Clinical Site Agreement
(“Agreement”)

The Agreement is made by and be-
tween:

- = Eyebiotech Ltd with its regis-
tered office at 71 Kingsway, London,
WC2B 6ST, United Kingdom, company
identification number: 13503296, tax
identification (VAT) number: 407
7443 93, hereinafter the “Sponsor”
represented by TFS Trial Form Sup-
port International AB with its regis-
tered office at P.O. Box 165 221 00
Lund, Sweden, tax identification
(VAT) number: SE556513166001

and

- TFS Trial Form Support Interna-
tional AB with its registered office at
P.O. Box 165 221 00 Lund, Sweden,
tax identification (VAT) number:
SE556513166001, hereinafter "TES”

and

- Fakultna nemocnica s poliklinikou
Zilina with its registered office at
Vojtecha Spanyola 43 Str., 012 07
Zilina, Slovak Republic, tax identifica-
tion (VAT) number: SK2020699923
(the “Institution”),

jointly referred to as “Parties” or sepa-

rately as “Party”.

WHEREAS:

- The Parties represent and warrant
that they each have the authority to

enter this Agreement.

- The Institution declares to have the
resources necessary to perform by

(the “In-
vestigator”) the clinical trial “A
Randomized, Double-masked,
Multi-center, 3-Arm Pivotal

Phase 2/3 Study to Evaluate the

Dohoda o klinickom praco-
visku
(dalej len ,dohoda")

Tato dohoda sa uzatvara medzi:

Eyebiotech Ltd so sidlom na
adrese 71 Kingsway, London, WC2B
6ST, Spojené kralovstvo, identi-
fikacné Cislo spoloc¢nosti: 13503296,
danové identifikacné (DPH) cislo: 407
7443 93, dalej len ,,sponzor™
zastupeny organizaciou TFS Trial
Form Support International AB so
sidlom na adrese P.0. Box 165 221
00 Lund, Svédsko, dariové identi-
fikacné (DPH) cislo:
SES556513166001

a

TFS Trial Form Support Internatio-
nal AB so sidlom na adrese P.O. Box
165 221 00 Lund, Svédsko, dafiové
identifikacné (DPH) cislo:
SE556513166001, dalej len ,,TJES™

a

Fakultnd nemocnica s poliklinikou
Zilina so sidlom na ulici Vojtecha
Spanyola 43, 012 07 Zilina, Slov-
enskd republika, danové identifikacné
(DPH) Cislo: SK2020699923 (dalej
len ,institacia"“),

spolo¢ne oznacované ako ,strany" alebo
samostatne ako ,strana".

PRICOM:

Zmluvné strany vyhlasuju a zarucuju, ze
kazdad z nich ma pravomoc uzavriet
tuto dohodu.

Institucia vyhlasuje, Ze disponuje po-
trebnymi zdrojmi na to, aby
(,skusajaci")
vykonala klinické skusanie ,Randomi-
zované, dvojito maskované, multi-
centrické, pivotné skasanie fazy 2/3
s 3 ramenami_ na vyhodnotenie
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Efficacy and Safety of Intravitre-
al EYE103 Compared with Intrav-
itreal ranibizumab (0.5mg) in
Participants with Diabetic Macu-
lar Edema” hereinafter "Study" (EU
Trial Number (CTIS): 2024-510944-
30-00), at the Institution, including
departments and facilities.

- TFS is a contract research organiza-
tion, and Sponsor and TFS have en-
tered into an agreement whereby
Sponsor has transferred to TFS and
to all its affiliates certain responsibili-
ties of Sponsor including preparation,
negotiation, execution and signature
of contracts with institutions and in-
vestigators on behalf of Spon-
sor, Study management, site pay-
ments, monitoring, data manage-
ment and reporting for the Study.

- Sponsor’s legal representative in the
European Union and European
Economic Area is: TFS Trial Form
Support International AB, together
with each of its subsidiaries and
affiliates, a company incorporated
under the laws of Sweden
(registered under No. 556513-1660)
and with its registered address at
P.O Box 165, SE - 22100 Lund,
Sweden.

- TFS, acting on behalf of Sponsor, will
execute a separate clinical site
agreement with the Investigator,
covering all the rights and obliga-
tions of the Investigator (including
remuneration due to the Investigator
and the Study Team for Study con-
duct).

IT HAS BEEN AGREED AS FOLLOWS:

ucinnosti a bezpecnosti intravitreal-
neho lieku EYE103 v porovnani s
intravitrealnym ranibizumabom (0,5
mg) u Ucastnikov s diabetickym ma-
kularnym edémom", dalej len ,klini-
cké skusanie" (EU C(islo klinického
skusania (CTIS): 2024-510944-30-00),
v institlcii vratane oddeleni a zariadeni.

- TFS je zmluvna vyskumna organiza-
cia, a sponzor a TFS uzavreli dohodu,
na zaklade ktorej sponzor previedol
na TFS urcité povinnosti sponzora
vratane  pripravy, vyjednavania,
uzatvarania a podpisovania zmlav s
institiciami a skusajucimi v mene
sponzora, riadenia klinického skusa-
nia, platieb za pracovisko, monitoro-
vania, spravy udajov a podavania
sprav pre klinické skusanie.

- Prdvnym zastupcom sponzora v Eu-
ropskej Unii a Eurépskom hospo-
darskom priestore je: TFS Trial Form
Support International AB, spolu so
vSetkymi jej dcérskymi a pri-
druzenymi spoloénostami, spolo¢nost
zalozena podla Svédskeho prava (re-
gistrovand pod Cislom 556513-
1660), s registrovanou adresou P.O
Box 165, SE - 22100 Lund, Svédsko.

- organizacia TFS, konajuca v mene
sponzora, uzavrie so skusajucim sa-
mostatnd dohodu o klinickom praco-
visku, ktora zahfma vsetky prava a
povinnosti  skuUsajuceho  (vratane
odmeny splatnej skdsajucemu a timu
klinického skusania za vykonavanie
klinického skusania).

BOLO DOHODNUTE NASLEDOVNE:

PREAMBLE

- The Investigator agrees to perform
the Study, according to the protocol
no. EYE-RES-102 (including possi-
ble further amendments), hereinafter
the “Protocol”, constituting Exhibit
A hereto.

- The Study will be conducted at the

PREAMBULA

Skusajuci suhlasi s vykonanim klini-
ckého skusania v sulade s proto-
kolom ¢. EYE-RES-102 (vratane
moznych dalSich doplneni), dalej len
~protokol", ktory tvori priloha A k
tomuto protokolu.

Klinické skusanie sa uskutocni v instita-
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Institution / at Ophthalmology
Department at Vojtecha Spanyola
43 Str., 012 07 zilina, Slovak Repub-
lic, being an integral part of the In-
stitution.

Any modification to the Protocol will
only be implemented after agree-
ment with TFS and as defined in the
Protocol.

The Institution agrees to abide by all
provisions of the Protocol as amend-
ed from time to time and confirmed
in writing by Sponsor. In the event
of discrepancies between the
Protocol and the Agreement, the
Agreement shall prevail in con-
tractual matters and the Protocol
in clinical ones.

For purposes of the Agreement, the
Institution, its staff, the Investigator
and Study staff designated by the
Investigator (the “Study Team"”)
shall not be deemed agents, serv-
ants, partners, joint ventures or em-
ployees of Sponsor and/or TFS.
Thus, they do not have the authority
to take action on Sponsor’s and/or
TFS“s behalf or to bind Sponsor/TFS
without their prior written consent.

It is also understood and expressly
acknowledged that Institution, its
staff, the Investigator, the Study
Team and Study participants are not
eligible to participate in, nor are they
eligible for coverage under, any of
Sponsor’s/TFS 's benefit plans, pro-
grams, employment policies or pro-
cedures, or workers' compensation
insurance. In consideration of Spon-
sor's/TFS 's performance hereunder,
Sponsor/TFS are hereby released
from any liability arising from Spon-
sor's/TFS s failure to provide such
plans, programs, policies, procedures
and workers' compensation insur-
ance.

cii / na O¢nom oddeleni na adrese
Vojtecha Spanyola 43, 012 07 Zilina,
Slovenska republika, neoddelitelnej
sucasti institucie.

Akdakolvek zmena protokolu bude im-
plementovana len po dohode s TFS a
v stlade s vymedzenim v protokole.

Institdcia sa zavézuje dodrziavat vSetky
ustanovenia protokolu v zneni
neskorsich zmien a doplneni, ktoré
pisomne potvrdi sponzor. V pripade
rozporov medzi protokolom a
dohodou ma v zmluvnych 2za-
lezitostiach prednost dohoda a v
klinickych zalezitostiach proto-
kol.

Na ucely tejto dohody sa institlcia, jej
zamestnanci, skdsajuci a zamest-
nanci klinického skasania urceni
skusajucim (,tim klinického
skasania") nepovazuju za zastu-
pcov, zamestnancov, partnerov,
spolo¢né podniky alebo zamestnan-
cov sponzora a/alebo TFS. Nemaju
teda opravnenie konat v mene spon-
zora a/alebo TFS alebo zavéazovat
sponzora/TFS bez ich predchadzaju-
ceho pisomného suhlasu.

TaktieZ sa rozumie a vyslovne uznava,
ze institlcia, jej zamestnanci,
skusajuci, tim klinického skusania a
Ucastnici klinického skusania nie su
opradvneni zUclastfiovat sa na
Ziadnych planoch, programoch, opa-
treniach alebo postupoch zamest-
navania sponzora/TFS, ani nemaju
narok na poistenie zodpovednosti za
Skodu spOGsobenl zamestnancom. Za
plnenie sponzora/TFS podla tejto
dohody su sponzor/TFS tymto zba-
veni akejkolvek zodpovednosti
vyplyvajlcej z toho, ze sponzor/TFS
nezabezpecili takéto plany, progra-
my, zasady, postupy a poistenie zo-
dpovednosti za Skodu spoOsobenu
zamestnancom.

ARTICLE 1 - OBLIGATIONS OF | CLANOK 1 - POVINNOSTI SPONZO-
SPONSOR RA

The Sponsor warrants compliance with | Sponzor zarucuje splnenie vSetkych
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all applicable legal requirements for the
performance of the Study and assumes,
among other things, the following obli-
gations to obtain the approval in Clinical
Trials Information System - CTIS (EU
portal, as defined in REGULATION (EU)
No 536/2014 OF THE EUROPEAN PAR-
LIAMENT AND OF THE COUNCIL of 16
April 2014 on clinical trials on medicinal
products for human use, and repealing
Directive 2001/20/EC) to perform the
Study, to notify if required the Local
Health Authorities (all together the
“"Competent Authorities”), and to pro-
vide the Product (as defined under arti-
cle 4.1) or, where appropriate, placebo
free of charge.

ARTICLE 2 - OBLIGATIONS OF IN-
STITUTION AND INVESTIGATOR

2.1. Compliance. The Investigator
shall conduct the Study in ac-
cordance with the Agreement,
the Protocol, and any additional
requirements notified by Spon-
sor/TFS, including all applicable
national and supranational legis-
lation and regulations relevant to
the jurisdiction in which the
Study is being conducted, includ-
ing, but not limited to (i) The
Declaration of Helsinki, (ii) any
local legislation and European di-
rectives and regulations, (iii) the
current guidelines and standards
on good clinical practice (e.g. ICH
GCP), (iv) any and all local legis-
lation concerning data protection,
as well as any relevant anti-
corruption legislation (together

the “Applicable Laws”).

The Institution agrees to comply
with all Applicable Laws for the
performance of the Study.
2.2. The Institution declares that it
has the means for conducting the
Study.

platnych zakonnych poZiadaviek na
vykonanie klinického skusania a okrem
iného preberd nasledujuce povinnosti,
aby ziskal schvélenie v Informacnom
systéme klinického skusania - CTIS
(portédl EU, ako je definovany v NARIA-
DENI EUROPSKEHO PARLAMENTU A
RADY (EU) & 536/2014 zo 16. aprila
2014 o klinickom skasani humannych
liekov a o} zruseni smernice
2001/20/ES), aby v pripade potreby
informoval miestne zdravotné organy
(vSetky spolu dalej len ,prislusné or-
gany"), a aby poskytol skusany liek
(ako je definované v ¢lanku 4.1) alebo v
pripade potreby placebo, bezplatne.

CLANOK 2 - POVINNOSTI INSTITU-
CIE A SKUSAJUCEHO

2.1. Dodrziavanie zasad. Skusajuci
vykonava klinické skusanie v su-
lade s dohodou, protokolom a
vSetkymi dalSimi poZiadavkami
oznamenymi sponzorom/TFS
vratane vSetkych platnych vnu-
trostatnych a nadndrodnych pra-
vnych predpisov a nariadeni re-
levantnych pre jurisdikciu, v
ktorej sa klinické skusanie
vykonava, okrem iného, vratane
(i) Helsinskej deklaracie, (ii)
vSetkych miestnych pravnych
predpisov a eurdépskych smernic
a nariadeni, (iii) platnych usmer-
neni a noriem tykajucich sa
spravnej klinickej praxe (napr.
ICH GCP), (iv) vsSetkych miest-
nych pravnych predpisov tykaja-
cich sa ochrany udajov, ako aj
vSetkych prislusnych proti-
korupénych pravnych predpisov
(spolu dalej len ,platné pravne
predpisy").

InstitGcia sa zavédzuje dodrziavat

vSetky platné pravne predpisy pri

vykonavani klinického skusania.
2.2. Institdcia vyhlasuje, Zze ma pros-
triedky na vykonanie klinického
skdsania.
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2.3.

2.4.

2.5.

ARTICLE 3 -
STUDY PERIOD

3.1.

3.2.

The Institution shall not be al-
lowed to outsource, subcontract
or delegate any of its obligations
hereunder to any third party
without the prior written consent
of Sponsor/TFS. Notwithstanding
any such consent, the Institution
shall remain liable for each such
third party’s performance and
each such third party shall be ob-
ligated to comply with the terms
and conditions of the Agreement.

The Investigator leads the Study
Team and is directly responsible
for any actions or omissions of
Study Team members in scope of
the Study.

The Institution agrees that the
Investigator takes part in Inves-
tigator Meetings and/or training
events (possibly even abroad),
organized by the Sponsor and/or
TFS, and required for the conduct
of the Study. The Sponsor or TFS
shall reimburse the Investigator
with any necessary and reasona-
ble costs incurred.

RECRUITMENT AND

The estimated number of Study
Subjects at the Institution is 8.
The Sponsor/TFS shall have the
right to stop recruitment at the
Institution at any time prior noti-
fication.

It is planned that the Study shall
be commenced at the Institution
in December 2024 Enrolment of
Study Subjects shall take place
to the end of August 2025.
Considering the planned follow-
up period, the clinical part of the
Study, including completion of all
documentation, is planned to be
completed in November 2027.
Outside that period, the Investi-
gator will be obliged to reply to

2.3.

2.4.

2.5.

CLANOK 3 -

Institlcia nesmie bez predchad-
zajuceho pisomného suhlasu
sponzora/TFS zverovat Ziadne zo
svojich povinnosti podla tejto
dohody tretej strane, uzatvarat s
nou subdodavatelské dohody ani
ju poverovat ich plnenim. Bez
ohladu na takyto suhlas zostava
inStiticia zodpovedna za plnenie
kazdej takejto tretej strany a
kazda takato tretia strana je po-
vinnd  dodrziavat podmienky
dohody.

Skusajuci vedie tim klinického
skusania a je priamo zodpovedny
za vSetky cinnosti alebo opome-
nutia Clenov timu klinického
skiSania v ramci klinického
skusSania.

Institdcia suahlasi s tym, aby sa
skusajuci zucastrfoval na stretnu-
tiach skdsajacich a/alebo vzdela-
vacich podujatiach (pripadne aj v
zahranici), ktoré  organizuje
sponzor a/alebo TFS a ktoré su
potrebné na vykonavanie klini-
ckého skusania. Sponzor alebo
TFS uhradi skusajucemu vsetky
potrebné a primerané vzniknuté
naklady.

NABOR A OBDOBIE

KLINICKEHO SKUSANIA

3.1.

3.2.

Odhadovany pocet Gcastnikov
klinického skdsania v institucii je
8. Sponzor/TFS ma pravo
zastavit nabor v indtitacii ke-
dykolvek s predchadzajucim oz-
namenim.

Planuje sa, Ze klinické skusanie
sa ma zadat v institlcii v de-
cembri 2024. Nabor Ucastnikov
klinického skusania sa uskutocni
do konca augusta 2025.
Vzhladom na planované obdobie
sledovania sa klinickd cast klin-
ického skdsania, vratane
dokoncenia vsetkych dokumen-
tacii, planuje dokondéit v novem-
bri 2027. Mimo tohto obdobia je
skusdajuci povinny odpovedat na
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3.3.

4.1.

4.2.

4.3.

any queries related to clinical da-
ta insufficiencies, doubts, or dis-
crepancies (“queries”).

If required by Applicable Laws,
the Investigator will perform a
submission of each Study Subject
to respective public institutions in
Slovak Republic, in accordance
and with terms stipulated in the
Applicable Laws.

ARTICLE 4 - SUPPLY OF PRODUCT
AND/OR MATERIAL

Sponsor/TFS shall provide to the
Institution/Investigator, at no
charge, with EYE103 (the
“Product”) and other material,
equipment or goods as may be
required for the Study (the “Ma-
terial”).

The Product may not be supplied
until all required documents have
been provided to TFS/Sponsor by
the Institution and/or Investiga-
tor as well as by TFS/Sponsor to
the authorities. Required docu-
ments are e.q.: the Investigator's
CV, Protocol signature and Inves-
tigator’s financial disclosure form.
The Investigator (directly or
through assigned Study Team
Member) shall be responsible for
the adequate storage of Product
from the time the supplies have
reached the Institution and until
the end of the Study at the Insti-
tution.

The Institution shall treat, han-
dle, use, and maintain, the Mate-
rial with the degree of care used
for its own property and in ac-
cordance with the manufacture
manual or instructions, the Pro-
tocol, instructions of Sponsor or
TFS and shall not use it for any
other purpose without the prior
written consent of Sponsor/ TFS.
At the termination of the Study,
the Institution/Investigator, un-

3.3.

CLANOK 4 -

vSetky otazky tykajluce sa ne-
dostatkov klinickych uadajov, po-
chybnosti alebo nezrovnalosti
(dalej len ,otazky™).

Ak to vyzaduju platné pravne
predpisy, skusajuci  predlozi
kazdého Ucastnika klinického
skusania prislusSnym verejnym
institlciam v Slovenskej republi-
ke, a to v sulade a za podmienok
stanovenych v platnych pravnych
predpisoch.

DODANIE TOVARU

A/ALEBO MATERIALU

4.1.

4.2,

4.3.

Sponzor/TFS bezplatne poskytne
institacii/skusajucemu EYE103
(dalej len ,skdsany liek™) a iny
materidl, vybavenie alebo tovar,
ktoré moézu byt potrebné na Kkli-
nické skusanie (dalej len ,mate-
rial").

Skusany liek sa nesmie dodat,
kym institlcia a/alebo skusajuci
neposkytnu TFS/sponzorovi
vSetky pozadované dokumenty a
kym TFS/sponzor neposkytne in-
formacie Uradom. PoZadované
dokumenty su napr.: Zivotopis
skusajuceho, podpis protokolu a
zverejnenie finan¢nych informacii
skusajuceho. Skusajuci (priamo
alebo prostrednictvom pridele-
ného Cclena timu klinického
skusania) je zodpovedny za pri-
merané skladovanie skusaného
lieku od okamihu, ked sa zasoby
dostani do institucie, az do
ukoncenia klinického skusania v
institacii.

InStitlcia bude zaobchadzat s
materidlom, manipulovat s nim,
pouzivat ho a udrziavat ho s ta-
kou starostlivostou, aku pouziva
pre svoje vlastné vlastnictvo a v
sulade s vyrobnou priruckou ale-
bo pokynmi, protokolom,
pokynmi sponzora alebo TFS a
nepouzije ho na Ziadny iny Ucel
bez predchadzajuceho pisom-
ného suhlasu sponzora/TFS. Po
ukonceni  klinického skusania
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5.1.

5.2.

less otherwise agreed in writing
by the parties, shall return or
otherwise dispose of all remain-
ing Material in accordance with
the instructions of Sponsor or
TFS.

ARTICLE 5 - PAYMENTS

In consideration of the conduct of
the Study, the Sponsor through
TFS agrees to make payments to
the Institution upon receipt of a
respective invoice and correctly
completed eCRFs, as set out in
Exhibit B as follows.

The payments shall be subject to
the following terms.

In the event that a Study Subject
withdraws or is withdrawn from
the Study after commencing the
dosing regimen of the Product
and in accordance with the Proto-
col, payment shall be made pro
rata (based on the number of vis-
its completed) related to that
Study Subject, provided that all
such data until the time of Study
Subject's withdrawal from the
Study has been completed and
sent to and accepted by Sponsor.

Payments will be made every 6
months, within 60 days upon the
receipt of the proper invoice/bill.
First accounting period should be
counted from the date of enrol-
ment of first Study Subject at the
Institution.

Invoices should be emailed to:
EYEB1003payments @tfscro.com

Payment for conducting the
Study will be credited to:

5.1.

5.2.

musi institlcia/skdsajuci, pokial
sa zmluvné strany pisomne ne-
dohodn( inak, vratit alebo inak
zlikvidovat vSetok zostavajuci
material v sulade s pokynmi
sponzora alebo TFS.

CLANOK 5 - PLATBY

Vzhladom na vykonanie Kklini-
ckého skusania sa sponzor pros-

trednictvom TFS zavazuje
vykonat platby institlcii po
obdrzani prislusnej faktiury a

spravne vyplnenych elektroni-
ckych CRF (zdznamovych formu-
larov Ucastnikov klinického
skusSania), ako je uvedené v pri-
lohe B, a to nasledovne.

Platby podliehaju nasledujucim
podmienkam.

V pripade, ze ucastnik klinického
skisania odstupi alebo je
stiahnuty z klinického skudsania
po zacati davkovacieho rezimu
lieku a v sulade s protokolom,
platba sa vykona pomerne (na
zaklade poctu absolvovanych
navstev) v suvislosti s tymto
Gcastnikom klinického skusSania
za predpokladu, Ze vSetky takéto
Udaje do cCasu stiahnutia Ucast-
nika klinického skdsania z klini-
ckého skusania boli dokoncené,
zaslané a prijaté sponzorom.

Platby sa uskutocnuju kazdych 6
mesiacov, do 60 dni od prijatia
riadnej faktury / riadneho Gctu.
Prvé Gctovné obdobie sa pocita
odo dna zapisu prvého Ucastnika
klinického skusania v institucii.

Faktiry by mali byt zaslané e-
mailom na adresu:
EYEB1003payments
@tfscro.com

Platba za vykonanie klinického
skusSania bude pripisana na ucet:
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INSTITUTION / INSTITUCIA:

Account holder / Drzitel

Fakultna nemocnica s poliklinikou Zilina

uctu

Bank / Banka Statna pokladnica

IBAN SK 32 8180 0000 0070 0028 0470
BIC (SWIFT-Code) / BIC | SPSRSKBAXXX

(SWIFT kéd)

Currency / Mena EUR

VAT-ID / IC DPH SK2020699923

Reference / Referencia

[invoice number] / [&islo faktiry]

5.3.

Financial obligations of the
Institution. The payments indi-
cated in this Agreement shall
constitute the Institution’s sole
remuneration for the conduct of
the Study, including the storage
and administering of Product and
Material. It is the Institution re-
sponsibility to meet its own fiscal
obligations in relation to these
payments. In the event that
Sponsor or TFS has not given its
prior express written approval
regarding any costs or expenses,
the Institution shall be responsi-
ble for all such costs and expens-
es arising from the conduct of the
Study.

Each party represents and war-
rants to the others that the pay-
ment of the fees related to the
conduct of the Study (including
payments to subcontractors, con-
sultants, or other agents working
on behalf of the Institution/the
Investigator or as part of the In-
stitution’s and/or Investigator’s
services to Sponsor, as applica-
ble) (i) represents the fair market
value for the conduct of the
Study, (ii) has not been deter-
mined in any manner that takes
into account the volume or value
of any referrals, reimbursements
or business between the Institu-
tion and/or the Investigator and
Sponsor, and (iii) is not offered
or provided, in whole or in part,
with the intent of, directly or indi-
rectly, implicitly or explicitly, in-
fluencing or encouraging the re-
cipient to purchase, prescribe, re-

5.3.

Finanéné zavazky institacie.
Platby uvedené v tejto dohode
predstavuju jedini odmenu insti-
tucie za vykonanie klinického
skdsania, vratane uskladnenia a
spravy vyrobku a materidlu.
Institicia je zodpovedna za
plnenie svojich fiskalnych zavaz-
kov v suvislosti s tymito platba-
mi. V pripade, Ze sponzor alebo
TFS nedali predchadzajuci
vyslovny pisomny suhlas tykajuci
sa akychkolvek nakladov alebo
vydavkov, institucia je zodpo-
vedna za vSetky takéto naklady
a vydavky vyplyvajuce z
vykonavania klinického skusania.

Kazda strana vyhlasuje a zarucu-
je ostatnym stranam, Ze platba

poplatkov suvisiacich s
vykonavanim klinického skusania
(vratane platieb  subdodava-

teflom, konzultantom alebo inym
zastupcom, ktori pracuju v mene
institucie/skdsajuceho alebo v
ramci sluzieb institlcie a/alebo
skuSajuceho pre sponzora, podla
okolnosti) (i) predstavuje spra-
vodlivi  trhovi hodnotu za
vykonavanie klinického skusania,
(ii) nebola stanovena Zziadnym
sposobom, ktory by zohladroval
objem alebo hodnotu akych-
kolvek odporucani, Uhrad alebo
obchodov medzi instituciou
a/alebo skusajucim a sponzorom
a (iii) nie je ponukana alebo pos-
kytovana, Uplne alebo ciastocCne,
s umyslom priamo alebo nepria-
mo, implicitne alebo explicitne
ovplyvnit alebo povzbudit pri-
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5.4.

6.1.

6.2.

fer, sell, arrange for the purchase
or sale, or recommend favorable
formulary placement of a Spon-
sor product or as a reward for
past behavior.

In the event of early termination,
if any overpayment has been
made to the Institution, it shall
be returned to TFS/Sponsor with-
in 45 days of receipt of written
notice from the Sponsor/TFS.

ARTICLE 6 - MONITORING, AUDITS,
AND INSPECTIONS

Study Monitor: The Institution
shall permit the person monitor-
ing the Study (the “Study Moni-
tor”), during normal business
hours, to have access and verify
information relating to all rele-
vant clinical data of Study Sub-
jects for monitoring of the pro-
gress of the Study. The monitor-
ing visits shall be arranged at
mutually convenient times. The
Institution shall promptly and
properly respond to questions
(the “Queries”) and explicitly
shall cooperate with the Study
Monitor, particularly in comparing
the CRF with the study-related
source data (the “Source Data
Verification”).

Audit and Inspection: The In-
stitution shall permit Competent
Authorities to inspect information
relating to the Study as required
by and in accordance with Appli-
cable Law. The Institution shall
promptly notify TFS and the
Sponsor of inquiries and corre-
spondence with authorities per-
taining to the Study. The Institu-
tion shall permit TFS/Sponsor to
audit documents collected and
generated by the Institution and

5.4.

jemcu, aby kuapil, predpisal,
odporucil, predal, sprostredkoval
kapu alebo predaj alebo odporu-
Cil priaznivé zaradenie vyrobku
sponzora do formulara alebo ako
odmenu za predchadzajuce spra-
vanie.

V pripade predcasného ukonce-
nia, ak bola institlcii zaplatena
akakolvek nadmerna suma, musi
byt vratend TFS/sponzorovi do
45 dni od prijatia pisomného oz-
namenia od sponzora/TFS.

CLANOK 6 — MONITOROVANIE, AU-

DITY A KONTROLY

6.1.

6.2.

Monitor klinického skasania:
Institicia umozni osobe monito-
rujucej klinické skusanie (dalej
len ~monitor klinického
skdsania") pocas beznej pra-
covnej doby pristup a overovanie
informacii tykajucich sa vsetkych
relevantnych klinickych udajov
Gcastnikov klinického skusania
na ucely monitorovania priebehu
klinického skusania. Monitorova-
cie navstevy sa dohodnu vo
vzajomne vhodnom case. Insti-
tlcia bezodkladne a riadne
odpovie na otazky (dalej len
.otazky"“) a vyslovhe spolu-
pracuje s monitorom klinického
skusania, najma pri porovnavani
CRF (zdznamovych formularov
Ucastnikov klinického skusania)
so zdrojovymi Udajmi suvisiacimi
s klinickym skusanim (dalej len
.overovanie zdrojovych
udajov").

Audit a kontrola: Institucia
umozni  prislusnym  organom
nahliadnut do informacii tykaju-
cich sa klinického skusSania v su-
lade s platnymi pravnymi pre-
dpismi. Institicia bezodkladne
oznami TFS a sponzorovi otazky
a koreSpondenciu s organmi
tykajucimi sa klinického skusa-
nia. Institucia umozni
TFS/sponzorovi vykonat audit
dokumentov zhromazdenych a
generovanych institdciou a

EYE-RES-102_Slovakia _563_CSA_lInst_(slo-eng)_Template_20220214

9/28




6.3.

7.1.

7.2.

the Investigator in the course of
the Study and to inspect the fa-
cilities to verify compliance with
the Agreement, the Protocol, and
Applicable Laws as well as the
accuracy of information provided
in connection with the Study. At
the request of Sponsor/TFS, the
Institution shall properly correct
any errors or omissions in such
records and reports.

For purposes of this article 6, the
Institution will grant access to
the source data (patient’s files)
of the Study Subjects, subject to
applicable data protection legisla-
tion and other secrecy provisions.

ARTICLE 7 - CONFIDENTIALITY

The Institution agrees to keep all
information confidential directly
or indirectly supplied by TFS in-
cluding but not limited to, all in-
formation and data provided by
or on behalf of Sponsor, Investi-
gator’'s Brochure, the provisions
of the Agreement, the Protocol
and all information and data gen-
erated in connection with the
Study, including but not limited
to the CRFs and the data con-
tained therein (the “"Confidential
Information”). The Institution
shall limit access to the Confiden-
tial Information to those who re-
quire it for purposes contemplat-
ed herein and ensures that they
abide by the same obligations of
confidentiality as those applicable
to the Institution. Confidential In-
formation is the property of
Sponsor.

The above obligations shall not
apply to such part of the infor-
mation and/or results which:

- at the time of disclosure by
Sponsor or TFS, were in the
public domain, or

6.3.

skusajucim v priebehu klinického
sklUsania a kontrolovat zariade-
nia s cielom overit dodrziavanie
dohody, protokolu a platnych za-
konov, ako aj presnost informacii
poskytnutych v suvislosti s klini-
ckym skusanim. Na Ziadost
sponzora/TFS institdcia riadne
opravi vsetky chyby alebo opo-
menutia v tychto zdznamoch a
spravach.

Na Ucely tohto ¢lanku 6 institucia
udeli pristup k zdrojovym
Udajom (zlozka pacienta) Ucast-
nikov klinického skusania,
pricom sa budu dodrziavat platné
pravne predpisy o ochrane
Udajov a iné wustanovenia o
mlcanlivosti.

CLANOK 7 - MLCANLIVOST

7.1.

7.2.

Institicia sa  zavazuje za-
chovavat mlcanlivost o v$etkych
informaciach priamo alebo nepri-
amo poskytnutych spoloénostou
TFS, okrem iného vratane
vSetkych informdcii a ddajov
poskytnutych sponzorom alebo v
jeho mene, prirucky pre skdsaju-
ceho, ustanoveni dohody, proto-
kolu a vsetkych informacii a
Udajov vytvorenych v suvislosti s
klinickym skdsanim, okrem iného
vratane CRF (zaznamovych for-
mularov  Gcastnikov klinického
skusania) a udajov v nich ob-
siahnutych (,déverné informa-
cie"). Institicia obmedzi pristup
k dovernym informacidm na oso-
by, ktoré ich vyzaduju na Ucely
uvedené v tomto dokumente, a
zabezpedi, aby dodrziavali rov-
naké povinnosti v oblasti mi¢an-
livosti ako tie, ktoré sa vztahuju
na institdciu. Déverné informacie
sU majetkom sponzora.

Vyssie uvedené povinnosti sa
nevztahuju na dasti informacii
a/alebo vysledkov:

- ktoré v Case zverejnenia
sponzorom alebo TFS, boli ve-
rejne dostupné, alebo
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- come into the public domain
thereafter otherwise than by a
fault of the Institution,

- the Institution can prove were
known to it prior to the time of
disclosure by TFS,

- the Institution can prove to
have obtained from an inde-
pendent third party having an
unrestricted right to disclose
them,

- to the extent required by law
(after giving Sponsor notice
and an opportunity to contest
the required disclosure, if le-
gally possible).

7.3. These confidentiality obligations
shall remain valid for a period of
15 years from the date of the
Agreement.

7.4. The obligations under article 7
shall not be interpreted as re-
striction to article 8 (Publica-
tions).

ARTICLE 8 — PUBLICATIONS

8.1. The results of the Study may be
transmitted by the Sponsor to
the drug registration authorities
world-wide in compliance with
Applicable Laws.

8.2. On completion of the Study ac-
cording to the Protocol the Insti-
tution or the Investigator may
publicly disclose the Study results
from the Institution for only: (1)
non-commercial and (2) internal
scientific research and education-
al purposes, subject to the provi-
sions in article 7 and the follow-
ing conditions:

(a) a copy of the disclosure shall
be given to Sponsor for re-
view at least ninety (90)
days prior to delivery to any
other party,

- ktoré sa neskor dostali na ve-
rejnost inak ako vinou institd-
Cie,

- o ktorych institicia moze
preukazat, ze jej boli zname
pred ¢asom zverejnenia TFS,

- o ktorych institicia moze
preukazat, Ze ich ziskala od
nezavislej tretej strany, ktora
ma neobmedzené pravo ich
zverejnit,

- v rozsahu vyzadovanom za-
konom (po upozorneni spon-
zora a poskytnuti moznosti
spochybnit poZzadované zvere-
jnenie, ak je to pravne
mozné).

7.3. Tieto povinnosti tykajuce sa
mlc¢anlivosti zostanu v platnosti
po dobu 15 rokov od datumu
uzavretia dohody.

7.4. Povinnosti podla ¢lanku 7 sa
nesmu vykladat ako obmedzenie
¢lanku 8 (Publikacie).

CLANOK 8 - PUBLIKACIE

8.1. Vysledky klinického skusSania
mobze sponzor zasielat regis-
tracnym organom pre lieCiva na
celom svete v sulade s platnymi
pravnymi predpismi.

8.2. Po dokonceni klinického skusSania
podla protokolu moéZe institlcia
alebo skusajuci zverejnit
vysledky klinického skudsania od
institdcie len: (1) na nekomerc¢né
Gcely a (2) na interné vedecko-
vyskumné a vzdeldvacie Ucely v
stlade s ustanoveniami ¢lanku 7
a nasledujucimi podmienkami:

(a) kopia zverejnenia sa pos-
kytne sSponzorovi na
preskimanie najmenej de-
vatdesiat (90) dni pred
doruc¢enim akejkolvek inej
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ARTICLE 9 -
PROPERTY RIGHTS

9.1.

(b) if Sponsor gives notice dur-
ing such period that it in-
tends to file patent applica-
tions relating to matters con-
tained in such disclosure,
disclosure shall be delayed
for up to an additional one
hundred and twenty (120)
days from such notice to
permit such filings,

(c) in case of a multicenter
Study no disclosure shall be
made until results from all
centers have been received
and analyzed, or the Study
has been abandoned at all
centers; if the Sponsor does
not produce an initial publi-
cation within twelve (12)
months after the results
from all of the centers have
been received and analyzed,
and the Sponsor does not
notify the Investigator that
the Sponsor intends to pro-
duce a publication, then the
Institution and the Investiga-
tor may publish or otherwise
disclose the results of the In-
stitution (but not the Study
in general) for internal scien-
tific research and educational
purposes, subject, however,
to the other conditions of
this article 8.

INVENTIONS AND

The Institution acknowledges that
the results of the Study (meaning
raw data, incl. photos), as well as
any discoveries, inventions
(whether or not patentable) and
other matters capable of intellec-
tual property or similar protection
anywhere in the world relating in
any way to the Product, any Ma-
terial or any derivative or any
improvement or use thereof (the
“Inventions”) arising from the
Agreement and the Study shall

strane,

(b) ak sponzor pocas tejto
lehoty oznédmi, Ze ma v
umysle podat patentové

prihlasky tykajuce sa za-
lezitosti obsiahnutych v ta-
komto zverejneni, zverejne-
nie sa odlozi az o dalSich
stodvadsat (120) dni od toh-
to oznamenia, aby sa
umoznilo podanie takychto
prihlasok,

(c) v pripade viacstrediskového
klinického skusania sa Ziad-
ne informacie nezverejnia,
kym sa neobdrzia a
neanalyzuju  vysledky zo
vSetkych centier alebo kym
sa klinické skusanie vo
vSetkych centrach ne-
prerusi; d) ak sponzor
nevyda prvu publikaciu do
dvanastich (12) mesiacov po
prijati a analyze vysledkov
zo vsSetkych centier a ak
sponzor neoznami skudsaju-
cemu, Zze ma v Umysle vydat
publikaciu, potom institucia
a skusajuci mdzu zverejnit
alebo inak spristupnit
vysledky institucie (ale nie
klinického skusania Vo
vSeobecnosti) na interné ve-
decko-vyskumné a vzdela-
vacie Ucely, avSak s vyh-
radou ostatnych podmienok
tohto ¢lanku 8.

CLANOK 9 - VYNALEZY A VLAST-

NICKE PRAVA

9.1.

Institlcia berie na vedomie, zZe
vysledky klinického skusania (Co
znamend nespracované Udaje
vratane fotografii), ako aj vSetky
objavy, vynalezy (bez ohladu na
to, Ci su patentovatelné) a iné
zalezZitosti ktoré moézu byt pred-
metom ochrany  dusevného
vlastnictva alebo podobnej och-
rany kdekolvek na svete a ktoré
sa akymkolvek sp6sobom tykaju
vyrobku, akéhokolvek materialu
alebo jeho derivatu alebo akého-
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9.2.

10.1.

10.2.

be owned by Sponsor, according
to applicable laws.

The Institution shall notify Spon-
sor immediately of any Inven-
tions in writing and shall provide
such information and cooperation
(on Sponsor’s expense) as Spon-
sor may reasonably request from
time to time to enable Sponsor to
exercise its rights hereunder, in-
cluding but not limited to perfect-
ing Sponsor’s ownership of such
Inventions, the preparation, filing
and prosecution of patent appli-
cations related to such Inven-
tions, and the enforcement of pa-
tent and other rights to said In-
ventions.

ARTICLE 10 - TERM AND TERMINA-
TION

The Agreement shall become val-
id as of its last signature by the
Parties (the “Effective Date”),
and shall take effect on the day
following the date of its publica-
tion in the Centra Contracts Reg-
ister in accordance with the Ap-
plicable Laws. It will remain in ef-
fect until completion of the Study
and completion of the obligations
of the Parties under the Agree-
ment or until earlier termination
in accordance with this article 10.
The Parties agree that in any
event of premature cancellation
of the whole Study, the Sponsor
shall never be liable for any indi-
rect or consequential loss or
damages, resulting from possible
gains lost as a result of such a
decision.

Sponsor/TFS may terminate the
Agreement:

(a) if no Study Subjects have

9.2.

kolvek zlepsenia alebo pouZitia
(dalej len ,vynalezy"“) vyplyva-
juce z dohody a klinického
skuSania, su vlastnictvom spon-
zora v sulade s platnymi zakon-
mi.

InsStitucia je povinnad bezodklad-
ne pisomne informovat sponzora
o vSetkych vynalezoch a pos-
kytnut mu také informécie a spo-
lupracu (na naklady sponzora), o
ktoré moéze sponzor z ¢asu na
¢as primerane poziadat, aby
sponzor mohol vykonavat svoje
prava podla tejto dohody, okrem
iného vratane zdokonalovania
vlastnictva sponzora k takymto
vynalezom, pripravy, podavania
a presadzovania prihlasok paten-
tov tykajucich sa takychto vyna-
lezov a presadzovania paten-
tovych a inych prav k uvedenym
vynalezom.

CLANOK 10 - OBDOBIE PLATNOSTI
A UKONCENIE

10.1.

10.2.

Tato dohoda nadoblda platnost

diiom jej posledného podpisu
zmluvnymi stranami (,datum

adobudnutia platnosti®) a
Géinnost diom nasledujicim po
dni jej zverejnenia v Centralnom
registri zmldv, v sulade s
prisluSnou legislativou. Zostava
v platnosti az do ukoncenia klin-
ického skusania a splnenia za-
vazkov zmluvnych stran vyplyva-
jucich z tejto dohody alebo do jej
skorSieho ukoncenia v sulade s
tymto c¢lankom 10. Zmluvné
strany sa dohodli, Ze v akom-
kolvek pripade predcasného
zrusenia celého klinického
skiSania nie je sponzor nikdy
zodpovedny za akékolvek nepri-
ame alebo nasledné straty alebo
Skody vyplyvajuce z moznych
stratenych ziskov v dosledku ta-
kéhoto rozhodnutia.
dohodu

Sponzor/TFS moze

vypovedat:

a) ak po 3 mesiacoch od Uvod-
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Tr

S

10.3.

10.4.

10.5.

been included after 3 months
of the Site Initiation Visit
(S1V)

and

(b) provided this is a multicenter
and competitive enrolment
Study, when the total num-
ber of evaluable Study Sub-
jects listed in the Protocol
has been recruited.

TFS/Sponsor shall have the right
to terminate the conduct of the
Study at any time providing 30
days written notice. Upon receipt
of the notice to terminate the
Study, the Institution and the In-
vestigator shall cease the con-
duct of the Study, ensuring the
medical protection of Study Sub-
jects.

Either Party may terminate the
Agreement with immediate effect
in accordance to Applicable Law
by written notice (via fax or let-
ter) to the other Party in order to
protect the welfare of Study Sub-
jects or the data quality, e.g. in
the event that:

(a) the Investigator is no longer
able (for whatever reason) to
act as Investigator and no
replacement mutually ac-
ceptable to the Parties can
be found,

(b) the other Party commits a

material breach of the

Agreement which is not rem-

edied within thirty (30) days

of a written notice from the
non-defaulting Party.

If the Agreement is prematurely
terminated or the whole Study is
prematurely cancelled, the Insti-
tution is only entitled to compen-

10.3.

10.4.

10.5.

nej navsStevy pracoviska
(SIV) neboli zaradeni Ziadni
ucastnici klinického
skusania

a

(b) za predpokladu, Ze ide o vi-
acstrediskové klinické
skisanie so sutaznym za-
radenim Udastnikov, ked’
bol prijaty celkovy pocet
hodnotitelnych Ucastnikov
klinického skusania
uvedeny v protokole.

TFS/sponzor ma pravo ke-
dykolvek ukoncit vykonavanie
klinického skusania, ak to pi-
somne oznami 30 dni vopred. Po
prijati ozndmenia o ukonceni kli-
nického skdsania prestanu insti-
tacia a skusajuci vykonavat klini-
cké skusanie, ¢im sa zabezpeci
lekarska ochrana ucastnikov kli-
nického skasania.

Ktorakolvek  zmluvna strana
mobze ukoncit dohodu s oka-
mzitou platnostou v sllade s
platnymi pravnymi predpismi pi-
somnym oznamenim (prostre-
dnictvom faxu alebo listu) druhej
zmluvnej strane s ciefom chranit
blaho  Ucastnikov  klinického
skusania alebo kvalitu Udajov,
napr. v pripade, Ze:

skusajuci uz nie je schopny (z
akéhokolvek dévodu)
pbsobit ako skusajuci a nie
je mozné najst pre obe

zmluvné strany prijatelnud
nahradu,
(b) druha strana sa dopustila

podstatného porusenia
dohody, ktoré nebolo napra-
vené do tridsiatich (30) dni
od pisomného upozornenia
strany, ktora povinnost po-
rusila.

V pripade predcasného ukonce-
nia dohody alebo predcasného
zrusenia celého klinického

......
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10.6.

10.7.

11.1.

sation for factual conducted work
and non-cancellable expenses
previously approved by Sponsor.

Any terms of the Agreement
which by their nature extend be-
yond its performance, expiration
or termination shall remain in ef-
fect until fulfilled in accordance
with their terms.

During the term of this Agree-
ment as well as upon its termina-
tion or expiry, the Institution
commits to retain and properly
archive the original source docu-
ments and all Study-related doc-
uments, in particular the Study
Subjects’ informed consent
forms, CRFs, original data, Inves-
tigator file, etc., in accordance
with regulatory requirements of
the commission of the European
Communities and / or national
laws, however not shorter than
for a period of twenty five (25)
years from the completion of the
Study.

ARTICLE 11 - RESPONSIBILITY AND
INDEMNIFICATION

The Sponsor shall indemnify the
Institution and the Investigator
(the Institution or Investigator
hereinaf-ter referred to as the
"Indemnified Party") to the ex-
tent of any damages (including
non-pecuniary da-mages) assert-
ed against them in a court of
competent jurisdiction by the In-
vestigator or others entitled to do
so under applicable law, success-
fully asserted, in particular, a
claim for compensation for health
injury (including death) arising
out of the use of the Investiga-
tional Product or any perfor-
mance or procedure performed
on the Study Subject in accord-
ance with the requirements of
the Protocol, pro-vided that such
injury:

11.1.1 did not arise by reason of the

Indemnified Party's failure to act

10.6.

10.7.

CLANOK 11 -

na nahradu za skutocne vykona-
nu pracu a nezrusSitelné vydavky,
ktoré predtym schvalil sponzor.

VSetky podmienky dohody, ktoré
svojou povahou presahuju ramec
jej plnenia, uplynutia platnosti
alebo ukoncenia, zostavaju v
platnosti az do splnenia v sulade
s ich podmienkami.

Pocas platnosti tejto dohody, ako
aj po jej ukonceni alebo uplynuti
sa institicia zavéazuje uchovavat
a riadne archivovat pbévodné
zdrojové dokumenty a vSetky
dokumenty suvisiace s klinickym
skisanim, najma formulare in-
formovaného suhlasu Ucastnikov
klinického skusania, CRF (zaz-
namové formulare Ucastnikov
klinického skusania), pOvodné
Udaje, spisy skusajuceho atd., v
stlade s regula¢nymi poziadav-
kami komisie Eurdpskych spo-
loCenstiev a/alebo  vnutrosta-
tnymi zadkonmi, nie vSak kratsSie
ako dvadsatpat (25) rokov od
ukoncenia klinického skusania.

ZODPOVEDNOST A

NAHRADA SKODY

11.1.

11.1.1

Sponzor je Institucii a skusaju-
cemu(Institicia alebo skusajuci
dalej oznacovani len
"Odskodriovana strana") po-
vinny nahradit ujmu (vratane
ujmy nemajetkovej) v rozsahu, v
akom je voci nim na prislusSnom
sude subjektom skusSania alebo
inymi, na to podla platnych pra-
vnych predpisov opravnenymi
osobami, Uspesne uplatneny
najma narok na nahradu ujmy
na zdravi (vratane smrti)
vzniknutej z dbévodu uzivania
Skusaného lieku alebo akého-
kolvek vykonu alebo postupu
vykonaného na subjekte skusSa-
nia podla poziadaviek Protokolu,
a to za podmienky, Ze tato ujma:
nevznikla z dévodu, ze
Odskodnovana strana nekonala v
sulade (a) s podmienkami tejto
Zmlu-vy; a/alebo (b) Protoko-
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11.2.

in accordance with (a) the terms
of this Agreement; and/or (b) the
Protocol; and/or (c) all applicable
laws and rules governing the
conduct of the Clinical Trial;
and/or (d) the precautions and
written instructions of the Spon-
sor/TFS or its Affiliates; and/or

11.1.2 did not arise out of the negligent

or willful misconduct or omission
of the Indemnified Party; and/or

11.1.3 it is not fully covered by insur-

ance arranged in accordance with
law for the benefit of the Indem-
nified Party

11.2 Further, if such damage arises only

in part for reasons on the part of
the Indemnified Party set forth in
Article 11.1.1 or 11.1.2, the In-
demnified Party shall be entitled
to indemnification against the
Spon-sor to the extent that dam-
age has occurred outside of the
reasons set forth in Article 11.1.1
and/or 11.1.2

Sponsor’s indemnification obliga-
tions are subject to the following
conditions:

(a) Sponsor shall have received
notice of any claim or events
likely to give rise to a claim
without undue delay but in
any case, within thirty (30)
days after the Indemnitees
seeking indemnification shall
have received notice thereof

and
(b) Sponsor shall be given the
opportunity always to man-
age the defense of the claim,
with the cooperation and as-
sistance of the Indemnitees
seeking indemnification; in
no event, shall the Institu-
tion or the Investigator make
or attempt to make any set-
tlement or make any admis-

11.1.2

11.1.3

lom; a/alebo (c) vSetkymi
prisluSnymi pravnymi predpismi
a pravidlami upravujucimi
vykonavanie Klinického skusa-
nia; a/alebo (d) bezpeclnostnymi
opatreniami a pisomnymi
pokynmi Sponzora/TFS alebo
jeho Prepojenych os6b; a/alebo
nevznikla z dovodu nedbanli-
vostného alebo Umyselného pro-
tipravneho konania alebo opo-
me-nutia Odskodnovanej strany;
a/alebo

nie je plne hradena z poistenia
dohodnutého v sulade s pra-
vnymi predpismi v prospech
Odskodnovanej strany

11.2 Dalej plati, ze ak vznikne taka

11.2.

ujma iba scasti z dovodov na
strane OdsSkodrfiovanej strany
uve-denych v ¢l. 11.1.1, alebo
11.1.2, Odskodnovanej strane
vznikd narok na nahradu ujmy
voéi Sponzorovi v rozsahu, v
akom vznikla Skoda mimo
dovodov uvedenych v ¢l. 11.1.1
a/alebo 11.1.2

oblasti
nas-

Zavazky sponzora Vv
odskodnenia  podliehaju
ledujucim podmienkam:

(a) sponzor dostane oznamenie
o akomkolvek naroku alebo
udalostiach, ktoré by mohli
viest k vzniku naroku, bez
zbytocného odkladu, v
kazdom pripade vSak do
tridsiatich (30) dni odo dna,
ked o tom boli informovani
odskodneni, ktori odSkodne-
nie pozaduju

a
(b) sponzorovi sa vzdy poskytne
prilezitost riadit obhajobu
naroku v spolupraci a s
pomocou odskodnenych
osO6b, ktoré Ziadaju o

odskodnenie; v ziadnom pri-
pade institacia ani skusajuci
neuzavrd ani sa nepokusia
uzavriet akékolvek vyrov-
nanie alebo priznat narok
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Tr

S

11.3.

11.4.

sion with respect to the claim
without the prior written
consent of Sponsor.

This indemnity will not inure to
the benefit of any Indemnitee’s
insurer, by subrogation or other-
wise.

TFS as CRO, hereby disclaims
any liability in connection with
the content of the Protocol and
the Product, including any liability
for any Product claim arising out
of a condition caused by or alle-
gedly caused by the use and ad-
ministration of such Product or
arising out of the performance of
any Protocol activity.

Insurance. The Sponsor is re-
sponsible for providing insurance
for the purpose of the Clinical
Trial in accordance with applica-
ble law. To this end, the Sponsor
represents that it has secured li-
ability insurance for the Sponsor
and the Institution for damages
(including non-pecuniary damag-
es, but excluding non-pecuniary
damages caused by violation of
rights of personality or reputa-
tion, defamation, libel, slander,
bullying, harassment, unequal
treatment or other forms of dis-
crimination), through which com-
pensation is also provided in the
event of the death of the subject
or in the event of injury to the
health of the sub-ject as a result
of the conduct of the Clinical Trial
in accordance with Article
43(1)(b) of the Act on Clinical
Trials, as amended by Article
43(1) of the Act on Clinical Trials.
(h)(3) of the Medicinal Pro-ducts
Act. The Sponsor further repre-
sents that it has provided liability
insurance to the Institution for
damages that may be caused to
the subject in accordance with
Section 43(h)(4) of the Medicines
Act. For the avoidance of doubt,
the Sponsor and the Parties rep-

11.3.

11.4.

bez predchadzajuceho pi-
somného suhlasu sponzora.

Toto odskodnenie neplynie v
prospech Ziadneho poistovatela
odskodriovaného, a to ani subro-
gaciou alebo inak.

TFS ako CRO (Zmluvna
vyskumna organizacia) tymto
odmieta akukolvek zodpovednost
v slvislosti s obsahom protokolu

a skudsaného lieku vratane
akejkolvek zodpovednosti za
akukolvek reklamaciu vyrobku

vyplyvajlcu zo stavu spbésobené-
ho alebo udajne spOsobeného
pouzivanim a podavanim takého-
to vyrobku alebo vyplyvajlceho
z vykonavania akejkolvek
cinnosti v ramci protokolu.

Poistenie. Sponzor zodpoveda
za zabezpecCenie poistenia na
Gcel Klinického skusania v sulade
s prisluSnymi pravnymi predpis-
mi. Na tento ucel Sponzor preh-
lasuje, ze zabezpecil poistenie
zodpovednosti Sponzora a Insti-
tucie za Skodu (vratane nemaje-
tkovej ujmy, okrem nemaje-
tkovej ujmy spbsobenej poruse-
nim prav na ochranu osobnosti Ci
mena, urazkou na cti, ohovara-
nim, Sikanovanim, obtaZovanim,
nerov-nakym zaobchadzanim i
inymi spésobmi diskriminacie),
prostrednictvom ktorého je za-
bezpecené aj odskodnenie v pri-
pade smrti subjektu skusania
alebo v pripade ujmy vzniknutej
na zdravi subjektu skusSania v
dosledku vykonavania Klinického
skusania v sulade s § 43 pism.
h) bod 3 zdkona o liekoch. Spon-
zor dalej prehlasuje, Ze zabez-
pecCil poistenie zodpovednosti
Institlcie za Skodu, ktord moze
byt spdsobena subjektu skisania
v stlade s § 43 pism. h) bod 4.
zakona o liekoch. Pre vylUcenie
po-chybnosti Sponzor a Zmluvni
partneri vyhlasuju, Ze poistenie
podla tohto odseku nenahradza
poistenie vztahujlce sa k aktivi-
tdm, ktoré nesuvisia s Klinickym
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12.1.

12.2.

12.3.

resent that insurance under this
paragraph is not a substitute for
insurance covering activities un-
related to the Clinical Trial, e.g.,
the routine provision of health
care services.

Copy of Study insurance policy,
covering the obligatory civil liabil-
ity insurance of the Investigator
and the Sponsor, constitutes Ex-
hibit C hereto.

The Institution is aware of its
insurance obligations in its role
as health care provider, accor-
ding to Applicable Law.

ARTICLE 12 - DATA PROTECTION

The Parties shall comply with all
applicable laws and regulations
relating to the protection of the
personal data, especially Europe-
an General Data Protection Regu-
lation 2016/679 of the 27t of
April 2016 ("GDPR") and national
laws in countries where the ser-
vices are being performed.

TFS provides clinical research
services as data processor follow-
ing only instructions of the Spon-
sor. TFS wuses pseudonymised
Study data. The identity of pa-
tients participating in clinical re-
search shall be kept secret. The
access to these data by TFS shall
be limited to personal data nec-
essary for the provision of ser-
vices on behalf of Sponsor. Moni-
toring activities shall be conduct-
ed on each investigative site and
at no time is Study Subject’s
identity data recorded and col-
lected by TFS.

TFS and/or the Sponsor are enti-
tled to audit the protective
measures taken by the Institution
and the Investigator in regards
with data protection, upon mutu-
ally agreed timetable during

skisanim, napr. bezné poskyto-
vanie zdra-votnych sluzieb.

Képiu poistnej zmluvy klinického
sklsania, ktord sa vztahuje na
povinné poistenie zodpovednosti
za Skodu skusajuceho a sponzo-
ra, tvori priloha C tohto doku-
mentu.

InsStitlucia si je vedoma svojich
poistnych povinnosti v ramci
svojej ulohy poskytovatela zdra-
votnej starostlivosti podla
platnych pravnych predpisov.

CLANOK 12 - OCHRANA UDAJOV

12.1.

12.2.

12.3.

Zmluvné strany budl dodrziavat
vSetky platné zakony a predpisy
tykajuce sa ochrany osobnych
udajov, najma europske
vSeobecné nariadenie o ochrane
Udajov 2016/679 z 27- aprila
2016 (dalej len ,GDPR") a vnu-
trostatne pravne predpisy krajin,
v ktorych sa sluzby poskytuju.

TFS poskytuje sluzby klinického
skusania ako spracovatel Udajov
len podla pokynov sponzora. TFS
pouziva pseudonymizované uda-
je o klinickom skdsani. TotoZznost
pacientov, ktori sa zucastnuju na
klinickom skusani, musi byt uta-
jend. Pristup TFS k tymto
Udajom je obmedzeny na osobné
Udaje potrebné na poskytovanie
sluzieb v mene sponzora. Moni-
torovacie Cinnosti sa vykonavaju
na kazdom vyskumnom praco-
visku a TFS nikdy nezaznamena-
va a nezhromazduje Udaje o to-
toZznosti Ucastnikov  klinického
skusania.

TFS a/alebo sponzor su opravne-
ni kontrolovat ochranné opatre-
cim v suvislosti s ochranou
Udajov podla vzajomne dohodnu-
tého harmonogramu v beZnom
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12.4.

12.5.

12.6.

12.7.

12.8.

12.9.

12.10.

normal business hours, according
to article 6 of the Agreement.

The Sponsor declares that it is
data controller of the personal
data of the data subjects, which
process is detailed in the Protocol
(“Personal Data”). Institution is
data controller of the data of
their patients, processed in ac-
cordance with the applicable
laws.

According to Art. 28 Sec. 3 of
GDPR Sponsor entrusts Institu-
tion for the processing of Person-
al Data processed according to
the Protocol, in order to perform
the Agreement.

Institution will process Personal
Data for the sole needs and dura-
tion as required by the Study.

Sponsor and Institution ensure
the confidentiality of Personal Da-
ta and declare that they imple-
mented appropriate technical and
organizational measures in such
a manner that processing meets
the requirements of security ac-
cording to article 32 of the GDPR
and to the local laws.

Institution will process the Per-
sonal Data only in accordance
with the documented instructions
of Sponsor. The instructions are
initially  determined by the
Agreement and Protocol and can
be subsequently modified or sup-
plemented by Sponsor in writing
(whether in paper or electronic
format).

If Institution raises doubts as to
the conformity of the instructions
issued by Sponsor with the appli-
cable laws, it shall immediately
inform Sponsor and TFS about
them.

Institution undertakes to restrict
the access to the Personal Data
only to the persons whose access
thereto is strictly necessary for

12.4.

12.5.

12.6.

12.7.

12.8.

12.9.

12.10.

pracovnom case v sulade s ¢lan-
kom 6 dohody.

Sponzor vyhlasuje, ze je pre-
vadzkovatelom osobnych Udajov
dotknutych osob, ktorych spra-
covanie je podrobne uvedené v
protokole (dalej len ,osobné
udaje"). Institlcia je prevadzko-
vatelom osobnych Udajov svojich
pacientov, ktoré sa spraciva v
sulade s platnymi zakonmi.

Podla ¢l. 28 ods. 3 GDPR sponzor
poveruje institlciu spracovanim
osobnych Udajov spracuvanych
podla protokolu s ciefom plnenia
dohody.

InstitGcia bude spracovavat oso-
bné Udaje vylucne pre potreby a
trvanie podla poziadaviek klini-
ckého skusania.

Sponzor a institlcia zabezpecuju
dovernost osobnych (dajov a
vyhlasuju, ze zaviedli primerané
technické a organizacné opatre-
nia tak, aby spracovanie splnalo
poziadavky na bezpeénost podla
¢lanku 32 GDPR a miestnych za-
konov.

InstitGcia bude spracovavat oso-
bné Udaje iba v sulade s doku-
mentovanymi pokynmi sponzora.
Pokyny su povodne stanovené
dohodou a protokolom a mozu
byt nasledne upravené alebo do-
plnené sponzorom pisomne (v
papierovej alebo elektronickej
podobe).

Ak ma institicia pochybnosti o
sulade pokynov vydanych spon-
zorom s platnymi pravnymi pre-
dpismi, bezodkladne o nich in-
formuje sponzora a TFS.

InstitGcia sa zavézuje obmedzit
pristup k osobnym udajom iba
na osoby, ktorych pristup k nim
je nevyhnutne potrebny na plne-

EYE-RES-102_Slovakia _563_CSA_lInst_(slo-eng)_Template_20220214

19/28




12.11.

12.12.

12.13.

the performance of the Agree-
ment and having the appropriate
authorization. Institution under-
takes to ensure that the persons
have committed themselves to
confidentiality of Personal Data
and the ways to protect them,
both during and after termination
of the Agreement.

Institution undertakes to assist
fully and diligently Sponsor in
complying with the obligations
pursuant to Articles 32 to 36 of
the GDPR (security of Personal
Data, notification of Personal Da-
ta breach to the supervisory au-
thority, communication of Per-
sonal Data breach to the data
subject, Data Protection impact
assessment and prior consulta-
tion).

Institution shall assist fully and
diligently Sponsor by appropriate
technical and organizational
measures, insofar as this is pos-
sible, for the fulfilment of Spon-
sor’s obligation to respond to re-
quests for exercising the data
subject's rights laid down in
Chapter III of the GDPR. Institu-
tion shall inform Sponsor of such
request immediately made by da-
ta subject and, whenever possi-
ble, shall not answer before
Sponsor provides guidance or an-
swered directly to the data sub-
ject.

Institution shall notify Sponsor
and TFS about any suspected
breach of personal data protec-
tion, within 24 hours from learn-
ing about it and shall allow Spon-
sor to participate in the investi-
gation. Notification about the
breach should be sent together
with all the necessary documen-
tation concerning the breach (na-
ture of the personal data, catego-
ries and approximate number of
data subjects and data records
concerned, likely consequences
of the breach, mitigation
measures proposed), in order to
enable Sponsor to fulfill its obli-

12.11.

12.12.

12.13.

nie dohody a ktoré maju
prislusné opravnenie. Institlcia
sa zavazuje zabezpeclit, aby sa
osoby zaviazali zachovavat
micanlivost o osobnych Udajoch
a sposoboch ich ochrany, a to
pocas platnosti dohody aj po jej
ukonceni.

Institlcia sa zavézuje, Zze bude
sponzorovi plne a dosledne po-
mahat pri plneni povinnosti podla
¢lankov 32 az 36 GDPR (bez-
pe¢nost osobnych uUdajov, oz-
namenie porusenia ochrany oso-
bnych uUdajov dozornému orga-
nu, oznamenie porusenia och-
rany osobnych Udajov dotknutej
osobe, posudenie vplyvu na och-
ranu Udajov a predchadzajlca
konzultacia).

Institdcia plne a dbésledne poma-
ha sponzorovi vhodnymi techni-
ckymi a organizacnymi opatre-
niami, pokial je to mozné, pri
plneni povinnosti sponzora
reagovat na ziadosti o vykon
prav dotknutej osoby stano-
venych v kapitole III GDPR.
Institdcia ihned informuje spon-
zora o takejto Ziadosti podanej

dotknutou osobou a podla
moznosti neodpovie skoér, ako
sponzor poskytne usmernenie

alebo odpovie priamo dotknutej
osobe.

Institlcia oznami sponzorovi a
TFS kazdé podozrenie na poru-
Senie ochrany osobnych Udajov
do 24 hodin odo dna, ked sa o
nom dozvedela, a umozni spon-
zorovi zUcastnit sa na vyskume.
Oznamenie o poruseni by sa ma-
lo poslat spolu so vsetkou po-
trebnou dokumentaciou tykaju-
cou sa porusenia (povaha osob-
nych udajov, kategorie a pri-
blizny pocet dotknutych os6b a
zaznamov o Udajoch, pravdepo-
dobné dosledky porusenia, na-
vrhované opatrenia na zmierne-
nie), aby si sponzor mohol splnit
svoju povinnost oznamit poruse-
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12.14.

12.15.

12.16.

12.17.

12.18.

gation to notify the supervisory
authority in accordance with Art.
33 of the GDPR.

Institution undertakes to imme-
diately notify Sponsor and TFS
also about:

- any initiation of any control by
the supervisory authority deal-
ing with the protection of per-
sonal data,

- any initiated or pending admin-
istrative, judicial or preparatory
proceedings connected with
Personal Data, as well as about
any decisions, orders or rulings
issued in connection with the
above,

- any incidents related to Person-
al Data, including accidental or
unauthorized access, modifica-
tion, loss, damage or destruc-
tion of the Personal Data.

Institution undertakes to keep
documentation describing the
processing of the Personal Data,
including a register of categories
of processing activities. Institu-
tion shall provide without undue
delay the register at the request
of Sponsor.

Institution is not authorized to
further entrust processing of Per-
sonal Data in any scope to third
parties.

Institution shall make available to
Sponsor all information necessary
to demonstrate compliance with
the obligations laid down in pro-
visions of the GDPR and allow
Sponsor or auditor mandated by
Sponsor to contribute audits or
inspections. Institution shall fully
and diligently cooperate in per-
forming audits or inspections.

Institution shall comply with the

12.14.

12.15.

12.16.

12.17.

12.18.

nie dozornému organu v sulade s
¢l. 33 GDPR.

Institlcia sa zavazuje okamzite
informovat sponzora a TFS aj o:

- kazdom zacati akejkolvek kon-
troly zo strany dozorného or-
ganu, ktory sa zaobera och-
ranou osobnych udajov,

- vsSetkych zacatych alebo
prebiehajucich spravnych,
sudnych alebo pripravnych
konaniach suvisiacich S
osobnymi uUdajmi, ako aj o
vSetkych rozhodnutiach,

prikazoch alebo rozhodnutiach
vydanych v suvislosti s vysSie
uvedenym,

- akychkolvek incidentoch suvi-
siacich s osobnymi udajmi vra-
tane nahodného alebo neopra-
vneného  pristupu, Upravy,
straty, poskodenia alebo znice-
nia osobnych Gdajov.

Indtiticia sa =zavézuje viest
dokumentaciu opisujucu
spraclvanie osobnych Udajov

vratane registra kategérii spra-
covatelskych cinnosti. Institacia

poskytne register bez zby-
toéného odkladu na Ziadost
sponzora.

Institdcia nie je opravnena dalej
poverit spracovanim osobnych
Udajov v akomkolvek rozsahu
tretie strany.

Institdcia spristupni sponzorovi
vSetky informacie potrebné na
preukazanie dodrziavania povin-
nosti stanovenych v ustanove-
niach GDPR a umozni sponzorovi
alebo auditorovi poverenému
sponzorom prispiet k auditom
alebo kontroldm. Institucia plne
a starostlivo spolupracuje pri
vykonavani auditov alebo kon-
trol.

Indtiticia bude dodrZiavat za-
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12.19.

12.20.

13.1.

13.2.

13.3.

legal guidelines and Sponsor’s in-
structions and recommendations
regarding the processing of Per-
sonal Data and regarding the im-
provement of the protection of
Personal Data that would come
after the aforementioned audits.

Institution is responsible for
damages caused by its actions in
connection with failure to comply
with obligations that the GDPR
imposes directly on it as proces-
sor or failure to comply lawful
with Sponsor’s instructions. Insti-
tution is also responsible for
damages caused by failure in ap-
plication of appropriate security
measures.

Institution should store Personal
Data for the period specified in
Art. 10.6. At expiration of this
period, they shall require Spon-
sor’s written instruction of either
permanently delete Personal Data
and all copies or return all the
Personal Data and its copies to it.

ARTICLE 13 - MISCELLANEOUS

Entire Agreement. The Agree-
ment, together with Exhibits,
which are incorporated herein by
this reference, represents the en-
tire understanding of the Parties
with respect to the subject mat-
ter hereof. Any modification,
amendment or supplement to the
Agreement or Exhibits attached
hereto shall be in a writing signed
by an authorized representative
of each Party.

Severability Clause. In the
event one or more stipulations of
the Agreement are void this does
not automatically result in the
rest of the Agreement being void.

Governing Law and Jurisdic-
tion. The Agreement shall be
governed by and construed in ac-
cordance with Slovak law without
regard to the conflict of law pro-
visions. All disputes arising in

12.19.

12.20.

13.1.

13.2.

13.3.

konné pokyny a pokyny a odpo-
racania sponzora tykajuce sa
spraclvania osobnych udajov a
tykajuce sa zlepSenia ochrany
osobnych Udajov, ktoré vyplynu
z vyssie uvedenych auditov.

Institucia zodpovedd za Skody
sposobené jej konanim v suvis-
losti s nedodrzanim povinnosti,
ktoré jej ako spracovatelovi
priamo ukladd GDPR, alebo ne-
dodrzanim zakonnych pokynov
sponzora. Institacia je tiez zo-
dpovedna za Skody spbsobené
neuplatnenim vhodnych bez-
pecnostnych opatreni.

InStitlcia by mala uchovavat
osobné Udaje pocas obdobia
uvedeného v ¢lanku 10.6. Po
uplynuti tejto lehoty vyzaduju pi-
somné pokyny sponzora bud
trvalo vymazat osobné U(daje a
vSetky kopie, alebo vratit vsetky
osobné udaje a ich kopie.

CLANOK 13 - ROZNE USTANOVENIA

Uplnd dohoda. Tato dohoda
spolu s prilohami, ktoré su do
nej zaclenené tymto odkazom,
predstavuje Uplnid dohodu zmlu-
vnych stran v sulvislosti s pred-
metom tejto dohody. Akékolvek
zmeny, doplnenia alebo dodatky
k tejto dohode alebo k prilohdm
k nej musia mat pisomnd formu
podpisani opravnenym zastu-
pcom kazdej zmluvnej strany.

Ustanovenie o oddelitel'nosti.
V pripade, zZe jedna alebo viaceré
ustanovenia dohody su neplatné,
neznamena to automaticky zru-
Senie zvysku dohody.

Rozhodné pravo a jurisdikcia.
Dohoda sa bude riadit a vykladat
v sulade s pravom Slovenskej
Republiky bez ohladu na kolizne
ustanovenia. Vsetky spory, ktoré
vzniknl v suvislosti s dohodou,
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13.4.

13.5.

13.6.

13.7.

13.8.

connection with the Agreement
shall be resolved by the common
court applicable for the seat of
TFS.

No Waiver. Either Party’s failure
to require the other Party to
comply with any provision of the
Agreement shall not be deemed a
waiver of such provision or any
other provision of the Agreement.

Assignment. Duties established
by the Agreement may not be
assigned by Institution without
the prior written approval of TFS
and/or Sponsor. TFS can assign
directly to Sponsor all its rights
and obligations established by
the Agreement, without prior
written approval of the Institu-
tion, however with a written no-
tice from TFS/Sponsor to the In-
stitution.

Dual Language. The Agreement
is executed in both English and
Slovak language. In case of any
incoherence, contradiction or dis-
crepancy between the English
and the [local language] version
of the Agreement, the terms of
the Slovak version will prevail.

Disconnection Clause. It is
agreed herein that the execution
of the Agreement does not in-
fluence any sales transactions, in
particular procurement
procedures / pricing of the Insti-
tution and/or the Investigator
and their staff, and that there are
no expectations whatsoever.

Notices. Any notice required or
given by either party hereunder
shall be in writing. Such notices
shall be deemed received on the
date delivered personally or by
telecopy, or five (5) days after
the date postmarked if sent by
registered mail or recorded deliv-
ery, return receipt requested,
postage prepaid to the address

13.4.

13.5.

13.6.

13.7.

13.8.

riesi vSeobecny sud prislusny pre
sidlo TFS.

Ziadne vzdanie sa prava. Ak
niektord zo zmluvnych stran ne-

pozaduje od druhej zmluvnej
strany, aby dodrziavala
akékolvek ustanovenie tejto
dohody, nepovazuje sa to za

vzdanie sa tohto ustanovenia
alebo akéhokolvek iného ustano-
venia tejto dohody.

Pridelenie. Povinnosti ustano-
vené dohodou nesmie institlcia
pridelit bez predchadzajuceho pi-
somného suhlasu TFS a/alebo
sponzora. TFS mozZe sponzorovi
priamo pridelit vSetky svoje pra-
va a povinnosti stanovené doho-
dou bez predchadzajluceho pi-
somného schvalenia institlcie,
avSak s pisomnym oznamenim
od TFS/sponzora institUcii.

Dualny jazyk. Dohoda je
vyhotovend v angli¢tine a slov-
enskom jazyku. V  pripade
akéhokolvek nesuladu, rozporov
alebo rozdielov medzi anglickou
verziou a slovenskou verziou
dohody, maju prednost pod-
mienky slovenskej verzie.

Oddel'ovacia dolozka. V tomto
dokumente sa dohodlo, Ze uza-
vretie dohody nemda vplyv na
Ziadne predajné transakcie, naj-
m& na postupy obstaravania /
cenotvorbu institucie a/alebo
sklSajuceho a ich zamestnancov,
a 7e neexistuju ziadne oclakava-
nia.

Oznamenia. Akékolvek oz-
namenie pozadované alebo pos-
kytnuté ktoroukolvek stranou
podla tejto dohody musi byt pi-
somné. Takéto oznamenia sa po-
vazuju za dorucené v den, ked
boli dorucené osobne alebo tele-
faxom, alebo péat (5) dni po da-
tume postovej peciatky, ak boli
zaslané doporucenou postou ale-
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13.9.

stated on top of the Agreement
or to any address as may be
communicated at a later date un-
der this Section.

Remedies. The Institution and
the Investigator agree and
acknowledge that money damag-
es would not be a sufficient rem-
edy for any breach of the Agree-
ment; that the Agreement shall
be specifically enforceable;, and
that any breach or threatened
breach of the Agreement shall be
the proper subject of a temporary
or permanent injunction or re-
straining order.

[3.10. Force Majeure. A Party shall be
released from sanctions for failure
to perform a particular obligation
under the Agreement provided the
failure is based on a circumstance
beyond such Party’s control which
impedes the performance thereof
("Force Majeure Grounds”). The
obligation shall be performed in
the contracted manner as soon as
the impediment terminates. Force
Majeure Grounds include war, acts
of war, actions by governmental
authorities, new or amended legis-
lation, labour market conflicts, and
comparable circumstances. In or-
der to obtain a release pursuant to
the first sentence above, a Party
must notify the other Party thereof
without delay. Notwithstanding the
provisions set forth above regard-
ing a release from sanctions, a
Party shall be entitled,
above-stated
terminate the Agreement where
the other Party’s performance of a
particular obligation is delayed by
more than one month.

in the
circumstances, to

13.11 Transparency. As a member of

the European Federation of
Pharmaceutical Industries and
Associations ("EFPIA"), Sponsor

shall comply with the codes en-
acted by the EFPIA, including the

13.9.

13.10.

13.11.

bo doporucenou zasielkou s
doruCenkou, s predplatenym
postovnym na adresu uvedenu v
hornej cCasti dohody alebo na
akukolvek adresu, ktora mobze
byt ozndmenda neskér podla toh-
to oddielu.

Opravné prostriedky. Institu-
cia a skusajuci suhlasia a uz-
navaju, Zze penazna nahrada
skody by nebola dostatocnym
prostriedkom ndpravy v pripade
akéhokolvek porusenia dohody;
Ze dohoda je osobitne vymaha-
telna; a ze akékolvek porusenie
alebo hrozba porusenia dohody
je vhodnym predmetom doclas-
ného alebo trvalého sudneho
prikazu alebo zakazu &innosti,

Vyssia moc. Zmluvna strana je
oslobodena od sankcii za nespl-
nenie  konkrétnej  povinnosti
podla dohody za predpokladu, ze
nesplnenie je zaloZzené na okol-
nostiach, ktoré su mimo jej kon-
troly a ktoré brania jej plneniu
(,dévody  vySsej _moci").
Zavézok sa pini spésobom doho-
dnutym v dohode hned’po zaniku
prekdzky. Dévody vyssej moci
zahrnaju vojnu, vojnové udalosti,
opatrenia statnych organov, no-
vé alebo zmenené pravne pre-
dpisy, konflikty na trhu prace a
porovnatelné okolnosti. S cielom
ziskat uvolhenie podla prvej vety
vysSie musi zmluvna strana o
tom bezodkladne informovat
druht  zmluvnd stranu. Bez
ohladu na vysSie uvedené us-
tanovenia tykajuce sa oslobode-
nia od sankcii je zmluvna strana
opradvnend za vyssSie uvedenych
okolnosti vypovedat dohodu, ak
je druhd zmluvnd strana v
omeskani so splnenim konkrét-
neho zavédzku o viac ako jeden
mesiac.

Transparentnost. Sponzor ako
¢len Eurdpskej federacie farma-
ceutického priemyslu a asociacii
(,EFPIA") musi dodrzZiavat ké-
dexy prijaté EFPIA vratane Ko-
dexu EFPIA o zverejriovani pre-
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EFPIA Code on Disclosure of
Transfers of Value adopted on 24
June 2013 and the corresponding
applicable  national disclosure
codes (the "Applicable EFPIA Dis-
closure  Codes"). Accordingly
Sponsor shall collect, record and
publish Information (as defined
below) regarding any Transfer of
Value (as defined below) made as
from 1st January 2015.

For the purpose of this clause,
"Transfer of Value" means any di-
rect or indirect transfer of value,
in cash or in kind or otherwise,
which relates to the following
categories, as defined under the
Applicable EFPIA Disclosure
Codes: donations and grants,
funding for research and devel-
opment, including but not limited
to, studies, clinical trials and non-
interventional studies, non-
monetary benefits in connection
with attending continuing medical
education conferences, including
conference/registration fees,
sponsorship agreements, as well
as travel and accommodation ex-
penses, service and consultancy
fees, as well as other benefits in
kind.

For the purpose of this clause,
"Information” includes, without
limitation, and as further detailed
under the Applicable EFPIA Dis-
closure Codes, the amounts at-
tributable to Transfers of Value,
the name and business address
of the Healthcare Professionals
and/or Healthcare Organizations,
types of non-monetary benefits
received, the relevant reporting
period for a Transfer of Value and
the purpose of the Transfer of
Value.

The Institution and the Investiga-
tor acknowledge and agree that
Sponsor may have certain disclo-
sure and reporting obligations
pursuant to the Applicable EFPIA
Disclosure Codes, including,
without limitation, the disclo-

vodov hodnét prijatého 24. juna
2013 a prislusnych platnych na-
rodnych kddexov zverejriovania
(dalej len ,platné kdédexy zvere-
jriovania EFPIA"). Sponzor preto
zhromazduje, zaznamenava a
zverejnuje informacie (ako je de-
finované nizsie) o kazdom pre-
vode hodnoty (ako je definované
nizsie) uskutoénenom od 1.
januara 2015.

Na ucely tejto doloZzky ,prevod
hodnoty" znamena akykolvek
priamy alebo nepriamy prevod
hodnoty v hotovosti alebo v na-
turaliach alebo inak, ktory sa
tyka nasledujucich kategorii, ako
sU definované v platnych ko-
dexoch zverejriovania EFPIA:
dary a granty, financovanie
vyskumu a vyvoja, okrem iného
vratane studii, klinickych skasani
a neintervencnych Sstudii, ne-
penazné vyhody v suvislosti s
ucastou na konferenciach zame-
ranych na dalsie vzdelavanie
lekarov vratane konfe-
rencnych/registraCnych  poplat-
kov, sponzorskych zmlav, ako aj
cestovné vydavky a vydavky na
ubytovanie, poplatky za sluzby a
poradenstvo, ako aj iné vecné
vyhody.

Na ucely tejto dolozky ,informa-
cie" zahriaju bez obmedzenia a
podla dalsich podrobnosti v
ramci platnych kddexov zvere-
jriovania EFPIA sumy pripadajuce
na prevody hodnét, meno a
adresu sidla zdravotnickych pra-
covnikov a/alebo zdravotnickych
organizacii, typy prijatych ne-
penaznych  plneni,  prislusné
vykazovacie obdobie pre prevod
hodnoty a ucel prevodu hodnoty.

Institucia a skusajuci berd na
vedomie a suhlasia s tym, Ze
sponzor mbze mat urcité povin-
nosti tykajuce sa zverejriovania a
podavania sprav podla platnych
kdédexov zverejriovania EFPIA,
okrem iného vratane zvere-

EYE-RES-102_Slovakia _563_CSA_lInst_(slo-eng)_Template_20220214

25/28




sure/reporting of fees and
amounts payable pursuant to the
Agreement.

Accordingly, the Institution and
the Investigator shall report to
Sponsor any Information made
for a Transfer of Value made as
from 1st January 2015. Reports
shall be in the form provided by,
or approved in advance by,
Sponsor, and the frequency shall
be as set forth in the relevant
appendix.  Sponsor shall have
the right to review receipts and
other documentation of Institu-
tion and Investigator related to
such Transfers of Value.

IN WITNESS WHEREOF, the Parties
hereto agree that the Agreement will
take effect on the Effective Date and
have caused their duly authorized repre-
sentatives to sign the Agreement in du-
plicate.

jfiovania/podavania sprav o po-
platkoch a sumach splatnych
podla tejto dohody.

V sulade s tym musi institiucia a
skusajuci  nahlasit sponzorovi
vSetky informéacie poskytnuté
suvisiace s prevodom hodnoty
vykonanym od 1. januara 2015.
Spravy sa podavaju vo forme,
ktoru poskytol alebo vopred
schvalil sponzor, a ich frekvencia
je uréena v prislusnom dodatku.
Sponzor md& pravo preskumat
prijmy a int dokumentaciu insSti-
tucie a skusajuceho tykajucu sa
takychto prevodov hodnoty.

NA DOKAZ TOHO sa zmluvné strany
dohodli, ze dohoda nadobudne Ucinnost
dnom nadobudnutia Ucinnosti, a poverili
svojich riadne splnomocnenych zastu-
pcov, aby podpisali dohodu v dvoch
vyhotoveniach.

(signatures follow on the next page)

(Podpisy najdete na nasledujicej strane)
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TrS

SPONSOR:

(represented by TFS) /
SPONZOR:

(zastupeny spolo¢nostou TFS)

23/1-2025
Date / Datum

Signature / Podpis

[ ]

TFS:

23/1-2025
Date / Datum

Signature / Podpis

[ ]

INSTITUTION: / INSTITUCIA

04-FEB-2025

Date / Datum

Signature / Podpis

[ ]

Read and acknowledged by INVES-
TIGATOR: / Precital a potvrdil
SKUSAJUCI:
05-FEB-2025
Date / Datum

Signature / Podpis
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TrS

Exhibit A Priloha A

Protocol Protokol

Exhibit B Priloha B
Financial details Financéné udaje

Exhibit C

Insurance policy

Priloha C

Poistna zmluva
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sponsor :  [Eyedio Location :  [Siovakia
Protocol # :  |EYE-RES-102 Curency : |EUR - Euro
Protocol Version : |1 Overhead Percentage :  [15%
Budget Version : |1 (Institution budget) Tnvestgaor : | MuDr
Ste Name : [University Hospital Zilina
Stem: [563
ost Des pLio O O o o 0 ost O e g D ES = ES ) S 0 £ Ee B B e 0 ek 4 ES s 6 ek 60 eek & ES Es 2o 6 Es 0 =4
Informed Consent Process vy |us] 10 e 1.00
Inlusion/ Excius on Criteria vy 15| 20 |e [ 100 100
Demographic Information y Jiis] 10 Je || 00
Visit with Physical Exam (includes Medical y 115 10 |e€ 1.00
Review Concomitant Medications vy Jus] 20 e [ 1.00 100 1.00 1.00 1.00 100 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 100 100 1.00 [ 10|
Vital Signs Only Y |rs| 270 € - 100 100 100 100 100 100 100 100 1.00 .00 100 100 100 100 100 100 100 100 1.00 100 | 100 100
Randomization y J1s] 10 Je€ 1.00
[6vx Y |1is| 280 |e 00 100 100 100 T00 100 700 T00 100 100 100 100 100 100 T00 100 100 100 100 100 100 | 100 100 |
[Fre VT Fundoscopy/Diomicroscopy Y ltisl 280 le m 100 100 100 100 100 100 100 T00 100 T.00 100 100 100 100 100 100 100 100 100 T.00 100 | 'Eo 1.02
Pre-IvT 10P Y |11s| 280 |€ 100 100 100 100 100 100 100 100 100 100 .00 100 100 100 100 100 100 100 100 1.00 100 | 100 100
Pre VT GP vy |15] 8o e 100 1.00 1.00 100 1.00 1.00
[FrevT A Y lts| 60 € 100 T.00 T.00 T.00 100
Pre-IVT SDOCT Y |1is| 280 |€ 100 100 1.00 100 .00 100 .00 1.00 100 1.00 1.00 1.00 1.00 100 100 1.00 1.00 100 100 1.00 100 | 100 1.00
Hemogram (CBC) w/ Plate & Auto Diff vy Jrs] a0 e [ 100 1.00 1.00
[SPAC T5: T3+ Chemm stres Y |ts| 40 |€ 100 .00 1.00
Dip Stick UA wjo Mictoscopy Yy |1is] a0 e ] 1.00 1.00 1.00
Pre-IVT blood samples for PK and Y |1s] so e - 100 1.00 1.00 1.00
VT of study drug Y |11s] 140 e 100 1.00 100 1.00 100 1.00 1.00 100 1.00 1.00 1.00 1.00 100 1.00
Post-IVT 10P Y 15l 140 le - 100 1.00 100 1.00 100 100 100 100 100 100 100 100 1.00 100
[Adverse Events Assessment Y |tis| 270 | € 100 100 100 100 100 100 .00 100 1.00 100 100 100 100 100 100 100 100 100 1.00 100 | 100 100
[Study Coordnator; Pes Visit Y |115| 280 € 100 100 1.00 1.00 1.00 100 1.00 1.00 .00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00 100 100 1.00 1.00 100 1.00
PT; Per Visk Y ltis| 280 le 100 100 100 100 100 100 100 100 100 .00 100 100 100 100 100 100 100 100 100 1.00 100 | 100 100 |
Total Costs Per V'sit (+ OH) e BR Bl B B B B B B B BE B B B B BE Bf BER BR BR B B BN |
o Subject Activity G . -
ost Des pLio Ol O ... D ¢ o5t ost O Creey g D e —~ e - — 0 e B B - e~ 0 B —~ B —~ = 0 -t e ) 4 — 0 e

Exam (with vital § Y |1is| 130 e 1.00 1.00 1.00 1.00 1.00 1.00 1.00 1.00
Pre-IVT OCTA Y |115] 280 € 100 100 100 100 100 100 1,00 1,00 100 100 T.00 100 100 100 100 100 100 100 100 .00 100 | 100 100
Urine Pregancy Test, Quaitative Y |t1s| 260 € [ 100 100 100 T.00 100 .00 100 100 1.00 .00 100 100 100 100 100 1.00 100 100 1.00 100 100 100 |
[Serum Pregnancy Test, Quantitative y J11s 10 J€ 1.00 —
IVT of study drug Y |1is] 120 e 1.00 100 100 100 100 1.00 100 100
Post-IVT 10P Y |1is]| 120 e 1.00 100 100 100 100 100 100 100

(participation of FNsP ZA employees in the
initiation visit, monitoring visits, final visit, or
participation in the case of an audit; activities]
of she clinical trial
[Agenda for consideration of an application
for consent to a sponsored dinical trial.
Qlinical trials of medicinal products Phase
0

*Max Qty = The maximum quantity the s te can invoice for this activity.
*COND = Total quantity of activity is conditional and dependent on the number of times activity is conducted in a study. There is no maximum quantity the site can invoice for this activity.



Sponsor @ | Eyebio
Protocol # :  |EYE-RES-102
Protocol Version : |1 Overhe:
Budget Version : |1 (Institution budget)
st Descriptio o o o ost + O - - el ek 100  Week 10 o
Informed Consent Process y Jus] 10 e € 5560 | €
Inclusion/Exclus on Criteria y Jus] 20 Je [ 1 € 1440 | €
Demographic Information Y JLis 1.0 € || € 340 ) €
Visit with Physical Exam (includes Medical y Jras] 10 Je € 1050 | €
Review Concomitant Medications y J1is] 280 |e€ -_ 1.00 1.00 1.00 1.00 1.00 € 6720 | €
Vital Signs Only y J11s] 270 € [ | 1.00 1.00 1.00 1.00 1.00 € 89.10 | €
Randomization y Jrs] 10 Je € 1000 | €
ER Y |11s| 280 |e 100 100 100 100 00 |e 28000 | €
[Fre VT Fundoscopy/Diomicroscopy Y ltisl 280 le m| 100 100 100 100 | e 19040 | €
Pre-IVT 10P y Jiis] 280 Je€ 1.00 1.00 1.00 1.00 1.00 € 84.00 | €
Pre-IVT GP y Jiis] 8o Je 1.00 100 |e€ 106.40 | €
Pre-IVT FA y J115] 60 € 1.00 € 10500 | €
%ocr Y |11s| 280 |€ 1.00 1.00 1.00 1.00 100 | € 518.00 | €
F«mgm (CBC) w/ Plate & Auto Diff vy J115] 40 € [ 100 |e 2200 | €
[SMAC 19: 13+ Chem stries Yy J1is] 40 € 100 |e 3800 | €
Dip Stick UA w/o Microscopy y Juas] 40 e [ 100 |e 8.00 | €
Pre-IVT blood samples for PK and y |115 5.0 € [ 1.00 € 18.00 | €
VT of study drug vy Jris] 140 Je € 586.04 | €
Post-IVT 10P y f1is] 140 J€ [ | € 3080 | €
[Adverse Events Assessment y Jris] 270 Je 1.00 1.00 1.00 1.00 100 e 27000 | €
[Study Coordinator; Per Visit Yy |ris| 280 e 1.00 1.00 1.00 1.00 100 |€ 252.00 | €
PI; Per Vist y J11s] 280 Je 1.00 1.00 1.00 1.00 1.00 € 504.00 | €

Total Costs Per Vit (+ OH)

‘HEE I NN I NN = I

Unit Cost + OH  Wesk 88

Wesk 92 Week %6 Week 100

Wesek 104

m

of the clinical trial

(participation of FNsP ZA employees in the
initiation visit, monitoring visits, final visit, or
participation in the case of an audit; activities]

for consent to a sponsored dinical trial.
Qlinical trials of medicinal products Phase
0

[Agenda for consideration of an application

*Max Qty = The maximum quantity the s te can invoice for this activity.

*COND = Total quantity of activity is conditional and dependent on the number of times activity is conducted in

Total Cost Per Subject
Conditional Ttems Total Cost
Site Level Costs

Overall patient cost






