and ICH-GCP, maintain the | vykonavaného na Pracovisku v sulade s
Clinical Study Site File and update the | podmienkami tejto Zmluvy alCH GCP (spravnej
Clinical Study Site File by including therein, | klinickej praxe  medzinarodnej konferencie
and promptly providing to ICON, the | o harmonizéacii) a aktualizovat ju priddvanim
following: nasledujicich dokumentov, ktoré bez omeskania

poskytne spolocnosti ICON:
A) All amendments to the Protocol and a | A) VSetky dodatky k Protokolu a zaznam tykajtici sa
record of any proposed deviation therefrom | akejkolvek navrhovanej odchylky od tohto
(such deviation to always be in accordance | protokolu (takato odchylka musi byt vzdy v sulade
with clause 3.1.3), including Protocol | s bodom 3.1.3) vratane dodatkov Protokolu a
amendments and reports. hlaseni.
B) All correspondence with the IEC/SUKL, | B) V&etku kore$pondenciu s NEK/SUKL, vratane
including periodic reports and approvals, | pravidelnych hlaseni a sthlasov/stanovisiek.
and
C) An up-to-date log of all Site visits, and C) Aktualnu knihu v8etkych navstev na Pracovisku
a
D) General correspondence relating to the | D) V8eobecnu koreSpondenciu vztahujicu sa ku
Study, and Klinickému skusaniu a
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E) Investigational Product accountability | E) Doklady o dopocitatelnosti  /  evidencii
forms, and Skusanéhoproduktu, a

F) Such other documents, materials or | F) Dal&ie dokumenty, materidly ¢i informécie, ktore
information as ICON and/or ICON on behalf | bude ICON alebo ICON menom Zadavatela
of the Sponsor may from time to time require | priebezne poZadovat Ci poskytovat.

or provide.

G) Permission of SUKL or nofification on | G) Schvalenie SUKL alebo ohlasenie Klinického
announcement made to SUKL skusania zaslané na SUKL

3.3.3 Retention/Transfer of Clinical Study Site File | Uchovavanie/Prevedenie Evidencie tykajucej sa

Klinického skusania vykondvaného na Pracovisku

3.33.1 | The Institution/nvestigator shall retain | Zdravotnicke zariadenie/Skusajuci bude uchovavat
factually correct records and documents | fakticky spravne zaznamy a dokumenty vztahujuce
pertaining to the conduct of the Study and | sa k vykonavaniu Klinickéhozsku$ania a distribucii
the distribution of the Investigational | SkiSaného produktu pocas obdobia dvadsiatich
Product for twenty five (25) vyears | piatich (25) rokov - (dalej  len ,Obdobie
(“Retention Period”) following completion, | uchovavania®) po dokongeni, “zruSeni alebo
abandonment or termination of the Study, | ukon&eni Klinického sku$ania, pokial pravne
unless a longer period is required by the | predpisy nevyzaduju dlhsie obdobie. Zdravotnicke
Regulations. The Institution/Investigator | zariadenie/Skusajuci zabezpedi, aby boli zdrojové
shall ensure source Study Data is | Gdaje o Klinickom skuSani priradite/ne, citatelné,
attributable, legible, contemporaneous, | aktualne, originalne, presne a UpIné. Zdravotnicke
original, accurate, and complete. In no event | zariadenie - ani Skusajuci nemdézu v zZiadnom
will Institution or Investigator dispose of any | pripade zlikvidovat akékolvek takéto zaznamy bez
such records without first giving Sponsor or | toho, aby Sestdesiat (60) pracovnych dni vopred
ICON sixty (60) business days' prior written | pisomne informovali Zadavatela alebo spoloénost
notice of its intent to do so and an | ICON o svojom umysle tak urobit a bez toho, aby
opportunity to transfer the records to | poskytli moznost preniest zaznamy Zadavatelovi
Sponsor or ICON, at Sponsor's reasonable | alebo spoloCnosti ICON na primerané naklady
expense. Zadavatela.

3.3.32 | Should the Investigator leave his or her | Pokial SkuSajici ukon&i vykon ¢innosti v
practice at the Institution before the | Zdravotnickom zariadeni pred uplynutim Obdobia
Retention Period has expired, the Institution | uchovavania, Zdravotnicke zariadenie pisomne
shall nominate another person.in writing to | uréi pre ICON inl osobu, ktora bude zodpovednd
ICON to be responsible for maintenance of | za vedenie zaznamov Klinického skusania.
Study records. Sponsor or-ICON on its own | Zadavatel alebo Spoloénost ICON bude svojim
behalf or that of the Sponsor shall have the | vlastnym menom alebo menom Zadavatela
right to approve or reject-the nominated | opravnena schvalit Ci zamietnut navrhovanu
replacement person. osobu.

3.4 Study Participants Subjekty skusania
The Investigator/Institution shall ensure | Ski$ajuci/Zdravotnicke zariadenie zaisti, aby:
that:

3.41 The Investigator shall include only Qualified | Ski8ajici do Klinického skusania zaradil iba
Participants in the Study. Spésobilé subjekty.

3.4.2 The Investigator shall only use the most | SkiSajlci pouZije vyhradne najnovsi Formular
recent Informed Consent Form approved by | informovaného sthlasu schvaleny Zadavatelom,
the Sponsor, ICON, IEC and SUKL. spolognostou ICON, NEK a SUKL.

3.4.3 Prior to Qualified Participants entering the | Pred zaradenim Spésobilych subjektov do
Study, the Investigator shall review all | Klinického skuSania Skusajuci skontroluje so
details and requirements of the Protocol and | Sposobilymi subjektmi skusania vsetky podrobnosti
the Informed Consent Form with the | a poziadavky Protokolu a Formulare
Qualified Participants. informovaného suhlasu.

3.5 Pre-Screening/Patient Identification Predbezny skrining/Identifikacia pacienta

3.5.1 The Parties recognize that pre-screening | Strany  uznavaji, Ze  aktivity  sUvisiace
activities to identify suitable Qualified | s predbeznym  skriningom na identifikaciu
Participants for the Study are important to | vhodnych Spésobilych subjektov pre klinické
enroliment success. Only in case the Site is | skiSanie st délezité pre uspech naboru. lba v
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requested for such pre-screening activities, | pripade, Zze sa od pracoviska pozaduju &innosti
ICON may provide reasonable assistance to | takéhoto predbezného skriningu, méze spolo¢nost
Institution/Investigator with pre-screening | ICON poskytnut primerand pomoc Zdravotnickemu
activities to Dbetter identify Qualified | zariadeniu/Skusajucemu s aktivitami suvisiacimi
Participants for the Study at the Site through | s predbeznym  skriningom s cielom lepSie
ICON’s methodology. | identifikovat Spésobilé subjekty pre klinické
Institution/Investigator shall conduct patient | skiSanie na Pracovisku prostrednictvom metodiky
chart reviews as per the requirement of the | spolo¢nosti ICON. Zdravotnicke
Study and will be paid for such activities as | zariadenie/SkuSajuci vykona preskimanie tabuliek
detailed in Appendix 2. pacientov podla poziadaviek Klinického skus$ania
a dostane platbu za takéto aktivity, ako je uvedené
v prilohe &. 2.

3.5.2 Only in case the Site is requested the pre- | Iba v pripade, Zze sa od pracoviska poZaduju
screening activities listed in the previous | ¢innosti predbezného skriningu uvedené v
paragraph, the Institution/Investigator shall | predchadzajiucom odseku, Zdravotnicke
dedicate sufficient Study Personnel and | zariadenie/Skusajuci vycleni dostatoCny Personal
resources for the timely review of patient | klinického skuSania —a_ zdroje. na  v&asné
charts/records which will at all times be | preskimanie tabuliek/zaznamov pacientov, ktoré
conducted in accordance with the | bude vzdy vykonavat v _sulade- s Pravnymi
Regulations, this Agreement and the written | predpismi, touto- Zmluvou a pisomnymi pokynmi
instructions of ICON/Sponsor provided in | spoloCnosti -ICON/Zadavatela poskytnutymi v
relation to the methodology. | suvislosti s metodikou. Zdravotnicke
Institution/Investigator or appointed Study | zariadenie/Skusajuci alebo ur€eny skusajdci
Personnel shall review patient charts | personal -preskimaji- tabulky pacientov/zaznamy
/patient records and shall not provide any | pacientov a-neposkytnu Ziadne osobné zdravotné
personal health information to ICON or | informacie —priamo  spolognosti ICON  ani
Sponsor directly or process personal health | Zadavatelovi ani nebudd spraclvat osobné
information in violation of Regulations. zdravotné _informacie v rozpore s Pravnymi

predpismi.

3.6 Patient Recruitment Nabor pacientov
The Investigator shall use his or her best | SkuSajluci vynalozi maximalne Usilie o nabor len
efforts to recruit only Qualified Participants | Spésobilych  subjektov ~ skiSania a vedome
and shall not knowingly enroll any | nezaradil Ziadne subjekty, ktoré podla jeho
participants, which in—his -or her best | najlepSiecho  odborného  Gsudku  primerane
professional judgment do-not adequately | nespiiiaju kritéria pre Sposobilé subjekty skusania.
meet the criteria for Qualified-Participants.

3.7 Case Report Forms Zaznamy subjektov sktSania

3.7.1 The Investigator or_his/her designee shall | Sku$ajuci a/alebo jeho zastupca vyplnia Zaznamy
complete Case Report=Forms, provided by | subjektov skiSania poskytnuté Zadavatelom alebo
the Sponsor or ICON and shall submit them | spolo¢nostou ICON a predlozZia ich do dvoch (2)
within two (2) business days of obtaining the | pracovnych dni od ziskania tdajov. Skusajuci bude
data. The Investigator is in any case |vkazdom pripade zodpovedny =za vyplnenie
responsible for the completion and | apredlozenie Zaznamov subjektov skuSania.
submission of the Case Report Forms. The | Skdsajuci bude pritomny a da tieto zaznamy
Investigator shall be present and give these | a spristupni  akékolvek zdrojové dokumenty
forms and make available any source | tykajice sa Klinického skdSania z&stupcom
documents related to the Study, to | Zadavatela alebo spoloCnosti ICON  pri
representatives of Sponsor or ICON at | pravidelnych monitorovacich navstevach alebo
periodic monitoring visits or otherwise | inym spésobom bezodkladne na poziadanie.
promptly upon request.

3.7.2 The Investigator shall fully assist, in a timely | Sku8ajuci v plnej miere véasne pomdze zastupcom
manner, ICON representatives in resolving | spolo¢nosti ICON pri rieSeni akychkolvek
any discrepancies, errors or missing | nezrovnalosti, chyb alebo chybajtcich informacii
information in Case Report Forms. The | vZadznamoch subjektov skuSania. Sku3ajuci
Investigator shall help ICON in conducting | poméZe spolo¢nosti ICON pri vykonavani auditov
audits of original case records, laboratory | originalov zaznamov skisSania, laboratérnych sprav
reports, and/or raw data sources underlying | a/alebo zdrojov prvotnych Udajov, z ktorych
data recorded in the Case Report Forms. | vychadzaju udaje zaznamenané v Zaznamoch
Such audits shall be conducted with due | subjektov sku$ania. Takéto audity sa vykonavaju
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regard for patient confidentiality. The | s nalezitym zretefom na dévernost  Udajov
Institution and Investigator each | o pacientoch. Zdravotnicke zariadenie a Skusajuci
understands that failure to resolve | rozumejl, Ze nevyrieSenie nezrovnalosti, chyb
discrepancies, errors or missing information | alebo  chybajtcich informacii v Zaznamoch
in Case Report Forms may result in | subjektov skiiSania mbze viest k odmietnutiu platby
payment being withheld until resolution. az do vyrieSenia.

3.8 Timelines Lehoty
The Investigator shall use his or her best | Ski$ajlci vynalozi maximalne Usilie o dokonc&enie
efforts to complete the Study in accordance | Klinického skusania v sulade s lehotami
with the timelines as set out in Appendix 1 | stanovenymi v prilohe €. 1 k tejto Zmluve (ktora
to this Agreement (as may be reasonably | méze byt v urCitych pripadoch rozumne zmenena
amended as the case may be in writing by | spolo¢nostou ICON alebo zadavatefom v sulade
ICON or the Sponsor in accordance with | s odsekom 12.7.1 pisomnou formou).
clause 12.7.1).

3.9 Financial Disclosure Potvrdenie o finanénej a majetkovej-nezavislosti
The Investigator shall complete and return | Skusajuci véas vypini a odovzda-spolocnosti ICON
to ICON or the Sponsor in a timely manner, | alebo Zadavatelovi potvrdenie “alebo certifikat
financial certification or disclosure forms | o finanénej a majetkovej nezavislosti, okrem ineho
including, but not limited to, ICON's | aj formular o financnej nezavislosti spolocnosti
Financial Disclosure Form, as applicable, | ICON (podla toho, ktory formular sa pozaduje),
provided to the Investigator by ICON or the | ktory Skusajucemu _poskytla spolo¢nost ICON
Sponsor. The Investigator shall also | alebo Zadavatel. SkuSajici na zaklade pokynu
complete and return to ICON or the | spolocnosti-ICON alebo Zadavatela taktiez vyplni
Sponsor, all disclosure updates, as so | a odovzda spolognosti ICON alebo Zadavatelovi
instructed by ICON or the Sponsor, for the | vSetky aktualizované potvrdenia alebo certifikaty
duration of the Study, and for one year | o finanénej a majetkovej nezavislosti, ato ako
thereafter. The Institution shall ensure that | potas vykonavania Klinického skd$ania, tak po
all sub investigators, performing a Study- | dobu jedného roka po fom. Zdravotnicke
related function shall also complete and | zariadenie zabezpedi, aby vSetci spoluskusajtci,
return all financial certification/disclosure | ktori vykonavaju funkciu suvisiacu s vykonavanim
forms. The Institution and-the Investigator | Klinického skasania, vypinilia odovzdali potvrdenia
further consent to the transfer of such | alebo  certifikdty o finantnej  a majetkove]
financial disclosure data-abroad. nezavislosti. Zdravotnicke zariadenie a Sku$ajuci

dalej suhlasia s prenosom takychto udajov
o potvrdeni finanénej a majetkovej nezavislosti do
zahranidia.

3.10 Conflict Konflikt
The Institution shall not during the term of | Zdravotnicke =zariadenie nebude pocas doby
this Agreement conduct any other clinical | trvania tejto Zmluvy vykonavat ziadne iné Klinicke
trial which might adversely affect the ability | skiSanie, ktoré by mohli nepriaznivo ovplyvnit
of the Institution to perform their obligations | schopnost Zdravotnickeho zariadenia pinit si
under this Agreement. povinnosti podla tejto Zmluvy.

3.11 Collection and use of samples Odber a pouzivanie vzoriek
The Institution is prohibited from collecting | Zdravotnickemu zariadeniu sa zakazuje odber
or using collected samples (e.g. tissue, | alebo pouzivanie odobratych vzoriek (napr. tkanivo,
blood, serum and urine) or data from | krv, sérum amoc) alebo Udaje ziskané od
Qualified Participants while enrolled in the | Spdsobilych subjektov skusania pocas ich ucastina
Study, except: klinickom sku$ani s vynimkou:

A) pursuant to the Protocol; A) podla Protokolu;

B) as needed for the medical care of a | B) podla toho, ako je to potrebné na lekarsku
Qualified Participant; starostlivost' o spdsobily subjekt;

C) as otherwise expressly permitted by the | C) ako sa inak vyslovne povoluje v Zmluve; alepo
Agreement; or D) s predchadzajicim pisomnym suhlasom
D) with Sponsor’s prior written consent. Zadavatela.

All use of these data/samples is subject to | Kazdé pouzitie tychto Udajov/vzoriek podlieha
all of the terms of this Agreement, including | v3etkym podmienkam tejto Zmluvy vratane, ale nie
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without limitation, publication, intellectual | vyluéne, uverejnenia, duSevného vlastnictva,
property, data ownership and confidentiality | vlastnictva idajov a dévernosti tdajov.

3.12 Resources Zdroje
The Institution/Investigator agrees to | Zdravotnicke zariadenie/SkuSajuci suhlasi s
provide all reasonable Study Personnel, | poskytnutim vSetkého vhodného Personalu
facilities and other resources, as are | klinického skis$ania, zariadenia a dalSich zdrojov,
required to duly complete the Investigator’'s | ktoré su potrebné k riadnemu plneniu povinnosti
and the Institution’s responsibilities under | Skdsajlceho a Zdravotnickeho zariadenia v sulade
this Agreement and the Protocol. The | stouto Zmluvou a Protokolom. Zdravotnicke
Institution/Investigator shall arrange for the | zariadenie/Skusajuci zaisti dostupnost'
availability of a study coordinator qualified | koordinatora Klinického skusSania, kvalifikovaného
by training and/or experience to manage all | na zaklade dosiahnutého vzdelania alebo
administrative  functions at the Site | skisenosti s riadenim vSetkych administrativnych
(including, but not limited to, meeting with | funkcii na Pracovisku (vratane, nie v8ak vyluéne,
ICON'’s or the Sponsor’s representatives at | pravidelnych schédzok so spolo¢nostou ICON
regular intervals) (“Study Coordinator”). | alebo  zastupcami -Zadavatela). (dalej len
Should a Study Coordinator not be available | ,Koordinator klinického “skisania”).-\-pripade, Ze
at the Site, the Investigator shall assume | Koordinator klinického - ski8ania= nebude na
these responsibilities. Pracovisku dostupny, tito zodpovednost prevezme

Skusajuci. =

3.13 Materials Materialy
ICON shall provide, or shall ensure that the | Spolognost -ICON poskytne alebo zaisti, aby
Sponsor provides, to the | Zadavatel' poskytol Zdravotnickemu
Institution/Investigator the required | zariadeniu/Skisajucemu pozadované mnozZstvo
quantities of the Investigational Product, | Skusaného produktu a akékolvek iné materialy pre
and any other Study materials required (e.g. | Klinické skuSanie (napr. Zaznamy subjektov
Case Report Forms) for the Study, as set | skuSania), ako je uvedené v Protokole.
forth in the Protocol. Institution/Investigator | Zdravotnicke zariadenie/Skusajlci nesmie pouzit
may not use Investigational Product or other | SkuSany produkt ani iné materialy Ziadnym inym
Materials in any other way other than as | spésobom ako spdsobom vyslovne uvedenym v
expressly specified in the Protocol and shall | Protokole a udrzi si kontrolu nad SkuSanym
maintain control of the Investigational | produktom a inymi materidlmi v sulade s platnymi
Product and other Materials.in-accordance | Pravnymi predpismi.
with applicable Regulations:.

3.14 Equipment —— Vybavenie
ICON may provide:or arrange for a vendor | Spolo¢nost ICON méze poskytnut alebo méze
to provide, certain equipment (‘Equipment”) | zaistit, aby predajca poskytol urcité vybavenie
or proprietary materials for use by | (dalej len ,Vybavenie") alebo chranené materialy
Investigator or Institution during the conduct | na pouzitie Sku$ajicim alebo Zdravotnickym
of Study. Such-proprietary materials may | zariadenim pogas  vykonavania  Klinického
include computer software, methodologies, | sku$ania. Takéto chranené materialy mézu zahfiat
rating scales and other instruments that are | pocitacovy softvér, metodiky, Skaly hodnotenia a
owned or licensed for use by ICON or | iné nastroje, ktoré viastni alebo na ktoré malicenciu
Sponsor (collectively, “Materials”). | spolo¢nost ICON alebo Zadavatel (dalej spolocne
Equipment or Materials to be provided for | ako ,Materialy"). Vybavenie alebo Materialy, ktoré
the Study and any requirements relating to | sa maju poskytndt na Klinické skuSanie, a
them are described in Appendix 5, | akékolvek poziadavky, ktoré s nimi suvisia, su
Equipment and Materials. Any such | opisané v prilohe &. 5, Materidly a Vybavenie.
Materials or Equipment shall remain the | Akékolvek takéto Materidly alebo Vybavenie
property of Sponsor or ICON, as the case | zostani vlastnictvom Zadavatela, pripadne
may be, and unless otherwise agreed in | spolo¢nosti ICON, a pokial sa pisomne nedohodlo
writing shall be returned to ICON or Sponsor | inak, vratia sa spolonosti ICON alebo
at the end of the Study or promptly on | Zadavatelovi na konci Klinického sku$ania alebo
receipt of written request from ICON or | okamzite po dorugeni pisomnej ziadosti zo strany
Sponsor. spolo¢nosti ICON alebo Zadavatela.

3.15 Unavailability of the Investigator Nedostupnost Skusajuceho
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The Investigator is essential to the Study
being conducted under this Agreement.
Whereas the Investigator shall oversee the
entire Study, in his or her temporary
absence the Institution/Investigator shall
designate these responsibilities to a
qualified sub-investigator, who shall be
identified in writing. When the Investigator’s
absence is anticipated to exceed seven (7)
days, ICON shall be notified in writing of the
designated sub-investigator who shall
assume the Study responsibilities. ICON
on its own behalf or that of the Sponsor may
approve or reject any proposed sub-
investigator. Such approval shall not be
unreasonably  withheld. Should a
permanent substitution for the Investigator
be required, the Institution shall notify ICON
in writing, in accordance with Section 12.3.
The Institution may not permanently
substitute other investigators or make
substantial changes in the level of effort
asserted by the Investigator, without the
prior written approval of ICON in the
absence of which ICON shall be entitled to
invoke the termination provisions of Section
8.3.1.6 below. The Institution and
Investigator shall ensure that Investigator

will sign all necessary documentation
needed to effect the change in
responsibilities to the new principal

investigator including but not limited to any
signing any of the following assignment
agreement, transfer agreement,
amendment or termination of-the present

Pritomnost  Sku$ajiceho je zasadna na
vykonavanie Klinického skiSania podla tejto
Zmluvy. Skusajlci dohliada na priebeh celého
Klinického sku$ania, ale v pripade docasnej
nepritomnosti Skusajluceho Zdravotnicke
zariadenie/Skasajlci deleguje tuto zodpovednost
na kvalifikovaného spoluskisajuceho, ktory bude
uréeny pisomne. V pripade, ked' sa predpoklada, ze
nepritomnost Skusajuceho presiahne sedem (7)
dni, bude spolo¢nost ICON pisomne informovana o
navrhnutom spoluskis$ajucom, ktory prevezme
zodpovednost sutvisiacu s Klinickym skasanim.
ICON méze vo svojom vlasthom mene alebo v
mene Zadavatela schvalit alebo odmietnut
akéhokolvek  navrhnutého- spoluskus$ajuceho.
Takéto schvalenie nebude odopreté bezdévodne.
Pokial sa bude vyzZadovat- stéla- nahrada
Sku$ajiceho, bude Zdravotnicke zariadenie
informovat spolognost ICON-pisomne v sllade s
glankom 12.3.-Zdravotnicke zariadenie nesmie
trvalo nahradit™ dalSich skusajucich alebo bez
predchadzajliceho pisomného sthlasu spolo¢nosti
ICON zasadne =ovplyviiovat Usilie vynalozené
Skusajucim.. V pripade, Ze tento suhlas nebude
udeleny, bude spolo¢nost ICON opravnena pouzit
ustanoveniazo-ukon&eni uvedené v ¢lanku 8.3.1.6
nizsie.  Zdravotnicke zariadenie a Skusajuci
zabezpeéia, aby Skusajuci podpisal vSetku
nevyhnutnt dokumentéciu potrebnu na vykonanie
zmeny v zodpovednosti nového hlavného
skusajuceho vratane, ale nie vyluéne, akéhokolvek
podpisu akejkolvek zmluvy o prenose, dodatku
alebo ukonéenia tejto Zmluvy podia toho, ¢o sa
pozaduje.

Agreement as may be required.

Receipt of the.Investigational Product

Investigational Product to Study participants
on the appropriate sections of the Case
Report Form and any dispensing record.

The Investigator shall only dispense the
Investigational  Product to  Qualified
Participants.

The Investigational Product shall be used
only for the purposes set forth in the
Protocol. The Sponsor and/or ICON must

3.16 Dodanie Skusaného produktu
The Institution/Investigator acknowledges | Zdravotnicke zariadenie/Skusajdci potvrdzuje, ze
that Investigational-Product is the property | Skisany produkt je vlastnictvom Zadavatela.
of the Sponsor. The Investigator shall verify | Skusajici overi dodanie SkuSaneho produktu
receipt of the Investigational Product by | podpisanim prislusného(-ych) dokumentu(-
signing the appropriate document(s)/form(s) | ov)/formuldru(-ov) poskytnutych Zadavatefom,
provided by the Sponsor, ICON or a supplier | spolo¢nostou ICON alebo dodavatelom uréenym
designated by the Sponsor or ICON. Zadavatelom alebo spolo¢nostou [CON.

3.17 Administration/Distribution of the | Podavanie/Distriblcia SkuSaného produktu
Investigational Product
The Investigator shall document the | Skusajuci bude dokumentovat podavanie a
administration and distribution of the | distribuciu ~ SkuSaného  produktu  subjekiom

skusania v prislugnych ¢astiach Zaznamu subjektu
skusania a akychkolvek zaznamoch o davkovani.

Skusajlci bude podavat Skisany produkt vyluéne
Sposobilym subjektom sku$ania.

Skusany produkt sa bude pouzivat vyluéne na
Ucely stanovené v Protokole. Zadavatel alalebo
spolog¢nost ICON musia vopred udelit suhlag s
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give prior authorization, for any use of the | akymkolvek  inym  pouzivanim  SkdSaného
Investigational Product other than those set | produktu, nez aké je uvedené v Protokole.
forth in the Protocol.

3.18 Storage of the Investigational Product Uchovavanie Skusaného produktu
The Investigator ~ shall  store  all | SkuSajuci bude vSetky SkuSané produkty
Investigational Products securely as | uchovavat bezpetne, ako je stanovené v
designated in the Protocol, but in any event, | Protokole, ale v kazdom pripade bud v hlavnej
in either a central pharmacy where a | lekarni, kde kvalifikovany lekarnik dohliada na
qualified pharmacist supervises dispensing | vydaj, alebo v zéne s obmedzenym pristupom, a
orin a restricted area and dispensed under | tieto sku$ané produkty budd vydavané pod
the direct supervision of the Investigator. priamym dohladom Skusajuceho.

3.19 Return of the Investigational Product Vratenie SkuSaného produktu
The Investigator shall return all unused | Po uplynuti alebo ukonéeni-Klinického skuSania
Investigational Product, as well as any | alebo kedykolvek, ked to ~Zadavatel alebo
containers, whether containing unused | spolo¢nost ICON nariadi, SkuSajuci-vrati vSetky
Investigational Product or not, in | nepouzité Ski$ané produkty, ako -aj akékolvek
accordance with the instructions of the | nadoby, ktoré obsahuju &i-neobsahuju nepouzity
Sponsor or ICON upon expiration or | Skusany produkt, v stlade s pokynmi Zadavatela
termination of the Study or at such times as | alebo spolo€nosti ICON. Ak-Zadavatel suhlasi s
the Sponsor or ICON may direct. Should | likvidaciou— Skisaného produktu namiesto jeho
Sponsor agree to destruction of the | vratenia, Zdravotnicke zariadenie zaisti, aby
Investigational Product instead of return, the | akakolvek “takato likvidacia prebehla v sulade s
Institution shall ensure that any such | pokynmi=Zadavatela a Zdravotnicke zariadenie
destruction will be in accordance with | poskytne Zadavatelovi na poziadanie certifikat o
Sponsor’s instructions and the Institution | likvidacii.
shall provide certification of destruction to
Sponsor, upon request.

4 REPRESENTATIONS, WARRANTIES | VYJADRENIA, ZARUKY A ZAVAZKY
AND COVENANTS

4.1 Mutual Representations, Warranties and | Vzajomné vyjadrenia, zaruky a zavazky
Covenants ] 4

4.1.1 Each Party covenants, warrants and | Kazda Strana sa zavazuje, zaru€uje a vyhlasuje, ze
represents that it has the right to enter into | ma pravo uzatvorit tito Zmluvu a podpisanie tejto
this Agreement, and-the execution of this | Zmluvy a plnenie zavazkov uvedenych v tejto
Agreement and the performance by such | Zmluve takouto Stranou boli nalezite povolené.
Party of its obligations:hereunder have been | Tato Zmluva bola nalezite podpisana a dodana v
duly authorized. This Agreement has been | mene takejto Strany a predstavuje zakonny, platny
duly executed and delivered on behalf of | a zavazny zavazok, ktory je vyndtitelny v stlade s
such Party and constitutes a legal, valid, | podmienkami tejto Zmluvy. Takato Strana ma
binding obligation, enforceable against in | riadnu organizaciu, pravoplatne existuje, dodrziava
accordance with the terms hereof. Such | platné zakony jurisdikcie jej miesta podnikatelskej
Party is duly organized, validly existing and | ¢innosti a ma plnd pravomoc a opravnenie uzatvorit
in good standing under the applicable laws | tuto Zmluvu.
of the jurisdiction of its establishment and
has full power and authority to enter this
Agreement.

4.2 Institution Representations, Warranties and | Vyjadrenia, zaruky a zavézky Zdravotnickeho
Covenants zariadenia

4.2.1 The Investigator/Institution  covenants, | Skdsajuci/Zdravotnicke zariadenie sa zavazuje,
warrants and represents that: zaruduje a vyhlasuje, ze:

4.2.1.1 | they each have at all times during the course | kazdé z nich ma po celt dobu trvania Klinického
of the Study, the appropriate licenses, | skuSania prislusné licencie, schvalenia a certifikaty
approvals and certifications necessary to | potrebné na bezpeéné, primerané a zakonné
safely, adequately and lawfully perform the | vykondvanie Klinického skuSania v sulade s
Study in accordance with applicable | platnymi pravnymi predpismi, Protokolom, touto
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Regulations, the Protocol, this Agreement | Zmluvou a spravnou klinickou praxou a nema
and good clinical practice and have no | vedomost o Zziadnych vySetrovaniach, ktoré by
notice of any investigations that would | ohrozili takéto licencie, schvalenia alebo certifikaty;
jeopardize such licenses, approvals or

certifications;

4212 | Investigator is at all times during the course | Skis$ajlci je po celu dobu trvania Klinického
of the Study qualified by training and | ski$ania kvalifikovany prostrednictvom odbornej
experience with appropriate expertise to | pripravy a skisenosti s prisiusnou expertizou na
conduct the Study within the jurisdiction | vykonavanie Klinického skdSania v ramci
where the Study is being conducted; jurisdikcie, kde sa vykonava Klinické skusanie;

4.2.1.3 | Study Personnel are and at all times during | Personal klinického skuSania je a po celd dobu
the course of the Study continue to be | Klinického skiania zostava primerane Skoleny v
appropriately trained in ICH GCP, Study | oblasti ICH GCP, postupov Klinického skusania a
procedures and the Protocol; Protokolu;

421.4 | sufficient resources and time are available | Skusajucemu su k dispozicii a zostavaju k
and shall continue to be available to | dispozicii dostatocné zdroje-—a ¢as na ucely
Investigator for timely and proper | véasného a nalezitého-vykonavania Klinického
performance of the Study in accordance | sku$ania v sulade s Protokolom, “touto Zmiuvou
with the Protocol, this Agreement and the | a pravnymi predpismi,

Regulations;

4215 | all tasks and activities to be performed | vSetky ulohy.a aktivity, ktoré sa maju vykonat podla
under this Agreement shall be performed in | tejto Zmluvy, sa vykonaju v&as so vsetkou nalezitou
a timely manner, with all due care and skill | starostlivostou a zru¢nostami a v sulade
and in compliance with the Protocol, this | s protokolom, touto Zmluvou a pravnymi predpismi;
Agreement and the Regulations; : -

4216 | The Investigator has been granted all | skiiSajlcemu- boli udelené vSetky potrebné
requisite power and authority to carry on its | pravomoci a opravnenia na vykonavanie jeho
business and to own and operate its | &innosti ana vlastnictvo a prevadzku jeho majetku
properties and assets. The execution, | a aktiv. Zdravotnicke zariadenie riadne schvalilo
delivery and performance of this Agreement | uzavretie, doru€enie a pinenie tejto zmluvy;
have been duly authorized by the Institution;

4217 |during the term of this Agreement the | poas doby trvania tejto Zmluvy Zdravotnicke
Institution shall: zariadenie:

l. ensure that the-Investigator shall l. zabezpedi, aby Skusajuci nevykonaval ani
not conduct ortake partin any other sa nezudéastnil na Ziadnom inom klinickom
clinical trial=which-might adversely skudani, ktoré by mohlo nepriaznivo
affect the ability of-the Investigator ovplyvnit schopnost Skisajuceho plnit’ si
to perform their_obligations under svoje povinnosti podla tejto Zmluvya
this Agreementand-. Il ozndmi alebo zabezpedi, aby Skusajuci

Il notify or ensure that the Investigator oznamil spolo¢nosti ICON akukolvek
notifies ICON, of any change in their zmenu v jeho Ulohe alebo akékolvek iné
role or any other official oficialne vymenovanie na poziciu, ktoré
appointment to a position that may moézu byt v rozpore, méze obmedzovat
conflict, restrict or prohibit their alebo méze zakazovat jeho poziciu ako
position as an investigator to the Skusajuceho v ramci Klinického sku$ania
Study or otherwise impact their alebo inak ovplyviiovat jeho povinnosti
obligations under this Agreement; podla tejto Zmluvy; a
and [l. oznami alebo zabezpedi, aby Skus$ajuci

1. notify or ensure that the Investigator oznamil spolo¢nosti ICON akékolvek
notifies ICON of any actual or skutoéné alebo potencidlne konflikty
potential conflicts of interest, or any zaujmov alebo akukolvek zmenu v stave
change in the status of responses odpovedi  uvedenych v  dotazniku
provided in ICON's Investigator spoloénosti ICON tykajucom sa etiky
Ethics and Compliance Skusajuceho a jeho suladu s pravidlami,
Questionnaire that could impact the ktoré by mohli mat vplyv na vykonavanie
conduct of the Study; and Klinického skusania; a

4218 | neither Institution nor the Investigator are | Zdravotnicke zariadenie ani SkaSajuci nemaju
subject to any conflicting interests in the | Ziadny konflikt zaujmov vo vztahu k vysledku
outcome of the Study or conflicting | Klinického skii$ania ani nemaja konflikt vo vztahu k
obligations or contracts that might interfere | povinnostiam alebo zmluvam, ktoré by mohli
with the performance of the Study or that | zasahovat do vykondvania Klinického skuSgnia
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might impair the acceptance of the resulting
data by any governmental authority,
including the EMA and FDA, or that might
otherwise create a conflict.

alebo ktoré by mohli ohrozit prijatie vyslednych
Udajov akymkolvek vladnym organom vratane EMA
a FDA alebo ktoré by mohli inak vytvorit' konflikt.

MONITOROVANIE ZO STRANY SPOLOCNOSTI

5 ICON MONITORING
ICON

5.1 Site Inspections and Audits InSpekcia a audity na Pracovisku

51.1 The Institution/Investigator shall, on | Zdravotnicke zariadenie/SkuSajuci na zaklade
reasonable prior notice, permit authorized | primeraného  predchadzajliceho  upozornenia
personnel of the Sponsor, ICON to auditand | umozni  opravnenym  osobam  Zadavatela,
any Regulatory Authority to inspect the | spolo¢nosti ICON vykonavat.audit a akéhokolvek
facilities the Institution/Investigator | Kontrolného Uradu skontrolovat zariadenia, ktoré
proposes to use for the Study; both before | Zdravotnicke zariadenie/Skusajuci navrhuje
the Study begins, during the treatment | k vykonaniu Klinického_skt$ania, a_to ako pred
phase of the Study and after the Study ends | zahajenim Klinického skt$ania, tak i v priebehu

lieCebnej fazy Klinického skiiSania a po ukonceni
Klinického skugania.

5.1.2 If, in accordance with GCP, the Sponsor’s, | Pokial je vySSie uvedené zariadenie podla GCP,
or ICON Standard Operating Procedure’s or | §tandardnych pracovnych postupov a §tandardov
standards, the facilities are determined not | Zadavatela alebo spolo¢nosti ICON oznacené za
to be adequate for the proper conduct of the | neadekvatne k riadnemu vykonaniu Klinického
Study, and the Institution/Investigator does | skusania- —a-Zdravotnicke zariadenie/Skusajlci
not remedy such inadequacies within a.-| neurobi- napravu tychto nedostatkov v rozumnej
reasonable period of being notified of such | lehote od-okamihu, kedy mu tieto nedostatky boli
inadequacy, then ICON may at its sole | oznamené,; méze ICON podla vlastného uvaZenia
discretion, refuse to commence or decide to | odmietnut zahajenie Klinického sklSania alebo
discontinue the Study, and terminate this | rozhodnut o jeho preruSeni a ukongit' tito Zmluvu
Agreement without further obligation to the | bez  akejkolvek  dal3ej povinnosti  vodi
Institution/Investigator. Zdravotnickemu zariadeniu/Skusajucemu.

5.1.3 The Institution/Investigator shall notify | Zdravotnicke zariadenie/Skusajuci bude

Sponsor and ICON promptly if a Regulatory
Authority requests permission to inspect the
Institution/Investigators' ~facilites and/or
research records concerning-the Study. On
notification “of —an  inspection, the
Institution/Investigator shall notify ICON of
the date and time of such inspection and
allow ICON and Sponsor to assist in the
preparation for such inspection by a
Regulatory Authority. Furthermore, if an
inspection occurs, the
Institution/Investigator agrees to cooperate
with such inspection and invite ICON and
the Sponsor to be present. The
Institution/Investigator agrees to provide the
Sponsor and ICON with copies of all
Regulatory Authority documentation
including but not limited to correspondence,
statements, warnings, enforcement actions,
pleadings, summons, forms and records
that the Institution/Investigator receives as a
result of or in anticipation of an inspection
and agrees to consider Sponsor/ICON’s
input in respect of any responses to such
correspondence, statements, warnings etc.

The Institution/Investigator shall notify ICON | a zadavatelovi akeékolvek pravne kroky,
and Sponsor of any legal action, | administrativne, regulacne alebo sudne
administrative, regulatory, or judicial

bezodkladne informovat zadavatela a spoloénost
ICON v pripade, Ze Kontrolny urad bude pozadovat
kontrolu zariadeni Zdravotnickeho
zariadenia/Skusajucich  alalebo vyskumnych
zaznamov tykajucich sa Klinického skusania.

Po ohlaseni kontroly Zdravotnicke
zariadenie/Skusajuci oznami spolocnosti ICON
datum a ¢as kontroly a umozni spolo€nosti ICON
a zadavatelovi ucast na priprave na kontrolu
Kontrolnym  dradom. V  pripade Kkontroly
Zdravotnicke zariadenie/Sku$ajuci suhlasi Ze bude
spolupracovat s kontrolou a prizve k nej ICON aj

Zadavatela. Zdravotnicke zariadenie/Sku3ajuci
sthlasi s tym, Ze poskytne Zadavatelovi a
spolo¢nosti ICON képie vSetkych materidlov

Kontrolného Uradu, ktoré zahffiaji okrem iného

koreSpondenciu, vyjadrenia, upozornenia,
vymahacie opatrenia, Ziadosti, predvolania,
formulare a zaznamy, ktoré Zdravotnicke

zariadenie/Skusajuci dostane pred, alebo po
vykonani kontroly a suhlasi s tym, Ze zohladni
prispevok zadavatela/spoloénosti ICON v suvislosti
s akoukolvek reakciou na takuto koreSpondenciu,
vyhlasenia, varovania atd.

Zdravotnicke zariadenie oznami spolo¢nosti ICON
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enforcement action, proceeding, | vykonavacie opatrenie, konanie, vySetrovanie
investigation or inspection taken by a | alebo indpekciu, ktoré vykona Kontrolny Urad.
Regulatory Authority.

5.2 Records Zaznamy

521 The Institution/Investigator shall allow | Zdravotnicke zariadenie/Skusajuci umozni
authorized personnel of ICON, the Sponsor | opravnenym osobam spolo¢nosti ICON,
and any Regulatory Authority to monitor the | Zadavatela a akéhokolvek Kontrolného Uradu
Study, and all records required by the | monitorovat priebeh Klinického skisania a vSetky
Regulations during normal business hours, | pisomnosti pozadované Pravnymi predpismi
or as otherwise required by law, and to: v priebehu obvyklej pracovnej doby alebo ako

vyzaduje zakon a umozni:

5.2.1.1 Inspect Case Report Forms for | Skontrolovat Uplnost Zaznamov subjektu skusania
completeness and detailed compliance with | a podrobnu zhodu s Protokolom a
the Protocol; and

5.2.1.2 | Review Investigational Product | Skontrolovat Uplnost a presnost _dokladov
accountability records for completeness and | o dopogitatelnosti / evidencii Skisaného produktu
accuracy, and a ’ =

521.3 Inspect source documents, including but not | Skontrolovat zdrojové dokumenty, vratane, nie
limited to, hospital/clinic records, relevant to | viak vyluéne, nemocniénych/klinickych zaznamov
the preparation of the Case Report Form. | relevantnych pre pripravu - Zaznamu subjektu
Any audit by ICON/Sponsor of source | ski$ania. Akykolvek audit zdrojovych dokumentov
documents shall be performed with due | zo strany spolo¢nosti ICON/zadavatela bude
regard for patient confidentiality. vykonana -s-patri¢cnym zohladnenim dovernosti

udajov-o=pacientoch.

6 CONFIDENTIALITY MLCANLIVOST

6.1 Confidential Information Doverné informacie

6.1.1 For the purposes of this Agreement | Na Ucely tejto Zmluvy su ,Déverné informacie”
“Confidential Information” means any data, | vetky tdaje, dokumentacia, zdznamy a informacie
documentation, records and information in | v akejkolvek forme tykajice sa podmienok tejto
whatever form related to-the terms of this | Zmluvy alalebo Klinického skusania
Agreement and/or the Study- and/or the | a/alebo Skisaného produktu, ktoré su poskytnuté
Investigational Product that-is provided to | Zdravotnickemu zariadeniu, Skusajucemu alebo
the Institution, Investigator or the Study | Personalu klinického skuSania spolo¢nostou ICON
Personnel by ICON or Sponsor or their | alebo Zadavatelom alebo ich prislusnymi
respective employees- or- agents or is | zamestnancami alebo zastupcami, alebo su inak
otherwise developed or generated in | vytvorené alebo generované v suvislosti s
connection with the discussions and | diskusiamia rokovaniami tykajucimi sa tejto Zmluvy
negotiations pertaining to, or in the course | alebo v priebehu vykonavania tejto Zmluvy vratane,
of performing this Agreement including but | ale nie vylu¢ne, Protokolu, Udajov o klinickom
not limited to the Protocol, Study Data, and | skusani a Priru¢ky pre Skusajtceho.

Clinical Investigator Brochure.

6.1.2 The Institution/Investigator agrees to hold all | Zdravotnicke zariadenie/Skasajuci suhlasi, Zze bude
proprietary and/or Confidential Information | vietky chranen¢ a/alebo déverné informacie drzat
in the strictest confidence, and shall not | v prisnej tajnosti a bez vyslovného pisomneho
disclose the proprietary and/or Confidential | sthlasu zadavatela alebo spoloénosti ICON
Information to any third party without the | neoznami chranené a/alebo déverné informacie
express written permission of the Sponsor | Ziadnej tretej strane.
or ICON.

6.2 Agreement Not to Disclose Dohoda o mi€anlivosti

6.2.1 The Institution/Investigator agrees not to | Zdravotnicke zariadenie/Sku$ajuci suhlasi, Zze
reveal such Confidential Information to third | neoznami tieto Déverné informacie inym tretim
parties, other than those Study Personnel | stranam, nez Personalu klinického skusania, ktori
who need to know, such Confidential | tieto Déverné informéacie potrebuju poznat na
Information for the conduct of the Study and | vykonavanie Klinického sku$ania a zabezpecia
shall safeguard the Confidential Information | Déverné informacie na takej Grovni ochrany, aka sa
with the degree of care normally afforded | pre zabezpecenie dévernosti informacii bezne
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Confidential Information and shall ensure | vyZaduje a zabezpecia, aby vSetky osoby, ktoré
that any persons who need to know | potrebuji vediet Doéverné informéacie na ucely
Confidential Information for purpose of the | Klinického skt8ania, boli viazané v zasade
Study are bound by substantially similar | podobnymi povinnostami tykajucimi sa
confidentiality obligations as are set out | mi¢anlivosti, ako st stanovené v tejto Zmluve, pred
herein prior to disclosure of such | ozndmenim takychto Dévernych informacii.
Confidential Information.

6.2.2 The Institution/Investigator agrees to use | Zdravotnicke zariadenie/Skusajlci suhlasi, Ze bude
Confidential Information only for fulfilling its | také informacie uzivat vyhradne za G¢elom plnenia
respective obligations under this | svojich prislusnych povinnosti vyplyvajtcich z tejto
Agreement. If requested by ICON or | Zmluvy. Pokial o to ICON alebo zadavatel poziada,
Sponsor, the Institution/Investigator shall | pri dokonceni Klinického skuSania Zdravotnicke
promptly return all such Confidential | zariadenie/Skusajlci bezodkladne vrati vSetky tieto
Information to ICON at the end of the Study, | Déverné informacie spolo€nosti ICON (okrem
(other than items required under | poloZiek pozadovanych podla.€lanku 3.3.3, vy$sie
Retention/Transfer of Clinical Study Site | - Uchovavanie/Prevedenie Evidencie tykajlcej sa
File, Section 3.3.3 above). Klinického skii$ania vykondvaného-na Pracovisku).

6.2.3 The obligations of nondisclosure do not | Povinnosti zachovania mi¢anlivosti-sa nevztahuju
apply when: na: - =

6.2.3.1 | The information is in the public domain or | Informacie, ktoré boli zverejnené alebo sa stali
becomes publicly available through no act | verejne dostupnymi bez konania alebo opomenutia
or omission of the Institution, Investigator or | Zdravotnickeho zariadenia,” SkuSajuceho alebo
any Institution employee. ktoréhoKolvek —zamestnanca  Zdravotnickeho

zariadenia. 3

6.2.3.2 | The Institution/Investigator was already in | Zdravotnicke - zariadenie/zadavatel uz vlastnil
possession of the information without | informacie bez obmedzenia dévernosti pred ich
confidentiality restriction prior to disclosure | zverejnenim spolo&nostou ICON alebo
by ICON or Sponsor, as evidenced by its/his | zadavatelom, €o je preukazané jeho pisomnymi
or her written records and which was not | zd&znamami a ktoré neziskal od spolocnosti
acquired from ICON/SPONSOR or from a | ICON/zadavatela alebo od tretej strany, ktora ma
third party under a duty of confidentiality to | vo&i spolo¢nosti ICON/zadavatelovi povinnost
ICON/SPONSOR. zachovavat mi¢anlivost.

6.2.3.3 | The information is lawfully received from a | Informacie, ktoré boli pravoplatne ziskané od tretej
third party that has a right to make such | strany, ktora je opravnena ich oznamit' a ktora tieto
disclosure, who did= not _obtain such | informacie neziskala poru$enim prav Zadavatela a
information violating the- Sponsor's or | spolo¢nosti ICON alebo povinnosti mianlivosti voci
ICON’s rights or is under-an obligation of | Zadavatelovi a spolognosti ICON.
confidentiality to-the Sponsor or.[CON.

6.2.3.4 | Regulations require disclosure to a court of | Informéacie, ktorych oznamenie kompetentnym
competent jurisdiction or government | sidom alebo vladnym orgéanom, je vyZadované
authority provided that | Pravnymi  predpismi za predpokladu, Ze
Institution/Investigator “shall first notify the | Zdravotnicke zariadenie/Skus$ajlci najprv informuje
Sponsor/ICON of any such required | o takomto vyzadovanom oznameni
disclosure and limit such disclosure as faras | Zadavatela/spoloénost ICON a obmedzi taketo
possible under the Regulations; oznamenie v Co najvacsej moznej miere podla

Pravnych predpisov.

6.2.3.5 | The Sponsor and/or ICON grant prior written | Informacie, k oznameniu ktorych Zadavatel a/alebo
permission for disclosure and ICON da predchadzajuci pisomny suhlas a

6.2.3.6 | The results of the Study are disclosed to | Vysledky Klinického skuSania, ktoré su tretim
third parties in accordance with the | stranam oznamené v silade s ustanoveniami
provisions of Section 6.6 herein. ¢lanku 6.6 tejto Zmluvy.

6.3 Medical Confidentiality and Data Protection | Lekarske tajomstvo a ochrana osobnych tdajov

6.3.1 The Parties and Sponsor agree to comply | Zmluvné strany a zadavatel sa zavazuju dodrZiavat
with applicable Regulations throughout the | platné predpisy pocas celej doby platnosti tejto
term of the Agreement. It is the | zmluvy. Kazdd zmluvna strana a zadavatel su
responsibility of each Party and Sponsor to | zodpovedni za vykonanie a vedenie vSetkych
effect and maintain all inventories and | supisov a registracii na spracovanie osobnych
registrations for the processing of Personal | udajov, ako sa vyZaduje podla platného nariadenia.
Data as required under applicable | Zmluvné strany a zadavatel budd navzajom
Regulation. The Parties and Sponsor shall | spolupracovat a pomahat si v suvislosti s
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cooperate and assist each other with | akymkolvek postdenim vplyvu na ochranu Udajov
respect to any data protection impact | a/alebo  predchadzajucimi  konzultaciami s
assessments and/or prior consultations with | regulaénymi organmi, ktoré sa mézu vyZzadovat v
Regulatory Authorities that may be required | stvislosti so spracovanim vykonavanym na
in respect to processing that is carried out | zéklade tejto zmluvy.

under the Agreement.

6.3.2 The Parties agree to adhere to principles, | Zmluvné strany suhlasia s dodrziavanim zasad,
instructions and guidance contained into | pokynov a usmerneni uvedenych v prilohe 6 v
Appendix 6 in relation to the processing of | stvislosti so spracivanim osobnych tdajov, ktoré
personal data that may be necessary to | méze byt potrebné na vykonanie skusania.
conduct the Study.

6.4 Prohibition on use of Inside Information Zakaz pouzivania vnutornych informacii

6.4.1 The Institution agrees not to trade in or to | Zdravotnicke zariadenie suhlasi, Ze nebude
give advice regarding the securities of the | obchodovat ani  poskytovat poradenstvo v
Sponsor when it is in possession of Study | suvislosti s cennymi papiermi Zadavatela, ked ma
Data or other information that constitutes | v drzbe Udaje o klinickom sku8ani- alebo iné
material non-public information of the | informacie, ktoré predstavuji -dolezité neverejné
Sponsor. informacie Zadavatela. ]

6.5 Use of name or trademarks PouZivanie-mena alebo ochrannych znamok

6.5.1 No Party shall make, place or disseminate Ziadna strana nebude vyrabat, umiestriovat ani
any advertising, public relations, | $irit' Ziadny reklamny, PR ani propagacny material
promotional material or any material of any | ani-ziadny material Ziadneho druhu, ktory pouziva
kind using the name of the other party, meno druhej strany a/alebo dcérskych spolognosti
and/or the other Party's subsidiary or | alebo pobociek druhej strany alebo ktory pouziva
affiliate companies or using their respective | ich prislusné ochranné znamky, bez
trademarks, without the prior written | predchadzajuiceho pisomného suhlasu druhej
approval of the other Party or Sponsor as | strany alebo zadavatela (podia prisluSneho
applicable. Provided that Institution hereby | pripadu). Za predpokladu, ze Zdravotnicke
consents on behalf of itself and Investigator | zariadenie tymto sthlasi vo svojom vlastnom mene
that Sponsor and/or ICON is hereby | a v mene Sku$ajuceho, aby Zadavatel alalebo
authorized to disclose on: one or more | spolognost ICON boli tymto opravnené oznamit v
clinical trial registries/databases Institution’s | jednom alebo viacerych registroch/databazach
and/or Investigator's participation in the | klinického  sku$ania  u€ast  Zdravotnickeho
Study, including, . without limitation, | zariadenia a/alebo Sku$ajuceho na Klinickom
identifying the location and contact | sku$ani vratane, ale nie vylucne, identifikacie
information for Institution. and all other | miesta a kontaktnych informéacii pre Zdravotnicke
locations where the Study-is conducted | zariadenie a v8etkych inych miest, kde sa Klinické
under this Agreement. ICON and/or | sku3anie vykondava podla tejto Zmluvy. Spolo¢nost
Sponsor shall also have the right to make | ICON a/alebo Zadavatel maju takisto pravo viozit
appropriate registration entries pertaining to | prislusné registracné zaznamy tykajuce sa
the Study on www.clinicaltrials.gov. | Klinického sku$ania na www.clinicaltrials.gov.
Additionally, the Institution shall not make, | Okrem toho Zdravotnicke zariadenie nebude
place or disseminate any advertising, public | vyrabat, umiestiovat ani Sirit reklamny, PR a
relations, promotional material or any | propagacny materidl ani ziadny material Ziadneho
material of any kind using the name of the | druhu, ktory pouZiva meno Zadavatela a/alebo
Sponsor and/or the Sponsor’s subsidiary or | dcérskych spolo¢nosti alebo pobociek Zadavatela,
affiliate companies or using their | alebo ktory pouZiva ich ochranné znamky, bez
trademarks, without the prior written | predchadzajiceho pisomného sthlasu Zadavatela.
approval of Sponsor.

6.6 Publication Uverejnenie
The Parties acknowledge that the Sponsor | Strany potvrdzuji, Ze Zadavatel si zachova
shall retain ownership of all original Case | viastnictvo  v8etkych  originalov ~ Zaznamov
Report Forms that result from this Study. | subjektov sku$ania, ktoré budu vysledkom tohto
However, the Investigator shall have | Klinického skd$ania. SkusSajuci v8ak ma vysady
publication or presentation privileges | tykajice sa uverejnenia alebo prezentacie za
provided such manuscript and/or abstract is | predpokladu, Ze takyto rukopis a/alebo abstrakt je
submitted to the Sponsor for review and | predlozeny Zaddavatelovi na preskimanie a
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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 Sponsor’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 or the
Sponsor as Confidential Information, 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 or the 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).

pripomienkovanie Sestdesiat (60) dni pred
predloZzenim na uverejnenie alebo Sestdesiat (60)
dni pred prezentaciou. Ak by na zaklade usudku
Zadavatela uverejnenie alebo prezentacia vdanom
tase predstavovali prekazku pre vyvoj Skusaného

produktu Zadavatelom, Skusajuci zvazi
zodpovedajicim  spésobom  zmenit  Casovy
harmonogram uverejnenia alebo prezentacie.

Zdravotnicke zariadenie/Sku$ajlci dalej suhlasi s
vymazom informacii, ktoré spolo€nost ICON alebo
Zadavatel oznadili ako Déverné informacie, pred
predlozenim takéhoto rukopisu a/alebo abstraktu
na uverejnenie alebo prezentaciu, alebo aby
oddialili uverejnenie alebo prezentaciu takéhoto
rukopisu a/alebo abstraktu na zZiadost' spoloénosti
ICON alebo zadavatela s cielom umoznit podanie
akychkolvek patentovych Ziadosti, ktoré si
Zadavatel Zeld podat.=Zadavatel ma tiez pravo
uverejnit Klinické skisanie. Ak-je-Klinicke skusanie
sucastou multicentrického-klinického skusania (€o
na Ugely tejto Zmluvy znamena, ze sa na fiom
zuCastiiuje- aspori jedno -dalSie zdravotnicke
zariadenie),  akékolvek  uverejnenie  alebo
prezentacia.zaloZzené-na vysledkoch ziskanych na
Pracovisku ~sa nesmie uskutoénit pred prvym
multicentrickym “uverejnenim. Ak sa uverejnenie
tyka analyz podsuborov Udajov z multicentrického
klinického skusania, uverejnenie alebo prezentacia
sa budl odkazovat na prisludné multicentricke
uverejnenie(-ia).

except for the Qualified Participants’
medical records, any electronic database
required to be created under the Protocol
and any Study reports prepared by the
Institution, Investigator, the sub-
investigators and the other Study Personnel
for the Sponsor (“Study Results”), shall
become the sole property of the Sponsor.
Institution and Investigator hereby assign
their entire rights, title and interest in the
Study Results to Sponsor. Institution
ensures that all rights, title and interest of
the sub-investigators and any other Study
Personnel in Study Results shall be equally
assigned to Sponsor. Institution and

7 INTELLECTUAL PROPERTY DUSEVNE VLASTNICTVO

7.1 Ownership Viastnictvo

711 Without compromising .Sponsor’s rights in | Bez toho, aby boli ohrozené prava Zadavatela
Section 7.1.2 and 7:1.3, all documents, | uvedené v ¢lankoch 7.1.2 a 7.1.3, vSetky
Protocols, Confidential Information, Study | dokumenty, Protokoly, Déverné informécie, daje
Data, and materials-_provided to the | zo skusania a materialy poskytnuté
Institution/Investigator pursuant to this | Zdravotnickemu zariadeniu/Skusajicemu podla
Agreement or developed-during the course | tejto Zmluvy alebo vyvinuté v priebehu vykonavania
of conducting the Study, excluding Qualified | Klinického sku$ania, s vynimkou zdravotnych
Participant medical records and other | zdznamov Spoésobilych subjektov skusania a inych
source documents, are and shall remain | zdrojovych dokumentov, st a zostanu vlastnictvom
Sponsor's  property. Any documents | Zadavatela. Akékolvek dokumenty, na ktoré sa
referenced herein shall be returned | odkazuje v tejto Zmluve, sa okamZite vratia na
promptly upon request to ICON/Sponsor. ziadost spolo¢nosti ICON/Zadavatela.

7.1.2 All rights, title and interest in the Study Data, | VSetky prava, naroky a zaujmy v stvislosti s Udajmi

o klinickom ski$ani s vynimkou zdravotnych

zaznamov  Spésobilych  subjektov  skuSania,
akoukolvek elektronickou databazou, ktorej
vytvorenie sa vyZzaduje podla Protokolu, a

akymikolvek spravami o Klinickom skua$ani
pripravenymi Zdravotnickym zariadenim,
Skusajticim, spolupracovnikmi Skusajliceho a inym
Persondlom klinického sku$ania pre Zadavatela
(dalej len ,Vysledky klinického ski$ania®) sa stanu
vyluénym vlastnictvom Zadavatela. Zdravotnicke
zariadenie a Skusajlici tymto postupuju vSetky
svoje prava, naroky a zaujmy v suvislosti s
Vysledkami klinického skuSania Zadavatelovi.
Zdravotnicke  zariadenie  zaisti, aby  boli
Zadavatelovi postupené aj vSetky prava, naroky a
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Investigator will take reasonable and | zaujmy spoluskusajucich a iného Personalu
customary precautions, including periodic | klinického skisania. Zdravotnicke zariadenie
backup of computer files, to prevent the loss | a Ski8ajdci prijmd primerané a na mieru Site
or alteration of any Study Data. bezpe¢nostné opatrenia vratane pravidelného
zalohovania pocitacovych suborov s ciefom predist

) strate alebo zmene Udajov o klinickom skudsani.

7.1.3 Inventions whether or not patentable, | Patentovatelné i nepatentovatelné vynalezy,
processes, know-how, trade secrets, data, | procesy, know-how, obchodné tajomstvo, Udaje,
improvements, patents and/or other | zlepSovacie navrhy, patenty alebo iné dusevné
intellectual  property relating to the | vlastnictvo stvisiace so Skisanym produktom, Ci
Investigational Product or otherwise arising | inak vyplyvajice z Klinického skuSania, zapocate,
from the Study, conceived, generated or first | vytvorené &i prvykrat uplatnené v praxi v priebehu
reduced to practice, as the case may be, | trvania tejto Zmluvy, podla toho, ¢o je relevantne,
during the term of this Agreement | (dalejlen,Vynalezy”), budl, bez dalSejodmeny pre
(hereinafter called “Inventions”), shall, | Zdravotnicke zariadenie a/alebo Skusajlceho,
without further remuneration for Institution | majetkom Zadavatela.
and/or Investigator, be the property of the
Sponsor.

7.2 Disclosure Oznamenie

7.21 The Institution/Investigator shall promptly | Zdravotnicke zariadenie/Skusajuci bezodkladne
disclose to ICON and/or the Sponsor, in | pisomne = ozndmi spolo¢nosti ICON  alebo
writing, any Invention. Zadavatelovi vytvorenie akéhokolvek Vynalezu.

7.3 Cooperation Sucinnost:

7.3.1 The Institution/Investigator shall take all | Zdravotnicke — zariadenie/Skusajuci vykona
such actions throughout the term of this | v priebehu trvania Zmluvy i po jej ukonceni nutné
Agreement and thereafter as shall be | kroky za (celom zaistenia, Ze Vynalezy budd méct
necessary in order to ensure that the | byt Zadavatelovi zverené bez zatazenia v stlade
Inventions may be vested free of | s ¢lankom 71, vysSie. Zdravotnicke
encumbrance in the Sponsor in accordance | zariadenie/Skusajuci bude dalej spolupracovat so
with Section 7.1 above. The | Zadavatelom na udet Zadavatela, a to tak, ze
Institution/Investigator shall further | bezodkladne podpise akékolvek dokumenty alebo
cooperate with the Sponsor, at the | uskutoéni akékolvek Ukony, ktorée mozu byt
Sponsor's expense by- promptly executing | vyZadované za Gcelom udelenia prav k Vynalezom
any documents or carrying out any acts that | Zadavatela, & inym spésobom, aby umoznil
may be required to vest the rights in or to | Zadavatelovi pine chranit prava dusevného
Inventions in the-Sponsor-and-otherwise to | vlastnictva.
enable the Sponsor fully to protect its
intellectual property—

7.4 Background Rights Dalsie prava

7.4.1 For the avoidance of doubt all intellectual | Za ucelom vylu¢enia pochybnosti, vsetky prava
property rights and rights of a similar nature | dusevného vlastnictva a prava podobnej povahy,
owned by or licensed to the | ktoré su pred datumom uzatvorenia tejto Zmluvy
Institution/Investigator, Sponsor or ICON | vlastnene Zdravotnickym zariadenim,
prior to the date of this Agreement shall | Zadavatelom &i spolo€nostou ICON a na ktore ma
remain that party’s property. Zdravotnicke zariadenie/Skusajuci, Zadavatel di

spolo¢nost ICON pred datumom uzatvorenia tejto
Zmluvy licenciu, ostand vo vlastnictve prislusnej
strany.

8 TERM AND TERMINATION DOBA TRVANIA ZMLUVY A UKONCENIE

ZMLUVY

8.1 Term Doba trvania Zmluvy

8.1.1 This Agreement will remain in effect from the | Tato Zmluva bude G¢inna od Datumu ucinnosti do
Effective Date until completion of the Study, | okamihu  dokon¢enia  Klinického skusania,
closeout of the Site and completion of the | uzavretia Pracoviska a splnenia povinnosti stran
obligations of the parties under this | vyplyvajlcich z tejto Zmluvy, alebo do okamihu
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Agreement or earlier termination in | jeho predéasného ukoncenia v sulade s ¢lankom 8
accordance with this Section 8 (hereinafter | (dalej len ,Doba trvania zmluvy*).
the “Term”).

8.2 Termination by Institution Ukonéenie Klinického skuSania Zdravotnickym

zariadenim

8.2.1 The Institution/Investigator may terminate | Zdravotnicke zariadenie/Skusajuci méze Klinické
the Study by notice in writing at any time | ski$anie kedykolvek ukongit pisomnou vypovedou
with immediate effect, if in the Investigator's | s okamzitou uUc€innostou, pokial je na zaklade
reasonable opinion termination is required | rozumného nazoru SkdSajluceho takéto ukoncenie
to protect patient safety, e.g., because of the | vyZzadované za Uucelom ochrany bezpecnosti
occurrence of an unexpected or Serious | pacientov, napr. z dévodu vzniku neocakavanej
Adverse Event. alebo Zavaznej neziaducej udalosti.

8.2.2 The Institution may terminate the Study by | Zdravotnicke zariadenie méze Klinické skuSanie
providing notice in writing at any time with | kedykolvek  ukoncit  poskytnutim  pisomnej
immediate effect if ICON commits a material | vypovede s okamzitou u&innostou, ak sa ICON
breach of this Agreement and has not | dopusti podstatného poruSenia tejto-Zmluvy a
remedied that breach (if remediable) within | nedéjde k naprave tohto porudenia (pokial je
thirty (30) days of receipt of written notice | napravitelné) v lehote “tridsiatich= (30) dni od
from the Institution/Investigator requiring | obdrzania Pisomnej vyzvy Zdravotnickeho
remedy and specifying the breach | zariadenia/Skusajlicemu poZadujlcej tuto napravu
complained of. a $pecifikujlicej vytykané porusenie.

8.3 Termination by ICON Ukonéenie spoloénostou ICON

8.3.1 Sponsor/ICON on Sponsor's instruction | Zadavatel/spolo¢nost ICON na zaklade pokynov
may terminate the Study prior to completion | zadavatela méze ukonéit Klinické skuSanie pred
of the Study by providing thirty (30) days | jeho dokongenim dorucenim pisomnej vyzvy
written notice to the Institution/Investigator | dorugenej Zdravotnickemu zariadeniu tridsat' (30)
with immediate effect for any of the following | dni vopred s okamzitou platnostou pre ktorykolvek
reasons: Z nasledujucich dévodov:

8.3.1.1 | upon written request by the Sponsor or | na zaklade pisomnej vyzvy Zadavatela alebo
Regulatory Authority to terminate the Study; | kontrolného tUradu ukongit Klinické skusanie;

8.3.1.2 | Without prejudice to the generality of the | Bez toho, aby bola dotknuta obecna platnost prav
rights of ICON under this-Section 8.3.1.1 of | spolo¢nosti ICON podia tohto €lanku 8.3.1.1 tejto
this Agreement, the Institution/Investigator | Zmluvy, Zdravotnicke zariadenie/Skusajlci berie
acknowledges that the Study-forms part ofa | na vedomie, Ze Klinické ski$anie tvori suCast
multi-centre  clinical-— trial- for which | multicentrického klinického skuania, pre ktoré sa
recruitment is=competitive and that the | naboruskutogriuje na zaklade vyberoveého konania,
Study may accordingly—be terminated by | a ze klinicke skusanie méze byt
Sponsor/ICON- prior-to recruitment of the | zadavatelom/spolo¢nostou ICON ukonéené pred
number of Qualified-Participants stated in | naborom takého poctu Spdsobilych subjektov
the Protocol or Appendix 2 to this | skiSania, ktory je uvedeny v Protokole alebo
Agreement; prilohe €. 2 tejto Zmluvy;

8.3.1.3 | Upon determination by the Sponsor and/or | Na zaklade rozhodnutia Zadavatela a/alebo
ICON that the Investigator, after reasonable | spolo¢nosti ICON, Ze  SkuSajuci, napriek
opportunity, is unable for any reason, to | poskytnutiu  primeranej moznosti, nie je
satisfactorily perform the Study as required | z akéhokolvek dévodu schopny uspokojivo vykonat
in the Protocol and this Agreement including | Klinické skus$anie tak, ako pozaduje Protokol a tato
without limitation the circumstances set out | Zmluva vratane, ale nie vyluéne, okolnosti
in Section 5.1.2; stanovenych v ¢lanku 5.1.2;

8.3.1.4 | In the event that the Institution/Investigator | V pripade, Ze Zdravotnicke zariadenie/Skusajlci
commits a breach of this Agreement and | porusi tito Zmluvu a zatial nedoslo k naprave tohto
has not remedied that breach (if remediable) | poru$enia (pokial je napravitelné) v lehote
within thirty (30) days of receipt of written | tridsiatich (30) dni od obdrzania Pisomnej vyzvy
notice from ICON or Sponsor requiring | spolo¢nosti ICON alebo zadavatela poZadujlcej
remedy and specifying the breach |tito napravu a Specifikujicej uskutocnené
complained of; porusenie;

8.3.1.5 | In the event that the Institution/Investigator | V pripade, Ze sa Zdravotnicke zariadenie/Skusajlci
commits a breach of Section 12.11 of this | dopusti poru$enia ¢lanku 12.11 tejto Zmluvy;
Agreement;
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8.3.1.6 | If Institution/Investigator is declared or | Ak je Zdravotnicke zariadenie/Skusajuci vyhlasené
becomes insolvent, files a petition for | za platobne neschopné alebo ak sa stane platobne
protection from its creditors under any | neschopnym, poda ziadost' o ochranu pred svojimi
applicable bankruptcy laws, becomes | veritelmi podla akychkolvek platnych zakonov o
subject to an involuntary bankruptcy | Upadku, stane sa predmetom nedobrovolného
proceeding, makes an assignment for the | konkurzného konania, vykona prevody v prospech
benefit of its creditors, or has an | svojich veritelov alebo ma spravcu konkurznej
administrator or receiver appointed over all | podstaty vymenovaného nad celym svojim
or any part of its assets or ceases or | majetkom alebo nad jeho Castou alebo prestane
threatens to cease to carry on its business; | vykonavat podnikatelskd ¢innost alebo hrozi, ze
and prestane vykonavat podnikatel'sku ginnost; a

8.3.1.7 | Under the circumstances set out in Section | Za okolnosti stanovenych v ¢lanku 3.15 vyssie.
3.15 above.

8.3.2 Sponsor/ICON on Sponsor's instruction | Zadavatel/spolo¢nost ICON-na zaklade pokynov
may terminate the Study at any time prior to | zadavatela méZe kedykolvek: ukongit  Klinické
completion by providing thirty (30) days | skusanie pred jeho -dokonéenim poskytnutim
written notice without cause to the | pisomnej vypovede tridsat  (30) dni vopred bez
Institution/Investigator. uvedenia dovodu Zdravotnickemu zariadeniu.

8.4 Termination of this Agreement Ukonéenie tejto Zmluvy

8.4.1 In the event that the Study is terminated | V pripade; 2Ze d6jde k ukonceniu Klinického
then this Agreement shall automatically | skisania:-bude tato Zmluva automaticky ukonéena
terminate with immediate effect. All the | s okamzitou- Gg&innostou. VSetky  povinnosti
obligations of confidentiality under this | zachovania ~miCanlivosti podla tejto casti 6
Section 6 shall remain in force for a period | zostavaju v-platnosti po dobu 5 (piatich) rokov od
of 5 (five) years from the termination of this | ukoncenia tejto zmluvy.

Agreement. .

8.5 Obligations _of the Institution _after | Povinnosti Zdravotnickeho zariadenia po ukon&eni
Termination Klinického skusania

8.5.1 Immediately upon receipt of a notice of | Po obdrzani vypovede Skusajuci bezodkladne
termination, the Investigator shall stop | ukonéi zaradovanie potencialnych pacientov do
entering potential patients into the Study | Klinického skuSania a ukonci vykonavanie
and shall cease conducting-procedures, to | procedur u pacientov, ktori sa uz Klinického
the extent medically and ethically | skiSania zG&astiuju, v rozsahu, ktory je
permissible, on patients already entered into | z lekarskeho a etického hladiska pripustny.
the Study. ——

8.5.2 In the event of early termination of this | V pripade pred¢asného ukoncenia tejto Zmluvy
Agreement by the Sponsor or ICON and | Zadavatelom alebo spolo¢nostou ICON a
subject to an obligaton on the | vzavislosti na  povinnosti  Zdravotnickeho
Institution/Investigator to mitigate any loss, | zariadenia/Skusajtceho zmiernit akukolvek stratu,
ICON shall procure that the Sponsor shall | spolognost ICON zaisti, aby Zadavatel' uhradil
pay all third party costs incurred and falling | V3etky naklady tretej strany, ktoré vznikli a stali sa
due for payment up to the date of | splatnymi k datumu ukonCenia Zmluvy a rovnako
termination, and also all non-cancellable | vietky nezrusitelné vydaje tretej strany, ktoré sa
third party expenditure falling due for | stant splatnymi po datume ukoncenia tejto Zmluvy
payment after the date of termination which | a ktoré vyplyvaja zo zavazkov, ktoré boli
arises from commitments reasonably and | Zdravotnickym zariadenim/Sku$ajucim dévodne
necessarily incurred by the | a nevyhnutne plnené pri vykonavani Kiinického
Institution/Investigator for the performance | skdsania pred datumom ukoncenia a ktoré boli
of the Study prior to the date of notice of | dohodnuté so Zadavatelom. Na Ziadnu dalSiu
termination, and agreed with the Sponsor. | kompenzaciu neméa narok Zdravotnicke zariadenie
No further compensation shall be payable to | ani Skusajuci.

Institution or Investigator.
9 DEBARMENT CERTIFICATION POTVRDENIE TYKAJUCE SA VYLUCENIA Z
P6SOBENIA V MEDICINE
9.1 Representation Prehlasenie
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9.11 The Investigator represents that he/she has | Skdsajuci vyhlasuje, Ze nikdy nebol, a Zdravotnicke
never been and the Institution represents | zariadenie vyhlasuje, Ze Personal klinického
that the Study Personnel who will be | skdSania, ktory bude poskytovat sluzby
rendering services to the Sponsor or ICON, | Zadavatelovi alebo spoloénosti ICON, nikdy nebol:
have never been:

9.1.1.1 | debarred, disqualified, restricted in their | vyli¢eny z pdsobenia v medicine, vyhlaseny za
ability to practice medicine, or convicted of | nespdsobily pdsobit v medicine, obmedzeny vo
a crime for which a person can be debarred | svojej sposobilosti pésobit v medicine alebo
under any Regulations including but not | odsudeny za trestny cin, v désledku ktorého méze
limited to 21 U.S.C. § 335a (hereinafter | byt osoba vyli¢ena z pdsobenia v medicine podla
335a), or the Generic Enforcement Act of | Pravnych predpisov, vratane, nie v8ak vylune,
1992, Sections 306(a) or (b) nor oddielu €. 21 amerického zakonniku § 335a (dalej

len 335a), alebo zakona o kontrole generik z roku
1992, § 306 odst. a) alebo b) ani

9.1.1.2 | threatened to be debarred or indicted for a | mu nehrozilo vyliCenie z pésobenia v medicine
crime or otherwise engaged in conduct for | alebo obvinenie z trestného=¢inu, ani sa inak
which a person can be debarred under | neztcastnil konania, pre-ktoré méze byt-jednotlivec
Regulations, or podla Pravnych predpisov vylu&eny, alebo

9.1.1.3 | involved in any civil, criminal or regulatory | zapojeny do Ziadnej obgianskej ~trestnej alebo
litigation or investigation, arbitration | regulaénej Zaloby alebo vySetrovania i
proceedings that reasonably affect their | arbitrdZneho-konania, ktoré maju v rozumnej miere
involvement in the Study, and that no data | vplyv na jeho zapojenie do Klinického sku$ania, a
produced by them in any previous clinical | Ze Ziadne Udaje, ktoré vyprodukoval v
study in which they have been involved have | predchadzajlicom klinickom skusani, do ktorého
been rejected because of concern as to its | bol-zapojeny, neboli odmietnuté z obavy stvisiace;
accuracy or bona fide nature, or s ich-presnostou-alebo povahou bona fide, alebo

9.1.1.4 | disciplined by and/or banned by a regulatory | potrestany kontrolnym uGradom alebo vyliéeny
body from carrying out clinical trials. kontrolnym- dradom z vykonavania klinického

skusania.

9.2 Notification of Debarment Oznamenie o vylu€eni z pbdsobenia v medicine

9.2.1 The Institution/Investigator agrees that | Zdravotnicke zariadenie/Skdsajuci sthlasi, Ze bude
he/shelit shall notify the Sponsor or ICON in | informovat Zadavatela alebo spolocnost ICON
the event of any -such debarment, | v pripade takého vyliéenia, odsudenia, hrozby &i
conviction, threat or indictment referred to in | obvinenia uvedenych v ¢lanku 9.1 vyssie.

Section 9.1 above. ==

9.3 Not to Employ- — Zavazok nezamestnavat

9.3.1 During the-term of this Agreement, the | Poéas trvania tejto Zmluvy sa Zdravotnicke
Institution agrees not to employ or otherwise | zariadenie zavazuje, Ze nezamestna ¢&i inak
engage any Study Personnel who has been | zmluvne nezaviaze Personal klinického sku$ania,
debarred or convicted of a crime for which a | ktory bol vylu¢eny z pésobenia v medicine alebo
person can be debarred. odsudeny za trestny &in, nasledkom ktorého méze

dojst k vylu€eniu jednotlivca.

9.4 Certification Potvrdenie

941 From time to time, upon request by Sponsor | Na Ziadost Zadavatela alebo spolocnosti ICON
or ICON, the Institution/Investigator shall | Zdravotnicke zariadenie/Skusajuici z ¢asu na €as
certify to ICON in writing the Investigator's/ | poskytne spolo¢nosti ICON pisomné potvrdenie, Ze
Institution’s compliance with the foregoing | kona v stlade s predchadzajucimi ustanoveniami.
provisions.

10 INDEMNIFICATION AND INSURANCE NAHRADA SKODY A POISTENIE

10.1 Sponsor Indemnity Nahrada $kody Zadavatelom

10.1.1 For the Term of this Agreement, and for a | Pocas trvania tejto zmluvy a maximalne tri roky po
maximum of three years after completion of | jej skonéeni sa zadavatel zavézuje odSkodnit,
the Term, the Sponsor agrees to indemnify, | branit alebo uhradit naklady na obhajobu a chranit
defend or cover costs of defense for, and | (,od$kodnit") sku$ajiceho skuSania, vSetky
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hold harmless (“Indemnify”) the Study
Investigator; any Institution at which the
Study is conducted, its officers, agents, and
employees; and the IEC and/or RA that
approved the Study (collectively,
“Indemnified Parties”) against any claim
filed by a third party for damages, costs,
liabilities and/or expenses arising out of a
Trial Subject Injury (hereinafter defined), the
design of the Study, or the specifications of
the Protocol. Trial Subject Injury means a
physical injury or drug-related psychiatric
event caused by administration or use of the
Investigational Product required by, and in
accordance with, the Protocol that the Trial
Subject would not have received if the Trial
Subject had not participated in the Trial
(“Trial Subject Injury”). Sponsor further
agrees to reimburse Institution for the actual
cost of diagnostic procedures and medical
treatment necessary to treat a Trial Subject
Injury. Institution and Investigator agree to
provide or arrange for prompt diagnosis and
medical treatment of any Trial Subject
Injury. Investigator further agrees to
promptly notify Sponsor of any Trial Subject
Injury. Any Indemnification arrangements
between the Institution and the Sponsor
(hereinafter called “Indemnification
Provision”) if applicable shall be by means
of an agreement between the Institution/
Investigator and the Sponsor directly.

zdravotnicke zariadenia, v ktorych sa skuSanie
vykonava, ich veducich pracovnikov, zastupcov a
zamestnancov; a |IEC alalebo RA, ktoré schvalili
skusanie (spolo¢ne dalej len ,odSkodnené strany®),
v pripade akychkolvek narokov podanych tretou
stranou na nahradu $kody, nakladov, zavazkov
a/alebo vydavkov vyplyvajucich z ujmy sposobenej
subjektu skusania (dalej definovaného), navrhu
skusania alebo $pecifikacii protokolu. Ujma
spdsobena subjektu skuSania znamena fyzicku
ujmu alebo psychiatricku udalost svisiacu s liekom
spdésobend  podavanim  alebo  pouZivanim
skisaného lieku vyzadovanym protokolom a v
sulade s nim, ktoré by subjekt skuSania nedostal,
ak by sa nezucastnil na Skusani (,ujma spésobena
subjektu skigania“). Zadavatel dalej suhlasi s tym,
Ze zdravotnickemu zariadeniu ~uhradi- skutocné
naklady na diagnostické postupy a lekarske
oSetrenie potrebné na “lieCbu—ujmy sposobengj
subjektu sku$ania. Zdravotnicke zariadenie a
ska3ajuci suhlasia s tym, Ze zabezpecia alebo
zariadia rychlu diagnostiku a lekarske oSetrenie
akejkolvek ujmy-spdsobenej subjektu skiSania.
Skugajuci dalej stihlasi s tym, Ze bude bezodkladne
informovat ~ zadavatela o akejkolvek  ujme
spdsobenej:subjektu skisania. Akékolvek dohody
o nahrade $kody medzi Zdravotnickym zariadenim
a Zadavatelom (dalej len ,Poskytnutie nahrady
8kody”) budu dohodnuté priamo prostrednictvom
dohody medzi Zdravotnickym

zariadenim/Skusajucim a Zadavatelom.

10.1.2

Notice and Cooperation

Institution and Investigator agree to provide
Sponsor with prompt=notice -of, and full
cooperation in handling,-any- claim that is
subject to indemnification. If so requested
by Sponsor, Institution= and -Investigator
agree to authorize-Sponsor-to carry out the
sole management of defense of an
indemnified claim.

Oznamenie a spolupraca

Zdravotnicke zariadenie a sku$ajlci sa zavazuju,
Ze zadavatelovi bezodkladne oznamia a budu pine
spolupracovat pri rieSeni akéhokolvek naroku,
ktory je predmetom od$kodnenia. Ak o to zadavatel
poziada, zdravotnicke zariadenie a skusajuci
sthlasia s tym, Ze splnomocnia zadavatela na
vyhradné riadenie obhajoby odSkodfiovaného
naroku.

10.1.3

Settlement or Compromise

No_settlement or compromise of a claim
subject to this indemnification provision will
be binding on Sponsor without Sponsor’s
prior written consent. Sponsor will not
unreasonably withhold such consent of a
settlement or compromise. Neither Party will
admit fault on behalf of the other Party
without the written approval of that Party.

Vyrovnanie alebo kompromis

Ziadne vyrovnanie ani kompromis v pripade
naroku, na ktory sa vztahuje toto ustanovenie o
odskodneni, nebude pre zadavatela zavazneé bez
predchadzajuceho pisomného sthlasu zadavatela.
Zaddavatel nebude takyto suhlas s vyrovnanim
alebo kompromisom bezddvodne odmietat. Ziadna
Zo stran neprizna vinu v mene druhej strany bez
pisomného suhlasu tejto strany.

10.1.4

For the avoidance of doubt ICON shall not
provide any indemnification on ICON’s own
account to the Institution or any of their
servants, employees, contractors or agents.

Za ulelom vylu¢enia pochybnosti [CON
neposkytne  Zdravotnickemu zariadeniu  ani
Ziadnemu z jeho podriadenych, zamestnancov,
dodavatelov alebo zastupcov Ziadnu nahradu
§kody na svoj ucet.

10.2

Insurance

Poistenie

10.2.1

The Institution shall maintain a level of
insurance, which is both commercially
reasonable and in accordance with
Regulations. Upon request by ICON, the

Zdravotnicke zariadenie bude udrziavat vysku
poistenia, ktora je z obchodného hladiska
dostagujlca a je v sulade s Pravnymi predpismi. Na
zaklade Ziadosti spolocnosti ICON Zdravotnicke
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Institution/Investigator shall produce written
evidence of appropriate insurance coverage
for its responsibilities and liabilities under
this Agreement, which insurance coverage
shall also comply with all Regulations or,
alternatively, if applicable insurance is
provided by a governmental agency, the
Institution shall satisfy all requirements
necessary to remain eligible for such
governmental insurance.

zariadenie/Skusajuci predlozi pisomny doklad o
prislu§nom poistnom kryti svojej zodpovednosti a
zavazkov vyplyvajucich z tejto Zmluvy, pricom toto
poistné krytie bude taktiez v stlade so vSetkymi
Pravnymi predpismi alebo, pokial prislusné
poistenie bude poskytované viadnym organom,
Zdravotnicke zariadenie bude spifat Vsetky
poziadavky nevyhnutné k tomu, aby na poistenie
poskytované vladnym organom malo narok.

10.2.2 The parties to the Agreement acknowledge | Zmluvné strany bert na vedomie, Ze Zadavatel
that the Sponsor is responsible for injury to | zodpoveda za 8kody na zdravi subjektov skiSania
health of the trial subjects caused by the | spésobené S$pecifickou povahou skuSaného
Investigational Product. In accordance | produktu. V sulade s Pravnymi predpismi, najma
with relevant Regulations and Act No. | zdkonom ¢&. 140/1998 Z.z. o liekoch a
140/1998 Coll., on Drugs and Medical Aids, | zdravotnickych poméckach, v—-zneni neskorsSich
as amended, the Sponsor shall arrange for | predpisov, Zadavatel zabezpeci=pred_-zahajenim
insurance of the trial subjects in the event of | klinického skusania na-—celt=dobu vykonavania
injury to their health resulting from the Study | klinického sku$ania zmluvné poistenie subjektov
prior commencement of the Study and | skt$ania pre pripad $kody. vzniknutej na zdravi v
maintain this insurance during the whole | désledku vykonavania klinického skisania, a to u
term of the Study. The insurance shall be | osoby ktomu - opravnenej podla prislusnych
concluded with an entity authorized | Pravnych. predpisov. Képia potvrdenia o poisteni
pursuant to appropriate legal regulations. A | subjektov-ski$ania-je prilohou €. 3 tejto zmluvy.
copy of the insurance of the trial subjects | V stlade s Pravnymi predpismi, Zadavatel dalej
forms Appendix 3 to this Agreement. In | zabezpe&i pred zahajenim klinického skisania na
accordance with relevant local | celd “dobu vykonavania klinického skuSania
Regulations the Sponsor shall further | zmluvné -poistenie zodpovednosti za $kodu pre
arrange for liability insurance for the | SkuSajuceho a Zadavatela, a to u osoby k tomu
Investigator and for the Sponsor itself prior | opravnenej podla prisludnych Pravnych predpisov.
to commencement of the Study and | Képia potvrdenia o poisteni SkuSajuceho a
maintain this insurance during the whole | Zadavatela je prilohou €. 3 tejto zmluvy.
term of the Study. The insurance shall be
concluded with an entity authorized
pursuant to appropriatezlegal regulations. A
copy of the insurance of the Investigator and
the Sponsor forms Appendix 3 to this
Agreement.

10.3 ICON Disclaimer T Odmietnutie zodpovednosti spolo¢nosti ICON

10.3.1 The Institution/Investigator acknowledge(s) | Zdravotnicke zariadenie/SkuSajuci  berie na
that the Sponsor has engaged ICON to | vedomie, Ze Zadavatel] zmluvne zaviazal

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 DOES
HEREBY DISCLAIM ANY AND ALL
REPRESENTATIONS AND WARRANTIES
WITH RESPECT TO THE
INVESTIGATIONAL PRODUCT
INCLUDING ANY REPRESENTATION OR
WARRANTY OF QUALITY,
PERFORMANCE, MERCHANTABILITY

spolo¢nost ICON k riadeniu Klinického sku$ania.
Spolocnost ICON neuskutoénila Ziadny nezavisly
vyskum alebo analyzu tykajucu sa SkuSaného
produktu, materidlov alebo lie€ebnych postupov,
ktoré maja byt uskutocnené podla Klinického
skusania, a preto ICON neposkytuje Ziadne
vyslovné &i skryté zaruky tykajice sa SkuSaného
produktu, materialov, lie€ebnych postupov a
vysledkov, ktoré moézu byt ziskané v suvislosti
s podavanim Skusaného produktu alebo vhodnosti
Skusaného produktu pre akykolvek konkrétny ucel.
SPOLOCNOST ICON TYMTO ODMIETA
ZODPOVEDNOST ZA VSETKY VYJADRENIA A
ZARUKY V SUVISLOSTI SO SKUSANYM
PRODUKTOM  VRATANE  AKEHOKOLVEK
VYJADRENIA ALEBO ZARUKY, KTORE SA
TYKAJU KVALITY, VYKONNOST],
OBCHODOVATELNOST!I ALEBO VHODNOSTI
NA URCITE POUZITIE ALEBO UCEL, ALEBO ZE
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OR FITNESS FOR A PARTICULAR USE
OR PURPOSE, OR THAT THE USE OF
THE INVESTIGATIONAL PRODUCT FOR
PURPOSES OTHER THAN SPECIFIED IN
THIS 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.

POUZITIE SKUSANEHO PRODUKTU NA UCELY
INE NEZ UGELY UVEDENE V TEJTO ZMLUVE
NEPORUSI PRAVA ANl PATENTY ZIADNEJ
TRETEJ STRANY. SPOLOCNOST ICON DALEJ
VYSLOVNE ODMIETA AKUKOL VEK
ZODPOVEDNOST ZA AKYKOLVEK NAROK V
SUVISLOSTI SO SKUSANYM PRODUKTOM
VYPLYVAJUCI ZO STAVU SPOSOBENEHO
ALEBO UDAJNE SPOSOBENEHO PODANIM
TAKEHOTO SKUSANEHO PRODUKTU S
VYNIMKOU MIERY, V AKEJ JE TAKATO
ZODPOVEDNOST SPOSOBENA
NEDBANLIVOSTOU, UMYSELNYM
POCHYBENIM ALEBO PORUSENIM TEJTO
ZMLUVY SPOLOCNOSTOU ICON. TENTO
CLANOK ZOSTANE V PLATNOSTI AJ PO
SKONCENI ALEBO -UPLYNUTi PLATNOSTI
TEJTO ZMLUVY. —

10.4

Institution Indemnity

Nahrada §kody Zdravotnickym zariadeniam

10.4.1

The Institution/Investigator acknowledges
that neither ICON nor the Sponsor will be
responsible for, and the Institution agrees to
indemnify, defend 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 by an
Indemnified Party to adhere to"the Protocol
or written instructions of Sponsor, failure to
obtain informed consent, failure to comply
with applicable _law™—breach of this
Agreement or negligence, willful misconduct
of an Indemnified Party, or any other person
who assists in conducting the Study, in
performing their obligations under this
Agreement.

Zdravotnicke —zariadenie/Skusajici berie na
vedomieZze ani IEON ani Zadavatel nebudu niest
zodpovednost a Zdravotnicke zariadenie suhlasi,
7e od8kodni, bude obhajovat a chranit pred Skodou
spoloénost  ICON, Zadavatela a ich prislusné
pobocky, uradnikov, riaditelov,  partnerov,
zamestnancov a zastupcov v slvislosti s
akoukolvek zodpovednostou, stratou, narokom,
odskodnym a vydavkami (vratane vydavkov na
pravnikov a sudnych trov), ktoré im vznikli v
sUvislosti s akymkolvek ndrokom tretich stran,
sidnymi  procesmi,  vySetrovaniami  alebo
siadostami v rozsahu spdésobenom alebo
vyplyvajucom z akéhokolvek skutocneho alebo
Gdajného zanedbania, nedodrzania Protokolu
alebo pisomnych pokynov zadavatela
odskodriovanou stranou, nesplnenia povinnosti
ziskat' informovany suhlas, nedodrzania platnych
pravnych predpisov, poru$eni tejto Zmiuvy alebo
umyselného nespravneho konania zo strany
odskodriovanej strany alebo akejkolvek inej osoby,
ktora pomaha pri vykonavani Klinického skusania,
pri vykonavani ich povinnosti podla tejto Zmluvy.

10.4.2

No Party to this Agreement nor Sponsor
shall be liable for any 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 third party claim,
indemnification obligations hereunder, nor
any breach of the intellectual property rights
of Sponsor or its principals, or any breach of
Confidential Information obligations.

Ziadna strana tejto Zmluvy ani Zadavatel nebudu
niest zodpovednost za Zziadne nasledné ani
nepriame $kody vratane akéhokolvek naroku za
stratu zisku alebo prileZitosti voci ziadnej inej strane
alebo Zadavatelovi. Obmedzenie zodpovednosti
stanovené v predchadzajlcej vete sa nevztahuje
na ziadny narok tretej strany, povinnosti tykajuce sa
nahrady $kody podla tejto Zmluvy ani na ziadne
porusenie prav dusevného vlastnictva Zadavatela
alebo jeho zmocnitelov alebo na akékolvek
porudenie povinnosti tykajucich sa Dovernych
informacii.

11

INSTITUTION COMPENSATION

ODMENA ZDRAVOTNICKEHO ZARIADENIA

11.1

Payments

Platby
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11.1.1 ICON shall pay in accordance with | [CON bude uskutoéfiovat platby v stlade
Appendix 2 to this Agreement. s Prilohou €. 2 tejto Zmluvy.

11.1.2 If a patient is discontinued for reasons | Pokial pacient v Klinickom ski$ani nepokracuje
stipulated in the Protocol, the | zdbévodov uvedenych v Protokole, bude
Institution/Investigator shall be paid a | Zdravotnickemu zariadeniu/Skusajucemu
prorated rate for work completed in | uhradeny Umerny podiel za dokonéenu pracu
accordance with Appendix 2. v sulade s Prilohou &. 2.

11.1.3 Payments under Section 11.1.1 above will | Platby podla ¢&lanku 11.1.1, vy8Sie budu
be made in the periodicity indicated into | uskutoénené s pravidelnostou uvedenou v prilohe
Appendix 2, and following receipt by ICON | €. 2 odo dfa, kedy ICON obdrzi Zaznam subjektu
of the Case Report Form completed in | ski$ania vyplneny v sulade s ¢lankom 5.3.7,
accordance with Section 3.7 above. Final | vySSie. Koneéna platba bude
payment will be made in accordance with | uskutoénena v sulade s prilohou €. 2.
Appendix 2.

11.1.4 Payment should be made payable to: Odmena bude sa bude vyplacat':
Beneficiary name: Meno prijemcu: = =
Narodny ustav reumatickych choréb Narodny Ustav reumatickych choréb
Beneficiary address: Adresa prijemcu: '
Nabrezie lvana Krasku 4, 921 12 Piestany, | Nabrezie Ivana Krasku4, 92112 Piestany,
Slovak Republic Slovenska republika
(hereinafter called the “Payee”). Invoices | (dalej len- ,Prijemca platby”). Faktiry budud
will be made out in the name of ICON. The | vystavené v-mene spoloénosti ICON. Zdravotnicke
Institution/Investigator acknowledges and | zariadenie/Skusajuci berie na vedomie a suhlasi,
agrees that the Payee is the proper payee | Ze Prijemca platby je riadnym prijemcom platby
under this Agreement. | podla ~—. tejto Zmluvy. Zdravotnicke
Institution/Investigator must complete the | zariadenie/Skusajuci musi vyplnit formular tdajov
Beneficiary Details Form attached at | uzivatela Gétu, ktory tvori Prilohu &. 4 tejto Zmluvy.
Appendix 4 hereto. Should ICON change | Ak spolo¢nost ICON zmeni nazov alebo format
the name or format of the Beneficiary Detail | formulara s udajmi o prijemcovi, nebude potrebné
Form, it will not be necessary to formally | formalne menit tato zmluvu.
amend this Agreement.

11.1.5 ICON (ICON Clinical=Research Limited | ICON (ICON Clinical Research Limited Ireland)
[Ireland]) represents-that it has no domicile, | prehlasuje, Ze nema sidlo, poboc¢ku, organizaénu
place of business, branch. office or | zlozku ani prevadzkaren na Uzemi Slovenskej
subsidiary in- Slovakia. Therefore the | republiky, a preto platby, na zéklade tejto Zmiuvy,
services rendered under this Agreement are | nie st predmetom k dani z pridanej hodnoty alebo
not subject to Value Added Tax or an | obdobnej daniz predaja (,DPH").
equivalent sales tax (“VAT").

11.1.6 For the avoidance of doubt all charges | Za UGcéelom vylG¢enia pochybnosti budd vsetky
and/or fees imposed by the | poplatky ulozené bankami
Investigator/Institution's banks shall be for | Skusajuceho/Zdravotnickeho zariadenia hradené z
the account of the Institution, ICON will have | G&tu Zdravotnickeho zariadenia, ICON nebude mat
no obligation to discharge the same or any | Ziadnu povinnost tieto poplatky alebo iné podobné
other similar administrative charges. administrativne poplatky hradit.

11.1.7 ICON may be required by law and/or the | Od spolo¢nosti ICON méze zakon a/alebo prislusny
relevant tax authority to deduct certain | dariovy Urad vyzadovat, aby odratal urcité zrazkove
withholding taxes from payments made to | dane z platieb uhradenych prijemcovi platby (dalej
Payee (“Withholding Taxes"). If and to the | len ,Zrazkové dane"). Ak spoloc¢nost ICON
extent ICON applies Withholding Taxes to | uplatriuje zrazkové dane alebo v miere, v akej ich
payments to the Payee and correctly remit | uplatiiuje na platby Prijemcovi platby a spravne
the amount of any such Withholding Taxes | poukazuje vy$ku akychkolvek takychto Zrazkovych
to the relevant tax authority, ICON will be | dani prislu§nému dariovému uradu, sa na ucely
regarded for the purposes of determining | stanovenia sumy, ktord spolocnost ICON dlhuje
the amount owed by ICON to Payee as | Prijemcovi platby, bude mat za to, Ze sa zbavila
having discharged their liability to the Payee | svojej zodpovednosti vo&i Prijemcovi platby vo
in an amount equal to the amount of any | vySke rovnajucej sa vySke akychkolvek takychto
such Withholding Taxes correctly deducted | spravne odratanych a poukazanych Zrézkovych
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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.

dani. Ak si to vyZaduje platnd legislativa,
spolognost ICON poskytne Prijemcovi platby
potvrdenie o vyske takychto ZraZkovych dani
poukazanych vo forme prijatelnej podla prislusnej
legislativy.

11.2

Non-Payment

Neuskutoénenie platby

11.2.1

Unless otherwise agreed in writing ICON
shall make no payment for patients whom
the Investigator entered into the Study in
violation of the Protocol (i.e. the patient is
not a Qualified Participant).

Pokial nie je pisomne dohodnuté inak, ICON
neuskutoéni Ziadnu platbu za pacientov, ktorych
Skusajuci  zaradil do  Klinického  skusania
porudenim Protokolu (t.j., pacientov, ktori nie su
Sposobilym subjektom skusania).

11.2.2

Unless otherwise agreed in writing no
payments shall be made by ICON in relation
to patients with respect to whom violations
of the Protocol have occurred, either for
visits at which Protocol variations occurred
or for any subsequent visits.

Pokial nie je pisomne dohodnuté inak, ICON
neuskuto¢ni Ziadnu platbu tykajicu sa pacientov, v
stvislosti s ktorymi do$lo k-poruseniu Protokolu,
bud pri vizitach, pocas ktorych v- Protokole vznikli
odchylky alebo pri - akychkolvek -naslednych
vizitach. 2

11.3

Return of Funds

Vratenie finanénych prostriedkov

11.3.1

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 2 to
this Agreement. Any funds not due under
this calculation, but already paid, shall be
returned to ICON, within thirty (30) days of
the date of termination of the Study and

Institution 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-apply such unearned
sums to payments. otherwise due in
connection with Institution’s/Investigator's
participation inanother-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.

Pre pripad,-2e-je Klinickd -8tidia z akéhokolvek
dévodu prerusend, sa zmluvné strany dohodli, Ze
giastky hradené alebo splatné budu stanovene
pomerne na=zaklade skutoéne a riadne vykonanej
préace podla Protokolu v stlade s Prilohou €. 2 tejto
Zmluvy: Akékolvek finanéné prostriedky, ktoré nie
s podla-tejto kalkulacie splatné, ale boli uz
zaplatené,-budu spolo¢nosti ICON vratené v lehote
tridsiatich (30) dni od datumu ukonéenia Klinickeho
skusania a prijatia podpornej dokumentacie od
spolo¢nosti ICON/zadavatela preukazujucej takyto
preplatok zdravotnickym zariadenim. Ak tak
Zdravotnicke zariadenie/Skusajici neurobi do
nasledujucich patnastich (15) dni, spoloénost ICON
moze na zaklade vlastného uvazenia uplatnit
takéto nezasliZené sumy na platby inak splatné v
suvislosti ] ucastou Zdravotnickeho
zariadenia/Skusajticeho na inom klinickom skusani
Zadavatela alebo moéze hladat iné dostupné
opravné prostriedky. Na Gcely objasnenia, ak sa
zmluvné strany nedohodnl na sumach preplatkov,
stretnt sa a v dobrej viere prediskutuju vzajomne
prijatelné riesenie predtym, ako spoloCnost
ICON/zadavatel  prijme akékolvek opatrenia
uvedené v tejto Casti.

11.3.2

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 thirty (30) days of a
written request by ICON and Institution
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 offset the amount
against future work under this Agreement (if
possible), or apply such unearned sums to
payments otherwise due in connection with

Ak v priebehu Klinického skuSania spolocnost
ICON zaplati sumu nad ramec skuto€ne a nalezite
vykonanej prace, akékolvek finan¢né prostriedky,
ktoré nie st splatné podla tohto vypoctu, ale uz boli
vyplatené, sa vratia spolo¢nosti ICON do tridsiatich
(30) dni od pisomnej ziadosti spolocnosti ICON a
prijatia podpornej dokumentacie od spolocnosti
ICON/zadavatela preukazujicej takyto preplatok
zdravotnickym zariadenim. Ak tak Zdravotnicke
zariadenie/Skusajuci neurobi do nasledujdcich
patnastich (15) dni, spoloénost ICON moéze na
zaklade vlastného uvazenia pozastavit dalsiu
platbu az do vratenia sumy alebo vykompenzovat
sumu buduicou pracou podla Zmluvy (ak je to
mozné) alebo uplatnit takéto nezaslizené sumy na
platby inak splatné v suvislosti s U€astou
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Institution’s/Investigator's participation in | Zdravotnickeho zariadenia/SkuSajiceho na inom
another ICON study or may pursue other | klinickom skusani spoloénosti ICON alebo méze
available remedies. For clarification | hfadat iné dostupné opravné prostriedky. Na tcely
purposes, if the Parties disagree on the | objasnenia, ak sa zmluvné strany nedohodnt na
overpayment amounts, they shall meet and | sumach preplatkov, stretni sa a v dobrej viere
discuss in good faith to agree a mutually | prediskutuji vzajomne prijatelné rieSenie predtym,
acceptable solution prior to ICON/Sponsor | ako spolo¢nost ICON/zadavatel prijme akékolvek
taking any of the actions listed in this | opatrenia uvedené v tejto Casti.

section.

11.4 Pass-through Costs Zodpovedajuce naklady

11.4.1 ICON agrees to pay the pass-through costs | ICON suhlasi, Ze bude hradit' vzniknuté naklady
set out in Appendix 2 in arrears upon | stanovené v prilohe ¢. 2 na z&klade predloZenia
production by the Institution of adequate | adekvatneho pisomného potvrdenia zo strany
written evidence that such costs have been | Zdravotnickeho zariadenia, Ze-také naklady vznikli.
incurred. The Institution/Investigator shall | Zdravotnicke zariadenie/Skusajuci zaisti, ze
ensure that such invoices are sent to ICON | prislusné fakttry budu vystavené spolo¢nosti ICON
within sixty (60) days of the expense being | do $estdesiat (60) dni od vzniknutia naroku.
incurred. >

11.5 All costs Celkové naklady

11.5.1 The payments listed above and more fully | Platby uvedené —vysSie, ktoré su podrobnejsie
described in Appendix 2 represent all Study | popisané—v Prilohe- €. 2 predstavujui celkové
costs, and no other moneys shall be payable | naklady stvisiace s Klinickym sku$anim a ziadne
upon termination or otherwise. dalsie financné prostriedky nebudu splatné po jeho

ukonéeni ani inak.

11.5.2 Institution and Investigator agree that the | Zdravotnicke zariadenie a Skusajlci suhlasia, Zze
compensation  received under this | odmena prijatd podla tejto Zmluvy nepresiahne
Agreement does not exceed the fair market | spravodlivd  trhovd  hodnotu  sluzieb, ktore
value of the services Institution and | Zdravotnicke zariadenie a SkuSajuci poskytuju, a
Investigator are providing, and that no | Ze Zdravotnickemu zariadeniu a Ska$ajlicemu nie
payments are being provided to Institution | si  poskytované Zziadne platby na ucely
and Investigator for the purpose of inducing | podnecovania Zdravotnickeho zariadenia alebo
Institution or Investigator to purchase or | Ski$ajiceho k nakupu alebo predpisovaniu
prescribe any drugs, devices or products. | akychkolvek liekov, pomécok alebo produktov.
Institution and Investigator agree that | Zdravotnicke zariadenie a Sku$ajuci suhlasia, Ze
Institution and Investigator will not bill any | Zdravotnicke zariadenie a SkuSajlci nebudu Ziadat
patient, insurer, or-governmental agency for | platby od Ziadneho pacienta, poistovne ani viadnej
any items, visits; services= or expenses | agentlry za akékolvek poloZky, navstevy, sluzby
provided or paid for-by ICON or Sponsor. | alebo vydavky poskytnuté alebo zaplatene
Institution and Investigator further agree that | spoloénostou ICON alebo  Zadavatelom.
Institution and Investigator will not provide | Zdravotnicke zariadenie a Sku$ajuci dalej sthlasia,
any money or item of value to any | Ze Zdravotnicke zariadenie a Skusajlci neposkytnu
government  official or representative to | Ziadne peniaze ani hodnotnt polozku Ziadnemu
improperly influence government actions. Uradnikovi verejnej spravy ani zastupcovi na

nenalezité ovplyvnenie konania verejnej spravy.

11.5.3 The Institution shall ensure that financial | Zdravotnicke zariadenie zabezpeci, aby boli
controls are in place and that payments and | zavedené finan¢né kontroly a aby platby a prevody
transfers of value are reasonable and | sim boli primerané a boli v stilade so spravodlivou
consistent with fair market value in the | trhovou hodnotou v prislusnej jurisdikcii.
relevant jurisdiction.

12 GENERAL PROVISIONS VSEOBECNE USTANOVENIA

121 Assignment Postupenie

12.1.1 The Institution/Investigator may not assign | Zdravotnicke zariadenie/Sku$ajuci nesmie postupit’
its rights and/or delegate its obligations | svoje prava alebo previest svoje povinnosti
under this Agreement without the prior | vyplyvajlce z tejto Zmluvy bez predchadzajuceho
written consent of ICON, which consent | pisomného sthlasu spoloénosti ICON, pricom jeho
shall not be unreasonably withheld. ICON | udelenie  nebude  bezdévodne zamietnuté.
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shall have the power to assign this | Spolo¢nost ICON je oprévnena previest tito
Agreement to the Sponsor or its designee | Zmluvu na Zadavatela alebo jeho zastupcu bez
without  the Institution’s/Investigator’s | suhlasu Zdravotnickeho zariadenia/Skusajuceho.
consent.

12.2 Waiver Vzdanie sa

12.2.1 A waiver by either Party of any term or | Vzdanie sa niektorej podmienky tejto Zmluvy
condition of this Agreement in any instance | ktoroukolvek Stranou v akomkolvek pripade
shall not be deemed or construed to be a | nebude povaZované za vzdanie sa tejto podmienky
waiver of such term or condition for any | v akomkolvek podobnom pripade v budtcnosti, Ci
similar instance in the future or any | za nasledné porusenie tejto Zmluvy. VSetky prava,
subsequent breach hereof. Al rights, | opravné prostriedky, dohody, povinnosti a dohody
remedies, undertakings, obligations and | obsiahnuté v tejto Zmluve su kumulativne a ziadne
agreements contained in this Agreement | z nich nie je obmedzenim pre akykolvek dalsi
are cumulative and none of them shall be a | opravny prostriedok, pravo, povinnost alebo
limitation of any other remedy, right, | dohodu.
obligation or agreement.

12.3 Notices Oznamenia

12.3.1 Notices under this Agreement shall be in | Oznamenia podla tejto Zmluvy budld ucinené
writing and considered sufficient if delivered | pisomne a budd povaZované za dostacujuce,
personally, sent by registered mail with | pokial _budd ~ doru¢ené osobne, odoslané
return receipt, sent by recognized overnight | doporu¢enou poStou s dorucenkou, expresnou
courier service, by telefax transmission, or | kuriérnou sluzbou, faxom ¢Ci elektronickou poStou
by electronic mail to a Party's email address | na e-mailovi adresu Strany, ktord Strana poskytla
that a Party has provided below addressed | niz$ie, na tieto-adresy:
as follows: =

12.3.1.1 | If to ICON Pokial budl adresované spolo¢nosti [CON
ICON Clinical Research LLC ICON Clinical Research LLC
c/o ICON Reading c/o ICON Reading
500 South Oak Way 500 South Oak Way
Green Park Green Park
Reading Reading
Berkshire Berkshire
RG2 6Ad RG2 6Ad
United Kingdom. : 3 Velka Britania
Attention: Harriet—Wibberley — Study | Na vedomie: Harriet Wibberley — Study 2682/0028
2682/0028 ]
Email: harriet.wibberley@iconplc.com with | E-mail: harriet.wibberley@iconplc.com s kopiou na
in cc: 2682-0027 @iconplc.com adresu: 2682-0027@iconplc.com
With copy addressed to Director, Legal | S kdpiou adresovanou na: Director, Legal Counsel
Counsel (SSU Legal), ICON Clinical | (SSU Legal), ICON Clinical Research Limited,
Research Limited, South County Business | South County Business Park, Leopardstown,
Park, Leopardstown, Dublin 18, Ireland Dublin 18, irsko

12.3.1.2 | If to the Sponsor Pokial budu adresované Zadavatelovi
argenx BV argenx BV
Industriepark-Zwijnaarde 7 Industriepark-Zwijnaarde 7
9052 Zwijnaarde 9052 Zwijnaarde
Belgium Belgicko
Attention: General Counsel Na vedomie: General Counsel
Email: leqal@argenx.com E-mail; legal@argenx.com

12.3.1.3 | If to the Institution Pokial budld adresované Zdravotnickemu

zariadeniu

Narodny ustav reumatickych chordb Narodny ustav reumatickych choréb
NabrezZie Ivana Krasku 4 Nabrezie Ivana Krasku 4
921 12 Piestany 921 12 Piestany
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Slovak Republic Slovenska republika

Attention: Mgr. Lucia Chalasova Na vedomie: Mgr. Lucia Chalasova
Tel: +421 337 969 247 Tel.: +421 337 969 247

FAX: +421 33 7625154 FAX: +421 33 7625154

Email: lucia.chalasova@nurch.sk E-mail: lucia.chalasova@nurch.sk

12.3.1.4 | If to the Investigator Pokial budu adresované Skusajicemu
MUDr. Olga Lukacova, PhD MUDr. OFga Lukacova, PhD
Narodny ustav reumatickych choréb Narodny ustav reumatickych choréb
Reumatologicka ambulancia Reumatologickd ambulancia
Nabrezie Ivana Krasku 4 Nabrezie Ivana Krasku 4
921 12 Piestany 921 12 Piestany
Slovak Republic Slovenska republika
Attention: MUDr. Olga Lukacova, PhD Na vedomie: MUDr. Olga Luka&ova, PhD
Tel: +421 33 76 340 Tel.: +421 3376 340
FAX: : +421 33 7625154 FAX: +421 33 7625154
Email: olga.lukacova@nurch.sk E-mail: olga.lukacova@nurch.sk

12.4 Severability Ciasto&na neplatnost ]

12.4.1 The invalidity or unenforceability of any | Neplatnost- ¢&i- ~nevymahatelnost akeéhokolvek
provision of this Agreement shall in no way | ustanovenia tejto-Zmluvy nebude mat v Ziadnom
affect enforcement of any other provision of | pripade vplyv na jej dal$i ustanovenia.
this Agreement. = 3

12.5 Relationship of Parties Vztah zmluvnych stran

12.5.1 Nothing herein shall be construed as | Ni€ vtejto Zmluve nebude vykladané ako
creating any association, partnership, joint | vytvorenie akéhokolvek zdruZenia, konzorcia,
venture, employment or the relationship of | spoloéného podniku, zamestnaneckého pomeru
principal and agent between the Parties, it | alebo vztahu zmocnitela a splnomocnenca medzi
being understood that the Institution is an | Stranami, &m sa rozumie, Ze Zdravotnicke
independent contractor, and neither Party | zariadenie je nezavisly zmluvny partner a ani jedna
has the authority to bind the other, nor the | zo Stran nie je v ziadnom pripade opravnena
other’s representatives, in any-way. zavazovat druhd stranu ani jej zastupcu.

12.6 Governing Law = 3 Rozhodné pravo

12.6.1 This Agreement, and-all disputes and/or | Tato Zmluva a vSetky spory a naroky z nej
claims arising under this Agreement, shall | vyplyvajice budi vykladané a budld sa riadit
be interpreted and governed by the laws of | zakonmi Slovenskej republiky bez ohfadu na
Slovakia without regard to conflict of laws | principy koliznych pravnych noriem.
principles.

12.6.2 This Agreement has been executed in | Tato Zmluva bola vyhotovena v slovenskom a
English and Slovak, in the event of any | anglickom jazyku. V pripade akéhokolvek rozporu
conflict between the two versions, the | medzi tymito dvoma verziami sa Zmluvné strany
Parties agree that the English version will | dohodli, Ze rozhodujtica je anglicka verzia.
prevail.

12.7 Entire Agreement Uplnost Zmluvy

12.7.1 This Agreement including Appendices, sets | Tato Zmluva vratane priloh predstavuje Uplnu
forth the entire Agreement and | dohodu a dohodu medzi Stranami, pokial ide o jej
understanding between the Parties hereto | predmet a ma prednost pred vSetkymi dokumentmi,
as to the subject matter hereof and has | Ustnymi sthlasmi ¢i dohodami medzi spoloCnostou
priority over all documents, verbal consents | ICON a Zdravotnickym zariadenim/Skusajucim.
or understandings made between ICON and | Akdkolvek zmena tejto Zmluvy musi byt
the Institution/Investigator. realizovana pisomne, podpisana Stranami a
Any modification to this Agreement must be | oznacena ako dodatok s vynimkou predizenia leh6t
in writing, signed by the Parties, and | uvedenych v prilohe 1 zo strany spoloénosti ICON
identified as an amendment, except for | alebo zadavatela, ako je uvedené v Casti 12.7.2
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extensions to the Timelines in Appendix 1
indicated by ICON or the Sponsor, as set out
in Section 12.7.2 below and certain mutually
agreeable changes in the Study budget in
Appendix 2 as set out in Section 12.7.3
below.

nizdie, a uréitych vzajomne dohodnutych zmien v
rozpocéte Klinického skusania stanoveného v ¢lanku
12.7.3 nizSie.

12.7.2

An extension to the Study Timelines in
Appendix 1 may be notified by email in
accordance with clause 12.3.

Predizenie &asového harmonogramu ski$ania
uvedeného v prilohe 1 mozno oznamit e-mailom v
sulade s bodom 12.3.

12.7.3

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 modification of the
payment schedule, or (2) modification of the
payment schedule with no change in total
Study budget.

Listom o zmene podpisanym spoloénostou ICON
moézu byt dokumentované tieto zmeny v rozpocte
Klinického sku$ania: 1) zvySenie celkového
rozpoétu Klinického skii$ania so zmenou ¢asoveého
harmonogramu platieb alebo bez jeho zmeny,
alebo 2) zmena ¢asového harmonogramu platieb
bez zmeny celkového rozpoétu Klinického
skusania. =

12.7.4

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
Participants, and the Agreement will control
as to all other issues.

Ak existuje akykolvek rozpor-medzi-touto Zmluvou
a akymikolvek prilohami k nej, platia podmienky
tejto Zmluvy. Ak-existuje akykolvek rozpor medzi
touto Zmluvou-a Protokolom:bude platit Protokol,
pokial ide-o-akukolvek zalezitost tykajucu sa liecby
Spésobilych subjektov skusania, a bude platit
Zmluva, pokial ide o-vSetky ostatné zaleZitosti.

12.8

Counterparts

Pocet vyhotoveni

12.8.1

This Agreement shall become binding when
any one or more counterparts hereof,
individually or taken together, shall bear the
signatures of each Party hereto.

Tato Zmluva sa stane zavdznou, ked kazda jej
Strana podpiSe jedno alebo viaceré vyhotovenia
tejto Zmiuvy.

12.8.2

The Parties consent and agree that their use
of a key pad, mouse or-other electronic
means to select an item, button, icon or
similar  act/action in- accepting this
Agreement constitutes their signature,
acceptance and agreement=as if actually
signed by “the=Parties ~in writing.
Furthermore, the--Parties- agree that no
certification authority- or other third party
verification is necessary to confirm the
validity of the Parties’ electronic signature;
and that the lack of such certification or third
party verification will not in any way affect
the enforceability of its acceptance and/or
signature or any resulting contract between
the Parties. This Agreement will be
executed in any number of counterparts,
each of which shall be an original as against
any Party whose signature appears thereon,
but all of which together shall constitute but
one and the same instrument. Copies of
signatures sent by facsimile transmission or
via electronic transmission shall be deemed
to be originals for all purposes under this
Agreement.

Strany suhlasia, Ze ich pouzivanie klavesnice, mysi
alebo inych elektronickych prostriedkov na vyber
polozky, tlagidla, ikonky alebo  podobny
Ukon/&innost pri  akceptovani tejto  Zmluvy
predstavuje ich podpis, akceptovanie a suhlas, ako
keby boli skutoéne pisomne podpisané Stranami.
Okrem toho Strany suhlasia, Zze Ziadny certifikacny
organ ani overenie tretej strany nie je potrebné na
potvrdenie platnosti elektronického podpisu Stran a
Ze absencia takéhoto osvedcéenia alebo overenia
tretou stranou nebude mat Ziadnym spdsobom
vplyv na vykonatelnost jej stihlasu a/alebo podpisu
alebo inej vyplyvajlicej zmluvy medzi Stranami.
Tato Zmluva bude vyhotovena v akomkolvek pocte
vyhotoveni, z ktorych kazdé bude vodi ktorejkolvek
zmluvnej strane, ktora ho podpisala, predstavovat
original, pricom kazdé z tychto vyhotoveni spolo¢ne
budu predstavovat jeden aten isty dokument.
Kopie podpisov zaslané faxom alebo e-mailom sa
budl povazovat za origindly na vSetky ucely podla
tejto Zmluvy.

12.9

Survival

Trvanie

12.9.1

Sections in this Agreement relating to
obligations which have accrued or that have

Clanky tejto Zmluvy sUvisiace s povinnostami,
ktorych pocéet sa zvysil, alebo ktoré platia i po
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application beyond the term of this | ukonéeni tejto Zmluvy, vratane, nie vdak vyluéne,
Agreementincluding without limitation those | povinnosti  suUvisiacich s  miganlivostou a
relating to confidentiality and Confidential | dévernymi informaciami, navrhovanymi, alebo
Information, proposed or actual inspections | uskutoénenymi inSpekciami Kontrolnym uradom,
by a Regulatory Authority, ICON Disclaimer, | odmietnutim zodpovednosti spolo€nosti [CON,
publications, intellectual property, and use | zverejnenim informacii, duSevnym vlastnictvom a
of names and any provision required to | uzivanim obchodnej firmy a akymikolvek dalSimi
interpret and enforce the parties' rights and | ustanoveniami, ktoré su nutné pre vyklad a
obligations under this Agreement to the | uplatiiovanie prav a povinnosti zmluvnych stran
extent required for the full observation and | podla tejto Zmluvy v rozsahu pozadovanom za
performance of this Agreement shall survive | i¢elom komplexného dodrziavania a plnenia tejto
any termination of this Agreement. Zmluvy, budd trvat' i po ukonéeni Zmluvy.

12.10 Third Party Beneficiary Opravnena tretia strana (zmluvy)

12.10.1 | All Parties hereto expressly acknowledge | VSetky Strany tejto zmluvy<vyslovne uznavaju a
and agree that the Sponsor shall be a third | sthlasia, ze Zadavatel bude -opravnena tretia
party beneficiary of this Agreement and | strana tejto Zmluvy a bude mat narok vymahat jej
shall be entitled to enforce any of the | ustanovenia vSetkymi prostriedkami na zaklade
provisions hereof by all remedies at law | prava d a/alebo spravodlivosti.
and/or in equity. i

12.11 Compliance with applicable anti- | Sulad s platnymi-Pravnymi predpismi v oblasti boja
bribery/anti-corruption Regulations, | proti podplacaniu/boja proti korupcii a sulad so
international trade compliance and insider | zakonmi v—oblasti -medzinarodného obchodu a
trading laws obchodovania's vyuzitim vnutornych informacii

12.11.1 | The Parties acknowledge that they are | Strany- si uvedomuji, Ze suU viazané vSetkymi
bound by all applicable Regulations which | platnymi Pravnymi predpismi, ktoré mézu zahfiat
may include Foreign Corrupt Practices Act | zakon o boji proti korup&nym praktikam v zahranici
(FCPA) and UK Bribery Act. The Parties will | (Foreign Corrupt Practices Act, FCPA) a zakon
not cause another Party to be in breach of | Spojeného kralovstva o boji proti podplacaniu.
applicable Regulations through any act as | Strany nezapri€inia, aby sa druha strana nejakym
described in this Section. konanim dostala do rozporu s platnymi Pravnymi

predpismi, ako sa opisuje v tomto &lanku.

12.11.2 | In performing the Study and or services | Zdravotnicke zariadenie/Skusajuci (a  jeho
under this Agreement, the | zamestnanci a zastupcovia) suhlasia s tym, ze pri
Institution/Investigator — = (and their | realizacii Studie alebo poskytovani sluzieb na
employees and agents) (i) agree(s) that it | zaklade tejto zmluvy i) nebudu priamo & nepriamo
has not and shall-not, directly-or indirectly, | ponukat, slubovat ani opraviiovat Ziadne platby ani
offer to make, promise, authorize or accept | ni¢ cenné (vratane Uplatkov, pozornosti a darov)
any payment or anything of value, including | Ziadnemu verejnému GCinitefovi, regulacnému
bribes, gifts and/or donations to or from any | organu ani nikomu inému, ani ich od Ziadneho z
public official, Regulatory Authority or | uvedenych subjektov neprijmi na nevhodny ucel
anyone else for the improper purpose of | ovplyvfiovania, vyvolania alebo odmenenia
influencing, inducing or rewarding any act, | akéhokolvek jednania, zanedbania ¢i rozhodnutia s
omission or decision in order to secure an | cielom zaistit si neprimerand vyhodu vratane
improper advantage, including to obtain or | ziskania alebo zachovania zakaziek; ii) dodrzia
retain business; and (ii) shall comply with all | vSetky platné pravne predpisy a nariadenia
applicable anti-corruption and anti-bribery | tykajuce sa boja proti korupcii a podplacaniu a
laws regulations and industry and | priemyselné a profesijné kdédexy postupov
professional codes of practice. The | Zdravotnickeho zariadenia. Zdravotnicke
Institution/Investigator shall notify ICON and | zariadenie/Skusajuci bezodkladne oznami
Sponsorimmediately upon becoming aware | spolo¢nosti ICON a zadavatelovi akékolvek im
of any breach under this Section. zname informacie tykajuce sa poruSenia

ustanoveni tejto Casti.

12.11.3 | For the purpose of monitoring compliance | Zdravotnicke zariadenie/SkuSajlci suhlasi v
with applicable Regulations and the terms of | zaujme monitorovania stladu s platnymi Pravnymi
this Section, Institution/Investigator agree(s) | predpismi a podmienkami tohto ¢lanku s tym, Ze
that ICON shall have the right to conduct an | spolo¢nost ICON ma pravo na uskutoCnenie
investigation or audit of payments and/or | vySetrovania alebo auditu platieb a/alebo prevodov
transfers of value made by the Institution/ | sum uskuto€nenych Zdravotnickym
Investigator related to the Study. The | zariadenim/Sku$ajucim v suvislosti s Klinickym
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Institution/Investigator shall cooperate fully | skusanim. Zdravotnicke zariadenie/Skusajtici bude
with such investigation or audit, the timing of | pri vy3etrovani alebo audite, ktorych Ccasovy
which shall be at the sole discretion of | harmonogram je na vlastnom uvazeni spolocnosti
ICON. ICON, v§estranne spolupracovat.

12.11.4 | The Institution shall ensure that all Study | Zdravotnicke zariadenie zaisti, aby vSetok Personal
Personnel, subcontractors (if any) and | klinického ski$ania, subdodavatelia (ak existuju) a
agents (if any) receive appropriate anti- | zastupcovia (ak existuju) absolvovali primerané
corruption training. Skolenie tykajluce sa boja proti korupcii.

12.11.5 | Any violation of this Section 12.11 by the | Akékolvek porusenie tohto ¢lanku 12.11 zo strany
Institution or Investigator constitutes a | Zdravotnickeho zariadenia alebo Skusajuceho
material breach of this Agreement. In | predstavuje zavainé porudenie tejto Zmluvy.
addition to any other sanction provided by | Okrem akejkolvek dalSej sankcie uloZzenej pravom
law and/or this Agreement, ICON may | a/alebo touto Zmluvou méZe spolognost ICON
terminate this Agreement for cause and with | ukonéit tito Zmluvu bez uvedenia doévodu a s
immediate effect. okamzZitou platnostou.

12.11.6 | The Institution shall prohibit its Study | Zdravotnicke zariadenie zakaze Personalu
Personnel from trading in, recommending | klinického skusania, aby- obchodoval -alebo aby
that others trade in, or disclosing information | odporté&al inym obchodovat alebo aby oznamoval
to others who may trade in ICON or Sponsor | informacie inym subjektom a osobam, ktoré moézu
securities while in possession of material | obchodovat s cennymi papiermi spolocnosti ICON
non-public  information and employ | alebo Zadavatela, kym ma v drzbe dblezité
reasonable efforts to prevent any such | neverejné-informdcie, a vyvinie primerané usilie na
conduct by study staff. zabranenie takémuto spravaniu zo strany

Persondlu=klinického _skusania.

12.11.7 | In performing the Study and or services | Privykonavani Klinického skusania a/alebo sluzieb
under or related to this Agreement, the | podla-tejto Zmluvy alebo v slvislosti s fiou bude
Institution and Investigator will comply with | Zdravotnicke zariadenie a Skusajuci dodrZiavat
any applicable global export, sanctions and | vdetky platné zakony o globalnom vyvoze,
trade control laws relating to its respective | sankciach a kontrole obchodu, ktoré sa tykaju jeho
business, faciliies, and the provision of | prislusného podnikania, zariadeni a poskytovania
services hereunder. The Institution | sluZieb podla tejto Zmluvy. Zdravotnicke zariadenie
represents and warrants that neither it nor, | vyhlasuje a zarucuje, Ze ani ono, ani jeho pobocky,
with respect to those engaged in activities | Personal klinického skusania, subdodavatelia
under or related to this Agreement, any ofits | alebo zastupcovia nie su v slvislosti s osobami
affiliates, Study Personnel, subcontractors, | zapojenymi do ¢innosti podfa tejto Zmluvy alebo v
or agents, are: (a)-included on any of the | stvislosti s fiou: a) zaradeni na ktorykolvek zo
Restricted Party Lists: maintained by the | Zoznamov obmedzenych stran vedenych vladou
U.S. Govenment or other relevant | USA alebo inym prislusnym viadnym organom (ako
Government authority-(as defined below); or | sa definuje nizsie); ani b) viastneni alebo ovladani
(b) owned or controlled by any individual or | Zziadnym jednotlivcom alebo stranou opisanou Vv
party described in subsection (a) or located | pododseku a) alebo nachadzajici sa na
in any Restricted Market subject to | akomkolvek Obmedzenom trhu, ktory podlieha
sanctions imposed by the U.S., EU, or | sankcidm uloZzenym zo strany USA, EU alebo
United Nations ("Restricted Market" | Organizacie Spojenych narodov (,Obmedzeny trh*®
currently refers to Crimea, Cuba, the | sav sU¢asnostityka Krymu, Kuby, Donecka, Iranu,
Donetsk Region, Iran, North Korea, Sudan | Severnej Korey, Sudanu a Syrie).
and Syria).

12.11.8 | The Institution further represents and | Zdravotnicke zariadenie dalej vyhlasuje a zarucuje,
warrants that the performance by or on | Ze vykonavanie aktivit podla tejto Zmluvy alebo v
behalf of it of activities under or related to | stvislosti s fiou Zdravotnickym zariadenim alebo v
this Agreement are neither for the benefit of | jeho mene nie je v prospech Obmedzeneho trhu ani
nor shall they be performed in or for end-use | sa nevykondva na Obmedzenom trhu ani na ucely
within a Restricted Market. kone&ného pouZitia v ramci Obmedzeného trhu.

12.11.9 The Institution further represents and | Zdravotnicke zariadenie dalej vyhlasuje a zaru€uje,
warrants that it is not owned or controlled by, | Ze nie je vlastnené ani ovladané Zziadnym
or otherwise affiliated with and to the best of | jednotlivcom ani subjektom uvedenym na Zozname
its knowledge, does not employ, any | obmedzenych stran ani nie je inak pridruzené k
individual or entity on any Restricted Party | takymto jednotlivcom alebo subjektom a podfa
List. svojich  najlepdich vedomosti nezamestnava

Ziadneho jednotlivca ani subjekt, ktoré st uvedene
na Zozname obmedzenych stran.
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12.11.10

"Restricted Party List" means the Specially
Designated Nationals List, as administered
by the U.S. Department of the Treasury
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. Common
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.

stran“ je Specialne
Statnych prislusnikov
spravovany Ministerstvom financii USA pre
kontrolu  zahraniénych aktiv, Konsolidovany
zoznam os6b, skupin a subjektov podliehajucich
finanénym sankciam EU vykonavanym v ramci
spoloénej zahraniénej a bezpe&nostnej politiky EU,
Zoznam vyli¢enych jednotlivcov/subjektov
uvergjneny  Ministerstvom  zdravotnictva a
socidlnych veci USA - Uradom generaineho
inSpektora a Systém a databaza pre spravu
oceneni spravovany Spravou vSeobecnych sluzieb
USA.

,Zoznam obmedzenych
navrhnuty  zoznam

12.12 Transparency Transparentnost
12.12.1 ICON and Sponsor may disclose for any | Spolo¢nost ICON aZadavatel - mézu podla

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, Sponsor and
ICON reserve the right to attribute all
compensation paid under this Agreement to
each person that provides services under
this Agreement.

vlastného uvazenia zverejnit na akykolvek zakonny
Usel podmienky tejto Zmluvy vrétane, ale nie
vyluéne, celkovej odmeny (vratane poplatkov
a nakladov)-splatnej alebo “vyplatene]j podfa tejto
Zmluvy. Pri takomto zverejneni si Zadavatel
a spolo&nost ICON=vyhradzuju pravo pripisat celt
odmenu vyplatent—-podla tejto Zmluvy kazdej
osobezktora poskytuje sluzby podra tejto Zmluvy.

IN WITNESS WHEREOQOF, the Parties have
caused this Agreement to be executed by
their duly authorized representatives to be
effective as of the Effective Date.

NA DOKAZ TOHO bola tato Zmluva podpisana
riadne opravnenymi zastupcami Stran a nadobuda
ucinnost Datumom uginnosti.

Remainder of page left.intentionally blank / zostatok stranky zamerne ponechany prazdny
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ICON CLINICAL RESEARCH LIMITED

Date/Datum: 21 JUL 2023

Name/Meno: MUDr. Jana Vlkova
Title/Funkcia: Senior Study Start-Up Manager

Signature/Podpis:

INSTITUTION/ ZDRAVOTNICKE ZARIADENIE:
Narodny ustav reumatickych choréb Narodny ustav

Date/Datum:

921 12 Piestany
=i

Name/Meno: MUDr. Milan Derco j
Title/Funkcia: Dir\ector / iaditdr /

Signature/Podpis: ——

INVESTIGATOR/SKUSAJUCI:
Yy
Date/Datum : //4 y Aoy 1

Name/Meno: MUDr. Olga_Lukaéova, PhD
Title/Funkcia: Principal:lnvestigator / zodpovedny skusajuci

Signature/Podpis: _

CTA Tripartite Master Slovakia, Amended 18 October 2020
Argenx ARGX-113-2011 (2682/0028), Slovakia, Site: 4210001, Institution: Narodny dstav reumatickych choréb, PI: Olga Lukacova,

3-Partite CTA

4 Ik N3 g reumatickych chordb

Page 36 of 58



CTA Tripartite — Slovakia

APPENDIX 1

PRILOHA C. 1

TIMELINES

LEHOTY

Milestone / Milnik

Sponsor
Responsibility /
Zodpovednost’
Zadavatel'a

ICON
Responsibility /
Zodpovednost’

ICON

Institution
Responsibility /
Zodpovednost’
Zdravotnickeho

zariadenia

Date / Datum

Provision of materials for
IEC submission / Poskytnutie
materialov na predlozenie
NEK

[X]

X

28-Apr-2023

IEC submission / Predlozenie
NEK

X

12-May-2023

Study site initiation visit /
Iniciatna navsteva pracoviska
Klinického skuSania

Dec-2023

First Qualified Participant
recruited / Nabor prvého
sposobilého Ucastnika
skusania

Dec-2023

Last Qualified Participant
recruited / Nabor posledného
spbsobilého ucastnika
skuSania

Jan-2024

Clinical Report Form queries
submitted / PredloZenie
otazok tykajucich sa
Zaznamov subjektov skisania

30-Jul-2026

Clinical Report Form queries
completed / Zodpovedanie
otazok tykajucich sa

Zaznamov subjektov skusSania=|

280ct2027
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APPENDIX 2

PRILOHA C. 2

PAYMENT TERMS AND CONDITIONS

PLATOBNE PODMIENKY

Protocol No. ARGX-113-2011

Protokol ¢.: ARGX-113-2011

ICON Study Number: 2682/0028

Cislo klinického skusania spoloénosti ICON:
2682/0028

Institution: Narodny tstav reumatickych
chordb

Zdravotnicke zariadenie: Narodny ustav
reumatickych choréb

Investigator: MUDr. OFga Lukacova, PhD

Skusajuci: MUDr. Ol'ga Lukacova, PhD

Contracting Party: ICON Clinical Research
Limited

Zmluvna strana: ICON Clinical Research Limited

1. Payee: Payments will be made by
electronic funds transfer and in accordance to the
terms of this Appendix 2 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 site activation 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 payments made to Payee which are due to
any other party performing services in connection
with the Study shall be a matter solely between
Payee and such party.

1. Prijemca platby: Platby sa uskutocnia
elektronickym prevodom finanénych prostriedkov a v
stlade s podmienkami tejto prilohy €. 2 v prospech
prijemcu. Prijemcovi platby nebudi-poukazané Ziadne
platby, kym nebudu dokonéené-nasledujuce-tkony: (1)
podpis zmluvy, (2) predloZenie vSetkych regulacnych
dokumentov spoloénosti ICON,-(3) schvalenie etickou
komisiou a aktivacia centra a *(4) prijatie vyplneného
formulara s Gdajmi_ prijemcu spolo€nostou ICON.
ZDRAVOTNICKE ZARIADENIE/SKUSAJUCI potvrdzuje
a sthlasi, Ze prijemca platby uréeny v tomto dokumente
je riadnym prijemcom platby podla tejto zmluvy. VSetky
platby vykonané spolognostou ICON, ako je definované
v tejto prilohe, st-splatné vyhradne prijemcovi platby.
Tieto platby odoslané prijemcovi platby, ktoré su urené
na uhradu inej=strane poskytujlucej sluzby spojené so
skiganim, su zalezitostou vyhradne medzi prijemcom
platby a touto stranou.

2, Currency: All amounts stated in this
Appendix 2 are in EUR and payments will be
made in EUR.

2. Mena: VSetky sumy uvedené v tejto prilohe &. 2
sl v EUR a platby sa uskuto¢nia v EUR.

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 ERFs (“Completed
Visits"), as detailed in this Appendix 2, excluding
Study level costs and invoiceable items listed
separately. Payment for partially completed
randomized Qualified Participant, i.e. early
terminations, will be made on a per visit basis for
work completed.

3. Naklady na sposobily subjekt: Platby sa
uskutoénia za spoOsobily subjekt, za navStevu, za

dokon&ené navétevy a Udaje vlozené do CRF (dalej len
,dokon&ené navstevy"), ako je podrobne uvedené v tejto
prilohe &. 2, s vynimkou nakladov na arovni skusania
a fakturovatelnych poloZiek uvedenych osobitne. Platby
za Giastoéne dokonceny randomizovany sposobily
subjekt, t.j. pripady predéasného ukoncenia, budu
vykonané na zaklade navstevy za dokoncenu pracu.

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 85% of each payment due
and 15% shall be withheld until Study completion
and resolution of all site queries, constituting the
Final Payment (defined below).

4, Priebezné platby: Priebezné platby sa budu
vykonavat $tvrtrocne za spdsobily subjekt za navstevu
na zaklade tdajov z dokoncéenej navstevy zapisanych do
formularov CRF. Prijemca platby dostane 85 % z kazdej
splatnej sumy a 15 % bude uhradenych po dokonéeni
skusania a vyrieSeni vSetkych otdzok tykajlcich sa
pracoviska, priom tato suma bude predstavovat
koneénu platbu (definovanu nizsie).

5. Final Payment: Final payment will
include any cumulative withheld amounts of

monies earned upon final acceptance by
ICON/SPONSOR of the CRF, all data
clarifications issued, the receipt and approval of

5. Koneéna platba: Konecna platba bude zahfnat
véetky kumulativne zadrzané sumy pefiaznych

prostriedkov ziskanych po kone¢nom prijati CRF
spolognostou ICON/zadavatelom, vSetkych vydanych
objasneni udajov, prijati a schvaleni vSetkych
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any outstanding regulatory documents as
required by ICON/SPONSOR, resolution of all
outstanding queries, the return of any ICON,
Sponsor, or Vendor provided Equipment, the
return of all unused supplies to ICON/SPONSOR,
and upon 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,
for 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.

nevyrieSenych  regulacnych  dokumentov  podla
poziadaviek spolo¢nosti |ICON/zadavatela, vyrieSeni
vSetkych nevyrieSenych otazok, vrateni akéhokolvek
zariadenia poskytnutého spolo¢nostou ICON,
zadavatelom alebo predajcom, vrateni vSetkych
nepouzitych dodavok spolo€nosti ICON/zadavatelovi
apo splneni vsetkych ostatnych platnych podmienok
stanovenych v tejto zmluve (dalej len ,konecna platba®).
Prijemca platby bude mat az Sestdesiat (60) dni od
konec¢nej platby (datum koneéného platobného Seku
alebo prevodu) na predloZzenie  akychkolvek
neuhradenych faktdr alebo nezrovnalosti v platbach na
Gcely ich Uhrady. Ak peniaze, ktoré uz spoloénost ICON
vyplatila prijemcovi platby, prevysuju tuto koneént sumu
platby, prijemca platby vrati rozdiel spolocnostl ICON do
tridsiatich (30) dni. =

6. REB/EC Fees: REB/EC fees for initial | 6. Poplatky hodnotiacemu etickému
review, as well as subsequent REB/EC fees will | vyboruletickej komisii: Poplatky-—~hodnotiacemu
be reimbursed directly to REB/EC by ICON. etickému  vyboru/etickej komisii za  pociatocné

preskimanie a tiez nasledné poplatky hodnotiacemu
etickému vyboru/etickej komisii uhradi spolo¢nost ICON
priamo hodnotiacemu etickému vyboru/etickej komisii.

7. Additional Testing, Treatment or
Procedures: Payee will not be reimbursed for
any additional testing, treatment, or procedures
not required by the Protocol or specified in the
Agreement and/or this Appendix 2, unless such
additional testing, treatment or procedures are
pre-approved by ICON/SPONSOR.

7. Dodatoéné- testy/vysSetrenia,

liecby alebo
procedury: Prijemcovi platby nebudl poskytnute

nahrady za Ziadne dodatocné testy, lieCbu alebo
procedury, ktoré nie st pozadované na zaklade protokolu
alebo uvedené v tejto zmluve a/alebo tejto prilohe €. 2,
ak takéto dodatocné testy, lie€bu alebo procedury vopred
neschvalila spolo¢nost ICON/ZADAVATEL.

8. 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.

8. Faktury: Spoloc¢nost ICON poskytne prijemcovi
platby Stvrtroény rozpis platieb splatnych za udaje o
ukonéenych navstevach zadané do formularov CRF.
Prijemca platby vystavi faktary Stvrtro€ne na zaklade
tychto informacii.

Invoices should clearly identify the-following:

Na faktirach ma byt jasne uvedené nasledujuce:

e Payee details & VAT number (if applicable)

e (daje a Cislo DPH prijemcu platby (v prislusnom
pripade),

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

¢ meno, telefénne ¢islo a e-mailova adresa kontaktnej
osoby, na ktorll sa mozno obratit s otazkami,

e [CON Study Number 2682/0028 and/or
Protocol Number ARGX-113-2011

o Cislo klinického skt$ania spoloénosti [CON
2682/0028 a/alebo &islo protokolu ARGX-113-2011,

e Pl Name and Site Number

¢ meno zodpovedného skusajuceho a Eislo
pracoviska,

e |CON PO number (if applicable)

e Cislo objednavky spolo¢nosti ICON (v prisluSnom
pripade),

e Date, patient number (if applicable) and
description (Visit Completion, Start-Up Fee,
Pharmacy Fee etc,) of services provided

e datum, &islo pacienta (ak je to relevantné) a opis
(ukoncenie navstevy, poplatok za zacatie lieCby,
poplatok v lekarni atd.) poskytnutych sluZieb,

e Any information required under applicable
law to be included on the invoice submitted
by Payee

e vsetky informéacie, ktoré musia byt podla platnych
pravnych predpisov uvedené na fakture predloZenej
prijemcom platby.

Invoices shall be addressed to:

Faktury je potrebné posielat na adresu:
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ICON Clinical Research Limited

ICON Clinical Research Limited,

South County Business Park

Leopardstown Leopardstown
Dublin 18 Dublin 18
Ireland Ireland,

South County Business Park

VAT: IE 8201978R

IC DPH: |E 8201978R.

Invoices should be submitted by e-mail to the
address below:

Faktary zasielajte e-mailom na nizsie uvedenu adresu:

By e-mail:

E-mailom:

ICON Investigator Payments Group (IPG):
InvestigatorPayments@iconplc.com

ICON Investigator Payments Group (IPG):
InvestigatorPayments@iconplc.com

Failure to send invoices to this address and
failure to include the details listed above may
result in delayed payment.

Nezaslanie faktur na tauto adresu a-neuvedenie vy$sie
uvedenych udajov méze mat za nasledok oneskorenu
platbu. :

9. Unscheduled Visits:

9. Neplanované navstevy:

ICON will pay for unscheduled visits on a per
procedure basis in accordance with the rates set
forth in this Appendix 2. Payment for
unscheduled visits will be made based on receipt
of itemized invoice, subject to CRF verification.
Withholding percentage is not applicable to
Unscheduled Visit reimbursement.

Spolognost ICON bude platit za heplanované navstevy
podla jednotlivych postupov v sulade so sadzbami
uvedenymi v tejto prilohe.¢&. 2. Platba za neplanovaneé
navstevy sa uskutocni na zaklade prijatia podrobnej
faktury, ktorapodlieha overeniu formulara CRF. Percento
zrazky sa nevztahuje-na Ghradu neplanovanej navstevy.

10. Start-up Fee: A one-time Start-up Fee
at the rate set forth in this Appendix 2 will be paid
to Payee on receipt of invoice and after approval
of all regulatory documents, receipt of the fully
executed Agreement, and ICON/Sponsor has
activated site.

10. Uvodny poplatok: Jednorazovy uvodny
poplatok vo vyske stanovenej v tejto prilohe €. 2 bude
vyplateny prijemcovi platby po prijati faktdary a po
schvaleni vsetkych regulaénych dokumentov, prijati
kompletne podpisanej zmluvy a aktivacii pracoviska
spoloénostou ICON/zadavatelom.

11. Pharmacy Fee: A one-time Pharmacy
Fee at the rate set forth in this Appendix 2 will be
paid to Payee upon receipt-of-invoice and after
approval of all regulatory documents, receipt of
the  fully  executed  Agreement, and
ICON/SPONSOR has activated the site.

11. Poplatky lekarni: Jednorazovy poplatok lekarni
vo vyske stanovenej v tejto prilohe ¢. 2 bude vyplateny
prijemcovi platby po prijati faktiry a po schvaleni
vSetkych regulaénych dokumentov, prijati kompletne
podpisanej zmluvy a aktivacii pracoviska spolocnostou
ICON/ZADAVATELOM.

12. Record Archiving Fee: A one-time
Record Archiving Fee at the rate set forth in this
Appendix 2 will be paid to Payee upon receipt of
invoice at Study close-out.

12. Poplatok za archivaciu zaznamov:
Jednorazovy poplatok za archivaciu zaznamov vo vyske
stanovenej v tejto prilohe €. 2 bude uhradeny prijemcovi
platby po doru&eni faktury pri ukonéeni skisania.

13. Study Subject and Caregiver (if

applicable) Travel, Accommodation and

Reimbursement:

13. Cestovné, ubytovanie a nahrada nakladov

subjektu skusania a opatrovatel'a (v prisluSnom
pripade):

Payee will be reimbursed for Study Subject’s
reasonable travel expenses directly related to the
Study Subject’s participation in the Study (such
as air, rail or ground transportation, parking,
meals and accommodation) and in accordance
with the approved Informed Consent Form.
Payee will be reimbursed at flat rate of the
amount indicated in the budget grid below per
each visit as listed in this Appendix 2. Payee will

Prijemcovi platby sa uhradia primerané cestovné
vydavky subjektu skusania, ktoré priamo suvisia s
G¢astou subjektu skusania na skusani (ako je letecka,
Zelezniénd alebo pozemna doprava, parkovanie,
stravovanie a ubytovanie), a to v stlade so schvalenym
formularom informovaného suhlasu. Prijemcovi platby
budl preplatené v pausainej sadzbe vo vyske uvedenej
v rozpodtovej tabulke nizsie za kazdu navstevu uvedenu
v tejto prilohe &. 2. Prijemcovi platby budu tieto cestovné
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be reimbursed for these travel expenses upon
receipt of itemized invoice. Travel, parking, meals
and accommodation fees higher than the flat per
visit rate specified in this Appendix 2 will be
approved on a case-by-case basis. In such
cases, INSTITUTION/INVESTIGATOR  will
submit a proposal to ICON for approval prior to
travel and/or accommodation being booked.
Upon approval, travel and/or accommodation
expenses for that Study Subject will be
reimbursed to Payee upon receipt of itemized
invoice. INSTITUTION/INVESTIGATOR
overhead does not apply to Study Subject travel
reimbursement. Expenses for caregivers (where
applicable) are also covered under this provision
at the same flat rate of the amount indicated in
the budget grid below per each visit.

vydavky preplatené po prijati podrobnej faktiry.
Cestovné, parkovné, stravné a ubytovacie poplatky
vy$Sie ako pausalna sadzba za navstevu uvedena v tejto
prilohe €. 2 budu schvalené podfa jednotlivych pripadov.
V takychto pripadoch ZDRAVOTNICKE
ZARIADENIE/SKUSAJUCI prediozi spolognosti ICON
navrh na schvalenie pred rezervaciou cesty a/alebo
ubytovania. Po schvéleni budu cestovné naklady a/alebo
naklady na ubytovanie pre dany subjekt skuSania
preplatené prijemcovi platby po doruéeni podrobne;j
faktury. Rezijné naklady ~ZDRAVOTNICKEHO
ZARIADENIA/SKUSAJUCEHO sa nevztahuji na
cestovné nahrady subjektov skd$ania. V ramci tohto
ustanovenia su kryté aj vydavky na opatrovatelov (v
pripade potreby) v rovnakej pausalnej sadzbe vo vyske
uvedenej v rozpodtovej tabulke -nizSie za kazdu

navstevu. =

14. Home Health:

14. Sluzby domacej zdraVotne'i"étarostlivosti:

Home health visits which are performed by
INSTITUTION/INVESTIGATOR staff shall be
paid to Payee per procedure based on the budget
table included in this Appendix 2. ICON will pay
INSTITUTION/INVESTIGATOR upon receipt of
an itemized invoice  with  supporting
documentation of procedure(s) performed.
Additionally, Payee will be reimbursed upon
receipt of an itemized invoice with supporting
documentation for
INSTITUTION/INVESTIGATOR  staff travel.
Reimbursement is subject to SPONSOR/ICON
approval.

Navstevy v ramci domacej zdravotnej starostlivosti, ktoré
vykonavaju zamestnanci "ZDRAVOTNICKEHO
ZARIADENIA/SKUSAJUCEHO, sa prijemcovi platby
uhradzaju za kazdy vykon na zaklade rozpoctovej
tabulky - uvedenej = tejto prilohe €. 2. Spolo¢nost ICON
zaplati = ZDRAVOTNICKEMU
ZARIADENIU/SKUSAJUCEMU po prijati podrobnej
faktury so sprievodnou dokumentaciou o vykonanom
postupe (postupoch). Okrem toho sa prijemcovi platby
uhradia cestovné naklady zamestnancov
ZDRAVOTNICKEHO ZARIADENIA/SKUSAJUCEHO po
prijati podrobnej fakttry so sprievodnou dokumentaciou.
Uhrada podlieha schvéleniu
ZADAVATELOM/SPOLOCNOSTOU ICON.

BUDGET GRID / ROZPOGTOVA TABULKA:

Sponsor: [ Zadavatel’

Protocol: / Protokol:
Indication: / Indikacia:
Phase: / Faza: 3

Arm: / Rameno:

Country: / Krajina:
Currency: / Mena:
Protocol Version: / Verzia protokolu: 1

Protocol Date: / Datum protokolu:

CTA Tripartite Master Slovakia, Amended 18 October 2020
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Procedure / Postup

Study Week / Tyzdeii v
ramci skiisania

Study Day / Defi v ramci
skusania

Unit Cost /
Jednotkové
naklady

V14 N

V2 /N2

V3 /N3

v4 /| N4

V5 [ N5

V6 / N6

SFU® / SFU®

IMP d/c visit*®
/ Navsteva
pre ukoncenie
podavania
skasaného
lieku*®

EDV /
Navsteva pri
pred¢asnom

ukonceni

16

28

40

52

Invoice /
Faktira

NA /
NEAPLIKOVATE
LNE

NA /
NEAPLIKOVATE
LNE

29

113

197

281

365

NA /
NEAPLIKOVA
TELNE

NA /
NEAPLIKOVATE
LNE

NA /
NEAPLIKOVATE
LNE

Informed consent / Informovany
sthlas

48

48

Eligibility criteria / Kritérid
opravnenosti

40

40

12 lead ECG / 12-zvodové EKG

INV / Faktira

47,

47

47

47

47|

47

47

Full Physical Exam - Includes
Dermographic characteristics,
Vital signs, Height and Weight /
Korrpletné telesné vysetrenie —
zahfiia derrografické tidaje,
Zzivotné funkcie, vySku a
hrotnost’

89

89

Abbreviated physical exam -
Includes Vital signs / Skratené
telesné vySetrenie — zahffia
Zivotné funkcie

65

65

65

65

65

65

65

65

65

Dispense administration log,
patient diary and actigraphy
device - with instruction /
Poskytnutie dennika podavania
lieku, dennika pacienta a
aktigrafického zariadenia — s
pokynmi

23

23

Review administration log and
patient diary / Kontrola dennika
poddvania lieku a dennika
pacienta

20

20

20

20

20

20

20

20

Patient Reported Outcorres*/
Pacientom hidsené vysledky

20

INV / Faktura

20

20

20

20

20

20

MMTB / MMT8

66

INV / Fakttra

= 66

66

66

66

66

66

MDGA / MDGA

28

INV/ Faktira |- -

28

28

28

28

28

MDAAT / MDAAT

77

INV/ Faktira

77

77

77

77

77

77

CGI-S / CGI-S

22

INV / Faktdra

22

22

22

22

22

22

CGI-C / CGI-C

14

INV/ Faktira

T 14

14

14

14

14

14

C-GTI/ C-GTI

INV/ Faktira |-

12

12

12

12

12

FI-3 / FI-3

15

INV/ Faktira

15

15

15

15

15

Central labs including
venipuncture, processing,
handling and shipping* / Testy v
centralnom laboratdriu vratane
venepunkcie, spracovania,
manipuldcie a prepravy*

34

INV / Faktira

34

34

34

34

34

34

34

34

Urine collection for Urinalysis /
Odber mou na analyzu mocu

INV/ Faktlra

Urine specimen shipment to
central lab / Odoslanie vzorky
mocu do centrélneho laboratdria

13

INV / Faktlra

13

13

13

13

13

IMP Administration Training for
subject/caregiver / Zaskolenie
uCastnika/opatrovatela o
poddvani skdsaného lieku

12

INV / Faktlra

INV / Faktira

INV / Faktlira

INV / Faktdra

INV / Faktira

INV / Faktira

IMP Administration / Podanie
skisaného lieku

34

34

34

34

34

34

34

Concomitant medications /
SlbeZne uzivané lieky

17

INV/ Faktira

17,

17

17

17

17

17

AEs / Neziaduce UCinky

22

INV / Faktira

22

22

22

22

22

22

22

22

_ Procedures Sub Total /
Ciastkovy siicet za postupy

234

418

515

CTA Tripartite Master Slovakia, Amended 18 October 2020
Argenx ARGX-113-2011 (2682/0028), Slovakia, Site: 4210001, Institution: Narodny astav reumatickych choréb, PI: Olga Lukacova,

3-Partite CTA

515

515

515

207

481
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pacienta

Unscheduled Visits /
Neplanované navstevy

Paid per procedure completed® /
Vyplatené za vykonany postup?®

CTA Tripartite Master Slovakia, Amended 18 October 2020

3-Partite CTA

IMP d/c EDV /
Non-Procedure / Vykon visit10 / Navsiteva pri
nesiivisiacis postupom VEREHINTRL. N2 B/ VELE VIS (OING SEUSSEUD Navsteva 10s | predcasnom
Unit Cost / vydanim a ukonéeni
i Jednotkové NA / NA /
studyWealke/IvzdenVasl e piavy 0 4 16 28 40 52 Invoice / | \pa pl TKOVATE| NEAPLIKOVATE
ramciskiiSania Faktira i .
LNE LENE
Study Day / Defi v ramci NA / NA / NA /
skiisania 2 ) i) R A 382 NEAPLIKOVA | NEAPLIKOVATE| NEAPLIKOVATE
Physician Fee / Poplatok lekarovi 99 99 99 99 99 99 99 99 99 99
Study Coordinator Fee /
Poplatok pre koordindtora 57 57 57 57 57 57 57 57 57 57
Klinického skiisania
7
Pharmacy Fee” / Poplatokza 45 45 45 45 45 45 45
leldren
Non Procedures Sub Total / 201 201 201 201 201 201 156 156 156
Overhead (all costs) / 6
ReZijné naklady (celkom) 18% 78 111 129 129 129 129 65 115 115
Total Cost Per Visit with
Overhead / Celkové
naklady na navitevu 514 731 845 845 845 845 428 752 752
vratane rezijnych nakladov
Total Cost Per Patient /
Ve P
Celkové naklady na 4625
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centralnom laboratdriu vratane spracovania, manipulacie a prepravy’

5 Giiy Cost + OH /
Invoiceable Procedure / Fakturovatel'ny postup e dn:llz)s?s:éllda d OHn/éS:;“ne Naklady +
£ v ¥ reiiné nakiady
Local COVID-19 test (where applicable)* / Lokalne vykonany test na COVID-19 (ak sa uplatiiuje)* 48 9 57
Central COVID-19 sample collection with processing/shipping/handling* / Centralny odber vzoriek
. . , PR 10 2 12
na COVID-19 so spracovanim/posielanim/manipulaciou
Urine pregnancy? / Tehotensky test z motu? 15 3 18
CDASP® / CDASE? 15 3 18
Blood samples for central labs including processing, handling and shipping® / Vzorky krvi na testy v 34 6 40

Patient Reimbursement, Travel Expenses6 / Preplatenie nékladov pacienta, cestovné v>7davkyE

Fixed amount 50 EUR per visit / Pevna suma 50 EUR za navstevu

Caregiver Reimbursement, Travel Expenses® / Preplatenie nakladov opatrovatefa, cestovné
vydavky®

Fixed amount 50 EUR per visit / Pevna suma 50 EUR za névstevu

Site staff travel reimbursement for home health visit / Preplatenie cestovnych nakladov pre
zamestnancov centra za navstevu v domacom prostredi

Fixed amount 50 EUR per visit / Pevna suma 50 EUR za névstevu

CTA Tripartite Master Slovakia, Amended 18 October 2020

fakturovatel'na suma

Safety Follow-up Visit® / Bezpetnostnd néviteva s d'alsim sledovanim® 399 72 471
Caregiver Information Sheet / Informacie pre opatrovatela 32 6 38
COVID-19 Addendum Informed Consent Form / Dodatok k formuldru informovaného siihlasu ku
32 6 38
COVID-19
Re-consent / Opatovny sthlas 32 6 38
IMP d/c Phone Contact!! / Telefonicky kontakt na vydanie a kontrolu skasaného lieku'* 74 13 87
. 12 G g g . .
I.MP cliﬁc Continued Site Visit'? / Pokradovanie navitevy v centre s vydanim a kontrolou ski3aného - 5571 100 657
lieku
IMP d/c Safety Assessments Visit!? / Naviteva s vydanim a kontrou ski3aného lieku a sledovanim 286 51 337
bezpe&nosti*?
Temperature storage monitoring data submission - per month / Predkladanie dajov o 29 5 34
monitorovani teploty uchovavania skii3aného lieku — mesacne
Site staff home visit for IP administration / Naviteva pracovnikov centra v domdécom prostredi na
) i o f 29 5 34
podanie skisaného lieku
12 lead ECG / 12-zvodové EKG 52! 9 61
Full Physical Exam - Includes Demographic characteristics, Vital signs, Height and Weight / o8 18 116
Kompletné telesné vy3etrenie — zahfiia demografické udaje, Zivotné funkcie, vySku a hmotnost
Patient Reported Outcomes® / Pacientom hlasené stIedkys‘ 22 4 26
MMT8 / MMT8 - 73 13 86
MDGA / MDGA T 30 5 36
MDAAT / MDAAT 85 15 100
CGI-S / CGI-S 24 4 29
CG-C / CE-C 16 3 19
C-GT1/ C-GTI 13 2 16
FI-3 / FI-3 17 3 20
Central labs including venipuncture, processing, handling and shipping* / Testy v centralnom 38 7 44
laboratériu vratane venepunkcie, spracovania, manipulicie a prepravy®
Urine collection for Urinalysis / Odber mocu na analyzu mocu 10 2 11
Urine specimen shipment to central lab / Odoslanie vzorky mocu do centralneho laboratdria 15 3 17
IMP Administration Training for subject/caregiver / Zaskolenie (i€astnika/opatrovatela o poddvani 13 2 16
skasaného lieku
IMP Administration / Podanie skiSaného lieku 34 6 40
Pharmacy Fee’ / Poplatok za lekdreii’ 45 8 53
Concomitant medications / SibeZne uzivané lieky 18 3 21
AEs / NeZiaduce GEinky 24 4 29
Total Invoiceables / Celkova 2617
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Site Level Costs / Naklady na tirovni pracoviska

Unit Cost / Jednotkové
nakdady

OH / Rezijné
nakiady

Cost + OH /
Naklady +
rezijné naklady

Study Start-Up Fee/Site Set-Up Fee / Poplatok za zacatie klinického skuSania/poplatok za spustenie

nracoviska 1,000| n/a / neaplikovatelné 1,000
Lekdren: Set-Up Fee/ Lekdrefi: Poplatok za pripravu lekdrne 739| n/a / neaplikovate/né 739
Pharmacy Annual Maintenance Fee /Ro¢ny poplatok na zabezpecenie (drzby lekarne 100 n/a 100
zﬁﬂngtﬁgiﬂ; :,;ccl:&vzr;gs :’gﬁz{l;:ost (25 years) / Celkové naklady na uchovévanie 800| n/a / neaplikovatelné 800
Study Close out / Uzatvorenie Stidie 200| n/a / neaplikovatelné 200

Total Upfront Site Costs / Celkové pociatoéné naklady na centrum 2839

CTA Tripartite Master Slovakia, Amended 18 October 2020
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Footnotes / Poznamky pod ciarou

Participants will be tested for SARS-CoV-2 if symptomatic, and if required by applicable local laws or regulations at the time of
the visit. When applicable, a negative PCR test (central or local laboratory) will be required within 72 hours (or less if required
by local regulations) before dosing and should occur regardless of a participant’s vaccination status. No additional testing will
be performed unless required by local regulations (Section 10.5). / UZastnici bud testovani na pritomnost’ virusu SARS-CoV-2,
ak budd mat’ priznaky a ak to bud(i vyZadovat’ prislugné miestne zakony alebo predpisy v Case navstevy. V pripade potreby sa
bude pred podanim déavky vyZadovat' negativny test PCR (centrélne alebo miestne laboratdrium) do 72 hodin (alebo menej, ak
to vyzadujii miestne predpisy); mal by sa vykonat' bez ohl'adu na stav ockovania G&astnika. Ziadne dalSie testovanie sa nebude
vykonavat, pokial’ to nevyZzaduji miestne predpisy (East' 10.5).

Serum and urine pregnancy tests apply only to women of childbearing potential. / Tehotenské testy zo séra a moCu sa
vztahujl len na Zeny v reprodukénom veku.

Assessment will be performed on only participants with DM. / Hodnotenie sa vykona len u Ggastnikov s DM.

Central Labs include: Muscle enzymes, Clinical Lab tests (including Urinalysis, Viral Serology and serum preg), MSA and MAA
titers, PD, immunogenicity / VySetrenia v centrdlnom laboratériu zahfiiaju: Svalové enzymy, klinické laboratdrne testy (vratane
analyzy mocu, virusovej séroldgie a tehotenského testu z mocu), titre MSA a MAA, PD, imunogénnost’

PROs include: PGA, PGI-S, PGI-C, HAQ-DI, SF-36v2, EQ-5D-5L, PROMIS Pain Interference, PROMIS Fatigue, PROMIS Physical
Function, Skindex-163 and TSQM-9 / Pacientom hldsené vysledky zahffiajii: PGA, PGI-S, PGI-C, HAQ-DI, SF-36v2, EQ-5D-5L,
PROMIS Pain Interference, PROMIS Fatigue, PROMIS Physical Function, Skindex-163 a TSQM-9 )

For sites not supported by Clincierge/third-party vendor / Pre centrd, ktoré nie si podporované spolocnostou Clincierge alebo
externym dodavatel'om

Includes dispensation and packaging of IP for at-home storage and administration/ Zahffia vydaj a balenie skusaného
produktu na uchovavanie a poddvanie v domacom prostredi )

Reimbursed with overhead for procedures completed plus physician and coordinator fees, payable by site invoice / Uhrada
rezijnych nakladov za vykonané postupy plus poplatky lekarovi a koordinatorovi, splatné na zaklade faktlry vystavenej centrom

The SFV applies to all participants unless the participant’s last dose of IMP was more than 56 days before V6 or EDV. For
participants who permanently discontinue IMP more than 56 day from V6-and agree to continue in the study, the SFV
assessments will be performed at their scheduled visit closest to 56 days after their last dose. / Bezpeénostna kontrolna
naviteva sa vztahuje na véetkych tcastnikov, pokial poslednd dévka skiiSaného lieku u Gcastnika nebola podana viac ako 56
dni pred N6 alebo navitevou pri predéasnom ukonéeni. U castnikov, ktori natrvalo ukonéia lie¢bu skisanym liekom po viac
ako 56 drioch od N6 a sthlasia s pokratovanim v skiani, sa hodnotenia pri bezpecnostnej kontrolnej navsteve vykonaju pri
planovanej naviteve najblizSie 56 dni po poslednej davke.

10

Participants who permanently discontinue IMP will attend the IMP discontinuation visit and then attend every other visit of
their regularly scheduled visits, without receiving IMP. The IMP discontinuation visit will be performed at the next scheduled
visit after permanent IMP discontinuation. If a participant discontinues at a scheduled visit, that visit will become the IMP
discontinuation visit. / Ugastnici, ktori natrvalo ukonia lie¢bu skdganym liekom, absolvujt névatevu po ukonceni lieCby
skiiZanym lickom a nasledne kazdu daldiu pravideln névitevu, prifom nebudi dostavat’ skisany liek. Navsteva po ukondeni
uZivania skaganého lieku sa uskutoéni priznajblizéej planovanej naviteve po trvalom ukonceni uzivania skisaného lieku. Ak
G&astnik ukon&i G&ast’ na-planovanej ndviteve, tato néviteva sa stane navitevou pri ukonceni liecby skiSanym liekom.

11

If a participant is not willing-to continue-with the previously scheduled on-site visits, they will complete the IMP discontinuation
visit and safety follow-up visit:-They will also be given the option of participating in phone calls instead of on-site visits at every
other scheduled visit, during which they will be monitored for AEs and concomitant medication. / Ak Géastnik nie je ochotny
pokracovat’ vo vopred naplanovanych navitevach v centre, absolvuje névitevu pri ukoncent liecby skiganym liekom a
bezpe&nostnii kontrolnd navétevu. TaktieZ budd mat’ moZnost’ zi&astnit sa telefonickych rozhovorov namiesto navstev v centre
pri ka¥dej druhej planovanej néviteve, pocas ktorej bud(i sledované neziaduce Ucinky a sibeZne uZivané lieky.

12

Participants who permanently discontinue IMP will be encouraged to remain in the study and attend any previously scheduled
visits. The participant will complete an IMP d/c visit (refer toSection 1.3), which will occur at the next scheduled visit, and
attend consequent scheduled visits, but with only the following reduced list of assessments performed: Abbreviated physical
exam, Vital signs, PGA, MDGA, HAQ-DI, MDAAT, MMT8, PGI-S, CGI-S, Blood sample for muscle enzymes, Blood sample for
clincial laboratory tests, AE monitoring, Concomitant medication monitoring. / U¢astnici, ktori natrvalo ukencia lieébu skisanym
liekom, bud(i vyzvani, aby zostali v skiiani a z(¢astnili sa vietkych predtym napldnovanych navtev. UCastnik absolvuje
navitevu s vydanim a kontrolou skiganého lieku (pozri Cast’ 1.3), ktord sa uskuto&ni potas nasledujlicej planovanej navstevy, a
zGéastni sa na naslednych planovanych navétevéch, ale len s nasledujicim obmedzenym zoznamom hodnoteni: Skratené
telesné vySetrenie, Zivotné funkcie, PGA, MDGA, HAQ-DI, MDAAT, MMT8, PGI-S, CGI-S, odber krvi na stanovenie svalovych
enzymov, odber krvi na Klinické laboratdrne testy, monitorovanie neZiaducich tcinkov, monitorovanie sibezne uzivanych liekov.

13

Participants who discontinue IMP will perform the following additional assessments at their scheduled visit closest to 56 days
after their final dose: ECG, PD, Immunogenicity, Urine pregnancy test, Urinalysis, MSA/MAA titers / U (i¢astnikov, ktori ukontia
lie€bu skZanym liekom, sa pri planovanej néviteve, ktora sa kond najblizsie k 56. diiu po poslednej davke vykonajl
nasledujiice dodatoéné hodnotenia: EKG, PD, imunogenita, tehotensky test 2 mocu, analyza motu, titre MSA/MAA

14

V1 will occur simultaneously with the last visit of the antecedent study ARGX-113-2007. Activities that overlap during the last
visit of ARGX 113 2007 and V1 of ARGX-113-2011 will not be repeated. / N1 sa uskutoCni sicasne s poslednou navstevou
predchédzajiiceho ski$ania ARGX-113-2007. Cinnosti, ktoré sa prekryvaji pocas poslednej ndvatevy v skiiSaniach ARGX 113
2007 a V1 ARGX-113-2011, sa nebudu opakovat..
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APPENDIX 3 PRILOHA C. 3
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APPENDIX 4 PRILOHA C. 4
BENEFICIARY TEMPLATE VZOR PRIJEMCU

_ _ Beneficiary Details Form
A Symbol of Excellence Slovakia OU Ireland

Protocol Number [ 2682-CL-0028 |CON Study No| 268210028 | Site No. |4210001
Therapeutic Area | Active ldiopathic Inflammatory Myopath:
N payee Contant Information’
Payee Full Name | Narodn Gstav reumatickjch choréb

Payee Description /47| X]Institution | |Principal Iny | Sub-Inw [Othed
VAT? GST Registration No. | SK2020530732 Tax Bate (2] |Not Applicable
ST T T A ddress and Contact Derailst T
Street |Nabrelie lvana Krasku 4

City | Piestany [ PostCode[92112
Country |Slovak Republic
"Remittance Email address |Lucia.chalasova@nurch.sk Phone ® frootas [ +421337 969 247

"*PPFIS0% Email Address 1|Lucia.chalasova@nurch.sk
**PPFISO% Email Address 2 |slavka.podolska@nurch.sk
“"PPFISOY Email Address 3
"“PPFISOW Email Address 4

""“Finance Representative | Lucia.chalasova@nurch.sk +421337 969 247
b name andamadadithess | slavka. podolska@nurch. sk hone ¥ froutay | +421337363 110
Principal Investigator First Name | Olga Middle Nan{N/A | Last Name |LukéaZovd
Degree | MUDr., PhD Primary Specialty|

SPANTOIN POUSCHICT T/ (6 FaWTer's 1 e efectronically sent ta the reimittance emal s0aess above
“OEEAGEIYS 34 b0 SOOIy Sent (0 the PEFASOY emai sogresses {F4] abave. PEFASCHY can be (o sent up (6 4 emai oddresses.
Jt is maRGIICTE IG PIOVIOE FEmitiance email adaress and at Jeast one PPFISOY email address.
*Perscvr O LIGRarmert (G IewepyRsCuss Finance ISsUes

IBeneficiaryAccount Details

Bank Account Holder /ame? |BU-Narodnd Gstav reumatickjch chordb Piestany
IBAN Number /mandsrar/ |S K| 8] 5] 8] 1] 8] 0] 0] 0] 0[o0JoJo[7[oJo[o]2][8]5]2[ 3] 3[2d-digi
SWIFT I BIC Code (mandsrarwt | S| P[S|R|S|K|BJA 8-digit for head office and 11-digit for specific Beneficiary bank
Bank Name | Statna pokladnica
Bank Branch Name | Currency of Payment: EUR

JOLAV'S Standiard pawment IOIAOGES SfeciGnits e Wale.ss hank SO0CUN &5 ROt COmpative.

PoNee st be the Cuner Of the bank S000u Rter below Above IRImatics i 1eGUred oy Raments. Inecimpiele Infarmalicn may Coloy FAVments
T, the undersigned beneliciaryll, the signatory on the behall of the beneliciary, hereby declare that the information provided in this Beneliciary
Details Form is both true and correct. |, the undersigned beneficiaryll, the signatory on the behalf of the beneficiary acknowledge that the
information | have provided herein: (i) may constitute personal data; and (i) serves to enable ICOM to make payments to metto the beneficiary on
behalf of the Study Sponsor in accordance with the Clinical Study Agreement(s) for the Study or Studies which lithe beneficiary participate(s) in as
a Clinical Investigator!Institution or member of the study team - each subsequent Study being subject to the execution of a Clinical Study
Agreement. |, the undersigned beneficiaryll, the signatory on the behalf of the beneficiary acknowledge that the processing of this datais
necessary for the performance of such Clinical Study Agreement(s) and undertake to promptly inform ICON of any changes to the information

stated in the Reneficiar Metails Farm
Furthermore, |, the undersigned beneficiaryll, the signatory on the behalf of the beneficiary agree that [CON and SPONSOR may disclose for any

law ful purpose, within their sole discretion, the terms of this Agreement, including without limitation, the total compensation (including fees and
enpenses) payable or paid pursuant to this figreement. |, the undersigned beneficiaryfl, the signatory on the behalf of the beneficiary consent to
the processing of mylbeneliciary personal data by the Sponsor, ICON andlor its affiliates for the above mentioned purposes and grant my consent
for the transfer of mylbeneficiary personal data to ICON andforits affiliates, Sponsor(s), regulatory authorities, auditors and study related personnel.
|, the undersigned beneficiaryll, the signatory on the behalf of the beneficiary understand and agree that for the purposes described above
mylbeneficiary personal informat{dn may be transfer to third countries (such as the United States) which may not provide the same level of personal

7

data protection. [ICOM will take all keasonable ;\ecngiiprecautions to protect yourlbeneficiary personal data against all unlawful forms of
b

ehalf of the beneficiary will notify ICON immediately of any changes to the above beneficiary d

G813

|, the undersigned beneficiaryil, the ignatorl/qn t

Payee Signature

Payee Name /2 [MUDr. MilanDerco © T - ém’/ ustav

92112 Piestan
-
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APPENDIX 5

PRILOHA C. 5

EQUIPMENT AND MATERIALS

VYBAVENIE A MATERIALY

ICON-Provided Equipment and Materials

Vybavenie a materialy poskytnuté spoloénost’ou
ICON

|CON-Provided Equipment

Vybavenie poskytnuté spoloénostou ICON

ICON will provide the equipment identified below
(“ICON Equipment”) for use by Investigator or
Institution in the conduct or reporting of the Study:

Spoloénost ICON poskytne vybavenie uréené niZzSie
(dalej len ,Vybavenie spoloénosti ICON“) na pouZitie
pre Skusajuceho alebo Zdravotnicke =zariadenie pri
vykonavani Klinického skusania alebo podavani spravy
o Klinickom skusani:

NONE

ZIADNE

ICON-Provided Materials

Materialy poskytnuté spoloéno’st‘ou-‘lC'ON

ICON will provide the proprietary materials
owned or licensed by ICON or Sponsor and
identified below (“ICON Materials”) for use by
Investigator or Institution in the conduct or
reporting of the Study.

Spoloénost ICON-poskytne chranené materialy, ktoré su
vo vlastnictve spolo¢nosti ICON alebo Zadavatela alebo
na ktore ma Iiéenciu spoloc‘:nost ICON alebo Zadévatel a
ICON") na_pouzivanie Skusajlicim alebo Zdravotnickym
zariadenim:pri vykonavani Klinického sktsania alebo pri
podavani spravy o fiom.

Materials Supplied: NONE

Poskytnuté materialy: ZIADNE

Vendor-Provided Equipment or Materials

Vybavenie a Materialy poskytnuté predajcom

ICON will arrange for a vendor to provide the
following equipment or proprietary- materials
(“Vendor Property”) for use in this Study:

Spoloénost ICON zariadi, aby predajca poskytol
nasledujlce vybavenie alebo chranené materiély (dalej
len ,Majetok predajcu“) na pouzitie v tomto Klinickom
skusani:

e Cutaneous Dermatomyositis-Disease Area

and Severity Index (CDASI)

36-ltem Short Form Survey version2 (SF 36)
EQ-5D

Glucocorticoid Toxicity lndex (GTI)

PROMIS Pain Interference

PROMIS Fatigue

PROMIS Physical Function

Skindex-16

9-item Treatment Satisfaction Questionnaire
for Medication (TSQM-9)

Total Improvement Score (TIS) software

e Index oblasti a zavaznosti ochorenia pri koznej

dermatomyozitide (CDASI)

Verzia 2 kratkej formy prieskumu s 36 poloZzkami
(SF-36)

EQ-5D

Index glukokortikoidovej toxicity (GTI)

PROMIS Interferencia bolesti

PROMIS Unava

PROMIS Fyzicka funkcia

Skindex-16

9-polozkovy dotaznik spokojnosti s lie€bou pre
medikaciu (TSQM-9)

Softvér skére celkového zlepsenia (TIS)
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Equipment/ Vybavenie Estimated

Original Value /  |Completion / Odhadovana zostatkova
Odhadovana hodnota pri dokonéeni Klinického skusania
pévodna hodnota

Estimated Depreciated Value at Study

GE MAC 2000 ECG, or equivalent,
including
cables/accessories/consumables /

GE MAC 2000 ECG alebo gsgoz,ggg/
ekvivalent vratane
kablov/prislusenstva/spotrebného
materialu

N/A — the same equipment imported for ARGX-
113-2007 will be used for ARGX-113-2011
study and returned at ARGX-113-2011 Study
end or upon separate agreement with
ICON/SPONSOR/Vendor/

Neuplatriuje sa —rovnaké vybavenie dovezene
pre §tudiu ARGX-113-2011 bude pouZité pre
studiu ARGX-113-2011 a bude vratene na
konci sktigania ARGX-113-211 alebo na
zaklade samostatnej dohody so spolo¢nostou
ICON/ZADAVATELOM/dodavatelom

Electronic device/tablet for
patient/clinician reported outcomes
— Lenovo K10, or equivalent,
including cables/accessories /

Elektronické zariadenie/tablet pre LS§ 786/

N/A — the same equipmentimported for ARGX-
113-2007 will be used for ARGX-113-2011
study and returned at ARGX-113-2011 Study
end or upon separate agreement with
ICON/SPONSOR/Vendor/ -

Neuplatriuje sa —rovnaké vybavenie dovezené

vysledky hlasené 16 b ore stadiu ARGX-113-2011 bude pouzité pre
pacientom/lekarom — Lenovo K10 $tadiu-ARGX-113-2011 a bude vratené na
alebo ekvivalent vratane konci skiisania-ARGX-113-2011 alebo na
kablov/prislusenstva zaklade samostatnej dohody so spolo¢nostou
ICON/ZADAVATEL'OM/dodavatelom
Equipment / Vybavenie Estimated Original |Estimated Depreciated Value at Study

Value / Odhadovana [Completion / Odhadovana zostatkova
povodna hodnota hodnota pri dokonceni Klinického

skusania
Continuous Temperature Monitor for
Freezer — 225-9999-002-EE Berlinger, or - o o fo be donated to [NSTITUTION at

equivalent, including cables/accessories/ |US$ 225/
Nepretrzity monitor teploty pre mraznicku 225 USD ZDRAVOTNICKEMU ZARIADENIU na

— 225-9999-002-EE Berlinger-alebo

Neuplatriuje sa — ma byt darovany

konci skusania

ekvivalent vratane kablov/prisluSenstva

5703000012 Refrigerated centrifuge
Eppendorf 5702R Centrifuge &

5702720003 Eppendorf A-4-38Rotor, or

equivalent, including cables/accessories / |US$ 6,504 /
5703000012 Chladena odstredivka 6504 USD dovezené pre &tudiu ARGX-113-2011

Eppendorf 5702R odstredivka A-4-38 rotor
alebo ekvivalentny, vratane
kablov/prislusenstva

N/A — the same equipment imported for
ARGX-113-2007 will be used for ARGX-
113-2011 study and returned at ARGX-
113-2011 Study end or upon separate
agreement with
ICON/SPONSOR/Vendor/

Neuplatriuje sa — rovnaké vybavenie

bude pouzité pre studiu ARGX-113-2011
a bude vratané na konci skusania
ARGX-113-2011 alebo na zaklade
samostatnej dohody so spolo&nostou
ICON/ZADAVATELOM/dodavatelom

Permitted Uses of Vendor Property

Povolené pouZitia Majetku predajcu

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

Zdravotnicke zariadenie bude pouZivat Majetok predajcu
len na ugely tohto Klinického skusania

Disposition of Vendor Property

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

Predajca rozhodne o vrateni Majetku predajcu po
dokonéeni vykonavania Klinického skusania.

Ownership, Responsibilities, and Liability

Vlastnictvo, povinnosti a zodpovednost’

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.

Vybavenie spolo¢nosti ICON, Materialy spolo¢nosti ICON
a Majetok predajcu st a zostanu vlastnictvom spolognosti
ICON, Zadavatela, predajcu alebo poskytovatela licencie
podla toho, ¢o sa uplatiiuje.

The Party receiving and using them will bear the
risk of loss 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.

Strana, ktora ich prijala a pouziva ich, bude niest riziko
straty alebo $kody v suvislosti s Vybavenim spolo€nosti
ICON, Materialov spolo¢nosti ICON a-Majetku predajcu.
Ak spolocnost ICON alebo-predajca- musi pocas
vykonavania Klinického skU8ania—_nahradit nejaké
Vybavenie spolo¢nosti ICON, Materialy spolo¢nosti ICON
alebo Majetok predajcu v désledku straty alebo Skody
sposobenej stranou tejto Zmluvy; spoloénost ICON si
vyhradzuje pravo- odpoéitat naklady na nahradu z
financovania buduceho Klinického skusania.

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 Rarticipant
covered by the terms of the Sponsor's letter of
indemnification to Institution.

Ani spolognost- ICON, ani Zadavatel nenest Zziadnu
zodpovednost.za $kody-Ziadneho druhu vratane osobnej
ujmy alebo poskodenia majektu, ktoré vyplyvaju z
pouzivania Vybavenia spolo¢nosti ICON, Materialov
spolo&nosti ICON a Majetku predajcu, s vynimkou miery, v
akej 1) boli takéto $kody spésobené nedbanlivostou alebo
umyselnym pochybenim spolo¢nosti ICON, Zadavatela
alebo predajcu alebo 2) osobna ujma predstavuje ujmu v
stvislosti s Klinickym sku$anim spdsobenu Spésobilému
subjektu skusania, ktora je zahrnuta do podmienok listu
Zaddavatela o nahrade $kody uréenému Zdravotnickemu
zariadeniu.
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APPENDIX 6

PRILOHA C. 6

GDPR — DATA PROCESSING

GDPR - SPRACUVANIE UDAJOV

The services object of this Agreement requires the
Processing of Personal Data (as below defined).
Sponsor has delegated responsibility for management
of this Study,
monitoring, to ICON, and has authorized ICON to bind
Sponsor to all commitments within the Agreement,
including all its appendices and in particular this
appendix identified as belonging to Sponsor.

including contracting and Study

Predmet sluzieb tejto zmluvy si vyzaduje spractvanie
osobnych tdajov (definovanych nizsie). Zadavatel delegoval
zodpovednost za riadenie tohto klinického skusania vratane
uzatvarania zmldv a monitorovanie klinického skdSania na
spoloénost ICON a splnomocnil spoloénost ICON, aby
zavazovala zadavatela ku vSetkym zavazkom v ramci
zmluvy vratane vSetkych jej priloh, a najma tejto prilohy
oznacéenej ako patriacej zadavatelovi.

Sponsor considers itself an independent Controller (as
below defined) with respect to its Processing of
Personal Data regarding Qualified Participants and
reported by Institution to Sponsor pursuant to the
Protocol and the Agreement. The Institution remains
the Controller of Personal Data collected from the
Qualified Participant with respect to the treatment of
the Qualified Participant pursuant to medical standard
of care and applicable legal obligations.

Zadavatel sa povaZuje za nezavislého prevadzkovatela
(definovaného nizsie) v suvislosti s jeho spractvanim
osobnych udajov, ktoré sa tykaju-spésobilych Gcastnikov a
ktoré zdravotnicke zariadenie nahlasuje zadavatelovi podla
protokolu a zmluvy. Zdravotnicke =zariadenie zostava
prevadzkovatelom osobnych Udajov  ziskanych od
sposobilého Gcastnika v suvislosti s lieCbou spdsobilého
G¢astnika podla lekarskeho Standardu starostlivosti a

platnych zakonnych povinnosti.

This Appendix sets forth the GDPR requirements that
are applicable to Personal Data Processed by
Sponsor, or ICON on behalf of Sponsor, and the
Institution under the Agreement and the Study.

V tejto prilohe sa stanovuju poziadavky GDPR, ktoré sa
vztahuju-na osobné (daje spracuvané zadavatefom alebo
spolocnostou=ICON v mene zadavatela a zdravotnickym
zariadenim v ramci zmluvy a klinického skusania.

1.

Definitions.
Appendix have the meanings set forth below. In
the event of a conflict between the meanings of
capitalized terms in this Appendix
capitalized

Capitalized terms used in. this

and any

terms in the Agreement, the

1. Definicie. Pojmy zaginajlice velkym pismenom pouZité
v tejto prilohe maju vyznam stanoveny nizSie. V
pripade rozporu medzi vyznamom pojmov zacinajlcich
velkym pismenom v tejto prilohe a akymikolvek inymi
pojmami zacinajucimi velkym pismenom v zmluve ma
prednost vyznam stanoveny v tejto prilohe.

meanings set forth in this Appendix shall control.

(@) “Controller’ (s) shall mean the entity that a) ,Prevadzkovatel* (prip. prevadzkovatelia) je
determines the purposes-and means of the subjekt, ktory uréuje Gcely a prostriedky spractivania
Processing of Personal Data. osobnych udajov.

(b)  “Data Security Breach” shall mean a breach b) ,Porusenie bezpeénosti udajov" je porudenie
of security leading to the accidental or bezpe&nosti, ktoré vedie k nahodnému alebo
unlawful  destruction, loss, alteration, nezakonnému zniceniu, strate, zmene,
unauthorised disclosure of, or access to, neopravnenému poskytnutiu osobnych udajov, ktoré
Personal Data that has been transmitted, sa prenasajl, uchovavaju alebo inak spracuvajq,
stored, or otherwise processed. alebo neopravneny pristup k nim.

(c)  “Security Incident” shall mean Data Security c) ,Bezpeénostny incident" je porusenie bezpe&nosti
Breach; or (ii) any unauthorized acquisition, udajov; alebo (i) akékolvek neopravnené
access or use of Personal Data that triggers a nadobudnutie osobnych Udajov, neopravneny
breach  notification obligation  under pristup k nim alebo ich neopravnené pouzitie, ktore
Regulations. zaklada povinnost oznamit poruSenie podfa

pravnych predpisov.

(d) “Personal Data” shall have the meaning d) ,Osobné udaje" maju vyznam stanoveny Vv

given by Regulations and includes without
limitation, any information (regardless of the
medium and whether alone or in combination
with other available information) that identifies
orrelates to an identified or identifiable natural
person. Key coded data are considered
Personal Data even if the holder of those data

pravnych predpisoch a zahffiaji okrem iného
akékolvek informacie (bez ohladu na nosic a na to,
& sU samostatné alebo v kombindcii s inymi
dostupnymi informaciami), ktoré identifikuju alebo
sa tykaju identifikovanej alebo identifikovatelnej
fyzickej osoby. Klucové kodované udaje sa
povaZuju za osobné Udaje, a to aj vtedy, ak drZitel
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does not have access to the key that links the
data to the identity of an individual. .

tychto Udajov nema pristup ku klGéu, ktory spaja
Udaje s identitou jednotlivca.

shall mean, whether by physical or electronic
means, across national borders, both (a) the
moving of Personal Data from one location or
person to another, and (b) the granting of
access to Personal Data by one location or
person to another.

(e) “Process” or “Processing” shall mean any e) .Spracuvat” alebo ,spracuvanie’ je akakolvek
operation or set of operations, which is operacia alebo subor operacii s osobnymi udajmi,
performed upon Personal Data, whether or napriklad ziskavanie, zaznamenavanie,
not by automatic means, such as collection, usporaduvanie, uchovavanie, prepracuvanie alebo
recording, organization, storage, adaptation zmena, vyhladavanie, prehliadanie, vyuzivanie,
or alteration, retrieval, consultation, use, poskytovanie prenosom, Sirenim alebo
disclosure by transmission, dissemination or poskytovanie inym spdsobom, preskupovanie alebo
otherwise making available, alignment or kombinovanie, obmedzenie, vymazanie alebo
combination, blocking, erasure or destruction. likvidacia, bez ohladu na to, €i sa vykonavaju

automatizovanymi  alebo  neautomatizovanymi
prostriedkami.

® “Transfer’, “Transferred” or “Transferring” f) ,Prenasat™, jprenasanét alebo ,prenos" znamena

(a) presun osobnych tdajov-z jedného miesta alebo
od jednej osoby na iné:miesto alebo inej osobe aj (b)
udelenie pristupu- k- osobnym udajom jednym
miestom-alebo osobou inému miestu alebo osobe, a
to fyzickymi alebo elektronickymi prostriedkami cez
Statne hranice.

Personal Data of Qualified Participants Sponsor
shall be an independent Controller with respect
to its Processing of Personal Data contained in
the Study data 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 Participant pursuant to
medical standard of care and applicable legal
obligations.

~ nezavisly -

Osobné. udaje spdsobilych Ulastnikov Zadavatel je
prevadzkovatel v slvislosti s  jeho
spracuvanim-osobnych udajov obsiahnutych v udajoch
o klinickom skusani, ktoré nahlasuje zdravotnicke
zariadenie zadavatelovi alebo spolocnosti ICON.
Zdravotnicke  zariadenie  zostava nezavislym
prevadzkovatelom osobnych udajov spractvanych
zdravotnickym zariadenim, pokial ide o liecbu
sposobilych Gcastnikov podla lekarskeho Standardu
starostlivosti a platnych zakonnych povinnosti.

2. Personal Data of Study Personnel.-Prior to and
during the course of the-Study;=Institution and
Investigator may provide to=the -Sponsor/ICON
personal data relating-to the Investigator, the
sub-investigators and the Study=Personnel, or
other personnelinvolvedin conducting the Study,
the processing of which-may be subject to
applicable data protection and privacy laws.
Personal data relating to the Institution,
Investigator, and Study Personnel will be
processed and held on one or more databases.
Such data may be used for the purposes of: (i)
the conduct of the Study; (ii) verification by
Regulatory Authorities, Sponsor, ICON, their
agents and affiliates; (i) compliance with legal
and regulatory requirements; (iv) publication on
www.clinicaltrials.gov  and  websites  and
databases that serve a comparable purpose; and
(v) storage in databases to facilitate the selection
of investigators for future clinical trials. Personal
data may be disclosed or transferred to Sponsor
or ICON affiliates, subsidiaries, representatives,
and contractors working on behalf of Sponsor or
ICON and to regulatory authorities across the
world. The Institution will ensure that it furnishes
any notice which may be provided by ICON or
Sponsor to such Study Personnel that describes

Osobné udaje personalu klinického sktdania. Pred
klinickym skuasanim a pocas neho mézZe zdravotnicke
zariadenie a skusajuci poskytnut
zadavatelovi/spoloénosti ICON osobné Udaje tykajuce
sa skusajuceho, spolusku$ajucich a personalu
klinického skisania alebo iného personalu zapojeného
do vykonavania klinického skuSania, ktorych
spracivanie moze podliehat platnym pravnym
predpisom o ochrane udajov a sukromia. Osobné Udaje
tykajlice sa zdravotnickeho zariadenia, skusajuceho a
persondlu klinického sku$ania sa budu spracuvat a
uchovavat v jednej alebo viacerych databazach. Takéto
Udaje sa moézu pouzif na ucely: (i) vykonavania
klinického skusania; (ii) overovania zo strany
regulaénych organov, zadavatela, spolo¢nosti ICON,
ich zastupcov a pridruzenych spolo¢nosti; (iii) stladu s
pravnymi a regulac¢nymi poziadavkami; (iv) uverejnenia
na webovom sidle www.clinicaltrials.gov a webovych
sidlach a databazach, ktoré sluzia na porovnatelny
ucel; a (v) uchovavania v databazach s cielom ulahgit
vyber skusajlcich pre budice Kklinické skusania.
Osobné (daje sa mdzu poskytovat alebo prenasat
pridruzenym spolo¢nostiam, dcérskym spolo€nostiam a
zastupcom zadavatela alebo spolo¢nosti ICON, ako aj
zmluvnym partnerom konajucim v mene zadavatela
alebo spolocnosti ICON a regulaénym organom na
celom svete. Zdravotnicke zariadenie zabezpe€i
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Sponsor's and ICON's collection, processing and
Transfer of their personal data as set forth in this
Agreement and agrees in particular to refer the
Investigator and such Study Personnel to ICON'’s
Site Data Protection Notice, which is located on
ICON's website at:
https://www.iconplc.com/privacy/site-data-
protection/.

poskytnutie akéhokolvek oznamenia, ktoré moze
poskytnut spolocnost ICON alebo zadavatel, takémuto
personalu klinického sku$ania, v ktorom sa opisuje
ziskavanie, spraclvanie a prenos jeho osobnych
Gdajov, ako su stanovené v tejto zmluve, zadavatelom
alebo spolognostou ICON, a suhlasi najma s tym, Ze
odkaze skasajliceho a takyto personal klinického
skusania na internetové oznamenie spolocnosti ICON
o ochrane tdajov, ktoré sa nachadza na webovom sidle
spolo¢nosti ICON na stranke:
https://www.iconplc.com/privacy/site-data-protection/.

3. Compliance. The Parties and Sponsor agree to
comply with Regulations throughout the term of
the Agreement. It is the responsibility of each
Party and Sponsor to effect and maintain all
inventories and registrations for the Processing
of Personal Data as required under Regulations.
The Parties and Sponsor shall cooperate and
assist each other with respect to any data
protection impact assessments and/or prior
consultations with Regulatory 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 relate to the Study.

Dodrziavanie. Zmluvné strany a zadavatel suhlasia, Ze
budt poéas celého trvania zmluvy dodrZiavat pravne
predpisy. Kazdd zmluvna strana a zadavatel su
zodpovedni za vykondvanie a vedenie vSetkych
sUpisov a registracii-na spractivanie -osobnych tdajov
podla poziadaviek pravnych predpisov. Zmluvne strany
a zadavatel budl spolupracovat a navzajom si
pomahat, pokial ide o-akékolvek postdenia vplyvu na
ochranu-osobnych Gdajov a/alebo pred konzultaciami s
regulagnymi- organmi, ktoré sa moézu vyZadovat v
suvislosti so-spracuvanim, ktoré sa vykonava podla
zmluvy=Zdravotnicke zariadenie bude tiez bezodkladne
informovat  spolo¢nost ICON  a zadavatela o
akychkolvek-oznameniach, ktoré dostalo zdravotnicke
zariadenie od organu na ochranu udajov a ktoré sa
tykaju klinického skusania.

4. Privacy and Security Programs. During the term
of this Agreement, the Parties and Sponsor shall
each implement appropriate technical and
organizational ~measures to. meet the
requirements of the GDPR and-to ensure that
Personal Data will only =be Processed in
accordance with the Agreement-(including this
Appendix), including the appointment of a data
protection  officer- _(when  required by
Regulations). =

Programy tykajlce sa stkromia a bezpecnosti. Potas
trvania tejto zmluvy zmluvné strany aj zadavatel zavedu
vhodné technické a organizacné opatrenia na spinenie
poziadaviek GDPR a na zabezpedenie toho, aby boli
osobné Udaje spracivané len v stlade so zmluvou
(vratane tejto  prilohy) vratane vymenovania
zodpovednej osoby (ked si to vyZaduju pravne
predpisy).

5. Personnel. The Parties and Sponsor 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 Parties and Sponsor shall
ensure that access to Personal Data is limited to
those personnel who perform services in
accordance with the Agreement.

Personal. Zmluvné strany a zadavatel zabezpecia, aby
bol ich personal zapojeny do spractvania osobnych
Gdajov informovany o dévernej povahe osobnych
Gdajov, absolvoval prislusné 8kolenie o svojich
povinnostiach  a podpisal pisomné dohody o
zachovavani miganlivosti alebo bol inak viazany
profesijnou povinnostou mi¢anlivosti. Zmluvne strany
a zadavatel zabezpetia, aby bol pristup k osobnym
Gdajom obmedzeny na personal, ktory vykonava sluzby
v sulade so zmluvou.

6. Security Incident. Institution and/or Investigator
shall promptly notify ICON and the Sponsor upon
the discovery of a Security Incident related to the
Processing of Personal Data under the
Agreement. In the course of notification,
Institution and/or Investigator will provide, as
feasible, sufficient information for the Sponsor to
assess the Security Incident and make any

Bezpecénostny incident. Zdravotnicke zariadenie
alalebo skus$ajuci bezodkladne ozndmia spoloCnosti
ICON a =zadavatelovi zistenie bezpecnostného
incidentu stvisiaceho so spractivanim osobnych tUdajov
podla zmluvy. Zdravotnicke =zariadenie a/alebo
skusajlci pri oznamovani podla moznosti poskytnu
zadavatelovi dostato¢né informacie, aby zadavatel
posudil bezpeénostny incident a nahlasil ho
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required notification to any Regulatory Authority
within the timeline required by Regulations. The
Sponsor will decide on the basis of all available
information and Regulations if the Security
Incident will be considered a Data Security
Breach and arrange for notification to data
subjects and/or Regulatory Authorities if required
by law. Where it is decided that notification is
required by law, Institution shall be responsible
for providing such notification.

regulaénému organu v lehote stanovenej v pravnych
predpisoch, ak sa to vyzaduje. Zadavatel na zaklade
v$etkych dostupnych informacii a pravnych predpisov
rozhodne, &i sa bezpeénostny incident bude povazovat
za porusenie bezpecnosti udajov, a zariadi jeho
oznamenie dotknutym osobam a/alebo regulaénym
organom, ak si to vyzaduje zakon. Ked' sa rozhodne, ze
podla zakona sa vyZaduje oznamenie, zdravotnicke
zariadenie bude zodpovedné za poskytnutie takéhoto
oznamenia.

7. Rights of Data subjects participating in the Study .
The Parties and Sponsor agree that, as between
them, Institution is best able to manage requests
from Qualified Participants for access,
amendment, transfer, restriction, or deletion of
Personal Data, so that the Institution and/or the
Investigator, shall inform within a period of two (2)
working days ICON and the Sponsor about any
request received from a Qualified Participant,
their legal representative or any other data
subjects to exercise their rights to access, object,
correct, or delete personal data held about
him/her in the context of the Study. The Institution
and the Investigator shall handle those requests
in accordance with the Sponsor and ICON's (on
behalf of the Sponsor's) reasonable instructions.
In the event that Sponsor or ICON (on behalf of
the Sponsor) receives a request from a Qualified
Participant for such access, amendment,
transfer, restriction, or deletion, Sponsor or ICON
(on behalf of the Sponsor) shall forward the
request to Institution. Institution shall respond to
Qualified Participants’ requests for access,
amendment, transfer, restriction, or-deletion of
Personal Data in accordance with-Regulations,
the Agreement, and any- other instructions
provided by Sponsor_or ICON-(on-behalf of the
Sponsor). Institution-acknowledges that in order
to maintain the integrity. of Study results, the
ability to amend, restrict, ordelete Personal Data
may be limited, in accordance with Regulations.
Sponsor acknowledges that Qualified
Participants may withdraw their informed consent
to Study participation and any consent to
Processing of Personal Data at any time.

Prava dotknutych oséb zapojenych do Kklinického
sku$ania. Zmluvné strany a zadavatel suhlasia, ze z
nich je zdravotnicke zariadenie najlepSie schopné
vybavovat Ziadosti spdsobilych G&astnikov o pristup,
zmenu, prenos, obmedzenie a vymazanie osobnych
Udajov, takZze zdravotnicke =zariadenie a/alebo
skusajuci do dvoch (2)-—pracovnych dni informuje
spoloénost ICON a zadavatela o akejkolvek Ziadosti od
sposobilého-tdastnika, jeho pravneho zastupcu alebo
akychkolvek inych dotknutych os6b o uplatnenie
svojich prav. na pristup, namietanie, opravu alebo
vymazanie osobnych Udajov, ktoré sa o nich
uchovavaju v kontexte klinického skusania.

—~Zdravotnicke zariadenie a sku$ajuci budu s tymito

Ziadostami “zaobchadzat v sulade s primeranymi
pokynmi zadavatela a spolo¢nosti ICON (v mene
zadavatela). V pripade, Ze zadavatel alebo spolocnost
ICON (v mene zadavatela) dostane od spésobilého
Ucastnika Ziadost o takyto pristup, zmenu, prenos,
obmedzenie alebo vymazanie, zadavatel alebo
spolo¢nost ICON (v mene zadavatela) postupi Ziadost
zdravotnickemu zariadeniu. Zdravotnicke zariadenie
odpovie na ziadosti spésobilych ugastnikov o pristup,
zmenu, prenos, obmedzenie alebo vymazanie
osobnych udajov v stlade s pravnymi predpismi,
zmluvou a akymikolvek inymi pokynmi poskytnutymi
zadavatelom alebo spolo¢nostou [ICON (v mene
zadavatela). Zdravotnicke zariadenie potvrdzuje, Ze na
zachovanie integrity vysledkov klinického skuSania
moze byt schopnost zmenit, obmedzit' alebo vymazat
osobné Uudaje obmedzend v sulade s pravnymi
predpismi. Zadavatel potvrdzuje, Ze sposobili i¢astnici
mozu svoj informovany suhlas s Ugastou na klinickom
skusani a akykolvek suhlas so spractivanim osobnych
udajov kedykolvek odvolat.

8. Cross-Border Data Transfers. Institution shall
only Transfer Personal Data outside the
European Economic Area or Switzerland in
accordance with Study related instructional
documents provided by Sponsor or ICON (on
behalf of the Sponsor). If requested by Sponsor,
Institution shall enter into an agreement with
Sponsor governing such Transfer, including, but
not limited to, the EU Standard Contractual
Clauses, unless another adequacy mechanism
for the Transfer exists.

Cezhraniéné prenosy udajov. Zdravotnicke zariadenie
bude osobné udaje prenasat mimo Eurdpsky
hospodarsky priestor alebo Svajtiarsko iba v stlade s
instruktaznymi dokumentmi suvisiacimi s klinickym
skasanim, ktoré poskytol zadavatel alebo spolocnost
ICON (v mene zadavatela). Ak o to zadavatel poZziada,
zdravotnicke zariadenie uzatvori so zadavatelom
dohodu upravujlicu takyto prenos, okrem iného aj
vratane Standardnych zmluvnych doloziek EU, pokial
neexistuje iny mechanizmus primeranosti tykajuci sa
prenosu.
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9. Use of Processors. The Parties and Sponsor
agree that all processing agreements shall be in
writing and that processors shall be required to
comply with the terms of the Agreement as well
as this Appendix. Each Party and Sponsor shall
be responsible for any noncompliance by a
processor that it has engaged, which
noncompliance will constitute a breach as if
committed directly by that Party or Sponsor.

Pouzivanie sprostredkovatelov. Zmluvné strany a
zadavatel suhlasia, Zze vSetky dohody o spracuvani sa
budU realizovat pisomne a Ze na dosiahnutie stladu s
podmienkami zmluvy, ako aj tejto prilohy budu potrebni
sprostredkovatelia. Kazda zmluvna strana a zadavatel
budid zodpovedni za akékolvek nedodrziavanie
predpisov zo strany sprostredkovatela, ktorého najali,
pricom nedodrZanie bude predstavovat porusenie, ako
keby sa ho dopustila priamo uvedena zmluvna strana
alebo zadavatel.

10. 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,
including any previously executed EU Standard
Contractual Clauses. In the event of a conflict
between the terms of this Appendix and the
Agreement, the Parties and Sponsor shall each
comply with the obligations that provide the most
protection for Personal Data. In the event of any
conflict or inconsistency between the terms of the
Agreement and this Appendix and the terms of
an agreement governing Transfer outside the
European Economic Area or Switzerland, the
applicable clauses of the agreement governing
such Transfer shall control.

10.

Dal$ie _podmienky. Tato priloha dopifa, ale
nenahradza existujlice povinnosti tykajuce sa sukromia
a bezpecnosti osobnych udajov, ktoré uz boli
stanovené v zmluve, vratane akychkolvek predtym
podpisanych $tandardnych-zmluvnych doloZiek EU.
V pripade rozporu -medzi podmienkami tejto prilohy a
zmluvou budt zmluvné strany aj-zadavatel dodrziavat
povinnosti, ktoré ~ poskytuju- najvacsiu ochranu
osobnych -udajov. V- pripade akéhokolvek rozporu
alebo nestladu medzi podmienkami zmiuvy a tejto
prilohy a podmienkami dohody upravujlcej prenos
mimo Eurépskeho hospodarskeho priestoru alebo
Svajtiarska platia platné ustanovenia dohody

——=upravujucej takyto prenos.

11. 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
Institution holds or Processes Personal Data for
purposes of the Study.

4=

Pretrvanie platnosti. Bez ohladu na akékolvek rozpory
so zmluvou, povinnosti podla tejto prilohy pretrvavaju aj
po ukon&eni zmluvy tak dlho, kym bude zdravotnicke
zariadenie uchovavat alebo spractvat osobné Gdaje na
Gcely klinického skusania.
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