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CLINICAL STUDY
AGREEMENT

ZIMLUVA O KLINICKOM
SKUSANI

This clinical study agreement (“Agreement”),
concluded on 14-November-2022 and effective as of
the day following its disclosure in the Central
Register of Contracts (the “Effective Date™), is
entered into by and between Medpace Clinical
Research, LLC., with its principal office and place of
business at 5375 Medpace Way, Cincinnati, Ohio
45227 ("Medpace”), and Nemocnica s poliklinikou
Brezno, n.o., Kardiologicka ambulancia I a clinical
research site with its principal office and place of
business at Banisko 273/1, 97701 Brezno Slovakia,
("Institution”). Medpace and Institution are each a
Party and collectively (the “Parties”).

WHEREAS, lonis Pharmaceuticals, Inc (“Sponsor”)
is sponsoring a clinical study on the compound ISIS
678354 (the “Study Drug”), in accordance with
Protocol No. ISIS  678354-CSStitled  “A
Randomized, Double-Blind, Placebo-Controlled,
Phase .3 Study of ISIS 678354 Administered
Subcutaneously  to  Patients  with  Severe
Hypertriglyceridemia®  (the  “Protocol”), and
Institution possesses facilities appropriate to be used
in the conduct and performance of clinical studies.
The performance of the Protocol shall be referred to
herein as the “Study”; and

WHEREAS, Medpace and Principal Investigator (as
defined below) have entered into a separate
agreement governing Principal Investigator’s
obligations and responsibilities with respect to the
performance of the Study; and

WHEREAS, Medpace is a contract research
organization which has been contracted by Sponsor
to manage and administer the Study; and

WHEREAS, Medpace desires that Institution
participate in the conduct of the Study in accordance
with the Protocol and the terms and conditions of this
Agreement, and Institution desires to participate in
the conduct of the Study in accordance with the
Protocol and the terms and conditions of this
Agreement.

NOW THEREFORE, in consideration of the
foregoing and the mutual covenants and promises set
forth herein and other good and valuable

Tato zmluva o klinickom ska3ani (d’alej len
,zmluva®), platnd odo dila 14. novembra 2022
auginnad ditlom nasledujucim po jej zverejneni
v centrdlnom registri zmlav (dalej len ,,d4tum
platnosti) sa uzatvara medzi spolonostou Medpace
Clinical Research, LLC s hlavnym sidlom na adrese
5375 Medpace Way, Cincinnati, Ohio 45227 (d’alej
len ,,Medpace*) a Nemocnica s poliklinikou Brezno,
n.o., Kardiologicka ambulancia I, klinickym
vyskumnym pracoviskom s hlavnym sidlom na
adrese Banisko 273/1, 97701 Brezno (d’alej len
Lindtitucia®). Spolo¥nost’ Medpace a institicia sa
samostatne oznaluji ako ,zmluvnd strana“ a
spolo¢ne ako ,,zmluvné strany®.

KEDZE spolo¢nost’ lonis Pharmaceuticals, Inc.
(dalej len ,,zadavatel) je zaddvatel'om klinického
skugania skaganého produktu ISIS 678354 (d’alej len
,skugany produkt®) v stilade s protokolom &islo ISIS
678354-CS5 s ndzvom ,Randomizovand, dvojito
zaslepend, placebom kontrolovand Stadia fazy III,
hodnotiaca podkoZné podanie produktu ISIS 678354
u pacientov so zdvaZnou hypertriglyceridémiou®
(dPalej len ,protokol) a indtiticia disponuje
vhodnymi zariadeniami na vykon Klinickych
sku$ani. Realizacia protokolu sa bude v tejto zmluve
d’alej oznadovat’ ako ,,skuSanie” a

KEDZE spoloénost Medpace a zodpovedny
skd$ajuci (definovany niZ3ie) uzatvorili samostatnt
zmluvu, ktord riadi povinnosti zodpovedného
skugajiceho s ohPadom na vykonavanie tohto
sku8ania, a

KEDZE spolo¢nost Medpace je zmluvna vyskumna
organizicia, ktord bola najata zadivatelom na
riadenie a spravu tohto sku3ania, a

KEDZE spoloénost Medpace si praje, aby sa
indtitucia v sulade s protokolom a podmienkami tejto
zmluvy podielala na vykone skusania a ingtitdcia si
praje podielat sa na vykone tohto skiSania v sulade
s protokolom a podmienkami tejto zmluvy.

PRETO SA TERAZ zmluvné strany s ohladom na
uvedené skutoénosti, vzadjomné zdvizky a prisluby
uvedené v tejto zmluve a na zdklade riadnej a
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consideration, the receipt and adequacy of which are
hereby acknowledged, the Parties agree as follows:

primeranej odmeny, ktorej prijatie a primeranost’
tymto uznavajl, dohodli na nasledovnom:

1 SCOPE OF WORK

Institution and Principal Investigator (as defined in
the Principal Investigator section) shall perform the
Study in strict compliance with the terms and
conditions of this Agreement, any written
instructions from Sponsor and/or Medpace, all
generally accepted standards of Good Clinical
Practice, the Protocol, and with all applicable local
laws and regulations including and without
limitation those governing the performance of
clinical investigations. A copy of the Protocol has
been provided to Institution and Principal
Investigator and is hereby incorporated by reference,
together with any and all amendments thereto, into
this Agreement. For the avoidance of doubt, where
this Agreement refers to the “Principal Investigator”,
the Parties agree that the Institution shall ensure that
the Principal Investigator shall perform, comply
with, abide by and/or adhere to any terms and/or
conditions as stated herein.

1 ROZISAH PRACE

Institacia a zodpovedny skt$ajici (ako je definované
v Casti zodpovedny skuSajuci) budu vykondvat
skisanie v prisnom sdlade s podmienkami tejto
zmluvy, vsetkymi pisomnymi pokynmi zadivatel'a
a/alebo spolo¢nosti Medpace, vietkymi vSeobecne
prijatymi normami spravnej klinickej praxe,
protokolom a vietkymi platnymi miestnymi zdkonmi
a nariadeniami a to vrdtane a bez obmedzenia
zdkonmi a nariadeniami, ktoré upravujii vykondvanie
klinického vyskumu. Kopia protokolu bola
poskytnutd institicii a zodpovednému skusajlicemu
a tymto sa priklada k tejto zmluve spolu so v3etkymi
jej dodatkami. Aby sa predislo pochybnostiam, kde
sa v tejto zmluve uvadza ,,zodpovedny skisajuci‘,
zmluvné strany sa dohodli, Ze inStitiicia zaruci, aby
zodpovedny skusajici vykonaval, plnil, dodrziaval
vietky podmienky uvedené v tejto zmluve.

2 PRINCIPAL INVESTIGATOR

Without derogation to the compliance standards set
forth in Section 1, Institution’s principal investigator
is  MUDr. Lubomir Antalik (“Principal
Investigator”). Principal Investigator will be
responsible for the supervision and conduct of the
Study in accordance with applicable Institution
policies, which policies Institution warrants and
represents are not inconsistent with the terms of this
Agreement and the Protocol. If, for any reason, the
Principal Investigator is unable or unwilling to
continue to serve as Principal Investigator and a
successor Principal Investigator acceptable to
Institution, Medpace, and Sponsor is not available,
this Agreement shall be terminated as provided in
accordance with Section 9. Institution and Principal
Investigator warrant and represent that Principal
Investigator is fully qualified to conduct the Study
and to serve in the capacity of Principal Investigator.
Principal Investigator and all persons or entities who
perform any portion of the Study (“Study
Personnel”) shall be employees or subcontractors of

2 ZODPOVEDNY SKUSAJUCI

Bez obmedzenia dodrziavania noriem upravenych v
dasti 1, je zodpovednym skusajicim institucie
MUDr. LCubomir Antalik (d’alej len ,,zodpovedny
ska8ajaci).  Zodpovedny  sktSajici  ponesie
zodpovednost’ za dozor a riadenie skisania v stilade
s prisludnymi zasadami inStitcie a inStitdcia
zaruCuje a potvrdzuje, Ze tieto zdsady nie su v
rozpore s podmienkami tejto zmluvy a protokolu. Ak
zodpovedny skiSajuci nie je z akéhokol'vek dévodu
schopny alebo ochotny vykonavat’ tuto funkciu a k
dispozicii nie je ziadny néstupca prijatelny pre
institaciu, spolo€nost’ Medpace a zaddvatel'a, bude
tato zmluva ukonend, ako je uvedené v {asti 9.
Indtitacia a zodpovedny skusajtci potvrdzuju a ru¢ia
za to, Ze zodpovedny sktsajuci je plne kvalifikovany
na vykondvanie skuSania a funkciu zodpovedného
skisajuceho. Zodpovedny skusajuci a vietky osoby
alebo subjekty vykonavajuce ktorékol'vek <asti
sk(iSania (d’alej len ,personal ski%ania“) su
zamestnancami alebo subdodévatemi inStitacie a
institicia je zodpovednd za dodrziavanie podmienok
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Institution and Institution shall be responsible for
their compliance with the terms of this Agreement.
Institution represents that it is not a citizen or
resident of the United States, or a corporation or
partnership that is and has not been treated as a U.S.
corporation or U.S. partnership, and that all
payments Institution received under this Agreement
will be for services rendered outside the United
States.

tejto zmluvy tymito subjektmi. Institucia vyhlasuje,
Ze nie je obfanom &i rezidentom, ktory je a bol
povaZovany za americkid korporiciu alebo
partnersky subjekt USA, a Ze vSetky platby, ktoré
inStiticia dostane na zdklade tejto zmluvy, budu za
sluzby poskytované mimo Spojenych §titov
americkych.

3 CONFIDENTIAL INFORMATION

“Confidential Information” means all
information that is (a) provided by or on
behalf of Sponsor or Medpace to Institution
or Principal Investigator in connection with
this Agreement and/or the Study, or (b)
developed, obtained, or generated by
Institution, Principal Investigator, or Study
Personnel as a result of performing the Study
under this Agreement (except for a Study
subject’s medical records), including, but not
limited to, intellectual property, the Protocol,
“Study Data, results, and reports from all sites
conducting the Study including Institution.
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of Sponsor
or Medpace, as applicable.

3.1

3.2 Institution agrees not to use and shall ensure
that no Study Personnel use, Confidential
Information for any purposes other than to
conduct the Study. Institution agrees not to
disclose Confidential Information to third
parties except as necessary to conduct the
Study and under an agreement by the third
party to be bound by the obligations of this
section.  Institution  shall  safeguard
Confidential Information with the same
standard of care that is wused with
Institution’s Confidential Information, but in
no event less than reasonable care.

The term Confidential Information shall not
be deemed to include information that
Institution can establish by competent
written records:

3.3

3 DOVERNE INFORMACIE

3.1 ,Doverné informécie“ sii vetky informécie,
ktoré su (a) poskytnuté inStitacii alebo
zodpovednému skuajlicemu zadavatelom
alebo spolo¢nostou Medpace alebo v ich
mene v suvislosti s touto zmluvou a/alebo
ski$anim, alebo (b) vyvinuté, ziskané ¢i
vytvorené indtiticiou, zodpovednym
sku$ajucim alebo personalom skii§ania ako
vysledok vykondvania skuSania podla tejto
zmluvy (okrem zdravotnych zdznamov
ucastnikov skuSania) a patri sem, okrem
iného, duSevné vlastnictvo, protokol, Gdaje
skiifania, vysledky a sprdvy zo vsetkych
pracovisk, ktoré vykondvaju skusanie,
vratane institdcie. Doverné informacie a
vietky vyjadrenia dévernych informécii na
vSetkych druhoch médii su vyhradnym
vlastnictvom zadévatela, pripadne
spolo¢nosti Medpace.

3.2 Institacia suhlasi s tym, Ze nebude déverné
informacie pouzivat' na iny ucel, ako je
vykondvanie skii§ania a zabezpeli, aby tak
konal ako persondl sku$ania. Institicia
sthlasi s tym, Ze doverné informécie nebude
poskytovat’ Ziadnej tretej strane, okrem
pripadov, ked to bude nevyhnutné na
vykondvanie skuSania, a to na zaklade
dohody s tretfou stranou, podla ktorej bude
viazand povinnostami tejto ¢asti. In§titucia
zabezpeti doverné informacie rovnakym
Standardom starostlivosti, ako v pripade
dévernych informdcii institucie, $tandard
starostlivosti v8ak v Ziadnom pripade
nem&zZe byt niZ$i ako primerany.

3.3 Pojem ddverné informacie nebude zahfiiat’
informécie, ku ktorym dokaze inStitlcia
predlozit’ prislu$né pisomné zdznamy a:
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3.4

3.5

3.3.1 Is or becomes publicly available
through no fault of Institution;

3.3.2 Institution possessed prior to, or
developed independently from,
disclosure or development under
this Agreement and without the use
of, reference to or reliance upon

any Confidential Information;

Institution receives from a third
party which is not legally
prohibited from disclosing such
information; or

3.3.3

3.3.4 Is appropriate to include in a
publication  pursuant to the

Publications and Publicity section.

If Institution is required by applicable law or
court order to disclose any Confidential
Information, prior to compliance with such
law or court order, Institution shall provide
Medpace and Sponsor with prompt written
notice of any such requirement with
sufficient time to seek a protective order or
other modifications to the requirement and
shall reasonably cooperate with Medpace
and Sponsor to limit or prevent disclosure of
such Confidential Information.

Institution agrees that Medpace may compile
a database of information from Institution
and its personnel (including Principal
Investigator) for use in connection with the
Study (including but not limited to feasibility
questionnaires, CVs, licenses, medical
specialties, participation in clinical trials,
financial disclosure forms) and/or may use
this information for purposes related to its
business. Institution shall have secured any
necessary consents from its personnel to
allow for this sharing of information. Such
information is used solely in connection with
the initiation of studies and feasibility
studies and is accessible only to the sponsor
of the respective study and personnel
assigned to study management and for whom
the information is needed in the performance
of their duties (further described as
"Authorized Personnel"). As some Medpace

3.4

3.5

3.3.1 st alebo sa stani verejne
dostupnymi  bez  akéhokol'vek
zavinenia zo strany institucie,

in§titacia ich vlastnila alebo
nezéavisle vyvinula uz pred
zverejnenim alebo vyvinutim na
zéklade tejto zmluvy a to bez
pouzitia, odkazu na alebo
odvolanie sa na  doverné
informécie,

3.3.2

ingtitucia ziskala doéverné
informdacie od tretej strany, ktorej
nebolo poskytnutie tychto
informécii z pravneho hladiska
zakdzané, alebo

3.3.3

3.3.4 je vhodné zaradit’ do publikacie

podl'a €asti Publikéacie a publicita.

Ak je inStiticia povinnd podla platného
pravneho predpisu alebo rozhodnutia sudu
zverejnit’ doverné informacie, institlcia este
pred splnenim takéhoto zédkona alebo
sudneho rozhodnutia, poskytne spolo¢nosti
Medpace a zadavatel'ovi promptné pisomné

oznamenie o danej poZiadavke s
dostatoénym  ¢asom na zabezpelenie
ochranného opatrenia  alebo  inych

modifikacii poziadavky a bude primerane
spolupracovat’ so spoloénostou Medpace a
zaddvatelom s cielom obmedzit' alebo
zabranit takémuto zverejneniu tychto
ddvernych informécii.

IndtitGcia suhlasi s tym, Ze spolo¢nost’
Medpace mdze zostavit’ databazu informacii
od inStitdcie a jej persondlu (vratane
zodpovedného skuSajiiceho), a to na ucely
ich vyuzitia v stvislosti so skisanim (a to
najmd  dotazniky o  vykonatelnosti,
Zivotopisy, licencie, zdravotnicke
Specializdcie, Gasti v klinickych skiSaniach
a formulare o finanénych priznaniach)
a/alebo moZe pouzit' tieto informacie na
ucely tykajice sa jej podnikania. In§titucia
zaisti v8etky nevyhnutné suhlasy od svojho
persondlu na zdielanie tychto informécii.
Tieto informéacie sa pouZivaju vyhradne v
suvislosti so zahajenim skuSani a so §tidiami
vykonatelnosti a si k dispozicii iba
zadavatelovi  prislu§ného  skdSania a
personélu priradenému na spravu skusania,
ktory tieto informécie potrebuje na vykon
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studies are being conducted worldwide, the
personal information collected is available to
Authorized Personnel who may be located in
countries outside the European Union. In
order to provide for the protection of
personal data, Medpace has established
policies and procedures governing the
security of and limited access to this data that
are uniform throughout Medpace and its
affiliates and comply with the standards of
personal data protection applicable within
the European Union. When applicable,
Medpace enters into data processing
agreements with sponsors in line with
applicable European Union data protection
Laws. In accordance with the laws pertaining
to the protection of personal data, the
individuals' whose data is collected have a
right to access, to modify, to rectify, and to
suppress their personal data, simply by
requesting it to the attention of the Medpace
Privacy Officer at privacy@Medpace.com,
or to the following address: Medpace Privacy

svojich povinnosti (d’alej len ,opravneny
personal“). KedZe niektoré skuSania
spolo¢nosti Medpace sa vykondvaji po
celom svete, zozbierané osobné Udaje st k
dispozicii opravnenému persondlu, ktory sa
mdze nachadzat’ v §titoch mimo Eurdpskej
unie. Spolo¢nost’ Medpace zaviedla v
suvislosti s ochranou osobnych udajov
zasady a postupy na zaistenie bezpeénosti a
obmedzeného pristupu k tymto udajom,
ktoré su nemenné v rdmci celej spolognosti
Medpace a jej partnerskych spoloCnosti a
ktoré spiiiaji normy ochrany osobnych
udajov platné v Eurdpskej Gnii. Ak je to
potrebné, spolo€nost’ Medpace uzavrie so
zadavatelmi zmluvy o spracovani udajov v
sulade s pravnymi predpismi Eurdpskej Gnie
0 ochrane osobnych udajov. V sdlade s
pravnymi predpismi o ochrane osobnych
udajov maju osoby, ktorych udaje sa
zhromazd'uji, prdvo pristupovat’ k nim,
upravovat, opravovat’ a utajovat’ svoje
osobné udaje prostrednictvom poziadavky

Officer, Medpace, Inc., 5375 Medpace Way, adresovanej pracovnikovi  spolo&nosti
Cincinnati, Ohio, 45227. Medpace zodpovednému za  ochranu
osobnych adajov na adrese
privacy@Medpace.com alebo na
nasledujicej adrese: Medpace Privacy

Officer, Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227.

4 DATA PROTECTION 4 OCHRANA UDAJOV

4.1 Institution shall adhere to the principles of | 4.1 Instittcia mé& dodrZiavat’ zésady lekarskeho
medical confidentiality in relation to Study tajomstva vo vztahu k ugastnikom skuSania
subjects involved in the Study and to comply zapojenych do skt$ania a vzdy dodrziavat
at all times with their respective obligations ich prislu§né zavédzky s ohladom na
with respect to the processing of personal spracivanie  osobnych udajov  podla
data under all applicable data protection laws v8etkych platnych zakonov o ochrane
including without limitation the EU General osobnych Udajov vratane a bez obmedzenia
Data Protection Regulation. podla VSeobecného nariadenia o ochrane

osobnych tdajov EU.
42  The Institution is the data controller of |42  InStiticia je prevadzkovatel osobnych

personal data collected and processed in
connection with the treatment of Study
Subjects, including data collected as a part of
standard and Protocol treatment. The
Sponsor is the data controller for the Study
Data and any other personal data transferred
from the Institution to the Sponsor in
connection with the Study, which will be

Udajov, ktoré su zhromazdené a spractuvané
v suvislosti s liedbou Gdastnikov skusania,
vratane Gdajov zhromazdenych ako sucast’
$tandardnej lieCby a lieCby podl'a protokolu.
Zadavatel  je  prevadzkovatel'  Udajov
skuSania a vSetkych ostatnych osobnych
Udajov  prenesenych z inStiticie na
zadavatela v stvislosti so skisanim, ktoré
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used for Sponsor purposes and Institution
shall be a processor on behalf of Sponsor.
CRO is a data processor. The Institution and
Sponsor shall act as separate independent
data controllers with regard to the processing
and protection of this personal data each of
them undertakes. Accordingly, the Parties
and Sponsor as applicable will enter into an
appropriate data processing agreement in
accordance with GDPR and other applicable
data privacy laws.

bude zaddvatel pouZivat' na jeho ulely a
intitacia bude sprostredkovatelom v menej
zaddvatela. CRO je sprostredkovatelom
Udajov. Institicia a zaddvatel konaju ako
samostatni  nezavisli =~ prevadzkovatelia
udajov s ohl'adom na spractvanie a ochranu
tych osobnych udajov, ktoré prevezm?. Preto
zmluvné strany a zadédvatel' podl'a potreby
uzatvoria prislu$né zmluvy na spractivanie
tdajov v sulade s GDPR a inymi platnymi
zdkonmi na ochranu osobnych tdajov.

4.3 The Parties and Sponsor shall maintain | 4.3 Zmluvné strany a zaddvatel musia zaviest
appropriate technical and organisational prislu§né  technické a  organizalné
security measures to protect the Study bezpetnostné opatrenia na ochranu osobnych
subjects’ and the Study Personnel’s personal udajov ulastnikov skiSania a persondlu
data they process in relation to this skuSania, ktoré spractivaju v stvislosti s
Agreement. Institution shall not disclose to touto  zmluvou.  InStiticia  neodhali
the Sponsor the identity of the Study subjects zadéavatelovi identitu Uastnikov ski$ania
or information from which the identity of the ani informécie, z ktorych by mohla byt
Study subject can be deduced except as set odvodend identita U&astnikov skuSania,
forth in the Study subject’s informed consent okrem pripadov uvedenych vo formuléri
form and/or as required by applicable law. informovaného sihlasu u¢astnikov skuSania

a/alebo ako to vyZaduje platny pravny
predpis.

4.4 In the event the Parties or Sponsor become
“aware of a personal data breach as |44 V pripade, Ze sa zmluvné strany alebo zadavatel’
determined under the provisions of GDPR, dozvedia o poruseni ochrany osobnych udajov
the Party or Sponsor as applicable podl'a ustanoveni GDPR, zmluvnd strana ale!)o
discovering such breach shall promptly zadavatel, ktora odhali takéto porusenie,
notify the other Party and Sponsor as promptne upozorni prislusni druh( stranu a
applicable. In such a case the Parties and zadavatela. V takom pripade budi zmluvné
Sponsor will fully cooperate with each other strany a zadévatel’ plne vzdjomne spolupracovat’
to fulfil the (statutory) notification ha Yéaanm naplneni (zékonnej) oznamovacej
obligations timely. povinnosti.

4.5 To the extent that Sponsor needs to or is | 4-5 Do rozsahu, do ktorého zadavatel’ potrebuje

required to collect information from Study
Personnel, it is Sponsor's responsibility that
this is done in compliance with the GDPR
and, if required, with Study Personnel's

alebo je povinny zhromazd’ovat’ informacie
o persondli sk(8ania, je povinnostou
zadavatela, aby tak konal v sulade s GDPR a
ak je to povinné, s informovanym sthlasom

informed consent. Institution will assist pers'onéltt .skﬁéani?. , Inétijuicia, bUdej
Sponsor in obtaining any required informed Zﬁ‘da",’dtel ov1 poma’hat prt 21skav’an1
consent from the Study Personnel and vietkych potrebnych informovanych

informing the Study Personnel that their
personal data may be collected. In such case
the Sponsor may transmit such personal data
to other affiliates or group companies and
their  respective  agents  worldwide.
Accordingly, personal data may be
transmitted to countries outside the European
Economic Area, such as the United States,
which the EU has determined currently lack
appropriate privacy laws providing an

suhlasov od persondlu skuiSania a pri
informovani personalu sk(i$ania o tom, Ze ich
osobné udaje mbézu byt zhromaZdované. V
takom pripade moZe zaddvatel previest tieto
osobné udaje inym pridruZzenym
spolo¢nostiam alebo skupine spolo¢nosti a
ich prislunym zéstupcom na celom svete.
Preto mdZu byt osobné udaje prevedené do
krajin mimo Eurédpskeho hospodarskeho
priestoru, napriklad do Spojenych tatov, kde
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adequate level of privacy protection. podlFa EU v sti¢asnosti neexistujii dostato&né
Nonetheless, Sponsor will apply appropriate zdkony na ochranu osobnych udajov, ktoré
privacy safeguards to protect such personal by poskytovali adekvétnu uroveil ochrany
data. Personal data may also be disclosed as sukromia. Odhliadnuc od vy38ie uvedeného
required by individual regulatory agencies or zadavatel zavedie prislusné ochranné
applicable law, such as to report serious opatrenia na ochranu tychto osobnych
adverse events. tidajov. Osobné udaje moZu byt zverejnené
v pripade, Ze to vyZaduju individualne
regulaéné organy alebo platny zakon,
napriklad na hlasenie zdvaznych neziaducich
udalosti.
5 INFORMED CONSENT 5 INFORMOVANY SUHLAS
Sponsor through Medpace shall obtain from Sponzor prostrednictvom Medpace ziska od
the central IRB/IEC independent assurance centralnej IRB/IEC nezévislé uistenie, zZe
that the Study is designed in a manner §tudia je navrhnutd spdsobom vhodnym na
appropriate to ensure that the Study subjects zabezpedenie ochrany subjektov  Stadie.
are protected. Medpace shall be responsible for Spolo¢nost Medpace je zodpovednd za
obtaining approval of the Protocol, informed ziskanie schvélenia protokolu, dokumentov
consent documents, and Study advertisements, informovaného  sthlasu a  pripadnych
if any, from the central IRB/IEC prior to reklamnych materidlov sku$ania od centralnej
commencing the Study. In the event that IRB/IEC pred zagatim §tadie. V pripade, Ze
changes in the Protocol or informed consent budi podas §tadie nutné zmeny v protokole
documents are required during the Study, such alebo dokumentoch informovaného sthlasu,
changes will not be implemented until Sponsor takéto zmeny nebudi implementovangé, kym
and Medpace have approved and obtained ich sponzor a Medpace neschvalia a neziskaju
approval from the central IRB/IEC if stihlas/schvélenie od centralnej IRB/IEC, ak je
applicable. The Principal Investigator shall use to relevantné. Hlavny skaSajuci vyvinie
his or her best efforts to enroll subjects in the maximaélne Usilie na zaradenie Gcastnikov do
Study after the IRB/IEC has approved the skiiSania po schvaleni protokolu, dokumentov
Protocol, informed consent documents, and informovaného suhlasu a pripadnych
Study advertisements if any. Institution and reklamnych materidlov IRB/IEC. Institucia a
Principal Investigator shall obtain from each zodpovedny skuiisajici ziskaju od kazdej osoby,
individual who is to participate as a subject in ktora sa zuastni skuania ako subjekt, sprdvne
the Study, a properly executed informed vyhotoveny informovany suhlas predtym, ako
consent agreement before such individual is bude tejto osobe povolena udast’ na skusani.
allowed to participate in the Study. Moreover, Zodpovedny skt3ajtci okrem toho zabezpedi,
Principal Investigator shall ensure that such aby bol takyto informovany suihlas v sulade so
informed consent agreement complies with all vietkymi platnymi pravnymi predpismi a
applicable laws and regulations. nariadeniami.
6 RECORDKEEPING 3 UCHOVAVANIE ZAINAMOV
8.1 Institution shall ensure Investigator records | 6.1 Indtitucia zabezpedi, aby skSajuci lekar
all data generated in or as a result of zaznamenal v8etky udaje vytvorené pocas
conducting the Study or otherwise required vykonu skt$ania alebo ako vysledok vykonu
to be collected pursuant to the Protocol skd3ania, alebo inak povinne zhromazdené
including without limitation, completing all Gdaje v sulade s protokolom, vratane a bez
case report forms (“CRFs”) only in English, obmedzenia, pri  vyplneni  vSetkych
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verifying the data contained in the CRFs
against pertinent subject records, and
ensuring that all CRFs are accurate,
complete, and legible.

zédznamovych formularov ucastnika
klinického skusania (d'alej len ,,CRF*) iba v
anglickom jazyku, pri overovani (dajov
uvedenych v CRF s relevantnymi zdznamami
udastnika a pri zabezpecovani, Ze vSetky
CREF su presné, uplné a Citatel'né.

to inspect progress of the Study on the
premises of Institution at reasonable times. .
Medpace and/or Sponsor will notify
Institution prior to any inspection of the date
and time of the inspection. The
representatives of Medpace and/or Sponsor
may review and/or request copies of data
derived from the Study, and Principal
Investigator shall promptly provide such
data. Principal Investigator will notify
Medpace and/or Sponsor by telephone and
subsequently in written form, of any
significant changes, including, but not

6.2 Institution shall maintain all Study Date, | é-2 InStitdcia bude uchovavat vSetky tdaje
records, data, documents or information skiiSania, zdznamy, udaje, dokumenty alebo
related to the performance of the Study until informécie suvisiace s vykonom skusania do
the later of: ¢asu, ktory nastane neskor:

(i) Twenty-five (25) years after (i) dvadsat'pdt’ (25) rokov od ukonenia
completion of the Study, or; skii8ania, alebo

(i) As defined by local laws and (ii) ako je vymedzené miestnymi zdkonmi a
regulations. nariadeniami.

6.3 At the end of such required retention period, | 6.3 ~ Na konci takéhoto poZadovaného obdobia
Principal Investigator shall not destroy any uchovavania, zodpovedny skusajuci nezni¢i
such records until he/she has obtained takéto zaznamy, pokial na to neziska
Medpace’s prior written permission to do so. predchadzajice pisomné povolenie od
Medpace will respond promptly to Principal spolocnosti  Medpace. Na  poZiadanie
Investigator’s requests to dispose of records. Zodpovedného skusajiceho o likviddciu

zéznamov  bude spolo¢nost Medpace
promptne reagovat’.

6.4 Subject to the requirements of Section 3 | 6.4 S vyhradou poziadaviek ¢asti 3 (Ddverné
(Confidential Information), following the informdacie) si moéZe inititicia po skonceni
end of the required Retention Period, poZadovaného obdobia uchovavania
Institution may retain in its possession an ponechat’ képiu dévernych informacii, ktoré
archival copy of Confidential Information pozostavaji Zo vietkych udajov,
that consists of any and all data, documents dokumentov alebo informdcii stvisiacich s
or information related to the performance of plnenim tejto zmluvy, alebo z ¢ast'ou z nich,
this Agreement solely as required for ale iba v rozsahu potrebnom na reguladné,
regulatory, legal, or insurance purposes. préavne, ¢i poistné Géely.

7 ACCESS TO RECORDS AND 7 PRISTUP K ZAZINAMOM A
AUDITS AUDITY

7.1 Medpace and/or Sponsor shall have the right | 7.1 Spolo¢nost’ Medpace a/alebo zadavatel buda

mat’ pravo kontrolovat’ priebeh skti$ania, a to
priamo v  priestoroch inStitGcie v
primeranych terminoch. Pred akoukol'vek
kontrolou bude spolo¢nost’ Medpace a/alebo
zadavatel informovat’ inititiciu o datume a
Case tejto kontroly. Zastupcovia spolo¢nosti
Medpace a/alebo zaddvatela mozu v
primeranych intervaloch kontrolovat’ a/alebo
pozadovat’ képie idajov odvodenych z tohto
skuiSania a zodpovedny skidsajuci tieto Udaje
okamzite poskytne. Zodpovedny skusajici
bude  spolo¢nost  Medpace  a/alebo
zaddavatel'a telefonicky a nésledne aj pisomne
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limited to, changes in Study Personnel,
Principal Investigator, or physical location,
that occur during the Study.

7.2 Within twenty-four (24) hours after learning
of any FDA or other governmental or
regulatory body (e.g., Institutional Review
Board, Drug Enforcement Agency)
regulatory inspections of which he/she
becomes aware relating to the Study,
Principal Investigator shall provide written
notification to Medpace and Sponsor.
Medpace and Sponsor shall have the right to
be present at any such inspections and shall
have the opportunity to provide, review, and
comment on any responses that may be
required. Further, Principal Investigator will
provide in writing to Medpace and Sponsor
copies of all materials, correspondence,
statements, forms and records which
Principal Investigator receives or obtains
pursuant to this inspection.

informovatt o  vietkych  vyznamnych
zmendch a to okrem iného o zmenich
personalu sktsania, zodpovedného
skuajuceho alebo fyzickej lokalite skuania,
ku ktorym doslo v priebehu skiSania.

7.2 Zodpovedny skusajuci musi do dvadsat’ Styri
(24) hodin od prijatia informécii o
in§pekcidch FDA alebo inych Statnych alebo
regulaénych organov (napr. etickej komisie,
Protidrogového uradu), o ktorych sa v
suvislosti so skui$anim dozvie, poskytnat
spolotnosti Medpace a zadadvatelovi
pisomné ozndmenie. Spolo¢nost’ Medpace a
zadavatel maji pravo zucastnit’ sa na
takychto inpekciach a dostanu prilezitost
poskytnut, posudit’ a pripomienkovat’ vietky
potrebné odpovede. Zodpovedny skusajuci
tieZ poskytne pisomne spolo¢nosti Medpace
a zadavatelovi koépie vietkych materidlov,
kore$pondencie, vyhlaseni, formuldrov a
zaznamov, ktoré zodpovedny skuSajlci
dostane alebo ziska v suvislosti s touto
in§pekciou.

8 COSTS AND PAYMENT
SCHEDULE

In consideration of the proper performance of the
Study by the Institution under the terms of this
Agreement and upon approval of Sponsor, payment
will be made by Medpace or its designee to the payee
(“Payee”) designated in Schedule A appended hereto
and incorporated herein by reference. Institution will
accept payment from Medpace, or its designee, to the
Payee as full consideration for services rendered. All
costs outlined on Schedule A shall remain firm for
the duration of the Study, unless otherwise agreed to
in writing by the Institution and Medpace. It is
understood and agreed that no reimbursement will be
provided by Medpace or Sponsor for subjects who
are randomized into the Study in violation of the
Protocol, or who do not conform to the Protocol’s
inclusion and exclusion criteria or for whom serious
deviations from the Protocol are made. The budget
contained in Schedule A is inclusive of all applicable
taxes. VAT is not applicable because Medpace, Inc.
is a U.S.-based company. Should any changes to
VAT law occur during the term of this Agreement or
other tax laws require withholding, the party legally

8 NAKLADY A HARMONOGRAM
PLATIEB

Ako odmena za riadne vykonanie skuSania
institaciou podfa podmienok tejto zmluvy a po
schvéleni zadévatefom bude spolo¢nost'ou Medpace
alebo jej poverenou osobou prevedend uhrada
prijemcovi platby (dalej len ,prijemca platby*),
ktory je oznaleny v prilohe A priloZenej k tejto
zmluve a zallenenej do nej odkazom. Indtiticia
Ghradu od spoloénosti Medpace alebo jej poverenej
osoby prijima ako plni kompenzaciu za poskytnuté
sluzby. V3etky ndklady uvedené v prilohe A ostant
podas trvania skiSania nemenné, ak sa inStiticia a
spolodnost Medpace nedohodni pisomne inak.
Zmluvné strany st si vedomé a suhlasia s tym, Ze za
udastnikov, ktori boli randomizovani do skugania v
rozpore s protokolom, alebo ktori nespltiaju kritéria
protokolu pre zaradenie a vyli¢enie alebo v pripade,
e doSlo k zavaznym odchylkam od protokolu,
nebude spolo&nostou Medpace ani zadévatelom
poskytnutd Ziadna nahrada. Rozpodet uvedeny v
prilohe A zahfiia v3etky platné dane. DPH sa
neuplatiiuje, pretoze spoloénost’ Medpace, Inc je

spolo¢nost'ou so sidlom v USA. V pripade, Zze pocas
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responsible shall be liable for VAT or withholdings.
Medpace, as Sponsor’s payment agent, shall make
payment to Payee under this Agreement from funds
providled by Sponsor. Notwithstanding the
foregoing, Medpace may issue a written amendment,
signed only by Medpace, for the purpose of
increasing the Study costs as described in the
Schedule A. Institution represents on behalf of itself
and Investigator that neither Investigator nor Institution
are a citizen or resident of the United States, or a
corporation or partnership that is or has been treated as
a U.S. corporation or U.S. partnership, and that all
payments Institution received under this Agreement
will be for services rendered outside the United States.

platnosti tejto zmluvy ddjde k zmenam v zdkone o
DPH alebo sa budu vyzadovat’ zrazky podla inych
zékonov, DPH alebo tieto zrazky bude hradit’ strana,
ktord je za to zakonne zodpovedna. Spolo¢nost
Medpace ako platca zastupujici zad4vatela
uskutoéni platbu prijemcovi platby podla tejto
zmluvy z finanénych prostriedkov poskytnutych
zadavatefom. Bez ohladu na vy$Sie uvedené,
spolo¢nost’ Medpace mdZe vydat’ pisomny dodatok,
podpisany iba spolo¢nostou Medpace, na udely
zvy3enia nakladov skuSania, ako je popisané v
Priloha A, Inititucia prehlasuje v svojom mene a v
mene sku$ajuceho, Ze ani skuSajuci lekdr ani
ingtiticia nie si obfanmi alebo rezidentmi
Spojenych $tatov americkych, ani ¢lenmi korporacie
alebo partnerského subjektu, ktory je a bol
povazovany za americki korporaciu alebo
partnersky subjekt a Ze vietky platby, ktoré intittcia
dostane na zéklade tejto zmluvy, budid za sluzby
poskytované mimo Spojenych §tadtov americkych.

9 TERM AND TERMINATION

2.1 This Agreement enters into force upon last
signature of the parties hereunder and shall
take effect on the day following the day of its
publication in the Central Register of
Contracts of the Slovak Republic pursuant to
Section 47a of Act no. 40/1964 Coll. Civil
Code. It shall end upon the later of the
following: (a) completion of study close out
visitor (b) the last payment made to the Payee
under this Agreement.

9.2 Institution may terminate this Agreement if
(i) the Principal Investigator dies or
otherwise becomes unable to continue as the
Principal  Investigator  provided  that
Institution shall promptly notify Medpace in
writing if this occurs, or (ii) Medpace
materially breaches this Agreement and
Medpace fails to cure the breach within thirty
(30) days after receipt of written notice from
a Party specifying in detail the nature of the
breach. Medpace may terminate this
Agreement at any time upon giving thirty
(30) days’ advance written notice to
Institution. The Parties agree that in the event

9 PLATNOST ZMLUVY A JEJ
UKONCENIE

Tato zmluva nadobuda platnost’ po jej
podpisani poslednou zmluvnou stranou
a uéinnost’ dilom nasledujicim po dni jej
zverejnenia v Centradlnom registri zmlav
Slovenskej republiky v zmysle § 47a zdkona
¢. 40/1964 Zb. Obéiansky zakonnik. Skonéi
neskorSou z nasledujicich wudalosti: (a)
dokonéenie zaverenej navstevy alebo (b)
poslednd platba v prospech prijemca platby
podla tejto Zmluvy.

9.1

9.2 Institacia modze tuto zmluvu predcasne
ukonéit’ v pripade, Ze (i) Zodpovedny
skasajuci zomrie alebo sa inak stane
neschopnym pokradovat’ vo funkcii hlavného
skugajuceho za predpokladu, Ze institicia
okamzite pisomne informuje Medpace, ,
alebo (ii) tito zmluvu spoloCnost’ Medpace
zévaznym spdsobom porusi a spolocnost’
Medpace nezaisti ndpravu do tridsiatich (30)
dni po prijati pisomného ozndmenia od
zmluvnej strany, v ktorom sa uvedie
podrobne povaha porusenia. Spolo¢nost’
Medpace mdze tiato zmluvu kedykolvek
ukonCit’ na zéklade predchadzajicej tridsat’
(30) diovej pisomnej vypovede inStitlcii.
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of a breach of this Agreement, the non- Zmluvné strany sthlasia s tym, Ze v pripade

breaching Party shall be entitled to seek its poru$enia tejto zmluvy bude zmluvnd strana,

expenses and attorney fees. ktord  zmluvu neporusila, oprdvnena
poZadovat’ nahradu svojich vydavkov a
poplatkov na pravnych zastupcov.

9.3 Medpace shall be obligated to pay Payee | 9.3 Spolo¢nost’ Medpace bude povinnd uhradit’
solely for those items set forth in the prijemcovi platby vyhradne za tie polozky,
Schedule A that have been incurred prior to ktoré su stanovené v prilohe A a vznikli pred
the date of notice of termination. Institution datumom ukonéenia. Inititicia je povinnd
shall promptly refund to Medpace or shall okamZite vrétit’ spolo¢nosti Medpace vietky
cause Payee to promptly refund all unearned nezasluzené  zalohy,  ktoré  uhradila
advance payments made by Medpace under spolo¢nost’ Medpace podla prilohy A, alebo
the Schedule A. zabezpecit, aby ich vratil prijemca platby.

9.4  Upon completion or termination of this | 9.4  Po splneni alebo ukonCeni zmluvy nebude
Agreement, in no event shall Medpace be spolo¢nost Medpace v Ziadnom pripade
obligated to pay any invoices submitted after povinnd uhradit' Ziadne faktury predloZené
the time period for submitting final invoices po uplynuti obdobia na predloZenie
set forth in Schedule A has expired. zavereénych faktdr, ako je stanovené v

rozvrhu A.

9.5 Upon completion or termination of this A Po splneni aleb? ukon’éve r{i’zr_nluvy, iné?itﬂcie&
Agreement, Institution and Principal a z?dpoYedny skusa_]ucll' e dOSt.
Investigator shall, upon Medpace’s request, spolo¢nosti  Medpace Yrana, %pOIOQ?OSU
return or destroy all documents, information, Medpace a lebo , N addvatelovi .Ysetky

«and/or supplies, including, but not limited to, gmgmmw,mﬂmn@@;hkbomﬁﬂi%Jq
Study drug(s) and related devices, torym okre’m. _1neno. patrl.  skusany
equipment, and any biological samples or provd ukt(y).asu\./lsglce zar1ad3n %a,’vybavellrne
other materials provided by Medpace or a vietky b}ologlck:e vzc’)rky, ¢i iné materidly
Sponsor for the conduct of the Study, to poslrcytnufe SpOIOc{IOSt ou IYI e(%pace ’alebo
Sponsor or Medpace within thirty (30) days. z.adavatil O vy!(oq §kusan1a, p,rlpadnt?
If Medpace requests that such documents, UEls vam ’a to do tr1ds1at1cvl% (30) d.m'.A,k e
information or supplies be destroyed, spo!ocnost Iickpace vyz1.ada h,k Y{dam}}
Institution or Principal Investigator, as takycl.l'fo d(')kvu me qtov, informacii C,l
applicable, agrees to destroy same and ma’t? ! E,ll(.)v’ 1rrlst1’t e , ale.bo .zoc.lpc?v.edny
provide Medpace with written certification skusa{um l?udu SURE s fieh 11k\,/1dac101'1 2
of such destruction. The Principal SPUI,QC,H?,SU Medpa‘ce poskytn.u L 1cl}
Investigator, Confidential Information, Iikvidaeii  pisomne - po tvrd?n'le. C’a§t1
Recordkeeping, Access to Records, Costs Zodpoyedn}' SieGSajiet, I?overne m,formame,
and Payment Schedule, Term and Vc?deme zéznamov, Pristup .k zdznamom,
Termination, Intellectual Property, Nakl%dy'a harmonogramvplatlreb, Trva,me 2
Publications and Publicity, Indemnification ukon'ce’m.e zmluvy,. l?usevnev vlastm.ctvo,
and Ensuraice, Anti-Bribery/Anti- Pu'bhka.c1e a pub11c1t.a, Od§kodnen1e a
Corruption and Miscellaneous sections shall poistente, [Ajstanoveme o.uplatk'o ch 2
survive the termination or expiration of this korupcu. a ROZn‘E y stanovenia OStaYaJ ¢V
Agreement, platnost} aj po zaniku alebo uplynuti doby

platnosti tejto zmluvy.

10 INTELLECTUAL PROPERTY 10 DUSEVNE VLASTNICTVO

10.1 It is agreed that none of Sponsor, Medpace, | 10-1 ~ Zmluvné strany sthlasia, Ze s vynimkou
Principal Investigator, or Institution transfers pripadov vyslovne stanovenych v tejto
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[~ to any other by operation of this Agreement
any patent right, copyright, trademark right,

or other proprietary right of Sponsor,
Medpace,  Principal Investigator, or
Institution, except as expressly set forth
herein.

10.2  “Invention” means any discovery, invention,
technology, result, data, material, | 10-2
improvement, or idea, whether or not
patentable, resulting from or reduced to
practice as a result of conducting the Study,
or made using the Study Drug or
Confidential Information.

10.3  Institution will notify Sponsor, promptly and

in writing, of any Invention made by L
Institution, Principal Investigator, and Study
Personnel.

10.4  Sponsor shall own all right, title, and interest 10.4

in and to any Invention and shall have the
sole and exclusive right to obtain, at its
option, patent protection in the United States
<and other countries on any such Invention.
Institution hereby assigns and shall assign to
Sponsor all such Inventions and if Sponsor
requests, Institution will execute and will
cause Principal Investigator and Study
Personnel to execute any application,
assignment, or instrument or to testify as
Sponsor deems necessary for Sponsor to
obtain patents or otherwise to protect
Sponsor’s interest in an Invention. Sponsor
will reasonably compensate Institution or its
designated Payee for the time devoted to
such activities and will reimburse Institution
or its designated Payee for reasonable and
necessary expenses incurred.

zmluve, zadavatel, spolognost Medpace,
zodpovedny skusajici a ani inStiticia v
ramci vykonu tejto zmluvy neprevedd Ziadne
patentové alebo autorské prava, prava k
ochrannym znamkam alebo iné vlastnicke
prava zadéavatela, spolodnosti Medpace,
zodpovedného skusajiceho alebo intitacie
na iny subjekt.

Pojmom ,vynélezy“ sa oznaduju vsetky
objavy, vynalezy, technolégie, vysledky,
udaje, materialy, vylepSenia, ¢i navrhy, ¢i su
patentovatel'né alebo nie, ktoré vznikli alebo
boli upravené pre prax ako dosledok
vykondvania  skiSania, pripadne boli
vytvorené s vyuzitim sktSaného produktu
alebo dovernych informécii.

Institicia bezodkladne pisomne oznami
zadavateTovi kaZdy vynalez, ktory vytvori
institucia, zodpovedny skuSajuci a personél
skti$ania.

Zadéavatel' bude drzitelom vSetkych prav,
narokov a zaujmov na vietky vynalezy a
bude mat’ ako jediny subjekt vyluéné pravo
obstarat’ si, podla vlastnej volby, pre
ktorykol'vek takyto vyndlez patentovi
ochranu v Spojenych Stitoch americkych a
inych krajinach. Intitticia tymto postupuje a
postupi zadavatel'ovi vietky takéto vynalezy
a na vyziadanie zadavatela inStitdcia
bezodkladne vyhotovi a zaisti, aby
zodpovedny skiSajaci a personal skuania
vyhotovili bezodkladne v3etky Zziadosti,
prevody alebo nastroje, alebo podali
svedectvo, ako =zadavatel povaZuje za
potrebné, aby zaddvatel mohol ziskat
patenty, ¢i ini ochranu svojich nérokov na
vyndlez. Zadavatel primerane nahradi
in§titucii alebo fiou opravnenému prijemcovi
platby ¢as venovany takym déinnostiam a
odskodni institiciu alebo fiou opravneného
prijemcu platbu za primerané a nevyhnutné
vzniknuté naklady.

11 PUBLICATIONS AND PUBLICITY |11

11.1 It is understood that the Study is part of a | 11.1
multicenter trial, and Institution may publish
the results of its part of the Study in
collaboration with the other investigators,
but in complete compliance with this section

PUBLIKACIE A PUBLICITA

Zmluvné strany su si vedomé, ze skiiSanie je
su¢astou multicentrického sk(Sania a
institacia méze publikovat’ vysledky svojej
Casti skaSania v spoluprdci s inymi
sktsajicimi lekdrmi, musi tak ale ucinit' v
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and with the Confidential Information
section. After the multicenter publication or
twelve (12) months after completion of the
Study, whichever occurs first, Institution

Uplnom stlade s touto &astou a d&astou
Do6verné informacie. Po multicentrickom
zverejneni alebo dvanast’ (12) mesiacov po
ukonceni sktania, podla toho, ¢o nastane

may itself publish the results of its data from skér, moZe inStiticia sama publikovat
the Study. Institution and Principal vysledky svojich tGdajov zo skufania.
Investigator shall provide Sponsor and Institacia a zodpovedny skusajlci poskytnu
Medpace with an advance copy of any zaddvatelovi a  spoloCnosti Medpace
proposed publication or oral presentation at signalnu kopiu navrhovanej publikécie,

least sixty (60) days prior to the planned date
of submission or presentation and Sponsor
shall have sixty (60) days to review the
proposed publication for the purposes
described below. Sponsor and Medpace may
request in writing, and Institution shall agree
to, (a) the deletion of any Confidential
Information, (b) any reasonable changes
requested by Sponsor or Medpace, or (¢) a
delay of such proposed submission for an
additional period, not to exceed ninety (90)
days, in order to protect the potential
patentability of any technology described
therein. Sponsor, at its election, shall be
entitled to receive in any such publication an
acknowledgement of its sponsorship of the
Study.

alebo ustnej prezenticie a to najmenej
Sestdesiat (60) dni pred planovanym
datumom odovzdania ¢i prezenticie a na
Géely popisané nizSie bude mat zadavatel
Sest'desiat (60) dni na posiidenie navrhovanej
publikacie. InstitGcia suhlasi s tym, Ze
zaddvatel a spoloénost Medpace mdZu
pisomne vyZiadat' (a) odstranenie niektorych
dovernych  informécif, (b) akékol'vek
primerané zmeny poZadované zadavatelom,
& spolonostou Medpace, alebo (c)
odloZenie takéhoto navrhovaného
odovzdania na dodatoéné obdobie, ktoré
nepresiahne devitdesiat (90) dni za G¢elom
ochrany moZnej patentovatelnosti v nich
popisanych technoldgii. Zadavatel’ je podla
svojej volby opravneny vyziadat, aby jeho
sponzorstvo sktG3ania bolo spomenuté vo
vetkych takychto publikéciach.

11.2  Neither Party shall use the other Party’s | 11.2 Ziadna zo zmluvnych stran nebude bez
name or Sponsor’s name, nor issue any predchadzajiiceho  pisomného povolenia
public statement about this Agreement, or druhej strany pouZivat' meno druhej strany
publish any information about the Study, alebo meno zadavatela, vydavat’ akékol'vek
without the prior written permission of the verejné vyhlasenia o tejto zmluve, ani
other Party except as required by law. Such zverejiiovat’ akékol'vek informacie o tomto
prior permission shall not be unreasonably skSani, okrem pripadov, ked to bude
withheld. The Parties agree that in order for vyZadovat' zakon. Takéto vopred poskytnute
Institution to satisfy its reporting obligations, sthlasy nesmu byt’ neodévodnene odoprené.
it may identify Medpace or Sponsor and the Zmluvné strany suhlasia, Ze za ucelom
amount of funding received from Medpace splnenia svojich ohlasovacich povinnosti
for the Study, but will not include in such mdZe inStitdcia vo svojich hldseniach
report any information which identifies the oznadit  spolotnost’  Medpace  alebo
name of the Study Drug or the therapeutic zadévatela a uviest sumu finanénych
areas of the Study. prostriedkov  prijatych od  spolo¢nosti

Medpace pre potreby skuSania, ale tieto
hlasenia nesmu zahfilat’ Ziadne informacie,
ktoré identifikuju ndzov ski§aného produktu
alebo terapeuticki oblast’ sktiSania.

11.3  Notwithstanding the foregoing, nothing . - . 5 .
contained in this Agreement shall prevent the | 11-3  Bez ohfadu na vyssie uvedené 5kut°°“°§“j
Study from being registered  with 21a<.1ne’ L'l'stanoven}% tejto zmluvy nebra’rq
www.clinicaltrials.gov, or any equivalent registrdcii  skusania ha portali
registry, including all information required www.clinicaltrials.gov  ani v inom
by the Uniform Requirements for podobnom  registri, vratane v3etkych
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Any notice required or permitted under this
Agreement shall be in writing and shall be deemed
made and given three (3) days after sending, if
mailed by registered or certified mail, postage
prepaid, return receipt requested, or one (1) day after
sending, if sent by express courier service or
facsimile/electronic transmission. In addition, the
Institution will communicate to Medpace in writing
(email is considered a writing for the purposes of this
section), any changes to the Institution’s payee
name, payee address, tax identification number,
corporate address, or corporate name. Any such
notification shall originate from an Institution
official having the same or greater authority as the
Institution official who signs this Agreement on
behalf of the Institution. All notices must be
addressed to the contact set forth below:

Manuscripts Submitted to Biomedical inform4cii  vyZadovanych  jednotnymi
Journals of the International Committee of poziadavkami  Medzindrodného  vyboru
Medical Journal Editors in effect as of the §éfredaktorov lekarskych casopisov na
date of initiation of the Study (see prispevky uréené pre zverejnenie v
www.icmje.org). biomedicinskych &asopisoch platnymi v deii
zahdjenia ska$ania (pozri www.icmje.org).
12 NOTICES 12 OINAMENIA

Vsetky ozndmenia vyZzadované alebo povolené
podl'a tejto zmluvy musia byt v pisomnej forme a
buda sa povazovat za vykonané a dorucené tri (3)
dni po odoslani, ak bud( odoslané doporugene, s
predplatenym poStovnym alebo s dorucenkou,
pripadne jeden (1) defi po odoslani, ak budil odoslané
expresnou kuriérskou sluzbou alebo
faxom/elektronickym prenosom. InstitGicia bude tieZ
pisomne (e-mailova spréva je iba na Gely tejto Casti
povaZovand za pisomnd formu) informovat
spolo¢nost’ Medpace o vsetkych zmendch mena
prijemcu platby na strane instittcie, adresy prijemcu
platby, DIC, firemnej adresy alebo nazvu
spolo¢nosti. VSetky tieto oznamenia musia
pochadzat od predstavitela institGcie, ktory ma
rovnaké alebo vidc§ie pravomoci ako predstavitel
indtitucie, ktory v mene inStiticie tato zmluvu
podpisuje. VSetky ozndmenia musia byt adresované
kontaktnym osobam uvedenym niZSie:

IF TO MEDPACE:

Medpace, LLC

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

IF TO INSTITUTION:

Nemocnica s poliklinikou Brezno, n.o.
Kardiologickd ambulancia |

MUDr. Lubomir Antalik

Banisko 273/1

977 01 Brezno

IF TO SPONSOR:

2855 Gazelle Court Carlsbad, CA 92010
Fax: +01 760 603 3564

Attention: General Counsel

Email: leaalnotices@ionisph.com

AK JE ADRESATOM SPOLOCNOST MEDPACE:
Medpace, LLC

Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

AK JE ADRESATOM INSTITUCIA:
Nemocnica s poliklinikou Brezno, n.o.

Kardiologick& ambulancia |
MUDr. Lubomir Antalik

Banisko 273/1
977 01 Brezno

AK JE ADRESATOM ZADAVATEL:

2855 Gazelle Court Carlsbad, CA 92010
Fax: +01 760 603 3564

Attention: General Counsel

E-mail: legalnotices@ionisph.com

13 ELECTRONIC SIGNATURES

Institution consents to electronic communication and
electronic signatures being equal to signatures inked

ELEKTRONICKE PODPISY

Ingtiticia sthlasi s tym, Ze elektronicka komunikacia
a elektronické podpisy maji rovnak( platnost’ ako

13
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on paper. Institution acknowledges and agrees that
electronic communication is an acceptable method of
communicating information from Medpace to
Institution without having to communicate the same
subject ~matter on paper. Therefore, any
communication and subsequent electronic signature
that has been sent or signed in the past, present, or
future between the Parties will hold the same force
and effect as a document signed and inked on paper.
Electronic signature includes without limitation a
scanned copy of a signature, a typed signature, or the
click of a mouse on an “I agree” icon or button. All
communications that Medpace provides to Institution
in electronic form will be provided either: (1) via e-
mail by requesting you download a PDF or DOC file
containing the communication; or (2) in the case of
the License Agreement, will be provided
immediately prior to the log-in screen for ClinTrak.
Institution can obtain a paper copy of an electronic
communication by printing it itself or by requesting
that Medpace mail a paper copy, provided that such
request is made within a reasonable time after

vlastnoru¢né podpisy na dokumentoch v tladene;
podobe. Institicia berie na vedomie a sdhlasi s tym,
Ze elektronickd komunikdcia je prijatePnym
sposobom, ktorym moéZze spolodnost Medpace
zdielat’ informacie s institiciou bez toho, aby bolo
potrebné o rovnakom obsahu informovat’ v tlagenej
podobe. Preto akdkolvek komunikécia a nésledny
elektronicky podpis, ktoré sa odoslali alebo podpisali
v minulosti, v sulasnosti alebo sa odo3la alebo
podpidu v budicnosti medzi zmluvnymi stranami,
budd mat rovnak( platnost a uU&innost ako
dokumenty vlastnoruéne podpisané v tladenej
podobe. Elektronicky podpis okrem iného zahfia
naskenovani képiu podpisu, podpis strojopisom
alebo poziadavku kliknutia myS$ou na ikonu alebo
tla¢idlo ,,sihlasim®. VSetky ozndmenia poskytnuté
spolo¢nostou Medpace institucii v elektronickej
podobe sa poskytni jednym z nasledujtcich
spdsobov: (1) prostrednictvom e-mailovej spravy so
Ziadost'ou o stiahnutie suboru vo formate PDF alebo
DOC, ktory obsahuje ozndmenie, alebo (2) v pripade
licen¢nej zmluvy budd poskytnuté bezprostredne

Institution’s and any of its personnel’s
failure to comply with this Agreement or the
Protocol, negligence, willful recklessness,
willful conduct, and/or willful misconduct.

Medpace first provided the electronic | pred prihlasovacou obrazovkou aplikacie ClinTrak.
communication. InStiticia ma& moZnost  ziskat  elektronickd
komunikdciu v tlagenej podobe tak, Ze si ju vytlagi,
pripadne poziada spolonost Medpace o zaslanie
tlacenej podoby postou a to za predpokladu, Ze k
takejto poziadavke ddjde v primeranej dobe po
prvom  odoslani  elektronickej  komunikacie
spolo¢nost'ou Medpace.
14 INDEMNIFICATION AND 14 ODgKODNENlE A POISTENIE
INSURANCE 14.1  Zadavatel' je povinny odskodnit’ institdciu v
14.1  Sponsor shall indemnify Institution pursuant sula(;ie .50 zmluvnymlt podmlenll(’arl;n
to the terms and conditions of a separate u;?kegyml. N ds'amos a(;r’lorrtl P SIS
letter of indemnification between Sponsor odstodnenia K IS ga'avase olmv %
and Institution, as requested. Medpace shall INSEIELEIGU; axo sa pozaduje. . povocnos.t’
not have any obligation to indemnify Medpace nema Ziadnu povinnost od§kodnlt
Principal Investigator(s), Institution and/or ,Z"fiPQV,ednehO,_ sk}lsajuceho(skusajucwh),
their agents, employees and representatives. inStitdciu a/ani ich zastupcov, zamestnancov
’ a predstavitel'ov.
14.2  Sponsor’s liability for any damages incurred , . ; o
by Study subjects that result from their 14.2 “le) d;ovlidn?st .Zl?dav,a}elf ,kza allz]illf()l.v o
participation in the Study shall be limited to ZAOI lii’k (,)rﬁ \’rgmt‘ne ucl:(a,svmlqm sb usacllma V
Sponsor’s obligation to compensation under S8 CCISINC ,u U ,usam,J,e I
applicable law. na povinnost’ zaddvatela na ndhradu $kody
podla platnych pravnych predpisov.
143 The |Institution shall be liable for e . ,
: n a u s Zo no
14.3  Institaci bude  niest dpovednost

v pripade nedodrZania tejto zmluvy alebo
protokolu zo strany institicie a akéhokol'vek
jej persondlu, v pripade  nedbanlivosti,
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Institution represents and warrants that neither it, nor
Principal Investigator, nor Study Personnel, no any of
its management or any other employees or independent
contractors or agents who will have any involvement in
the Study, have been debarred by any regulatory
authority and that Principal Investigator has not been
disqualified to serve as a clinical investigator by the FDA
pursuant to 21 C.F.R. § 312.70 or any similar foreign
laws. Institution and/or Principal Investigator shall
immediately notify Medpace in writing upon becoming
aware of any such debarment, threat of debarment,
disqualification, threat of disqualification or conviction
or other matter that could result in any such debarment
or disqualification. Medpace may, upon its receipt of
such notice or otherwise becoming aware of any
debarment, threat of debarment disqualification, threat
of disqualification or other matter that could result in
any such debarment or disqualification, terminate this
Agreement in accordance with the Term and
Termination Section.

umyselne; nedbanlivosti,  Gmyselného
konania a/alebo imyselného pochybenia.
14.4  Institution shall maintain insurance to cover 14.4 Instltuma- uzatvorl =~ a .b%lde udr21avat.
its liability for damage caused to person in ¥ plathogi na qu rytie svojej zodp ovecvlnostl
connection with the provision of health care zalfonlr; N POIStemeOSZ;)S;);VCdHOStL szjvfsklgcsiﬁ
as required by applicable law, with limits sposobenu . ) X
consistent with statutory minimum amounts. - poskytovamm zdravqtnej StarOStIIV,OSU i
Institution shall maintain such coverage for smrxlz(iideiss poz‘%?:.‘f[kaimlkrplt?;nyjhSE{:X:YZE
the duration of this Agreement and for two Zéekozn(’)r;' S mliririlmélnymi Siastkami
years thereafter. Proof of said insurance shall ey A ) v L
be supplied to Medpace upon request Institacia bude toto poistenie udrZiavat’ po
' dobu platnosti tejto zmluvy a po dobu dvoch
rokov po jej skonleni. Doklad o tomto
poisteni na poZiadanie predloZzi spolo¢nosti
Medpace.
15 DEBARMENT 15 VYLUCENIE

Indtiticia vyhlasuje a zaruduje, Ze ani indtitucia, ani
zodpovedny skd$ajuci, ani persondl skdSania, Ziadny
¢len manaZmentu, ani ziadni ini zamestnanci, ani
nezavisli dodavatelia ¢&i zastupcovia, ktori si do
skfidania nejakym spdsobom zapojeni, neboli Ziadnym
regulaénym organom vylic¢eni a zodpovedny skisaju
nebol tradom FDA diskvalifikovany z pdsobenia ako
klinicky sktsajuci podla zdkona 21 C.F.R § 312.70 ani
ziadneho iného podobného cudzieho pravneho
predpisu. InStiticia a/alebo zodpovedny skuSajuci st
povinni bezodkladne pisomne informovat spolo¢nost’
Medpace, ak sa dozvedia o akomkolvek takomto
vyliéeni, hrozbe vyluCenia, diskvalifikdcii, hrozbe
diskvalifikicie alebo odstdenia, pripadne inej
zaleZitosti, ktord by mohla viest’ k takémuto vylaceniu
alebo diskvalifikacii. Spolo¢nost Medpace mdZe po
prijat{ takéhoto oznidmenia alebo po inom zisteni o
vylaéeni, diskvalifikacii, hrozbe vylugenia alebo
diskvalifikacie, alebo inej zaleZitosti, ktora by mohla
viest k takémuto vylideniu alebo diskvalifikacii,
ukongit’ platnost’ tejto zmluvy v silade s &ast'ou
Platnost’ zmluvy a jej ukond&enie.

16 ANTI-BRIBERY/ANTI-

CORRUPTION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its
respective representatives will pay, offer or promise
to pay, or authorize the payment of, any money, or
give or promise to give, or authorize the giving of,
any services or anything else of value, either directly
or through a third party, to any official or employee

16 USTANOVENIE O BOJI

UPLATKOM A KORUPCII

Pri plneni svojich povinnosti podla tejto zmluvy
ziadna zo zmluvnych strdn ani Ziadny z ich zastupcov
nezaplati, neponukne, ani neprisfubi, ze zaplati, ani
nepovoli zaplatenie pefiaZznej sumy, ani neposkytne
ani neprisl’ubi, Ze poskytne, ani nepovoli poskytnutie
ziadnej sluzby ani ni€oho hodnotného, a to ani
priamo, ani prostrednictvom tretej strany, Ziadnemu

PROTI
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of any governmental authority or instrumentality, or
of a public international organization, or of any
agency or subdivision thereof corruptly for the
purpose of improperly (i) influencing any act or
decision of that person in his official capacity,
including a decision to fail to perform his functions
with such governmental agency or instrumentality or
such public international organization or such
political party, (ii) inducing such person to use his
influence with such governmental agency or
instrumentality or such public international
organization or such political party to affect or
influence any act or decision thereof or (iii) securing
any improper advantage; provided however, the
foregoing representation shall not apply to any
facilitating or expediting payment to a foreign
official, political party, or party official, the purpose
of which is to expedite or to secure the performance
of a routine governmental action by a foreign
official, political party, or party official.

zastupcovi ani zamestnancovi akéhokol'vek organu
§tatnej spravy alebo vykonného orgénu, verejnej
medzindrodnej organizacie, akéhokol'vek uradu
alebo jeho oddeleniu na G¢ely poskytnutia tplatku a
nevhodného (i) ovplyvnenia konania alebo
rozhodovania takejto osoby v jej uradnej funkcii,
vratane rozhodnutia, Ze nebude riadne vykonavat
svoju funkciu pre tento vladny urad alebo vykonny
orgéan alebo verejni medzindrodn( organiziciu alebo
politicku stranu, (ii) ovplyvnenia tejto osoby, aby
vyuZila svoj vplyv vo vlddnom durade alebo
vykonnom  organe, verejnej  medzindrodnej
organizacii alebo v politickej strane na ovplyvnenie
ich konania alebo rozhodovania, alebo (iii) zaistenie
akejkolvek  nepatriénej vyhody, avSak za
predpokladu, Ze vy$Sie uvedené vyhlésenie sa
nevztahuje na ulahenie alebo urychlenie platby
zahraniénému zéastupcovi, politickej strane alebo
zastupcovi zmluvnej strany, ktorych ucelom je
urychlit’ alebo zaistit' vykondvanie beznej vladnej
agendy zahrani€énym zastupcom, politickou stranou
alebo zastupcom zmluvnej strany.

17 -ASSIGNMENT AND
DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors and
permitted assigns. Except as otherwise set forth
herein, this Agreement, and all rights, duties and
obligations hereunder, may not be assigned or
delegated by any Party without the prior express
written consent of the other Party. Any attempt made
by any Party to assign or delegate this Agreement in
violation of this section shall be of no force or effect.

Notwithstanding  the  foregoing,  Institution
acknowledges and agrees that Medpace shall have
the right to assign or delegate this Agreement or any
portion thereof to Sponsor or another contract
research organization at Sponsor’s direction without
the consent of Institution.

The Parties, in accordance with the provisions of §
525 par. 2 of Act no. 40/1964 Coll. The Civil Code,
as amended, agrees that (i) any transfer of financial
claims under this Agreement belonging to Sponsor
and / or Medpace to another person without the prior
written consent of Institution is prohibited, and (ii)
any breach of this prohibition by the Sponsor and/or
Medpace shall be obliged to pay Institution a

17 POSTUPENIE A DELEGOVANIE

Téato zmluva je zavédzna pre zmluvné strany, ako aj
ich nastupcov a povolené osoby, ktorym boli
postipené prava podla tejto zmluvy. Pokial’ nie je
uvedené inak, tito zmluva a vietky prava, povinnosti
a zavizky, ktoré z nej vyplyvaju, nesmu byt’ nijakou
zmluvnou stranou postiipené ani delegované bez
predchadzajiiceho vyslovného pisomného suhlasu
druhej zmluvnej strany. Akykolvek pokus
ktorejkofvek zmluvnej strany postapit alebo
delegovat’ tuto zmluvu v rozpore s touto &ast'ou
nebude platny ani ucinny.

Bez ohladu na vys$ie uvedené, institicia berie na
vedomie a sthlasi s tym, Ze Medpace bude mat’
pravo pridelit’ alebo delegovat’ tito zmluvu alebo
akukolvek jej Cast’ zadavatel'i alebo inej zmluvnej
vyskumnej organizacii na pokyn zadivatela bez
sthlasu institacie.

Strany sa v silade s ustanovenim § 525 ods. 2
zdkona ¢&. 40/1964 Zb. Obdiansky zakonnik
v platnom zneni dohodli, Ze (i) akékol'vek
postipenie finanénej pohladavky podla tejto
Zmluvy zadavatel'a a/alebo spolofnosti Medpace
na inu osobu, bez predchéadzajuceho pisomného

sthlasu Institicie, je zakazané, , a (ii) za pripadné
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contractual penalty of 2% of the principal amount of
the financial claim transferred in violation of this
prohibition.

The Parties have agreed that (i) the Sponsor or
Medpace will not accept the declaration according to
§ 303 et seq. Act No. 513/1991 Coll. Commercial
Code as amended and (ii) Sponsor and/or Medpace
shall be obliged to pay Institution a contractual
penalty of 2% of the principal amount of the financial
claim transferred in violation of this prohibition.

porudenie tohto zékazu bude zadavatel a/alebo
spolo€nost’ Medpace Zo strany
Institucie sankcionovany zmluvnou pokutou vo
vyske 2 % zistiny pohladdvky postupenej
v rozpore s tymto zdkazom.

Strany sa dohodli, Ze (i) zadavatel alebo Medpace
neprijme vyhlasenie podla § 303 a nasl. zékona ¢.
513/1991 Z.z. Obchodny zakonnik v platnom
zneni a (ii) za pripadné porusenie tohto zdkazu
bude zadéavatel a/alebo spolo¢nost’ Medpace zo
strany  In3titicie. sankcionovany zmluvnou
pokutou vo vyske 2 % z istiny pohladavky.

18 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent
contractors, and no employment or agency
relationship shall be construed to exist between the
Parties. Neither Medpace nor Sponsor shall be
responsible for any employee benefits, pensions,
workers’ compensation, withholding or
employment-related taxes relating to Institution,
Principal Investigator or Study Personnel.

NEZAVISLY DODAVATEL

Vztah zmluvnych stran je vztahom nezéavislych
zmluvnych partnerov a nebude sa vykladat' ako
zamestnanecky ani zastupitesky vztah medzi

18

zmluvnymi stranami. Spolo¢nost Medpace ani
zadavatel neponesil zodpovednost za Ziadne
zamestnanecké  vyhody, do6chodky, odmeny

pracovnikov, zrazky z platu ani zamestnanecké dane
tykajice sa ingtiticie, zodpovedného skusajuceho
alebo personalu skuania.

19 CHANGES TO THE PROTOCOL

The Protocol may be amended only at the direction
of Sponsor, subject to subsequent approval of the
Ethics Committee. No financial adjustments shall be
made because of such modifications unless the
Parties hereto amend this Agreement accordingly.

19 ZMENY PROTOKOLU

Protokol méze byt doplneny iba nariadenim
zadavatel'a a zmena podlieha naslednému schvaleniu
etickej komisie. Finanéné podmienky sa z dévodu
takychto Gprav menit’ nebudu, ak zmluvné strany
tuto zmluvu prislu§nym spésobom nedoplnia.

20 MISCELLANEOUS

This Agreement represents the entire
understanding of the Parties and supersedes
all prior negotiations, understandings or
agreements (oral or written) between the
Parties concerning the subject matter hereof.
In the event of any inconsistency between
this Agreement and the Protocol, the terms of
this Agreement shall govern. If a provision
of this Agreement is or becomes (i) illegal
under any applicable law or regulation, (ii)

20.1

ROINE

Tato zmluva predstavuje Uplnd dohodu
zmluvnych stran a nahradzuje vSetky
predchadzajice rokovania, dohody alebo
zmluvy (Ustne alebo pisomné) medzi
zmluvnymi stranami tykajice sa predmetu
tejto zmluvy. V pripade akychkolvek
nezrovnalosti alebo rozporov medzi touto
zmluvou a protokolom rozhoduji podmienky
tejto zmluvy. Ak niektoré ustanovenie tejto
zmluvy je alebo sa stane (i) nezdkonnym

20

20.1
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invalid or (iii) otherwise unenforceable, such
illegality, invalidity or unenforceability shall
not affect the validity or enforceability of
any other term or provision of this
Agreement. All waivers of the terms of this
Agreement shall be in writing. Failure to
insist upon compliance with any of the terms
and conditions of this Agreement shall not
constitute a general waiver or relinquishment
of any such terms or conditions, but the same
shall remain at all times in full force and
effect.

podla ktoréhokol'vek platného zékona alebo
nariadenia, (ii) neplatnym alebo (iii) inak
nevymahatelnym, nebude mat tito
nezakonnost’, neplatnost’ alebo
nevymahatelnost Ziadny vplyv na platnost’
alebo vymdhatenost' ktorejkolvek inej
podmienky alebo ustanovenia tejto zmluvy.
Zmluvné strany sa mozu vzdat’ svojich prav
podla podmienok tejto zmluvy len pisomne.
Ak niektord strana nepoZaduje plnenie
akejkol'vek podmienky alebo ustanovenia
tejto zmluvy, nezakladd to vieobecné
vzdanie alebo zrieknutie sa akéhokolvek
takého ustanovenia alebo podmienky a t4
zostava v plnej platnosti a u¢innosti.

BENEFICIARY

The Parties to this Agreement recognize and agree
that Sponsor takes the benefit of this Agreement as a
third-party beneficiary and agree that Sponsor may
enforce such rights either directly itself or indirectly
through Medpace.

20.2 This Agreement shall be governed by and
construed in accordance with the laws of [ 202  Tato zmluva sa bude riadit’ a vykladat' v
Slovakia stilade so zdkonmi Slovenskej republiky.

203 This Agreement, and any subsequent [ 20.3  Tato zmluva a vSetky jej ndsledné dodatky
amendment(s), may be executed in mozZu byt vyhotovené v exemplaroch a tieto
counterparts and the counterparts, together, exempldre spoloéne tvoria jedinii zmluvu a
shall constitute a single agreement and shall stan( sa zavéznymi v momente, ked bude
become binding when any one or more ktorykolvek alebo viac tychto exemplarov
counterparts hereof, individually or taken tejto zmluvy, jednotlivo alebo spoloéne,
_together, bears the signature of each of the podpisany kazdou zo zmluvnych stran.
Parties hereto. A facsimile or PDF electronic Odoslanie tejto zmluvy alebo vietkych jej
submission of this Agreement or any dodatkov podpisanych riadne oprdvnenym
subsequent amendment(s) signed by a zastupcom zmluvnej strany faxom alebo
Party’s duly authorized representative shall elektronickym podpisom vo formite PDF
be legal and binding on all Parties. bude le’gélne a pre vietky zmluvné strany

20.4 This Agreement is made in the Slovak and wavane.
English language and the Parties consider | 20.4 Této Zmluva je vyhotovend v slovenskom a
both language versions to be equivalent, anglickom jazyku a zmluvné strany povazuju
however in case of any discrepancies obe jazykové verzie za rovnocenné, avsak
between individual versions the Parties pre pripad nezrovnalosti medzi jednotlivymi
agreed that the Slovak version shall prevail. verziami sa strany dohodli, Ze prednost’ ma

slovenskd verzia Zmluvy.
21 SPONSOR AS THIRD-PARTY 21 ZADAVATEL AKO OPRAVNENA

TRETIA STRANA

Zmluvné strany uzndvaju a sthlasia, Ze zadavatelovi
prindlezi prospech z tejto zmluvy ako oprdvnenej
tretej strane a stthlasia, Ze zaddvatel' je opravneny
vymahat' tieto prdva sdm priamo, alebo nepriamo
prostrednictvom spolo¢nosti Medpace.

Clinical Study Agreement | Verzia &.1
IONIS PHARMACEUTICALS, INC. | ISIS 678354-CS5

MUDr. Lubomir Antaiik | 3137
14-November-2022 | Strana 20 z 21

DOVERNE




NA DOKAZ TOHO zmluvné strany podpisuju tiito
zmluvu v zastipeni vhodnymi osobami, ktoré su na
to néleZite oprédvnené, a tito zmluva nadobudne
Gginnost’ k d4tumu platnosti. ‘

IN WITNESS WHEREOF, the Parties hereto have

executed this Agreement by proper persons
thereunto duly authorized and that this Agreement
shall be effective as of the Effective Date.

For Medpace, Inc., on lts own behalf and as payment

agent of Sponsor / Za spolo&nost Medpace, Inc., v Je] Institution / In§titGcla
viasthom mene a ako platobného zdstupcu zaddvatefa

/ = —_———e .. P—

By (signature) / (podpis] By (slgnature) / (podms]}y
! .

MUDy Vebr Yoslu ‘}1 f“J Jareslav f’lmt]wl}

Name (print or type) / Meno {vytiaéené alebo naplsané tia&enym

plsmom) Name (print or type) / Meno {vytla&ené alebo naplsané tlaenym

plsmam)

UM 2ive ckov

Title / Funkcla

Title / Funkcla
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SCHEDULE A

PRILOHA A

A1 STUDY BUDGET

Medpace, as Sponsor’s payment agent, shall make
payment to the payee specified in the Payee Information
Table (“Payee”) under this Agreement from funds
provided by Sponsor for services provided according to
the payment schedule below. All fees listed include:
overhead, taxes, and subject stipend or travel
reimbursement, as applicable. VAT is not applicable
because Medpace Clinical Research, LLC is a US-based
corporation. Should any changes to VAT law occur
during the term of this Agreement, the party legally
responsible shall be liable for VAT. Payments are based
on electronic case report forms (“eCRFs”), laboratory
data, TVRS data or other specific data source. All
amounts shown herein are calculated in EURO.

ROZPOCET SKUSANIA

Spolo¢nost’ Medpace bude, ako zastupca zadavatel'a pre
platby, realizovat’ platby prijimatelovi platby uvedenému v
tabulke tdajov o prijimatefovi platby (d’alej len ,,prijimatel
platby*) na zéklade tejto zmluvy zo zdrojov poskytnutych
zaddvatelom za poskytované sluzby podla rozpisu platieb
nizSie. VSetky uvedené poplatky zahfiiaji: rézie, dane a
odmeny pre ucastnikov alebo ndhradu cestovného, ak sa
uplattiuji. DPH sa neuplattiuje, pretoZe spolo&nost’ Medpace
Clinical Research, LLC, je spolo&nostou so sidlom v USA.
V pripade, Ze podas platnosti tejto zmluvy d6jde k nejakym
zmendm v zédkone o DPH, DPH bude hradit’ strana, ktora je
za to podla zdkona zodpovednd. Platby su zaloZené na
elektronickych ~ zdznamovych  formuldroch  udastnika
klinického sktSania (d’alej len ,,eCRFs*), laboratornych
udajoch, udajoch IVRS alebo inych osobitnych zdrojoch
udajov. VSetky sumy uvedené v tomto zozname si
vypoditané v EUR.

Al

A1.1 Feefor Each Evaluable Subject  EUR

1107. 8

An “evaluable subject” is one who has been enrolled
(randomized to treatment) and in whom all the
applicable terms and conditions of the Protocol and this
Agreement have been satisfied. Randomization occurs
at Day 1.

A1.1 Poplatok za kaidého hodnotitelného
Ucasinkka  1107. 8 EUR

LHodnotitelny Gcastnik™ je taky, ktory je zaradeny do
skiSania (randomizovany do lie¢by) a ktory spliia vietky
platné podmienky uvedené v protokole a v tejto zmluve.
Randomizacia sa vykond v 1. defi.

A2  SETUP FEES & VISIT PAYMENTS

Please check box if Payee must submit an invoice to
Medpace prior to receiving payment. Payment will be
made within forty-five (45) days of receipt of invoice.

ZRIAI')’OVACIE POPLATKY A POPLATKY
ZA NAVSTEVY

X Zagkrtnite toto politko, ak prijimatel platby musi
predlozit’ faktiru spolonosti Medpace pred dorugenim
platby. Platba sa uskutoéni do §tyridsiatich piatich (45) dni
od prijatia faktury.

A2

A2.1 Set-up Fees

A2.1 Zriadovacie poplatky

START-UP FEE: A one-time non-
refundable payment in the amount
of 500 EUR will be made in excess of
the above to Institution for
adminisirative, legal and financial
processing of the clinical study

2.1.1

POPLATOK  START-UP:  Jednorazovd
nevraind platba vsume 500 EUR bude
vhradend nad rozsah vyssie uvedeného
institdcii za administrativne, prdvne o
finanéné  spracovanie  klinického
skdsania podia tejto zmiuvy.

2.1.1
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under this Agreement.

2.1.2 Non-refundable Adminisirative Set-
up Fee EUR 3,800

2.1.3 Pharmacy Set-up Fee EUR 850

Payment will be made within forty-five (45) days of:

Sponsor declaring Institution to be ready for
Study Initiation;

IRB/EC approval; and

Medpace’s of the fully executed

Agreement.

receipt

2.1.2 Nerefundovatelny adminisirativny
poplatok 3800 EUR
2.1.3 Zriadovaci poplatok pre lekdreri

850 EUR
Platba sa uskutoéni do $tyridsiatich piatich (45) dni od:

+ vyhldsenia zadavatela in§titicii, Ze ma byt

pripravena na spustenie skiSania,
schvalenia EK a

prijatia riadne podpisanej zmluvy spolo&nost'ou
Medpace.

A2.2 Ongoing Payments

Payments for Study subject visits, as set forth in Table
below, will be paid on a quarterly basis for the actual
number of Study subjects for whom eCRFs have been
completed less ten percent (10%) of each quarterly
payment, which will be withheld until and paid with the
final payment. Quarterly payments will be made within
forty-five (45) days after the end of each quarter. The
quarterly schedule may be offset from the calendar
quarter.

A2.2 PriebeZné platby

Platby za ndvitevy udastnika skOSania, ako sa uvadzaju v
tabulke niZ8ie, sa vyplatia raz §tvrtroéne za skutoény pocet
ucastnikov skusani, pre ktorych sa vyplnili eCRFs zniZené o
desat’ percent (10 %) kazdej $tvrtroénej platby, tato suma sa
bude zadrZiavat' a vyplati sa aZz v zdvere¢nej platbe.
Stvrtroéné platby sa uskutonia do Styridsiatich piatich (45)
dni po ukonéeni kazdého Stvrtroka. Stvrtrodny rozpis moze
byt posunuty vzhladom na kalendarny $tvrtrok.

Table 1 - Fees for Completed Clinical Visits for Randomized Subjects

Tabulka 1 - Poplatky za uskutoénené kiinlcké navitevy randomizovanych
Ueastnikov
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VISIT

Run-in Visit (Randomized)
'Qualification

D1

D29

D57

D85

D113

D141

D169

D183

D197

D225

D253

D281

D309

D337

D351

D365/ET

4 Week Follow-Up
8 Week Follow-Up
|13 Week Follow-Up
TOTAL PER PATIENT
Optional HH Visit

'FEE
61.50
40.00
73.90 |
55.00 |
50.10 |
63.50 |
50.10
55.00 |
65.20 !
38.10 :
|

55.00 |

46.00 |

59.40 |

46.00 |

55.00

46,00

38.10 '_
62.70

45.30 | |
50.20 | , |
51.70 | : .

1,107.80 | _ |
13.40 | | -

A MM ™A M AN AN A AN AN AN A AN AN ™ AN AN AN M M AR

A2.3 Screen Failures

A2.3 NeUspesné skriningy

Table 2 - Screen Fallures

Tabulka 2 - NeUspe3né skriningy

VISIT OF FAILURE / NAVSTEVA $ NEGSPESNYM SKRININGOM
Run-in Visit / Nadbehovd ndviteva
| Quallification Visit / Kvalifika&nd ndviteva

COST / NAKLADY
EUR 61.5
Run-in Visit: EUR 1.5 + Qualification Visit: EUR 40 = EUR 101.5

Payment for screen failures will be made once the
required number of subject(s) have been randomized
per ratio (3 failures:2 randomized) for screen failures
for whom Medpace has received all appropriate
documentation of procedures/visits completed with the
next scheduled payment owed to the Payee. Eligible
screen failure payment will be based on the order (by
date) of when the subject is consented.

Platba za neuspes$né skriningy sa uskutoéni po randomizacii
poZadovaného po¢tu subjektov v pomere (3 nelspeSné
skriningy : 2 randomizovani 0&astnici) za nelspe¥né
skriningy, pre ktoré spolo¢nost’ Medpace dostala vietky
potrebné dokumenty ) uskutoénenych
procedirach/navstevach, spolu s dalSimi planovanymi
platbami prislachajiicimi prijimatelovi platby. Platba za
uznany neuspedny skrining bude na zaklade prikazu (podl'a
déatumu), kedy sa pacient schvalil.

A2.4 Final Payment

A2.4 Zdvereénd platba
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Final payment for all services performed under this
Agreement will be paid to Payee by Medpace after:

*  Final resolution of all queries;
Upon final acceptance of all eCRFs;

* The receipt and approval of any outstanding
regulatory documents as required by Sponsor;

*  The return of all unused Study Drug, Study
supplies (including any equipment provided by
Sponsor) and Confidential Information to
Sponsor; and

Zaveretna platba za vietky sluzby vykonané podla tejto
zmluvy vyplati spolonost Medpace prijimatelovi platby

po:
. koneéné vyrieSenie vietkych poziadaviek,
«  kone¢nom schvéleni vietkych eCRFs,
zostavajucich
ich pozaduje

vietkych
ako

« prijati a  schvdleni
regulaénych  dokumentov,
zadavatel,

« vrateni vSetkych nepouzitych skuSanych produktov,
dod4vok v ramei skG3ania (vratane zariadenia, ktoré

+  Upon completion of all other applicable posl’(ytol ) z.adévatel’) a  dévernych informécii
conditions set forth in the Agreement. zadivaistov a
« po splneni vSetkych ostatnych  podmienok
stanovenych v tejto zmluve.

A2.5 Archiving Fee EUR 500 A2.5 Archivaény poplatok 500 EUR
Payable with final payment. Splatny s kone¢nou platbou.
A2.6 Unscheduled Vist EUR17 A2.6 Nepldnovandndviteva 17 EUR
Medpace shall pay Payee for Study subjects who incur | Spolo¢nost’ Medpace zaplati prijimatefovi platby za

an unscheduled safety visit that occurs after
randomization in the amount as listed above per
occurrence. These visits will be compensated with the
final payment for subjects for whome completed eCRFs
as applicable, have been accepted by Sponsor or
Sponsor's representative.

udastnikov skt$ania, u ktorych sa po randomizacii vyskytne
nepldnovand bezpenostnd naviteva, vo vySke uvedenej
vysSie za kazdl taki navitevu. Tieto navStevy sa budi
uhradzat’ v zavere€nej platbe pre ugastnikov, pre ktorych sa
podla poziadaviek vyplnili eCRFs a zadavatel alebo
zastupca zaddvatela ich schvalil.

INVOICEABLE ITEMS

Payment will be made within forty-five (45) days of
receipt of invoice and supporting documentation if
applicable and requested.

A3

FAKTUROVATEINE POLOZKY

Platby sa uskuto¢nia do §tyridsiatich piatich (45) dni od
prijatia faktlry a podkladov, ak existuju a vyZaduju sa.

A3

A3.1 Additional Subject Procedures

Payment will be made for procedures listed below if
required by the protocol and not considered as standard
of care.

A3.1 DalSie procediry Géastnikov

Platba bude vykonand za procediry uvedené niZSie ak to
vyZaduje protokol alebo sa to nepovazuje za Standardnu
starostlivost’.

Table 3 - Unitized Procedures

Tabulka 3 - Zjgdnotené procediry

'FEES / POPLATKY
f— blnt 2

COST / NAKLADY

i Archived blood sample for potential gene sequencing related to SHTG-EUR 31
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collection and handling / Ulozend vzorka krvi na potencidine génové

sekvenovanie spojené s SHTG] - odber a manipuldcio

Genetic Testing for FCS- collection and handling / Genetické

testovanie pre FCS - odber a manipuldcia

[Focused Physical Exam, Signs and Symptoms of Pancreatitis/Zamerané

| fyzické vy3etrenie, priznaky a symptdmy pankreatitidy

EUR 31

EUR 60

A3.2 Platelet Count Safety Monitoring EUR

6.2

Paid in addition to the Unscheduled Visit. Peripheral
smear and Fibrogen split products or D-dimer on fresh
blood for patients with platelet count less than
50,000/mm3.

A3.2 Monitorovanie bezpecnosti poctu

frombocylov 6.2 EUR

Vyplatené nad rdmec neplanovanej navstevy. Periférny ster
a fibrinové degradainé produkty alebo D-diméry z Cerstvej
krvi u pacientov s poStom trombocytov mensim ako
50 000/mm3.

A3.3 Additional Study-necessitated Fees

Payee will be reimbursed at actual cost for any other
unforeseen but reasonable procedures or costs
necessitated by the Study or Protocol (and any

amendments  thereto) and  pre-approved by
Medpace/Sponsor.
A3.3.1 Subject Visit Travel Reimbursement -

35EUR per visit (travel, meals, accommodation and
time compensation)

You will not be paid for your participation in this
research study. However, you will be reimbursed for
reasonable travel related expenses in amount of 35 EUR
per visit which you will receive after each completed
visit at the study site. In the event that travel expenses
exceed this amount, you will be reimbursed the actual
amount after the Sponsor’s approval.

Dalsie poplatky na nevyhnutné pofreby
sOvisiace so skusanim

A3.3

Prijimatelovi platby sa uhradia skutoéné naklady na vSetky
dalsie nepredvidatelné, ale primerané procedury alebo
naklady nevyhnutne potrebné pre skuianie alebo protokol (a
vietky jeho pripadné doplnky), vopred schvilené
spolo¢nostou Medpace/zaddvatelom.

A3.3.1 Cestovni niahrada subjektu — 35 EUR za nav§tévu
(cestovné, stravné, ubytovani a €asova nahrada)

Za vau udast’ v tejto vyskumnej $tidii nebudete mat’
finanénl odmenu. Budd vadm v3ak preplatené primerané
cestovné ndklady vo vyske 35 EUR za navstevu, ktoré
dostanete po kazdej absolvovanej ndviteve miesta $tadia. V
pripade, Ze vaSe cestovné néklady presiahnu tato sumu, bude
vam po schvaleni zadavatelom vyplatend skutond suma
vasSich cestovnych ndkladov.

A3.4 Nominal equipment

Institution may be provided during the course of the
Study small items of equipment necessitated by the

A3.4 Nomindlne vybavenie

Institicia méze v priebehu skiSania dostat’ malé zariadenia
nevyhnutné na skd3anie alebo protokol, ktoré s vopred

Study or Protocol and  pre-approved by schvilené spolo¢nost'ou Medpace/zadavatelom.
Medpace/Sponsor.
A4  MEDPACE RIGHTS A4  PRAVA SPOLOCNOSTI MEDPACE

Medpace reserves the right to suspend payments due to
Payee, if Principal Investigator and/or Institution do not

Spolo&nost’ Medpace si vyhradzuje pravo pozastavit’ thrady
prijimatelovi platby, ak zodpovedny skusajuci a/alebo
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complete data entry, query resolutions,. and electronic
signatures on eCRFs and/or p.rov1de regulatory
documents to Medpace within timelines defined by the
project team. Payments will resume once the missing or
incomplete information is resolved.

intiticia nevypi¥u udaje, nevyriesia poziadavky alebo
neuvedu elektronické podpisy v eCRFs, a/alebo neposkytni
spolo¢nosti Medpace regulatné dokumenty v terminoch
definovanych projektovym timom. Platby sa opit’ uvolnia
vtedy, ked’ sa chybajuice alebo nelplné informacie doplnia.

MEDPACE INVOICING

All payment inquiries and invoices submitted shall
include the Protocol number and Principal Investigator
name and be sent to the following;

Ab5

Email: siteinvoices@medpace.com
Phone: 513-579-991 1

Medpace Clinical Research, LL.C
Attn: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

All invoices must be submitted to Medpace within
ninety (90) days of occurrence or up to thirty (30) days
after receipt of the final payment.

A5  MEDPACE FAKTURACIA

Vsetky prijaté poziadavky na platby a faktiry musia
obsahovat’ &islo protokolu a meno zodpovedného
skisajliceho a musia sa poslat’ na adresu:

E-mail: siteinvoices@medpace.com
Telefon: 513-579-9911

Medpace Clinical Research, LLC
Adresit: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

Vsetky faktiry musia byt predlozené spolocnosti Medpace
do deviitdesiatich (90) dni od vzniku naroku alebo az do
tridsiatich (30) dnf od prijatia zaverecnej platby.

PAYEE INFORMATION

All payments made by Medpace as set forth herein shall
be payable solely to Payee at the address set forth
below. Any such payments which are due to any other
party performing services in connection with the Study
shall be a matter solely between Payee and such party.

Aé

UDAJE O PRIJIMATELOVI PLATBY

Vsetky platby zo strany spoloénosti Medpace, ako sa uvidza
v tejto zmluve, budd vyplatené vyhradne prijimatelovi
platby na adresu uvedeni nizsie. V3etky také platby, ktoré
s splatné inej strane, ktord vykonala sluzby sivisiace so
skiSanim, budd vyhradne zaleZitostou medzi prijimatelom
platby a takouto stranou.

Aé

Table 4 - For sites receiving payment by foreign wire transfer

Tabulka 4 - Pre pracoviska prijimajdce platby bankovym prevodom zo
zahranicia

PAYEE INFORMATION

Beneficiary Name /

N Nemocnica s poliklinikou Brezno,
Meno priiemcu

Payee Mailing Address /
PoStovd adresa
prijimatela platby
Contact Name/ Meno
kontakinej osoby

Email Address / E-
mailovéd adresa

Ing, Téthova
ekonom@nsphbr.sk
Tatra banka, a.s.

SK20 1100 0000 0026 2077 8736
SK20 1100 0000 0026 2077 8736

Bank / Banka
Account Ne / Cislo &ty
IBAN Ne / IBAN

BIC Code/Swift Code /
Kod banky / SWIFT kéd

Tax ID#**+ / DIC*

**Requested for Medpace Accaountin
Medpace.

TATRSKBX

2021607687

g tracking purposes only /

n.o.

Banisko 273/1, 977 01 Brezno, Slovakia

"™Vyzaduje sa len pre U&ely sledovania U&tovnictva spolo&nosti
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