CLINICAL TRIAL AGREEMENT

ZMLUVA 0 KLINICKOM SKUSANI

This Clinical Trial Agreement
(“Agreement”), effective as of the date of
last signature (“Effective Date”), is entered
into between

Regeneron Pharmaceuticals, Inc,,

having an address at 777 Old Saw Mill
River Road, Tarrytown, NY 10591 United
States (“Sponsor”),

Narodny qustav detskych chorob
(NUDCH),

having an address at

Limbova 1

833 40 Bratislava, Slovakia

1C0: 00607231

DIC: 2020848368

IC DPH: SK2020848368

Represented by Ing. et Ing. Peter Magat,
Director

(“Institution”) and

Date of birth:
having an address at , Slovakia

(“Principal Investigator”).

Tuto zmluvu o Klinickom skusani (d’alej
len ,zmluva“), uc¢innit od datumu
posledného podpisu (dalej len ,datum
ucinnosti“) uzatvaraju spolo¢nost

Regeneron Pharmaceuticals, Inc.,

so sidlom na 777 Old Saw Mill River Road,
Tarrytown, NY 10591 Spojené Staty
americké (dalej len ,zadavatel™),
Narodny ustav chorob
(NUDCH),

so sidlom

Limbova 1

833 40 Bratislava, Slovakia

1C0: 00607231

DIC: 2020848368

IC DPH: SK2020848368

Zastipena Ing. et Ing. Peterom Magatom,
riaditel'om

(d'alej len ,institucia“) a

-I

Datum narodenia:
s adresou , Slovakia

(dalej len ,zodpovedny skasajuci®).

detskych

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

InStiticia a zodpovedny skusajuci su d'alej
oznaCovani ako ,institicia/zodpovedny
skusajuci, ked’ sa na nich odkazuje spolu.

WHEREAS, the Sponsor desires to conduct
a clinical study (“Study”) of Intravitreal
Aflibercept Injection (“Investigational
Drug”) as part of a multi-center study under
a protocol VGFTe-ROP-1920 entitled “A
Randomized, Controlled, Multi-Center
Study to Asssess the Efficacy, Safety, and
Tolerability of Intravitreal Aflibercept

KEDZE zadavatel si Zeld vykonat' Kklinické
skasanie (d'alej len ,klinické skusanie)
pripravku  Aflibercept aplikovaného
intravitrealnou injekcijou (dalej len
»skusany liek”) ako stui¢ast multicentrického
klinického skuSania podla protokolu
VGFTe-ROP-1920 S nazvom
,Randomizované, kontrolované,
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Compared to Laser Photocoagulation in
Patients with Retinopathy of
Prematurity” (as the same may be
amended from time to time, the “Protocol”),
a copy of which is incorporated herein by
reference as Exhibit A;

multicentrické Kklinické skusSanie na
vyhodnotenie ucinnosti, bezpecnosti a
znasanlivosti intravitrealne podaného
afliberceptu v porovnani s laserovou
fotokoagulaciou u  pacientov s
retinopatiou nedonosenych“ (dalej len
»protokol“, ktory méze byt c¢as od casu
aktualizovany), vytlacok ktorého tvori
sucast’ tejto zmluvy formou odkazu ako
priloha A;

WHEREAS, the Institution has the facilities
and expertise to conduct the Study and has
agreed to perform the Study on the terms
and conditions as hereinafter set forth;

KEDZE institicia ma zariadenia a odborné
znalosti na vykonanie tohto Kklinického
sktsSania a suhlasila, Ze klinické skusSanie
vykona za podmienok uvedenych dalej v
tejto zmluve;

WHEREAS, Sponsor has authorized
Regeneron Ireland Designated Activity
Company, a company formed under the
laws of Ireland with a registered office at
Europa House, Block 9, Harcourt Centre,
Harcourt Street, Dublin 2, Ireland to act
as their legally authorized representative
for the purposes of Article 19 of Directive
2001/20/EC relating to the implementation
of Good Clinical Practice in the conduct of
clinical trials on medicinal products for
human use.

KEDZE zadavatel poveril spolo¢nost
Regeneron Ireland Designated Activity
Company, spolo¢nost zaloZenu podla
prava Irska so sidlom Europa House, Block
9, Harcourt Centre, Harcourt Street,
Dublin 2, irsko, aby konala ako jej
splnomocneny zastupca na ucely ¢lanku 19
smernice  2001/20/ES  tykajucej sa
uplatiovania spravnej Kklinickej praxe v
klinickych skuSaniach s liekmi na humanne
pouZzitie.

WHEREAS, Sponsor has engaged, pursuant
to a  separate contract, Parexel
International (IRL) Limited together with
its clinical Affiliates, as defined below
(“CRO”), having an address at 70 Sir John
Rogerson's Quay, Dublin 2, Ireland, to act
as Sponsor’s agent and contract research
organization in managing, coordinating and
carrying out Sponsor’s responsibilities in
connection with the Study contemplated by
this Agreement. The parties hereto
acknowledge and agree that Sponsor shall
have the right to delegate any of its rights

KEDZE zadavatel samostatnou zmluvou
zapojil spolocnost Parexel International
(IRL) Limited spolu so svojimi klinickymi
pridruZzenymi  spolo¢nostami, ako je
vymedzené nizsie (d'alej ,CRO“), spoloCnost
s miestom podnikania na adrese 70 Sir
John Rogerson's Quay, Dublin 2, irsko,
aby konala za zadavatela a ako zmluvna
vyskumna  organizacia  pri  riadeni,
koordinovani a vykonavani zodpovednosti
zadavatela  spojenych s  klinickym
skuSanim, ktoré je predmetom tejto zmluvy.
Zmluvné strany tymto uznavaju a suhlasia,
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and obligations hereunder to CRO, including
those relating to payments, regulatory
submissions, and communications but shall
remain the liable party under this
Agreement.

ze zadavatel bude mat pravo delegovat
vSetky svoje prava povinnosti podla tejto
zmluvy na CRO, vratane tych, ktoré sa tykaju
platieb, komunikacie a prekladania
dokumentacie = regulacnym  organom,
pricom zadavatel zostane stranou tejto
zmluvy, ktora nesie zodpovednost.

WHEREAS, the Sponsor represents that
they are aware of all their responsibilities,
including in particular, but not limited to
those pursuant to article 43(h) of Act No.
362/2011 Coll, on Pharmaceuticals, as
amended.

KEDZE zadavatel vyhlasuje, Ze si je vedomy
vSetkych svojich povinnosti, a to najma, nie
vSak vylucne, povinnosti podl'a ustanovenia
§ 43 pismeno h) zakona ¢. 362/2011 Z. z. o
liekoch a zdravotnickych pomockach a o
zmene a doplneni niektorych zakonov
v zneni neskorsich prepdisov.

NOW, THEREFORE, in consideration of the
mutual promises set forth in this
Agreement, the parties hereby agree as
follows:

PRETO SA TERAZ, s prihliadnutim na
vzajomné prisl'uby uvedené v tejto zmluve,
zmluvné strany dohodli takto:

1. SCOPE OF WORK.

1. ROZSAH PRAC.

1.1  Principal Investigator. The
Institution shall conduct and supervise the
Study through Principal Investigator. The
Institution shall notify the Sponsor
promptly if the Principal Investigator is
unable or unwilling to continue the Study or
if the Principal Investigator’s affiliation with
the Institution ceases, whereupon the
Sponsor will have a right of approval with

1.1  Zodpovedny skusajuci. Institucia
musi vykonat a dohliadat na klinické
skuSanie prostrednictvom zodpovedného
skasajuceho. InStiticia zadavatel'ovi
bezodkladne oznami, ak zodpovedny
skasajuci nie je schopny alebo ochotny
pokracovat vo vykonavani klinického
sktSania, alebo ak sa skond¢i vztah
zodpovedného skusSajuceho s inStittciou.

respect to the designation of a new Principal | Nasledne bude mat zadavatel pravo

Investigator. schvalit vymenovanie nového
zodpovedného skuSajuceho.

1.2 Conduct of the Study. The|1.2 Vykonavanie klinického

Institution and Principal Investigator shall | skuSania. InStiticia a  zodpovedny

conduct the Study in accordance with this
Agreement, the Protocol, all reasonable
written instructions of the Sponsor, and all
applicable laws and regulations, including,
without limitation, any  applicable
requirements of the International

skasajuci budd vykonavat' klinické skdsanie
v sulade s touto zmluvou, protokolom,
vSetkymi primeranymi pisomnymi
pokynmi zadavatela a vSetkymi platnymi
zakonmi a predpismi, vratane, nie vsSak
vylucne, , Zdsadami spravnej klinickej praxe
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Conference on Harmonization Good Clinical
Practice (“ICH GCP”) guidelines, any
applicable requirements of the European
Medicines Evaluation Agency (“EMEA”),
and the applicable requirements of
Declaration of Helsinki (“Applicable Law”).
The Institution/Principal Investigator shall
refrain from, and shall cause any other
employee, contractor, or agent performing
or assisting with the Study on behalf of the
Institution/Principal Investigator (“Study
Staff’) to refrain from using the
Investigational Drug in any manner that is
contrary to the provisions of, or outside the
scope of, the Protocol or that is contrary to
Sponsor’s written instructions.

Medzinarodnej konferencie pre
harmonizaciu (,ICH GCP*), vSetkymi
platnymi poZiadavkami Eur6pskej agentury
pre hodnotenie liekov (d’alej len ,EMEA")

a platnymi poZziadavkami Helsinskej
deklaracie (dalej len ,platné pravne
predpisy*). InStiticia/zodpovedny

skasajuci nebudu, a zabezpecia, Ze Ziadni
d'alsi zamestnanci, dodavatelia alebo
zastupcovia vykonavajuci klinické skisSanie
alebo pomocnu ¢innost' v klinickom skusani
\4 menej institdcie/zodpovedného
skasajuceho (dalej ,personal skuSania“)
nebudi pouzivat skusany liek Ziadnym
sposobom v rozpore s ustanoveniami alebo
mimo rozsahu ustanoveni tohto protokolu,
alebo v rozpore s pisomnymi pokynmi
zadavatela.

1.3  Approvals. The Sponsor shall obtain
approval of the Study, the Protocol, and a
written form of Informed Consent (as
defined in Section 1.4) mutually acceptable
to the Institution/Principal Investigator and
the Sponsor, from the appropriate ethics
committee (the “EC”), and shall obtain any
other approvals required for the Study from
applicable internal safety or review boards.

1.3  Povolenia. Sponsor skuSajuci sa
zaisti o schvalenie klinického skusSania,
protokolu, pisomného formulara
informovaného suhlasu (ako su definované
v Casti 1.4), vzdjomne prijatelnych pre
inStiticiu/zodpovedného skusajuceho a
zadavatela, od prislusnej etickej komisie
(dalej len ,EK“) a zaisti d'alSie povolenia
potrebné na Kklinické skusSanie od
prislusnych  internych  komisii  pre
bezpecnost' ¢i kontrolu.

1.4 Informed Consent. The Principal
Investigator shall obtain from each person
participating in the Study (“Study Subject”)
a valid informed consent (“Informed
Consent”), signed by the Study Subject
(unless such signature is waived by the EC)
and appropriately documented. The
Institution/Principal Investigator shall
conduct the Study in a manner consistent
with the Informed Consents.

1.4 Informovany suhlas. Zodpovedny
skdsSajuci  ziska od kaZdej osoby
zucCastniujucej sa klinického skusania (d'alej
len ,ucastnik klinického skusania“) platny
informovany suhlas (dalej len
sinformovany stuhlas"), podpisany
ucastnikom klinického skuSania (ak EK
nerozhodne, Ze takyto podpis sa
nevyzaduje) a riadne zdokumentovany.
InStiticia/zodpovedny skdSajuci musia
vykonavat Kklinické skuSanie spdsobom,
ktory je v sulade s informovanym stihlasom.
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1.5 Amendment of the Protocol. The
Sponsor may amend the Protocol at any
time. Any such amendment shall be in
writing and sent to the Institution/Principal
Investigator. Should any such Protocol
amendment mandate approval of the State
institute for Drug Control and/or of the
Ethics Committee, Sponsor shall obtain
respective approvals.

1.5 Zmena protokolu. Zadavatel moze
protokol kedykol'vek zmenit. Kazda takato
zmena musi byt pisomna a musi byt zaslana
inStitucii/zodpovednému skdsajucemu.
Vpripade, ak by zmena protokolu
vyzadovala schvalenie Statneho tstavu pre
kontorlu lie¢iv alebo EK, tieto schvalenia
zabezpeci zadavatel.

1.6  Supervision. The
Institution/Principal Investigator shall
supervise the Study Staff and shall ensure
that all Study Staff are appropriately
trained, qualified, and certified, and are
informed of and abide by the applicable
terms of this Agreement.
Institution/Principal Investigator shall use
its reasonable best efforts to maintain
consistency of Study Staff throughout the
duration of the Study.

1.6  Dohlad. InStitacia/zodpovedny
skuSajuci budu dohliadat na personal
skdSania a musia zabezpecit, aby vSetok
personal skuSania bol riadne vySkoleny,
kvalifikovany a certifikovany, a
informovany o prislusnych podmienkach
tejto  zmluvy a  dodrziaval ich.
Institicia/zodpovedny skudsSajuci musia
vynalozit maximalne primerané usilie na
udrZanie doslednosti personalu skisSania po
cell dobu trvania klinického skt$ania.

1.7 Enrollment. The Principal
Investigator shall use its reasonable best
efforts to enroll a minimum of 1-2 patients
to the Study. Sponsor may limit the
Principal Investigator’s enrollment of Study
Subjects based upon enrollment patterns at
other Study centers.

1.7  Nabor. Zodpovedny skasajici musi
vynaloZzit maximdalne primerané usilie na
nabor minimalne 1-2 pacientov do tohto
klinického skdSania. Zadavatel moZe
obmedzit nabor ucCastnikov klinického
skdSania zodpovednym skuSajicim podla
toho, ako prebieha nabor na dalsich
pracoviskach skusania.

2. RECORDS, REPORTING, AND | 2. ZAZNAMY, HLASENIE A AUDITY.
AUDITS.

2.1 Study Materials. The | 2.1  Materialy skdsania.
Institution/Principal Investigator shall | InStitdcia/zodpovedny skus$ajuci musia

keep and maintain, diligently and in
sufficient detail to satisfy the requirements
of all Applicable Laws, such Study data and
records as are required by the Protocol and
Applicable  Law, including, without

viest a uchovavat' - svedomite a dostatocne
podrobne na splnenie poZiadaviek vSetkych
platnych pravnych predpisov - také data a
zaznamy skuSania, ktoré vyzaduje protokol
a platné pravne predpisy, vratane, a bez

limitation any completed case report forms, | obmedzenia, vyplnenych zaznamovych
any electronic databases required to be | formularov ucastnikov klinického skuSania,
created under the Protocol, and any Study | akychkol'vek elektronickych  databaz,
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reports prepared by the Institution for the
Sponsor (“Study Materials”).

ktorych vytvorenie vyZaduje protokol, a
vSetkych sprav o klinickom skuSani
vypracovanych inStituciou pre zadavatela
(d'alej len ,materialy skdsania“).

2.2 Record Retention. The Institution
must, and must ensure that Principal
Investigator will, retain all essential study
documents, including Study Materials,
source documents, and Study Subject
medical records for at least fifteen (15)
years following the completion or
discontinuation of the Study, or longer, if a
longer period is required by relevant
regulatory authorities. After the required
retention period has expired, the Institution
shall provide the Sponsor sixty (60) days’
written notice before destroying any Study
Materials. If the Institution or Principal
Investigator’s situation is ever such that
archiving can no longer be ensured, the
Institution must inform the Sponsor and the
relevant records will be transferred to a
mutually agreed-upon destination.

2.2  Uchovavanie zaznamov. InStiticia
musi uchovavat a zabezpecit, zZe
zodpovedny skuSajuci bude uchovavat,
vSetky dolezité dokumenty skuSania,
vratane materidlov skdsSania, zdrojovych
dokumentov a lekarskych zaznamov
ucastnikov skiiSania najmenej patnast (15)
rokov po dokoncCeni alebo preruseni
skdSania, alebo dlhSie, ak si prislusné
regulacné organy vyzaduju dlhsie obdobie.
Po uplynuti poZadovanej doby uchovavania

musi inStitdcia pisomne informovat
zadavatel'a v predstihu Sestdesiat (60) dni,
nez  akékolvek  materidly skuSania

zlikviduje. Ak bude situacia inStitucie alebo
zodpovedného skusajuceho niekedy taka,
Ze archivaciu uZz viac nie je mozné
zabezpecit, inStiticia musi informovat
zadavatel'a a prislusné zaznamy sa prevedu
na spolo¢ne dohodnuté miesto urcenia.

2.3 Study Subject Medical
Information. The Sponsor may access the
Study Materials during regular business
hours, upon reasonable advance notice to
the Institution/Principal Investigator. The
Sponsor shall comply with Applicable Law
regarding the confidentiality of Study
Subjects’ medical records and other health
information, shall hold the Study Subjects’
personal identifying information in
confidence, and shall act in accordance with
the Informed Consents. Subject to the
foregoing, the Sponsor may copy
Institution/Principal Investigator records
containing such information to the extent
permitted by Applicable Law and the
express authorization of Informed Consents

2.3 Zdravotné udaje ucastnikov
klinického skusania. Zadavatel bude mat
pristup k materidlom skdSania v beZnej
pracovnej dobe po oznameni
inStiticii/zodpovednému skdsajicemu v
primeranom predstihu. Zadavatel musi
dodrziavat platné pravne predpisy tykajice
sa dovernosti zdravotnych zaznamov
ucastnikov klinického skusania a dalSich
zdravotnych tudajov, musi uchovavat v
dovernosti informacie umoziujice osobnu
identifikaciu uCastnikov a musi konat v
sulade s informovanym stuhlasom. V stlade
s vy$Sie uvedenym moze zadavatel vytvarat
képie zdznamov inStiticie/zodpovedného
skuasajuceho obsahujice takéto informacie
v rozsahu povolenom platnymi pravnymi
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from relevant Subjects.
Institution/Principal Investigator
acknowledges that Sponsor may disclose
Study Materials to its drug development
partners, other clinical investigators in the
Study, the FDA, the EMEA, and foreign
regulatory agencies.

Study

predpismi a vyslovhym povolenim v
informovanom suhlase prislusnych
ucastnikov klinického skdSania.

InStiticia/zodpovedny skusajici uznavaju,
Zze zadavatel moZe poskytnut materialy
skdsania svojim partnerom pri vyvoji lieku,
d’alsim Kklinickymi skusajicim v Kklinickom
skasani, agenture FDA, agentiire EMEA a
zahrani¢nym regula¢nym organom.

2.4  Periodic Reporting. The Principal
Investigator shall provide Sponsor with the
data called for in the Protocol on properly
completed case report forms within two (2)
business days of collection or as otherwise
specified in the Protocol.

2.4  Pravidelné hlasenie. Zodpovedny
skuSajuci poskytne zadavatelovi udaje
vyzadované  protokolom v  riadne
vyplnenych zaznamovych formularoch
ucastnikov Kklinického sktSania do dvoch
(2) pracovnych dni po ziskani idajov, alebo
ako je uvedené v protokole.

2.5 Adverse Experience Reporting.
The Principal Investigator shall notify
Sponsor of serious adverse experiences,
adverse experiences or drug reactions of
any Study Subject in accordance with the
requirements of the Protocol.

2.5 Hlasenie neZiaducich udalosti.
Zodpovedny skudsajuci nahlasi zadavatel'ovi
zavazné neziaduce udalosti, neziaduce
udalosti alebo reakcie na lieky u ucastnika
klinického  sktSania v  sulade s
poZziadavkami protokolu.

2.6 Audits by the Sponsor. The
Institution/Principal Investigator shall
make available to the Sponsor (or its agent)
the Study site, the Study Staff, and, subject
to Applicable Law relating to patient
confidentiality, all Study Materials for
purposes of review and audit upon
reasonable advance notice during regular
business hours. Upon receipt of written
notice from the Sponsor of any violations of
the Protocol, this Agreement, or Applicable
Law found in such audit, the Principal
Investigator and the Institution shall
promptly take action to correct such
violations and shall provide confirmation to
Sponsor of such corrective action.

2.6 Audity vykonané zadavatelom.
InStitacia/zodpovedny skusSajuci
spristupnia zadavatelovi (alebo jeho

zastupcovi) pracovisko skusania, personal
skdSania a v sulade s platnymi pravnymi
predpismi o ochrane udajov pacientov
vSetky materialy skuiSania na ucely kontroly
a auditu, v beZnej pracovnej dobe, po
oznameni s primeranym predstihom. Po
obdrZzani pisomného oznamenia od
zadavatela o pripadnych poruseniach
protokolu, tejto zmluvy alebo platnych
pravnych predpisov, zistenych pri takomto
audite, zodpovedny skusSajuci a inStitucia
bezodkladne prijmud opatrenia na napravu
tychto poruSeni a poskytnu zadavatel'ovi
potvrdenie 0 tychto napravnych
opatreniach.
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2.7  Audits by Regulatory Authorities.
Institution shall make available to
regulatory authorities, the Study site, the
Study Staff, and, subject to Applicable Law
relating to patient confidentiality, all Study
Materials for purposes of review and audit
upon reasonable advance notice during
regular business hours. Institution
recognizes that the Study and the
Institution is subject to inspection by
regulatory agencies worldwide, including
the FDA. The Institution/Principal
Investigator shall provide the Sponsor
prompt, advance notification of any audit by
a regulatory authority, which audit is
directly related to the Study (or, when
advance notification is impracticable,
prompt notification of any completed
audit). To the extent possible, the
Institution/Principal Investigator shall
permit the Sponsor to review and comment
in advance on any written communication
from the Institution/Principal Investigator
to the regulatory authority in connection
with such an audit; provided, however, that
such review does not have a material
adverse impact on the timeliness of the
Institution/Principal Investigator’s
response to the regulatory authority. The
Institution/Principal Investigator shall
promptly provide the Sponsor with copies
of all communications between the
Institution/Principal Investigator and the
regulatory authority related to such audit
unless prohibited from so doing by the
regulatory authority, and shall promptly
take action to correct any deficiencies found
by the regulatory authority during the audit.
With respect to a pending audit directly
related to the Study by the FDA, the EMEA,
or by any comparable foreign regulatory
authority with jurisdiction over drug
approval, the Institution/Principal

2.7 Audity regulacnymi organmi.
InStiticia poskytne regulatnym organom
pristup na pracovisko skusania, k personalu
skasania apodla platnych pravnych
predpisov tykajucich sa ochrany sukromia
pacientov ku vSetkym materidlom skusania
na ucely preskimania a auditu na zaklade
primeraného oznamenia vopred pocas
riadnych uradnych hodin. InStitdcia uznava,
Ze klinické skusSanie a inStitucia podliehaja
inSpekcii zo strany regulacnych organov na
celom svete vratane FDA.
InStitacia/zodpovedny skusSajuci
bezodkladne zadavatel'ovi vopred oznamia
akykol'vek audit regulatnym organom, ak
audit priamo suvisi s klinickym skusanim
(alebo ak oznamenie vopred nie je prakticky
moZné, tak bezodkladne ozndmia kazdy
dokonceny audit). Do tej miery, ako to je
mozné, institicia/zodpovedny skusajuci
povolia zadavatel'ovi vopred kontrolovat a
komentovat ich pisomnd komunikaciu
regulatnému organu v spojitosti s takymto
auditom; avSak za predpokladu, Ze takato
kontrola nebude mat vyznamny
nepriaznivy vplyv na vcasnost odpovede

inStitucie/zodpovedného skasajuceho
regulacnému organu.
InStitacia/zodpovedny skusSajuci

zadavatel'ovi bezodkladne poskytnu kopie
vSetkej komunikdcie medzi nimi a
regula¢nym organom v spojitosti s takymto
auditom, ak to nie je zakazané regulatnym
orgdnom, a bezodkladne vykonaji napravu

akychkolvek nedostatkov zistenych
regulaénym organom pocas auditu. V
spojitosti s nadchadzajicim auditom

priamo suvisiacim s klinickym skt$anim zo
strany FDA, EMEA alebo akéhokolvek
porovnatelného zahrani¢ného regulacného
organu s pravomocou schvalovat lieky,
inStiticia/zodpovedny skusSajdci povolia
zastupcom zadavatel’a, aby boli pritomni pri
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Investigator shall permit the Sponsor’s
representatives to be present at such audit
unless prohibited from so doing by
Applicable Law. With respect to any audit
by any regulatory authority, which audit is
not directly related to the Study, the
Institution/Principal Investigator shall
promptly notify the Sponsor of any findings
of such an audit that may have an adverse
effect on the Institution/Principal
Investigator’s ability to conduct the Study in
accordance with the Protocol or Applicable
Law.

takomto audite, okrem pripadov, kedy to
zakazuje platny pravny predpis. V spojitosti
s kazdym auditom akymkol'vek regulatnym
organom, ak audit priamo nesuvisi s
klinickym skaSanim, inStitucia/zodpovedny

skasajuci bezodkladne oznamia
zadavatelovi vSetky zistenia takéhoto
auditu, ktoré by mohli nepriaznivo
ovplyvnit schopnost
inStitucie/zodpovedného skusSajuceho

vykonavat klinické skuSanie v sulade s
protokolom alebo platnymi pravnymi
predpismi.

3. SPONSOR OBLIGATIONS.

3. POVINNOSTI ZADAVATELA.

3.1 Compliance with Law. The Sponsor
shall comply with Applicable Law in the
performance of its activities relating to the
Study, and shall obtain all approvals and
consents required in connection with such
activities.

3.1 Sulad s pravnymi predpismi.
Zadavatel’ musi dodrziavat platné pravne
predpisy pri vykone svojich cinnosti
tykajucich sa Kklinického skuSania a musi
ziskat  vSetky povolenia a suhlasy
vyzadované v suvislosti s takymito
¢innostami.

3.2 Supply of Investigational Drug.
The Sponsor and/or its Affiliate shall supply
the Institution/Principal Investigator with
quantities of the Investigational Drug
adequate for the Institution/Principal
Investigator to conduct the Study in
accordance with the Protocol. The
Investigational Drug shall remain the sole
property of the Sponsor and/or its Affiliate.
The Institution/Principal Investigator shall
take reasonable steps to ensure that it has
adequate supplies of the Investigational
Drug, shall store, use, handle, and return or
dispose of the Investigational Drug in
accordance with the Protocol, and shall not
use any Investigational Drug after its
labeled expiration date.

skasaného lieku.
jeho  pridruZena

3.2  Poskytnutie

Zadavatel  a/alebo
spoloc¢nost poskytne
inStitucii/zodpovednému skdsajucemu
skdsany liek v mnoZstve primeranom na to,
aby inStiticia/zodpovedny skusSajici mohli
vykonavat klinické skuSanie v sulade s

protokolom.  SkuSany liek  zostava
vyhradnym  vlastnictvom  zadavatela
a/alebo jej pridruzenej spolocnosti.
InStitacia/zodpovedny skuasSajuci prijma

primerané opatrenia, aby zabezpecili, Ze
budi mat dostato¢né zasoby skudSaného
lieku. SkuSany liek musia uchovavat,
pouzivat, manipulovat s nim a vratit’ alebo
zlikvidovat ho v sulade s protokolom a
akykol'vek skusSany liek nesmu pouzivat po
oznaCenom datume exspiracie.
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3.3 Payments. The Sponsor shall make
payments to Institution according to the
payment schedule attached hereto as
Exhibit B (“Budget and Payment Terms”).
In no event shall the payments hereunder
exceed the amount set forth in Exhibit B
without the prior written consent of the
Sponsor.

3.3  Platby. Zadavatel' uskuto¢ni platby
v prospech inStiticie podla platobného
kalendara pripojeného k tejto zmluve ako
priloha B (d’alej len ,Rozpocet a platobné
podmienky“). NiZSie uvedené platby v
Ziadnom pripade neprekroc¢ia sumu
uvedenu v prilohe B bez predchadzajticeho
pisomného suhlasu zadavatela.

3.4 Subject Injury. The Sponsor shall
reimburse the Institution for the reasonable
and necessary medical expenses incurred in
treating any injury or illness to a Study
Subject that are directly related to the
administration of the Investigational Drug
or the proper performance of any other
Study procedure, each in accordance with
the Protocol and the Sponsor’s written
instructions to the Institution/Principal
Investigator. The Sponsor is not required to
provide compensation for (a) other injury-
or illness-related costs (such as lost wages),
(b) medical expenses that are paid for by a
third party, (c) medical expenses that are
incurred as the result of a violation of the
Protocol or other misconduct or negligence,
in each case by any agent or employee of the
Institution (including the Study Staff), or (d)
medical expenses for injury or illness
unrelated to the Investigational Drug and
unrelated to the proper performance of any
other procedure required by the Protocol or
Sponsor’s written instructions to the
Institution/Principal Investigator,
including, without limitation, medical
expenses associated with a pre-existing
medical condition or the progression of the
underlying disease.

3.4 PosSkodenie zdravia ucastnika
klinického skusania. Zadavatel uhradi
inStitucii primerané a nevyhnutné vydavky
na zdravotnu starostlivost vynaloZené pri
liecbe  akéhokolvek zranenia alebo
ochorenia ucastnika klinického skusSania,
ktoré priamo suvisi s podanim skdsaného
lieku alebo riadnym vykonom akéhokol'vek
d’alsieho postupu v klinickom skusani, v
sulade s protokolom a pisomnymi pokynmi
zadavatela pre inStiticiu/zodpovedného
skasajuceho. Zadavatel' nie je povinny
poskytnut nahradu za a) dalSie naklady
spojené so zranenim alebo ochorenim (ako
napriklad usli mzdu), b) vydavky na
zdravotnu starostlivost, ktora hradi tretia
strana, c¢) vydavky na zdravotnu
starostlivost, ktoré vzniknt v dodsledku

porusenia protokolu alebo iného
pochybenia alebo nedbanlivosti, vzdy zo
strany  akéhokolvek zastupcu alebo

zamestnanca inStitdcie (vratane personalu
skdsania), alebo d) vydavky na zdravotnu
starostlivost  pri  zraneniach  alebo
ochoreniach nesuvisiacich so skiSanym
liekom a nesuvisiacich s akymkol'vek inym
riadne vykonanym postupom vyZadovanym
protokolom alebo pisomnymi pokynmi
zadavatela pre inStitaciu/zodpovedného

skasSajuceho, vratane, bez obmedzenia,
vydavkov na zdravotnu starostlivost
spojenych S vopred existujucimi

Version Date: 1 Oct 2019

Tripartite contract_Sponsor-Institution-Principal
Investigator_Slovakia

Protocol Number: VGFTe-ROP-1920

PI Name:

Site Number: 1

Verzia zo dnia: 1. oktébra 2019

Trojstranna zmluva_zadavatel-institticia-zodpovedny
skusajuci_Slovensko

Cislo protokolu: VGFTe-ROP-1920

Meno zodpovedného skisajiceho:

Cislo pracoviska: 1

10




zdravotnymi problémami alebo postupom
vychodiskového ochorenia.

3.5 Registration of Study. To the extent
required by Applicable Law, it shall be the
responsibility of the Sponsor to register the
Study at (i) www.clinicaltrials.gov; (ii) any
other registry the requirements of which
are consistent with the guidelines of the
International Committee of Medical Journal
Editors (“ICMJE”) on trial registrations, in
each case to the extent required by the
ICMJE guidelines (as in effect at the time the
Study begins) in order for the Study results
to be eligible for publication in an ICMJE
journal; or (iii) any other registry as might
be required by Applicable Law.

3.5 Registracia klinického skasania. V
rozsahu pozadovanom platnymi pravnymi
predpismi bude povinnostou zadavatela
registrovat  klinické skuSanie i) na
www.clinicaltrials.gov; ii) v akomkolvek
inom registri, ktorého poZiadavky su v
sulade s pokynmi Medzinarodného vyboru
redaktorov lekarskych casopisov (d’alej len
L,ICMJE“) pre registraciu klinickych skuasSani,
vidy v rozsahu vyzadovanom pokynmi
ICMJE (ako platia v case, ked sa klinické
skdsanie zacina), aby vysledky klinického
skdsania mohli byt publikované v casopise
ICMJE; alebo iii) v akomkolvek inom
registri, podla poZiadaviek platnych
pravnych predpisov.

3.6 Communication of Findings. The
Sponsor will use reasonable efforts to
promptly report to Principal Investigator
any findings discovered that could affect the
safety of participants or their willingness to
continue their participation in the Study.

3.6 Oznamenie zisteni. Zadavatel
vynaloZi primerané usilie, aby bezodkladne
oznamil zodpovednému  skuSajucemu
vSetky objavené zistenia, ktoré by mohli
mat vplyv na bezpecnost ucastnikov alebo
ich ochotu pokracovat vo svojej ucasti na
klinickom skusant.

4, OWNERSHIP OF DATA, RECORDS, | 4. VLASTNICTVO DAT, ZAZNAMOV A
AND INTELLECTUAL PROPERTY. DUSEVNE VLASTNICTVO.
4.1 Ownership of Data and Records. | 4.1 Vlastnictvo dat a zaznamov.

All rights, title, and interest in (i) the Study
Materials, (ii) the Protocol, and (iii) any
other scientific, technical, business, or other
data or information relating to the
Investigational Drug or this Agreement that
is disclosed to the Institution/Principal
Investigator by the Sponsor shall be the sole
and exclusive property of the Sponsor.

VSetky prava, naroky a podiely na i)
materidloch skuSania, ii) protokole, a iii)
vSetkych dalSich vedeckych, technickych,
obchodnych ¢i inych datach alebo
informaciach tykajucich sa skisaného lieku
alebo tejto zmluvy, ktoré su poskytnuté
inStitucii/zodpovednému skdSajucemu
zadavatel'om, budu vylu¢nym a vyhradnym
vlastnictvom zadavatel’a.

The
shall

4.2 Ownership of Inventions.
Institution/Principal  Investigator

4.2  Vlastnictvo
InStitucia/zodpovedny

vynalezov.
skasSajuci
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promptly disclose, and shall cause the Study
Staff to promptly disclose to the Sponsor in
writing any inventions or discoveries made
in the performance of the Study by or on
behalf of the Institution/Principal
Investigator ~ that relate to  the
administration or use of the Investigational
Drug (“Inventions”). The Sponsor hereby
owns all right, title, and interest in and to
any Inventions and Institution/Principal
Investigator agrees to execute any
documents or undertake any further actions
ifrequested by Sponsor to evidence transfer
of title thereto or to facilitate the
prosecution, allowance, maintenance,
correction, or extension of any patent or
patent application relating to Inventions
(including, but not limited to assignments,
declarations, affidavits, and the like), at
Sponsor’s  reasonable expense. The
Institution represents and certifies that all
Study Staff are required to assign all rights,
title and interest in and to the Inventions to
Institution.

bezodkladne oznami a =zabezpeci, Ze
personal skdSania bezodkladne oznami,
zadavatelovi pisomnou formou vSetky
vynalezy alebo objavy urobené pri
vykonavani klinického skuSania
inStiticiou/zodpovednym skasajucim
alebo v ich mene, ktoré sa tykajui podavania
alebo pouzivania skuSaného lieku (d'alej len
»vynalezy“). Zadavatel tymto vlastni vSetky
prava, naroky a podiely na vSetkych
vynalezoch a  inStitucia/zodpovedny
skasajuci suhlasia s tym, Ze podpiSu vsetky
dokumenty alebo vykonaju vSetky nasledné
kroky, ak ich o to poziada zadavatel, na
zdokladovanie  prevodu naroku na
zadavatel'a, alebo na pomoc pri Ziadani,
povol'ovani, udrziavani, oprave ¢&i prediZeni
akéhokol'ek patentu ¢i patentovej prihlasky
vo vztahu Kk vyndlezom (vratane, nie vsak
vylucne, prevodu vlastnictva, prehlasenia,
prisazného vyhlasenia a pod.), na
primerané naklady zadavatela. InsStitdcia
vyhlasuje a potvrdzuje, Ze vSetok personal
skdsania je povinny postupit vSetky prava,
naroky azaujmy vo vztahu kvynalezom
inStitacii.

5. CONFIDENTIALITY.

5. DOVERNOST INFORMACII.

5.1 Obligations. For purposes of this
Agreement, the following is “Confidential
Information”: (a) Study Materials; (b) any
information related to the Study that is
disclosed by or on behalf of the Sponsor to
the Institution/Principal Investigator orally
or in electronic or written form; and (c)
Inventions. During the term of this
Agreement and for a period of five (5) years
after the expiration or termination of this
Agreement (“Confidentiality Period”), the
Institution/Principal Investigator shall
maintain the confidentiality of the
Confidential Information, and may not

5.1 Povinnosti. Na ucely tejto zmluvy su
nasledovné informacie ,doverné
informdacie“: a) materidly skuSania; b)
akékol'vek informacie suvisiace s klinickym
skisanim, ktoré su zadavatelom alebo v
jeho mene poskytnuté
inStitucii/zodpovednému skusajucemu
ustne alebo v elektronickej ¢i pisomnej
podobe; a c) vynalezy. Pocas trvania tejto
zmluvy a po dobu piatich (5) rokov po
vyprSani platnosti alebo ukonceni tejto
zmluvy (dalej len ,obdobie dovernosti
informacii“) musia institicia/zodpovedny
skusajuci zachovavat dovernost dovernych
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transfer or disclose Confidential
Information to any third party other than
the EC and other applicable internal safety
and review boards, except as provided in
Section 5.3 or the Protocol. During the
Confidentiality Period, the
Institution/Principal Investigator may use
Confidential Information in performing the
Study, for the provision of related patient
care, or for other non-commercial internal
clinical or educational uses, but shall not use
any Confidential Information for any other
purpose.

informacii a nemo6zZu previest alebo
spristupnit doverné informacie Ziadne;j

tretej strane okrem EK a dalSich
prislusnych  internych  komisii  pre
bezpecnost a kontrolu, s vynimkou

pripadov uvedenych v casti 5.3 protokolu.
Pocas obdobia dovernosti informacii mézu
inStiticia/zodpovedny skudSajuci pouzivat
doverné informacie pri  vykonavani
klinického skaSania na poskytovanie
suvisiacej starostlivosti o pacienta alebo na
iné nekomercné interné Kklinické i
vzdelavacie ucely, ale nesmu pouZivat
Ziadne doéverné informdacie na akykolvek
iny ucel.

5.2  Exceptions. Notwithstanding
Section 5.1, information shall be deemed
not to be Confidential Information to the
extent that it:

5.2  VynimKy. Bez ohl'adu na cast 5.1,
informacie sa nebudd povaZovat za
doverné, ak:

(a) is or later becomes publicly known
other than through a breach of this
Agreement by the Institution, its employees,
or its agents (including the Principal
Investigator);

(a) su alebo sa neskér stanu verejne
znamymi inak ako porusenim tejto zmluvy
zo strany institucie, jej zamestnancov alebo
jej zastupcov (vratane zodpovedného
skasajuceho);

(b) is lawfully made available to the
Institution, its employees, or its agents
(including the Principal Investigator) by a
third party that the Institution reasonably
believes owes no  obligation of
confidentiality to the Sponsor; or

(b) st v sulade so zdkonom
spristupnené institicii, jej zamestnancom
alebo jej zastupcom (vratane
zodpovedného skusajuceho) tretou
stranou, o ktorej sa inStiticia doévodne
domnieva, Ze nema Ziadnu povinnost
mlcéanlivosti voc¢i zadavatel' ovi; alebo

(c) was already known to or is
independently developed by the Institution,
its employees, or its agents (including the
Principal Investigator), as evidenced by
written records.

() uzZ boli zname inStitdcii alebo boli
nezavisle  vytvorené inStituciou, jej
zamestnancami alebo jej zastupcami
(vratane zodpovedného skusajiceho), o
Com svedcia pisomné zaznamy.
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5.3 Permitted Disclosures.
Notwithstanding Section 5.1, Confidential
Information may be disclosed to the extent
that it:

5.3 Povolené poskytnutie informacii.
Bez ohl'adu na cast' 5.1, doverné informacie
moZu byt poskytnuté, ak:

(a)  isdisclosed to Study Staff, but only to
the extent required in connection with the
performance of the Study, and only if such
Study Staff are subject to obligations of
confidentiality and non-use at least as
restrictive as those in this Article 5;

(a) su poskytnuté personalu skudSania,
ale iba v rozsahu poZzadovanom v suvislosti
s vykonavanim Kklinického skusSania a len
vtedy, ked' takyto personal skiSania ma
povinnost  zachovavat  doévernost a
nepouzivat doverné informacie aspon v
takom rozsahu obmedzenia, ako tie, ktoré
s uvedené v tomto ¢lanku 5;

(b) is disclosed to Study Subjects or
prospective Study Subjects as reasonably
necessary or appropriate in the course of
discussions regarding the Informed
Consent, or the performance of the Study;

(b) su poskytnuté aktualnym alebo
potencialnym  dcastnikom  klinického
skdSania na zaklade primeranej potreby
alebo vhodnosti v priebehu diskusii
tykajucich sa informovaného sthlasu alebo
vykonavania klinického skasania;

(c) is disclosed to a physician or a Study
Subject as reasonably necessary or
appropriate in connection with the medical
treatment of the Study Subject;

() su poskytnuté lekarovi alebo
ucastnikovi klinického skusania na zaklade
primeranej potreby alebo vhodnosti v
suvislosti s lekarskym oSetrenim tcastnika
klinického skusania;

(d) is required to be disclosed by the
Institution by law or by order of any
governmental authority; provided,
however, that, except with respect to
disclosures made pursuant to Section 2.7,
the Institution/Principal Investigator shall
use reasonable efforts to disclose the
minimum Confidential Information
necessary to comply with  such
requirement, and the Institution/Principal
Investigator shall give the Sponsor advance
notice of the disclosure when practicable,
and prompt notice of the disclosure
otherwise, to permit the Sponsor to seek a
protective order to limit the disclosure.

(d)  musia byt poskytnuté inStitdciou zo
zakona alebo na zdklade prikazu
akéhokolvek Statneho organu; avSak za
predpokladu, Ze okrem poskytnutia
informacii podla Casti 2.7
inStiticia/zodpovedny skuasajuci vyvinu

primerané usilie, aby poskytli minimum

dovernych informacii potrebnych na
splnenie takejto poziadavky a
inStiticia/zodpovedny skasajuci to

oznamia zadavatelovi vopred, ak je to
prakticky mozné, a v opatnom pripade
bezodkladne potom, aby  umoznili
zadavatel'ovi poZiadat o ochranny prikaz na
obmedzenie tohto poskytnutia informAcii.

Version Date: 1 Oct 2019

Tripartite contract_Sponsor-Institution-Principal
Investigator_Slovakia

Protocol Number: VGFTe-ROP-1920

PI Name:

Site Number: 1

Verzia zo dnia: 1. oktébra 2019

Trojstranna zmluva_zadavatel-institticia-zodpovedny
skusajuci_Slovensko

Cislo protokolu: VGFTe-ROP-1920

Meno zodpovedného skisajiceho:

Cislo pracoviska: 1

14




5.4 Confidentiality of Terms.
Institution/Principal Investigator shall
maintain the confidentiality of the terms of
this Agreement, subject to Section 7.5 and
the exceptions set forth in Sections 5.2 and
5.3.

5.4 Dovernost podmienok.
InStitacia/zodpovedny skuSajuci musia
zachovavat mlcanlivost o podmienkach
tejto zmluvy podla Casti 7.5 s vynimkami
uvedenymi v Castiach 5.2 a 5.3.

6. BIOLOGICAL SAMPLES.

6. BIOLOGICKE VZORKY.

6.1 Definition. “Biological Sample”
means (i) any material collected from a
Study Subject, including, without limitation,
any blood, serum, urine, saliva, bone
marrow or tissue sample, and (ii) any
tangible material isolated therefrom,
including but not limited to DNA, RNA and
other biological substances.

6.1 Definicia. ,Biologickd  vzorka“
oznacuje i) Kkazdy materidl odobraty
ucastnikovi klinického skitiSania, vratane a
bez obmedzenia, vSetkej krvi, séra, mocu,
slin, kostnej drene alebo vzoriek tkaniva, a
ii) vSetok pevny material z nich izolovany,
vratane ale bez obmedzenia, DNA, RNA a
d’alSich biologickych latok.

6.2  Collection, Storage and Use Under
Protocol. If the Protocol requires the
collection of Biological Samples, then
Institution/Principal Investigator shall
collect and use such Biological Samples in
accordance with the Protocol, the Informed
Consent, and in compliance with Applicable
Law. At the request of Sponsor, or if
otherwise required by the Protocol,
Institution/Principal Investigator shall
deliver the Biological Samples to Sponsor or
Sponsor’s designee. Sponsor shall use such
Biological Samples in accordance with the
Protocol, the Informed Consent, and in
compliance with Applicable Law.

6.2 Odber, uchovavanie a pouZivanie
podla protokolu. V pripade, Ze protokol
vyZzaduje odber biologickych vzoriek,
inStiticia/zodpovedny skudSajici musia
odoberat a pouzivat takéto biologické
vzorky v  silade s  protokolom,
informovanym suhlasom a v sudlade s
platnymi pravnymi predpismi. Na Ziadost
zadavatela, alebo ak to vyzaduje protokol,
inStiticia/zodpovedny skusajuci dorucia
biologické vzorky zadavatelovi alebo nim
urcenej osobe. Zadavatel bude pouzivat
takéto biologické vzorky v sulade s
protokolom, informovanym sthlasom a v
sulade s platnymi pravnymi predpismi.

6.3 Retention and Destruction.
Institution and Sponsor, as applicable, shall
maintain all Biological Samples for as long
as required by the Protocol and Applicable
Law. Neither Institution nor Principal
Investigator shall destroy or permit the
destruction of any Biological Samples in
their possession without the prior written
consent of Sponsor. At the request of
Sponsor, Institution shall either deliver

6.3  Uchovavanie a likvidacia. Ak je to
aplikovatel'né, inStiticia a zadavatel’ musia
uchovavat vSetky biologické vzorky tak
dlho, ako to vyZaduje protokol a platné
pravne predpisy. Ani inStiticia, ani
zodpovedny skusSajuci nezlikviduju ani
nepovolia likvidaciu akychkol'vek
biologickych vzoriek v ich drZzbe bez
predchadzajiuceho pisomného suhlasu
zadavatel'a. Na Ziadost zadavatel'a inStitdcia
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Biological = Samples in Institution’s
possession to Sponsor or continue to store
Biological Samples for any period that the
Sponsor may request at Sponsor’s expense.

biologické vzorky v drzbe inStitacie bud’
doruci zadavatel'ovi, alebo ich bude nad'alej
uchovavat po také obdobie, o ktoré poZziada
zadavatel, na naklady zadavatel’a.

6.4 Secondary Research.
Institution/Principal Investigator may not
(i) use the Biological Samples collected
under the Protocol, (ii) collect additional
quantities of Biological Samples (i.e.
exceeding quantities which the Protocol
specifies to be collected), and/or (iii) retain
any quantities of Biological Samples not
used for purposes of conducting the
research specified by the Protocol, for
purposes of testing or use in research that is
not described in the Protocol, including
pharmacokinetic, pharmacogenomics, and
biomarker testing and research.

6.4  Sekundarny vyskum.
InStiticia/zodpovedny skusSajici nesmu i)
pouZit biologické vzorky odobraté podla
tohto protokolu, ii) odoberat dodatocné
mnozstva  biologickych  vzoriek  (t,j.
prekro¢it mnoZstva, ktoré protokol
Specifikuje na odber), a/alebo iii) ponechat
si akékolvek mnoZstvo biologickych
vzoriek nepouzitych na ucely vyskumu
podla protokolu, na ucely testovania alebo
pouzitia vo vyskume, ktory nie je opisany v
protokole, vratane farmakokinetického,
farmakogenomického a biomarkerového
testovania a vyskumu.

7. PUBLICATION AND DISCLOSURE. | 7. PUBLIKOVANIE A
ZVEREJNOVANIE.

7.1 Right of Publication. | 7.1  Pravo na publikovanie. Bez ohl'adu

Notwithstanding  Section 5.1, upon | na ¢ast' 5.1, po dokonceni alebo ukonceni

completion or termination of the Study and | klinického skuSania a v sulade s tymto

subject to this Article 7, the |c¢lankom 7 moZu inStitacia/zodpovedny

Institution/Principal Investigator may | skuSajuci  publikovat, inak verejne

publish, otherwise publicly disclose or
submit for publication an article,
manuscript, abstract, report, poster,
presentation, or other material, in written
or electronic form, that includes: (i) an
analysis of the results of the Study
generated by the Institution and/or
Principal Investigator at the Institution; (ii)
a summary of the Protocol; and (iii)
supporting data generated by the
Institution and/or Principal Investigator at
the Institution in connection with the Study
and identifying information regarding the
Investigational Drug, in each case as would
be reasonably required for purposes of
publication in a peer-reviewed scientific

spristupnit’ alebo predlozit na zverejnenie
¢lanok, rukopis, zhrnutie, spravu, plagat,
prezentaciu alebo iny material v pisomnej
alebo elektronickej podobe, ktory zahfna: i)
analyzu vysledkov klinického skuSania
vytvorenych inStitdciou a/alebo
zodpovednym skuSajucim v inStitdcii; ii)
suhrn protokolu; a iii) podporné udaje

vytvorené inStiticiou a/alebo
zodpovednym  skuSajucim v inStitdcii
vsuvislosti s klinickym skaSanim a

identifikacné udaje tykajuice sa skuSaného
lieku, ako by v kazdom z tychto pripadov
bolo rozumné poZadovat za ucelom
zverejnenia v recenzovanom vedeckom
Casopise (akéhokol'vek takéhoto clanku,
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journal (any such article, manuscript,
abstract, report, poster, presentation, or
other material, a “Manuscript”).

rukopisu, zhrnutia, spravy, plagatu,
prezentacie alebo iného materialu, d’alej len
»rukopis®).

7.2  Multi-Center Publication. The
parties, recognizing the importance of
communicating clinical trial results to the
public and to the medical and scientific
communities in an accurate and complete
manner, intend for the first publication of
the Study to include the results from all of
the Study centers and to appear in a peer-
reviewed scientific journal, in accordance
with the Protocol. Without the prior written
agreement of the Sponsor, the
Institution/Principal Investigator shall not
publish, submit or otherwise present for
publication, directly or indirectly, any
Manuscript prior to the publication of an
article in a peer-reviewed scientific journal
summarizing the data generated by all of
the Study centers, unless no such article is
so published before the first anniversary of
the finalization of the clinical study report,
in which case the Institution/Principal
Investigator may publish or submit for
publication a Manuscript without further
delay (subject to the other Sections of this
Article 7).

7.2 Multicentrické publikovanie.
Zmluvné strany uznavaju vyznam presného
a uplného oznamovania vysledkov
klinickych skusani verejnosti a lekarskym a
vedeckym komunitam. Maju v umysle, aby
prvé zverejnenie klinického skusSania
zahfnalo vysledky zo vSetkych pracovisk
klinického skuSania a bolo publikované v
recenzovanom vedeckom casopise, v silade

s protokolom. Bez predchadzajiceho
pisomného suhlasu zadavatela
inStiticia/zodpovedny skasajuci

nezverejnia a nepredloZia na zverejnenie,
priamo ani nepriamo, akykol'vek rukopis
pred zverejnenim ¢lanku v recenzovanom
vedeckom cCasopise, ktory sumarizuje udaje
vytvorené na vSetkych pracoviskach
klinického skusania, ak Ziadny taky ¢lanok
nebude takto publikovany pred prvym
vyro¢im dokoncenia spravy z klinického
skdsania - \4 takom pripade
inStitucia/zodpovedny  skusajuci mozu
zverejnit alebo predloZit na zverejnenie
rukopis bez d’alSieho zdrzania (v sulade s
d’alsimi ¢astami tohto clanku 7).

7.3 Review Period. Not less than forty-
five (45) days prior to submission for
publication or presentation of any
Manuscript, the Institution/Principal
Investigator shall provide the Sponsor with
a copy of the Manuscript. The
Institution/Principal Investigator shall
consider in good faith any comments
submitted by the Sponsor regarding the
content thereof, and shall delete any
Confidential Information that the Sponsor
requests in writing be deleted. At the
Sponsor’s request, the Institution/Principal

7.3  Obdobie na posudenie. Nie menej
ako Styridsat pat (45) dni pred
predloZzenim akéhokolvek rukopisu na
zverejnenie alebo prezentaciu
inStiticia/zodpovedny skusajuci poskytnu
zadavatelovi  kopiu  tohto  rukopisu.
InStitacia/zodpovedny skusajuci zvazia v
dobrej viere  vSetky = pripomienky
zadavatel'a, pokial ide o ich obsah, a musia
odstranit vSetky doverné informacie, o
ktorych odstranenie zadavatel pisomne
poziada. Na Ziadost zadavatela musia
inStiticia/zodpovedny skuSajuci odlozit
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Investigator shall delay publication for an
additional sixty (60) days to allow patent
applications to be filed.

zverejnenie o d'alSich Sestdesiat (60) dni,
aby umozZnili podanie Ziadosti o patent.

7.4  Use of Name. No party may use the
name, logo, or trademark of any other party
or its employees or Affiliates in any press
release, publicity, or advertising without the
prior written approval of the other party,
except as required by Applicable Law or
expressly permitted by this Agreement.

7.4 Pouzitie mena. Ziadna strana
nesmie pouzivat meno, logo alebo ochrannu
znamku akejkol'vek druhej strany alebo jej
zamestnancov ¢i pridruzenych spolo¢nosti
v akejkol'vek tlacovej sprave, propagacii
alebo reklame bez predchadzajiceho
pisomného suhlasu druhej strany, s
vynimkou pripadov, ked tak vyZaduje
platny pravny predpis alebo to vyslovne
povoluje tato zmluva.

7.5 Disclosure by
Institution/Principal Investigator. The
Institution/Principal Investigator shall
have the right to include the Study title and
any other information publicly available on
any registry in which the Study is listed
pursuant to Section 3.5, in any list of active
or past clinical trials conducted by the
Institution/Principal Investigator
published on the Institution/Principal
Investigator’'s  website or in an
Institution/Principal Investigator print
publication; provided, however, that no
additional information, whether about the
Study, the Investigational Drug, or the
Sponsor, may be included.

7.5  Zverejnenie informacii
instituciou/zodpovednym skusajucim.
InStiticia/zodpovedny  skusSajuci  maju

pravo zahrnut nazov klinického skusania a
akékolvek dalSie verejne dostupné
informacie v akomkol'vek registri, v ktorom
je uvedené toto Kklinické skdsSanie podla

casti 3.5, do akéhokolvek zoznamu
aktivnych alebo minulych klinickych
skuasSani vykonanych touto
inStiticiou/zodpovednym skdsajucim,

ktory je zverejneny na webovych strankach

inStitticie/zodpovedného skasajuceho
alebo \4 tlaCenej publikacii
inStitucie/zodpovedného skasajuceho;

avSak za predpokladu, Ze nebudi zahrnuté
ziadne d’alSie informacie, ¢i uz o klinickom

skiiSani, skiiSanom lieku alebo

zadavatel'ovi.
7.6 Disclosure by Sponsor. The| 7.6 Zverejnenie informacii
Institution and Principal Investigator | zadavatelom. Institicia a zodpovedny
acknowledge that the Sponsor is required | skiSajuci uznavaji, Ze zadavatel ma
by applicable laws and pharmaceutical | povinnosti  vyplyvajice z  pravnych
industry codes of conduct to document and | predpisov a kodexov spravania
publicly disclose certain transfers of value | farmaceutickych spoloc¢nosti,
made to healthcare professionals and | dokumentovat a zverejnovat  urcité
healthcare organizations, and such | prevody hodnoty zdravotnickych
disclosures may include information about | pracovnikom a zdravotnickym
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the payments or other transfers of value
provided to Institution and/or the Principal
Investigator and Study Staff under this
Agreement [including any financial or in-
kind support that the Sponsor may provide
in connection with any Manuscript]. The
Sponsor may store and use information
relating to the Institution, Principal
Investigator and/or Study Staff and arising
out of this Agreement for the purpose of its
business and may publicly disclose in its
discretion such information (including, but
not limited to, the name and professional
address of the Institution and/or the
Principal Investigator and Study Staff, any
financial and in-kind payments received
under this Agreement, the nature of the
engagement and any other payment or
service-related information) as may be
deemed appropriate by Sponsor for the
fulfillment of its transparency obligations or
as may otherwise be dictated by Applicable
Law or any pharmaceutical industry codes
of conduct to which the Sponsor or any of its
Affiliates is subject. For such purposes, the
Sponsor may transfer such information to
its Affiliates and/or third party service
providers, who may be established in a
different jurisdiction to the Institution and
Principal Investigator, which jurisdiction
may not offer the same level of protection
for personal information. Payments to the
Institution for work done by specified
individuals may reference both the
Institution and the individual. In accordance
with applicable data protection laws, the
Principal Investigator and Study Staff may
contact the Sponsor at any time to correct
any mistakes or request deletion of their
personal information held by Sponsor.

organizaciam, a tieto zverejnené udaje
moZu zahfiat informacie o platbach alebo
inych prevodoch hodnoty institucii a/alebo
zodpovednému skusSajucemu a persondlu
skaSania podla tejto zmluvy \[vratane
akejkolvek  pripadnej financnej  ¢i
nefinancnej podpory poskytnutej
zadavatelom v suvislosti s akymkolvek

rukopisom]. Zadavatel mozZe na ucely
podnikania  uchovavat a  pouZivat
informacie o inStiticii, zodpovednom

skasajucom a/alebo persondli skusania,
ktoré vyplyvaju z tejto zmluvy, a takéto
informacie moZe zverejnit podla svojho
uvaZenia (vratane, nie vSak vylu¢ne, mena a
pracovnej adresy inStitucie a/alebo
zodpovedného skusajuceho a persondlu
skaSania, akychkolvek penaznych ¢i
nepenaznych odmien prijatych podla tejto
zmluvy, povahy zavazku a akychkol'vek
d'alSich informacii o platbach ¢i sluzbach),
podla toho, ¢o bude zadavatel povazovat za
vhodné na naplnenie svojich povinnosti
transparentnosti, alebo ¢o moze
predpisovat platny pravny predpis ¢i kddex
spravania pre farmaceutické odvetvie,
ktory sa vztahuje na zadavatela alebo
niektoru z jeho pridruzenych spolocnosti.
Na tieto ucely mébze zadavatel takéto
informacie prenasat’ do svojich
pridruZenych spoloc¢nosti a/alebo
tretostranovym poskytovatel'om sluzieb,
ktori moézu byt zaloZeni podla odliSnej
jurisdikcie neZ inStiticia a zodpovedny
skasajuci, pricom tato jurisdikcia nemusi
ponukat rovnaki mieru ochrany osobnych
informacii. Informécie o platbach inStitucii
za pracu vykonanu urenymi jednotlivcami
moZu odkazovat na inStittciu aj jednotlivca.
V sulade s platnymi pravnymi predpismi o
ochrane osobnych udajov moZu
zodpovedny skusajuci a personal skisania
kedykol'vek kontaktovat =zadavatela a
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poziadat o opravu akychkol'vek chyb Cci
vymazanie osobnych uidajov u zadavatela.

7.7 Acknowledgment. The
Institution/Principal Investigator shall
publicly acknowledge in any Manuscript the
Sponsor’s financial or editorial contribution
to the research, and the
Institution/Principal Investigator may use
the Sponsor’s name for that purpose.

7.7  Uznanie. InStitacia/zodpovedny
skasajuci v kazdom rukopise verejne uznaju
finantny alebo redakény prispevok
zadavatel'a k vyskumu a
inStiticia/zodpovedny skusajici moézu na
tento Ucel pouZivat meno zadavatela.

8. INDEMNITIES AND INSURANCE.

8. ODSKODNENIE A POISTENIE.

8.1 Indemnification. The Sponsor shall
indemnify, defend, and hold harmless the
Institution and its officers, directors,
employees, and agents (including the
Principal Investigator) from any loss,
liability, damage, or expense (including
reasonable attorneys’ fees and costs until
such time as the Sponsor assumes the
defense) from any claim of bodily injury

that may arise directly from the
administration of the Investigational Drug
or the proper performance of any

procedure required by the Protocol or the
Sponsor’s written instructions; provided,
however, that to the extent that the claim is
aresult of (a) the failure of the Institution or
one of its officers, employees, or agents
(including the Principal Investigator) to
comply with the terms of this Agreement or
to follow the Protocol or the Sponsor’s
written instructions, accepted medical
practice, or Applicable Law, or (b) any act of
negligence or willful misconduct of the
Institution or one of its officers, employees,
or agents (including the Principal
Investigator) (claims arising from (a) and
(b) being referred to as “Institution Error
Claims”), the Sponsor shall have no such
obligation, and the Institution shall
indemnify, defend, and hold harmless the
Sponsor (and its officers, directors,

8.1 Odskodnenie. Zadavatel  musi
odskodnit, chranit a zbavit' zodpovednosti
inStiticiu a jej veddcich pracovnikov,
riaditelov, = zamestnancov  azastupcov
(vratane zodpovedného skusajiceho) v
suvislosti S akoukol'vek stratou,
zodpovednostou, Skodou alebo nakladmi
(vratane primeranych poplatkov a nakladov
na pravneho zastupcu az do tej doby, kym
pravne zastupovanie preberie zadavatel’)
spojenymi s akymikol'vek narokmi kvoli
ubliZeniu na zdravi, ktoré méze vzniknut
priamo z podania skuSaného lieku alebo
riadneho vykonavania akéhokol'vek
postupu pozZadovaného protokolom alebo
pisomnymi pokynmi zadavatel'a; avSak za
predpokladu, Ze ak narok vznikol v
dosledku a) zlyhania inStitdcie alebo
jedného z jej veducich pracovnikov,
zamestnancov alebo zastupcov (vratane
zodpovedného skusajuceho) pri
dodrZiavani podmienok tejto zmluvy alebo

postupovania podla protokolu alebo
pisomnych pokynov zadavatela,
akceptovanej lekarskej praxe alebo

platnych pravnych predpisov, alebo b)
akéhokolvek ¢inu nedbanlivosti alebo
umyselného pochybenia zo strany institucie
alebo jedného z jej veducich pracovnikov,
zamestnancov alebo zastupcov (vratane
zodpovedného  skuSajuceho)  (priCom

Version Date: 1 Oct 2019

Tripartite contract_Sponsor-Institution-Principal
Investigator_Slovakia

Protocol Number: VGFTe-ROP-1920

PI Name:

Site Number: 1

Verzia zo dnia: 1. oktébra 2019

Trojstranna zmluva_zadavatel-institticia-zodpovedny
skusajuci_Slovensko

Cislo protokolu: VGFTe-ROP-1920

Meno zodpovedného skisajiceho:

Cislo pracoviska: 1

20




employees, and agents, as applicable) from
any loss, liability, damage or expense, but
only to the extent arising from any such
Institution Error Claim.

naroky vyplyvajiuce z bodov a) a b) su
oznaCované ako ,naroky z pochybenia
inStitucie®), zadavatel nema taka povinnost
a institicia musi odskodnit, chranit a zbavit
zodpovednosti zadavatel'a (a podl'a potreby
jeho veducich pracovnikov, riaditel'ov,
zamestnancov a zastupcov) v suvislosti s
akoukol'vek stratou, zodpovednostou,
Skodou alebo nakladmi, ale len do tej miery,
do akej ide o narok z pochybenia inStitucie.

8.2 Limitation of Liability. Except for
the parties’ indemnification obligations
above or as otherwise determined by a final
adjudicated court order, no party hereto
shall have any liability to the other for any
special, indirect or consequential losses or
damages suffered by the other.

8.2 Obmedzenie zodpovednosti.
Okrem vyssie uvedenych povinnosti stran
tykajucich sa odskodnenia alebo ak je v
kone¢nom sidnom prikaze stanovené inak,
nema ziadna strana tejto zmluvy Zziadnu
zodpovednost voci druhej strane za Ziadne
osobitné, nepriame alebo ndasledné straty
alebo Skody, ktoré utrpela druha strana.

8.3 Indemnification Procedure. The
party seeking indemnification (the
“Indemnitee”) shall promptly notify the
other party (the “Indemnitor”) of any claim,
loss, or expense likely to lead to a claim for
indemnification, along with all material
related information. If such notice is not
prompt, the Indemnitor’s obligation under
this Article 8 will be reduced to the extent
that such delay prejudices the Indemnitor’s
defense of the claim. The Indemnitor shall
have the right to manage the defense and
settlement of any claim, except that the
Indemnitor may not enter into any
settlement admitting fault on behalf of the
Indemnitee without the Indemnitee’s prior
written approval. The Indemnitee may not
enter into any settlement of any such claim
without the written permission of
Indemnitor. The Indemnitee  shall
reasonably cooperate with the Indemnitor
in the defense of the claim. The Indemnitee
may hire its own counsel, at its own

8.3 Postup odskodnenia. Zmluvna
strana, ktora Ziada odSkodnenie (d’alej len

,0dSkodniovana strana“) bezodkladne
oznami  druhej strane (dalej len
,0dskodiiujuca strana“) vSetky naroky,
straty alebo naklady, ktoré mdzu
pravdepodobne viest k vzneseniu naroku
na odSkodnenie, spolu so vSetkymi

podstatnymi stvisiacimi informaciami. Ak
takéto oznamenie nie je bezodkladné,
povinnost odskodnujlicej strany podla
tohto ¢lanku 8 sa zniZi do tej miery, ako ma
takéto oneskorenie vplyv na obranu
odSkodnujucej strany proti naroku.
Odskodnujuca strana ma pravo riadit
obranu voc¢i akymkol'vek narokom a ich
urovnanie, S tou vynimkou, ze
odSkodnujica strana nesmie pristipit na
Ziadne urovnanie s priznanim chyby v mene

odSkodnovanej strany bez
predchadzajiceho pisomného suhlasu
odSkodnovanej strany. Odskodnovana

strana nesmie pristupit na akékolvek
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expense, to monitor the defense. In
addition, the Indemnitee may elect to
assume control of the defense of such claim,
in which case the Indemnitor shall have no
obligation to indemnify or further defend
the Indemnitee with respect to such claim.

urovnanie takéhoto naroku bez
predchadzajuceho pisomného suhlasu
odSkodnujucej strany. Odskodnovana

strana bude primerane spolupracovat s
odskodnujucou stranou pri obrane naroku.
Odskodniovana strana si moéZe na vlastné
naklady najat pravneho poradcu na
monitorovanie obrany. Okrem toho sa méze
odskodnovana strana rozhodnut prevziat
obranu takéhoto naroku, a v takom pripade
nebude mat odsSkodiujuca strana Ziadnu
povinnost odSkodnenia ani d'alSej obrany

odSkodnovanej strany vo vztahu k
takémuto naroku.
8.4 Insurance. During the term of this | 8.4  Poistenie. Pocas trvania tejto
Agreement and for three (3) years |zmluvy a po dobu troch (3) rokov potom,
thereafter, the Institution/Principal | inStiticia/zodpovedny skdsajuci a
Investigator and the Sponsor each shall | zadavatel maji samostatne uzavreté
carry liability insurance in the type | poistenie  zodpovednosti za  Skodu

appropriate and customary for the conduct
and sponsorship of clinical trials (or
maintain a comparable program of self-
insurance). Upon request, each party shall
provide to the other party a certificate of
such insurance or evidence of such a self-
insurance plan.

vhodného a obvyklého typu na vykondavanie
a zadavanie klinickych skusani (alebo maju
porovnatel'ny program vlastného
poistenia). Na poziadanie kazda zo stran
poskytne druhej strane potvrdenie o
takomto poisteni alebo dokaz takéhoto
planu vlastného poistenia.

9. REPRESENTATIONS AND
COVENANTS.

9. VYHLASENIA A ZAVAZKY.

9.1 Regulatory Approvals. Each party
represents and warrants that it has and will
maintain during the term of this Agreement
all regulatory approvals required for the
conduct of its respective activities in
connection with the Study, and that all
persons who perform activities under this
Agreement on its behalf (including, in the
case of  the Institution/Principal
Investigator, the Study Staff) have and will
have the necessary expertise, qualifications,
certifications and training, including,

9.1 Povolenia regulacnych organov.
Kazda zmluvna strana vyhlasuje a zarucuje,
Ze ma a bude udrziavat v platnosti pocas
trvania tejto zmluvy vSetky povolenia
regulacnych  orgdnov  potrebné na
vykonavanie svojej ¢innosti v suvislosti s
klinickym skdSanim, a Ze vSetky osoby,
ktoré vykonavaju cinnosti podla tejto
zmluvy a v jej mene (vratane personalu
sktsania - \4 pripade
inStiticie/zodpovedného skusania), majua a
budid mat potrebné odborné znalosti,
kvalifikaciu, certifikaty a Skolenia, vratane,
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without limitation, training related to
current Good Clinical Practices (“cGCP”).

bez obmedzenia, Skolenia o aktudlne;j
spravnej klinickej praxi (,cGCP*).

9.2 Debarment. The Institution certifies
that it is not (a) debarred by the FDA under
21 U.S.C. § 335a or any foreign equivalent or
to the Institution’s knowledge is not
threatened with debarment by a pending
proceeding, action, or investigation, (b)
excluded from participation in any federal
health care program under 42 C.F.R. Part
1001 et seq. and is not the subject of an
exclusion proceeding, or otherwise
disqualified under federal or state law, and
(c) otherwise disqualified under federal or
state law, or to the Institution’s knowledge
is not threatened with such disqualification
by a pending proceeding, action, or
investigation, from participating in the
Study and it will not engage, directly or
indirectly, any person (including the
Principal Investigator) to perform services
under this Agreement if (a) that person is
debarred by the FDA under 21 U.S.C. § 335a
or any foreign equivalent or to the
Institution’s knowledge is threatened with
debarment by a pending proceeding, action,
or investigation, (b) that person is excluded
from participation in any federal health care
program under 42 C.F.R. Part 1001 et seq. or
is the subject of an exclusion proceeding, or
(c) that person is otherwise disqualified
under federal or state law, or to the
Institution’s knowledge is threatened with
such disqualification by a pending
proceeding, action, or investigation, from
participating in the Study. The Principal
Investigator certifies that he/she has never
been debarred by any regulatory authority
nor threatened with debarment by a
pending proceeding, action, or investigation
or otherwise disqualified under local law.
The Institution/Principal Investigator

9.2 Zakaz cinnosti. InStitacia
potvrdzuje, Ze a) nema zakaz c¢innosti od
agentury FDA podla 21 U.S.C. § 335a alebo
akéhokolvek zodpovedajuceho
zahrani¢ného Uradu ani jej podl'a znalosti
inStiticie nehrozi zakaz cinnosti kvoli
prebiehajucemu konaniu, Zalobe alebo
vySetrovaniu, b) nie je vylucena z Uasti na
akomkol'vek federalnom programe
zdravotnej  starostlivosti  podla 42
Federalneho zakonnika c¢asti 1001 et seq. a
neprebieha voc¢i nej konanie vo veci
vylicenia ani nie je inak vylucena podla
federalnych ¢i Statnych zakonov, a c) nie je
inak vylucena podl'a federalnych ¢i Statnych
zakonov, ani jej podla znalosti inStitucie
nehrozi vyluCenie z ucasti na klinickom
skasani kvoli prebiehajucemu konaniu,
Zalobe alebo vySetrovaniu a nebude
angazovat, priamo ani nepriamo, Ziadnu
osobu (vratane zodpovedného
skuSajuceho) na poskytovanie sluzieb
podla tejto zmluvy, ak a) tato osoba ma
zakaz c¢innosti od agentury FDA podla 21
US.C. § 335a alebo akéhokolvek
zodpovedajuceho zahrani¢ného dradu,
alebo podla znalosti inStitucie jej hrozi
zakaz Cinnosti kvoli prebiehajicemu
konaniu, Zalobe alebo vySetrovaniu, b) tato
osoba je vylicena z ucasti na akomkol'vek
federalnom programe zdravotnej
starostlivosti podla 42 Federalneho
zakonnika, casti 1001 et seq., alebo voci nej
prebieha konanie vo veci vylucenia, alebo )
tdto osoba je inak vylicend podla
federalnych ¢i Statnych zakonov alebo jej
podla znalosti inStitdcie hrozi vylucenie
kvoli prebiehajucemu konaniu, Zalobe alebo
vySetrovaniu, z ucasti v klinickom skuSani.
Zodpovedny skusajuci potvrdzuje, Ze nikdy
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certifies that it/he/she will immediately
notify the Sponsor in writing if any such
debarment, exclusion, or disqualification
occurs, or if any such debarment, exclusion,
or disqualification proceeding, action, or
investigation is commenced or, to the
Institution/Principal Investigator’s
knowledge, is threatened, with respect to
any such person or to the Principal
Investigator him/herself.

nemal zdkaz cinnosti od regula¢ného
organu ani mu nehrozil zakaz ¢innosti kvoli
prebiehajucemu konaniu, ukonu alebo
vySetrovaniu, ani nebol inak vylac¢eny podl'a
miestnych pravnych predpisov.
InStiticia/zodpovedny skasajuci
potvrdzujui, Ze budd okamZite pisomne
informovat zadavatel'a, ak nastane takyto
zakaz Cinnosti alebo vylucenie, alebo ak sa
vo vztahu k takejto osobe alebo samotnému
zodpovednému skuSajucemu zacne, Ci
podla znalosti inStiticie/zodpovedného
skasajuceho im hrozi, akékol'vek konanie,
ukon ¢i vySetrovanie kvoli takémuto zakazu
Cinnosti alebo vyluceniu.

9.3 Fair Market Value. Each party
represents that the compensation provided
under this Agreement represents the fair
market value of the activities performed by
the Institution, has been negotiated in an
arm’s-length transaction, and has not been
determined in any manner with regard to
any implicit or explicit agreement to
provide favorable procurement decisions
with regard to the Sponsor’s products, or to
the value or volume of any business or
referrals generated between the parties.

9.3 Redlna trhova hodnota. Kazda
strana vyhlasuje, Ze odmena poskytovana v
ramci tejto zmluvy, predstavuje realnu
trhova hodnotu c¢innosti vykonavanych
institiciou, Ze tato odmena bola dohodnuta
v nezavislom vztahu a nebola Ziadnym
sposobom stanovenad s ohladom na
akykolvek tichy alebo vyslovny suhlas s
vytvaranim priaznivych rozhodnuti pri
obstaravani vo vztahu Kk produktom
zadavatel'a, ani s oh'adom na hodnotu alebo
objem akejkolvek obchodnej transakcie
alebo s oh'adom na vzajomné odporucania
medzi zmluvnymi stranami.

94 No The
Institution/Principal Investigator
covenants that it will not charge any Study
Subject or any third party for (i) the
Investigational Drug, or (ii) any items or
services that are funded by the Sponsor
under this Agreement or that are provided
without charge by the Sponsor for Study
purposes.

Charge.

9.4 Bez poplatku.
InStitucia/zodpovedny skasajuci sa
zavazuju, Ze nebudu uUctovat Ziadny
poplatok ucastnikovi Klinického skusania
ani Ziadnej tretej osobe za i) skdSany liek ani
za ii) akékol'vek polozky alebo sluzby, ktoré
su financované zadavatelom podla tejto
zmluvy alebo ktoré sd poskytované
bezplatne zadavatel'om na ucely klinického
skdSania.

9.5 Power and
Institution/Principal

Authority. The
Investigator

9.5 Pravomoc a autorita.
InStiticia/zodpovedny skusajuci vyhlasuju,
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represents that it has the requisite power
and authority to cause all Study Staff to

Ze maju potrebnd pravomoc a autoritu na
to, aby =zabezpecili, Ze vSetok personal

comply with the Institution/Principal | skiSania bude dodrZiavat povinnosti
Investigator’s  obligations under this | inStitdcie/zodpovedného skasajuceho
Agreement. podla tejto zmluvy.

9.6 Institution/Principal Investigator | 9.6  Zverejnenie informacii
Disclosures. The Institution/Principal | inStiticiou/zodpovednym skusajucim.

Investigator (a) shall provide to the Sponsor
a completed and signed Site Information
Form and a curriculum vitae or other
statement of qualifications showing the
education, training, and experience that
qualifies the Principal Investigator as an
expert in the clinical investigation of the
Investigational Drug for the use under
investigation; (b) shall cause, before the
commencement of the Study, during the
course of the Study, and for up to one year
after the completion or termination of the
Study, at the Sponsor’s reasonable request,
the Principal Investigator and any sub-
investigator to disclose to the Sponsor (and
afterwards to notify the Sponsor of any
relevant changes to) any financial
arrangement between the Sponsor and any
investigator (whether Principal
Investigator or sub-investigator, and
including any spouse or dependent child
thereof) as to which the value of the
compensation could be influenced by the
outcome of the Study, any significant
payments of other sorts from the Sponsor,
any  proprietary interest in  the
Investigational Drug, or any significant
equity interest in the Sponsor held by the
Principal Investigator or sub-investigator,
and including any spouse or dependent
child thereof; and (c) shall comply, and shall
ensure that the Principal Investigator and
any sub-investigator comply, with all
applicable disclosure requirements related
to conflict of interest that are imposed by

InStiticia/zodpovedny skusSajuci: a) musia
poskytnut zadavatel'ovi vyplneny
a podpisany formular s informaciami o
pracovisku a Zivotopis alebo iné vyhlasenie
o kvalifikacii s idajmi o vzdelani, Skoleniach
a skusenostiach, ktoré kvalifikuju
zodpovedného skusajuceho ako experta na

klinické skuSanie skadSaného lieku pri
pouziti v ramci skadSania; b) musia
zabezpecit, pred zacatim klinického

skuSania, v priebehu klinického skdSania, a
az po dobu jedného roka po dokonceni
alebo ukonceni klinického skuSania, na
primerani  Ziadost  zadavatela, Ze
zodpovedny skusSajici a  akykolvek
spoluskusajuci poskytni zadavatelovi (a
nasledne zadavatelovi oznamia vSetky
relevantné zmeny) vSetky finan¢né
podmienky medzi zadavatelom a kazdym
skdsajucim (¢i uz zodpovednym skdsajicim
alebo spoluskusajicim, a to vratane jeho/jej

pripadnej manzelky/manzela alebo
nezaopatreného dietata), kedZe vyska
odmeny by mohla byt ovplyvnena
vysledkom skdSania, akymikol'vek
vyznamnymi platbami iného druhu od
zadavatela,  akymkolvek  vlastnickym
podielom na skdSanom lieku alebo
akymikol'vek vyznamnymi majetkovymi

podielmi v zadavatel'skej spolo¢nosti, ktoré
moZzu mat zodpovedny skuSajuci alebo
spoluskusajuci, vratane jeho/jej
manzelky/manzelka alebo nezaopatreného
dietata; a c) musia spiﬁat’ poziadavky, a
zabezpecia, Ze zodpovedny skuSajuci a
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the FDA, the EMEA, or other regulatory or
governmental authorities.

akykol'vek spoluskt$ajici budd spinat
vSetky platné poZiadavky na zverejiiovanie
tykajuce sa konfliktu zaujmov, ktoré uklada
agentura FDA, agentira EMEA alebo iné
regulacné Ci Statne organy.

9.7 Inside Information. Institution and
Principal Investigator understand that the
information provided by Sponsor in
connection with the Study may be
considered to be material, nonpublic
information that could affect the market
price of the common stock of Sponsor or
possibly other companies when and if it is
made public. Institution and/or Principal
Investigator and others associated with
either or both of them in the conduct of the
Study may be viewed as “insiders” who have
gained this material nonpublic information
as a result of participation in the Study.
Therefore, the Principal Investigator agrees
that neither they nor any member of their
immediate family (or other people sharing
their household) will buy or sell, or advise
others to buy or sell, the common stock of
Sponsor during the pendency of the Study
or as a result of the Study, at any time until
the results of the Study are publicly
available. The Principal Investigator agrees
that he/she will inform all appropriate
persons associated with the Study of this
agreement and the terms and conditions of
this Section 9.7.

9.7 Vnutorné informacie. Institucia a
zodpovedny skasajuci chapu, Ze informacie
poskytnuté zadavatelom v suavislosti s
tymto  klinickym  skdSanim  moZno
povazovat za  podstatné, neverejné
informacie, ktoré by mohli mat vplyv na
trhové ceny kmenovych akcii zadavatel'a
alebo pripadne inych spolo¢nosti, ak a ked’
sa stanu verejnymi. InStiticiu a/alebo
zodpovedného skusajuceho a d’alSie osoby
spojené s jednym alebo oboma z nich pri
vykonavani klinického skisSania moZno
povaZovat za ,insiderov“, ktori ziskali tieto
podstatné neverejné informacie v dosledku
Ucasti v Kklinickom skdSani. Preto
zodpovedny skuSajuci suhlasi s tym, Ze ani
oni, ani Ziaden ¢len ich najbliZsej rodiny (ani
iné osoby zijuci s nimi v domadcnosti)
nebudu kupovat alebo predavat, ani radit
ostatnym, aby kupili alebo predali, kmenové
akcie zadavatela, kym prebieha klinické
skiSanie, ani v dosledku Kklinického
skdsSania, a to kedykol'vek, kym sa vysledky
klinického skiSania nestani verejne
dostupnymi. Zodpovedny skudsajuici suhlasi
s tym, Ze bude informovat vSetky prislusné
osoby spojené s klinickymi skiiSanim o tejto
zmluve a podmienkach tejto casti 9.7.

9.8 Anti-bribery.

9.8 Boj proti podplacaniu.

(@) The parties acknowledge that the
Sponsor and its representatives and agents
are bound by all applicable anti-corruption
and anti-bribery laws and regulations,
including but not limited to, the United
States Foreign Corrupt Practices Act (FCPA)
and United Kingdom Bribery Act. Institution

(a) Zmluvné strany potvrdzujd, Ze
zadavatel! a jeho predstavitelia a
zastupcovia su viazani vSetkymi platnymi
pravnymi predpismi a nariadeniami
tykajucimi sa boja proti korupcii a
podplacaniu, okrem iného aj zdkonom
o protikorupénych praktikdch medzi USA
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and Principal Investigator are bound by all
applicable anti-corruption and anti-bribery
laws and regulations valid in the Slovak
Republic and represent, warrant and
covenant that, by maintaining compliance
with regulations by which they are directly
bound, they will not cause, and will direct
Study Staff not to cause, Sponsor or its
representatives or agents to be in breach of
their responsibilities through any act as
described in this Section.

a zahrani¢nymi krajinami (Foreign Corrupt
Practices Act, FCPA) a zdkonom na boj proti
korupcii Spojeného kral'ovstva (UK Bribery
Act). InStitucia a zodpovedny skusSajdci su
viazani vSetkymi pravnymi predpismi a
nariadeniami tykajucimi sa boja proti
korupcii  apodplacaniu  platnymi v
Slovenskej republike a potvrdzuju, zarucuju
a zavazuju sa, Ze v ramci dodrziavania
predpisov, ktorymi si oni sami priamo
viazani, nesposobia, a usmernia personal
skdsania, aby nesposobil, Ze zadavatel
alebo jeho predstavitelia alebo zastupcovia

poruSia svoje povinnosti akymkolvek
¢inom opisanym v tejto casti.
(b) In performing the Study and/or | (b) Pri vykonavani klinického skusSania
services under this Agreement the | a/alebo poskytovani sluZieb podla tejto

Institution, and Principal Investigator, (i)
agree that it has not and shall not, and will
direct their Study Staff not to, directly or
indirectly, offer to make, promise, authorize
or accept any payment or anything of value,
including bribes, gifts and/or donations to
or from any public official, regulatory
authorities or anyone else for the improper
purpose of influencing, inducing or
rewarding any act, omission or decision in
order to secure an improper advantage,
including to obtain or retain business, and
(ii) shall comply with all applicable anti-
corruption and anti-bribery laws and
regulations. The Institution or Principal
Investigator shall notify the Sponsor or its
representatives or agents immediately
upon becoming aware of any breach under
this Section.

zmluvy inStiticia a zodpovedny skusSajuci i)
suhlasia s tym, Ze nebudd, a usmernia
personal skusania, Ze nebude, priamo i
nepriamo pontkat, sl'ubovat, opraviovat
ani prijimat’ Ziadne platby ani ni¢ cenné,
vratane uplatkov, pozornosti a darov
a/alebo prispevkov Ziadnemu verejnému
Cinitel'ovi, regula¢nym orgdnom ani nikomu
inému, ani ich od Ziadneho z uvedenych
subjektov neprijme na nevhodny ucel
ovplyviiovania, vyvolania alebo odmenenia
akéhokolvek jednania, zanedbania ¢i
rozhodnutia s ciel'om zaistit si neprimeranu
vyhodu vratane ziskania alebo zachovania
zakaziek, a ii) dodrzia vSetky platné pravne
predpisy a nariadenia tykajuce sa boja proti
korupcii a podplacaniu. Institicia alebo
zodpovedny skusajuci bezodkladne
oznamia  zadavatelovi  alebo  jeho
predstavitel'om alebo zastupcom akékol'vek
im zname informacie tykajice sa porusenia
ustanoveni tejto Casti.

(c) For the purpose of ensuring
compliance with applicable anti-bribery

() InStiticia  sdhlasi v zdujme
zabezpecenia suladu s platnymi pravnymi
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laws and regulations, Institution agrees that
Sponsor or its representatives or agents
shall have the right to conduct an
investigation or audit of the Institution
during the term of this Agreement to
monitor compliance with the terms of this
Section. The Institution shall cooperate fully
with such investigation or audit, the timing
of which shall be at the sole discretion of the
Sponsor.

predpismi tykajucimi sa boja proti
podplacaniu s tym, Ze zadavatel alebo jeho
predstavitelia alebo =zastupcovia maju
pravo vykonat vySetrovanie alebo audit
inStiticie pocas trvania tejto zmluvy s
cielom sledovat’ dodrZiavanie podmienok
stanovenych v tejto casti. InStiticia bude pri
vySetrovani alebo audite, ktorych casovy
harmonogram je na vlastnom uvaZeni
zadavatel'a, vSestranne spolupracovat.

9.9 Data Protection.
(a) In providing the services, the parties
shall comply with all applicable data

protection legislation in respect of any
personal data (as defined by the General
Data Protection Regulation (“GDPR”)) on
the protection of individuals with regard to
the processing of personal data and on the
free movement of such data and all local
laws or regulations giving effect to the
GDPR in the relevant jurisdiction and all
applicable laws, regulations, or guidance
relating to the processing of personal data
and privacy (the "Data Protection
Legislation") relating to either party’s
personnel, patients, or customers which is
disclosed or otherwise obtained in
connection with this Agreement ("Personal
Data"). For purposes of this section, both
Sponsor and Institution shall be considered
independent controllers. In addition, the
parties shall:

9.9

(@)  Priposkytovani Sluzieb musia strany
dodrZiavat vSetky platné pravne predpisy o
ochrane udajov vo vztahu k akymkol'vek
osobnym udajom (ako sui vymedzené vo
vSeobecnom nariadeni o ochrane udajov
(d'alej len ,,GDPR")) o ochrane jednotlivcov
pri spracuvani osobnych udajov a o vol'nom
pohybe takychto udajov 95/46/ES) a vSetky
miestne zakony alebo nariadenia, ktoré
vykonavaju GDPR v prisludnej jurisdikcii a
vSetky prislusné zakony, nariadenia alebo
usmernenia tykajice sa spracovavania
osobnych udajov a sikromia (,legislativa na
ochranu udajov") tykajucej sa
zamestnancov, pacientov alebo zdkaznikov
ktorejkol'vek zmluvnej strany, ktoré su
zverejnené alebo inak ziskané v suvislosti s
touto zmluvou (,0sobné udaje“). Na ucely
tejto Casti sa =zadavatel aj inStitacia
povaZzuju za nezavislych prevadzkovatel'ov.
Okrem toho zmluvné strany musia:

Ochrana udajov.

(i) processand use (as defined by the Data
Protection Legislation) Personal Data solely
for the purpose of complying with their
obligations under this Agreement;

(i) spracovavat a pouZivat osobné
Udaje (ako su definované v pravnych
predpisoch na ochranu osobnych tdajov)
vyhradne na Ucely plnenia svojich
povinnosti vyplyvajucich z tejto zmluvy;

(ii) take all reasonable steps to ensure that
Personal Data is protected from

(ii) podniknut’ vSetky primerané kroky
na zabezpecenie toho, aby boli osobné udaje
chranené pred neoprdvnenym alebo
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unauthorized or unlawful processing or
accidental loss or destruction; and

nezakonnym spracovanim alebo nadhodnou
stratou alebo zni¢enim; a

(iii) ensure that Personal Data is not
transferred outside the European Economic
Area without the other party's prior written
consent or without complying with the
applicable Data Protection Legislation with
respect to any such transfer.

(iii) zabezpecit, aby sa osobné udaje
nepreniesli mimo Eurépskeho
hospodarskeho priestoru bez
predchadzajuceho pisomného suhlasu
druhej strany alebo bez dodrzania
prislusnych pravnych predpisov o ochrane
udajov, pokial' ide o akykolvek takyto
prenos.

(b)  The parties agree that the European
Commission-approved version of the
controller to controller form of the Standard
Contractual Clauses (without optional
clauses) set out in  https://eur-
lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32004D
0915 (“SCCs”) shall be deemed to be
incorporated by reference. Exhibit E
contains the SCC Annex B, which will be
incorporated in their entirety into this
Agreement. The Institution will be the Data
Exporter and the Sponsor will be the Data
Importer. For the purposes of making its
selection under Section II(h), the Sponsor
selects option iii and its signature on this
Agreement will constitute its initialing of
this option and shall constitute the signing
of the SCCs.

(b) Strany suhlasia, Ze Eurdpskou
komisiou schvalend verzia formulara
Standardnych zmluvnych doloZiek (bez
nepovinnych doloZiek) na prenos od
prevadzkovatela k prevadzkovatelovi
stanovenych v dokumente uvedenom na
stranke  https://eur-lex.europa.eu/legal-
content/SK/TXT /?uri=CELEX%3A32004D
0915 (dalej len ,SCC* - Standard
Contractual Clauses) sa bude povazovat za
zaCleneni formou odkazu. Priloha E
obsahuje prilohu B tykajucu sa SCC, ktora
bude vcelom rozsahu zaclenena do tejto
zmluvy. InStiticia bude vyvozcom udajov
a zadavatel' bude dovozcom udajov. Na
ucely svojho vyberu podla c¢asti Il pism. h)
si zadavatel' vybera moZnost iii ajeho
podpis v tejto zmluve bude predstavovat
jeho parafovanie tejto volby abude
predstavovat podpisanie doloziek SCC.

9.10 Required Filings in the Central
Register of Contracts.

9.10 Povinné
v centralnom registri zmluv.

uverejnenie

This Agreement shall come into force on the
day (“Effective Date”) following the day of
its publication, pursuant to Article 47(a)(1)
of Act. No. 40/1964 Coll, Civil Code, as
amended, in the central register of contracts
on www.crz.gov.sk, since this Agreement
falls under the scope of a mandatory
disclosed contract pursuant to Article

Tato Zmluva nadobuda platnost’ diiom jej
podpisania vSetkymi zmluvnymi stranami
a ucinnost (,datum ucinnosti“) dnom
nasledujucim po dni jej zverejnenia
v zmysle § 47a ods. 1 zadkona ¢. 40/1964 Zb.
Obciansky zakonnik vzneni neskorsich
predpisov v centralnom registri zmluv na
www.crz.gov.sk, nakol'ko ide o povinne
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5(a)(1) of Act No. 211/2000 Coll., Freedom
of Information Act, as amended.

zverejiiovand zmluvu v zmysle § 5a ods. 1
zakona ¢. 211/2000 Z. z. oslobodnom
pristupe k informaciam v zneni neskorsich
predpisov.

10. TERM AND TERMINATION.

10. TRVANIE ZMLUVY A JE]
UKONCENIE.

10.1 Term. This Agreement shall take
effect on the Effective Date and shall
continue until six (6) months after the
earlier of (a) the date on which the Study is
completed and final clinical research data
are provided by the Institution/Principal
Investigator to Sponsor; or (b) the date on
which the Study is terminated as provided
for herein.

10.1 Trvanie zmluvy. Tato zmluva
nadobudne ucinnost od datumu dcinnosti a
ta bude pokracovat az Sest' (6) mesiacov po
tom, Co nastane skoér a) datum dokoncenia
klinického  skusania a  poskytnutie
zaverecnych dat z Kklinického vyskumu
inStiticiou/zodpovednym skasajucim
zadavatel'ovi; alebo b) datum ukoncenia
klinického skd$ania, ako je uvedené v tomto
texte.

10.2 Termination. The Sponsor may
terminate this Agreement at any time upon
fifteen (15) days’ prior written notice to the
Institution/Principal Investigator, in its sole
discretion. The Institution or Principal
Investigator may terminate this Agreement
upon fifteen (15) days’ prior written notice
to the Sponsor if the Institution or Principal
Investigator determines that termination of
the Study is necessary for the safety of the
Study Subijects.

10.2 UKkoncenie zmluvy. Zadavatel
moZe podla vlastného uvazenia tato zmluvu
kedykol'vek ukoncit na zaklade pisomného
oznamenia inStitacii/zodpovednému
skasajucemu patnast (15) dni vopred.
InStitdcia alebo zodpovedny skusajici mézu
tito zmluvu ukoncit' na zaklade pisomného
oznamenia zadavatel'ovi patnast (15) dni
vopred, ak inStitucia alebo zodpovedny
skasajuci zistia, Ze ukoncenie Kklinického
skuSania je nevyhnutné pre bezpecnost
ucastnikov klinického skusania.

10.3 Procedures Upon Early
Termination. If this Agreement is
terminated before completion of the Study,
upon receipt or giving of notice of
termination, as the case may be, the
Institution/Principal Investigator shall
cease enrolling Study Subjects immediately
and shall cease conducting the procedures
set out in the Protocol to the extent that
doing so is medically permissible and

10.3 Postupy pri pred¢asnom
ukonceni zmluvy. Ak je tiato zmluva
ukoncena pred dokoncenim Kklinického
skaSania, po prijati, pripadne po odoslani
ozhamenia 0 ukonceni, musia
inStiticia/zodpovedny skudsajici ihned’
prestat zarad'ovat ucastnikov klinického
skdsSania a vykonavat postupy ustanovené v
protokole do tej miery, do akej je to z
lekarskeho hladiska pripustné a vhodné, a
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appropriate and shall take all reasonable
steps to minimize further costs. In the event
of termination prior to Study completion,
the Sponsor shall reimburse the Institution
for (i) obligations incurred in accordance
with the Payment Schedule that cannot be
cancelled or mitigated by the Institution
using reasonable efforts, (ii) reasonable
costs incurred in connection with the safe
withdrawal of Study Subjects from the
Study, and (iii) mutually agreed post-
termination expenses.

vykonaju vSetky primerané opatrenia, aby
sa minimalizovali d'alSie naklady. V pripade
pred¢asného ukoncenia klinického
skdsania zadavatel' uhradi inStitdcii i)
zavazky vzniknuté v sulade s planom thrad,
ktoré inStiticia nedokaZe primeranym
usilim zrusit ani zniZit, ii) primerané
naklady vzniknuté v suvislosti s bezpecnym
vylicenim  ucastnikov  z  klinického
skaSania, a iii) vzdjomne dohodnuté
naklady po ukonceni zmluvy.

104 Equipment. In the event that
equipment is provided to Institution for use
during the Study, Sponsor, Sponsor’s
authorized representative, and/or a vendor
selected and engaged by Sponsor or its
representative to provide equipment will
supply the required Study equipment to
Institution for use in the Study as described
in the table set forth herein as Exhibit C
(“Equipment”). Institution hereby agrees
that the Equipment will only be used in
accordance with the Protocol and only for
the Study. Institution will, and will ensure
that Principal Investigator will, undertake
to treat the Equipment with due care and
attention and to observe the Equipment’s
operating instructions as well as any
instructions  provided by  Sponsor,
Sponsor’s authorized representative, and or
any vendor selected and engaged by
Sponsor to provide the Equipment. Neither
the Institution nor Principal Investigator
will be liable for the depreciation or normal
wear and tear to the Equipment. Promptly
following the termination or expiration of
this Agreement, the Equipment shall be
returned to Sponsor or its authorized
representative at Sponsor’s reasonable
expense pursuant to written instructions
provided by Sponsor, Sponsor’s authorized

10.4 Zariadenie. V pripade, Ze inStitucii
bude poskytnuté zariadenie na pouzivanie
pocas Kklinického skusania, zadavatel,
splnomocneny zastupca zadavatela a /
alebo predajca vybrany a najaty
zadavatelom alebo jeho zastupcom na
poskytnutie zariadenia doda insStitucii
zariadenie potrebné na pouzitie v klinickom
skasani tak, ako je uvedené v tabulke ako
priloha C (,Zariadenie“) tejto zmluvy.
inStiticia sdhlasi s tym, Ze zariadenie sa
bude pouzivat’ iba v sulade s protokolom a
iba pre toto Kklinické skusSanie. Institicia
bude zaobchadzat a zabezpeci, Ze
zodpovedny skusajuci bude zaobchadzat so
zariadenim s ndaleZitou starostlivostou a
pozornostou a bude dodrZiavat
prevadzkové pokyny zariadenia, ako aj
pokyny dodané zadavatel'om,
splnomocnenym zastupcom zadavatela,
alebo akymkolvek predajcom, ktorého
vybral anajal zadavatel, aby zariadenie
poskytol. InStitdcia ani zodpovedny
skasajuci nebudu zodpovedni  za
odpisovanie alebo bezZné opotrebenie
zariadenia. Bezodkladne po ukonceni alebo
vyprSani platnosti tejto zmluvy bude
zariadenie vratené zadavatel'ovi alebo jeho
splnomocnenému zastupcovi na primerané
ndklady zadavatel'a na zaklade pisomnych
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representative, and/or any vendor selected
and engaged by Sponsor to provide the
Equipment.

pokynov, Kktoré poskytne zadavatel,
splnomocneny zastupca zadavatela a /
alebo akykol'vek predajca vybraty a najaty
zadavatel'om, aby zariadenie poskytol.

10.5 Return of Property. Upon
termination or expiration of this
Agreement, the Institution/Principal

Investigator shall return to the Sponsor
within thirty (30) days, at the Sponsor’s
expense, any unexpended funds previously
paid or advanced to Institution, any
remaining Investigational Drug (except as
required by law), and any copies of
Confidential Information that are in the
possession or under the control of the
Institution or the Principal Investigator;

provided, however, that the
Institution/Principal  Investigator may

retain a copy of such Confidential
Information to the extent required by
Applicable Law. At the Sponsor’s request
and expense, the Institution/Principal
Investigator shall dispose of the remaining
Investigational Drug in accordance with
Sponsor’s  instructions, subject  to
Applicable Law.

10.5 Vratenie majetku. Po ukonceni
alebo uplynuti platnosti tejto zmluvy
inStiticia/zodpovedny skusajuci vratia
zadavatelovi do tridsiatich (30) dni, na
naklady zadavatela, vSetky nevycerpané
financné prostriedky uZz zaplatené alebo
predplatené inStitucii, vSetok zostavajuci
skasany liek (s vynimkou pripadov, ak
zakon pozaduje inak), a vSetky koépie
dovernych informacii, ktoré su v drzbe
alebo pod kontrolou inStitacie alebo
zodpovedného skusSajuceho; avSak =za
predpokladu, Ze inStiticia/zodpovedny
skasajuci si mézu ponechat képiu tychto
dovernych informdcii v rozsahu, v akom to
stanovuje prislusny pravny predpis. Na
Ziadost a naklady =zadavatela musia
inStiticia/zodpovedny skdsajuci
zlikvidovat' zostavajuci skdsany liek v
sulade s pokynmi zadavatel'a a v sulade s
platnymi pravnymi predpismi.

10.6 Final Accounting. The Institution
shall deliver to the Sponsor, within ninety
(90) days after expiration or early
termination of this Agreement, a final
accounting of amounts due (and reasonable
supporting documentation), taking into
account payments made and not yet made
under the Payment Schedule, and expenses
reimbursable pursuant to Section 10.3,
from one party to the other party.
Undisputed amounts due shall be paid
within sixty (60) days thereafter.

10.6 Konecné vyuctovanie. Institucia
doruci zadavatel'ovi do devatdesiatich (90)
dni po vyprSani alebo predcasnom
ukonceni tejto zmluvy konecné vyuctovanie
splatnych sim (a primerani podpornu
dokumentaciu), so zretelom na platby,
ktoré uz boli vykonané a platby, ktoré este
neboli vykonané podla planu dhrad, a
naklady urc¢ené na preplatenie jednou
zmluvnou stranou druhej strane podl'a Casti
10.3. Nespochybniované splatné sumy budu
uhradené do Sestdesiatich (60) dni po tom.

11. MISCELLANEOUS.

11. ROZNE.

11.1 Remedies and Waiver. The
remedies provided in this Agreement are

11.1 Opravné prostriedky a zrieknutie
sa prav. Opravné prostriedky uvedené v
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not exclusive and the party suffering from a
breach or default of this Agreement may
pursue all other remedies, both legal and
equitable, alternatively or cumulatively. No
express or implied waiver by a party of any
breach or default will be construed as a
waiver of a future or subsequent breach or
default. The failure or delay of any party in
exercising any of its rights under this
Agreement will not constitute a waiver of
any such right, and any single or partial
exercise of any particular right by any party
will not exhaust the same or constitute a
waiver of any other right provided in this
Agreement.

tejto zmluve nie su vylucné a strana, ktora
utrpi poruSenim alebo neplnenim tejto
zmluvy, moéZe vyuzit - alternativne alebo
kumulativne - vSetky ostatné opravné
prostriedky, podla prava a zasad ekvity.
Ziadne vyslovné ani implicitné zrieknutie sa
prav  zmluvnou stranou v pripade
akéhokolvek poruSenia alebo neplnenia
zmluvy sa nebude vykladat ako zrieknutie
sa prav pri budicom ¢i d'alSom porusSeni
alebo neplneni zmluvy. Zlyhanie alebo
oneskorenie ktorejkol'vek zmluvnej strany
pri uplatiiovani svojich prav na zaklade
tejto zmluvy nebude predstavovat
zrieknutie sa takéhoto prava a kazdé
jednotlivé alebo Ciasto¢né uplatnenie
konkrétneho prava ktoroukol'vek zmluvnou
stranou toto pravo nevycerpa ani nebude
predstavovat zrieknutie sa akéhokol'vek
iného prava daného touto zmluvou.

11.2 Assignment. No party may assign
this Agreement without the prior written
consent of any other party, except that the
Sponsor may assign this Agreement to an
Affiliate, or to a third party in connection
with a merger or sale of all or substantially
all of its assets relating to the Study or the
Investigational Drug. For purposes of this
Agreement, “Affiliate” means, with respect
to any corporation or other entity, another
corporation or other entity that, directly or
indirectly, controls, is controlled by, or is
under common control with such
corporation or entity, where “control”
means the direct or indirect ownership of
more than fifty percent (50%) of the voting
securities of an entity, or any other
relationship that results in actual control
over the management of an entity.

11.2 Postiupenie. Ziadna strana nesmie
postupit’ tuto zmluvu bez
predchadzajiceho pisomného suhlasu
akejkol'vek druhej strany, s vynimkou, Ze
zadavatel moZe postdpit tuto zmluvu na
pridruZenu spolo¢nost alebo tretiu stranu v
suvislosti s fuziou alebo predajom vsetkych
alebo takmer vSetkych svojich aktiv
tykajucich sa klinického skuSania alebo
skaSaného lieku. Na ucely tejto zmluvy
,pridruzena spolo¢nost“ oznaluje, vo
vztahu k akejkol'vek spolocnosti ¢i inému
subjektu, int spolo¢nost alebo iny subjekt,
ktory ma priamu alebo nepriamu kontrolu,
je kontrolovany alebo je pod spolo¢nou
kontrolou takejto  spolo¢nosti alebo
subjektu, kde ,kontrola“ znamena priame
alebo nepriame vlastnictvo viac ako
patdesiat percent (50%) cennych papierov
subjektu s hlasovacim pravom alebo
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akykolvek iny vztah, ktory vedie k
skutocnej kontrole nad vedenim subjektu.

11.3 Independent Contractor. In
performing activities under this Agreement,
the Institution, including the Principal
Investigator and its other employees, is
operating as and has the status of an
independent contractor to the Sponsor, and
shall not act as and is not an agent or
employee of the Sponsor. The relationship
between the parties does not constitute a
partnership, joint venture, or agency. No
party shall have the authority to bind any
other party without that other party’s
express, written permission.

11.3 Nezavisly dodavatel. Pri
vykonavani cinnosti podla tejto zmluvy
inStitdcia, vratane zodpovedného
skasajuceho, a jej dalSi zamestnanci
posobia ako nezavisly dodavatel a maju
status nezavislého dodavatel'a zadavatel'a a
nemozu vystupovat ako zadavatel a nie su
zastupcami ani zamestnancami zadavatel’a.
Vztah medzi zmluvnymi  stranami
nepredstavuje  partnerstvo,  spolocny
podnik ani zastupovanie. Ziadna strana
tejto zmluvy nie je opravnena viazat
akuikol'vek druhu stranu bez vyslovného
pisomného povolenia druhej strany.

11.4 Further Assurances. Each party
shall execute such other instruments, give
such further assurances, and perform acts
reasonably necessary or appropriate to
effectuate the provisions of this Agreement.
All parties certify that the signatory has
the authority to sign the Agreement on
behalf of their organization and that the

individual is authorized to bind the
organization to the terms of the
Agreement.

11.4 DalSie zaruky. Kazda strana bude
vykonavat také dalSie kroky, poskytovat
také d’alSie zaruky a vykonavat' také tkony,
ktoré su primerane nevyhnutné alebo
vhodné na naplnenie ustanoveni tejto
zmluvy. VsSetky strany potvrdzuju, ze
podpisovatel ma pravomoc podpisat
zmluvu v mene svojej organizdcie aZe
jednotlivec je splnomocneny zavazovat
organizaciu k plneniu podmienok zmluvy.

11.5 Notices. All notices given hereunder
shall be in writing and shall be delivered by
hand or by registered or certified mail,
return receipt requested, postage prepaid,
addressed to the parties as follows:

11.5 Oznamenia. VSetky ozndmenia
odoslané podla tejto zmluvy musia mat
pisomnu formu a musia byt dorucené
osobne  alebo  doporucenou alebo
certifikovanou zasielkou s povinnou
dorucenkou, predplatenym postovnym,
strandam nasledovne:

To the Institution:

Narodny ustav detskych choréb
Limbova 1
833 40 Bratislava, Slovakia

Ak budu adresované institacii:

Narodny ustav detskych chorob
Limbova 1
833 40 Bratislava, Slovensko
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Attention: -

Do ruk: -

To the Principal Investigator:

Narodny ustav detskych chorob

Klinika detskej oftalmologie
(KDO) (Dept. of  Paediatric
Opthalmology)

Limbova 1

833 40 Bratislava, Slovakia

Attention: -

Ak budu adresované zodpovednému
skasajucemu:

Narodny ustav detskych chorob
Klinika detskej oftalmoldgie
(KDO)

Limbova 1
833 40 Bratislava, Slovensko

Do ruk: -

To the Sponsor:

Regeneron Pharmaceuticals, Inc.
777 0ld Saw Mill River Road
Tarrytown, NY 10591

United States

Attention: General Counsel

Ak budui adresované zadavatelovi:

Regeneron Pharmaceuticals, Inc.
777 0ld Saw Mill River Road
Tarrytown, NY 10591

Spojené staty americké

Do ruk: Hlavny pravnik

11.6 No Third-party Beneficiary. This
Agreement is for the sole benefit of the
parties, and does not confer any rights on
any third party.

11.6 Ziadna tretia strana ako prijemca.
Tato zmluva je uzatvorenda vyluCne v
prospech zmluvnych stran a nepriznava
Ziadne prava akejkol'vek tretej strane.

11.7 Entire Agreement; Amendments.
This Agreement, together with the Exhibits
hereto, constitutes the entire agreement of
the parties with respect to its subject
matter, and supersedes all previous written
or oral representations, agreements, and
understandings between the parties with
respect to that subject matter. This

11.7 Uplna zmluva; zmeny. Tato zmluva
spolu s jej prilohami predstavuje uplnu
zmluvu zmluvnych stran vo vztahu k jej
predmetu a nahradza vSetky
predchadzajice pisomné alebo ustne
vyhlasenia, dohody a dojednania medzi
stranami vo vztahu k tomu predmetu. Tato
zmluvu je moZné zmenit len na zaklade
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Agreement may only be amended by a
written document signed by both parties. In
the event of any conflict between the terms
of the Exhibit B (Budget and Payment
Terms) and this Agreement, this Agreement
shall control. In the event of any conflict
between the terms of the Protocol and this
Agreement, the terms and conditions of this
Agreement shall govern the conduct and
obligations of the parties for all matters,
except that the terms and conditions of the
Protocol, as approved by the Institution IRB,
shall govern with respect to matters of
science, medical practice, and Study Subject
safety.

pisomného  dokumentu  podpisaného
oboma zmluvnymi stranami. V pripade
akéhokol'vek rozporu medzi podmienkami
v prilohe B (Rozpocet aplatobné
podmienky) a v tejto zmluve bude platit
tdto zmluva. V pripade akéhokolvek
rozporu medzi podmienkami protokolu
atouto zmluvou sa bude konanie
a povinnosti stran v suvislosti so vSetkymi
zalezitostami riadit podmienkami tejto
zmluvy, okrem pripadu, ked platia
podmienky protokolu schvalené institiciou
IRB v stvislosti so zaleZitostami tykajicimi
sa vedy, lekarskej praxe a bezpecnosti
ucastnikov klinického skusania.

11.8 Severability. If any provision of this
Agreement shall be determined to be
invalid, illegal, or unenforceable, either in
whole or in part this Agreement shall be
deemed amended to delete or modify, as
necessary, the offending provisions and to
alter the balance of this Agreement in order
to render the same valid, legal and
enforceable to the fullest extent
permissible.

11.8 OddeliteI'nost. Ak sa zisti, ze
niektoré z ustanoveni tejto zmluvy je
neplatné, nezakonné alebo nevynutitel'né, a
to bud’ uplne alebo ¢iastoc¢ne, tato zmluva sa
bude povazovat za zmenenu tak, Ze z nej
boli odstranené alebo podla potreby
upravené neplatné ustanovenia, a zvySok
tejto zmluvy bol upraveny, aby bol platny, v
sulade so zakonom a vynutitelny v
maximalne povolenom rozsahu.

11.9 Survival. The provisions of this
Agreement which by their nature or intent
are to survive the termination or expiration
of this Agreement shall so survive and
continue in effect.

11.9 Pretrvanie platnosti. Ustanovenia
tejto zmluvy, ktorych povahou alebo
zamerom je, Ze ich platnost ma pretrvat po
ukonceni alebo vyprSani tejto zmluvy,
pretrvaju v platnosti a zostanu uc¢inné.

11.10 Counterparts. This Agreement may
be executed in three (3) counterparts, each
of which is deemed an original, but all of
which together constitutes one instrument.
The Agreement may be delivered
electronically or by facsimile transmission,
and the parties hereby agree that any
electronic or facsimile signatures hereto are
legal, valid and enforceable as originals.

11.10 Vyhotovenia. Tato zmluva moZe
byt podpisanda v troch (3) vyhotoveniach, z
ktorych kazdé je povaZované za original, ale
vSetky spolu tvoria jeden dokument.
Zmluvu je mozZné zaslat elektronicky alebo
faxom, a zmluvné strany tymto suhlasia, Ze
vSetky elektronické alebo faxové podpisy v
tejto zmluve sa zavazné, platné a
vykonatel'né ako originaly.
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11.11 Headings. The Section and Article
headings in this Agreement are for
reference only, and shall not affect the
interpretation or meaning of any provision
of this Agreement.

11.11 Nadpisy. Nadpisy casti a ¢lankov v
tejto zmluve sliZia len na referen¢né ucely a
nebudd mat vplyv na vyklad alebo vyznam
ktoréhokol'vek ustanovenia tejto zmluvy.

11.12 In regards to the Study as per this
Agreement the Sponsor represents not to
enter into any separate agreements with the
Principal Investigator or any other member
of the delegated Study team.

11.12 Zadavatel sa zavazuje, Ze neuzavrie
samostatnd zmluvu tykajucu sa klinického
skaSania podla tejto zmluvy so
zodpovednym skusajucim ani so Ziadnym
¢lenom skusSajuceho timu.

11.13 Controlling Law and Prevailing
language. This Agreement shall be
governed by the laws of the Slovak Repubilic,
without regard to its choice of law rules, and
the parties hereby unconditionally submit
to the exclusive jurisdiction of Slovak
courts, in all matters relating to this
Agreement.

This Agreement is executed in both English
and Slovak language. In case of any
incoherence, contradiction or discrepancy
between the English and the Slovak version
of this Agreement, the terms of the Slovak
version shall prevail.

11.13 Rozhodné pravo a riadiaci
jazyk zmluvy. Tato zmluva sa riadi
zakonmi Slovenskej republiky, bez ohl'adu
na volbu prava, a strany sa tymto
bezpodmiene¢ne podriaduju  vylucnej
jurisdikcii sadov Slovenskej republiky vo
vSetkych otazkach tykajucich sa tejto
zmluvy.

Tato zmluva je vyhotovena v anglickom a
slovenskom jazyku. V pripade nesuladu,
rozporu alebo nejednoznacnosti medzi
anglickym a slovenskym znenim tejto
zmluvy, je rozhodujuci ustanovenie v
slovenskom jazyku.

-Signatures on the Next Page-

-Podpisy na nasledujuicej strane-
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IN WITNESS WHEREOF, the parties have | NA DOKAZ TOHO bola tito zmluva
executed this Agreement as of the Effective | podpisana k datumu uc¢innosti.
Date.

Regeneron Pharmaceuticals, Inc.

By/Za:

Name/Meno:

Title/Funkcia:

Date/Datum:

Narodny ustav detskych choréb

By/Za:

Name/Meno: Ing. et Ing. Peter Magat
Title/Funkcia: director / riaditel

Date/Datum:

Principal Investigator/Zodpovedny skusajuci

Name/Meno: || |l

Date/Datum:
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Exhibit A

Priloha A

Protocol

Protokol

(Provided under separate cover)

(poskytnuté samostatne)
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Exhibit B

Priloha B

Budget and Payment Terms

Rozpocet a platobné podmienky
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ATTACHMENT B-1 PRILOHA B-1

The budget grid Rozpoétova tabulka
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Exhibit C Priloha C
Equipment Zariadenie
EQUIPMENT FORM FORMULAR K ZARIADENIU
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Exhibit D

Priloha D

Payment Beneficiary Details Form

Formular s idajmi o prijemcovi platby
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Exhibit E

Priloha E

Standard Contractual Clauses Annex B

Priloha B tykajtca sa Standardnych
zmluvnych doloziek
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