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CLINICAL STUDY
AGREEMENT

ZIMLUVA O KLINICKOM
SKUSANI

This clinical study agreement (“Agreement”),
concluded on 08-November-2023 and effective as of
the day following the publication 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, Ionis Pharmaceuticals, Inc (“Sponsor”)
is sponsoring a clinical study on the compound ISIS
678354 (the “Study Drug”), in accordance with
Protocol No. ISIS 678354-CS15 titled “An Open-
Label Extension Study of Olezarsen (ISIS 678354)
Administered Subcutaneously to Patients with
Severe  Hypertriglyceridemia  (SHTG)”  (the
“Protocol”), and Institution possesses facilities
appropriate to be wused 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 skasani (dalej len
»zmluva®), platnd odo dna 08-Novembra-2023
aucinna dnom nasledujacim po jej zverejnenia
v centralnom registri zmlav (dalej len ,,datum
platnosti*) sa uzatvara medzi spolo¢nostou 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 (dalej len
»institacia®). Spolo¢nost Medpace a institucia sa
samostatne oznacuji ako ,zmluvna strana“ a
spolo¢ne ako ,,zmluvné strany*.

KEDZE spoloénost lonis Pharmaceuticals, Inc.
(d’alej len ,,zadavatel™) je zadavatel'om klinického
skasania skusaného produktu ISIS 678354 (d’alej len
»skusany produkt®) v stlade s protokolom ¢islo I1SIS
678354-CS15 s nazvom ,Nezaslepené rozsirené
skasanie produktu olezarsen (ISIS 678354)
hodnotiace podkoZzné podanie u pacientov so
zavaznou hypertriglyceridémiou (SHTG)“ (d’alej len
»protokol®) a inStitGcia disponuje vhodnymi
zariadeniami  na vykon klinickych  skudsSani.
Realizacia protokolu sa bude v tejto zmluve dalej
oznadovat ako ,,skuSanie a

KEDZE spolo¢nost Medpace a zodpovedny
skasajuci (definovany nizsie) uzatvorili samostatnd
zmluvu, ktora riadi povinnosti zodpovedného
skasajuceho s ohl'adom na vykondvanie tohto
skusania, a

KEDZE spolo¢nost Medpace je zmluvné vyskumné
organizacia, ktora bola najatd zadavatelom na
riadenie a spravu tohto skusania, a

KEDZE spolo¢nost Medpace si praje, aby sa
institcia v sulade s protokolom a podmienkami tejto
zmluvy podielala na vykone sktsania a institacia Si
praje podielat’ sa na vykone tohto skusania v stlade
s protokolom a podmienkami tejto zmluvy.

PRETO SA TERAZ zmluvné strany s ohl'adom na
uvedené skuto¢nosti, vzajomné zavazky a prisl'uby
uvedené v tejto zmluve a na zaklade 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 uznavaju, 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 ROZSAH PRACE

Institacia a zodpovedny skusajuci (ako je definované
v Casti zodpovedny skuSajuci) budld vykonavat
skasanie v prisnom sllade s podmienkami tejto
zmluvy, vsetkymi pisomnymi pokynmi zadavatela
a/alebo spolo¢nosti Medpace, vsetkymi vSeobecne
prijatymi normami spravnej Klinickej praxe,
protokolom a vSetkymi platnymi miestnymi zakonmi
a nariadeniami a to vratane a bez obmedzenia
zakonmi a nariadeniami, ktoré upravuju vykonavanie
klinického vyskumu. Kopia protokolu bola
poskytnuta institucii a zodpovednému skusajucemu
a tymto sa priklada k tejto zmluve spolu so vsetkymi
jej dodatkami. Aby sa predislo pochybnostiam, kde
sa v tejto zmluve uvadza ,,zodpovedny skuSajuci®,
zmluvné strany sa dohodli, Ze inStitacia zaruéi, aby
zodpovedny skusajtci vykonaval, plnil, dodrziaval
vSetky podmienky uvedené v tejto zmluve.

2 PRINCIPAL INVESTIGATOR

Without derogation to the compliance standards set
forth in Section 1, Institution’s principal investigator
is QSN NN W (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
Casti 1, je zodpovednym skasajucim inStitucie
I  (dalej len ,,zodpovedny
skasajuci).  Zodpovedny  skuSajici  ponesie
zodpovednost’ za dozor a riadenie skuSania v stlade
S prislusnymi zAasadami inStitacie a inStitacia
zaruCuje a potvrdzuje, ze tieto zasady nie su v
rozpore s podmienkami tejto zmluvy a protokolu. Ak
zodpovedny skusajuci nie je z akéhokol'vek dévodu
schopny alebo ochotny vykonavat’ tato funkciu a k
dispozicii nie je ziadny nastupca prijatelny pre
institaciu, spolo¢nost’ Medpace a zadavatel'a, bude
tdto zmluva ukoncena, ako je uvedené v casti 9.
Institucia a zodpovedny skusajtci potvrdzuju a rucia
za to, ze zodpovedny skusajuci je plne kvalifikovany
na vykonavanie skusania a funkciu zodpovedného
skusajuceho. Zodpovedny skusajici a vsetky osoby
alebo subjekty vykonavajluce ktorékol'vek ¢asti
skusania (d’alej len ,personal skasania®) SO
zamestnancami alebo subdodavate'mi institacie a
institacia je zodpovedna 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. Institacia vyhlasuje,
Ze nie je obCanom ¢i rezidentom, ktory je a bol
povazovany za americkl  Kkorporaciu alebo
partnersky subjekt USA, a ze vSetky platby, ktoré
indtitacia dostane na zaklade tejto zmluvy, budl za
sluzby poskytované mimo Spojenych statov
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 informacie* sU vsetky informacie,
ktoré sG (a) poskytnuté institacii alebo
zodpovednému skusajicemu zadavatel'om
alebo spolo¢nostou Medpace alebo v ich
mene v savislosti s touto zmluvou a/alebo
skasanim, alebo (b) vyvinuté, ziskané c¢i
vytvorené institaciou, zodpovednym
skasajucim alebo personalom skusania ako
vysledok vykonévania skusania podla tejto
zmluvy (okrem zdravotnych zdznamov
ucastnikov skuSania) a patri sem, okrem
iného, dusevné vlastnictvo, protokol, Udaje
skasania, vysledky a spravy zo vsetkych
pracovisk, ktoré vykonavaji skuSanie,
vratane institacie. DOéverné informécie a
vsetky vyjadrenia dévernych informacii na
vSetkych druhoch médii sd vyhradnym
vlastnictvom zadavatela, pripadne
spolo¢nosti Medpace.

3.2 Institucia suhlasi s tym, Ze nebude dbverné
informécie pouzivat' na iny ucel, ako je
vykonavanie sku$ania a zabezpeci, aby tak
konal ako personal skuSania. InStitGcia
suhlasi s tym, ze déverné informacie nebude
poskytovat’ ziadnej tretej strane, okrem
pripadov, ked” to bude nevyhnutné na
vykonavanie skuSania, a to na zaklade
dohody s tretou stranou, podrla ktorej bude
viazana povinnostami tejto Casti. Institacia
zabezpeci dbverné informacie rovnakym
Standardom starostlivosti, ako v pripade
dévernych informéacii institacie, Standard
starostlivosti vsak v ziadnom pripade
nemoze byt niz§i ako primerany.

3.3 Pojem dbverné informéacie nebude zahfiat
informéacie, ku ktorym dokaze inStiticia
predlozit’ prislusné 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 su alebo sa stand verejne
dostupnymi  bez  akéhokol'vek
zavinenia zo strany institacie,

3.3.2 institdcia ich vlastnila alebo
nezavisle vyvinula uz pred
zverejnenim alebo vyvinutim na
zéklade tejto zmluvy a to bez
pouzitia, odkazu na alebo
odvolanie sa  na  doverné
informacie,

3.3.3 instittcia ziskala doverné
informéacie od tretej strany, ktorej
nebolo poskytnutie tychto
informécii z pravneho hladiska
zakazané, alebo

3.3.4 je vhodné zaradit do publikacie

podla ¢asti Publikacie a publicita.

Ak je institacia povinna podla platného
pravneho predpisu alebo rozhodnutia stdu
zverejnit’ doverné informécie, institicia este
pred splnenim takéhoto zakona alebo
sudneho rozhodnutia, poskytne spolo¢nosti
Medpace a zadavatel'ovi promptné pisomné

ozndmenie o0 danej poziadavke S
dostatoénym  Casom na zabezpecenie
ochranného  opatrenia  alebo  inych

modifikéacii poZiadavky a bude primerane
spolupracovat’ SO spolo¢nostou Medpace a
zadavatelom s cielom obmedzit alebo
zabranit' takémuto zverejneniu  tychto
dévernych informaécii.

Institacia sOhlasi s tym, Zze spolo¢nost
Medpace moze zostavit' databazu informacii
od institicie a jej persondlu (vratane
zodpovedného skusajuceho), a to na ucely
ich vyuzitia v suvislosti so skasanim (a to
najma  dotazniky 0  vykonatelnosti,
Zivotopisy, licencie, zdravotnicke
Specializacie, ucasti v klinickych skasaniach
a formulare o finan¢nych priznaniach)
a/alebo moze pouzit tieto informécie na
ucely tykajlce sa jej podnikania. Institacia
zaisti vSetky nevyhnutné suhlasy od svojho
personalu na zdielanie tychto informacii.
Tieto informacie sa pouzivaji vyhradne v
suvislosti so zahajenim skasani a so $tadiami
vykonatel'nosti a sU Kk dispozicii iba
zadavatelovi  prislusného  skaSania a
personalu priradenému na spravu skuasania,
ktory tieto informacie 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 (dalej len ,opravneny
personal”). KedZe niektoré skusania
spolo¢nosti Medpace sa vykonavaju po
celom svete, zozbierané osobné Udaje su k
dispozicii opravnenému persondlu, ktory sa
mobze nachadzat’ v Statoch mimo Eurdpskej
Unie. Spolo¢nost Medpace zaviedla v
suvislosti s ochranou osobnych Udajov
zésady a postupy na zaistenie bezpec¢nosti a
obmedzeného pristupu k tymto udajom,
ktoré s nemenné v ramci celej spolo¢nosti
Medpace a jej partnerskych spolo¢nosti a
ktoré spihaju normy ochrany osobnych
Udajov platné v Eurdpskej unii. Ak je to
potrebné, spolo¢nost’ Medpace uzavrie so
zadavateI'mi zmluvy o spracovani udajov v
sulade s pravnymi predpismi Eurdpskej tnie
0 ochrane osobnych udajov. V sllade s
pravnymi predpismi o ochrane osobnych
Udajov majua osoby, ktorych (daje sa
zhromazd’'uju, pravo pristupovat Kk nim,
upravovat, opravovat a utajovat Svoje
osobné (daje prostrednictvom poziadavky

Officer, Medpace, Inc., 5375 Medpace Way, adresovanej  pracovnikovi  spolo¢nosti
Cincinnati, Ohio, 45227. Medpace zodpovednému za  ochranu
osobnych Gdajov 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 InstitGcia ma dodrziavat’ zasady lekarskeho
medical confidentiality in relation to Study tajomstva vo vztahu k ucastnikom sku$ania
subjects involved in the Study and to comply zapojenych do skuSania a vzdy dodrziavat
at all times with their respective obligations ich prislusné zévdzky s ohladom na
with respect to the processing of personal spracuvanie  osobnych  (dajov  podla
data under all applicable data protection laws vSetkych platnych zédkonov o ochrane
including without limitation the EU General osobnych Gdajov vratane a bez obmedzenia
Data Protection Regulation. podla Vseobecného nariadenia o ochrane

osobnych udajov EU.
42  The Institution is the data controller of |42  InStitacia 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 s zhromazdené a spracivané
v savislosti s lie¢bou ucastnikov skSania,
vratane Udajov zhromazdenych ako stcast’
Standardnej liecby a lieGby podl'a protokolu.
Zadavatel' je  prevadzkovatel  udajov
skusania a vSetkych ostatnych osobnych
Udajov  prenesenych z inStitGcie na
zadavatela v suvislosti so skuSanim, 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 zadavatel' pouzivat na jeho ucely a
institucia bude sprostredkovatelom v menej
zadavatela. CRO je sprostredkovatelom
Udajov. Institucia a zadavatel' konaju ako
samostatni  nezavisli  prevadzkovatelia
Udajov s ohl'adom na spracuvanie a ochranu
tych osobnych udajov, ktoré prevezmu. Preto
zmluvné strany a zadavatel’ podla potreby
uzatvoria prislusné zmluvy na spracuvanie
udajov v sulade s GDPR a inymi platnymi
zdkonmi na ochranu osobnych udajov.

4.3 The Parties and Sponsor shall maintain | 4.3 Zmluvné strany a zadavatel’ musia zaviest’
appropriate technical and organisational prislusné  technickeé a organizacné
security measures to protect the Study bezpeénostné opatrenia na ochranu osobnych
subjects’ and the Study Personnel’s personal Udajov 1castnikov skuSania a persondlu
data they process in relation to this skusania, Ktoré spracuvaju v suvislosti s
Agreement. Institution shall not disclose to touto  zmluvou. Institdcia  neodhali
the Sponsor the identity of the Study subjects zadavatel'ovi identitu wcastnikov skuSania
or information from which the identity of the ani informécie, z ktorych by mohla byt
Study subject can be deduced except as set odvodena identita ucastnikov skusania,
forth in the Study subject’s informed consent okrem pripadov uvedenych vo formulari
form and/or as required by applicable law. informovaného suhlasu Géastnikov skusania

alalebo ako to vyzaduje platny pravny
. predpis.

4.4 In the event the Parties or Sponsor become ) .
determined under the provisions of GDPR, zaddvatel  dozvedia 0 poruSeni ochrany
the Party or Sponsor as appllcable OSObnyC,h UdajOV pOdl’a ustanoveni ,GDPRi
applicable. In such a case the Parties and druhd stranu a zadavatela. V takom pripade
Sponsor will fully cooperate with each other budd zmluvné strany a zadavater’ plne vzajomne
to fulfil the (statutory) notification spolupracovat’ na veasnom naplneni (zakonnej)

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’ informécie
0 personali skasania, je povinnostou
zadavatela, aby tak konal v sulade s GDPR a
ak je to povinné, s informovanym sthlasom

informed consent. Institution will assist persondlu  skisania.  Indtiticia ~bude
Sponsor in obtaining any required informed zadavatelovi ~ pomahat  pri  ziskavani
consent from the Study Personnel and vSetkych  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 personalu skuSania a pri
informovani personalu skusania o tom, Ze ich
osobné udaje mézu byt zhromazd'ované. V
takom pripade moze zadavatel previest’ tieto
osobné Udaje inym pridruZzenym
spolo¢nostiam alebo skupine spolo¢nosti a
ich prislusnym z&stupcom na celom svete.
Preto mozu byt osobné Udaje prevedené do
krajin mimo Eurdpskeho hospodarskeho
priestoru, napriklad do Spojenych statov, kde
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adequate level of privacy protection. podla EU v sti¢asnosti neexistuju dostatoéné
Nonetheless, Sponsor will apply appropriate zdkony na ochranu osobnych udajov, ktoré
privacy safeguards to protect such personal by poskytovali adekvétnu uroveni ochrany
data. Personal data may also be disclosed as sukromia. Odhliadnuc od vyssie 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. udajov. Osobné Udaje m6zu byt zverejnené
v pripade, ze to vyzaduju individudlne
regulacné organy alebo platny zékon,
napriklad na hlasenie zavaznych 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 nezavislé uistenie, zZe
that the Study is designed in a manner Stadia je navrhnutd spdsobom vhodnym na
appropriate to ensure that the Study subjects zabezpeCenie ochrany subjektov — studie.
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 materialov skusania od centralnej
commencing the Study. In the event that IRB/IEC pred zacatim Stadie. V pripade, Ze
changes in the Protocol or informed consent budu pocas stadie nutné zmeny v protokole
documents are required during the Study, such alebo dokumentoch informovaného suhlasu,
changes will not be implemented until Sponsor takéto zmeny nebud( implementované, kym
and Medpace have approved and obtained ich sponzor a Medpace neschvélia a neziskaju
approval from the central IRB/IEC if sthlas/schvalenie od centralnej IRB/IEC, ak je
applicable. The Principal Investigator shall use to relevantné. Hlavny skuaSajaci vyvinie
his or her best efforts to enroll subjects in the maximalne Usilie na zaradenie ucastnikov do
Study after the IRB/IEC has approved the skusania po schvaleni protokolu, dokumentov
Protocol, informed consent documents, and informovaného suhlasu a pripadnych
Study advertisements if any. Institution and reklamnych materialov IRB/IEC. Institucia a
Principal Investigator shall obtain from each zodpovedny skusajuci ziskaju od kazdej osoby,
individual who is to participate as a subject in ktora sa zucastni skiSania ako subjekt, spravne
the Study, a properly executed informed vyhotoveny informovany sthlas predtym, ako
consent agreement before such individual is bude tejto osobe povolend ucast’ na skasani.
allowed to participate in the Study. Moreover, Zodpovedny skusajuaci okrem toho zabezpedi,
Principal Investigator shall ensure that such aby bol takyto informovany suhlas v sulade so
informed consent agreement complies with all vSetkymi platnymi pravnymi predpismi a
applicable laws and regulations. nariadeniami.
6 RECORDKEEPING 6 UCHOVAVANIE ZAINAMOV
6.1 Institution shall ensure Investigator records | 6.1 InstitGcia zabezpeéi, aby skuSajaci lekar
all data generated in or as a result of zaznamenal vSetky Udaje vytvorené pocas
conducting the Study or otherwise required vykonu sktsania alebo ako vysledok vykonu
to be collected pursuant to the Protocol skusania, alebo inak povinne zhromazdené
including without limitation, completing all Udaje v sulade s protokolom, vratane a bez
case report forms (“CRFs”) only in English, obmedzenia, pri  vyplneni  vSetkych
Clinical Study Agreement | Verzia ¢.1 I
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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.

zéznamovych formularov ucastnika
klinického sktsania (d’alej len ,,CRF*) iba v
anglickom jazyku, pri overovani Udajov
uvedenych v CRF s relevantnymi zdznamami
ucastnika a pri zabezpecovani, ze vSetky
CREF su presné, Uplné a ¢itatelné.

6.2 Institution shall maintain all Study Date, | 6.2  InStiticia bude uchovavat vSetky Udaje
records, data, documents or information skti3ania, zaznamy, Udaje, dokumenty alebo
related to the performance of the Study until informacie slvisiace s vykonom skusania do
the later of: ¢asu, ktory nastane neskoér:

(i) Twenty-five (25) years after 0] dvadsat’pét’ (25) rokov od ukoncenia
completion of the Study, or; sksania, alebo

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

6.3 Atthe end of such required retention period, | 6-3 ~ Na konci takéhoto pozadovaného obdobia
Principal Investigator shall not destroy any uchovavania, zodpovedny skusajuci neznici
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  skisajuceho o  likvidaciu

zdznamov  bude spolo¢nost  Medpace
promptne reagovat’.

6.4 Subject to the requirements of Section 3 | 6.4 S vyhradou poziadaviek casti 3 (Ddverné
(Confidential Information), following the informacie) si mdze institiicia po skonéeni
end of the required Retention Period, pozadovaného obdobia uchovavania
Institution may retain in its possession an ponechat’ kopiu ddvernych informacii, ktoré
archival copy of Confidential Information pozostavaju Z0 vSetkych udajov,
that consists of any and all data, documents dokumentov alebo informacii suvisiacich 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 regulacné,
regulatory, legal, or insurance purposes. pravne, ¢i poistné ucely.

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 alalebo zadavatel
to inspect progress of the Study on the budd mat pravo kontrolovat’ priebeh

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

skusania, a to priamo v priestoroch institacie
v primeranych terminoch. Pred akoukol'vek
kontrolou bude spolo¢nost’ Medpace a/alebo
zadavatel’ informovat’ inStituciu o datume a
Case tejto kontroly. Zastupcovia spolo¢nosti
Medpace al/alebo zadavatela mozu v
primeranych intervaloch kontrolovat’ a/alebo
pozadovat’ kdpie udajov odvodenych z tohto
sku$ania a zodpovedny skua$ajuci tieto Udaje
okamzite poskytne. Zodpovedny skuaSajtci
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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 0  vSetkych  vyznamnych
zmenach a to okrem iného o zmenach
personalu skusania, zodpovedného

skusajuceho alebo fyzickej lokalite sktsania,
ku ktorym doslo v priebehu sku$ania.

7.2 Zodpovedny skusajuci musi do dvadsat
Styri (24) hodin od prijatia informacii o
inSpekciach FDA alebo inych statnych alebo
regulaénych organov (napr. etickej komisie,
Protidrogového dradu), o ktorych sa v
suvislosti so sktsanim dozvie, poskytnat
spolo¢nosti  Medpace a zadavatelovi
pisomné oznédmenie. Spolo¢nost” Medpace a
zadavatel maju pravo zuacastnit’ sa na
takychto inspekciach a dostanu prilezitost’
poskytnut, posudit’ a pripomienkovat’ vSetky
potrebné odpovede. Zodpovedny skusajuci
tiez poskytne pisomne spolo¢nosti Medpace
a zadavatelovi kopie vSetkych materialov,
korespondencie, vyhlaseni, formulérov a
zéznamov, ktoré zodpovedny skusajuci
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 sktSania
instituiciou podla podmienok tejto zmluvy a po
schvéleni zadavatel'om bude spolo¢nostou Medpace
alebo jej poverenou osobou prevedena Uhrada
prijemcovi platby (d’alej len prijemca platby®),
ktory je oznaleny v prilohe A prilozenej k tejto
zmluve a zaclenenej do nej odkazom. Institucia
Ghradu od spoloénosti Medpace alebo jej poverenej
osoby prijima ako plni kompenzéaciu za poskytnuté
sluzby. Vsetky néklady uvedené v prilohe A ostand
pocas trvania skasania nemenné, ak sa institucia a
spolo¢nost’” Medpace nedohodnu pisomne inak.
Zmluvné strany su si vedomé a suhlasia s tym, ze za
udastnikov, ktori boli randomizovani do ska$ania v
rozpore s protokolom, alebo ktori nespinaju kritéria
protokolu pre zaradenie a vylu¢enie alebo v pripade,
7ze doSlo k zavaznym odchylkam od protokolu,
nebude spolo¢nostou Medpace ani zadavatelom
poskytnutd ziadna nahrada. Rozpocet uvedeny v
prilohe A zahfia vsetky platné dane. DPH sa
neuplatiiuje, pretoze spolo¢nost Medpace, Inc je
spolo¢nost'ou so sidlom v USA. V pripade, Ze 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
provided 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 dojde k zmenédm v zdkone o
DPH alebo sa budu vyzadovat zrazky podla inych
zdkonov, DPH alebo tieto zrazky bude hradit’ strana,
ktord je za to zakonne zodpovednd. Spolo¢nost’
Medpace ako platca zastupujlci zadavatela
uskuto¢ni platbu prijemcovi platby podla tejto
zmluvy z finan¢nych prostriedkov poskytnutych
zadavatelom. Bez ohladu na vysSie uvedeng,
spolo¢nost’ Medpace méze vydat’ pisomny dodatok,
podpisany iba spolo¢nostou Medpace, na ucely
zvySenia nakladov skusania, ako je popisané v
Priloha A. Institacia prehlasuje v svojom mene a v
mene skuasajuceho, Ze ani skuSajuci lekar ani
inStitaicia nie  s0 obCanmi alebo rezidentmi
Spojenych statov americkych, ani ¢lenmi korporéacie
alebo partnerského subjektu, ktory je a bol
povazovany za americkl  Kkorporaciu alebo
partnersky subjekt a ze vsetky platby, ktoré institacia
dostane na zaklade tejto zmluvy, budl za sluzby
poskytované mimo Spojenych statov americkych.

9 TERM AND TERMINATION

9.1 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 nadoblda platnost po jej
podpisani poslednou zmluvnou stranou
aucinnost’ dnom nasledujucim po dni jej
zverejnenia v Centrdlnom registri  zmlav
Slovenskej republiky v zmysle § 47a zakona
¢. 40/1964 Zb. Obciansky zakonnik. Skonci
neskorSou z nasledujicich udalosti: (a)
dokoncenie zavere¢nej navstevy alebo (b)
posledna platba v prospech prijemca platby
podrla tejto Zmluvy.

9.1

9.2 InstitGcia moze tato zmluvu predCasne
ukon¢it’” v pripade, Ze (i) Zodpovedny
skasajuci zomrie alebo sa inak stane
neschopnym pokrac¢ovat’ vo funkcii hlavného
skuasajiceho za predpokladu, Ze inStitGcia
okamzite pisomne informuje Medpace, ,
alebo (ii) tato zmluvu spolo¢nost’ Medpace
zavaznym SpOsobom porusi a spolo¢nost’
Medpace nezaisti napravu do tridsiatich (30)
dni po prijati pisomného oznamenia od
zmluvnej strany, v ktorom sa uvedie
podrobne povaha poruSenia. Spolo¢nost’
Medpace moze tato zmluvu kedykol'vek
ukon¢it’ na zadklade predchadzajucej tridsat’
(30) dinovej pisomnej vypovede institucii.
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of a breach of this Agreement, the non- Zmluvné strany suhlasia s tym, ze v pripade

breaching Party shall be entitled to seek its porusenia tejto zmluvy bude zmluvna strana,

expenses and attorney fees. ktor& zmluvu  neporusila, opravnena
pozadovat’ nahradu svojich vydavkov a
poplatkov na pravnych zastupcov.

9.3 Medpace shall be obligated to pay Payee | 93 ~ Spolocnost Medpace bude povinna uhradit
solely for those items set forth in the prijemcovi platby vyhradne za tie polozky,
Schedule A that have been incurred prior to ktoré sti stanovené v prilohe A a vznikli pred
the date of notice of termination. Institution datuqum ukoncenia. Institucia Je povinna
shall promptly refund to Medpace or shall okamZ}tve Vl:atlt’ spolocnostl Merace Vsetky
cause Payee to promptly refund all unearned nezaslizen¢  zalohy, ktore  uhradila
advance payments made by Medpace under spolocnost’ Medpace podra prilohy A, alebo
the Schedule A. zabezpedit, aby ich vrétil prijemca platby.

9.4  Upon completion or termination of this | 94 ~ Po spineni alebo ukonceni zmluvy nebude
Agreement, in no event shall Medpace be spolocnost Medpace v ziadnom pripade
obligated to pay any invoices submitted after povinna uhradit’ ziadne faktury predlozené
the time period for submitting final invoices po uplynuti ~obdobia na  predlozenie
set forth in Schedule A has expired. zaverecnych faktdr, ako je stanovené v

rozvrhu A.

9.5  Upon completion or termination of this | *-5 ~ PO splneni ‘alebo ukonCeni ~zmluvy,
Agreement, Institution and Principal inStitacia a.zodpovedny sku,sqjum na 21adost.
Investigator shall, upon Medpace’s request, ?\Eoéocnostl :Vlbe dpace d\,/ra?al, s'polocvn (zls(tl
return or destroy all documents, information, p T( pacet _a: 0 =z /avlabe OVlt .f’lse ky
and/or supplies, including, but not limited to, k:) u,men y,kln ormaplgha ale otn]a e”ﬁ}f’ u
Study drug(s) and related devices, orym — Okrém 1nheno - palrl  skusany
equipment, and any biological samples or produkt(y)_asuy|51§lce zarladepl_a,,vybavgple
other materials provided by Medpace or a vsetky b’IO|OgICkVe vzorky, ¢i iné materialy
Sponsor for the conduct of the Study, to poskytnute Sp()locflOSt’OU Medpace ,alebo
Sponsor or Medpace within thirty (30) days. zadavatelom na vykon skugania, pripadne
If Medpace requests that such documents, tieto zniéi a to do tridsiatich (30) dni. Ak si
information or supplies be destroyed, spolo¢nost’ Medpace vyZiada likvidaciu
Institution or Principal Investigator, as taky‘*.‘?o quvumfentov, informacii cl
applicable, agrees to destroy same and mater!alqv, institucia ale_bo _zoqlpgv_edny
provide Medpace with written certification skiSajiici budi sthlasit' s ich likvidaciou a
of such destruction. The Principal spolo¢nosti  Medpace poskytnd o _ ich
Investigator, ~ Confidential  Information, likvidacii ~ pisomné ~ potvrdenie.  Casti
Recordkeeping, Access to Records, Costs Zodpoyedny skasajtci, Déverné informacie,
and Paymeni Schedule Term, and Vedenie zaznamov, Pristup k zdznamom,
Termination, Intellectuél Property, Néklady.a harmonogram platieb, Trva,nle a
Publications and Publicity, Indemnification ukonZenie Zmluvy, Dugevné vlastnictvo,
and Insurance, Anti-Bribery/Anti- Publikacie a publicita, Odskodnenie a
Corruption and Miscellaneous sections shall Emsten_l_e, ngstanovetnle O.UPIati(,OCh. @
survive the termination or expiration of this orupcil ~a kozné ustanovenia ostavaju v
Agreement. platnosti 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 sihlasia, 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 zmluve, zadavatel, spolo¢nost’ Medpace,
any patent right, copyright, trademark right, zodpovedny skuSajici a ani inStitucia Vv
or other proprietary right of Sponsor, ramci vykonu tejto zmluvy neprevedd ziadne
Medpace,  Principal  Investigator, or patentové alebo autorské prava, prava k
Institution, except as expressly set forth ochrannym znadmkam alebo iné vlastnicke
herein. prdva zadavatela, spolo¢nosti Medpace,

zodpovedného skusajuceho alebo institacie

10.2  “Invention” means any discovery, invention, na.my subjekt .
technology, result, data, material, | 10-2 Po!mom ,,vy’nélezy“ sa o,zn_aéujl'l,véetky
improvement, or idea, whether or not objavy, vynalezy, technologie, vysledky,
patentable, resulting from or reduced to (daje, materialy, vylepSenia, ¢i navrhy, ¢i sd
practice as a result of conducting the Study, pat@:ntovatel’né,alebo nie, ktoré vznlkll alebo
or made using the Study Drug or boli upravené pre prax ako dosledok
Confidential Information. vykonavania  skisania, pripadne  boli

vytvorené s vyuzitim skasaného produktu
alebo dévernych informacii.

102 nstitution will nofify Sponsor, romptly &0 | 103 nsiticia_bezodkladne _pisomne_ozndmi
Institution, Principal Investigator, and Study .Zafl ‘fw,at.e Fovi kazdy v,ynalrevz,. ’k'gory vytvo,rl
Personnel indtitacia, zodpovedny sktsajuci a personél

skuiSania.

10.4 $ponsor shall own aII_rlght, title, and interest 104 Zadévatel bude drzitefom vietkych prav,
in and to any Invention and shall have the narokov a zaujmov na vietky vynalezy a
sole and exclusive right to obtain, at its bude mat ako jediny subjekt 3’luéné prévo
option, patent protection in the United States obstarat si, podla vlastne] YVOl’b ore
and other countries on any such Invention. ktor'kol’vek’ Ii[)akyto vynalez pat}gntovu
Institution hereby assigns and shall assign to ochr}gtnu v Spojenych stitoch americkych a
Sponsor all such Inventions and if Sponsor i . e .
requests, Institution will execute and will myclj Krajlngch. I,nSt.ltqula tymto,postupIUJea
cause Principal Investigator and Study postup Zadfl.vatel.ow Vseﬂ,(y talfeto y;{n.alrez.y
Personnel to execute any application, a na vyZiadanic zaddvatela institicia
assignment, or instrument or to testify as beéodkladdn,e \,/}/hqto_w a Z?;St" Wab_y
Sponsor deems necessary for Sponsor to zodpoveany skusajuci a petsona Svl.(usam.a
obtain patents or otherwise to protect vyhotgvm Ibgzodklgdne_ Vset}q;) Zlad(as'[if
Sponsor’s interest in an Invention. Sponsor E\l;g\égc,x/o a Zlk% szgr\?zjlteél’ apivziujio i;
will reasonably compensate Institution or its otrebné ' ab dévatel mohol  ziskaf
designated Payee for the time devoted to P onty i | y Zr? avatel v kZIS a
such activities and will reimburse Institution Pa e,nl Y, Clzmg,oc ri:}nu SVOJIch naro or:/ r:ja}
or its designated Payee for reasonable and vynalez. . za avvate _Primérane _ nanradi
necessary expenses incurred. 1nst1tu01V1 alebo fou opravngnemvg prijemcovi

platby ¢as venovany takym ¢&innostiam a
odskodni institGciu alebo fiou oprévneného
prijemcu platbu za primerané a nevyhnutné
vzniknuté naklady.

11 PUBLICATIONS AND PUBLICITY 11 PUBLIKACIE A PUBLICITA

11.1 It is understood that the Study is part of a | 11.1  Zmluvné strany su si vedomé, ze skusanie je
multicenter trial, and Institution may publish sucastou multicentrického skuSania a
the results of its part of the Study in institicia moze publikovat’ vysledky svojej
collaboration with the other investigators, Casti sktGSania v spolupraci s inymi
but in complete compliance with this section ska$ajucimi lekarmi, musi tak ale uginit’ 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 sdlade s touto ¢astou a ¢astou
Doéverné informacie. Po multicentrickom
zverejneni alebo dvanast’ (12) mesiacov po
ukonceni skuSania, podl'a toho, ¢o nastane

may itself publish the results of its data from skdr, mozZe institicia sama publikovat
the Study. Institution and Principal vysledky svojich (dajov zo skuSania.
Investigator shall provide Sponsor and Institacia a zodpovedny skusajuci poskytnu
Medpace with an advance copy of any zadavatelovi a spolo¢nosti  Medpace
proposed publication or oral presentation at signdlnu  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 (c) 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 prezentacie a to najmenej
Sest'desiat (60) dni pred planovanym
datumom odovzdania ¢i prezentacie a na
ucely popisané nizsie bude mat’ zadavatel
Sest’'desiat (60) dni na posudenie navrhovanej
publikacie. Institacia suhlasi s tym, ze
zadavatel' a spolo¢nost Medpace mozu
pisomne vyziadat’ (a) odstranenie niektorych
dévernych informécii, (b) akékol'vek
primerané zmeny pozadované zadavatel'om,
¢i  spolo¢nostou Medpace, alebo (c)
odlozZenie takéhoto navrhovaného
odovzdania na dodatoéné obdobie, ktoré
nepresiahne devit'desiat (90) dni za ucelom
ochrany moznej patentovatelnosti v nich
popisanych technol6gii. Zadavatel’ je podla
svojej vol'by opravneny vyziadat’, aby jeho
sponzorstvo skuSania bolo spomenuté vo
vsetkych takychto publikaciach.

11.2  Neither Party shall use the other Party’s | 11.2 Ziadna zo zmluvnych strén nebude bez
name or Sponsor’s name, nor issue any predchadzajiceho  pisomného  povolenia
public statement about this Agreement, or druhej strany pouzivat’ meno druhej strany
pub“sh any information about the Study, alebo meno zadévatel’a, VYdéVat’ akékol'vek
without the prior written permission of the verejné vyhlasenia o tejto zmluve, ani
other Party except as required by law. Such zverejnovat’ akékol'vek informéacie o tomto
prior permission shall not be unreasonably skusani, okrem pripadov, ked to bude
withheld. The Parties agree that in order for vyzadovat' zakon. Takeéto vopred poskytnuté
Institution to satisfy its reporting obligations, suhlasy 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 moze institlcia vo svojich hlaseniach
report any information which identifies the ozna¢it  spolo¢nost  Medpace  alebo
name of the Study Drug or the therapeutic zadavatela a wuviest sumu financnych
areas of the Study. prostriedkov  prijatych od  spoloénosti

Medpace pre potreby skuaSania, ale tieto
hladsenia nesmul zahffiat’ Ziadne informacie,
ktoré identifikuju ndzov skasaného produktu
alebo terapeuticku oblast’ skusania.

11.3  Notwithstanding the foregoing, nothing . ) 5 .
contained in this Agreement shall prevent the 11.3  Bez ohladu na vyssie uvedené skutocnosti,

Study from being registered  with

Ziadne ustanovenie tejto zmluvy nebréni

www.clinicaltrials.gov, or any equivalent registracii ~ skusania ha portali
registry, including all information required www.clinicaltrials.gov ani v inom
by the Uniform Requirements for podobnom  registri, vratane  vsetkych
Clinical Study Agreement | Verzia ¢.1 I
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Manuscripts  Submitted to Biomedical
Journals of the International Committee of
Medical Journal Editors in effect as of the
date of initiation of the Study (see
WWWw.icmje.org).

informacii
poziadavkami

vyzadovanych  jednotnymi
Medzinarodného  vyboru
Séfredaktorov lekarskych casopisov na
prispevky urCené pre zverejnenie VvV
biomedicinskych ¢asopisoch platnymi v deni
zahajenia skuSania (pozri www.icmje.org).

12 NOTICES

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:

12 OINAMENIA

Vsetky oznamenia vyzadované alebo povolené
podla tejto zmluvy musia byt v pisomnej forme a
budu sa povazovat' za vykonané a dorucené tri (3)
dni po odoslani, ak budu odoslané doporucene, s
predplatenym poStovnym alebo s dorucenkou,
pripadne jeden (1) deni po odoslani, ak budi odoslané
expresnou kuriérskou sluzbou alebo
faxom/elektronickym prenosom. Institucia bude tiez
pisomne (e-mailova sprava je iba na tcely tejto Casti
povazovana za pisomnu formu) informovat
spolo¢nost Medpace o vSetkych zmenich mena
prijemcu platby na strane inStitucie, adresy prijemcu
platby, DIC, firemnej adresy alebo nazvu
spolo¢nosti. VSetky tieto ozndmenia musia
pochadzat od predstavitela inStiticie, ktory ma
rovnaké alebo vicSie pravomoci ako predstavitel
institicie, ktory v mene insStitucie tito zmluvu
podpisuje. VSetky oznamenia 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.
Kardiologick@ ambulancia |
|

Banisko 273/1

977 01 Brezno

IF TO SPONSOR:

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

Attention: General Counsel

Email: legalnotices@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 |

|
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

13 ELEKTRONICKE PODPISY

Institucia suhlasi s tym, ze elektronicka komunikacia
a elektronické podpisy maju rovnaku platnost’ ako
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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
Medpace first provided the electronic
communication.

vlastnoru¢né podpisy na dokumentoch v tlacenej
podobe. Institucia berie na vedomie a suhlasi s tym,
ze elektronickd komunikécia je prijatelnym
sposobom, ktorym moze spolo¢nost Medpace
zdiel'at’ informécie s inStiticiou bez toho, aby bolo
potrebné o rovnakom obsahu informovat’ v tlacenej
podobe. Preto akakol'vek komunikéacia a nasledny
elektronicky podpis, ktoré sa odoslali alebo podpisali
v minulosti, v sucasnosti alebo sa odoslu alebo
podpiSu v buddcnosti medzi zmluvnymi stranami,
budd mat rovnakd platnost a ucinnost ako
dokumenty vlastnoruéne podpisané v tlacenej
podobe. Elektronicky podpis okrem iného zahffia
naskenovanu koépiu podpisu, podpis strojopisom
alebo poziadavku kliknutia mysou na ikonu alebo
tlac¢idlo ,,suhlasim“. V3etky ozndmenia poskytnuté
spoloénostou Medpace institacii v elektronickej
podobe sa poskytnd jednym z nasledujucich
sposobov: (1) prostrednictvom e-mailovej spravy so
Ziadost'ou o stiahnutie siiboru vo formate PDF alebo
DOC, ktory obsahuje oznamenie, alebo (2) v pripade
licenénej zmluvy budd poskytnuté bezprostredne
pred prihlasovacou obrazovkou aplikacie ClinTrak.
InStiticia ma moznost’  ziskat’" elektronickl
komunikaciu v tlaenej podobe tak, Ze si ju vytla¢i,
pripadne poziada spoloénost Medpace o zaslanie
tlacenej podoby postou a to za predpokladu, ze k
takejto poziadavke dbjde v primeranej dobe po
prvom  odoslani  elektronickej  komunikécie
spoloénostou Medpace.

14 INDEMNIFICATION AND
INSURANCE

Sponsor shall indemnify Institution pursuant
to the terms and conditions of a separate
letter of indemnification between Sponsor
and Institution, as requested. Medpace shall
not have any obligation to indemnify
Principal Investigator(s), Institution and/or
their agents, employees and representatives.

14.1

14.2  Sponsor’s liability for any damages incurred
by Study subjects that result from their
participation in the Study shall be limited to
Sponsor’s obligation to compensation under

applicable law.

The Institution shall be liable for
Institution’s and any of its personnel’s
failure to comply with this Agreement or the

14.3

14 ODSKODNENIE A POISTENIE

14.1  Zadavatel' je povinny odskodnit’ institaciu
v sulade so zmluvnymi podmienkami
uvedenymi vV samostatnom sl'ube
odskodnenia  medzi  zadavatefom a
institGciou, ako sa pozaduje. Spolo¢nost
Medpace nemd Ziadnu povinnost’ odskodnit’
zodpovedného  skusajiceho(skusajucich),
intitaciu a/ani ich zastupcov, zamestnancov
a predstavitel'ov.

14.2  Zodpovednost zadavatela za akukol'vek
Skodu, ktora vznikne udastnikom sktSania v
doésledku ich ¢asti na skusani, je obmedzena
na povinnost' zadavatel'a na nahradu skody

podra platnych pravnych predpisov.

Institicia  bude  niest  zodpovednost
v pripade nedodrzania tejto zmluvy alebo
protokolu zo strany institicie a akéhokol'vek
jej persondlu, v pripade  nedbanlivosti,

14.3
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Protocol, negligence, willful recklessness,
willful conduct, and/or willful misconduct.

uamyselnej nedbanlivosti, umyselného
konania a/alebo umyselného pochybenia.

14.4  Institution shall maintain insurance to cover | 14.4  Ins$titdcia uzatvori a bude wudrziavat
its liability for damage caused to person in v platnosti na pokrytie svojej zodpovednosti
connection with the provision of health care zékonné poistenie zodpovednosti za $kodu
as required by applicable law, with limits spdsobend 0sobam v stvislosti
consistent with statutory minimum amounts. s poskytovanim zdravotnej starostlivosti v
Institution shall maintain such coverage for sulade s poziadavkami platnych pravnych
the duration of this Agreement and for two predpisov s limitmi krytia v sulade so
years thereafter. Proof of said insurance shall zakonnymi minimalnymi Ciastkami.
be supplied to Medpace upon request. InstitGcia bude toto poistenie udrziavat’ po

dobu platnosti tejto zmluvy a po dobu dvoch
rokov po jej skonceni. Doklad o tomto
poisteni na poziadanie predlozi spolo¢nosti
Medpace.

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.

Institacia vyhlasuje a zarucuje, ze ani instittcia, ani
zodpovedny skasajaci, ani personal skuSania, Ziadny
¢len manazmentu, ani ziadni ini zamestnanci, ani
nezavisli dodavatelia ¢i zastupcovia, ktori st do
skuSania nejakym spdsobom zapojeni, neboli ziadnym
regulanym orgdnom vyluceni a zodpovedny skusaja
nebol tradom FDA diskvalifikovany z psobenia ako
klinicky skasajuci podla zdkona 21 C.F.R § 312.70 ani
ziadneho iného podobného cudzieho pravneho
predpisu. InstitGcia a/alebo zodpovedny skusajaci su
povinni bezodkladne pisomne informovat® spolo¢nost’
Medpace, ak sa dozvedia 0 akomkol'vek takomto
vyliceni, hrozbe vylucenia, diskvalifikacii, hrozbe
diskvalifikacie alebo odsGdenia, pripadne ingj
zalezitosti, ktora by mohla viest’ k takémuto vylaéeniu
alebo diskvalifikécii. Spolo¢nost’” Medpace méze po
prijati takéhoto ozndmenia alebo po inom zisteni o
vyluceni, diskvalifikacii, hrozbe vylucenia alebo
diskvalifikacie, alebo inej zalezitosti, ktora by mohla
viest k takémuto vylaéeniu alebo diskvalifikacii,
ukonéit’ platnost’ tejto zmluvy v sllade s castou
Platnost’ zmluvy a jej ukoncenie.

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 stran ani Ziadny z ich zastupcov
nezaplati, neponukne, ani neprisl'ibi, ze zaplati, ani
nepovoli zaplatenie penaznej 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
Statnej spravy alebo vykonného organu, verejnej
medzindrodnej organizacie, akéhokol'vek Uradu
alebo jeho oddeleniu na ucely poskytnutia Uplatku 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
organ alebo verejni medzinarodnu organizéciu alebo
politickd stranu, (ii) ovplyvnenia tejto osoby, aby
vyuzila svoj vplyv vo vladnom Udrade alebo
vykonnom  organe, verejnej  medzinarodnej
organizécii alebo v politickej strane na ovplyvnenie
ich konania alebo rozhodovania, alebo (iii) zaistenie
akejkol'vek  nepatricnej  vyhody, avSak za
predpokladu, ze vyssie uvedené vyhlasenie sa
nevztahuje na ulahéenie alebo urychlenie platby
zahrani¢énému zastupcovi, politickej strane alebo
zastupcovi zmluvnej strany, ktorych ucelom je
urychlit’ alebo zaistit' vykondvanie beznej vladnej
agendy zahrani¢nym 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

Tato zmluva je zavazna pre zmluvné strany, ako aj
ich néstupcov a povolené osoby, ktorym boli
postlpené prava podla tejto zmluvy. Pokial’ nie je
uvedené inak, tato zmluva a vsetky prava, povinnosti
a zavazky, ktoré z nej vyplyvaju, nesmu byt nijakou
zmluvnou stranou postlpené ani delegované bez
predchéadzajiceho vyslovného pisomného sahlasu
druhej  zmluvnej strany. Akykolvek pokus
ktorejkol'vek zmluvnej strany postupit alebo
delegovat’ tuto zmluvu v rozpore s touto castou
nebude platny ani G¢inny.

Bez ohl'adu na vys$Sie uvedené, inStiticia berie na
vedomie a suhlasi s tym, ze Medpace bude mat
pravo pridelit’ alebo delegovat’ tato zmluvu alebo
aktkolvek jej cast zadavatelovi alebo inej
zmluvnej vyskumnej organizdcii na pokyn
zadavatela bez suhlasu inStitucie.

Strany sa v stlade s ustanovenim § 525 ods. 2
zakona ¢. 40/1964 Zb. Obciansky zakonnik
v platnom zneni dohodli, Ze (i) akékolvek
postipenie finanénej pohladavky podla tejto
Zmluvy zadavatela a/alebo spolo¢nosti Medpace
na in0 osobu, bez predchadzajuceho pisomného
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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.

sthlasu Institacie, je zakazané, , a (ii) za pripadné
porusenie tohto zadkazu bude zadavatel a/alebo
spolo¢nost’ Medpace A strany
InStitacie sankcionovany zmluvnou pokutou vo
vySke 2 % zistiny pohladavky postipenej
v rozpore s tymto zakazom.

Strany sa dohodli, ze (i) zadavatel’ alebo Medpace
neprijme vyhlasenie podl'a § 303 a nasl. zdkona ¢.
513/1991 Z.z. Obchodny za&konnik v platnom
zneni a (ii) za pripadné porusSenie tohto zakazu
bude zadavatel' a/alebo spolo¢nost Medpace zo0
strany InStitacie. sankcionovany zmluvnou
pokutou vo vyske 2 % z istiny pohl'adavky.

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 strdn je vztahom nezavislych
zmluvnych partnerov a nebude sa vykladat' ako
zamestnanecky ani zastupitel'sky vztah medzi

18

zmluvnymi stranami. Spolo¢nost Medpace ani
zadavatel' neponest zodpovednost za ziadne
zamestnanecké  vyhody, déchodky, odmeny

pracovnikov, zrazky z platu ani zamestnanecké dane
tykajuce sa institacie, zodpovedného skusajiceho
alebo personélu sktsania.

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 moéze byt doplneny iba nariadenim
zadavatel’a a zmena podlieha naslednému schvaleniu
etickej komisie. Finan¢né podmienky sa z dévodu
takychto Uprav menit’ nebudd, ak zmluvné strany
tuto zmluvu prislusnym spésobom nedoplnia.

20

20.1

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

ROINE

Tato zmluva predstavuje Uplnd dohodu
zmluvnych strdan a nahradzuje vsetky
predchadzajice rokovania, dohody alebo
zmluvy (Gstne alebo pisomné) medzi
zmluvnymi stranami tykajldce sa predmetu
tejto zmluvy. V pripade akychkol'vek
nezrovnalosti alebo rozporov medzi touto
zmluvou a protokolom rozhoduji podmienky
tejto zmluvy. Ak niektoré ustanovenie tejto

20

20.1
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under any applicable law or regulation, (ii)
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.

20.2 This Agreement shall be governed by and
construed in accordance with the laws of

Slovakia

This Agreement, and any subsequent
amendment(s), may be executed in
counterparts and the counterparts, together,
shall constitute a single agreement and shall
become binding when any one or more
counterparts hereof, individually or taken
together, bears the signature of each of the
Parties hereto. A facsimile or PDF electronic
submission of this Agreement or any
subsequent amendment(s) signed by a
Party’s duly authorized representative shall
be legal and binding on all Parties.

20.3

20.4 This Agreement is made in the Slovak and
English language and the Parties consider
both language versions to be equivalent,
however in case of any discrepancies
between individual versions the Parties

agreed that the Slovak version shall prevail.

zmluvy je alebo sa stane (i) nezakonnym
podrla ktoréhokol'vek platného zékona alebo
nariadenia, (ii) neplatnym alebo (iii) inak
nevymahatelnym, nebude mat  tato
nezakonnost’, neplatnost’ alebo
nevymahatelnost’ ziadny vplyv na platnost
alebo vymahatelnost ktorejkol'vek inej
podmienky alebo ustanovenia tejto zmluvy.
Zmluvné strany sa mozu vzdat’ svojich prav
podl'a podmienok tejto zmluvy len pisomne.
Ak niektora strana nepozaduje plnenie
akejkol'vek podmienky alebo ustanovenia
tejto zmluvy, nezakladd to vSeobecné
vzdanie alebo zrieknutie sa akéhokol'vek
takého ustanovenia alebo podmienky a ta
zostava v plnej platnosti a u¢innosti.

20.2 Tato zmluva sa bude riadit' a vykladat’ v

sulade so zakonmi Slovenskej republiky.

20.3 Tato zmluva a vsetky jej nasledné dodatky
mozu byt vyhotovené v exemplaroch a tieto
exemplare spolo¢ne tvoria jedind zmluvu a
stanl sa zavaznymi v momente, ked bude
ktorykol'vek alebo viac tychto exemplarov
tejto zmluvy, jednotlivo alebo spolo¢ne,
podpisany kazdou zo zmluvnych stran.
Odoslanie tejto zmluvy alebo vsetkych jej
dodatkov podpisanych riadne opravnenym
zastupcom zmluvnej strany faxom alebo
elektronickym podpisom vo forméate PDF
bude legélne a pre vsetky zmluvné strany
zavézne.

20.4 Tato Zmluva je vyhotovena v slovenskom a
anglickom jazyku a zmluvné strany povazuju
obe jazykové verzie za rovnocenné, avSak
pre pripad nezrovnalosti medzi jednotlivymi
verziami sa strany dohodli, Ze prednost’ ma
slovenska verzia Zmluvy.

21 SPONSOR AS THIRD-PARTY
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.

21 ZADAVATEL AKO OPRAVNENA
TRETIA STRANA

Zmluvné strany uznavaju a suhlasia, ze zadavatelovi
prinalezi prospech z tejto zmluvy ako oprdvnenej
tretej strane a suhlasia, ze zadavatel’ je opravneny
vymahat' tieto prava sam priamo, alebo nepriamo
prostrednictvom spolo¢nosti Medpace.
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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.

NA DOKAZ TOHO zmluvné strany podpisuji tato
zmluvu v zastapeni vhodnymi osobami, ktoré sd na
to nalezite opravnené, a tdto zmluva nadobudne
ucinnost’ k datumu platnosti.

For Medpace., on its own behalf and as payment agent
of Sponsor / Za spolo¢nost Medpace, Inc., v jej
vlastnom mene a ako platobného zdstupcu zaddvatela

Institution / Institocia

By (signature) / (podpis)

By (signature) / (podpis)

Name (print or type) / Meno (vytlacené alebo napisané tlacenym
pismom)

Clinical Trial Manager

Name (print or type) / Meno (vytlacené alebo napisané tlacenym
pismom)

Title / Funkcia

Title / Funkcia

Date / Datum
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PACE

THE ADVANTAGE OF FOCUS

SCHEDULE A PRILOHA A
IONIS PHARMACEUTICALS INC. IONIS PHARMACEUTICALS INC.
PROTOCOLID: ISIS 678354-CS15 IDENTIFKATOR PROTOKOLU: ISIS 678354-CS15
| I
SITE: PRACOVISKO:
SCHEDULE A VERSION: VERSION #1 VERZIA PRILOHY A: VERZIA 1
COUNIRY: SLOVAKIA KRAJINA: SLOVENSKO
Zmluva o klinickom skUsani — Priloha A | Verzia 1 I
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