CLINICAL TRIAL AGREEMENT

Made between

Fakultha nemocnica Trencin

having a place of business at: Legionarska 28

911 71 Trencin, Slovak Republic

Organisation Identification No.: 00 610 470

Tax Identification No.: 2021254631

Deed of aquisition of MoH SR No. 1970/1991-
ANVIII-1 (the “Institution )

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland (“Sponsor”)

and IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04

Bratislava Slovak Republic, Org NO: 45942269,
Company filed in the Business Register of the
District Court Bratislava I., section: Sro, file no:
69023/B, represented by:. Aurélia MojzeSova, MD

325/18

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skdSani uzatvaraja zmluvné
strany

Fakultnd nemocnica Tren ¢€in

so sidlom: Legionarska 28

911 71 Trencin, Slovenska republika

Identifikaéné ¢islo organizacie: 00 610 470

Danové identifikacné Cislo: 2021254631

Zriadovacia listina MZ SR €. 1970/1991-A/VIII-1

(dalej ,zdravotnicke zariadenie )

F. Hoffmann-La Roche Ltd, so sidlom na adrese
Grenzacherstrasse 124, 4070 Bazilej, Svaj€iarsko

a
IQVIA RDS Slovakia, s.r.o., so sidlom na adrese
Vajnorska 100/B, 831 04 Bratislava, Slovenska republika,
ICO: 45942269, Zapisand v Obchodnom  registri
Okresného sudu Bratislava I., oddiel: Sro, vl.¢: 69023/B,
v zastUpeni: MUDr. Aurélia MojzeSova (dalej ,IQVIA”).

CiSLO PROTOKOLU: GR40349

MULTICENTRICKE,
RANDOMIZOVANE,
DVOJITO MASKOVANE,
UCINNYM
KOMPARATOROM
KONTROLOVANE
SKUSANIE FAZY Il NA
VYHODNOTENIE
UCINNOSTI A
BEZPECNOSTI
RO6867461 U PACIENTOV
S DIABETICKYM
MAKULARNYM EDEMOM
(SKUSANIE YOSEMITE)

NAZOV PROTOKOLU:

authorized  representative, Slovak  Republic
(“IQVIA”).

PROTOCOL

NUMBER: GR40349
A PHASE llI,
MULTICENTER,
RANDOMIZED,
DOUBLE-MASKED,
ACTIVE
COMPARATORLCICONTR

.I?ﬁ_(EE_OCOL OLLED STUDY TO

) EVALUATE THE

EFFICACY AND SAFETY
OF RO6867461 IN
PATIENTS WITH
DIABETIC MACULAR
EDEMA (YOSEMITE)

PROTOCOL

DATE: 4. Jun 2018

SPONSOR: Etd Hoffmann-La Roche

PRINCIPAL Marek Kacerik, MD

INVESTIGATOR:

KEY

ENROLLMENT

DATE:

(date by which | 100 Calendar Days after

N . Institution Initiation Visit

Institution is to

enroll at least one

(1) subject)

DATUM PROTOKOLU:

4.Jan 2018

ZADAVATEL: F. Hoffmann-La Roche Ltd
ZODPOVEDNY e
SKUSAJUCH MUDr. Marek Kacéerik, PhD
KLUCOVY  DATUM
ZARADOVANIA: . .
(datum do ktorého 100, kale_ndarnych ,dnv| od
. . otvarace;j navstevy

musi zdravotnicke ,

; . .., |zdravotnickeho
zariadenie zaradi t . .

. o zariadenia
najmenej jeden (1)
subjekt)

Roche-GNE - Slovakia — CTA - Institution

Version Jun2018

[Roche/Genentech], [Protocol GR 40349, Project code: ZWABN684 PI: Marek Kacerik, MD

Page 1 of 18

CONFIDENTIAL




WHEREAS, the Investigator and Institution
(hereatfter, jointly, the “Site”) are willing to conduct a
clinical trial (the “Study”), in accordance with the
above-referenced protocol and any subsequent
amendments thereto (the “Protocol”) and Sponsor
and IQVIA request the Institution to undertake such
Study;

WHEREAS, IQVIA has been duly authorized by the
Sponsor to carry out certain obligations of the
Sponsor in the conduct of the Study, consistent
with the terms of this Agreement;

NOW THEREFORE, the following is agreed:

IQVIA and Sponsor hereby appoint the Institution to
conduct the Study, and the Institution agrees to
ensure that the Institution and the Institution’s
employees, agents, and staff will conduct the Study
in accordance with the Protocol (as may be
amended from time to time by Sponsor), the terms
of this agreement, including the Terms and
Conditions attached as Attachment A, the Payment
Schedule and Budget attached as Attachment B,
and any other attachments hereto, which all are
incorporated by reference herein (the “Agreement”),
good clinical practices, and all applicable laws and
regulations. The Institution hereby confirms that it
has enough time and resources to perform the
Study according to the highest quality standards.
The Institution understands and agrees that if Site
has not enrolled at least one (1) subject by the Key
Enrollment Date then Sponsor may terminate this
Agreement in accordance with Section 5 of
Attachment A. The Institution acknowledges that
Investigator's minimum enrollment goal is 5 (in
words: five) subjects and that Investigator will use
best efforts to reach the enrollment goal within a
reasonable time after commencement of the Study
at the Institution. If Investigator fails to adhere to
this principle IQVIA with Roche may reconsider
Institution’s suitability to continue participation in
the Study. The recruitment in the study is
competitive. Sponsor has a right to limit or increase
unilaterally and at any time the number of subjects
participating in the Study.

2. Payments shall be made in accordance
with the provisions set forth in Attachment B, with
the last payment being made after the Institution
completes all its obligations hereunder, and IQVIA
has received all completed case report forms
(“CRFs”) and, if IQVIA requests, all other
Confidential Information as defined in Attachment
A, Section 2 (Confidential and Proprietary
Information). The Institution will act as an
independent contractor, and shall not be
considered the employee or agent of IQVIA or
Sponsor. Neither IQVIA nor Sponsor shall be
responsible for any employee benefits, pensions,

UVODNE VYHLASENIA: Skusajuci a zdravotnicke
zariadenie (dalej spoloéne ako ,pracovisko skuSania ")
sU ochotni vykonat klinické skuSanie (dalej ,skuSanie )
v stlade suvedenym protokolom a vSetkymi jeho
neskorSimi dodatkami (dalej ,protokol ") a zadavatel a
spolo¢nost IQVIA poziadala zdravotnicke zariadenie
0 vykonanie tohto skiSania;

Zadéavatel riadne poveril spoloénost IQVIA vykonanim
ur¢itych povinnosti zadavatela pri vedeni skuSania,
v stlade s podmienkami tejto zmluvy.

ZMLUVNE STRANY SA DOHODLI na nasledujacom:

1. IQVIA azadavatel tymto poveruju zdravotnicke
zariadenie vykonanim skdSania a zdravotnicke zariadenie
sa zavazuje zabezpedit, aby samotné zdravotnicke
zariadenie a jeho zamestnanci, zastupcovia a persondl
vykonali skuSanie v sulade s protokolom (ktory moze
zadavatel éas od ¢asu menit a dopifiat), podmienkami
tejto zmluvy spolu s podmienkami uvedenymi v Prilohe A,
platobnou schémou a rozpoétom uvedenym v Prilohe B
a vSetkymi dalSimi prilohami tejto zmluvy, ktoré sa tymto
stavaju jej neoddelitelnou sucastou (dalej ,zmluva”),
spravnou klinickou praxou a vSetkymi platnymi
a uplatnitelnymi  pravnymi  predpismi.  Zdravotnicke
zariadenie tymto potvrdzuje, Ze ma dostatok ¢asu a
zdrojov na vykonanie skiSania v sulade s najvySSimi
normami kvality. Zdravotnicke zariadenie si je vedomé a
suhlasi, ze ak do kli¢ového datumu zaradovania
nezaradi do skudSania najmenej jeden (1) subjekt,
zadavatel moéze tato zmluvu vypovedat v sllade
s ¢lankom 5 Prilohy A. Zdravotnicke zariadenie
potvrdzuje, Ze minimalny naborovy ciel skdSajaceho je 5
(slovom péat) subjektov a Ze skuSajlci vyvinie maximalne
Usilie na dosiahnutie ndborového ciela v primeranom ¢ase
po zacati skdSania v zdravotnickom zariadeni. Ak
skiSajuci tato zasadu nedodrzi, mbdze IQVIA spolu
s Roche prehodnotit’ vhodnost zdravotnickeho zariadenia
pre dalSiu Ucast na klinickom skdsani. Nabor do skuSania
bude prebiehat konkurenénym spdsobom. Zadavatel ma
pravo kedykolvek jednostranne obmedzit alebo zvysit
pocet subjektov zlG¢€astriujdcich sa na skuasani.

2. Uhrady faktar sa bud( poukazovat v sdlade s
ustanoveniami uvedenymi v Prilohe B, pricom posledna
Uhrada faktdry sa poukdze potom, Co zdravotnicke
zariadenie spIni vSetky svoje povinnosti podla tejto
zmluvy a spolo¢nost IQVIA dostane vSetky vyplnené
pacientske héarky (dalej ,CRF”") a ak to bude spolo¢nost
IQVIA pozadovat, aj vSetky dalSie dbéverné informécie,
definované v Prilohe A, ¢lanku ¢&. 2 (Dbverné informacie a
informacie chranené vlastnickymi pravami). Zdravotnicke
zariadenie bude vystupovat ako nezavisly zmluvny
partner a nema sa povazovat za zamestnanca ani
zastupcu spoloc¢nosti IQVIA alebo zadavatela. Spolo¢nost
IQVIA ani zadavatel nezodpovedaju za Ziadne

workers’ compensation, withholding, or zamestnanecké priplatky alebo prispevky, déchodky,
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employment-related taxes as to the Institution. The
Institution  acknowledges and agrees that
Investigator's  judgment  with respect to
Investigator’s advice to and care of each subject is
not affected by the compensation Institution
receives hereunder. The parties agree that the
payee designated below is the proper payee for this
Agreement, and that payments under this
Agreement will be made only to the following payee
in accordance with Attachment B (the “Payee”):

PAYEE NAME Fakultna nemocnica Trencin
Legionarska 28
,IZ\SYDEREESS 911 71 Trencin
Slovak Republic
TAX ID
NUMBER: 2021254631
Bank: Statna pokladnica
BANK Account No.: 7000280438 /
ACCOUNT 8180
DETAILS: IBAN: SK23 8180 0000 0070
0028 0438

In case of changes in the Payee’s bank details,
Institution is obliged to inform IQVIA in writing.
Parties agree that in case of changes in bank
details which do not involve a change of payee or
change of country location of bank account, no
further amendments are required.

Institution will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.

The parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under this
Agreement in the amounts in accordance with
Attachment B. Payments to the Investigator will

be determined by a separate agreement
between Investigator, Sponsor and IQVIA..

3.This Agreement will become valid on the date on
which it is last signed by the parties and become
effective day following the publication in the Central
registy of Contracts in accordance with applicable
domestic legislation mainly Act No 40/1964 Coll.
Civil code and Act No 211/2001 on free access to
information as later amended shall continue until
completion or until terminated in accordance with
the provision in Attachment A. In the event of a
conflict between the Protocol and this Agreement,
the terms of the Agreement will govern.

4, Prior to and during the course of the Study,

Urazové poistenie, zrazky alebo zamestnanecké dane,
ktoré sa tykaju zdravotnickeho zariadenia. Zdravotnicke
zariadenie potvrdzuje a suhlasi, Ze na Gsudok
skUSajuceho pri poradenstve a starostlivosti poskytovanej
kazdému subjektu nebude mat vplyv odmena, ktorl
zdravotnicke zariadenie dostane podla tejto zmluvy.
Zmluvné strany sa dohodli, Ze prijemca Uhrad uvedeny
nizSie je riadnym prijemcom podla tejto zmluvy a zZe
Uhrady podla tejto zmluvy vsume urCenej pre
zdravotnicke zariadenie podfa Prilohy B sa budd

poukazovat len nasledujacemu prijemcovi (dalej
~prijemca”):
NAZOV . . 3
PRIJEMCU Fakultnd nemocnica Tren ¢€in
ADRESA Legionarska 28
PRIJEMCU 911 71 Trencin
Slovenska republika
DIC 2021254631
) Banka: Statna pokladnica
BANKOVE Cislo uctu: 7000280438/8180
SPOJENIE: IBAN: SK23 8180 0000 0070
0028 0438

V pripade zmeny Udajov o bankovom spojeni prijemcu je
zdravotnicke zariadenie povinné informovat o tom IQVIA
pisomnou formou. Zmluvné strany sa dohodli, ze v
pripade zmeny Udajov o bankovom spojeni, ktoré sa
netykaju zmeny prijemcu alebo zmeny krajiny, v ktorej je
vedeny bankovy Gcet, nie sU pozadované Ziadne dalSie
pisomné dodatky tejto zmluvy.

Proti akymkolvek platobnym nezrovnalostiam, ktoré sa
vyskytni v priebehu skdSania, modze zdravotnicke
zariadenie namietat do tridsiatich (30) dni od pripisania
poslednej platby.

Zmluvné strany potvrdzujd, Ze menovany prijemca je
opravneny prijima t’ vSetky platby za sluzby, vykonané
podFa tejto zmluvy vo vySke pod Fa Prilohy B. Platby
skdSajicemu sU upravené v samostatnej zmluve
medzi skusajlcim, zadavate Fom a IQVIA.

3. Tato zmluva nadobuda platnost od posledného datumu
podpisu zmluvnymi stranami a G¢innost v zmysle platnej
legislativy najma zakonom ¢&. 40/1964 Zb. Obciansky
zakonnik v zneni neskorSich predpisov a zé&kona ¢&.
211/2001 Z. z. oslobodnom pristupe kinforméaciam
v zneni neskorSich predpisov, diiom nasledujiacim po dni
jej zverejnenia v Centrdlnom registri zmliv a zostava
v platnosti a G¢innosti az do splnenia alebo do ukoncenia
platnosti zmluvy v sltlade s ustanoveniami Prilohy A. V
pripade rozporu medzi protokolom atouto zmluvou s
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IQVIA or Study Sponsor may request to collect
personal data Institution as that term is defined in
the (EU) 2016/679 Regulation and applicable
legislation enacted under the same or
equivalent/similar national legislation (collectively
“Data Privacy Legislation”) relating to the Study
from the Institution, including from its investigators,
sub-investigators, other Institution staff or
personnel involved in the conduct of the Study.
Institution agree to obtain any consents, as may be
necessary in accordance with applicable Data
Privacy Legislation, for the processing of any
personal data collected by IQVIA or the Sponsor
from its investigators, sub-investigators, staff and
personnel involved in the conduct of the Study.
Such consent shall authorize the transfer of
personal data, to countries other than the
Institution's own country, including without limitation
the United States, even though data protection may
not exist or be as developed in those countries as
in the Institution’s own country, for the following
purposes: a) the conduct and interpretation of the
Study; b) review by governmental or regulatory
agencies, Sponsor, IQVIA, and their agents, and
affiliates and collaborators; c) satisfying legal or
regulatory requirements; d) publication on
www.clinicaltrials.gov and websites and databases
that serve a comparable purpose; e) upon request
of individual patients and doctors provision to
individual patients and doctors who may be
interested in participating in a clinical trial at Site;
and f) storage in databases for use in selecting
sites in future clinical trials. In the event any Site
personnel participating in the Study are not willing
to provide such consent, Institution acknowledges
that such personnel will not be able to participate in
the Study.

5. Institution and Investigator agree that the
compensation they receive from this Agreement
does not exceed the fair market value of the
services they are providing, and that no payments
are being provided to them for the purpose of
inducing them to purchase or prescribe any drugs,
devices or products. Institution agrees that it will not
bill any patient, insurer, or governmental agency for
any items, visits, services or expenses
provided or paid for by IQVIA or Sponsor.

6.Institution and Investigator represent and warrant
that neither they nor any individual or entity acting
on their behalf, nor any payee under this
Agreement, will, directly or indirectly, offer or pay,
or authorize an offer or payment of, any money or
anything of value to any Public Official (defined
below) or public entity, with the knowledge or intent
that the payment, promise or gift, in whole or in
part, will be made in order to influence an official
act or decision that will assist IQVIA, Sponsor or
the Institution in securing an improper advantage or

nadradené podmienky tejto zmluvy.

4, Pred zahajenim skdSania aj v jeho priebehu méze
spolo¢nost IQVIA alebo zadavatel poziadat o zber
osobnych Gdajov, definovanych nariadenim (EU) ¢.
2016/679 o ochrane osobnych Udajov a platnymi
pravnymi predpismi o ochrane osobnych Udajov,
uzakonenymi v rovnakej alebo rovnocennej (podobnej)
narodnej legislative (spolo¢ne ,legislativa o ochrane

osobnych Udajov "), tykajucich sa skdSania od
zdravotnickeho zariadenia, jeho skusajucich,
spoluskiSajucich a dalSieho personélu zdravotnickeho
zariadenia zapojeného do vedenia skuSania. Zdravotnicke
zariadenie sa zavazuje ziskat vSetky suhlasy, ktoré mézu
byt potrebné v sulade s platnou legislativou o ochrane
osobnych udajov, so spracovanim akychkolvek osobnych
Udajov  zozbieranych  spolo¢nostou IQVIA alebo
zadavatefom od skuSajacich, spoluskuSajucich a dalSieho
personalu zdravotnickeho zariadenia zapojeného do
vedenia skiSania. Takyto suhlas ma povolovat prenos
osobnych Udajov do krajin mimo domacej krajiny
zdravotnickeho zariadenia, vratane Spojenych Statov
americkych, aj v pripade, ze v tychto krajinach nie je
zabezpecéena ochrana osobnych Gdajov alebo je na niz3ej
urovni, nez v domacej krajine zdravotnickeho zariadenia,
na nasledujuce Ucely: a) vedenie a interpretaciu skdsania;
(b) kontrolu Statnymi alebo kontrolnymi  dradmi,
zadavatelom, spoloénostou IQVIA a ich zastupcami,
dcérskymi spoloénostami a spolupracovnikmi; ¢) splnenie
zakonnych pozZiadaviek alebo poziadaviek kontrolnych
Uradov; d) publikovanie na internetovej stranke
www.clinicaltrials.gov a na dalSich internetovych
strankach a v databazach, ktoré slizia porovnatelnému
Gcelu; e) na zéklade poziadaviek jednotlivych pacientov
alekarov na ich poskytovanie jednotlivym pacientom
alekdrom, ktori mézu mat zaujem zicastnit sa na
klinickom skdSani na pracovisku skdSania; a f) ulozenie
v databazach na pouZitie pre vyber pracovisk do dalSich
skaSani v budulcnosti. V pripade, Ze niektory clen
personalu pracoviska skiSania zUc€asthujici sa na
skiuSani nebude ochotny poskytnut takyto sudhlas,
zdravotnicke zariadenie potvrdzuje, Ze takyto personal sa
nebude moct na skisani zuc¢astnit.

5. Zdravotnicke zariadenie a skiSajuci suhlasia s
tym, Ze odmena, ktord dostani podla tejto zmluvy
nepresahuje spravodlivi trhova hodnotu sluzieb, ktoré
poskytuju a Ze Ziadne platby sa im neposkytuji za G€elom
nabadania na predaj alebo predpisovanie ziadnych liekov,
zdravotnickych pomdcok ani produktov. Zdravotnicke
zariadenie sa zavéazuje neuctovat ziadnemu pacientovi,
poistovni ani Statnemu Uradu Ziadne predmety, navstevy,
sluzby alebo naklady, ktoré poskytne alebo hradi
spolo¢nost IQVIA alebo zadavatel.

6. Zdravotnicke zariadenie a skuSajluci vyhlasuju a
zarucuju, Ze oni sami ani Ziadna fyzicka alebo pravnicka
osoba konajuca v ich mene, ani ziadny prijemca podla
tejto zmluvy, nebude priamo ani nepriamo ponukat ani
platit, ani neschvali Zziadnu platbu alebo ponuku
finanénych prostriedkov alebo inej hodnotnej veci
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in obtaining or retaining business or in directing
business to any person or entity.

In addition to other rights or remedies under this
Agreement or at law, Sponsor and/or IQVIA may
terminate this Agreement if Institution breaches any
of the representations or warranties contained in
this Section or if IQVIA or Sponsor learns that
improper payments are being or have been made
to Public Officials by Institution or any individual or
entity acting on its behalf.

For the purposes of this Agreement, “Public
Official” means any officer or employee of a
government, a public international organization or
any department or agency thereof, or any person
acting in an official capacity, including, for a public
agency or enterprise; and any political party or
party official, or any candidate for public office.

ACKNOWLEDGED AND AGREED BY IQVIA RDS
Slovakia, s.r.o.:

By:

Title:
Date:

ACKNOWLEDGED AND AGREED BY SPONSOR
(IQVIA executing on Sponsor’s behalf):

By:

Title:

Date:

Ziadnemu verejnému predstavitelovi (podla nizSie
uvedenej definicie) alebo verejnej organizacii s vedomim
alebo zdmerom, Ze takato platba, prisfub alebo dar sa Ci
uz Ciastocne alebo Uplne poskytuje s cielom ovplyvnit
nejaky dradny ukon alebo rozhodnutie, ktoré napomdze
spolo¢nosti IQVIA, zadavatelovi alebo zdravotnickemu
zariadeniu zabezpecit si nendleziti vyhodu, ziskat alebo
udrzat si obchodnu &innost alebo nasmerovat obchodnu
¢innost na akukolvek fyzickd alebo pravnicka osobu.

Okrem inych prav a opravnych prostriedkov podla tejto
zmluvy alebo podla zakona, mdéze zadavatel alebo
spolo¢nost IQVIA tato zmluvu vypovedat, ak zdravotnicke
zariadenie porusi niektoré z wvyhlaseni a zaruk
obsiahnutych vtomto ¢lanku alebo ak sa spolo¢nost
IQVIA alebo zadavatel dozvedia, Ze zdravotnicke
zariadenie alebo ina fyzicka alebo pravnicka osoba,
konajuca v jeho mene poukazuje alebo poukazala nejaké
nendlezité platby verejnym predstavitefom.

Pre Ucely tejto zmluvy znamena ,verejny predstavite [I”
kazdého dradnika alebo zamestnanca Statnej spravy
alebo medzinarodnej verejnej organizacie a kazdého ich
oddelenia alebo Uradu a kazd( osobu konajucu s nejakou
Uradnou pravomocou, vratane os6b zastupujucich organy
Statnej spravy alebo Statne podniky a kazdua politickd
stranu, predstavitela politickej strany alebo kandidata na
verejnu funkciu.

ZA IQVIA RDS Slovakia, s.r.o.:

Podpis:

Meno:

Funkcia:

Datum:

ZA  ZADAVATE LA
zadavate l'a):

(IQVIA  podpisuje v mene

Podpis:

Meno:

Funkcia:

Datum:
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READ AND UNDERSTOOD BY THE PRINCIPAL
INVESTIGATOR:

Marek Kacerik, MD
Date:

ACKNOWLEDGED AND AGREED BY Fakultna
nemocnica Trencin

By:

Title (must be authorized to sign on Institution's
behalf):

Date:

ATTACHMENT A
TERMS AND CONDITIONS

Capitalized terms not defined herein shall have the
meanings assigned to them in the attached
Agreement.

1) Conduct of the Study. The parties to the
Agreement agree that the Study will be performed
in strict accordance with the Protocol, all applicable
laws, regulations and guidelines, and good clinical
practices (“GCPs”). The Investigator shall review all
case report forms (“CRFs”) to ensure their accuracy
and completeness, shall review and understand the
information in the investigator's brochure, shall
ensure that all informed consent requirements are
met (including any needed authorizations for the
use, storage and transfer of personal data), shall
ensure that all required reviews and approvals (or
favorable opinions) by applicable regulatory
authorities and Institutional Review Boards (“IRBs”)
or Independent Ethics Committees (“IECS”) are
obtained and shall provide a copy of such approval
to IQVIA prior to enrollment of any subjects. CRFs
will be legible and completed within five (5)
business days of each patient visit or data
generating event. Any requests by IQVIA for
verification, clarification or correction of data
furnished on a CRF must be provided within five (5)
business days of receipt of such request. Sponsor
and/or IQVIA reserve(s) the right to withhold
payment in case of significant or repeated failure to
perform the tasks set forth in this Section 1. A
sample informed consent form has been provided
by the Sponsor for use in the Study; any
modifications to this form must be approved by
IQVIA or Sponsor prior to its use, such approval not

SKUSAJUCI POROZUMEL A SUHLASI:

Meno:

MUDr. Marek Ka €erik, PhD

Datum:

ZA Fakultnd nemocnicu Trenéin

Podpis:

Meno:

Funkcia:
(musi byt opravneny/a
zdravotnickeho zariadenia

podpisova t v mene

Datum:

PRILOHA A
PODMIENKY ZMLUVY

Kracové pojmy, ktoré nie su definované v tejto prilohe
maju ten vyznam, ktory sa im pripisuje v pripojenej
zmluve.

1) Vykonanie skdSania. Zmluvné strany sa dohodli, ze
skuSanie bude vykonané v prisnom sulade s protokolom,
prisluSnymi pravnymi predpismi a smernicami a spravnou
klinickou praxou. SkuSajuci skontroluje vSetky pacientske
harky (,CRF"), aby zabezpecil ich spravnost a Uplnost,
pre€ita a osvoji si informéacie uvedené v prirucke pre
skusajuceho, zabezpeéi, aby informovany suhlas spifial
vSetky poziadavky (vratane vSetkych potrebnych povoleni
pre pouZivanie, uchovavanie a prenos osobnych dajov),
zabezpedéi ziskanie vSetkych pozadovanych vyjadreni a
schvéleni (alebo priaznivych posudkov) od prisluSnych
kontrolnych Uradov a nezavislych etickych komisii a pred
zaradenim akéhokolvek subjektu poskytne spolo¢nosti
IQVIA képie takychto schvaleni. CRF budu dcitatelne
vyplnené do piatich (5) pracovnych dni od kazdej
navstevy pacienta alebo inej udalosti, z ktorej vzniknu
nové Udaje. VSetkym Ziadostiam spolocnosti IQVIA na
overenie, objasnenie alebo opravu Udajov uvedenych
v CRF sa musi vyhoviet do piatich (5) pracovnych dni od
prevzatia takejto Ziadosti. Zadavatel a spoloc¢nost IQVIA
si vyhradzuji pravo odmietnut UGhradu v pripade
vyznamného alebo opakovaného neplnenia si Uloh
uvedenych vtomto ¢Elanku 1. Zadavatel poskytol vzor
informovaného suhlasu pre pouzitie vtomto skusSani;
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to be unreasonably withheld. The Institution agrees
to ensure that all clinical data are accurate,
complete, and legible. The Institution shall promptly
and fully produce all data, records and information
relating to the Study to IQVIA and Sponsor and
their representatives during normal business hours,
and shall assist them in promptly resolving any
guestions and in performing audits or reviews of
original subject records, reports, or data sources.
The Institution agrees to cooperate with the
representatives of IQVIA and Sponsor who visit the
Site, and the Institution agrees to ensure that the
employees, agents and representatives of the Site
do not harass, or otherwise create a hostile working
environment for, such representatives. The
Institution warrants that it has the legal authority to
share the clinical data and Study-related records
and information with IQVIA and Sponsor. The
Institution shall use the product being tested (the
“Investigational Product”), and any comparator
products provided in connection with the Study,
solely for the purpose of properly completing the
Study and shall maintain all Investigational Product
and any comparator products in a locked, secured
area at all times. Upon completion or termination of
the Study, the Institution shall return all unused
Investigational Product, comparator products,
equipment, and materials and all Confidential
Information (as defined below).

2) Confidential and Proprietary Information. All
information  (including, but not limited to,
documents, descriptions, data, CRFs, photographs,
videos and instructions), and materials (including,
but not limited to, the Investigational Product and
comparator products), provided to the Site by
IQVIA, Sponsor, or their agents, (whether verbal,
written or electronic), and all data, reports and
information, relating to the Study or its progress
(hereinafter, the “Confidential Information”) shall be
the property of Sponsor. The Institution shall keep
the Confidential Information strictly confidential and
shall disclose it only to its employees involved in
conducting the Study, who are subject to
confidentiality obligations that are consistent with
this Agreement, on a need-to-know basis. These
confidentiality obligations shall continue until ten
(10) years after completion of the Study, but shall
not apply to Confidential Information to the extent
that it: a) is or becomes publicly available through
no fault of the Institution; b) is disclosed to the
Institution by a third party not subject to any
obligation of confidence; ¢) must be disclosed to
IRBs, IECs, or applicable regulatory authorities; d)
must be included in any subject’s informed consent
form; e) is published in accordance with Article 3
herein; or, f) is required to be disclosed by
applicable law, provided that the Institution shall
give Sponsor and IQVIA prompt, advance written
notice to permit IQVIA, Sponsor or their agents to
object to or otherwise limit such disclosure. The

akékolvek zmeny tohto informovaného suhlasu musi pred
jeho pouzitim schvalit spolo¢nost IQVIA alebo zadavatel,
pricom takyto suhlas sa nema neodbévodnene odmietat.
Zdravotnicke zariadenie sa zavazuje zabezpecit, aby
vSetky klinické Udaje boli presné, Uplné a Citatelné.
Zdravotnicke zariadenie bude spolo¢nosti  IQVIA,
zadavatelovi aich zastupcom urychlene a kompletne
odovzdavat vSetky Udaje, zaznamy a informacie tykajluce
sa skuSania v priebehu riadneho pracovného ¢asu a bude
im pomahat pri rieSeni vSetkych otazok a pri vykonavani
vSetkych inSpekcii alebo kontrol origindlnych zdravotnych
zaznamov subjektov, hlaseni alebo inych zdrojovych
Udajov.  Zdravotnicke  zariadenie  sa  zavazuje
spolupracovat so  zastupcami spolo¢nosti  IQVIA
a zadavatela pri ich navstevach pracoviska skiSania a
zabezpedit, aby ich jeho zamestnanci, zastupcovia alebo
personal pri navstevach neobtazovali ani inym spdsobom
pre nich nevytvarali nepriatelské pracovné prostredie.
Zdravotnicke zariadenie zaruCuje, Ze ma zakonné
opravnenie na odovzdavanie klinickych Gdajov, zaznamov
a informacii suvisiacich so skuSanim spoloénosti IQVIA
a zadavatelovi. Zdravotnicke zariadenie sa zavazuje
pouzit produkt, ktory sa skusa (dalej ,skasany produkt* )
a vsetky referencné produkty (komparatory) poskytnuté v
suvislosti so skuSanim vyhradne pre Gcely riadneho
vykonania skUSania a vzdy skdSany produkt a vsetky
referenéné produkty uchovavat na uzamknutefnom
a zabezpecenom mieste. Po dokonceni alebo zastaveni
skiSania sa zdravotnicke zariadenie zavéazuje vratit
vSetok nepouzity skiSany produkt, referenéné produkty,

vybavenie a materidly avSetky doéverné informacie
(definované nizSie).

2) Dobverné informacie ainformécie chranené
vlastnickymi  pravami. VSetky informéacie (najma

dokumenty, popisy, Udaje, CRF, fotografie, vided a
pokyny) a materialy (najma skdsany produkt a referenéné
produkty - komparatory), ktoré pracovisku skiSania
poskytne IQVIA, zadavatel alebo ich zastupcovia (Ci uz vo
verbalnej, pisomnej alebo elektronickej forme) a vsetky
Udaje, hlasenia a informacie tykajlice sa skdSania alebo
jeho priebehu (dalej ,déverné informéacie ") sl
vlastnictvom zadavatela. Zdravotnicke zariadenie bude
uchovavat dbéverné informéacie v prisnom utajeni
a odovzda ich len svojim zamestnancom zapojenym do
vedenia skdSania, ktori podliehajd  povinnostiam
zachovania dbévernosti v sulade stouto zmluvou podla
zasady, Ze kazdy zamestnanec dostane len tie informacie,
ktoré potrebuje. Povinnosti zachovavania dévernosti
pretrvaji az do desiatich (10) rokov od dokonc&enia
skiSania, nevztahuju sa vSak na doverné informacie
v tom rozsahu, v ktorom: a) su alebo sa stan( verejne
pristupnymi bez zavinenia zdravotnickeho zariadenia, b)
ich zdravotnickemu zariadeniu odovzda nejaka tretia
strana, ktora nepodlieha Ziadnym  povinnostiam
zachovavania ich dovernosti; ¢) je nutné ich odovzdat
etickym komisiam alebo prisluSnym kontrolnym dradom;
d) musia byt uvedené vinformovanych suhlasoch
subjektov; e) sU publikované v sulade s ¢lankom 3 tejto
zmluvy alebo f) ich odovzdanie poZaduju prisluSné pravne
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existing inventions and technologies of Sponsor,
IQVIA, or the Institution are their separate property
and are not affected by this Agreement. Sponsor
shall have exclusive ownership of any inventions or
discoveries arising in whole or in part from
Confidential Information or arising from the conduct
of the Study. The Institution will promptly notify
Sponsor in writing if it or Investigator conceives or
makes any such inventions or discoveries and, at
Sponsor's expense, execute any documents and
give any testimony necessary for Sponsor to obtain
patents in any country or to otherwise protect
Sponsor's interests in  such inventions or
discoveries. The Institution agrees to comply with
any applicable data privacy or data protection
legislation of the country in which the data
originated.

3) Publication. Institution understands that this
Study is being conducted at multiple research sites.
Institution is free to publish or present the Study
results obtained at the Site, but only after the first
publication or presentation that involves the multi-
center data or eighteen (18) months after the
completion of the multi-center Study, whichever is
first. At least sixty (60) days prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside persons, the Institution shall provide to
Sponsor a copy of all such manuscripts and
materials, and allow Sponsor sixty (60) days to
review and comment on them. If the Sponsor
requests, the Institution shall remove any
Confidential Information (other than Study results)
prior to submitting or presenting the materials. In
addition, at Sponsor’s request, the Institution shall
delay publication for an additional ninety (90) days
to allow Sponsor the opportunity to file for patent
protection. No party hereto shall use any other
party’s name in connection with any advertising,
publication or promotion without prior written
permission.

4) Inspection and Debarment. When given
reasonable notice, the Institution agrees to allow
authorized IQVIA, Sponsor and regulatory authority
personnel direct access to the Institution’s records
relating to the Study, including subject medical
records, for monitoring, auditing, and inspection
purposes. If any source data are kept on computer
files only, the Site shall make print-outs of all such
data relevant to the Study for the purpose of source
data verification, and shall have them signed, dated
and retained as source documents. The Institution
shall immediately notify IQVIA of, and provide
IQVIA copies of, any inquiries, correspondence or
communications to or from any governmental or
regulatory authority relating to the Study, including,
but not limited to, requests for inspection of the

predpisy za predpokladu, Ze zdravotnicke zariadenie bude
IQVIA a zadavatela urychlene vopred pisomne informovat
aumozni IQVIA, zadavatelovi alebo ich zastupcom
namietat proti takémuto odovzdaniu alebo ho inak
obmedzit. Existujuce vynalezy a technoldgie zadavatela,
IQVIA alebo zdravotnickeho zariadenia si samostatnym
vlastnictvom kazdého z nich anie st ovplyvnené touto
zmluvou. Zadavatel je vyhradnym vlastnikom vSetkych
vyndlezov, objavov, autorskych prav, obchodnych
tajomstiev adalSich prav duSevného vlastnictva
vzniknutych Ciasto¢ne alebo Uplne z dévernych informacii
alebo z vedenia skuSania. Zdravotnicke zariadenie bude
zadavatefla  urychlene  pisomne informovat, ak
zdravotnicke zariadenie alebo skuSajuci sformuluje alebo
vytvori takéto objavy alebo vynadlezy a na néaklady
zadavatela vyhotovi a podpiSe vSetky doklady alebo
pravne dokumenty potrebné na to, aby zadavatel mohol
ziskat patenty v ktorejkolvek krajine alebo inak chranit
svoje zaujmy v takychto objavoch alebo vynélezoch.
Zdravotnicke zariadenie sa zavazuje dodrZiavat vSetky
prislusné pravne predpisy o ochrane osobnych Udajov
platné v krajine, z ktorej Udaje pochadzaju.

3) Publikovanie. Zdravotnicke zariadenie si uvedomuije,
Ze toto skuSanie sa vedie na viacerych pracoviskach
skiSania  (multicentrické  skdSanie).  Zdravotnicke
zariadenie méze slobodne publikovat alebo prezentovat
vysledky skiSania ziskané na pracovisku skiSania, ale
az po prvej publikacii alebo prezentacii, zahfhajucej
multicentrické Udaje alebo po osemnastich (18)
mesiacoch od dokonéenia multicentrického skudSania,
podla toho, ¢o nastane skor. Najmenej Sestdesiat (60) dni
pred podanim rukopisu alebo iného materialu tykajuceho
sa skuSania do tlace alebo pred jeho prezentovanim
vydavatelovi, recenzentovi alebo inym neziCastnenym
osobam poskytne zdravotnicke zariadenie zadavatelovi
képiu vSetkych  takychto rukopisov  a materialov
a poskytne zadavatelovi Sestdesiat (60) dni na ich
posltdenie a pripomienkovanie. Ak to bude zadavatel
pozadovat, zdravotnicke zariadenie odstrani pred
podanim do tlace alebo prezentovanim tychto materialov
vSetky dbverné informacie (okrem vysledkov skuSania).
Na pozZiadanie zadavatela tiez zdravotnicke zariadenie
odlozi publikovanie o dalSich devéatdesiat (90) dni, aby
umoznilo zadavatefovi podat zZiadost o patentovu
ochranu. Ziadna zo zmluvnych stran nepouZzije nazov
druhej zmluvnej strany v sOvislosti s akoukolvek
reklamou,  publikdciou alebo  propagaciou  bez
predchadzajuceho pisomného povolenia.

4) Kontrola a vyli €enie. Za predpokladu, Ze o tom bude
zdravotnicke zariadenie informované v dostato¢nom
predstihu, zavazuje sa poskytnat poverenému personalu
IQVIA, zadavatela a kontrolnych dradov priamy pristup
k zaznamom zdravotnickeho zariadenia tykajucim sa
skuSania, vratane zdravotnych zaznamov subjektov, pre
Gcely monitoringu, auditu a inSpekcie. Ak budud niektoré
zdrojové Udaje ulozené len v pocitacovych suboroch,
pracovisko skuSania vyhotovi vytlacky vSetkych takychto
Udajov dolezitych pre skaSanie pre Gcely overenia
zdrojovej dokumentécie, da ich podpisat, datovat a bude
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Institution’s facilities, and the Institution shall permit
IQVIA and Sponsor to attend any such inspections.
The Institution will make reasonable efforts to
separate, and not disclose, all confidential materials
that are not required to be disclosed during such
inspections. Institution and Investigator each
represents and warrants that there are no pending
for-cause regulatory audits, investigations or
proceedings involving Institution, Investigator, or
any of their employees or agents performing Study
activities which relate to compliance with laws
regarding the conduct of any clinical research. The
Investigator and the Institution shall be jointly
responsible for maintaining essential Study
documents in the manner specified by current good
clinical practice (“GCP”) guidelines and Sponsor
requirement for twenty five (25) years after the
completion of the Study or such longer period as
specified by current GCP guidelines and applicable
laws. In addition, Institution shall take measures to
prevent accidental or premature destruction of
these documents. If the Investigator leaves an
institution, then responsibility for maintaining Study
records shall be determined in accordance with
applicable regulations. During the Study and for 25
years thereafter, if an investigator or sub-
investigator leaves an institution or otherwise
changes addresses, he or she shall promptly notify
Sponsor and IQVIA of his or her new address. The
Institution represents and warrants that neither it,
nor any of its employees, agents or other persons
performing the Study under its direction, has been
debarred, disqualified or banned from conducting
clinical trials or is under investigation by any
regulatory authority for debarment or any similar
regulatory action in any country, and the Institution
shall notify IQVIA immediately if any such
investigation, disqualification, debarment, or ban
occurs.

5) Termination. Sponsor may suspend enrollment
or terminate this Agreement effective immediately
upon written notice. The Institution may terminate
this Agreement upon written notice if circumstances
beyond the Institution’s reasonable control prevent
the Site from completing the Study, or if the
Institution reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Site shall immediately cease any
subject recruitment, follow the specified termination
procedures, ensure that any required subject
follow-up procedures are completed, and make all
reasonable efforts to minimize further costs, and
IQVIA shall make a final payment for visits or
milestones properly performed pursuant to this
Agreement in the amounts specified in the

ich uchovavat ako zdrojovi dokumentéaciu. Zdravotnicke
zariadenie bude spolo¢nost IQVIA okamzite informovat
o vSetkych poziadavkach, koreSpondencii a komunikacii
tykajucej sa skUSania s akymikolvek Statnymi alebo
kontrolnymi Uradmi a poskytne z nej spolo¢nosti IQVIA
képie, nagma o poziadavkach na inSpekciu priestorov
zdravotnickeho zariadenia a umozni spolo¢nosti IQVIA
a zadavatelovi, aby sa na takychto inSpekciach zac¢astnili.
Zdravotnicke zariadenie vynaloZi primeran( snahu na to,
aby oddelilo aneodovzdalo dbéverné informécie
a materialy, ktorych odovzdanie pocas takychto inSpekcii
nie je pozadované. SkiSajuci a zdravotnicke zariadenie
kazdy samostatne vyhlasuju a zarucuju, ze im nehrozia
Ziadne audity, vySetrovania alebo opatrenia kontrolnych
Uradov z urcitého dbévodu, tykajuce sa zdravotnickeho
zariadenia, skuSajuceho alebo ich zamestnancov Ci
zastupcov zapojenych do ¢innosti skiSania, ktoré sivisia
s dodrZiavanim pravnych predpisov platnych pre vedenie
akéhokolvek klinického vyskumu. Skusajaci
a zdravotnicke zariadenie spolo¢ne zodpovedaju za

uchovavanie  nevyhnutnych  dokumentov  skdSania
sposobom  Specifikovanym  aktudlnymi  smernicami
spravnej klinickej praxe (,GCP“) a poziadavkami

zadavatela pocas dvadsiatich piatich (25) rokov od
dokoncenia skaSania, alebo dlhSie, ak to pozaduju
aktualne smernice GCP alebo platné pravne predpisy.
Zdravotnicke zariadenie tiez podnikne opatrenia, ktoré
zabrania ndhodnému alebo pred€asnému zni€eniu tychto
dokumentov. Ak skuSajici zo zdravotnickeho zariadenia
odide, zodpovednost za uchovavanie zaznamov zo
skuSania sa urci v sulade s platnymi pravnymi predpismi.
Ak v priebehu skiSania alebo do dvadsiatich piatich (25)
rokov po nom skuSajuci alebo spoluskiSajuci zo
zdravotnickeho zariadenia odide alebo inym sp&sobom
zmeni adresu, musi spolo¢nost IQVIA a zadavatela
urychlene informovat o svojej novej adrese. Zdravotnicke
zariadenie vyhlasuje a zarucuje, Ze samotné zdravotnicke
zariadenie ani jeho zamestnanci, zastupcovia alebo iné
osoby vykonavajuce skuSanie pod jeho vedenim neboli
vylucené, diskvalifikované ani im nebol udeleny zakaz
vykonavania Klinickych skdS$ani, ani nie si predmetom
vySetrovania akéhokolvek Statneho alebo kontrolného
Uradu vo veci vylugenia alebo podobného uradného
postihu v akejkolvek krajine a zdravotnicke zariadenie
bude spolo¢nost IQVIA okamzite informovat, ak sa takéto
vySetrovanie, diskvalifikacia, vylucenie alebo zékaz
¢innosti vyskytne.

5) Vypovedanie zmluvy. Zadavatel mbéze zastavit
zaradovanie alebo vypovedat tato zmluvu pisomnou
vypovedou s okamzitou (cinnostou.  Zdravotnicke
zariadenie mdze tato zmluvu vypovedat pisomnou
vypovedou, ak mu okolnosti mimo jeho primeranej
kontroly zabranuja v dokonceni skuSania, alebo ak
zdravotnicke zariadenie dospeje k odovodnenému zaveru,
Ze pokracovat v skuSani nie je bezpecné. Po prevzati
pisomnej vypovede pracovisko skuSania okamzite zastavi
nabor subjektov do skiSania, dodrzi postupy definované
pre vypovedanie zmluvy, zabezpeci, aby boli dokonéené
vSetky poZadované kontrolné vySetrenia subjektov
a vynaloZi primerané Usilie na minimalizovanie dalSich
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Attachment B; provided, however, that ten percent
(10%) of this final payment will be withheld until
final acceptance by Sponsor of all subject CRF
pages and all data clarifications issued and
satisfaction of all other applicable conditions set
forth in the Agreement. Neither IQVIA nor Sponsor
shall be responsible to the Institution for any lost
profits, lost opportunities, or other consequential
damages.

6) Claims and Disclaimers . The Institution shall
promptly notify IQVIA and Sponsor in writing of any
claim of illness, injury or damage actually or
allegedly arising from the conduct of the Study.
Sponsor agrees to indemnify and hold harmless the
Institution and Investigator from any third party
claims of illness, injury or damage directly arising
out of the conduct of the Study in accordance with
the Protocol, except to the extent any such illness,
injury or damage is caused by the Institution or
Investigator’s negligence, misconduct, failure to
follow the Protocol or breach of applicable law or
regulation. Sponsor shall have the right to control
the defense of any such claims and the Institution
shall cooperate fully with Sponsor in handling such
claims. IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any product claim arising
out of a condition caused by or allegedly caused by
the administration of such product except to the
extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by IQVIA. Neither IQVIA nor Sponsor
will be responsible for, and the Institution agrees, to
the extent allowed by law, to indemnify and hold
them harmless from, any third party claims of
illness, injury or damage resulting from the
Institution’s negligence, failure to adhere to the
Protocol, failure to obtain informed consent,
unauthorized warranties, breach of this Agreement,
breach of applicable law or regulation or willful
misconduct. Institution ~ shall  maintain a
Commercially Reasonable level of insurance, and,
upon request, shall provide a certificate of
insurance to IQVIA; or, alternatively, if applicable
insurance is provided by a governmental agency,
the Institution shall satisfy all requirements
necessary to remain eligible for such governmental
insurance during the Study and, upon request, shall
provide a certificate of currency to IQVIA. For
purposes of this Section, “Commercially
Reasonable” shall mean in accordance with
standard practice in the industry and in the
geographical area.

7) Financial Disclosure . In order to allow Sponsor
to comply with its U.S. regulatory requirements, the
Institution agrees that, for each listed or identified
investigator or subinvestigator who is directly
involved in the treatment or evaluation of research

nakladov. IQVIA poukaze poslednu platbu za navstevy
alebo vykony riadne vykonané v sulade s touto zmluvou
vo vySke stanovenej v Prilohe B; desat percent (10 %)
tejto poslednej platby vSak bude zadrzanych az do
zadavatefovho kone¢ného schvalenia vsetkych stranok
pacientskych harkov (CRF) a vSetkych vydanych
vysvetliviek k ddajom ado splnenia vSetkych dalSich
uplatnitefnych podmienok stanovenych v tejto zmluve.
Spolo¢nost IQVIA ani zadavatel nerucia zdravotnickemu
zariadeniu za akykolvek usly zisk, stratu prilezitosti alebo
iné nasledné Skody.

6) Naroky na odSkodnenie a odmietnutie

zodpovednosti . Zdravotnicke zariadenie bude IQVIA
a zadavatela urychlene pisomne informovat o kazdom
vznesenom naroku na odSkodnenie choroby, ujmy na
zdravi alebo Skody, skuto¢ne alebo Udajne spOsobenej
vedenim skdSania. Zadavatel sa zavazuje zdravotnicke
zariadenie a skusajuceho odskodnit a zbavit
zodpovednosti za akékolvek vznesené naroky ftretich
stran na odSkodnenie choroby, ujmy na zdravi alebo
Skody spbsobenej vedenim  skGSania v sllade
s protokolom, s vynimkou rozsahu, v ktorom je takato
choroba, ujma na zdravi alebo Skoda spbsobena
nedbalostou, nespravnym  konanim, nedodrzanim
protokolu alebo poruSenim platnych pravnych predpisov
Zo strany zdravotnickeho zariadenia alebo skuSajuceho.
Zadavatel ma pravo riadit obhajobu takychto vznesenych
narokov a zdravotnicke zariadenie bude so zadavatelom
pri rieSeni takychto narokov plne spolupracovat. IQVIA
vyslovne odmieta akukolvek zodpovednost v slvislosti so
skaSanym produktom, vratane zodpovednosti za naroky
na nahradu Skody spdsobenej produktom, vyplyvajlcej zo
zdravotnych problémov spOsobenych alebo Udajne
spOsobenych podavanim takéhoto produktu s vynimkou
rozsahu, vktorom by takdto zodpovednost bola
odoévodnenad  nedbalostou, Umyselne  nespravnym
konanim alebo poruSenim tejto zmluvy zo strany IQVIA.
Spolo¢nost IQVIA ani zadavatel nebudld mat Ziadnu
zodpovednost a zdravotnicke zariadenie sa v rozsahu
umoznenom pravnymi predpismi zavazuje IQVIA
a zadavatela odskodnit a zbavit zodpovednosti za vSetky
vznesené naroky tretich stran na odSkodnenie choroby,
ujmy na zdravi alebo Skody, vyplyvajuce z nedbalosti,
nedodrzania  protokolu, neziskania informovaného
suhlasu, neopravnenych zaruk, poruSenia tejto zmluvy,
poruSenia platnych pravnych predpisov alebo Uumyselne
nespravneho konania zo strany zdravotnickeho
zariadenia. Zdravotnicke zariadenie bude udrZiavat
komeréne primerané poistenie a na poziadanie poskytne
spolo¢nosti IQVIA poistny certifikat; v pripade, Zze
prislusné poistenie poskytuje nejaka Statna institlcia,
zavazuje sa zdravotnicke zariadenie spifat v3etky
podmienky, aby si pofas skiSania udrzalo narok na
takéto Statne poistenie ana poziadanie poskytne
spoloénosti IQVIA potvrdenie o aktualnosti takéhoto
poistenia. Pre cely tohto ¢lanku znamena ,komercéne
primerané” takd vysku poistného krytia, ktora zodpoveda
Standardnej praxi v tomto odvetvi a geografickej oblasti.

7) Finan¢éné vykazy a priznania . Aby sa zadavatelovi

Roche-GNE - Slovakia — CTA - Institution
Version Jun2018

[Roche/Genentech], [Protocol GR 40349, Project code: ZWABN684 PI: Marek Kacerik, MD

Page 10 of 18 CONFIDENTIAL




subjects, it shall promptly return to IQVIA a financial
disclosure form that has been completed and
signed by such investigator or subinvestigator,
which shall disclose any applicable interests held
by those investigators or subinvestigators or their
spouses or dependent children. IQVIA may
withhold payments if it does not receive a
completed form from each such investigator and
subinvestigator. The Institution shall ensure that all
such forms are promptly updated as needed to
maintain their accuracy and completeness during
the Study and for one (1) year after its completion.
The Institution agrees that the completed forms
may be subject to review by governmental or
regulatory agencies, Sponsor, IQVIA, and their
agents, and the Institution consents to such review.
The Institution further consents to the transfer of its
financial disclosure data to the Sponsor’s country of
origin, and to the U.S. if the Site is outside of the
U.S., even though data protection may not exist or
be as developed in those countries as in the Site’'s
own country.

8) Shipping of Dangerous Goods and Infectious

Materials. The shipment of dangerous goods and
infectious materials (including infectious subject
specimens) is subject to local, national, and
international laws and regulations. The Institution is
responsible for ensuring that each individual who
packages or handles any dangerous goods or
infectious materials for shipping from the Institution
complies with all applicable laws and regulations.

9) Adverse Event Reporting. Institution
acknowledges that Investigator agrees to report
any serious adverse events (SAEs) as required by
law, regulation and the Protocol. Within 24 hours
(or such other time as specified in the Protocol) of
first knowledge of any SAE or any event that could
affect the safety of the Study participants,
Investigator will notify promptly the sponsor by
submitting detailed report.

10) Additional Contractual Provisions. This
Agreement, including these Terms and Conditions,
constitutes the sole and complete agreement
between the parties and replaces all other written
and oral agreements relating to the Study.
Institution agrees that the arrangements between
Sponsor, IQVIA and Investigator and Study team
members concerning the conduct of the Study
including payments due to the Investigator and
Study team members for performance of the Study,
are detailed in a separate written agreement. No
amendments or modifications to this Agreement
shall be valid unless in writing and signed by all the
parties. Failure to enforce any term of this
Agreement shall not constitute a waiver of such
term. If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect. This Agreement shall be binding
upon the parties and their successors and assigns.

umoznilo splnit poziadavky kontrolnych Gradov Spojenych
Statoch americkych, zavazuje sa zdravotnicke zariadenie
urychlene odovzdat spolo¢nosti IQVIA finanéné vykazy za
kazdého uvedeného alebo identifikovaného skusajuceho
alebo spoluskiSajuceho priamo zapojeného do liechy
alebo vyhodnocovania subjektov skiSania, vyplnené a
podpisané tymito skiSajucimi alebo spoluskusajicimi, kde
budd uvedené vSetky relevantné finanéné zaujmy tychto
skuSajucich  alebo  spoluskiSajucich ako aj ich
manzelov/manzeliek a vyzivovanych deti. Ak spolo¢nost
IQVIA nedostane vyplneny finanény vykaz za kazdého
skuSajuceho  a spoluskiSajiceho, mbéZze odmietnut
poukézat Uhrady za sk(Sanie. Zdravotnicke zariadenie
zabezped€i, aby boli takéto vykazy podla potreby vcas
aktualizované tak, aby bola zachovana ich spravnost a
Uplnost pocas celého skiSania a jeden (1) rok po jeho
dokonceni. Zdravotnicke zariadenie akceptuje, Ze
vyplnené finanéné vykazy mézu podliehat kontroldm zo
strany Statnych a kontrolnych Uradov, zadavatela,
spolo¢nosti IQVIA aich zastupcov a s takouto kontrolou
suhlasi. Zdravotnicke zariadenie dalej suhlasi s prenosom
svojich finanénych Gdajov do krajiny pévodu zadavatela a
do Spojenych Statov americkych, ak sa pracovisko
skuSania nachadza mimo Spojenych Statov americkych, aj
ked vtychto krajinach nie je zabezpeend ochrana
osobnych Gdajov alebo je na nizSej Urovni, nez v domacej
krajine pracoviska skusania.

8) Preprava nebezpe éného ainfek €éného materidlu.
Preprava nebezpeéného a infekéného materialu (vratane
infekénych biologickych vzoriek subjektov) podlieha
miestnym,  narodnym  a medzinarodnym  pravnym
predpisom.  Zdravotnicke zariadenie je  povinné
zabezpecit, aby kazda osoba, ktora bali akykolvek
nebezpecny alebo infekény material alebo s nim inak
manipuluje pri preprave zo zdravotnickeho zariadenia,
dodrziavala prislusné pravne predpisy a nariadenia.

9) Hlasenie neziaducich udalosti. Zdravotnicke
zariadenie potvrdzuje, Ze skiSajuci sa zavazuje hlasit
vSetky zavazné neZziaduce udalosti (SAE) v sulade
s poziadavkami pravnych predpisov  a protokolu.
SkuSajuci bude zadavatela do 24 hodin (alebo v inej
lehote definovanej v protokole) od prvého zistenia
urychlene informovat o akejkolvek SAE alebo inegj
udalosti, ktord& by mohla mat nepriaznivy vplyv na
bezpeénost UCastnikov skuSania, zaslanim podrobnej
spravy.

10) Dalsie zmluvné ustanovenia. Tato zmluva vratane
tychto podmienok predstavuje jediné a Uplné ujednanie
medzi zmluvnymi stranami v tejto veci a nahradza vSetky
dalSie pisomné alebo Ustne dohody o tomto skuSani.
Zdravotnicke zariadenie akceptuje, Ze dohoda medzi
zadavatelom, IQVIA a skuSajucim (a ¢lenmi Studijného
timu) o vedeni skiSania aplatbach splatnych
skuSajucemu (a ¢lenom Studijného timu) za vykonanie
skuSania je podrobne definovana v samostatnej pisomnej
zmluve. VSetky zmeny a doplnky tejto zmluvy sa platné
len v pisomnej forme a po podpise oboma zmluvnymi
stranami. Nevymahanie akejkolvek podmienky tejto
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The Institution shall not assign or transfer any rights
or obligations under this Agreement without the
written consent of Sponsor. Sponsor may, and/or
IQVIA may upon Sponsor's request, assign this
Agreement to a third party, (and IQVIA may upon
Sponsor’s request assign its rights and obligations
under this Agreement to Sponsor), and Sponsor
and/or IQVIA (as the case may be) shall not be
responsible for any obligations or liabilities under
this Agreement that arise after the date of the
assignment, and the Institution hereby consents to
such an assignment. Institution will be given prompt
notice of such assignment by the assignee. The
terms of this Agreement that contain obligations or
rights that extend beyond the completion of the
Study shall survive termination or completion of this
Agreement, including without limitation Sections 2,
3,4, 6,7 and 10 of this Attachment A.

Equipment

Visual Acuity Equipment

Subject to the conditions set forth below, Sponsor
or IQVIA, in justified cases can provide visual acuity
equipment (“VA equipment”), or other minor
equipment (“Minor Equipment”) which is required
for use in the Study and that Site does not
otherwise own or have access to VA and/or Minor
Equipment to Site for use in the Study. The initial
value of any of the VA or Minor Equipment does not
exceed 500 USD.

0] Minor and/or VA Equipment Use;

Maintenance. Site agrees to house the Minor
and/or VA Equipment on site and to use the Minor
and/or VA Equipment solely in connection with the
Study during the term of the Agreement. Site
agrees to maintain the Minor and/or VA Equipment
in good working condition, reasonable wear and
tear excepted. In the event that the Minor and/or
VA Equipment malfunctions or ceases to operate
during the conduct of the Study through no fault of
Site, Sponsor or IQVIA will work with Site to
arrange  for  appropriate  maintenance  or
replacement of the Minor and/or VA Equipment,
including, at Sponsor’s option, reimbursing Site for
reasonable maintenance or replacement expenses.

(i) Transfer of VA Equipment to Site . Except
as set forth in subparagraph (iii), after the
completion of the Study at Site, the VA Equipment
shall be irrevocably transferred and assigned to
Site as part of its compensation for conducting the
Study, and Site may thereafter use the VA
Equipment for all legally permitted purposes. IN
THE EVENT OF SUCH TRANSFER OR
ASSIGNMENT, THE VA EQUIPMENT SHALL BE
TRANSFERRED AND ASSIGNED “AS IS,” AND
SPONSOR MAKES NO WARRANTY OR

zmluvy nema byt interpretované ako zrieknutie sa tejto
podmienky. Ak sa ktorakolvek Cast tejto zmluvy ukéze
ako nevymahatelna, zostava zvysok tejto zmluvy platny a
G¢inny. Tato zmluva je zavazna pre zmluvné strany a ich
naslednikov a nastupcov. Zdravotnicke zariadenie nesmie
postupit ani presunut ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez pisomného suhlasu zadavatela.
Zadéavatel ,alebo spolo¢nost IQVIA na poziadanie
zadavatela, mdze postipit tato zmluvu tretej osobe (a
spolo¢nost IQVIA mbéze na poziadanie zadavatela
postupit’ svoje prava a povinnosti podla tejto zmluvy na
zadavatela) a zadavatel alebo spolo¢nost IQVIA (podla
toho, ktory pripad nastane) nebude zodpovedat za Ziadne
povinnosti alebo zavazky podla tejto zmluvy, ktoré
vznikni po datume takéhoto postlUpenia a zdravotnicke
zariadenie s takymto postlpenim suhlasi. Nastupca bude
zdravotnicke zariadenie o takomto postipeni urychlene
informovat. Platnost podmienok tejto zmluvy, ktoré
obsahuju povinnosti alebo prava presahujice dobu
dokoncenia skdSania, najmé tych, ktoré su obsiahnuté
v ¢lankoch €. 2, 3, 4, 6, 7 a 10 tejto Prilohy A, pretrva aj
po vypovedani alebo splneni tejto zmluvy.

Vybavenie

Vybavenie na vySetrenia zrakovej ostrosti

Pod nizSie uvedenymi podmienkami moéze zadavatel
alebo IQVIA v odbvodnenych pripadoch poskytnat
vybavenie na vySetrenia zrakovej ostrosti (dalej
.vybavenie na VZ0O"), alebo iné menSie vybavenie (dalej
.mensie vybavenie“), pozadované na pouzitie v skuSani,
ak pracovisko skiSania takéto vybavenie na VZO alebo
menSie vybavenie inak nevlastni alebo k nemu nema
pristup, aby ho mohlo pouzit v skusani. Pociatoéna
hodnota Ziadneho vybavenia na VZO ani menSieho
vybavenia nepresiahne 500 USD.

(i) Pouzitie a udrzba menSieho vybavenia a vybavenia

na VZO. Pracovisko skUSania sa zavazuje umiestnit
mensie vybavenie alebo vybavenie na VZO na pracovisku
a pouzivat ho vyluéne v slvislosti so skudSanim pocas
platnosti tejto zmluvy. Pracovisko skiSania sa zavazuje
udrZiavat mensie vybavenie alebo vybavenie na VZO
v dobrom prevadzkovom stave, svynimkou bezného
opotrebovania. V pripade, Zze sa na menSom vybaveni
alebo vybaveni na VZO poc€as vykonavania skuSania
vyskytne porucha alebo prestane fungovat’ bez zavinenia
Zo strany pracoviska skUSania, zadavatel a IQVIA budu
s pracoviskom skuSania spolupracovat, aby zariadili
primerant Udrzbu alebo vymenu menSieho vybavenia
alebo vybavenia na VZO, ¢o podla zadavatelovho vyberu
moZe zahfhat uhradenie primeranych vydavkov na udrzbu
alebo vymenu pracovisku skiSania.

(ii) Prevod vybavenia na VZO na pracovisko skuSania

S vynimkou ustanoveni pododseku (iii) sa vybavenie na
VZO po dokonéeni skiSania na pracovisku neodvolatelne
prevedie a postupi na pracovisko skuSania ako sucast
jeho odmeny za vykonanie sk(Sania a pracovisko
skiSania mb6ze potom vybavenie na VZO pouZivat na
vSetky zakonom povolené Géely. V PRIPADE TAKEHOTO

Roche-GNE - Slovakia — CTA - Institution
Version Jun2018

[Roche/Genentech], [Protocol GR 40349, Project code: ZWABN684 PI: Marek Kacerik, MD

Page 12 of 18 CONFIDENTIAL




REPRESENTATION, EXPRESSED OR IMPLIED,
INCLUDING BUT NOT LIMITED TO FITNESS,
MERCHANTABILITY, QUALITY, DESIGN,
CONDITION, SUITABILITY OR PERFORMANCE
OF THE VA EQUIPMENT.

For Minor Equipment : Upon completion or any
earlier termination of the Study at Site, Site shall, at
its option, either: (A) return the Minor Equipment to
Sponsor at Sponsor's expense; or (B) reimburse
Sponsor for the residual fair market value of the
Minor Equipment as of the date of termination.
Sponsor or IQVIA may, at its option, either withhold
the final payment to Site until the Minor Equipment
is returned, or until Site reimburses Sponsor for the
residual fair market value of the Minor Equipment
as of the date of completion or termination of the
Study. IN THE EVENT OF TRANSFER OR
ASSIGNMENT UNDER THIS PARAGRAPH, THE
MINOR EQUIPMENT SHALL BE TRANSFERRED
AND ASSIGNED “AS IS,” AND SPONSOR MAKES
NO WARRANTY OR REPRESENTATION,
EXPRESSED OR IMPLIED, INCLUDING BUT NOT
LIMITED TO FITNESS, MERCHANTABILITY,
QUALITY, DESIGN, CONDITION, SUITABILITY

OR PERFORMANCE OF THE MINOR
EQUIPMENT.
(iii) Early Termination ; Non-Use. In the event

that Site does not use the VA or Minor Equipment
in the conduct of any Study activities or the
Agreement is terminated by Sponsor for cause, Site
shall, at its option, either: (A) return the VA or Minor
Equipment to Sponsor at Sponsor’s expense; or (B)
reimburse Sponsor for the residual fair market
value of the VA or Minor Equipment as of the date
of termination. Sponsor or IQVIA may, as
appropriate, either withhold the final payment to
Site until the VA or Minor Equipment is returned, or
until Site reimburses Sponsor for the residual fair
market value of the VA or Minor Equipment as of
the date of termination.

On-site Equipment

Institution/Investigator confirms that the on-site
equipment required to perform Protocol procedures
undergoes routine maintenance and has valid
technical passports and certification.
Institution/Investigator will provide a copy of the
equipment certification to IQVIA upon request.

ATTACHMENT B
Roche / Genentech Study GR40349

1. BUDGET AND PAYMENT SCHEDULE

PREVODU ALEBO POSTUPENIA SA VYBAVENIE NA
VZO PREVADZA A POSTUPUJE V TAKOM STAVE,
V AKOM PRAVE JE, A ZADAVATEL NEPOSKYTUJE
ZIADNE ZARUKY ANI VYHLASENIA, Cl UZ VYSLOVNE
ALEBO PREDPOKLADANE, NAJMA  ZARUKY
TYKAJUCE SA POUZITEINOSTI, PREDAJNOSTI,
KVALITY, DIZAJNU, STAVU, VHODNOSTI ALEBO
VYKONNOSTI VYBAVENIA NA VZO.

V pripade menSieho vybavenia : Po dokonceni alebo
akomkolvek  predéasnom ukonceni skdSania na
pracovisku ma pracovisko skuSania podfla svojho vyberu
bud: (A) vratit menSie vybavenie zadavatelovi na
zadavatelove naklady; alebo (B) uhradit zadavatelovi
zostatkovl realnu trhovd hodnotu mensieho vybavenia ku
drfiu ukoncéenia. Zadavatel alebo spolo¢nost IQVIA m6zu
podla svojho vyberu bud pozdrzat zavere¢nu platbu pre
pracovisko skuSania dovtedy, kym sa mensie vybavenie
nevrati, alebo kym pracovisko skuSania neuhradi
zadavatelovi zostatkovU redlnu trhovd hodnotu menSieho
vybavenia ku dfiu dokon€enia alebo pred¢asného
ukon&enia sku3ania. V PRIPADE PREVODU ALEBO
POSTUPENIA PODLA TOHTO ODSEKU SA MENSIE
VYBAVENIE PREVADZA A POSTUPUJE V TAKOM
STAVE, VAKOM PRAVE JE, AZADAVATEL
NEPOSKYTUJE ZIADNE ZARUKY ANI VYHLASENIA, CI
UZ VYSLOVNE ALEBO PREDPOKLADANE, NAJMA
ZARUKY TYKAJUCE SA POUZITELNOST],
PREDAJNOSTI, KVALITY, DIZAJNU, STAVU,
VHODNOSTI ALEBO VYKONNOSTI  MENSIEHO
VYBAVENIA.

(i) Vypovedanie a nepouZitie .V pripade, Ze pracovisko
skuSania nepouzije vybavenie na VZO alebo menSie
vybavenie na vykonanie ziadnych ¢innosti skdSania, alebo
tito zmluvu zadavatel z nejakého dévodu vypovie, ma
pracovisko skuSania podla svojho vyberu bud: (A) vratit
vybavenie na VZO alebo menSie vybavenie zadavatelovi
na jeho néklady; alebo (B) uhradit zadavatelovi
zostatkovl realnu trhovi hodnotu vybavenia na VZO
alebo mensieho vybavenia ku driu vypovedania.
Zadavatel alebo IQVIA mdzu vo vhodnych pripadoch bud
pozdrzat zavere€nu platbu pre pracovisko skuSania
dovtedy, kym sa vybavenie na VZO alebo menSie
vybavenie nevrati, alebo kym pracovisko skuSania
neuhradi zadavatelovi zostatkovu realnu trhovi hodnotu
vybavenia na VZO alebo menSieho vybavenia ku driu
vypovedania

Vybavenie nachadzajlice sa na pracovisku skdSania
Zdravotnicke  zariadenie/skdSajuci  potvrdzujlu, Ze
vybavenie nachadzajuce sa na pracovisku skuSania
poZzadované na vykonavanie postupov podla protokolu
podstupuje beznG Udrzbu ama platné technickeé
osvedCenia a certifikdty. Na poziadanie poskytne
zdravotnicke zariadenie/skisajlci spolo¢nosti IQVIA képiu
certifikatov vybavenia.
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1) PAYMENT TERMS

IQVIA will reimburse the Payee biannually on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%) of
each payment due, including any Screening
Failure, will be made based upon prior six (6)
months enrollment data confirmed by subject Case
Report Forms (“CRFs”) received from the Site
supporting subject visitation. The balance of
monies earned, up to ten percent (10%), will be
pro-rated upon verification of actual subject visits,
and will be paid by IQVIA to the Payee upon final
acceptance by Sponsor of all CRFs pages, all data
clarifications issued, the receipt and approval of
any outstanding regulatory documents as required
by IQVIA and/or Sponsor, the return of all unused
supplies to IQVIA, and upon satisfaction of all other
applicable conditions set forth in the Agreement.

Where a VAT invoice is required, payment will only
be made once IQVIA has received the valid VAT
invoice.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement.

Any expense or cost incurred by Institution in
performing this Agreement that is not specifically
designated as reimbursable by IQVIA or Sponsor
under the Agreement (including this Budget and
Payment  Schedule) is Institution’s  sole
responsibility.

2) SCREENING FAILURE PAYMENTS

Roche will reimburse screening procedure costs at
the amount of Screening Visit for all performed
procedures required by Study Protocol and done
during the screening for up to 5 (five) screened
failure patients occurred during the screening due
to not meeting Inclusion/Exclusion criteria with the
following payment conditions:

e The first payment for screen failure patient
will be done following 2 randomized
patients at the site.

e The next screen failure payments will be
done consequently and proportionally to
the number of enrolled patients at the site,
keeping the ratio 2 randomized to 1
screening failure (2:1)

» Each additional payment for screened
failure patient above 5 (five) screened
failure patients require Roche written
approval

PRILOHA B

Klinické skiiSanie Roche/Genentech GR40349

1. ROZPOCGET A PLATOBNA SCHEMA

1) PLATOBNE PODMIENKY

Spolo¢nost IQVIA bude vyplacat prijemcu polro éne, na
zaklade poctu absolvovanych navstev na jeden subjekt v
sulade s pripojenym rozpocétom. Devatdesiat percent
(90 %) kazdej splatnej sumy, vratane sumy za kazdé
nedspesné vstupné vySetrenie, sa poukaze na zaklade
Udajov o zaradovani za predchadzajucich Sest (6)
mesiacov, potvrdenych pacientskymi harkami (CRF)
prijatymi od pracoviska skGSania, ktoré dokladaju
navstevnost subjektov. Zostatok splatnych finanénych
prostriedkov, az do vysky desat percent (10 %), bude
uhradeny pomernym spdsobom po overeni skutocnej
navstevnosti subjektov a spolo¢nost IQVIA ho doplati
prilemcovi po zadavatelovom kone€nom schvaleni
vSetkych CRF a vSetkych dodato¢nych vysvetleni dajov,
prevzati a schvaleni vSetkych chybajicich dokumentov
pre kontrolné Urady pozadovanych spolo¢nostou IQVIA
alebo zadavatefom, wvrateni vSetkych nepouzitych
materialov spolo¢nosti IQVIA a po splneni vSetkych
dalSich podmienok uvedenych v zmluve.

Ak sa pozaduje faktara s DPH, pouk&ze spolo¢nost IQVIA
platby az potom, ked dostane faktiru so vSetkymi
nalezitostami pre DPH.

Za Uhradu
prijemca.

prislusnych dani zodpoveda vyhradne

Zavazné a diskvalifikujuce poruSenia protokolu nie su
pod Fa tejto zmluvy splatné.

Za vSetky vydavky alebo naklady, ktoré zdravotnickemu
zariadeniu vznikn( pri plneni tejto zmluvy a ktoré nie su
vyslovne uvedené ako uhradzané spolocnostou IQVIA
alebo zadavatelom podla tejto zmluvy (vratane tohto
rozpoCtu a platobnej schémy), zodpoveda vyhradne
zdravotnicke zariadenie.

2) UHRADY ZA NEUSPESNE VSTUPNE VYSETRENIA:

Roche uhradi naklady na vstupné postupy vsume

rovnajlicej sa sume za vstupnu navStevu za vSetky

vykonané postupy pozadované protokolom skudSania

a vykonané pocas vstupnych vySetreni. za najviac 5

(piatich) pacientov, ktorych vySetrenia budd pocas

vstupnych postupov nedspesné, pretoze nesplnia vstupné

alebo splnia vylu€ovacie kritéria, pricom pre ich Ghradu
platia nasledujuce podmienky:

e« Prva Uhrada za pacienta s nedspesSnymi vstupnymi
vySetreniami sa poukaze po randomizovani 2
pacientov na pracovisku skuSania.

* Nasledujuce Ghrady za netspeSné vstupné vySetrenia
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» Final reconciliation of screen failure
payments will be done after the project
recruitment end date (e.g. if only 1 patient
is enrolled the screen failure payment for
occurred up to 5 (five) screen failure
patients) will be done after the project
recruitment end date)

» Eligibility for reimbursement of screening
failure will be reviewed by IQVIA Monitor.
Investigator/Site must provide IQVIA with
any additional information, which may be
requested by IQVIA to appropriately
document the subject screening
procedures.

» For patients who will not meet
inclusion/exclusion criteria that might be
verified based on previous medical records
available before screening no screening
failure payment will be done.

3) DISCONTINUED OR EARLY TERMINATION
PAYMENTS:

Reimbursement for discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

4) ORIGINAL INVOICES:

Original Invoices pertaining to this Study for the
following items must be submitted to IQVIA for
reimbursement at the following address:

IQVIA RDS Slovakia, s.r.o., Vajnorska 100/B,
831 04 Bratislava, Slovak Republic

Please note that invoices will not be processed
unless they reference the Sponsor name,
Protocol number and Investigator and will be
included with the regular payments. After
receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for subject activity.

e Institution Review Boards (“IRBs”) or
Independent Ethics Committees
(“IECS") Payments

IRB/IEC costs will be reimbursed on a pass-through
basis and are not included in the attached Budget.
Any subsequent re-submissions or renewals, upon
approval by IQVIA and Sponsor, will be reimbursed
upon receipt of appropriate documentation.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

sa budu poukazovat nasledne po zaradeni pacientov
na pracovisku a pomerne k ich poctu, pricom sa bude
dodrziavat pomer 2 randomizovani pacienti na 1
nedspesné vstupné vySetrenia (2:1).

« Kazda dalSia Uhrada za pacienta, ktorého vstupné
vySetrenia boli nelspesné, po presiahnuti poctu 5
(piatich) takychto pacientov, vyzaduje pisomné
schvalenie od spolo¢nosti Roche.

« Kone¢né odsuhlasenie Uhrad za nelspeSné vstupné
vySetrenia sa vykond po datume ukoncenia
zaradovania pacientov do tohto projektu (napr. ak sa
zaradi len 1 pacient, Ghrada za nelspesné vstupné
vySetrenia najviac 5 (piatich) takychto pacientov sa
poukaze po datume ukoncenia zaradovania pacientov
do tohto projektu).

e Splnenie podmienok na Uhradu nedspeSnych
vstupnych vySetreni bude posudzovat monitor
spoloénosti IQVIA. SkuaSajuci/pracovisko skuSania
musi spolo¢nosti IQVIA poskytnit vSetky také dalSie
informéacie, aké mbZe spolo¢nost IQVIA poZadovat,
aby dostato¢ne zdokumentovala vstupné postupy
subjektu.

« Vopripade pacientov nespinajicich vstupné alebo
spifajdcich vyludovacie kritéria, ktoré sa mohli overit z
predchadzajucich zdravotnych zaznamov dostupnych
pred vstupnymi vySetreniami, sa ziadna Uhrada za
neuspesné vstupné vysSetrenia nepoukaze.

3) UHRADY ZA SUBJEKTY, KTORE BOLI ZO
SKUSANIA  VYRADENE  ALEBO  ZNEHO
PREDCASNE VYSTUPILI:

Za subjekty, ktoré boli zo skiSania vyradené alebo z neho
pred€asne vystupili, budd dhrady vypladcané pomernym
spoésobom podla poctu potvrdenych absolvovanych
navstev.

4) ORIGINALY FAKTUR:

Originaly faktar vztahujacich sa k tomuto skdSaniu za
nasledujuce polozky musia byt odoslané na Ghradu
spolo¢nosti IQVIA na nasledujicu adresu:

IQVIA RDS Slovakia, s.r.0.
Vajnorska 100/B, 831 04 Bratislava, Slovenska republika

Faktiry  nebudd  spracované azahrnuté do
pravidelnych platieb, ak nebudld obsahova t nazov
zadavate I'a, €islo protokolu a meno skuiSajuceho. Po
prevzati a overeni bude Uhrada faktlr zahrnuta do
najblizSej planovanej pravidelnej platby za €innosti
suvisiace so subjektmi skiSania.

« Platby nezavislym etickym komisiam

Naklady na pracu nezavislych etickych komisii sa budu
uhradzat ako prefakturovavané naklady a nie su zahrnuté
v pripojenom rozpocte. Akékolvek nasledné podania
alebo prediZenia skiSania budud po
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These amounts include all applicable taxes.

All payments for this Study in accordance with the
attached budget will be paid by IQVIA by wire

transfer.

The Budget is as follows:

schvaleni spolo¢nostou IQVIA a zadavateflom uhradené
po prevzati prisluSnej dokumentacie.

ZIADNE DALSIE POZIADAVKVY NA FINANCOVANIE
SA NEBUDU BRAT DO UVAHY
Tieto sumy zahffiaju vSetky platné dane.
VSetky platby za skdSanie podla pripojeného rozpoctu

uhradi spolo¢nost IQVIA elektronickym bankovym
prevodom.

Rozpocet je nasledujuci:

\é;s)l/t)Type (et Institution in 'Zaar‘g?nséUdy
€ currency currency
Screening Visit
E_Pz'rg'tf)cf)e”'”g ) 304.80 711.20
1 383.40 894.60
7 176.70 412.30
4 262.50 612.50
8 262.50 612.50
12 262.50 612.50
16 346.20 807.80
20 262.50 612.50
24 262.50 612.50
28 262.50 612.50
32 262.50 612.50
36 262.50 612.50
40 262.50 612.50
44 262.50 612.50
48 262.50 612.50
52 384.00 896.00
56 262.50 612.50
60 262.50 612.50
64 262.50 612.50
68 262.50 612.50
72 262.50 612.50
76 262.50 612.50
80 262.50 612.50
84 262.50 612.50
88 262.50 612.50
92 262.50 612.50
96 351.60 820.40
100 (Final Visit) 262.50 612.50
UNS 158.40 369.60
ET Visit 340.50 794.50
Total 8220.60 19181.40

Eg\jgtevy Zdravotnicke Skusajci

(de# zariadenie a Studijny tim

navtevy) V mene € v mene €

Vstupna

navsteva )

I(Orz)rseti‘g)”p”e 304.80 711.20

(-28. - -1.

deri)
1 383.40 894.60
7 176.70 412.30
4 262.50 612.50
8 262.50 612.50
12 262.50 612.50
16 346.20 807.80
20 262.50 612.50
24 262.50 612.50
28 262.50 612.50
32 262.50 612.50
36 262.50 612.50
40 262.50 612.50
44 262.50 612.50
48 262.50 612.50
52 384.00 896.00
56 262.50 612.50
60 262.50 612.50
64 262.50 612.50
68 262.50 612.50
72 262.50 612.50
76 262.50 612.50
80 262.50 612.50
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Budget split is 30:70.

Additional payments:

Institution: Pi and Study team
Screening
failure
reimbursemen 711.20
t* 304.80€ €
Storage Fee,
definition
below

500€ na

Payments to institution are assigned only to institution.
Investigator and Study team budget is inserted only for
Institution information. Study team and investigator will be
reimbursed on the base of separate agreements.

One-time, non refundable storage fee payment , will be
made upon receipt of invoice and are not included in the
attached Budget. In accordance with Sponsor’'s Protocol
requirements, Institution shall maintain all Site Study
records in a safe and secure location to allow easy and
timely retrieval, when needed. Payment will be made after
EOT.

At the discretion of the masked physician, randomized
patients may have their fellow (non-study) eye treated with
anti-VEGF if they are diagnosed with an ocular condition
for which the selected anti-VEGF therapy is approved in
the country.

If the cost of approved anti-VEGF therapy for the fellow
eye causes a financial hardship for the patient, the
Sponsor will cover the cost of the therapy. The necessity
of reimbursement should be documented in Source Data
appropriately.

Amount per procedure 84 262.50 612.50
(Euro)
Institution: Pi and Study 88 262.50 612.50
Invoiced Items team 92 262.50 612.50
ICF imaging 96 351.60 820.40
Volunteer 6.90 16.10 100
Serum pregnancy | 4.20 9.80 (Posledna 262.50 612.50
test navsteva)
Neplanovana
Administration of navsteva 158.40 369.60
SoC to non-study Navsteva pri
(fellow-eye) 91 ukongeni 340.50 794.50
[including pre and | 39 lieCby
post-operative Spolu 8220.60 19181.40
procedures, if
applicable] Rozpo €et sa deli v pomere 30:70.
Suma za postup
vE€

Zdravotnicke zariadenie:
Skidsajaci a Studijny tim

Fakturovate Iné
polozky
Informovany
suhlas
dobrovolnika so
zobrazovacim
vySetrenim
Tehotensky test
Z0 séra

6.90
4.20

16.10
9.80

Podanie Soc do
nestudiového
oka vratane
pripadnych
predoperacnych
¢i pooperacnych
postupov 39 91

Dodatoc¢né platby: Zdravotnicke zariadenie: Skdsajuci
a Studijny tim
Uhrada
nedspesného
vstupného
vySetrenia *
Poplatok za
uschovanie
definicia nizSie

711.20
304.80€ €

500€ na

Platby pre Zdravotnicke zariadenie su ur¢ené len pre
zdravotnicke zariadenie a budd mu vyplacané. Platba pre
skuSajuceho a Studijny tim je uvedena len informacne.
SkuSajuci a Studijny tim budd vyplacani na zaklade
samostatnej zmluvy.

Jednorazova nenavratna platba za uschovanie sa
poukaze po prevzati faktiry a nie je zahrnuta v
pripojenom rozpocte. V sulade s poziadavkami protokolu
zadavatela bude zdravotnicke zariadenie uchovéavat
vSetky zadznamy pracoviska skiSania na bezpecnom a
chranenom mieste, aby ich v pripade potreby bolo mozné
jednoducho a v€as vyhladat. Platba bude uskutoénend po
ukoncéeni skuSania.

Podla uvazenia lekara, pre ktorého je lie€ba maskovana,
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At the discretion of the masked physician, randomized
patients may have their fellow (non-study) eye treated with
anti-VEGF if they are diagnosed with an ocular condition
for which the selected anti-VEGF therapy is approved in
the country.

If the cost of approved anti-VEGF therapy for the fellow
eye causes a financial hardship for the patient, the
Sponsor will cover the cost of the therapy. The necessity
of reimbursement should be documented in Source Data
appropriately.

Study team are:

blinded team:

Marek Kacerik, MD

Alexandra Racekova, MD

Study nurse: Zuzana Miskolciova

unblinded team:
Jamshed Anwarzai, MD
Daniel Klanek, MD

Zuzana Sulavikova, MD VA examiner
Zuzana Galajdova, MD VA examiner

study nurse: Maria Durcova
Pharmacy for Study purpose:

Nemocnicna lekaren, Fakultha nemocnica Trencin,
Legionarska 28, 911 71 Trencin, Slovak Republic

sa mbzZu pacienti na svoje druhé oko (oko nepouzivané
v skuSani) lie€it terapiou cielenou proti vaskularnemu
endotelidlnemu rastovému faktoru (anti-VEGF), ak maju
diagnostikované o¢né ochorenie, na ktoré je zvolena anti-
VEGF terapia v danej krajine schvalena.

Ak by schvélena anti-VEGF terapia na druhé oko dostala
pacienta do finanénych tazkosti, bude naklady na tito
terapiu hradit zadavatel. Potreba uhradzania sa ma
dostato¢ne zdokumentovat v zdrojovych udajoch.

Podla uvazenia lekara, pre ktorého je liecba maskovana,
sa mbzZu pacienti na svoje druhé oko (oko nepouzivané
v skdSani) liecit terapiou cielenou proti vaskularnemu
endotelidlnemu rastovému faktoru (anti-VEGF), ak maju
diagnostikované o¢né ochorenie, na ktoré je zvolena anti-
VEGF terapia v danej krajine schvalena.

Ak by schvélena anti-VEGF terapia na druhé oko dostala
pacienta do finanénych tazkosti, bude naklady na tato
terapiu hradit zadavatel. Potreba uhradzania sa ma
dostato¢ne zdokumentovat v zdrojovych udajoch.

Studijny tim tvoria:
zaslepeny tim:

MUDr. Marek Kacerik
MUDr. Alexandra Racekova
Sestra: Zuzana Miskolciova

odslepeny tim:
MUDr. Jamshed Anwarzai
MUDr. Daniel Klanek

MUDr. Zuzana Sulavikova VA examiner
MUDr. Zuzana Galajdova VA examiner

study nurse: Maria Duréova

Lekaren pre Stadiu je:

Nemocnic¢na lekarer, FakultnA nemocnica Trencin,
Legionarska 28, 911 71 Trencin, Slovenska republika.
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