PARTICIPATING SITE AGREEMENT

This Participating Site Agreement (th
“Agreement’) is entered into on the day
last signature Effective Dat€’),

by and between

Outcome Europe Sarl, with and addresg

chemin du Glapin 6, 1162 St-Pre
Switzerland (hereinafter referred to
“Company’),

and

Faculty Hospital Trefin, with and address &
Legionarska 2811 71 Trenin, Slovakia

Reg. No.: 00610470

Tax Reg. No.: 2021254631
Bank: Statna pokladnica, Bratislava, Slova]
Republic

Account No.: 7000280438/8180

IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SUBASKBX

Variable symbol: Invoice No.

Represented by: Rudolf Lintner, Director
(hereinafter referred to a€linician Site”),

and
Zuzana Sustykevicova, Department
Ophthalmology, Fakultna Nemocni

Trencin, with the address at Legionarska
911 71 Trencin, (hereinafter referred to
“Investigator”),

(the Company, the Investigator and 1
Clinician Site are each referred
individually as a Party” and collectively as
the “Parties’).

WHEREAS, Company has entered into
agreement with Novartis Pharma AG, Bag
Switzerland (the“Sponsor”) in order to

ppracoviska na Studidialej ako Zmluva”) je

tFakultnd nemocnica Tréim so sidlom na

ZMLUVA O U CASTI KLINICKEHO
PRACOVISKA NA STUDII
is Tato Zmluva o dasti klinického
uzatvorena flom posledného podpisulfén
platnosti”),

medzi

@utcome Europe Sarl so sidlom na che
xju Glapin 6, 1162 St-Prex, Svegrsko (alej
adko ,Spolatnost™),

a

Legionarska 28, 911 71 Tré&n, Slovenska
republika

IC: 00610470

kDIC: 2021254631

Bankové spojenie: Statna pokladnica,
Bratislava, Slovenska republika

¢islo &tu: 7000280438/8180

IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SUBASKBX

Variabilny symbol<gislo faktury

zastupena: MUDr. Rudolf Lintngriaditel
(d’alej ako ‘Klinické pracovisko”),

a

MUDr. Zuzana Sustykewova, @na Klinika,
~fakultna nemocnica Treémn, so sidlom n;
Jdgegionarska 28, 911 71 Tr&n, (dalej ako
askuasajacr),

HSpolanog’, Skusajuci a Klinické pracovisk
t§a@ jednotlivo oznmaju ako ‘Zmluvna
strana” a spol@ne ako ‘Strany”).

AKEDZE, Spola@nos’ uzavrela so spoinos’ou
sélovartis Pharma AG, Bazilej, Svarsko
(-Sponzor) zmluvu za w@elom pripravy,

min

(0]

develop an observational study with proto

cpbzorovacej Studie, gom protokol Stidie
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entitled: “LUMINOUS: Study to observe th
effectiveness and safety of LUCENTIS

through individualized patient treatment angrostrednictvom

associated outcomes”, protocol num
RFB002A2406 (the Study”). This Study is
observational and does not include
medical intervention;

[«

WHEREAS, the Study will include patient
previously enrolled in a Sponsor’s registry
patients being treated with ranibizumab
neovascular age-related macular degenera
(wet AMD), as well as patients prospective
enrolled from outpatient ophthalmolog
clinics where ranibizumab is marketed;

WHEREAS, Clinician Site desires t
participate in the Study as one participat
site in this multi-center Study, and desireg
participate in the data registry established
Company in connection with the Study; an

WHEREAS, Clinician Site has adequa
facilities and expertise available to conduct
Study under the qualified direction of t
Investigator and, in furtherance of its scient
and clinical missions, seeks to participate
the Study.

WHEREAS, the Parties represent that
Study is not an interventional clinical stud
and that:
() medicinal drug is used in the Study
line with the marketing authorizatig
and Summary of Produ
Characteristics,

selection and application of th
medicinal drug is independent of t
decision to include a patient to t
Study, decision on application of ti
medicinal drug is not made on the ba
of Study Protocol but on basis
current medical knowledge, namely {
Investigator is treating patients as [
normal routine practice of medicine,

(ii)

arStadia je iba pozorovacou S$tadiou a

aesie nazov ,LUMINOUS: Stadia pozorovar
@cinnosti a bezpmosti lieku LUCENTIS®
individualizovane) &y
ppacientov  a suvisiacich  vysledkov* cislo
protokolu RFB002A2406 @tudia”). Této

sitag’ou neboli Ziadne medicinske zasahy;

KEDZE Studie sa zastnia pacienti, ktori u

sboli zapisani do zoznamu pacient
@ponzora, ktorym bol podavany ranibizum
f@a &elom ligkenia neovaskularnej veko
tpodmienene) makularnej degeneracie (1
sl;nokra makularna degeneracia, AMD), akg
yypacienti, ktori su zapisani ako kandid
oftalmologickych poliklinik, kde je podavan
ranibizumab;

oKE DZE, Klinické pracovisko si Zela podia’
rep na Stadii ako jedno z pracov
toulticentrického skuSania, z&la si podiéat
by naregistri tdajov zaloZenym Spa@ioog’ou
dv savislosti so Stadiou ; a

t«EDZE, Klinické pracovisko disponuj
tipeimeranymi priestormi a odbornyn
henalogami dostupnymi na realizaciu Stadie
flkvalifikovaného vedenia SkidSajuceho a
pomoci vlastnych vedeckych a klinickych Ul
si zela poditst’ sa na Stadii.

heEDZE Strany vyhlasuju, Ze Stadia nie
lyntervertnou  klinickou Stadiou, v zmysl
Studie a ze:

irfi)
n

ot

je liek v ramci Studie pouzivarn
v sulade s distribtnym  opravnenin
a Pribalovou informaciou lieku,

vyber a pouzivanie lieku je nezavislé
rozhodnutia o zdeneni pacienta d
Stadie, rozhodnutie o pouziti liek
nebolo prijaté na zaklade Studijné
protokolu, ale na zé&klade aktuélny
medicinskych poznatkov, asi
SkusSajuci sa k pacientom sprava tak
je zvykom v ramci beznej medicinsk
praxi,

(i)
he
he
ne
Sis
of
he
per

Ha

jej

oV
ab
m
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y
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za
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(i) patients participating in the Study w

Il i pacienti, ktori sa aZiashuju na Stadii nig
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not be subject to any additio
diagnostic or health  monitori
procedures, epidemiological methag

su predmetomdalSich diagnostickyc
postupov pripadne postup
monitorujucich zdravotny stav, pdm

—

rrjal
g

ds

are used for the purpose of analyzing za &elom analyzy zhromazdenych

collected data. Gdajov su pouzité epidemiologické
metody.

NOW, THEREFORE, in consideration of theA, TAK s olfadom na dojednania

mutual covenants and premises he

contained, the Parties agree as follows:

rarpredpoklady obsiahnuté v tejto Zmluve
Strany dohodli na nasledovny:
skutanostiach:

sa
ch

i 1. Studijny protokal Pri realizacii a éasti
te na Stadii s Klinické pracovisko

all  SkuSajuci povinni dodrziavarSetky platné
N prava tykajluce sa postup(
ent zhromad’ovania  informacii  a postupy
hal odmeaiovania, ochrany osobnych adajov
data and moral rights of patients, moralnych prav pacientov, predovsetkym
especially including the secrecy [of utajenia archivov zdravotnej dokumentécie
medical documentation archives and a archivacie zaznamov ako aj vSetky
maintenance of records, as well as |all ostatné podmienky a povinnosti pre
other terms, conditions and obligations vyskumné strediskdA a  vyskumnych
for clinician sites and investigators, pracovnikov, vratane bez obmedzenia

Study Protocol: In conducting anc
participating in the Study, Clinician Si
and the Investigator shall comply with
applicable laws on data collectiq
procedures and reimbursemé
procedures, protection of the perso

o

DV

D

C

—_

including but not limited to follow the
serious adverse event reporting proct
as outlined in the Study protocol numk
RFB002A2406 attached hereto as Exhil
A, and any amendment thereof (1
“Study Protocol’). In the event that th
Study Protocol and this Agreeme

conflict, the Study Protocol shall prevail.

Compensation:

. Clinician _Site’s Compensation: In
consideration of Clinician Site’s servic
under the terms of this Agreeme
Company shall pay Clinician Site tk
compensation and expenses set forth
the Compensation Schedule, attac

povinnosti dodrziava postup pri hlasen
>sszavaznych negativnychtiakov, tak ako je
er uvedené v protokole o Stadii ¢.
it RFBO02A2406, ktory tvori_Prilohu A
he v zmysle vSetkych jej zmien a doplne
(“Studijny protokol”). V pripade, 7e s
nt Studijny protokol a tato Zmluva bud
odporova, potom je rozhodujici Studijn
protokol.

ni
a)

-

<\

2. Odmena:

A. Odmena Klinického pracoviska:
sV slOvislosti so  sluzbami  Klinickéhp
nt, pracoviska, pokh podmienok tejto

ne
1 in
ned
)

Zmluvy, je Spolénog’ povinna zaplafi
Klinickému pracovisku odmenu a nakla
tak ako je uvedené v Prilohe Odmig

dy
2N,

hereto as_Exhibit Band incorporate(
herein by reference. The Investigat

compensation shall comprise a part of the

ktora tvori Prilohu Ba je do Zmluvy
zahrnuta vo forme odkazov. Odme
SkuSajuceho bude tvdrisitag’ odmeny

I's

Clinician Site’s compensation and shall Klinického pracoviska a bude

be specified in the above stated Exhjbit Specifikovand v Prilohe .B Klinické

B. The Clinician Site shall be responsible pracovisko bude povinne plét
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for paying the Investigator as

employee the relevant amount

compensation decreased potentially
taxes and insurance contribution
applicable under Slovak laws. Compa
shall only be responsible for payir
Clinician Site in amounts and within tf
time period as detailed in th
Compensation Schedule from the furn
paid to Company from Sponsor. A
payments to Clinician Site shall be ma
payable in Euros and shall be made to
bank account of Clinician Site. Su
account shall be located in Slovak
Clinician Site shall provide Compar
with the details of its bank account
necessary for Company to make

payments required hereunder.

In order to receive the compensat
described in Section 2A, the Investiga

its

of
by
as
ny
g
e
e
ds
Il
de
the
ch
ia.
Yy
as
he

aB.
tor
nd

and Clinician Site must completely a
accurately enter all Study data within

he

timeframes required by this Agreement,

the Study Protocol and

the Study

specifications. The Clinician Site and the
Investigator understand and agree that

Company and Sponsor are

ot

responsible for any costs or expenses
associated with any medical treatment of
individuals participating in the Study (the
“Subjects”). The compensation provided

is the
provided

this Section 2
to be

under
compensation

total

in

connection with this Study performed |at

Clinician Site.

. Clinician Site represents, warrants

e

covenants that any compensation paid| for
services provided herein (i) constitutes
the fair market value for the services
rendered in light of Clinician Site’s and

Investigator's expertise and experience
and (ii) is not, in any way, an inducement
to, or in return for, the past, present|or

future prescribing, purchasing,
recommending, using, obtaining
preferential  formulary  status, r

dispensing any Sponsor product or in any

way contingent or dependent upon

ny

SkuSajucemu ako jeho zamestnang
prislusnt sumu odmeny znizenu pripa
odane aodvody na poistné pad
platnych slovenskych predpiso
Spolainog’ je povinna plati Klinickému
pracovisku ciastky poda  ¢asovych
obdobi tak ako je blizSie uvede
v Prilohe Odmien, ato zo zdrojq
vyplatenych Spolénosti od Sponzorg
VSetky platby Klinickému pracovisk
maju by splatné v mene Euro a zaslg
na &et Klinického pracoviska. Tenta:ét
musi by umiestneny na Gzemi Slovens
Klinické pracovisko je povinné poskyttit
Spolainosti detaily o bankovom¢te, tak
ako je potrebné, aby Spdélwog mohla
uskut@nit’ platby poda tejto Zmluvy.

Za &elom obdrzania odmeny uvedene
Odseku 2A, musi Skusajaci a Klinick
pracovisko kompletne a presne vid
vetky Studijné Gdaje a to wasovom
ramci vyZadovanym touto Zmluvo
Studijnym  Protokolom a  Studijng
Specifikiciou. Klinické pracovisko

SkdsSajuci berd na vedomie a suhlasia
Spolainog” a Sponzor nie su zodpoved

za Ziadne naklady a vydaje spojene

akymkdvek  liecenim  jednotlivcov
G¢astniacich sa na Studii $tibjekty”).

Odmena poskytnuta pta tohto Odseku

predstavuje celkovi odmenu poskytnut
suvislosti s touto Studiou realizovanou
Klinickom pracovisku.

Klinické pracovisko vyhlasuje, zavazd
a zarduje sa, Ze odmena vyplatena
sluzby poskytnuté pdd tejto Zmluvy (i)
zodpoveda trhovej hodnote sluzi
poskytnutych s pouzitim
poznatkov a skusenosti Klinickél
pracoviska  a SkdSajuceho, a

v Ziadnom pripade nie je stimulom
alebo odplatou za minulé, &sné alebg
buduce predpisovanie, kapu, odp&adie,
pouZzivanie, ziskanie prednostného stat
lieku, alebo vydavanie akéhdkak
vyrobku Sponzora, atiez nie je iny

[
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such activity. takychtdinnostiach.

3. Investigator and Clinician Site Liaispp3. SkuSajuci  a spolupraca s Klinickym
The Investigator shall supervise and pracoviskom SkdSajaci je  povinny
conduct the Study according to the Stlidy dohliada® na realizaciu Stadie pba
Protocol, as may be amended from time Vyskumného protokolu, pdd pisomnych
to time in writing upon the mutual dodatkov, potlh vzajomnej dohody Stran,
consent of the Parties, as well as with theako aj v sulade s platnymi zakonmi| a
provisions of this Agreement, and |in ustanoveniami tejto Zmluvy, nariadeniami
compliance with applicable laws, apokynmi, vratane bez obmedzenia
regulations and guidance, including but etickymi principmi obsiahnutymi
not limited to the ethical principles v Helsinskej deklaracii a dodatkami k ngj.
reflected in the Declaration of Helsinki V pripade, Ze SkuSajuci nebude via¢ k
and its amendments. Should the dispozicii, Spolénog’ a Klinickeé
Investigator become unavailable, pracovisko su povinni spolupracavari
Company and Clinician Site shall work hradani aymenovani jeho néastupc
cooperatively to find and appoint |a SkdSajuci tymto potvrdzuje, Zze Zivotop
successor for the Investigator. The ktory predloZil Spolénosti v suvislost
Investigator hereby certifies that the s realizaciou Stadie je ku D G&innosti
curriculum vitae he/she provided (o pravdivy aspravny aZze SkusSajuci
Company in relation to the performance meSkania upovedomi Spolos’
of the Study is true and correct as of the o akejkdvek zmene vjeho Zzivotopise
Effective Date and that he/she will a poskytne Spotmosti jeho aktualizovan(i
immediately inform the Company of any verziu. SkuSajucid’alej tymto poskytuj
changes to such curriculum vitae gnd svoj suhlas so spracovanim jeho osobnych
provide the Company with an updated Udajov, a tieZ s poskytnutim jeho osobnych
copy thereof. The Investigator further Udajov Sponzorovi za ¢élom realizaci
gives his/her consent to the processing ofStidie. Skusajlucialej sthlasi s tym, aby
his/lher personal data, including the jeho osobné udaje boli zaslané inym
sharing of such information with the spracovatbom u(dajov za &elom ich
Sponsor, for the purpose of conduction spracovania atiez aby boli jeho osobné
the Study. The Investigator further agre¢es Udaje zaslané do inych krajin, ktgré
that his/her personal data may be sent toneposkytuju taki ochranu ako krajina, kde
other data processors for processing andsidli SkuSajuci, vratane do Spojenych
also to other countries with laws that are Statov americkych. SkuSajuci je ako subj
not as protective as those of the Udajov oboznadmeny o svojich prav
Investigator's country of residence, vzmysle prislusného zakona o ochrane
including the United States. The osobnych (dajov. Okrem uvedeného
Investigator, as data subject, is informed Klinické pracovisko ustanovi Kontaktnu
about his/her rights according to the osobu v ramci Klinického pracoviska, ktgra
applicable data protection law. |n bude zodpovedna za koordinaciu vSetkych
addition, the Clinician Site will designate administrativnych postupov, ara
a Clinician Site liaison who shall be podavanie hlaseni a odpovedanie |na
responsible  for  coordinating  all Ziadosti Spoldnosti vzitadom na Stadil
administrative activities, and reporting to a jej spravu.
and responding to requests from the
Company regarding the Study and |its
administration.

ez
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4. Institutional Approvals and Protection p#. Uradné povolenia a ochrana informagii
Information Sponsor, Company or the Sponzor, Spoknog’ alebo SkuSajuai
Investigator acting on behalf of the konajuci vmene  Sponzora  alek
Sponsor or the Company shall arrange|for Spolainosti, je povinny zabezpe’ aby EK
the EC to approve the conduct of the realizaciu Stadie schvalila, t@eZ je
Study, including to approve any povinny odsuhlasi akékdvek poverenia
authorization, waiver of authorization, vzdanie sa povereni, Informovany Suhlas,
Informed Consent, or other document that alebo iny dokument, ktory je potrebnpé
is required to be so approved |in odsuhlagi v sGvislosti so Stadiou ato
connection with the Study consistent wjth v stlade s platnym zakonom, platnymi
applicable law, the EC’s applicable nariadeniami a postupmi EK, a Studijnym
policies and procedures, and the Studyprotokolom. SkuSajlci je povinny obdtfZa
Protocol. The Investigator shall obtain od Sponzora a/alebo Spofmsti formular
from the Sponsor and/or the Company the Informovaného  Sdhlasu,  opravnenie,
form of Informed Consent, authorizatipn a/alebo zrieknutie sa fiaa pokid existuju
and/or EC waiver, if applicable, and any akékdvek dodatky tejto  Zmluvy
amendments thereof, to be submitted toa predloZ ich EK. Ak pod'a SkuSajuceho
the EC. If according to the Investigator, je nutné vykoné dodatky k dokumentom
amendments to the documents referred touvedenym vysSie, tieto dodatky vyzaduja
above shall be made, such amendmentgpisomnd  formu  avzajomny suhlas
may only be made in writing upon mutyal SkuSajuceho a Spaloosti. Strany suU
consent of the Investigator and the povinné dodrziava direktivy EK olfadne
Company. The Parties shall comply wijth realizacie Stadie. Ska3ajuci je povinpy
the directives of the EC regarding the informova’ Spol@&nog’ o vSetkych
conduct of the Study. The Investigator smerniciach EK, ktoré sa mézu odliSéva
shall notify Company of any EC od Studijného Protokolu.
directives that may vary from the Study
Protocol.

—_—

5. Informed Consent This Section 5 shall5. Informovany SdhlasTento Odsek 5 plaf
apply to the extent that informed consent do tej miery, ktor4d sa vyZaduje pfdiad
is required by the Study Protocol, the Studijného Protokolu, poziadaviek
requirements of the applicable EC |or platnych potla EK alebo platnych
applicable laws and regulations. T zakonov a nariadeni. Skasajuci |je
Investigator  shall obtain from each povinny obdrza od kazdého Subjektu,
Subject, prior to the Subjectls ato pred jeho dagou na Stadii, (i)
participation in the Study, (i) a signed podpisany Informovany Suhlas vo forme
Informed Consent in a form approved|in odsuhlasenej pisomne EK, v sulade|so
writing by the EC, in conformity with th smernicami uvedenymi vo Studijnom
guidelines set forth in the Study Protocol protokole, poki EK neschvalila vzdanie
unless a waiver of consent is approved by sa suhlasu; (i) nalezité opravnenia, alebo
the EC; (ii) appropriate authorizations,|or pod’a potreby, zrieknutie sa opravneni,
where applicable, waiver tak ako to vyZzaduje platny zakon
authorizations, as required under a Standardy o ochrane udajov, v sulade so
applicable law and data protection smernicami uvedenymi v Studijnom
standards, in conformity with the protokole; a (iii) akékbvek iné
guidelines set forth in the Study Protocol; dokumenty tykajuce sa pouZivania
and (iii) any other documents relating|to a zverejnenia informacii v suvislosti so
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the use and disclosure of information

connection with the Study that are

required by the EC as a requisite
approve the Study, and in conform
with the guidelines set forth in the Stu
Protocol. Such Informed Conse
authorizations, requests for waiv
(where applicable), and other requir
documents shall be in a form reason

approved in advance by the Company,
and Investigator shall ensure that such v sulade
documents comply with all applicable
laws and regulations, including without
limitation, the national or international

data protection directives (e.g., the
Directive on Data Protection
applicable) and

local and other applicable authoriti
where the Clinician Site is located.

Visiting Clinician Site and Performanc
Review Company, Sponsor and thg
agents or any of their affiliates will ha
the right, but not the obligation, to vis
Clinician Site to review researq
performance of the Study. If Compar
Sponsor or their agents or affiliates inte
to undertake such visits, they will provi
reasonable notification to Clinician Sit
and Clinician Site and Investigator w
provide assistance and cooperation.
Company’s review includes access

the applicable data
protection framework adopted by the

Stadiou, ktoré vyzaduje EK akKo
podmienku schvélenia Studie, a v stlade
so smernicami uvedenymi v Studijngm
protokole. Tento Informovany Suhlgs,

n

to
ty

dy opravnenia, Ziadds o zrieknutie s
nt, opravneni  (pokh potreby), a ostatne
er potrebné dokumenty maju Hhywo forme

ed
bly

odbvodnene odsuhlasenej vopred
Spolanog’ou. a SkuSajuci je povinny
zabezpéit, aby takéto dokumenty baqli
s platnymi zakonmi
vratane ale
na narodné
smernice

a nariadeniami,
obmedzenia

medzinarodné
osobnych ddajov  (napr.

nariadeni EU o ochrane
a prislusnym  pravnym  rdmcom
ochranu udajov prijatym organmi miestnej
samospravy ainymi organmi v mieste
sidla Klinického pracoviska.

U
S

S

5. NavSteva Klinického pracoviska
2ir a Kontrola priebehu Spol@nog’, Sponzo
e aich zastupcovia alebo akdkek ich

it pobatky budd m& pravo, ale ni
h povinnos navstevova Klinické
y, pracovisko za &elom kontroly
nd vyskumného priebehu Stadie. Pdkja

Je Spolanog’, Sponzor alebo ich zastupcovia
e, alebo poboky planuja podniknti takéto
Il navstevy, poskytnt odévodnené oznamenie

If Klinickému pracovisku, a Klinick
to pracovisko a SkusSajuci poskytne asistenciu

original medical records that identify
person who is enrolled in the Study (
“Source data”), Company obligates t

a aspolupracu. Pokiakontrola Spolonosti
he zahna pristup k pévodnym lekarsky
zdznamom, ktoré mo6zu identifika¥

maintain the confidentiality of such osobu, ktora je zapisana v ramci Stidie

records, in particular observe

Subject. Clinician Site and Investiga
also shall cooperate with all requests
any U.S. or foreign regulatory authori
or EC for an audit or inspection related
the Study and shall notify Compa
within twenty-four (24) hours afte
receiving such request, and pert
Company, Sponsor, their agents or any

legal (,Zdrojové (daje"),
regulations referring to personal data povinna
protection, including sensitive data such zdznamoch,
as data included in medical records|of pravne

ity v lekarskych

Spolainog’ je

udrz& mi¢anlivog’ o tychto
a predovSetkym dodrziaya
nariadenia v oblasti ochrany

or osobnych udajov, vratane citlivych Gdajov
by ako napr. udajov obsiahnutych
zdznamoch Subjektu.
to Klinické Pracovisko a SkuSajuci su takti

ny povinni  spolupracova pri  vSetkych
r poziadavkach zo strany akéhdikek
mit amerického alebo zahr&ného

ofregul@ného uradu alebo EK zacé€lom
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their affiliates to assist Clinician Site a
Investigator in responding to su
request. Clinician Site hereby authoriz
the Company, Sponsor, their agents
any of their affiliates, regulator
authorities and the EC to inspect a
copy all data and documents relating
the Study.

Confidentiality Clinician Site ang
Investigator shall, during the term of th
Agreement and thereafter, hold
confidence all information and materié
disclosed, collected or created by, for
on behalf of Company and Spons
including but not limited to the Stud
Protocol, case report forms (CRFs) &
Investigator Brochures
“Confidential Information” ). Clinician

(the Skusajuceho

q

J

nd previerky alebo kontroly tykajlcej
ch Stadie a st povinni informovéSpolanos’
es do dvadsestyri (24) hodin po obdrzar
ordanej poziadavky, a dovéliSpol@nosti,
y Sponzorovi, ich zastupcom alebo
nd pridruzenym spolénostiam aby pomoh
to Klinickému pracovisku a SkuSajucemu
zodpovedani danej poziadavky. Klinic
pracovisko tymto opréwje Spol@nog’,
Sponzora, ich zastupcov alebo pébg
regul@&né uarady a EK na kontrolu
kopirovanie vSetkych udajov a dokument
tykajucich sa Studie.

A

7. Micanlivog’ Klinické pracovisko &
s SkaSajuci su povinni gas doby trvania
in tejto Zmluvy ako aj potom, driav utajeni
ls vSetky informacie a materialy zverejnel
or zozbierané alebo vytvorené Spotog’ou
or, a Sponzorom alebo v ich mene, vratane
y obmedzenia Studijného Protoko
ind formularov pripadovych Stadii a broz
Odbverné informaci€’).

Klinické pracovisko a SkuSajuci su povin

iﬁ:h

Site and the Investigator shall use the pouzt Déverné informacie len zacélom
Confidential  Information solely tp vykonania Stidie a moZu tieto zverej
perform the Study and shall disclose the len osobam, majlcim potrebu vetltakéto
Confidential Information only to persons Ddoverné informacie zacélom realizécie
who have a need to know such Stiudie a tieto osoby sa pisomne zavi
Confidential Information to conduct the ochraiova’ dévernos danych Dévernych
Study and who are bound in writing to informacii a dodrziawa podmienky tejto
protect the confidentiality of sugh Zmluvy. Klinické pracovisko a Skudsaju
Confidential Information and to abide by su povinni ochngova’ Déverné
the terms of this Agreement. Clinician informacie, pouzitim prinajmenso
Site and the Investigator shall protect the rovnaky Standard starostlivosti,
Confidential Information using not less pouZivaju pri zaobchadzani s ich viastny

ktory

DI
ké

a
ov

M

mi

than the same standard of care with dévernymi informaciami, a neusta
which they treat their own confidential zachovav& oddvodnenu  starostlivos

le

information, but at all times shall use|at Klinické pracovisko a SkudSajuci mozu

least reasonable care. Clinician Site andzverejn’ Ddéverné Informécie len
the Investigator may disclose
Confidential Information to the extent
required by law or a court order, provided

that they promptly notify Company in

Ze okamzite budd informovaSpol@nog’
pisomne a to pred akymkeek takym

the rozsahu vyZadovanom zo zakona alebq na
zaklade sudneho prikazu, za predpokladu,

writing prior to any such disclosure and zverejnenim a  poskytnu pomoc
provide assistance to Company |in Spolanosti pri ziskani prikaz
obtaining an order protecting the zabraujucemu zverejneniu Ddévernych
Confidential Information from public Informéacii na  verejnosti.  Klinick
disclosure. Clinician Site and the pracovisko a SkuSajuci su taktiez povinni
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Investigator also shall maintain the dodrziava& dévernos vSetkych informécii
confidentiality of all information as tak ako vyzaduje Studijny Protokol a
required in the Study Protocol and, wjth ohladom na akékwek a vSetky informacis
respect to any and all information zverené alebo ziskané  Klinicky
disclosed to or obtained by Clinician Sjte pracoviskom a SkuSajucim, Klinick
and Investigator, Clinician Site and pracovisko a SkuSajuci zavazuju tym
Investigator hereby agree and accept tosthlasia a zavazuji sa dodrZig
be bound by the obligation and duties [set povinnosti uvedené v Studijnom Protoko
forth in the Study Protocol. In addition, Naviac, s oBfadom na vEkU dbéleZitos
recognizing the high importance pf dodrziavania  sukromia a bezpesti
privacy and security of Personal Data (as Osobnych Udajov (tak ako definu
defined by the Requirements), the PozZiadavky), Klinicke pracovisk
Clinician Site and Investigator agree to|be a SkuSajuci sa dohodli v plnom rozss
in full compliance with the Data Privacy kona v sulade s Poziadavkami

and Security Requirements attached| toSukromie a Bezpmogs’, ktoré tvoria
this Agreement as Exhibit Gereto (th Prilohu C tejto Zmluvy (‘Poziadavky’),
“Requirements”), both during the ter a to tak poas doby platnosti tejto Zmluy,
of this Agreement, and following the aaj po jej vypovedani, poKia budu
termination of this Agreement while they vlastni’ akékdvek Osobné udaje. Klinick
are in possession of any Personal Data.pracovisko a SkuSajuci su  povin
Clinician Site and Investigator shall okamzite informové Spol@nog’

immediately notify Company in the event v pripade, Ze Dbéverné Informéacie budu

Confidential Information is improperly pouZzité nespravne alebo budu spristupn
used, accessed or disclosed. This Sectiorti zverejnené. Tento Odsek 7 nema g
7 shall not prevent the Clinician Site and Klinickému pracovisku a SkudSajucen
the Investigator from disclosing amy zverejnt’ akékdvek Doverné informacig
Confidential Information to the Sponspr Sponzorovi a  prislusnym  vladny
and appropriate governmental agencies. agenturam.

The Investigator’s Obligations and 8. Povinnosti a vyhlasenia SkasSajuceho:
Representations:

In order to correctly perform this Za &elom riadneho plnenia tejto Zmluy
Agreement, the Investigator is n je SkuSajuci povinny predovsetkym:
particular obliged to:
- perform the obligations under
this Agreement with the utmost Zmluve svynaloZzenim ¢o mozZno
professional diligence, and najvasej odbornej starostlivos
specifically in compliance with a predovsetkym pri dodrzani odborny
professional ethics and applicable etickych zdsad a prisluSnych zakonov;
laws;

- use his/her best efforts and - Vynalozit vSetko potrebné  sili
professional expertise to conduct the a odborné znalosti zat€lom realizacie
Study in accordance with the Study Stadie  vstlade so  Studijny
Protocol; protokolom;

- anonymize any patient data - Anonymizova udaje o pacientoch, kto

that is reported to Company pr sU0 poskytované Spalnosti alebo
Sponsor or kept in the Study Records; Sponzorovi alebo sU vedené v ran

- PInit svoje povinnosti uvedené v tejto

1l

y

"
ch

m

nci

Studijnych zaznamov;
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provide the Company, at g
times, with documentation concerni
the Subjects enrolled in the Study 1
inspection, to the extent necessary
correctly carry out the Study.

The Investigator represents that |
performance of this Agreement is n

1
g
or
to

Kedykd'vek poskytnéi Spol@nosti za
Gcelom kontroly dokumentaciu tykajuq
sa Subjektov, ktoré sa &&stiuju na
Stadii, ato vrozsahu potrebnom
spravnu realizaciu Studie.

he SkuSajuci vyhlasuje, Ze plnenie te
ot Zmluvy nie je vrozpore sinym

contrary to the other activities conduct
by the Investigator, applicable laws,

internal policies or regulations applicak
in the Clinician Site where Investigator
employed. If such a conflict emerges, |
Investigator will immediately inform th
Company of the fact and make all effo
in order to minimize or remove Su(
conflict.

The Clinician Site's Obligations an

Representations:

thi
is

In order to correctly perform
Agreement, the Clinician Site
particular obliged to:

provide the Investigator wit
all organizational, administrative ¢
medical assistance that proV
necessary;,

perform the obligations undé
this Agreement with the utmo
professional diligence, an
specifically in compliance with
professional ethics and applicak
laws;

use its best efforts an
professional expertise to conduct
Study in accordance with the Stu
Protocol;

- provide the Investigator an
the Company, at all times, wit
documentation concerning th

rts meskania informowa Spol@&nog’ o tejto

ed ¢innoami  SkuSajuceho, s prislusny
or zakonmi, alebo internou politikou alel
le internymi smernicami  platnymi  pr
is Klinické pracovisko, ktorého je Skusajy
he zamestnancom. V pripade vysky
takéhoto rozporu je SkuSajuci povinny b

a)
-

ch skutainosti a vynaloi vSetko Usilie na to

aby rozpor minimalizoval pripadn
odstranil.
®. Povinnosti avyhladsenia  Klinickéh
pracoviska:
s Za (elom riadneho plnenia tejto Zmluy
n je Klinické pracovisko povinng
predovsetkym:
N - Poskytnii Skasajucemt
DI vSetku organizent, administrativnd
es alebo lekarsku sinnog’, ktora sa
ukaze ako potrebna;
2r - PInit svoje povinnosti uveden
St vtejto Zmluve s vynaloZzenimco
d mozZno najvésej odbornej

starostlivosti  a predovSetkym
dodrzani odbornych etickych zas
a prislusnych zakonov;

Die

d - Vynalozit vSetko potrebng

he usilie a odborné znalosti zacelom

dy realizacie ~ Stddie v sUlade
Studijnym protokolom;

d - Kedykd'vek poskytnéi

Spolainosti a SkuSajucemu z&alom
kontroly dokumentaciu tykajucu

q

<

ne

u

mi
DO
e
ci
rtu
ez

e

0]

y

(DY

ri
ad

AY1%

ha

Subjects enrolled in the Study f

Subjektov, ktoré sa zashuju na
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10. Publicity and Publications

A.

inspection, to the extent necessary to

correctly carry out the Study.

The Clinician Site represents that:

- the performance of this
Agreement is not contrary to the
activities conducted in the Clinicign
Site, applicable laws, or interngl
policies or regulations applicable jin
the Clinician Site. If such a confli¢t
emerges, the Clinician Site will
immediately inform the Company of
the fact and make all efforts in order
to minimize or remove such conflict

- the Clinician Site’s employegs
and collaborators involved in the
Study will comply with Clinician
Site’'s  obligations  under  this
Agreement.

Publicity: Clinician Site and theA.
Investigator shall make no press release,
advertising, or other promotional written
statements or promotional oral statements
to the public in connection with or
alluding to work performed under this
Agreement or the relationship between
the Parties created by it, having |or
containing any reference to Company| or
Sponsor, the name of any member| of
Company’s or Sponsor’'s staff, without
the prior written approval of such Party
or its designated agent. Nothing shall
prevent Clinician Site or Investigator
from complying with their obligations
under public health laws to report
information to competent safety or health
authorities.

B. Publications: In connection with any B. Publikacie:V suvislosti s akymikivek

10. Zverejnenie a Publikacie

Stadii, ato vrozsahu potrebnom
spravnu realizaciu Studie.

Klinické pracovisko sa zavazuije, Ze:

- Ze plnenie tejto Zmluvy nie |
vrozpore <innog’ou  Klinického
pracoviska, s prislusSnymi zakonm
alebo internou politikou aleb
internymi smernicami platnymi pf
Klinické pracovisko. V pripad
vyskytu takéhoto rozporu je Klinick
pracovisko povinné bez meskan
informova’ Spol@&nog o tejto
skutatnosti a vynalo#i vSetko usilie
na to, aby rozpor minimalizovalo
pripadne odstranilo;

=. ®

(‘D\\U('DO

a

- zamestnanci Klinického
pracoviska ajeho spolupracovnjci
podigajuci sa na Studii budd pth
vSetky povinnosti Klinickéhg
pracoviska, ktoré im vyplyvaju z tejto
Zmluvy.

Klinické pracovisko
a SkuSajuci nesmu poskythu Ziadnu
tlacova spravu, reklamu alebo iné
propagéné pisomné stanovisko alepo
propagané Uustne vyjadrenie verejnosti
v suvislosti s alebo s odkazom na pracu
vykonanu potla tejto Zmluvy alebo wah

Zverejnenie

medzi  Stranami nou  vytvorenym,
obsahujuce  akykwek odkaz na
Spolanog” alebo Sponzora, meno

ktoréhokdvek zamestnanca Spdéhwsti
alebo Sponzora, bez predchadzajuceho
pisomného suhlasu tejto Strany alebo| jej
vymenovaného zastupcu. dNinesmie
zabrant Klinickému pracovisku alebp
SkuSajucemu dodrziavaich povinnosti

podla zakonov o verejnom  zdrayi
podava informacie prislusnym
bezpénostnym alebo zdravotnym
aradom.
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data or results generated from the Sty
the Company and Sponsor shall have the
right to publish such data and results
without approval from Clinician Site or
the Investigator. If Clinician Site and the
Investigator wish to make any publicatipn
or presentation relating to any data|or
results generated from the Study,
Clinician Site and the Investigator shall

provide to Company and Sponsor any
proposed presentation at least fifteen (115)
working days prior to being disclosed and
any other proposed publication at least
forty-five (45) working days prior t
being disclosed. The Company
Sponsor, through Company or
designee, shall have the right, after
receipt of said copy, to object to such
proposed presentation or publication, for
reasons including but not limited to, the
following: (i) to ensure the accuracy pf
the presentation or publication; (ii) to
ensure that proprietary information is not
divulged; (iii) to enable intellectual

property rights to be secured; (iv) |to
enable relevant supplementary
information to be provided. Clinician Site
and the Investigator shall comply with
any request to amend or delete
statement in the proposed presentation or
publication that is made in accordarce
with this section. Company and Sponsor
may require any proposed presentation or
publication to be delayed for up to four

(4) months to enable a patent application
to be prepared and filed or to enable other
actions to protect proprietary information

or intellectual property rights. This period
shall commence on the date of receipf
the proposed presentation or publicati
or from the date when all relevant data
from the Study are made available
Company and Sponsor, whichever
later. Since the Study is a multicen
study, the first publication of data shall
based on consolidated data from

centers analyzed according to the St
Protocol, unless otherwise agreed
writing by all of the principa
investigators involved in the Study a

dy,

udajmi alebo vysledkami, ktoré vyplynuli
zo Studie, ma Spotoos’ a Sponzo
pravo na publikiciu tychto ddajgv
a vysledkov ato bez povolenia zo strany
Klinického pracoviska alebo SkuSajlce
Pokid’ si Klinické pracovisko a Skusajugi
Zelaju akokévek publikova alebo
prezentova akékdvek (daje aleb
vysledky vyplyvajice zo Stadie, Klinické
pracovisko a SkuSajuci su povinni
poskytn# Spola@&nosti a Sponzoroui
akukd’vek  navrhovanu  prezentaciu
prinajmensom patnés(15) pracovnych
dni pred jej zverejnenim a akdkek
navrhovanu publikadciu prinajmensam
Styridsap& (45) pracovnych dni pred jej
zverejnenim. Prostrednictvom Sp&iosti
alebo osoby nou delegovanej m
Spolainog” a Sponzor pravo, po obdrzg
danej Kkopie, namiefa voci danej
navrhovanej prezentacii alebo publikacii,
a to z nasledovnych dévodov, vratane (ale
bez obmedzenia: (i) z dovodu
zabezpéenia presnosti prezentacie alebo
publikacie; (i) z dbévodu zabezgenia
aby informacie o vlastnictve neboli
vyzradené; (iii) z dévodu zabezmmia
prav dusevného vlastnictva; (iv) z dévodu
poskytnutia  prislusnych  dod&toych
informacii.  Klinické pracovisko a
SkusSajuci su povinni vyhowieakejkd'vek
poziadavky na doplnenie alebo vymaz

A
ni

pripravené v sulade s tymto odsek
Spolanog’ a Sponzor mézu vyzadai
aby akékdvek navrhovand prezentaqi
alebo publikacia bola odlozena po dgbu
max. Styri (4) mesiace za ¢élom
umoZnenia pripravy a podania ziadosti o
patent alebo umoZnenia iny¢mnosti za
Ucelom ochrany patentovych informacii

alebo prav duSevného vlastnictva. Tato
doba zé&ne plyn@ v der obdrzani
navrhovanej prezentécie alebo publikacie,
alebo v dé ked’ vSetky relevantné udaje

vyplyvajice zo Stadie boli spristupnené
Spolanosti a Sponzorovi, pdd toho
ktory dei nastane neskor. Kge Studia j
Studiou viacerych centier (multicentricka
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11.

by the Sponsor. Authorship of any
publications relating to the Study shall be
determined by separate agreement
between Clinician Site and Investigator
with the Sponsor.

Data:

Study Records Clinician Site and theA.
Investigator warrant that all Case Report
Forms submitted to Company will be
complete and will accurately reflect the

results of the Study. The Parties
acknowledge and agree that all right, title
and interest in and to all records, results
and data collected or created by Clinicjan
Site and Investigator in connection wijth
the Study (collectively, the“Study
Records”) shall be owned by Company
or Sponsor, as agreed among themsel
Clinician Site and Investigator assign |to
Sponsor all of their right, title and
interest, including all intellectual property
rights, in and to the Study Recor
Clinician Site shall be solely responsible
for all payments due to the Investigator
and/or Clinician Site’s employees and/or
collaborators according to the applicable
law for any inventions transferred to

Company or Sponsor or their designge.
Clinician Site and Investigator shall have
the right to use the Study Records|as
necessary (i) in order to perform the
Study; or (i) to use and disclose the
Study Records as part of publications and
presentations only as permitted under
Section 10 of this Agreement. Nothing|in

this Section 11(A) shall alter any
ownership rights of Sponsor or Company
as separately agreed to amang
themselves. Consistent with the terms of
this Agreement and in addition to any
other rights in the Study Records tTy

U

may have, Company and Sponsor shall
have the exclusive right to aggregate fthe

11.

Stuadia), prvé zverejnenie udajov must by
zaloZzené na konsolidovanych udajoch|zo
vSetkych centier analyzovanych v sulade
so Studijnym protokolom, pokiasa inak
pisomne nedohodli vSetci hlavni skiSajuci
zainteresovani do Studie a Sponzor.
Autorstvo akychkivek publikacii
tykajacich sa Stadie bude dené
samostatnou dohodou medzi Klinickym
pracoviskom, SkuSajucim a Sponzorom.

Udaje:

Studijné ZaznamyKlinické pracovisko

SkuSajuci sa zatwju, Ze vSetk
dotazniky CFR (Case Report Forms)
predloZzené Spotmosti budu kompletné
budl presne odréZavysledky Studie
Strany berd na vedomie a suhlasia,| Ze
vSetky prava, tituly, a zaujmy tykajluce [sa
zaznamov, vysledkov a udajov
zozbieranych alebo vytvorenych zo strany

Klinického  Pracoviska —a SkuSajuceho
v spojitosti  so  Studiou dfalej ako
,Studijné  Zaznamy") budid  vo

vlastnictve Spolknosti alebo Sponzor
tak ako sa medzi sebou dohodli. Klinické
Pracovisko a  SkuSajuci  postupili

Sponzorovi vSetky ich prava, tituly, |a

zaujmy, vratane vsSetkych prav duSevného
vlastnictva, tykajuce sa Studijnych

zaznamov. Kilinické pracovisko sameé
zodpoveda za vSetky platby splatn&i
SkuSajucemu  a/alebo  zamestnangom
Klinického pracoviska al/aleb
spolupracovnikom a to pba platnéh
prava pre akélwek vynalezy prevedené
na Spolénog’ alebo Sponzora alebo ich
poverené osoby. Klinické Pracovisko| a
Skusajlci st opravneni pouzivatudijné
Zaznamy pobh potreby (i) za &elom
realizacie Stadie; alebo (i) zace€lom
pouZita a zverejnenia  Studijnych
Zaznamov ako guasti publikacii
prezentécii, avSak len v sulade s Odsekom
10 tejto Zmluvy . N¢, ¢o je uvedené
tomto Odseku 11(A) nesmie pozmeni

Ziadne vlastnicke prava Sponzora alebo
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12.

Study Records. In any case, all dé
information and documents provided
the Clinician Site and Investigator |
Company or Sponsor or any of th
agents or affiliates, whether in pap
oral, electronic or other form, sha
remain the sole property of Company
Sponsor (and/or their agents or affiliate
as the case may be.

Retention Clinician Site and Investigata
shall destroy or return to Company, as

1ta,
to
Dy

Bir
er,
all
or
s),

B.
per

Company’s request, the Study Reco

ds

(with the exception of medical records |of

Subjects), except that the Clinician

ite

may retain one copy in its confidential
files for record purposes only. Such
destruction shall be promptly confirmed

in writing by the Clinician Site an
Investigator to Company. Clinician Si
shall retain Study Records for a period

e
of

no less than fifteen (15) years from the

completion of the Study, unless Spon
provides written permission to dispose
them earlier or notice requiring the
longer retention.

Term and Terminatian

Termt This Agreement sha
commence under the condition that
will approve the Study conduct. TH
Agreement is in full force and effect fro
the Effective Date until the earlier
occur of either (a) the date when all of {

s0r
of
ir

[A.
=C
e
m
to
he

work to be performed under the Stu

y

Protocol is completed or (b) the date
when the Sponsor discontinues the Study.

B. Termination Without Cause Company| B.
may terminate this Agreement upon|at

12.

s podmienkami tejto Zmluvy a dodéte

ku akymkdvek inym pravam, ktoré mozu
ma’, tykajucich sa Studijnych Zaznamav,

Spolainog’ a Sponzor maju ntavyhradné

pravo zhromafova’ Studijné Zaznamy.

V kazdom pripade,
informacie a dokumenty poskytnu
Klinickému pracovisku a SkuSajucemu
strany Spolonosti alebo Sponzora alel
ich zastupcov alebo akychkaek ich
pobaiek, ¢i uz v papierovej, Ustne
elektronickej alebo inej forme, ostanu
vyhradnom vlastnictve Spaioosti alebo
Sponzora (a/alebo ich zastupcov alé
pobaiiek), pod’a daného pripadu.

,-

d

Uschovanie Klinické pracovisko

SkdSajuci su  povinni na poziadar
Spolanosti  znéit  pripadne  vréti
Spola&tnosti ~ Studijné  zaznamy
vynimkou zdravotnych zaznamg

Subjektov), s tym, Ze Klinické pracovisk
si mb6ze vo svojich dbévernych spiso
vylu¢ne na archivnedgly ponechéjednu
kopiu zaznamov. Klinické pracovisk
a SkuSajuci bez meSkania pison

potvrdia Spolonosti znéenie zaznamov.

Klinické pracovisko uschova Studijr
zaznamy po dobu najmenej
(patnéstich) rokov od skeenia Studie
pokid® Sponzor nepredlozi pisom
povolenie na ich skorSie zwminie,
pripadne oznamenie poZzadujuce dih
uschovanie.

Doba trvania a vypovedanie

Doba trvania: Tato Zmluva vstupi dd
platnosti za predpokladu, ze EK schv
realizaciu Stadie. Zmluva nadobu

platno$ diom platnosti aplati az do

udalosti, ktora nastupi skor (a) rdd&ed
bude dokonenéa akakbvek ¢cinnog’ pod’a
Stadijného protokolu alebo (b) datu
ked” Sponzor Stadiu pozastavi.

Vypovedanie bez udania dévod

vSetky Udaje,
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Spolanog” je opravnena vypovedd
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to the other Parties. Termination of this
Agreement shall not release or discharge
either Party from any obligation, debt (or
liability which shall have previously
accrued and remain to be performed
upon the date of termination.

least thirty (30) days prior written notje

. Termination for Cause: BreachEither| C.
Party may terminate this Agreement
immediately by providing notice to any
other Party in case such other Party is$ in
breach of any material obligation under
this Agreement and such breach has
been cured within fourteen (14) days
after the other Party’s receipt of such
written notice (or such additional cure
period as the non-defaulting Party may
authorize). Notwithstanding the
preceding sentence, this Agreement may
be terminated immediately by either
Party upon written notice to the other
Parties, without a cure period, in the
event of a breach of Confidential
Information or personal data.

. Termination for Cause: Safety and/dD.
Efficacy. Any Party may terminate this

Agreement immediately upon thirty (30)
days written notice to the other Partjes
on the basis of any reasonable satety
and/or efficacy concerns.

. Effect of Termination If this Agreement
is terminated for any reason, the Par
shall comply with the following
provisions:

E.
ies

(i) Upon the earlier to occur of eith
completion of the Study g
termination of this Agreement,
Clinician Site and the Investigator

er
r

not podstatnu povinnaspod’a tejto Zmluvy

Zmluvu po minimalne tridsiatich (30)

dioch pred pisomnym oznamenjm
ostatnym Strandm. Vypovedanie tejto
Zmluvy nezbavuje Ziadnu zo Stran

povinnosti alebo neuvéuje z povinnosti
dlhu, alebo zodpovednosti, ktoré predtym
vznikli a je potrebné ich spifipo datum
vypovedania Zmluvy.

Vypovedanie s uvedenim ddvodu:
PoruSenie Kazda zo Stran je opravnepa
vypoved& zmluvu okamzZite a to podani
oznamenia ktorejktvek druhej Stran
v pripade, Ze tato druha Strana porusila

atoto poruSenie nebolo napravené |do
Strnastich (14) dni odond, kel druha
Strana obdrzala pisomné oznamenie
(alebo do takej dodatoej lehoty, ktoru
povolila Strana, ktora neporusila Zmlu
Bez olfadu na predchadzajucu vetu, t
Zmluva mo6Ze by vypovedand okamzite
ktoroukdvek Stranou po pisomnom
oznameni ostatnym Stranam, ato

napravnej lehoty, v pripade porusSe
povinnosti  tykajucich sa Dovernych
Informacii alebo osobnych udajov.

Vypovedanie s uvedenim ddévodu:
Bezpeénog' a/alebo Winnog: Kazda zo
Strdn je opravnena vypovedamluvu
okamzite pisomnou vypodeu s 30-
dinovou vypovednou lehotou druhegj
Strane a to na zdaklade akyclikek
odoévodnenych  obav tykajacich
bezpeénosti a/alebo efektivnosti:

inok vypovedania Ak bude tato
Zmluva vypovedana z akéhdkek
dbévodu, su Strany povinné dodfZa

nasledovné ustanovenia

(i) Poda toho, ktora skutmog’ nastane
skér, ¢i uz dokorenie Studie alebp
vypovedanie tejto Zmluvy, sl
Klinické pracovisko a SkuSajuci

shall destroy or return to the povinni  znéit alebo  navréti
Company free of charge, as per Spolanosti  bezodplatne, péd
Company’s request, all documents, poziadavky  Spolenosti, vSetky
samples and material containinglor dokumenty, vzorky a material
relating to the  Confidential obsahujiuci alebo tykajuci sa
LUMINOUS_CTA_Dr. Sustykevicova_fv_Aprl2.doc Pagel5 of 31



Information (with the exception of Dovernych informacii (s vynimkou
medical records of Subjects), zdravotnych zaznamov Subjektoy),
including the Study Records, except vratane Studijnych zaznamov, okrem
that the Clinician Site and/or the toho Kilinické pracovisko a/alebo
Investigator may retain one copy |in SkuSajuci mézu zadrzgednu kopiu
their confidential files for record v ich dévernych suboroch ale len ha
purposes only. Such destructipn archivne dely. Klinické pracovisko
shall be promptly confirmed in alalebo  SkuSajuci sa  povinpi
writing by the Clinician Site and/qr okamzite potvrdi znicenie
the Investigator to the Company. Spolanosti pisomnou formou.

(i) If this Agreement is terminated early  (ii)) V pripade, Ze tato Zmluva bude
by either Party, the Parties shall ukontend  predasne  niektorou
comply with all applicable Stranou, su Strany povinné dodiza
notification responsibilities, if any, prislusné povinnosti s éddom na
including without limitation oznamenie, pokiataké existuju, bez
notifying all ECs, and all Study obmedzenia informova vSetky
personnel who participate in the Etické komisie, a vSetkych
Study at the time of termination. zamestnancov podiajucimi sa na

Stadii, ktori sa Stadie zastnili
v ¢ase jej ukoteenia.

13. Compliance with Laws Clinician Site,| 13.Dodrziavanie zakonov Klinické
Investigator, and Company shall comply pracovisko, SkuSajuci, a Spéims’ su
in all material respects with all applicable povinni dodrZzové v kazdom podstatnom
laws, rules and regulations, including but ohrade prisluSné pravidla a nariadenia,
not limited to any such laws, regulations vratane, ale nie len tie zakony, nariadenia
or guidelines concerning human subject alebo smernice tykajuce sa vyskumu
research, to the extent applicable to the Pudskych objektov, ato vrozsahu
performance of the Parties’ respective vhodnom pre vykon  prislusnygh
obligations under this Agreement and any povinnosti potia tejto Zmluvy
Exhibits hereto. Clinician Site and a akychkdévek jej Priloh. Klinické
Investigator shall also procure and pracovisko a SkuSajuci su taktieZz povinni
maintain, at their sole expense, any zaobstard audrziavd, na vlastné
licenses, permits or registrations required naklady, akékbvek licencie, povolenia
to perform the Study and all services alebo registracie vyZzadované na realizaciu
hereunder. Stadie a vSetkych sluzieb piad tejto

Zmluvy.

14. Independent Contractors The Parties 14.Nezavisli Dodavatelia: Strany berd na
acknowledge that this Agreement does vedomie, Ze tato Zmluva medzi nimi
not create a fiduciary relationship nevytvara zavisly wah, Ze Klinické
between them, that Clinician Site and the pracovisko a SkdSajuci maju tbhy
Investigator shall be independent nezavisli dodavatelia Spdloosti, a Ze 1
contractors of the Company, and that v tejto Zmluve nie je zamierené na to, aby
nothing in this Agreement is intended|to sa ktorakévek Strana stala agentom,
make any Party an agent, legal pravnym zastupcom, dcérskou
representative, subsidiary, joint venture, spola@nog’ou, podnikom so spotoou
partner, employee or servant of the otLer majetkovou dag’ou, partnerom
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15.

for any purpose whatsoever. T
Investigator shall not be construed to |be
an employee of the Company or Sponsor,
and neither the Company nor the Sporjsor
shall be responsible for any obligations of
an employer, including but not limited to

providing wages, vacation pay, sick
leave, retirement benefits, local and
national employment and withholding

taxes, unemployment obligations,
workers’ compensation, and disability
insurance employment insurance |on

behalf of the Investigator and any other
staff performing services under thi
Agreement.

Debarment Clinician Site and thg
Investigator represent to their best
knowledge that, after due inquiry in the
case of personnel working on the Study,
the Clinician Site’s employees, affiliates,
agents and the Investigator (i) have the

necessary licenses, permits and approyals agenti

to perform the Study services hereunder,

(i) are not debarred, suspended |or
disqualified nor  currently  under
investigation by any professional

governing body or any other regulatary

authority for debarment or other
misconduct proceedings, and (iii) are|in
good standing under all applicable

medical associations. The Clinician Site
and the Investigator will immediately
notify Company if the Clinician Site, the
Investigator or any person who assist in
performing the Study becomes [so
debarred or receives notice of an action
or threat of an action with respect tg a
debarment, disqualification of sanctign.
Upon the receipt of such natification, the
Company shall have the right to terminate
the involvement of such individual or this
Agreement immediately.

15.Zakaz &innosti

zamestnancom alebo podriadenym druhej
Strany ato akéhokdvek dbévodu.
SkuSajuci nema Wby pokladany za
zamestnanca Spaloosti alebo Sponzora,
aani Spolénog’ ¢ Sponzor nenesf
zodpovednas za akékbvek povinnosti
zamestnavate, vratane, ale nieleto sa
tyka vyplacania miezd, dovolenkovych

odmien, nemocenského, déchodkovych
odvodov, miestnych a narodnych
zamestnaneckych odvodov a zrazkovych
dani, povinnosti v pripade
nezamestnanosti, odmeny

spolupracovnikov, a invalidného poistenia
a poistenia v nezamestnanosti v mene
Skasajuceho a ktorychkeek
zamestnancov poskytujucich sluzby pa
tejto Zmluvy.

=

/| Trestnad bezuhonnbs

Klinické pracovisko a SkuSajaci pri
najlepSom vedomi vyhlasuju, Ze
nalezitom prevereni spolupracovnikov
pracujicich na Studii, zamestnanci

Klinického pracoviska, pridruzené osohy,
a SkaSajuci (i) disponuju

potrebnymi  povoleniami, koncesiami

asuhlasmi za daelom poskytovani

sluzieb v ramci Stadie pdd tejto
Zmluvy, (ii) nikdy im nebola zakaza
¢innog’, uloZzeny doasny zakazinnosti
alebo neboli vyhlaseni za nespdsobilych
anie su0 vstasnosti predmeto
vySetrovania zo strany odborného
Statneho organu alebo iného reguakho
organu v suvislosti so zakazotnnosti
alebo inym disciplinarnym konanim, |a
(i) v ramci vSetkych lekarskych zdruzeni
maju  dobré postavenie. Klinic
pracovisko a SkuSajuci  budu b
meskania informoua Spolanogs’ pokid
Klinické pracovisko alebo Skusajuci
alebo ina osoba, ktor4d sa pdddiena
realizacii Stidie dostane zaka&mnosti
alebo jej bude oznamenécatie konani
alebo hrozba zatia konania o zakaze
¢innosti, odbornej nespdsobilosti alebo
sankcii. V pripade takéhoto oznamenia je
Spolanog” opravnena ukafit cad’
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16.

17.

Mutual Liability: Except in the case 0f16.

liability arising in connection with (a)
violation of laws, rules or regulations; (
a breach of the confidentiality obligatio
herein; or (c) either party’s willf

A
D)
NS
I

misconduct, the liability of Clinician Site,
Investigator and Company for any breach

of this Agreement, or for any act
omission of such party or its, his/
shareholders, directors, office
employees or agents in performance

this Agreement, will be limited to the

aggregate compensation paid to Clinic
Site and Investigator under th
Agreement to the extent permissil
according to Slovak Law.

Dispute Resolution; Governing Law

Dispute ResolutionThe Parties will usé
their best efforts to settle all matters
dispute amicably. All disputes ar
differences of any kind related to tH
Agreement, which cannot be solv
amicably by the Parties, shall be refer
to arbitration as described below.

ProcessAll disputes arising out of or i
connection with this Agreement shall
finally settled under the Rules

Arbitration of the International Chamb
of Commerce by three (3) arbitrators
one (1) arbitrator selected by each Pz
(to this extend, Clinician Site an
Investigator shall be considered as ¢
Party), and the third arbitrator selected
such arbitrators; provided, however, tl
during the period of arbitration on ai
dispute, the Parties shall continue
fulfill their obligations as set forth in th
Agreement. The arbitration shall ta

r

er

S,
of

an
is
Dle

A.
in
nd
is
ed
red

D
C

NB.
be
Df
er
arty
d
ne
by
nat
ny
to
S
ke

place in Bratislava, Slovakia, and shall

be

17.

danej osoby alebo s okamzitou platioas
ukorzit’ tito Zmluvu.

Spolaina Zodpovednas Okrem pripady
zodpovednosti vyplyvajucej v suvislosti
(@) porusenim zakonov, pravidiel ale
nariadeni; (b) porusenim povinno
tykajucich sa dbévernosti uvedenych
tejto Zmluve; alebo (c) umyselny

pochybenim ktorejkitvek strany, bude

zodpovednas Klinického pracoviska
SkaSajuceho a Spaloosti za akékivek
porusSenie tejto Zmluvy,

strany alebo jej, jeho/jej spdaloikov,
konat¢ov, Uradnikov,

S
bo

sti

\Y
i

alebo za
akykd'vek c¢in alebo vynechanie tejto

zamestnancov
alebo agentov pri vykone tejto Zmluwy,

obmedzena na celkovi odmenu vyplatenu

Klinickému pracovisku a SkuSajucemu

pod’a tejto Zmluvy v rozsahu dovoleno
pod’a slovenského prava.

RieSenie sporov; PrislusSnosiidu

RieSenie sporovStrany vynalozia vSetk
Gsilie na  vysporiadanie
zélezitosti v pripade sporu pribs&ou
cestou. VSetky spory arozdie
akéhokdvek druhu sudvisiace s tou
Zmluvou,
vyrieSit' priatd’'skou cestou, je potrebr
oznami’ rozhodcovskému sudu tak ako
uvedené nizsie.

Proces VSetky spory vyplyvajluce z alel
v suOvislosti s touto Zmluvou bud
nakoniec urovnané pbd Pravidiel
rozhodcovského sudu Medzinarod
Obchodnej Komory a to troma ({
rozhodcami jeden (1) rozhod
vybrany kazdou zo Stran (pre tietoely
sa Klinické pracovisko a Skusaju
povazuju za jednu Stranu), a tr
rozhodca bude zvoleny tymito dvon
rozhodcami; avSak za predpokladu,
pocas doby rozhodcovského konar
tykajuceho sa akéhokeek sporu, budt
Strany pokrdova® v plneni svojich

vSetky¢

m

D
h

ly
[o

ktoré nie su Strany schopné

é
je

o

nej

3)

Ca

Ci
otf
ze
a

N
|

povinnosti tak ako je uvedené v te
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18.

19.

20.

conducted in the English language. Th

e

award of the arbitrator shall be final apd

binding on the Parties.

Governing Law. This Agreement shallC.
be construed and interpreted |in
accordance with the substantive laws| of
Slovakia to the exclusion of any rule that
would refer the subject matter to another

forum or jurisdiction. The official

language of this Agreement is the Sloyak

language. Should a translation of thi

S

Agreement be required in another
language and a conflict in interpretatipn
occurs between the English and the
Slovak language version, the Slovak
version should be the reference and shall

prevail over the other language version,

Insurance The Clinician Site and thel8.Poistenie Klinické  pracovisko 3

Investigator hereby warrant that they
have the appropriate and adequate
insurance to cover claims or damages| for
which they may be liable under this

Agreement. Upon Company’s reques
the Clinician Site and the Investigato

shall provide evidence of such insurange.

Third Party Beneficiary The Clinician

t,
r

19.0pravnend tretia  strana Klinické

Site and the Investigator agree that the

Sponsor may enforce its rights hereun

er

as a third party beneficiary. In the event
that the Sponsor is not able to do so |for
any reason, the Clinician Site and the
Investigator agree that Company may
have the benefit of the Sponsor’s rights

hereunder (including without limitation

those rights concerning confidentiality
and intellectual property) and may

transfer such rights and benefits to the

Sponsor.

Miscellaneous This Agreement and all20.Rézne Tato Zmluva a v3etky jej prilohy

exhibits hereto constitute the entjr
agreement among the Parties, and

e
all

Zmluve. Rozhodcovsky sud sa bude
kona’ v Bratislave, Slovenska republika| a
bude prebiena v anglickom jazyku
Rozsudok rozhodcov bude kamg a
zavazny pre Strany.

Prislusnas sudu. Téato Zmluva bude
interpretovana a vykladana v suladg s
dolezitymi zdkonmi Slovenskej republiky
s vynimkou akéhokivek pravidla, ktoré
by bolo témou iného féra alebho
jurisdikcie. Uradnym jazykom tejto
Zmluvy je slovensky jazyk. V pripade, ze
bude vyzadovany preklad tejto Zmluvy| v
inom jazyku a nastane rozpor pri vyklade
anglickej a slovenskej verzie, je slovenskéa
verzia zakladom a je rozhodujucatvimej
jazykovej verzii.

SkdSajuci tymto zakwju, Ze disponujl
vhodnym a primeranym poistenim, aby
mohli pokryt’ naroky alebo Skody za ktoré
modzZzu by zodpovedni padéh tejto
Zmluvy. Na zaklade poziadavky
Spola:nosti, st Klinické pracovisko @
SkdSajuci povinni poskytia dokaz o
danom poisteni.

pracovisko a SkuaSajuci suhlasia, aby
Sponzor mohol vykonavasvoje pravg
pod’a tejto Zmluvy ako opravnena tretia
strana. V pripade, Ze Sponzor nebude
schopny dinit tak, z akéhokivek
dévodu, Klinické pracovisko a Skusajdci
suhlasia, Ze Spotoos’ méze mé Gzitok
v podobe prav Sponzora gdad tejto
Zmluvy (vratane bez obmedzenia tych
prav tykajucich sa mianlivosti a
duSevneého vlastnictva) a mdze previes
tieto prava a vyhody na Sponzora.

tvoria celkovl dohodu medzi Stranami
avsSetky predchadzajuce dojednania,
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prior  negotiations,
agreements and understandings |are
superseded hereby. No agreements
amending the terms hereof may be made
except by means of a written document
signed by the duly authorized

representatives of the Parties. Any notice
required by this Agreement shall be given
by (i) prepaid, first class, certified m
return receipt requested,

representations,

exercising, any right or remedy hereunder
shall operate as a waiver hereof. No right
or license is granted under this
Agreement by either Party to the other
Parties either expressly or by implication,
except those specifically set forth her
All terms and covenants contained hergin
are severable, and if any of the provisions
hereof shall be held to be invalid
unenforceable by a competent court,
Agreement shall be interpreted as if such
invalid or unenforceable term or covenant
were not contained herein. This
Agreement shall be binding upon
inure to the benefit of each of the Parties

hereto and their successors and permitted podmienka neboli jeho &ag’'ou. Tato

assigns, provided, however, this
Agreement may not be assigned |by
Clinician Site and Investigator without
the prior written approval of th
Company. Notwithstanding anything [to
the contrary herein, Sections 6 (Visiting
Clinician Site and Performance Review),
7 (Confidentiality), 10 (Publicity an
Publications), 11 (Data), 12E (Effect
Termination), 16 (Mutual Liability), 1
(Dispute Resolution, Governing Law),
(Insurance), 19 (Third Party Beneficiary)
and 20 (Miscellaneous) shall survive
termination of this Agreement. Thijs
Agreement may be executed in three |(3)
or more counterparts, each of which shall
be deemed an original, but all of whi

vyhlasenia, dohody a vyrozumeniaisa
nahradzuju. Nie je mozné uzatudfi
Ziadne dohody dopljuce podmienk
tejto Zmluvy s vynimkou pisomnych
dokumentov riadne podpisanych
splnomocnenymi  zastupcami  Stran.
Akékol'vek oznamenia vyZzadované fa
tejto Zmluvy je potrebné vykoria (i)
doporkenou  poStou prve] tried
s vyziadanou dogienkou, (ii) kuriérno
sluzbou, alebo (iii) overenou kopiou

. dorwgenou Stranam na ich adresy uvedené

vySSie. VSetky oznamenia, stanoviska,
hlasenia, a ostatna komunikéacia singé
diom dorkenia na adresu prijemcu

uvedent vy3Sie. Ziadna chyba na strane
kazdej zo Strdn a Ziadne omeSkanie| pri
vykone prava alebo pravneho prostriedku
pod’a tejto Zmluvy nesmie sliZiako
zrieknutie sa tohto prava. Had tejto
Zmluvy nie je Ziadna zo Strdn nes
udelit druhej Strane pravo alebo licencju,
¢i uz vyslovne alebo ako désledak,
s vynimkou tych, ktoré su presne uvedené
vtejto Zmluve. VSetky podmien
a vyhlasenia obsiahnuté v tejto Zmluve|su

samostatné. A pokia by akékdvek
ustanovenie tejto Zmluvy malo H
povaZzované za neplatné alebo

nevykonaténé prislusSnym sudom, je tato
Zmluva vykladana ako keby takéto
neplatné vyhlasenie alebo nevykoitate

Zmluva je zavazna  auzatvorena
v prospech kazdej Strany tejto Zmluyy
ajej nastupcov a opravnenych
postupnikov, za predpokladu, Ze tato
Zmluva nesmie b postupena Klinicky
pracoviskom a  SkuSajacim bez
predchadzajuceho pisomného suahl
Spolainosti,. Bez ohladu na akékivek
ustanovenia odporujice ustanoveniagm
uvedenym v tejto Zmluve, Odseky
(Navsteva Klinického pracoviska
a Kontrola priebehu), 7 (Manlivog’), 10
(Zverejnenie a publikacie), 11 (Udaje),
12E (&inok  vypovedania), 16
(Zodpovedno®, 17 (RieSenie sporoy,
Prislusnog sudu), 18 (Poistenie), 19
(Opravnena tretia strana) a 20 (Rb6zhe)
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together shall constitute one and the sz
instrument.

ame maju pretrvéd vypovedanie tejto Zmluvy

Tato Zmluva moéZze Uy vyhotovend
v troch (3) alebo viaceryc
vyhotoveniach, ptiom kazdé
vyhotovenie mobéze hy pokladané z:
original, avSak vSetky vyhotovenia spd
maju predstavova jeden aten sty
dokument.

=

—_—

IN WITNESS WHEREOF, the Parties havBlA DOKAZ TOHO, Strany podpisali tat

executed this Agreement, effective as of
Effective Date.

tZenluvu,
platnosti.

ktord vstupuje tymto nom do

O

OUTCOME EUROPE SARL

Signature/Podpis:

Name/tl&enym: Michelle BULLIARD

Title/Titul: Vice-President, Managing Director La®hase, Europe

Date/Datum:;

CLINICIAN SITE/KLINICKE PRACOVISKO

Signature/Podpis:

Name/tl&enym: Rudolf LINTNER
Title/Titul: MUDr.

Date/Datum:;

INVESTIGATOR / SKUSAJUCI

Signature/Podpis:

Name/tl@denym: Zuzana SUSTYKEVIOVA
Title/Titul: MUDr.

Date/Datum:
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EXHIBIT A PRILOHA A

STUDY PROTOCOL STUDIJNY PROTOKOL

[To be attached.] [Bude doplneny - prilozeny.]
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EXHIBIT B

CLINICIAN SITE'S COMPENSATION
SCHEDULE

Per Patient Fees

Per Patient compensation is based on eCRF
completion and resolution of all queries. Dataentr
in the EDC is required at baseline (enrollment) an
quarterly afterwards. At least one Follow-up CRE
to be completed per year to maintain patient
participation in the Study.

The following compensations (VAT inclusive) will
be paid for the Informed Consent procedure and
eCRF completion:

» Baseline CRF, ICF Procedure:
€ 14.00

e Full Follow-up CRF (includes VFQ-25
guestionnaire): € 7.00

e Only injection information (no VA
assessment) € 1.00

e Simple Follow-up without injection
information: € 3.00

¢ Simple Follow-up with injection
information: € 4.00

The table below shows the financial compensatior
scenario based on Study assumptions. The actual
Study honoraria will be based on the routine céhic
practice and the related data entry. All routirstsi
should be captured in the eCRF. There is no
maximum data entry per patient.

PRILOHA B

HARMONOGRAM ODMIEN
KLINICKEHO PRACOVISKA

Poplatky na jedného pacienta

Kompenzéacia na jedného pacienta je zaloZzena na

i vyplneni eCRF a vyrieSenia vSetkych otazok. Zad@va
ndidajov do EDC sa pozaduje n&@dku (zapis) a potom

kvartalne. Musi sa vypltiinajmenej jedno Nasledné
CRF za rok, aby sa zachoval&a#g pacienta v Studii.

Nasledujuce kompenzacie (vratane DPH) sa budu

vyplaca’ na zéklade sch¥avacieho postupu a
vyplnenia eCRF:

» Pcaiatocné CRF, ICF postup:
€14.00

« Uplné nasledné CRF (zata VFQ-25
dotaznik): € 7.00

» Leninformacie o injekciach (ziadne VA
hodnotenie) € 1.00

e Jednoduché nasledné CRF bez informacii o
injekciach € 3.00

¢ Jednoduché nasledné CRF s informaciami o

injekciach € 4.00

NiZSie uvedena talilia zobrazuje scenar finéamej
kompenzéacie zaloZzeny na predpoklade o stadii.
Aktualne honorére za Stadiu budu zaloZené na bezn
klinickej praxi a podobnych vstupnych tdajoch. \kyet
bezné navstevy maju bygachytené v eCRF. Na
pacienta nie je deny maximalny péet zadanych

AN

% _Payo_ff udajov.
Per inclusiv Priklad Splateni
. e of E—
patien | eCRF completed VAT & - e
t for Overhe Na vratane
total 5 ads (€) pacien eCRF vyplnené DP..H ,&
Years ta rezijnyc
1 baseline and ICF za cely h
Year 1 | procedure 14.00 chb néklado
6 simple follow-ups rokov v (€)
with injection 1 pociatocny a ICF
information 24.00 Rok 1 postup 14.00
2 simple follow-ups 6 jednoduchych
without injection nasledné s
information 6.00 informaciami o 24.00
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2 simple follow-ups
with injection

Year 2 | information

2 simple follow-ups
without injection
information

2 injections
information

1 full follow-up
(annual)

2 simple follow-ups
with injection

Year 4 | information

1 simple follow-up
without injection
information

1 injection
information

1 full follow-up
annual

Total (€) per patient -
Example

8.00

6.00

7.00

8.00

3.00

1.00

7.00

133.00

Rok 2

Rok 4

2 jednoduché
nasledné s
informaciami o
injekciach

2 jednoduché
nasledné bez
informacii o injekciach
2 informacie o
injekciach

1 Gplny nasledny
(ro¢ny)

2 jednoduché
nasledné s
informaciami o
injekciach

1 jednoduchy nasledny
bez informécii o
injekciach

1 informécia o
injekciach

1 Gplny néasledny

Celkovo ( €) na pacienta -

Priklad

8.00

6.00

2.00

7.00

133.00
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INVESTIGATOR'S COMPENSATION
SCHEDULE

Training fee: €120 (inclusive of VAT &

Overheads)
Per Patient Fees

Per Patient compensation is based on eCRF
completion and resolution of all queries. Dataentr
in the EDC is required at baseline (enrollment) an
quarterly afterwards. At least one Follow-up CRE
to be completed per year to maintain patient
participation in the Study.

The following compensations (VAT inclusive) will
be paid for the Informed Consent procedure and
eCRF completion:

Baseline CRF, ICF Procedure:
€ 126.00

Full Follow-up CRF (includes VFQ-25
guestionnaire): € 63.00

Only injection information (no VA
assessment) € 9.00

Simple Follow-up without injection
information: € 27.00

Simple Follow-up with injection
information: € 36.00

The table below shows the financial compensatior

scenario based on Study assumptions. The actual
study honoraria will be based on the routine ckhic
practice and the related data entry. All routirstsi
should be captured in the eCRF. There is no
maximum data entry per patient.

HARMONOGRAM ODMIEN

Poplatok za Skolenie
rezijnych nakladov)

€120 (vratane DPH &

Poplatky na jedného pacienta

Kompenzéacia na jedného pacienta je zalozena na
vyplneni eCRF a vyrieSenia vSetkych otazok. Zadive
] Gdajov do EDC sa pozaduje n&@dku (zapis) a potom
'&vartalne. Musi sa vypltinajmenej jedno Nasledné
CRF za rok, aby sa zachovaka&’ pacienta v Stadii.

Nasledujuce kompenzacie (vratane DPH) sa budu
vyplaca’ na zéklade sch¥avacieho postupu a
vyplnenia eCRF:

Paiiatoéné CRF, ICF postup:
€ 126.00

Uplné nasledné CRF (zata VFQ-25
dotaznik): € 63.00

Len informacie o injekciach (ziadne VA
hodnotenie) € 9.00

Jednoduché nasledné CRF bez informécii o
injekciach € 27.00

Jednoduché nasledné CRF s informaciami o
injekciach € 36.00

NizSie uvedena talflka zobrazuje scenar fin&mej
kompenzacie zaloZzeny na predpoklade o stadii.
Aktualne honorére za Stadiu budu zaloZené na bezn
klinickej praxi a podobnych vstupnych Udajoch. ket
bezné navstevy maju bygachytené v eCRF. Na

Exam pacienta nie je deny maximalny péet zadanych
ple - . Payo_ff udajov.
Per inclusiv
patien eCRF completed e of Prikla Splateni
VAT & -
tfor Overhe d- .
total 5 ads (€) N_a vlgiajtang
Years pacien .
1 baseline and ICF ta €CRF vypinené rezijnyc
Year 1 | procedure 126.00 za cel h
6 simple follow-ups ych 5 naklado
with injection rokov Vv (€)
information 216.00 1 pociatocny a ICF
2 simple follow-ups Rok 1 | postup 126.00
without injection 6 jednoduchych
information 54.00 nasledné s
2 injections 18.00 informaciami o 216.00

AN
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Year 2 | information

information
2 injections
information

annual

Year 4 | information

information
1 injection
information

(annual)

Total (€) per patient -
Example

2 simple follow-ups
with injection

2 simple follow-ups
without injection

1 full follow-up

2 simple follow-ups
with injection

1 simple follow-up
without injection

1 full follow-up

72.00

54.00

18.00

63.00

72.00

27.00

9.00

63.00

1,197.00

2 jednoduché
nasledné s
informaciami o
Rok 2 | injekciach

2 jednoduché
nasledné bez
informacii o
injekciach

2 informacie o
injekciach

1 Uplny nasledny
(ro¢ny)

2 jednoduché
nasledné s
informaciami o
Rok 4 | injekciach

1 jednoduchy
nasledny bez
informacii o
injekciach

1 informéacia o
injekciach

1 dplny nasledny
(ro¢ny)

Celkovo ( €) na pacienta -
Priklad

72.00

54.00

18.00

63.00

72.00

27.00

63.00

9.00

1,197.00
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PAYMENT TERMS:

All payments of Per Patient Fees will be made by
Outcome to the Clinician Site on a quarterly bé&sis
all completed CRFs in the previous quarter. Prigici
Investigator’s name will be mentioned when sendi
payment.

The Clinician Site will receive a one-time fee d2©
to compensate the Investigator for required trgnin
on protocol, eCRF and SAE reporting.

All fees will be paid by Outcome to the Cliniciaites
within thirty (30) days from the date of receiptaof
correctly completed invoice. An invoice will be
issued after approval of the documents sent for
invoicing by Outcome.

PLATOBNE PODMIENKY:

VSetky platby poplatkov za pacienta sa bud
uskut@nova’ spola@&nog’ou Outcome Klinickému

ppracovisku kvartalne za vSetky vyplnené CRF v
ngredoSlom kvartdli. Pri zaslani platby bude uvedené

meno skiSajlceho.

Klinickému pracovisku bude vyplatena jednorazg

¢iastka 120,- EUR ako kompenzéacia Skusajucehd
pozadované Skolenie o protokole, eCRF aS§
vykazovani.

VSetky poplatky bude uhrddzespol@nos’ Outcome

Klinickému pracovisku a to do 30 (tridsiatich) dmdo

dina prijatia nalezite vystavenej faktary. Faktara éud
vystavena az po odsuhlaseni zaslanych podkli3

k fakturacii od spolénosti Outcome.

va
za
AE

adov
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A.

(1)

(2)

EXHIBIT C

DATA PRIVACY AND SECURITY

REQUIREMENTS

Obligations of Clinician Site and
Investigator

Investigator and Clinician Site (whic
for purposes of this Exhibit C, includ
any sub-investigators, any Study staff
other third-parties or vendors who ha
access to any confidential or persong
identifiable information as a result

any agreement relating to the Studly)

shall Process Personal Data only on
instruction of Company and

accordance with this Agreement

applicable privacy and data protecti
laws. Company hereby instrug
Clinician Site and Investigator, ar
Clinician Site and Investigator here
agree, to Process Personal Data onl

necessary to perform Clinician Site’

and Investigator’s obligations under tf
Agreement.

At all times during which Clinician Sit
and Investigator are Processi
Personal Data, Clinician Site a
Investigator shall:

() Have in place appropriate a
reasonable technical ar
organizational security measur
(consistent with the type ¢
Personal Data being Processs

PRILOHA C

OCHRANA UDAJOV A POZIADAVKY
NA BEZPECNOST

A. Povinnosti Klinického pracoviska

a Skusajuceho

(1) SkuSajuci a Klinické pracovisko (ktoré,
S (celom tejto  Prilohy C, zdha
OF yyskumnych pracovnikov, zamestnandg

V€  zainteresovanych na Studii alebo iné tre
lly strany alebo predajcov, ktori majd prist
Df i dovernym informéaciam, aleb
1Y) informaciam na zéklade ktorych moz
the jdentifikovat osoby, v dosledku zmluy
N sivisiacej so Studiou) je povini
nd Spracovavé Osobné Udaje len pba

ON in&trukcii Spolénosti a v stlade s tout
1S Zmluvou a platnymi zakonm
d o bezpénosti a ochrane Gdajo

DY Spolatnog’  tymto narid’uje Klinickému
Y 8Spracovisku a SkuSajlicemu,
S pracovisko a Skua3ajlci
NS Spracovavé Osobné Gdaje len do mie
potrebnej na plnenie povinnosti Klinické
pracoviska a SkuSajuceho (fad tejto
Zmluvy.

®2) Pri Spracovavani Osobnych Gdajov

N9 Klinické pracovisko a Ski3ajuci neust:
d povinni:

d () Disponova vhodnymi
d a odévodnenymi opatreniar]
es tykajacimi sa technicke

f
d),

a organizanej bezpénosti (v sulade

which measures shall be furnish
to Company upon request,

protect the Personal Data suppl
to Clinician Site and Investigatg
against any Data Security Breac

(i) Comply with all applicablg

privacy and data protection lav

s druhom spracovavanych Osobny
Udajov), atieto opatrenia 1
poZiadanie predlo#iSpol@nosti, za
Gcelom ochrany Osobnych adajc
poskytnutych Klinickému stredisku
SkuSajucemu wbH akémukdvek
Poru$eniu bezgaosti Udajov;

ed
to
ed
DI
h;

(ii)

Dodrziavd vSetky platné zakon

za

oV
ptie
up
(o}

a Klinické
tymto suhlasi

su
ile

ch
a

DV
a

VS
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to which they are subiject; a bezpénosti Udajov, poth ktorych
sa maju riadi;

(i) Notify Company immediately of (i) Okamzite informov& Spola@nog’

any Data Security Breach and 0 akomkdvek PoruSeni bezpeosti
assist and cooperate with Udajov a poskytntl pomoc
Company concerning any a spolupracu Spoloosti olradne
disclosures to affected parties and akéhokdvek zverejnenia
other remedial measures [as zainteresovanym  stranam  ainé
requested by Company or napravne prostriedky pbd
required under any privacy or data poziadaviek Spoknosti alebo pokh
protection law; poZiadaviek akéholKwek zakona
o ochrane sukromia a bezpesti
udajov;

(iv)  Vratit alebo zniit (pri vybere

(iv) Return or destroy (at the electipn Spolanog) vSetky Osobné udaje
of Company) all Personal Data pod’a tejto Zmluvy, vratane vSetkygh
subject to this Agreement, jej origindlov a kopii, po vyprSani
including all originals and copigs alebo predasnom vypovedani tejto
of such, upon the expiration or Zmluvy, alebo v pripade, Zze uz viac
earlier termination of this neexistuje legitimny obchodny dévod
Agreement, or when there is no na uschovu tychto Osobnych Udajov,
longer any legitimate business alebo na pokyn Spotoosti.
need to retain such Personal Data, S vyhradou Odseku 12 (E) (i)
or otherwise on the instruction pf Zmluvy;

Company. Section 12 (E) (i) of
the Agreement is reserved,; v) Nedovolt’ Ziadnemu funkcionarovi,
konatdovi, zamestnancovi, agentovi,

(v) Not permit any officer, director, priclenenegj osobe, dcérskej
employee, agent, subsidiaty, spolanosti alebo akejkitvek
affiliate, or any other person or fyzickej alebo pravnickej osobe
entity acting on behalf of konajucej vV mene Klinickéhp
Clinician Site or Investigator tp pracoviska  alebo Skusajuceho
Process Personal Data unless such Spracovavé Osobné U(daje pokis
Processing is in compliance with dané Spracovanie nie je v suldde
this Agreement, and is necessary stouto Zmluvou, aje potrebné nha
in order to carry out Clinician vykon povinnosti Klinickéhg
Site’s or Investigator’s obligations pracoviska alebo SkuSajuceho pad
under this Agreement; tejto Zmluvy;

(vi)  Nezverejni Osobné Uudaje Ziadnej
tretej strane pokla s oifadom na
kazdé takéto zverejnenie: (A) |e

(vi) Not disclose Personal Data to any zverejnenie potrebné na vykon
third party unless with respect to povinnosti Klinického pracoviska |a
each such disclosure: (A) the SkuSajuceho pda tejto Zmluvy; (B)
disclosure is necessary in order| to takato tretia strana nie je viazana
carry out Clinician Site’s an tymi istymi ustanoveniar%
Investigator's obligations under a povinnosami uvedenymi v tejt
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(Vi)

(viii)

(ix)

this Agreement; (B) such third
party is bound by the same
provisions and obligations spt
forth in this Agreement; (
Clinician Site and Investigatar
have received Company’'s pripr
written consent; and (D) Clinician
Site and Investigator shall remdin
responsible for any breach of the
obligations set forth in thi
Agreement and any violation
any privacy or data protection |
by such third party to the same

extent as if Clinician Site and

Investigator caused such breach or(vii)
violation;

Provide all reasonable and prompt
assistance to Company (in
responding to any requess,
complaints, or other
communications received fro
any individual who is the subject

of any Personal Data Processed
by Clinician Site and Investigato

(viii)

Ensure that Clinician Site’s own
employees, as well as any sub-
contractors, temporary employees
or other third-parties or vendors
who have access to
confidential or
identifiable information as a result
of any agreement relating to the
Study, receive appropriate privacy
and security training, which shall
be updated periodically as the (ix)
laws and regulations evolve; an

If the Clinician Site is locate
within the European Economjc
Area (“EEA”), and if reasonabl
requested by Company in order|to
enable Company to comply with
any applicable privacy or data

Pokid Klinické pracovisko sidli na

Zmluve; (C) Klinické pracovisko
SkuSajuci neobdrzali predchadzaj
pisomny suhlas Spalnosti; a (D)
Klinické pracovisko a Skusaju
budi aj ndalej
akékdvek porusSenie povinno
uvedenych Vv tejto Zmluv
aakekdvek poruSenie zakona
dovernosti  dezpenosti  Udajov
trefou stranou sa poklada
poruSenie v rovnakom rozsahu,

spbsobili takéto poruSenie;

Poskytndéi odévodnenu a okamzi
pomoc Spoldnosti pri zodpovedan
akychkdvek Ziadosti, ®aZnosti
alebo inej komunikacie obdrzanej
jednotlivca, ktorého Osobné (d3
boli spracované v Klinickon
pracovisku alebo SkuSajucim; a

Zabezpeit, aby
Klinického pracoviska, ako aj in
subdodavatelia, @gasni zamestnan
alebo iné tretie strany alel
predajcovia, ktori maju pristu
k dévernym informaciam, aleb
k informaciam, na zaklade ktorycq
moZno identifikové osoby,
v dosledku zmluvy suavisiace] 9
Stadiou, boli nalezite vySkoler
v oblasti zachovavania ganlivosti
a bezpeénosti, prtom takéto Skolenig
je potrebné pravidelne obnovaVy
vzmysle  prislusnych  pravnyag
nariadeni; a

Uzemi Eurdpskeho hospodarske
priestoru (European Economic Are
“EEA”), a pokid’ Spol@nog’
odbvodnene poziadala o dodrza
akychkdvek platnych  zakono
o bezpénosti  Udajov,  Klinicke
pracovisko a SkuaSajuci vyhotov
vzajomne dojednand verziu navr
zmluvy, ktory bude Europsk
komisia (na zéklad&’lanku 26 (4)
Smernice 95/46/EK) poklada za

zodpovedni z

zamestnanc¢

ci

—_

Il

:m U

A
ho
i_

nie
/
a

nu
a

LUMINOUS_CTA_Dr. Sustykevicova_fv_Aprl2.doc

Page30 of 31



protection law, Clinician Site an

Investigator will execute
mutually agreeable version of
model contract deemed by t

European Commission (on the

basis of Article 26 (4) of Directiv

95/46/EC) to offer sufficient dat
protection safeguards in relation
to any transfer of Personal Dg

out of the EEA.

B. Definitions

(1) “Personal Data” means any informati
that can be used to identify, locate,

olf|
or

chraniac
v suvislost

a dostatme
udajov

vhodny
bezpénog’

s akymkdvek prevodom Osobnyc]

udajov mimo Europsky hospodars
priestor — EEA.

aB. Definicie

itl) “Osobné Gdaje” znamena akdkek
informacie, ktoré mézu by pouzité na
identifikaciu, zistenie polohy,

kontaktovanie jednotlivca ako
¢islo socialneho poistenia, zamestna
informécie ojeho finatnej alebo
zdravotnej situacii; alebo akékek iné

7\_
<

meno,
adresa, telefonne&islo, emailova adresa,

nie,

contact an individual, such as name, informacie tykajuce sa jednotlivga

address, telephone number, e-mail v kombinacii s akymkivek  (dajom

address, social security number; uvedenym vysSie.

employment, financial, or health

information; or any other information(2) “Spracovanie” (vratane “Spracovanie” |a

relating to an individual that is “Spracovavané”) znamena aklkek

combined with any of the above. nasledovnd  operaciu  vykonanu |na
Osobnych udajoch, vratane ale nie
vyhradne tykajucu sa zbierania,
organizacie, zalohovania, pozmenenia,

(2) “Processing” (including “Process” and pouzitia, zverejnenia alebo zenia.

“Processed”) means any operation that

is performed upon Personal Datd3)“PoruSenie bezgmosti Udajov” znamena

including, but not limited to collection, akukdvek ¢innog’ alebo ulohu, ktora by

organization, storage, alteration, u
disclosure, or destruction.

(3) “Data Security Breach” means any :
or omission that compromises t
security, confidentiality, or integrity O
Personal Data, such as the loss
misuse of such data or the unauthori
disclosure, access, alteration, or use

Personal Data.

se,

Act
he
f

or
ved
> of

ovplyvnila bezpeénos’, dovernos, alebo

integritu Osobnych Udajov, ako je strata,

alebo g
nahliadnuf

zneuzitie tychto udajov
nepovolené zverejnenie,
zmena alebo pouzitie.

h
ie,
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