AMENDMENT No. 1
(hereinafter, .,Amendment*)

To the Clinical Trial Agreement
(hereinafter, ,,Agreement®)

Dated 17.12.2020
BETWEEN:

Bayer AG
Registered office: Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Germany and having offices at
Muellerstrasse 178, 13353 Berlin, Germany
VAT No.: DE123659859
Registered with the Commercial Register kept by
Commercial Register B, Cologne, Amtsgericht (Local

Court)
Represented by: Parexel International (IRL) Limited,
One Kilmainham  Square, Inchicore Road,

Kilmainham, Dublin 8, Ireland
(hereinafter referred to as the “Sponsor”)

AND

Fakultna nemocnica Trenéin
with its registered seat at: Legionarska 28,
911 71 Trenéin
Slovak Republic

Deed of Foundation of the MoH of the Slovak
Republic No. 1970/1991-A/VIII-1 dated 14.6.1991
Represented by: Ing. Tomés Janik, MBA, Chief
Executive Director (hereinafter referred to as the
“Center”)

AND

MUDr. Marek Kiéerik, Ph.D.
date of birth:
Address:

Slovak Republic

Workplace: Fakultma nemocnica Trenéin,
Ophthalmology Clinic, Legiondrska 28, 911 71
Trenéin, Slovak Republic

(hereinafter “Principal Investigator”)

Regarding:
Protocol number: 20968

Protocol title:

Randomized, Double-Masked, Active-Controlled, Phase 3
Study of the Efficacy and Safety of High Dose Aflibercept
in Patients With Neovascular Age-Related Macular
Degeneration

(hereinafter “Study™)
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DODATOK &. 1
(d’alej len ,,Dodatok*)

525/22

k Zmluve o klinickom skiifani
(dalej len ,,Zmluva®™)
zo dna 17.12.2020

MEDZI:

Bayer AG
so sidlom: Kaiser-Wilhelm-Allee 1, 51373 Leverkusen,
Nemecko a s pracoviskom Muellerstrasse 178, 13353
Berlin, Nemecko
DIC: DE123659859
zapisand v obchodnom registri vedenom Amisgericht
{Local Court), Cologne, Commercial Register B

konajica: Parexel International (IRL) Limited, One
Kilmainham Square, Inchicore Road, Kilmainham,
Dublin 8, Irsko

(d'alej len “Zadavatel™)

A

Fakultnd nemocnica Trenéin
so sidlom: Legionarska 28
911 71 Trenéin
Slovenska republika
Zriad’ovacou listinou MZ SR ¢. 1970/1991-A/VIII-1 zo
diia 14.6.1991
konajica: Ing. Tomas Janik, MBA, riaditel’ (d'alej len
“Centrum”)

A

MUDr. Marek Kaéderik, Ph.D.
datum narodenia:
Adresa:

Slovenska republika
pracovisko: Fakultnd nemocnica Trencin, O¢na klinika,
Legionarska 28, 911 71 Trenéin, Slovenska republika

(d'alej len “Hlavny skiSajici”)
V suvislosti s:
Cislo protokolu: 20968

Nazov protokolu:

Randomizované, dvojito maskované, aktivne
kontrolované Kklinické skusanie III. fizy hodnotiace
Gfinnost’ a bezpefnost’ vysokej ddvky afliberceptu u
pacientov s neovaskulirnou vekom podmienenou
degeneraciou makuly

(dalej len ,Stidia®)
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(the Center and the Principal Investigator hereinafter
collectively referred to as the “Contracting Partners”, the
Sponsor with the Center and the Principal Investigator
hereinafter collectively referred to as the *“Contracting
Parties”)

WHEREAS, the Parties have entered into the Clinical Trial
Agreement on 17. 12. 2020; and

WHEREAS, the Contracting Parties are willing to amend the
above referred Agreement to re-distribute the budget between
the Study Personnel and add members to the same Study
Personnel;

Now, therefore the above-referred Agreement shall be
amended as follows and shall be effective as of the
30.04.2022.

1 The tables ,,.Detailed Budget — Per Patient Fees™ ,
»Detailed Budget — Conditional Fees” and ,Screening
Failure* in Appendices 1.3, 1.5, 1.6 and 1.7 will be deleted
and replaced by the tables listed below in the Exhibit A of this
Amendment.

2. New appendices Appendix 1.8 and Appendix 1.9
which are attached to this Amendment in Exhibit B are herby
part of the Agreement.

3. All other terms and conditions of the Agreement
remain unchanged and in full force and effect. This
Amendment shall hereafter be incorporated into and deemed
part of the Agreement and any future reference to the
Agreement shall include the terms and conditions of this
Amendment.

4, To the extent any provision of the Agreement
conflicts with any provision of the Amendment, this
Amendment will control. Capitalized terms used but not
otherwise defined in this Amendment shall have the meanings
ascribed to them in the Agreement.

5. This Agreement will be executed in three (3)
counterparts, with one (1) counterpart for the Principal
Investigator, one (1) for the Center and one (1) for Sponsor.
Each counterpart shall be deemed to be an original, and all of
such counterparts shall together constitute one and the same
document.
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(Centrum a Hlavny skaSajuci spolu dalej len “Zmluvni
partneri”, Zaddvatel' s Centrom a Hlavnym sktiajicim spolu
d'alej len ,,Zmluvné strany*)

KEDZE Zmluvné strany uzavreli Zmluvu o klinickom skiigani
dha 17. 12. 2020, a

KEDZE Zmluvné strany st ochotné zmenit' vy§iie spominanti
Zmluvu tak, aby prerozdelili rozpo¢et medzi §tudijny personal
a pridali ¢lenov do tohto §tudijného persondlu;

Vzhl'adom na to sa vy$die uvedend Zmluva meni nasledovne
a nadobuda G&innost’ 30. 4. 2022.

1. Tabulky ,Podrobny rozpoget - Poplatky za
pacienta®, “Podrobny rozpoet — podmieneéné poplatky* a
“Zlyhanie skriningu* v prilohach 1.3, 1.5, 1.6 a 1.7 budu
vymazané a nahradené tabulkami uvedenymi v Prilohe A
tohto Dodatku.

2. Nové prilohy Priloha 1.8 a Priloha 1.9, ktoré su
pripojené k tomuto Dodatku v Prilohe B, su saéastou Zmluvy.

3. Vietky ostatné podmienky Zmluvy zostanu
nezmenené a v plnej platnosti a u¢innosti. Tento Dodatok
bude odteraz zafleneny do Zmluvy a bude sa povaZovat za
sucast’ Zmluvy a akykol'vek buduci odkaz na Zmluvu bude
zahfiiat’ aj podmienky tohto Dodatku.

4. Ak je niektoré ustanovenie Zmluvy v rozpore
s niektorym ustanovenim tohto Dodatku, plati tento Dodatok.
Pojmy uvedené s velkym zaiatoénym pismenom, ktoré sa
v Dodatku pouzivaji, ale nie s inak definované, maju
vyznam, ktory je im priradeny v Zmluve.

5 Zmluva je vyhotovena v troch (3) rovnopisoch, jeden
rovnopis (1) je urdeny pre Hlavného skuZajiceho, jeden
rovnopis (1) pre Centrum a jeden rovnopis (1) pre Zadavatel'a.
Kazdy rovnopis sa povaZuje za origindl a vietky rovnopisy
spolu predstavuja jeden a ten isty dokument.
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Zadavatel prostrednictvom svojho opravneného zastupcu Parexel International (IRL) Limited /
Sponsor by its authorized representative Parexel International (IRL) Limited

Miesto / Place

Datum / Date

Meno a priezvisko / First and last name:
Funkcia / Position:

Centrum / Center
Fakultna nemocnica Trendin

Miesto / Place

Détum / Date

H]avn)’/f.skt'lﬁajlici / Principal Investigator

Miesto / Place

Déatum / Date

MUDr. Marek Ka&esfk, Ph.D.

Potvrdené a odsuhlasené:

Ja, spoluskasajuci, MUDr. Zuzana Sustykevitova,
adresa:

republika, podpisom tohto dokumentu beriem na vedomie
a sthlasim s plnenim svojich povinnosti v rozsahu
stanovenom Protokolom a pokynmi k Stadii,

MUDTr. Zuzana Sustykeviova

Acknowledged and agreed:

I, Sub-Investigator, MUDr. Zuzana Sustykevidova,
address

acknowledge and agree by signing of this document to
perform my obligations to the extent stipulated by the
Protocol and Study Instructions.

(Signature / Podpis)
MUDr. Zuzana Sustykevicova

Potvrdené a odsiihlasené:
Ja. spoluskugajiuci, MUDr. Karolina Kafkova adresa:
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Date / ]E‘.’latum f

Acknowledged and agreed:
I, Sub-Investigator, MUDr. Karolina Kafkova, address
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republika, podpisom tohto dokumentu beriem na vedomie
a suhlasim s plnenim svojich povinnosti v rozsahu
stanovenom Protokolom a pokynmi k Stadii.

MUDr. Karolina Kafkova

acknowledge and agree by signing of this document to
perform my obligations to the extent stipulated by the
Protocol and Study Instructions.

(Signatufe / Podpis)
MUDr. Karolina Kafkova

Potvrdené a odsuhlasené:
Ja, spoluskiidajici, MUDr. Martina Hanicova, adresa:

republika, podpisom tohto dokumentu beriem na vedomie
a sthlasim s plnenim svojich povinnosti v rozsahu
stanovenom Protokolom a pokynmi k Stadii.

MUDr. Martina Hanicova

Date / Datum

Acknowledged and agreed:
I. Sub-Investigator, MUDr. Martina Hanicova, address

Republic, acknowledge and agree by signing of this
document to perform my obligations to the extent
stipulated by the Protocol and Study Instructions.

(Signature / Podpis)
MUDr, Martina Hanicova

Potvrdené a odstihlasené:
Ja, spolusku$ajuci, MUDr Jan Mihala, adresa: .

podpisom tohto dokumentu beriem na vedomie a
sthlasim s plnenim svojich povinnosti v rozsahu

stanovenom Protokolom a pokynmi k Stadii.

MUDr Jan Mihala

Daté// Datunfy/

Acknowledged and agreed:
[, Sub-Investigator, MUDr Jan Mihala, address

acknowledge and agree by signing of this document to
perform my obligations to the extent stipulated by the
Protocol and Study Instructions.

(Signature / Podpis)
MUDr Jan Mihala

Acknowledged and agreed:
I, Sub-Investigator, MUDr. Kristina Dor¢iakova, Birth
registration number

, acknowledge and agree by signing of
this document to perform my obligations to the extent
stipulated by the Protocol and Study Instructions.

MUDr. Kristina Doréiakova

Date / Datum

Potvrdené a odsiihlasené:
Ja, spoluskusajici, MUDr. Kristina Doré¢iakova, r.¢.

podpisom tohto dokumentu beriem na vedomie a
sthlasim s plnenim svojich povinnosti v rozsahu
stanovenom Protokolom a pokynmi k Studii..

MUDr. Kr@m{a‘bo}\éiakova
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Date / Ddtum |
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Acknowledged and agreed:
I, PhDr. Martina Tulpikovéd, Birth registration
number

. acknowledge
and agree by signing of this document to perform
my obligations to the extent stipulated by the
Protocol and Study Instructions.

PhDr. Martina-JTulpikova

Potvrdené a odsihlasené:
Ja, PhDr, Martina Tulpikova, r.¢
adresa: A

) , podpisom tohto dokumentu beriem na
vedomie a suhlasim s plnenim svojich povinnosti
v rozsahu stanovenom Protokolom a pokynmi
k Stadii.

(Signature / Podpis})
PhDr. Martina Tul?ik{)vé

Date / DAtum
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Exhibit B

Priloha B

Appendix 1.8 — payment of Sub-Investigator grants
MUDr. Kristina Dortiakova

Priloha 1.8 - platby pre Spoluskusajiceho
MUDr. Kristina Dordiakova.

1. Udaje prijemcu platby |

1. Pavee details

Protocol Number / Cislo Protokolu

20968

Site Number / Cislo centra

52001

Payee Name / Menu prijemcu platby

MUDr. Kristina Doréiakové rod. Igazova

Payee Address / Adresa piijemcu platby

Address Line 2 / 2. riadok adresy

1

Address Line 3 / 3. riadok adresy

1

Province/State/Country / Provnicia/Stat

1

City / Mesto

Postal Code / PoStové smérovacie ¢islo

Country / Stét

Payee Contact / Kontaktna osoba prijemcu platby

Payee Contact Phone Number / Tel. Ccislo
kontaktné osoby pfijemcu platby

Remittance E-mail Address / E-mailova adresa
kontaktné osoby prijemcu platby

General Finance contract e-mail address if
different from above / Obecna Emailova adresa
finanéného atvaru, pokial' sa lisi od e-mailove
adresy vyssie

NPI

Tax ID (VAT) / Dafiova identifikace (DPH)

Bank Account Holder Name / Meno majitela
bankového uétu

Bank Account Number / Cislo uétu

IBAN (International Bank Account Number) /
IBAN

Bank Name / Nazov banky

Bank Number / Ciselny kéd banky

Bank Branch Number / Cislo bankové pobodky

Bank Identification Code / SWIFT kaéd

Bank Type / Druh banky

MUST INCLUDE IDENTIFICATOR:
Payment/transaction reference /
NUTNE: “variabilny symbol”

Number of the respective invoice / ¢islo faktury

MUST INCLUDE IDENTIFICATOR:
Sender to Recipient information /
NUTNE: zprava pro prijemncu platby

*20968" (i.e. protocol number)

V ziujme spriavneho vykonania platby vypliite | To ensure proper payment please ensure that all
vietky polia vysSie. fields above are completed.

Strany sa zavizuju, Ze v pripade zmeny udajov | In the event that payee details are modified during the
prijemcu platby pocas trvania Klinického skuSania | course of the Clinical Trial, the parties agree that no
nebudi potrebné Ziadne dodatky k tejto zmluve, ak | amendments to this Agreement shall be required,
prijemca platby poskytne zadavatelovi alebo jeho | provided that Payee provides written notification to
poverenej osobe pisomné oznamenie so svojimi | Sponsor or its designee with revised payee details to

upravenymi  udajmi na  e-mailovi  adresu | the following e-mail address
InvestigatorPaymentHelpDesk@PAREXEL.com. InvestigatorPaymentHelpDesk@PAREXEL .com.

Zadéavatel’ neprebera ziadnu zodpovednost’ za to, Ze
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prijemca platby alebo jeho zastupca poskytne
nespravne Udaje prijemcu platby.

Sponsor accepts no liability for incorrect payee details
provided by the Payee or its representative.

2. Zaradenie do §tadie

2. Enrolment

Toto Klinické sku3anie bude hodnotit’ pacientov v
stulade s Protokolom. Skufajuci vynaloZi v mene
Centra maximalne usilie, aby boli do Klinického
skusania zaradeni najmenej 3 pacienti. Centrum bude
o skonceni naboru do §tadie pisomne informovaneé a
prestane prijimat’ d'aldich pacientov.

This Clinical Trial is designed to evaluate patients in
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts to enrol at
least 3 patients in the Study. When enrolment is
complete for the study, the Center will be notified in
writing and will dis-continue enrolling patients.

3. Poplatok za pacienta

3. Per Patient Fee

Suma, ktora bude prijemcovi platby vyplatend za
ukoné&eného castnika, je uvedend v prilozenej tabulke
Podrobny rozpodet — poplatky za pacienta. Vietky
platby budi vykonavané stvrtro¢ne elektronicky a
budu zaloZené na overenych absolvovanych
navitevach uvedenych v EDC u&astnika (systéme
evidencie elektronickych udajov).

The amount to be paid to the Payee per completed
subject is outlined in the attached table Detailed
Budget — Per Patient Fees. All payments will be
made on a quarterly basis electronically and will be
based on completed visits verified and entered in the
subject EDC (electronic data capture system).

4. Podmieneéné poplatky

4. Conditional Fees

ZLYHANIE SKRININGU: V pripade zlyhania
skriningu bude platba vykonana za skuto¢né postupy
vykonané pocas skriningove] navitevy. Jedno
zlyhanie skriningu bude odmenené sumou uvedenou
v priloZenej tabulke Podrobny
rozpodet — podmieneéné poplatky. Za zlyhanie
skriningu sa povazuje pripad ucastnika, ktory podpise
formular informovaného sthlasu a podstapi skrining,
ale nesplni kritéria zahrnutia/vylic¢enia a nebude
randomizovany do udrziavacej fazy. Platba sa v
prospech prijemcu platby vykona po prijati prisludnej
faktory.

SCREENING FAILURE: Screening failures will be
paid for actual procedures performed on screening visit.
The single screening failure will be remunerated with
an amount outlined in the attached table Detailed
Budget — Conditional Fees. A screening failure is
considered a Subject who signs the informed consent
form and completes screening but fails under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment to
Payee will be made upon receipt of the corresponding
invoice.

NEPLANOVANA  NAVSTEVA:  Neplanovana
naviteva vykonana v Klinickom ska$ani nad ramec
bezného Standardu starostlivosti o pacienta a
harmonogramu ndavitev bude uhradend podla
vykonanych postupov na zaklade sadzieb uvedenych
v prilozenej tabulke  Podrobny rozpocdet -
podmieneéné poplatky. Platba sa za¢ne spracuvat' po
prijati faktary (resp. ziadosti o platbu) s adekvatnou
podpornou dokumenticiou podla poziadaviek a na
zdklade suhlasu Zaddvatel'a alebo nim poverenej
osoby.

UNSCHEDULED  VISIT:  Unscheduled  wvisit
performed as part of the Study that are outside of the
normal standard of patient care and visit schedule will
be paid per procedure done, according to the rates
outlined in the attached table Detailed Budget —
Conditional Fees. Processing of payment will begin
upon receipt of invoice (or Payment request) with
adequate supporting documentation in accordance and
approval of Sponsor or its designee.

NAHRADA ZA INDOKYANINOVU ZELENU
ANGIOGRAFIU (ICGA): Za postup ICGA bude za
jednu navstevu vyplatena maximalna suma uvedena
v priloZene;j tabulke Podrobny
rozpodet — podmieneéné poplatky. ICGA je
dobrovol'na a mozno ju vykonat', ak ma pracovisko k
dispozicii vhodné vybavenie. Nahrada bude vyplatena
po prijati faktury a prisluSnej podpornej
dokumentacie.

INDOCYANINE GREEN ANGIOGRAPHY (ICGA)
REIMBURSEMENT: A maximum amount as
outlined in the attached table Detailed Budget —
Conditional Fees per visit will be paid for ICGA
procedure. ICGA is optional and can performed if site
has the appropriate equipment. The reimbursement
will be paid against the receipt of the invoice and
corresponding support documentation.

NAHRADA ZA OPTICKU KOHERENTNU
TOMOGRAFICKU ANGIOGRAFIU (OCT-A): Za
postup OCT-A bude za jednu navstevu vyplatend
maximalna suma uvedend v priloZenej tabulke
Podrobny rozpodet — podmieneéné poplatky. OCT-

OPTICAL COHERENCE TOMOGRAPHY
ANGIOGRAPHY (OCT-A) REIMBURSEMENT: A
maximum amount as outlined in the attached table
Detailed Budget — Conditional Fees per visit will be
paid for OCT-A procedure. OCT-A is optional and can
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A je dobrovolna a mozno ju vykonat, ak md
pracovisko k dispozicii prisludné vybavenie. Nédhrada
bude vyplatendi po prijati faktiry a prisluSnej
podpornej dokumenticie.

performed if site has the relevant equipment. The
reimbursement will be paid against the receipt of the
invoice and corresponding support documentation.

LOKALNE ~LABORATORNE  VYSETRENIA:
Maximilna suma za jednu navitevu uvedend
v priloZenej tabulke Podrobny
rozpolet — podmiene&né poplatky bude vyplatena za
laboratérne vySetrenia (tehotensky test zo séra,
hematolégia, biochemicky rozbor krvi, tehotensky test
z moéu, rozbor mo¢u, UPCR) len v pripade, ak véas
nebudu k dispozicii vysledky z centralneho laboratoria
na to, aby bolo mozné vykonat’ zakrok v §tudii a/alebo
vyhodnotit' odpoved’. Nahrada bude vyplatena po
prijati faktiry a prislusnej podpornej dokumentdcie.

LOCAL LABORATORY TESTS: A maximum as
outlined in the attached table Detailed Budget —
Conditional Fees per visit will be paid for laboratory
tests (serum pregnancy, hematology, blood chemistry,
urine pregnancy test, urinalysis, UPCR) gnly in the
event that central laboratory results are not available
in time for either study intervention administration
and/or response evaluation. The reimbursement will
be paid against the receipt of the invoice and
corresponding support documentation.

Prijemcovia platby predloZia faktiry (resp. Ziadosti
o platby) za vykonané sluzby a vzniknuté vydavky
podla ¢asti 4 a vietky platby budi vykonané do
Styridsiatich piatich (45) dni od prijatia platnej faktiry
podla tejto zmluvy. Vietky platby budi poukazované
elektronicky na bankové uéty uvedené vyssie.

Payees shall submit invoices (or Payment requests) for
Services performed and expenses incurred under
Section 4, all payments will be made within forty-five
(45) days of receipt from the date of receipt of valid
invoice in accordance with this Agreement. All
payments will be made electronically to the bank
accounts stated above.

5. Ostatné ustanovenia.

5. Other provisions

NAHRADA LIECBY DRUHEHO OKA: Néhrada
nakladov na lie¢bu druhého oka bude vyplatena, len
ak na to Zadavatel’ alebo nim poverena osoba vopred
poskytne Hlavnému Skusajicemu suhlas. Nahrada
bude vyplatena po prijati faktary a prislusnej
podpornej dokumenticie.

FELLOW EYE TREATEMENT
REIMBURSEMENT: Reimbursement for the fellow
eye treatment costs will be done only if Principal
Investigator has received prior approval for such
treatment from Sponsor or its designee. The
reimbursement will be paid against receipt of the
invoice and corresponding support documentation.

6. Pomerné platb

6. Pro-rata Pavments

6.1 Platba za ucastnikov, ktori nedokonéili
Klinické skusanie, sa mdze prijemcovi platby vyplatit’
pomerne. Platba bude zahffiat’ iba tych G&astnikov,
ktori boli zaradeni pred predéasnym ukoncenim
Klinického skti$ania alebo pred datumom, ked' bolo
prijaté oznamenie o takomto pred¢asnom ukonceni,
podla toho, ¢o nastane neskor.

6.1 Payment for Subjects who do not complete
the Study may be made to Payee on a pro rata basis.
Payment will include only those Subjects who were
enrolled before the premature termination of the Study
or the date that notice is received of such premature
termination, whichever is later.

6.2 V pripade, ze Zadavatel' ukonéi Klinickée
skuSanie pred dokonéenim, uhradia sa pomerné
naklady a poplatky, ktoré su stanovené podl'a ¢asti 3,
za kazdi navstevu ucastnika uskutoénent pred
pred¢asnym ukon&enim Klinického skt3ania alebo
pred datumom, ked’ bolo prijaté oznamenie o takomto
pred¢asnom ukonéeni, podl'a toho, ¢o nastane neskor.

6.2 Should Sponsor terminate the Study prior to
completion, pro-rated expenses and fees shall be paid
as set forth in Section 3 for each Subject visit
performed before the premature termination of the
Study or the date notice is received of such premature
termination, whichever is later.

6.3 Ak Centru vzniknu dalsie nezrusitel'né
néaklady, Zadavatelovi je potrebné predloZit’ pisomné
odovodnenie na kontrolu a schvalenie, pricom

6.3 If other non-cancelable costs are incurred by
Center, written justification must be provided to
Sponsor for review and approval, and payment of such

prostriedky, na ktoré nemd narok, musi ich
Zadavatelovi vratit' do 3tyridsiatich piatich dni od
oznamenia.

zaplatenie takychto nakladov podlieha sthlasu | costs is subject to Sponsor’s approval.
Zadavatela.
6.4, Vizdy ked’ prijemca platby dostane finanéné | 6.4 In any instance where the Payee has been rec

eived unearned funds, such funds shall be returned to
Sponsor within forty-five days of notification.

7. Porudovatelia protokolu

7. Protocol Violators
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Platby za tclastnikov skusania, o ktorych sa
predpokladé, ze poruuji protokol, sa mézu vyplatit,
len ak k porudeniu doslo na zdklade rozhodnutia
zadavatel'a.

Payments for Study Subjects who are deemed to have
been in violation of the Protocol may be paid up to the
point that the violation occurred at the discretion of
Sponsor.

prostrednictvom svojej poverenej osoby informécie
potrebné na urfenie vy3ky odmeny pre prijemcu
platby. Na zaklade tychto informacif vystavi prijemca
platby faktdru. Originaly spravnych faktar s rozpisom
poloziek posielajte na adresu:

Prednostnd adresa
Faktiry je moZné zasielat’ e-mailom na
adresu: PIILPayablesInvoices@parexel.com

Bayer AG

c/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8
Irsko
C. studie spolo¢nosti PAREXEL: 245919
Vietky faktiry musia obsahovat’ nasledujuce
informdcie:
(a) ¢islo protokolu

(b) ¢islo faktury
(c) datum vystavenia faktury

(d) miesto, datum a opis poskytnutych
sluzieb

(e) ¢islo projektu

(f) celkova splatna suma

(2) pouzity vymenny kurz (podla
potreby)

(h) meno skasajuceho

(i) ¢islo pracoviska

() Statne identifika¢né ¢islo
sktsajuceho (NPI)

(k) nazov a adresa prijemcu platby
(podla tejto zmluvy)

() adresa uvedena vy3sie

(m) datum dodania

Pred odovzdanim na thradu je z faktar a savisiacej
dokumentacie potrebné odstranit’ identifikacné osobné
idaje pacientov (napr. meno, datum narodenia,
inicialy atd’.).

8. Faktiry 8. Invoices
Zadavatel poskytne prijemcovi platby | Sponsor through its designee shall provide Payee with

the information necessary to determine the amount of
remuneration due to Payee. Payee shall issue their in
voice based on this information. Please send original,

correct and itemized invoices to the following address

Preferred
Invoices may be e-mailed to:
PIILPayablesInvoices(@parexel.com

Bayer AG

c/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

PAREXEL Study no.: 245919

All invoices must contain the following information:

(a) Protocol Number

(b) Invoice Number

(c) Invoice Date

(d) Place, Date & Description of
Services Provided

(e) Project Number

(f) Total amount payable

(g) Exchange rate used (where
applicable)

(h) Investigator Name

(1) Site Number

§)] Investigator ~ National  Provider

Identification (NPI) Number

(k) Payee Name and Address (per this
Agreement)

(4] Address listed above

(m) Date of Supply

Invoices and associated documentation should be de-
identified of patient personal information (e.g. name,
date of birth, initials, etc.) prior to being submitted for
reimbursement.

9. Zavereénd platba

9. Final Pavment

Bez ohladu na vy3iie uvedené ustanovenia bude
zivereéna  platba uhradenda po  dokoneni
nasledujacich ¢innosti:

(a)  vsetky pozadované navitevy ucastnikov boli
ukonéené;

zadavatel' dostal vetky udaje o ucastnikoch
vo forme vhodnej na analyzu;

(b)

Notwithstanding the foregoing, the final payment shall
be paid upon the completion of the following
activities:

(a) all required Subject visits have been
completed
(b)  Sponsor has received all Subject dataina
form suitable for analysis
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(c) vietky otazky na objasnenie udajov boli
vyriefené k spokojnosti zadavatel'a;

(d) zadavatel' overil, Ze v3etka pozadovand
regula¢na dokumenticia je uplna;

(e) zariadenie  vratilo vietko pozadované
vybavenie, lieky a iny material;

(f) bola vykonana ziverecna navSteva v ramci

studie.

Na zaklade tejto zmluvy ma prijemca platby Sest'desiat
(60) dni od prijatia zavereénej platby, aby zistil
nezrovnalosti a vyriedil vietky platobné spory so
zadavatel'om.

Vsetky faktury na uéely platieb v ramci Stadie, ako sa
uvedene v tejto zmluve, musia byt zadavatelovi
odovzdané do Sest'desiatich (60) dni od navitevy
zariadenia kvoli ukonéeniu $tadie. Faktury prijaté po
tomto termine nebudt uhradené.

(c)  all data clarification queries have been

resolved to Sponsor’s satisfaction

Sponsor has verified that all required

regulatory documentation is complete

(e) Center has returned all required
equipment, drugs and other material

() the Study close-out visit has been
completed

(d)

Payee shall have sixty (60) days from the receipt of the
final payment under this Agreement to identify
discrepancies and resolve any payment disputes with
Sponsor.

All invoices for Study payments, as outlined herein,
must be submitted to the Sponsor within sixty (60)
days of the Center’s Study close-out visit. Invoices
received after this time will not be reimbursed.

10. __ Dai

10. Tax

Vsetky poplatky a vydavky v tomto rozpise su
uvedené bez DPH alebo inej prisluinej dne. V3etky
platby podliehaji prislusnej zrazkovej dani.

All fees and expenses in this Schedule are exclusive of
VAT or any applicable tax. All payments are subject to
withholding tax as applicable.
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PhDr. Martina Tulpikova

Appendix 1.9 — payment of Sub-Investigator grants

Priloha 1.9 - platby pre Spoluski3ajiiceho
PhDr. Martina Tulpikova.

1. Udaje prijemcu platby I 1. Pavee details
Protocol Number / Cislo Protokolu 20968
Site Number / Cislo centra 52001

Payee Name / Menu prijemcu platby

PhDr. Martina Tulpikova

Payee Address / Adresa pfijemcu platby

Address Line 2 / 2. riadok adresy

Address Line 3 / 3. riadok adresy

Province/State/Country / Provnicia/Stat

City / Mesto

Postal Code / Po$tové smérovacie &islo

Country / Stat

Payee Contact / Kontaktné osoba prijemcu platby

kontaktné osoby pfijemcu platby

Payee Contact Phone Number / Tel. <&islo

kontaktné osoby prijemcu platby

Remittance E-mail Address / E-mailova adresa

adresy vyssie

General Finance contract e-mail address if
different from above / Obecna Emailovéa adresa
finanéného utvaru, pokial’ sa 1i§i od e-mailové

NPI

Tax ID (VAT) / Danova identifikace (DPH)

bankového Gétu

Bank Account Holder Name / Meno majitela

Bank Account Number / Cislo Gictu

IBAN

IBAN (International Bank Account Number) /

Bank Name / Nazov banky

Bank Number / Ciselny kod banky

Bank Branch Number / Cislo bankové pobocky

Bank Identification Code / SWIFT kod

Bank Type / Druh banky

MUST INCLUDE

IDENTIFICATOR:

Payment/transaction reference /
NUTNE: “variabilny symbol”

Number of the respective invoice / &islo faktary

MUST INCLUDE IDENTIFICATOR:
Sender to Recipient information /
NUTNE: zprava pro prijemncu platby

#20968” (i.e. protocol number)

V zdujme sprivneho vykonania platby vypliite
vietky polia vysSie.

Strany sa zavdzuju, ze v pripade zmeny udajov
prijemcu platby pocas trvania Klinického skasania
nebudi potrebné ziadne dodatky k tejto zmluve, ak
prijemca platby poskytne zadavatelovi alebo jeho
poverenej osobe pisomné oznamenie so svojimi
upravenymi  Udajmi na  e-mailovi  adresu
InvestigatorPaymentHelpDesk@PAREXEL .com.
Zadavatel' neprebera ziadnu zodpovednost’ za to, Ze
prijemca platby alebo jeho zastupca poskytne
nespravne udaje prijemcu platby.

To ensure proper payment please ensure that all
fields above are completed.

In the event that payee details are modified during the
course of the Clinical Trial, the parties agree that no
amendments to this Agreement shall be required,
provided that Payee provides written notification to
Sponsor or its designee with revised payee details to
the following e-mail address
InvestigatorPaymentHelpDesk@PAREXEL.com.
Sponsor accepts no liability for incorrect payee details
provided by the Payee or its representative.

2. Zaradenie do $tiudie

2. Enrolment
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Toto Klinické skusanie bude hodnotit’ pacientov v
sulade s Protokolom. Skufajici vynalozi v mene
Centra maximalne usilie, aby boli do Klinického
skuSania zaradeni najmenej 3 pacienti. Centrum bude
o skonéeni naboru do $tadie pisomne informované a
prestane prijimat’ d'alsich pacientov.

This Clinical Trial is designed to evaluate patients in
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts to enrol at
least 3 patients in the Study. When enrolment is
complete for the study, the Center will be notified in
writing and will dis-continue enrolling patients.

3. Poplatok za pacienta

3. Per Patient Fee

Suma, ktord bude prijemcovi platby vyplatena za
ukondeného udastnika, je uvedena v prilozenej tabulke
Podrobny rozpodet — poplatky za pacienta. Vietky
platby budi vykonavané Stvrtroéne elektronicky a
budi zalozené na overenych absolvovanych
navitevach uvedenych v EDC Gastnika (systéme
evidencie elektronickych Gdajov).

The amount to be paid to the Payee per completed
subject is outlined in the attached table Detailed
Budget — Per Patient Fees. All payments will be
made on a quarterly basis electronically and will be
based on completed visits verified and entered in the
subject EDC (electronic data capture system).

4. Podmienefné poplatky

4, Conditional Fees

ZLYHANIE SKRININGU: V pripade zlyhania
skriningu bude platba vykonana za skuto¢né postupy
vykonané polas skriningovej navitevy. Jedno
zlyhanie skriningu bude odmenené sumou uvedenou
v priloZenej tabulke Podrobny
rozpolet — podmienecné poplatky. Za zlyhanie
skriningu sa povazuje pripad tcastnika, ktory podpise
formular informovaného sthlasu a podstipi skrining,
ale nesplni kritérid zahrnutia/vylienia a nebude
randomizovany do udrziavacej fazy. Platba sa v
prospech prijemcu platby vykona po prijati prislusnej
faktury.

SCREENING FAILURE: Screening failures will be
paid for actual procedures performed on screening visit.
The single screening failure will be remunerated with
an amount outlined in the attached table Detailed
Budget — Conditional Fees. A screening failure is
considered a Subject who signs the informed consent
form and completes screening but fails under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment to
Payee will be made upon receipt of the corresponding
invoice.

NEPLANOVANA  NAVSTEVA:  Neplanovand
naviteva vykonana v Klinickom skt3ani nad ramec
bezného §tandardu starostlivosti o pacienta a
harmonogramu navitev bude uhradend podla
vykonanych postupov na zéklade sadzieb uvedenych
v priloZenej tabulke Podrobny rozpofet —
podmienedné poplatky. Platba sa zaéne spractvat’ po
prijati faktiry (resp. Ziadosti o platbu) s adekvatnou
podpornou dokumentaciou podl'a poZiadaviek a na
zdklade suhlasu Zadavatela alebo nim poverenej
osoby.

UNSCHEDULED  VISIT:  Unscheduled  visit
performed as part of the Study that are outside of the
normal standard of patient care and visit schedule will
be paid per procedure done, according to the rates
outlined in the attached table Detailed Budget —
Conditional Fees. Processing of payment will begin
upon receipt of invoice (or Payment request) with
adequate supporting documentation in accordance and
approval of Sponsor or its designee.

NAHRADA ZA INDOKYANINOVU ZELENU
ANGIOGRAFIU (ICGA): Za postup ICGA bude za
jednu navitevu vyplatend maximalna suma uvedena
v priloZenej tabulke Podrobny
rozpofet — podmieneéné  poplatky. ICGA je
dobrovolna a mozno ju vykonat', ak ma pracovisko k
dispozicii vhodné vybavenie. Nahrada bude vyplatena
po prijati faktiry a prisludnej podpornej
dokumentécie.

INDOCYANINE GREEN ANGIOGRAPHY (ICGA)
REIMBURSEMENT: A maximum amount as
outlined in the attached table Detailed Budget —
Conditional Fees per visit will be paid for ICGA
procedure. ICGA is optional and can performed if site
has the appropriate equipment. The reimbursement
will be paid against the receipt of the invoice and
corresponding support documentation.

NAHRADA ZA OPTICKU KOHERENTNU
TOMOGRAFICKU ANGIOGRAFIU (OCT-A): Za
postup OCT-A bude za jednu navstevu vyplatend
maximalna suma uvedend v priloZenej tabulke
Podrobny rozpodet — podmieneéné poplatky. OCT-
A je dobrovolnd a moZno ju vykonat, ak ma
pracovisko k dispozicii prislusné vybavenie. Nahrada
bude wvyplatend po prijati faktry a prisludnej
podpornej dokumentacie.

OPTICAL COHERENCE TOMOGRAPHY
ANGIOGRAPHY (OCT-A) REIMBURSEMENT: A
maximum amount as outlined in the attached table
Detailed Budget — Conditional Fees per visit will be
paid for OCT-A procedure. OCT-A is optional and can
performed if site has the relevant equipment. The
reimbursement will be paid against the receipt of the
invoice and corresponding support documentation.
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LOKALNE ~LABORATORNE  VYSETRENIA:
Maximalna suma za jednu navitevu uvedena
v priloZenej tabulke Podrobny
rozpodet — podmienetné poplatky bude vyplatena za
laboratorme vySetrenia (tehotensky test zo séra,
hematologia, biochemicky rozbor krvi, tehotensky test
z mocu, rozbor moc¢u, UPCR) len v pripade, ak vCas
nebudu k dispozicii vysledky z centralneho laboratoria
na to, aby bolo mozn¢é vykonat’ zakrok v §tadii a/alebo
vyhodnotit' odpoved’. Nahrada bude vyplatena po
prijati faktary a prislu$nej podpornej dokumentacie.

LOCAL LABORATORY TESTS: A maximum as
outlined in the attached table Detailed Budget —
Conditional Fees per visit will be paid for laboratory
tests (serum pregnancy, hematology, blood chemistry,
urine pregnancy test, urinalysis, UPCR) gnly in the
event that central laboratory results are not available
in time for either study intervention administration
and/or response evaluation. The reimbursement will
be paid against the receipt of the invoice and
corresponding support documentation.

Prijemcovia platby predlozia faktiry (resp. Ziadosti
o platby) za vykonané sluzby a vzniknuté vydavky
podla ¢asti 4 a vietky platby bud(i vykonané do
Styridsiatich piatich (45) dni od prijatia platnej faktiry
podla tejto zmluvy. Vietky platby budia poukazované
elektronicky na bankové uéty uvedené vyssie.

Payees shall submit invoices (or Payment requests) for
Services performed and expenses incurred under
Section 4, all payments will be made within forty-five
(45) days of receipt from the date of receipt of valid
invoice in accordance with this Agreement. All
payments will be made electronically to the bank
accounts stated above.

5. Ostatné ustanovenia.

5. Other provisions

NAHRADA LIECBY DRUHEHQ OKA: Nihrada
nakladov na lie¢bu druhého oka bude vyplatena, len
ak na to Zadavatel’ alebo nim poverena osoba vopred
poskytne Hlavnému SkuSajuicemu suhlas. Nahrada
bude vyplatend po prijati faktiry a prislusnej
podpornej dokumentacie.

FELLOW EYE TREATEMENT
REIMBURSEMENT: Reimbursement for the fellow
eye treatment costs will be done only if Principal
Investigator has received prior approval for such
treatment from Sponsor or its designee. The
reimbursement will be paid against receipt of the
invoice and corresponding support documentation.

. 6. Pomerné platby

6. Pro-rata Pavments

6.1 Platba za udastnikov, ktori nedokonéili
Klinické skti¥anie, sa mdZe prijemcovi platby vyplatit’
pomerne. Platba bude zahfiiat’ iba tych 0castnikov,
ktori boli zaradeni pred predasnym ukonéenim
Klinického skaSania alebo pred datumom, ked’ bolo
prijaté oznamenie o takomto pred&asnom ukonceni,
podla toho, ¢o nastane neskér.

6.1 Payment for Subjects who do not complete
the Study may be made to Payee on a pro rata basis.
Payment will include only those Subjects who were
enrolled before the premature termination of the
Study or the date that notice is received of such
premature termination, whichever is later.

6.2 V pripade, ze Zadavatel' ukonéi Klinické
skusanie pred dokonéenim, uhradia sa pomerné
naklady a poplatky, ktoré si stanovené podl'a ¢asti 3,
za kazdi navitevu ucCastnika uskutoénenu pred
pred¢asnym ukoncenim Klinického skuSania alebo
pred datumom, ked’ bolo prijaté oznimenie o takomto
predéasnom ukon&eni, podl'a toho, ¢o nastane neskor.

6.2 Should Sponsor terminate the Study prior to
completion, pro-rated expenses and fees shall be paid
as set forth in Section 3 for each Subject visit
performed before the premature termination of the
Study or the date notice is received of such premature
termination, whichever is later.

6.3 Ak Centru vznikni daldie nezruditené
naklady, Zadavatel'ovi je potrebné predlozit’ pisomné
odovodnenie na kontrolu a schvélenie, pri¢om
zaplatenie takychto nédkladov podlieha suhlasu

Zadavatel'a.

6.3 If other non-cancelable costs are incurred by
Center, written justification must be provided to
Sponsor for review and approval, and payment of such
costs is subject to Sponsor’s approval.

6.4. Vidy ked' prijemca platby dostane finanéné
prostriedky, na ktoré nema narok, musi ich
Zadavatel'ovi vratit' do Styridsiatich piatich dni od
oznamenia.

6.4 In any instance where the Payee has been rec
eived unearned funds, such funds shall be returned to
Sponsor within forty-five days of notification.

7. PoruSovatelia protokolu

7. Protocol Violators

Platby za ug&astnikov skaSania, o ktorych sa
predpoklada, ze porusuji protokol, sa mézu vyplatit',
len ak k porueniu dodlo na zaklade rozhodnutia
zadavatel'a.

Payments for Study Subjects who are deemed to have
been in violation of the Protocol may be paid up to the
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point that the violation occurred at the discretion of
Sponsor.

prostrednictvom svojej poverenej osoby informacie
potrebné na uréenie vysky odmeny pre prijemcu
platby. Na zéklade tychto informécii vystavi prijemca
platby faktiru. Originaly spravnych faktar s rozpisom
poloziek posielajte na adresu:

Prednostnd adresa
Faktiry je mozné zasielat’ e-mailom na
adresu: PIILPayablesInvoices@parexel.com

Bayer AG
¢/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

frsko

C. stadie spolo¢nosti PAREXEL: 245919
obsahovat’

Vietky faktiry musia

informacie:

nasledujice

(a) cislo protokolu

(b) ¢islo faktary

(c) datum vystavenia faktury

(d) miesto, datum a opis poskytnutych sluzieb

(e) cislo projektu

(f) celkova splatna suma

(g) pouzity vymenny kurz (podl'a potreby)

(h) meno skusajuceho

(i) ¢islo pracoviska

(j) statne identifikaéné ¢islo skasajuceho (NPI)

(k) nazov a adresa prijemcu platby (podl'a tejto
zmluvy)

(1) adresa uvedena vy3ie

(m) diatum dodania

Pred odovzdanim na thradu je z faktur a suvisiacej
dokumentacie potrebné odstranit’ identifika¢né osobne
udaje pacientov (napr. meno, datum narodenia,
inicialy atd’.).

8. Faktiry 8. Invoices
Zadavatel poskytne prijemcovi platby | Sponsor through its designee shall provide Payee with

the information necessary to determine the amount of
remuneration due to Payee. Payee shall issue their in
voice based on this information. Please send original,

correct and itemized invoices to the following address

Preferred
Invoices may be e-mailed to:
PIILPayablesInvoices@parexel.com

Bayer AG

c/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

PAREXEL Study no.: 245919

All invoices must contain the following information:

(a) Protocol Number

(b) Invoice Number

(c) Invoice Date

(d) Place, Date & Description of Services Provi
ded

(e) Project Number

(f) Total amount payable

(g) Exchange rate used (where applicable)

(h) Investigator Name

(1) Site Number

(j) Investigator National Provider Identification
(NPI) Number

(k) Payee Name and Address (per this Agreemen
t)

(1) Address listed above

(m) Date of Supply

Invoices and associated documentation should be de-
identified of patient personal information (e.g. name,
date of birth, initials, etc.) prior to being submitted for
reimbursement.

9. Zaveretna platba

9. Final Payment

Bez ohl'adu na vysSie uvedené ustanovenia bude
zavere¢na  platba uhradena po  dokonéeni
nasledujicich ¢innosti:

(a) vSetky pozadované navitevy Gcastnikov boli
ukonéené;

(b) zadavatel' dostal vietky Udaje o Ucastnikoch
vo forme vhodnej na analyzu;

(c) vSetky otazky na objasnenie 0dajov boli
vyrieSené k spokojnosti zadavatel'a;

Notwithstanding the foregoing, the final payment shall
be paid upon the completion of the following
activities:

(a) all required Subject visits have been complet
ed

(b) Sponsor has received all Subject data in a for
m suitable for analysis

(c) all data clarification queries have been resolv
ed to Sponsor’s satisfaction
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(d) zadavatel overil, Ze vSetka poZadovani

regulaéna dokumentécia je Gplna;

(e) zariadenie wvratilo vetko poZadované
vybavenie, lieky a iny material;

(f) bola vykonana zdvere¢na naviteva v ramci
tudie.

Na zdklade tejto zmluvy ma prijemca platby Sest'desiat
(60) dni od prijatia zavereénej platby, aby zistil
nezrovnalosti a vyrie8il vietky platobné spory so
zadavatel'om.

Vsetky faktlry na Gcely platieb v ramei $tadie, ako su
uvedené v tejto zmluve, musia byt zadavatelovi
odovzdané do $est'desiatich (60) dni od navstevy
zariadenia kvdli ukonceniu $tidie. Faktury prijaté po
tomto termine nebudd uhradené.

(d) Sponsor has verified that all required regulat

ory documentation is complete

(e) Center has returned all required equipment, d
rugs and other material

(f) the Study close-out visit has been completed

Payee shall have sixty (60) days from the receipt of the
final payment under this Agreement to identify
discrepancies and resolve any payment disputes with
Sponsor.

All invoices for Study payments, as outlined herein,
must be submitted to the Sponsor within sixty (60)
days of the Center’s Study close-out visit. Invoices
received after this time will not be reimbursed.

10. Daii

10. Tax

Vsetky poplatky a vydavky v tomto rozpise su
uvedené bez DPH alebo inej prisluinej dne. Vetky
platby podliehaji prisludnej zrazkovej dani.

All fees and expenses in this Schedule are exclusive of
VAT or any applicable tax. All payments are subject to
withholding tax as applicable.
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