CLINICAL TRIAL AGREEMENT

Made between

Fakultna nemocnica s poliklinikou Zilina
Ul. Vojtecha Spanyola 43, 012 07 Zilina
Slovak Republic

Organisation Identification No.: 17335825
Tax Identification No.: 2020699923

VAT ID: SK2020699923

Bank Co-ordinates: Statna pokladnica
Account No.: 7000 280 470/ 8180
SWIFT: SPSRSKBA

IBAN: SK32 8180 0000 0070 0028 0470
(the “Institution”)

and

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, 83104 Bratislava,
Slovak Republic, Organisation No: 45942269, Filed
in the Companies register of the District Court
Bratislava I, section: Sro, File no: 69023/B (“IQVIA/

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o Klinickom skuSani uzatvaraju zmluvné
strany

Fakultna nemocnica s poliklinikou Zilina
Ul. Vojtecha Spanyola 43, 012 07 Zilina
Slovenska republika

Identifikacné Cislo organizacie: 17335825
Dariové identifikacné Cislo: 2020699923

IC DPH: SK2020699923

Bankové spojenie: Statna pokladnica

Cislo uétu: 7000 280 470 / 8180

SWIFT: SPSRSKBA

IBAN: SK32 8180 0000 0070 0028 0470,
(dalej “zdravotnicke zariadenie”)

a

F. Hoffmann-La Roche Lid., so sidlom
Grenzacherstrasse 124, 4070 Bazilej, Svajciarsko (dalej
,zadavatel”),

a

IQVIA RDS Slovakia, s.r.o. so sidlom na adrese Vajnorska
100/B, 83104 Bratislava, Slovenska republika, ICO:
45942269, Zapisana v Obchodnom registri Okresného sudu
Bratislava ., oddiel: Sro, vl.&: 69023/B (dalej ,spolocnost
IQVIA/CRO “).

CRO").
PROTOCOL CisLo
NUMBER: GRA41987 PROTOKOLU: GRA41987
A Mul'ticenter, Open-Label Multicentricke, odslepené
Extension Study To ) prediZzené skusanie na
PROTOCOL Evaluate The Lon_g_-Term NAZOV vyhodnotenie dlhodobej
TITLE: Safety And Tolerability Of PROTOKOLU: | bezpecnostia znasanlivosti
Faricimab In Patients With faricimabu u pacientov s
Diabetic Macular Edema diabetickym makuldrnym edémom
PROTOCOL . DATUM ..
13. 2020
DATE: maj PROTOKOLU; | '3 M4 2020
SPONSOR: F. Hoffmann-La Roche Ltd ZADAVATEL: F. Hoffmann-La Roche Ltd
PRINCIPAL . . ZODPOVEDNY . . .
INVESTIGATOR: Blandina Lipkova MD, PhD SKUSAJUCI: MUDr. Blandina Lipkova, PhD

WHEREAS, the Investigator and Institution,
(hereafter, 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, Institution, Sponsor and IQVIA
acknowledge that this Agreement supplements
another agreement among Sponsor, Investigator
and IQVIA. In the event of any conflict between the
two agreements, the terms of this Agreement shall

UVODNE VYHLASENIA: Sku$ajuci a zdravotnicke
zariadenie (dalej spolo¢ne ako ,centrum skusania”) su
ochotni vykonat klinické skdsanie (dalej ,skuSanie)
v sulade suvedenym protokolom a vSetkymi jeho
neskorSimi dodatkami (dalej ,protokol”) a zadavatel a
spoloénost IQVIA poziadala zdravotnicke zariadenie
0 vykonanie tohto skusania;

Zdravotnicke zariadenie, zadavatel a IQVIA potvrdzuju |,
Ze tato zmluva dopifia dal$iu zmluvu medzi zadavatelfom,
skusajucim a lQVIA. V pripade konfliktu medzi dvoma
zmluvami budu nadradené ustanovenie tejto zmluvy;
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prevail;

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:

1. 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
Enroliment Date then Sponsor may terminate this
Agreement in accordance with Section 5 of
Attachment A. 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,
workers’ compensation, withholding, or
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
(the “Payee”):

Zadavatel riadne poveril spolo¢nost IQVIA vykonanim
ur€itych povinnosti zadavatela pri vedeni skuSania,
v stlade s podmienkami tejto zmluvy.

ZMLUVNE STRANY SA DOHODLI na nasledujicom:

1.IQVIA azadavatel tymto poveruji zdravotnicke
zariadenie vykonanim skuSania a zdravotnicke zariadenie
sa zavazuje zabezpeclit, aby samotné zdravotnicke
zariadenie a jeho zamestnanci, z&stupcovia a personal
vykonali sku3anie v sulade s protokolom (ktory moéze
zadavatel ¢as od Gasu menit a dopinhat), podmienkami
tejto zmluvy spolu s podmienkami uvedenymi v Prilohe A,
platobnou schémou a rozpoctom uvedenym v Prilohe B
a vSetkymi dalSimi prilohami tejto zmluvy, ktoré sa tymto
stavaju jej neoddeliteflnou sucéastou (dalej ,zmluva”),
spravnou klinickou praxou a vSetkymi platnymi
a uplatnitelnymi  pravnymi  predpismi.  Zdravotnicke
zariadenie tymto potvrdzuje, ze ma dostatok Casu a
zdrojov na vykonanie skuSania v sulade s najvySSimi
normami kvality. Zdravotnicke zariadenie si je vedomé a
sthlasi, ze ak do klu¢ového datumu zaradovania
nezaradi do skudSania najmenej jeden (1) subjekt,
zadavatel moéze tdto zmluvu vypovedat v sulade
s ¢lankom 5 Prilohy A. Zadavatel ma pravo kedykolvek
jednostranne obmedzit alebo zvysit pocCet subjektov
zucastrujucich sa skusania..

2. Uhrady fakt(r sa budu poukazovat v stlade s
ustanoveniami uvedenymi v Prilohe B, pricom posledna
Uhrada faktury sa poukaze potom, &o zdravotnicke
zariadenie spini vSetky svoje povinnosti podla tejto
zmluvy a spoloénost IQVIA dostane vsetky vyplnené
pacientske harky (dalej ,CRF”) a ak to bude spoloénost
IQVIA pozadovat, aj vSetky dalSie doverné informacie,
definované v Prilohe A, ¢lanku &. 2 (Doverné informacie a
informacie chranené vlastnickymi pravami). Zdravotnicke
zariadenie bude vystupovat ako nezavisly zmluvny
partner a nema sa povazovat za zamestnanca ani
zastupcu spolo¢nosti IQVIA alebo zadavatela. Spolo¢nost
IQVIA ani zadavatel nezodpovedaju za ziadne
zamestnanecké priplatky alebo prispevky, dochodky,
Urazoveé poistenie, zrazky alebo zamestnanecké dane,
ktoré sa tykaju zdravotnickeho zariadenia. Zdravotnicke
zariadenie potvrdzuje a suhlasi, Ze na Usudok
skus$ajuceho pri poradenstve a starostlivosti poskytovanej
kazdému subjektu nebude mat vplyv odmena, ktord
zdravotnicke zariadenie dostane podfa tejto zmluvy.
Zmluvné strany sa dohodli, Ze prijemca Uhrad uvedeny
nizSie je riadnym prijemcom podfa tejto zmluvy a Ze
Uhrady podla tejto zmluvy sa budld poukazovat len
nasledujucemu prijemcovi (dalej ,prijemca”):

Roche-GNE - Slovakia — CTA - Institution
Version Aug2018

[Roche/Genentech], Protocol: GR41987 Project code: ZWAZ2M84

PI: Blandina Lipkova MD

Page 2 of 19 CONFIDENTIAL




. | Fakultna nemocnica s

PAYEE NAME: | likiinikou Zilina
PAYEE Ul. Vojtecha Spanyola 43
ADDRESS: Zilina, Slovak Republic
TAXID 2020699923
NUMBER

IBAN:SK32 8180 0000

0070 0028 0470

SWIFT: SPSRSKBA
BANK Bank name: Statna
DETAILS pokladnica

Bank address:

Radlinskeho 32,

810 05, Bratislava 5

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. Payments to the Investigator will be
determined by a separate agreement between
Investigator, Sponsor and IQVIA. Investigator
acknowledges that if Investigator is not the Payee,
neither IQVIA nor Sponsor will pay Investigator.

3.This Agreement will become valid on the date on
which it is last signed by the parties and become
effective on the date following the publication in the
Central registry 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, and s
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,
the parties agree to act in accordance with
applicable legislation for data protection, i.e.
Regulation (EU) 2016/679 and Act of the National
Council of the Slovak Republic No. 18/2018 Coll.
and IQVIA or Study Sponsor may request to collect
personal data, defined in the (EU) 2016/679

NAZOV PRIJEMCU:

Fakultna nemocnica

s poliklinikou Zilina
ADRESA Ul. Vojtecha Spanyola 43
PRIJEMCU: Zilina, Slovenska republika
DANOVE
IDENTIFIKACNE 2020699923
CisLO:

IBAN: SK32 8180 0000 0070

0028 0470

SWIFT: SPSRSKBA
BANKOVE Nazov banky: Statna
SPOJENIE pokladnica

Adresa banky:

Radlinského 32,

810 05, Bratislava 5

V pripade zmeny udajov 0 bankovom spojeni prijemcu je
zdravotnicke zariadenie povinné informovat o tom IQVIA
pisomnou formou. Zmiuvné strany sa dohodli, ze v
pripade zmeny Udajov o bankovom spojeni, ktoré sa
netykaju zmeny prijemcu platieb alebo zmeny krajiny, v
ktorej je vedeny bankovy ucet, nie su poZadované Ziadne
dalSie pisomné dodatky tejto zmluvy.

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

Zmluvné strany potvrdzuji, ze menovany prijemca je
opravneny prijimat’ vSetky platby za sluzby, vykonané
podla tejto zmluvy. Platby skuSajucemu su upravené v
samostatnej zmluve medzi ski$ajicim, zadavatelom a
IQVIA. SkuSajuci berie na vedomie, Ze ak nie je
prijemcom, ani spolo¢nost IQVIA ani zadavatel mu
nebudu poukazovat zZiadne platby.

3.Tato zmluva nadobuda platnost od posledného datumu
podpisu zmluvnymi stranami a ucinnost v zmysle platnej
legislativy najma zakonom ¢. 40/1964 Zb. Obciansky
zakonnik v zneni neskorSich predpisov a zakona ¢&.
211/2001 Z. z. o slobodnom pristupe k informaciam v
zneni neskorsich predpisov, diiom nasledujucim po dni jej
zverejnenia v Centralnom registri zmldv a zostava
v platnosti a uc¢innosti az do splnenia alebo do ukoné&enia
platnosti zmluvy v sulade s ustanoveniami Prilohy A. V
pripade rozporu medzi protokolom a touto zmluvou sl
nadradené podmienky tejto zmluvy.

4. Pred zahajenim skdSania aj v jeho priebehu sa
zmluvné strany zavazuju konat v sulade s prislusnymi
pravnymi predpismi na ochranu osobnych Udajov ato
menovite s nariadenim 2016/679 a zakonom 18/2018 Z.z.,
a spolocnost IQVIA alebo zadavatel méze poziadat
0 zber osobnych Udajov, definovanych VSeobecnym
nariadenim o ochrane osobnych ddajov 2016/679
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Regulation and applicable legislation enacted under
the same or equivalent/similar national legislation,
i.e. Regulation (EU) 2016/679 and Act of the
National Council of the Slovak Republic No.
18/2018 Coll.  (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. If required,
lInstitution by means of Principal Investigator 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. In the event of transfer of data to third
countries, where data protection may not exist or
be as developed in those countries as in the
Institution’s own country, IQVIA or the Sponsor
undertakes to secure level of protection of personal
data in accordance with the requirements of the
Regulation (EU) 2016/679. .Personal Data shall be
transferred 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 agrees that the compensation the
Institution 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 the Institution 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, Vvisits, services or expenses
provided or paid for by IQVIA or Sponsor.

6.Institution represents and warrants that neither
they nor any individual or entity acting on their

a platnymi prdvnymi predpismi o0 ochrane osobnych
Udajov, uzakonenymi v rovnakej alebo rovnocennej
(podobnej) narodnej legislative, t..j. nariadenie 2016/679 a
zakon 18/2018 Z.z. (spoloc¢ne ,legislativa o ochrane
osobnych udajov"), tykajlicich sa skiS$ania od
zdravotnickeho zariadenia, jeho skusajucich,
spoluskus$ajucich a dalSieho personalu zdravotnickeho
zariadenia zapojeného do vedenia skuSania. Pokial je to
pozadované, zdravotnicke zariadenie sa prostrednictvom
hlavného skuSajuceho zavazuje ziskat vSetky suhlasy,
ktoré mézu byt potrebné v sulade s platnou legislativou
o ochrane osobnych Gdajov, so spracovanim akychkolvek
osobnych Udajov zozbieranych spolo¢nostou IQVIA alebo
zadavatelom od skuSajucich, spoluskisajucich a dalSieho
personalu zdravotnickeho =zariadenia zapojeného do
vedenia skuSania. Takyto suhlas ma povolovat prenos
osobnych Udajov do krajin mimo domécej krajiny
zdravotnickeho zariadenia, vratane Spojenych Statov
americkych, aj v pripade, Ze v tychto krajinach nie je
zabezpecena ochrana osobnych Udajov alebo je na nizSej
urovni, nez v domacej krajine zdravotnickeho zariadenia.
V pripade prenosu Udajov do tretich krajin, kde ochrana
osobnych Gdajov nie je zabezpeena alebo je na nizsej
urovni, nez v domacej krajine zdravotnickeho zariadenia,
sa spolo¢nost IQVIA alebo Zadavatel zavazuje
zabezpeCit' uroven ochrany osobnych Udajov v sulade s
poZiadavkami nariadenia (EU) 2016/679. Prenos
osobnych udajov sa bude vykonavat na nasledujuce
Ucely: a) vedenie a interpretaciu skusania; (b) kontrolu
Statnymi  alebo  kontrolnymi  Uradmi, zadavatelom,
spolo¢nostou IQVIA a ich =zastupcami, dcérskymi
spolo¢nostami a spolupracovnikmi; ¢) splnenie zakonnych
poZiadaviek alebo poZiadaviek kontrolnych udradov; d)
publikovanie na internetovej stranke www.clinicaltrials.gov
a na dalSich internetovych strankach a v databazach,
ktoré sluzia porovnatelnému ucelu a e) na zaklade
poziadavky jednotlivych pacientov a lekarov jednotlivych
pacientov, ktory mézu mat zaujem na ucasti na klinickom
skusani na pracovisku af) uloZenie v databdzach na
pouzitie pre vyber centier do dalSich skuani v
buducnosti. V pripade, Ze niektory ¢len persondlu centra
zuc€asthujuci sa skuSania nebude ochotny poskytnat
takyto suhlas, zdravotnicke zariadenie potvrdzuje, ze
takyto personal sa nebude moct skusania zucastnit.

5. Zdravotnicke zariadenie suhlasi ze odmena, ktoru
dostane podla tejto zmluvy nepresahuje spravodliva
trhovd hodnotu sluzieb, ktoré poskytuje a Ze ziadne platby
sa mu neposkytuju za ucelom nabadania na predaj alebo
predpisovanie Ziadnych liekov, zdravotnickych pomodcok
ani produktov. Zdravotnicke =zariadenie sa zavazuje
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 vyhlasuje a zaruCuje, ze
oni sami ani Ziadna fyzickd alebo pravnicka osoba
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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 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 pumoses 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.

This Agreement is made in 4 counterparts, one for

each contracting party and principal investigator. In
the case of a variant, the Slovak version shall be
preferred.

This Agreement is fully in accordance with
domestic regulation and the Slovak laws shall
govern.

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 Ziadnemu
verejnému  predstavitelovi (podla nizSie uvedenej
definicie) alebo verejnej organizacii s vedomim alebo
zamerom, Ze takato platba, prislub alebo dar sa &i uz
Ciasto€ne alebo Uplne poskytuje s cielom ovplyvnit nejaky
uradny ukon alebo rozhodnutie, ktoré napomdze
spolo¢nosti IQVIA, zadavatelovi alebo zdravotnickemu
zariadeniu zabezpedit’ si nenalezitu vyhodu, ziskat alebo
udrzat’ si obchodnu ¢innost' alebo nasmerovat obchodnu
¢innost na akukolvek fyzicku alebo pravnicku osobu.

Okrem inych prav a opravnych prostriedkov podla tejto
zmluvy alebo podfa z&kona, mdZe zadavatel alebo
spolo¢nost’ IQVIA tuto zmluvu vypovedat, ak zdravotnicke
zariadenie porusi niektoré z wvyhldseni a zaruk
obsiahnutych vtomto ¢&lanku alebo ak sa spolo¢nost
IQVIA alebo zadavatel dozvedia, Ze zdravotnicke
zariadenie alebo ina fyzicka alebo pravnicka osoba,
konajluca v jeho mene poukazuje alebo poukazala nejaké
nenalezité platby verejnym predstavitefom.

Pre ucely tejto zmluvy znamena ,verejny predstavitel”
kazdého uradnika alebo zamestnanca Statnej spravy
alebo medzinarodnej verejnej organizacie a kazdého ich
oddelenia alebo uradu a kazdl osobu konajlicu s nejakou
Uradnou pravomocou, vratane osdb zastupujucich organy
Statnej spravy alebo Statne podniky a kazdu politicku
stranu, predstavitela politickej strany alebo kandidata na
verejnu funkciu.

Tato zmluva je vyhotovena v pocte 4 kusov, pre kazdu
zmluvnu stranu a pre skudsSajuceho po jednom vyhotoveni.
V pripade variantného znenia méa prednost slovenska
verzia.

Téato zmluva sa riadi slovenskym pravnym poriadkom.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS
Slovaki =

By:

Name: ( /" citeHead 9
Title: —1QVIA RDS Slovakia, S.1.0.

Date: 47))5/(//4/9 D

ACKNOWLEDGED AND AGREED BY SPONSOR
(IQVIA execusiry on\Sgoasor’s behalf):

By:

Name
Title

Date: 7 }7/7[/ ("// MM

wile 1 icau

READ AND AGREED BY THE PRINCIPAL
INVESTIGATOR Blandina Lipkova MD

Byri & o4

Date: 4\4 % 7/0%

ACKNOWLEDGED AND AGREED BY Institution
Fakultna nemocnica s poliklinikou Zilina

i
Name:
Sek,
Title (must be %Ih%f mgmepn Institution's
behalf): FNsP Zhna

Date: //ﬂ '/Q’ZO

By:

Name:

MUDT. Tgor Bizik, MBA

Title (must be aufMegiékyriada’ on Institution's
FNsP Zilina
behalf):

S 7. 2020

Date:

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

Podpis:__

Meno: Dr. Zoltan Varga v
Funkcia: SVARDS Slovakia, s.r.0-
Datum: / ‘{/ /ﬁy/ 29, ?,J

ZA ZADAVATELA

(IQVIA  podpisuje v mene
zadavatefa)
Podpis: T
]
Meno:
Funkcia.
Datum: M/ lé{// Vo

SKUSAJUCI MUDR. BLANDINA LIPKOVA PRECITALA
A SUHLASILA:

Podpis:

e e T 7

Datum:

ZA Zdravotnipke zariadenie Fakultna nemocnica
s poliklinikou Zilina _

Podpis:_

Meno:

Funkcia: (musinpytigop@talengieloddBéovat v mene
zdravotnickeho zariad@wsgrainy riaditel

FNsP Zilina
Datum: // 7 ‘/0'20
Podpis:__
Meno: B
g ?5;";:?’? Pmont 1 e
Datum: // %20’20
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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”). Investigator is responsible for
the conduct of the Study at Institution and for
supervising any individual or party to whom the
Investigator delegates Study-related duties and
functions. 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 enroliment of any subjects. If the
Investigator and Institution retain the services of
any individual or party to perform Study-related
duties and functions, the Institution and Investigator
shall ensure this individual or party is qualified to
perform those Study-related duties and functions
and shall implement procedures to ensure the
integrity of the Study-related duties and functions
performed and any data generated. 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 fumished 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
to be unreasonably withheld. The Institution thru
it's Investigator 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 questions and in
performing audits or reviews of original subject

PRILOHA A
PODMIENKY ZMLUVY

Kla¢ové pojmy, ktoré nie su definované v tejto prilohe
maju ten vyznam, kiory sa im pripisuje v pripojenej
zmluve.

1) Vykonanie skusSania. Zmluvné strany sa dohodli, ze
skusanie bude vykonané v prisnom sulade s protokolom,
prislusnymi pravnymi predpismi a smernicami a spravnou
klinickou praxou. Skus$ajuci zodpoveda za vykonavanie
skuSania v Zdravotnickom zariadeni adohliada na
kazdého na koho delegoval urcité povinnosti v klinickom
skusani, alebo vykonava v skuSani urcitd funkciu.
Skusajuci skontroluje vSetky pacientske harky (,CRF®),
aby zabezpecil ich spravnost a uplnost, precita a osvoji si
informacie uvedené v prirucke pre skuSajuceho,
zabezpedi, aby informovany suhlas spifial vSetky
poziadavky (vratane vsetkych potrebnych povoleni pre
pouzivanie, uchovavanie a prenos osobnych udajov),
zabezpedi ziskanie vSetkych pozadovanych vyjadreni a
schvaleni (alebo priaznivych posudkov) od prislusnych
kontrolnych Uradov a nezavislych etickych komisii a pred
zaradenim akéhokolvek subjektu poskytne spolognosti
IQVIA képie takychto schvaleni. V pripade, ak skusajuci
alebo Zdravotnicke zariadenie prenecha fyzickej alebo
pravnickej osobe urcité funkcie suvisiace s klinickym,
skusanim, Zdravotnicke zariadenie a skuasajuci
zabezpelia, Ze fyzickd alebo pravnickd osoba je
dostatoéne kvalifikovana na vykon tychto c&innosti
a zavedl dostatoéné postupy na to, aby zabezpedili
riadny vykon funkcii a spravne vytvorené Udaje. CRF
budu citatelné a skompletizované do 5 pracovnych dni od
navstevy pacienta alebo udalosti, ktorej udaje sa do CRF
vkladaju. VSetky Ziadosti spolo¢nosti IQVIA na overenie,
objasnenie alebo opravu Udajov, musia byt poskytnuté do
5 pracovnych dni od obdrzania poziadavky. Zadavatel
alebo IQVIA maju pravo zadrzat platbu v pripade
zavazného alebo opakovaného nesplnenia povinnosti
podla predchadzajucej vety. Zadavatel poskytol vzor
informovaného suhlasu pre pouzitie vtomto skusani;
akékolvek zmeny tohto informovaného sthlasu musi pred
jeho pouzitim schvalit spolo¢nost’ IQVIA alebo zadavatel,
pricom takyto suhlas sa nema neoddvodnene odmietat.
Zdravotnicke zariadenie sa prostrednictvom skusajuceho
zavazuje zabezpeclit, aby vSetky klinické (daje boli
presné, Uplné a citatelné. Zdravotnicke zariadenie bude
spolo¢nosti  IQVIA, zadavatelovi aich zastupcom
urychlene a kompletne odovzdavat vsetky udaje,
zdznamy a informdcie tykajuce 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 centra
skuSania a zabezpelit, aby ich jeho zamestnanci,
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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; c) 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
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

zastupcovia alebo personal pri navstevach neobtazovali
ani inym spdsobom pre nich nevytvarali nepriatelské
pracovné prostredie. Zdravotnicke zariadenie zarucuje, ze
mé zdkonné opravnenie na odovzddvanie Kklinickych
Udajov, zdznamov a informacii suvisiacich so skusanim
spolocnosti IQVIA a zadavatelovi. Zdravotnicke
zariadenie sa zavazuje pouzit' produkt, ktory sa skusa
(dalej ,,skasany produkt®) a vdetky referenéné produkty
(komparatory) poskytnuté v slvislosti so skuSanim
vyhradne pre Ucely riadneho vykonania skud$ania a vzdy
skusany produkt a vSetky referenéné produkty uchovavat
na uzamknutelnom a zabezpeenom mieste. Po
dokoncCeni alebo zastaveni skuSania sa zdravotnicke
zariadenie zavazuje vratit vSetok nepouzity skuSany
produkt, referenéné produkty, vybavenie a materialy
a vSetky doverné informacie (definované nizsie).

2) Doéverné informacie ainformacie chranené
vlastnickymi pravami. VsSetky informéacie (najma
dokumenty, popisy, Udaje, CRF, fotografie, videa a
pokyny) a materialy (najma skuSany produkt a referenéné
produkty - komparatory), ktoré centru skiania poskytne
IQVIA, zadavatel alebo ich zastupcovia (& uz vo
verbalnej, pisomnej alebo elektronickej forme) a vsetky
Udaje, hlasenia a informacie tykajuce sa skuSania alebo
jeho priebehu (dalej ,db6verné informacie”) su
vlastnictvom zaddvatela. Zdravotnicke zariadenie bude
uchovavat doverné informacie v prisnom utajeni
a odovzda ich len svojim zamestnancom zapojenym do
vedenia skuSania, ktori podliehaji  povinnostiam
zachovania dbévernosti v stlade stouto zmluvou podla
zasady, Ze kazdy zamestnanec dostane len tie informacie,
ktoré potrebuje. Povinnosti zachovavania dévernosti
pretrvaju az do desiatich (10) rokov od dokon&enia
sku$ania, nevztahuju sa vSak na doverné informacie
v tom rozsahu, v ktorom: a) su alebo sa stanu verejne
pristupnymi bez zavinenia zdravotnickeho zariadenia, b)
ich zdravotnickemu zariadeniu odovzda nejaka tretia
strana, ktora nepodlieha zZiadnym povinnostiam
zachovavania ich doévernosti; c) je nutné ich odovzdat
etickym komisiam alebo prislusnym kontrolnym uradom;
d) musia byt uvedené vinformovanych suhlasoch
subjektov; €) su publikované v sulade s ¢lankom 3 tejto
zmluvy alebo f) ich odovzdanie pozaduju prislusné pravne
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 technolégie zadavatela,
IQVIA alebo zdravotnickeho zariadenia si samostatnym
vlastnictvom kazdého z nich a nie suU ovplyvnené touto
zmluvou. Zadavatel je vyhradnym vlastnikom vSetkych
vynalezov, objavov, autorskych prav, obchodnych
tajomstiev  a dalSich prav duSevného vlastnictva
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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
Institution’s facilities, and the Institution shall permit
IQVIA and Sponsor to attend any such inspections.
The Institution will make reasonable efforts to

vzniknutych Ciastocne alebo Uplne z dévernych informacii
alebo z vedenia skuSania. Zdravotnicke zariadenie bude
zadavatela  urychlene  pisomne informovat, ak
zdravotnicke zariadenie alebo sku$ajuci sformuluje alebo
vytvori takéto objavy alebo vynalezy a na naklady
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 vynalezoch.
Zdravotnicke zariadenie sa zavazuje dodrzZiavat vSetky
prislusné pravne predpisy o ochrane osobnych uUdajov
platné v krajine, z ktorej Udaje pochadzaju.

3) Publikovanie. Zdravotnicke zariadenie si uvedomuje,
Zze toto skuSanie sa vedie vo viacerych vyskumnych
centrach  (multicentrické  skiSanie).  Zdravotnicke
zariadenie méze slobodne publikovat alebo prezentovat
vysledky skuSania ziskané v centre, ale az po prvej
publikacii alebo prezentacii, zahMajucej multicentrické
Udaje alebo po osemnastich (18) mesiacoch od
dokon&enia multicentrického skuSania, podfa toho, ¢o
nastane skér. Najmenej Sestdesiat (60) dni pred podanim
rukopisu alebo iného materialu tykajuceho sa skusania do
tlaCe alebo pred jeho prezentovanim vydavatelovi,
recenzentovi alebo inym nezufastnenym osobam
poskytne zdravotnicke =zariadenie zadavatelovi kopiu
vSetkych takychto rukopisov a materidlov a poskytne
zadavatelovi Sestdesiat (60) dni na ich posudenie
a pripomienkovanie. Ak to bude zadavatel pozadovat,
zdravotnicke zariadenie odstrani pred podanim do tlace
alebo prezentovanim tychto materialov vSetky doéverné
informacie (okrem vysledkov skuSania). Na poZiadanie
zadavatela tiez zdravotnicke zariadenie  odloZi
publikovanie o dalSich devatdesiat (90) dni, aby umoznilo
zadavatelovi podat Ziadost o patentovl ochranu. Ziadna
zo zmluvnych stran nepouzije nazov druhej zmluvnej
strany v suvislosti s akoukolvek reklamou, publikaciou
alebo propagaciou bez predchadzajuceho pisomného
povolenia.

4) Kontrola a vylucenie. Za predpokladu, Ze o tom bude
zdravotnicke zariadenie informované v dostatoénom
predstihu, zavazuje sa poskytnut poverenému personalu
IQVIA, zadavatela a kontrolnych dradov priamy pristup
k zaznamom zdravotnickeho zariadenia tykajucim sa
skuSania, vratane zdravotnych zaznamov subjektov, pre
Ucely monitoringu, auditu a inSpekcie. Ak budd niektoré
zdrojové Udaje ulozené len v pocitaCovych suboroch,
centrum skuSania vyhotovi vytlacky vSetkych takychto
Udajov doblezitych pre skiSanie pre UcCely overenia
zdrojovej dokumentécie, da ich podpisat, datovat a bude
ich uchovavat ako zdrojovi dokumentaciu. Zdravotnicke
zariadenie bude spolo¢nost IQVIA okamzite informovat
o v8etkych poziadavkach, koreSpondencii a komunikacii
tykajucej sa skuSania s akymikolvek Statnymi alebo
kontrolnymi Gradmi a poskytne z nej spolo¢nosti IQVIA
képie, najmd o poziadavkach na inSpekciu priestorov
zdravotnickeho zariadenia a umozni spolo¢nosti IQVIA
a zadavatelovi, aby sa takychto inSpekcii zucastnili.
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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 enroliment
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
Attachment B; provided, however, that ten percent
(10%) of this final payment will be withheld until
final acceptance by Sponsor of all subject CRF

Zdravotnicke zariadenie vynaloZi primerant snahu na to,
aby oddelilo aneodovzdalo dbéverné informacie
a materialy, ktorych odovzdanie pocas takychto inSpekcii
nie je pozadované. SkuSajuci a zdravotnicke zariadenie
kazdy samostatne vyhlasuju a zarucuju, ze im nehrozia
Ziadne audity, vySetrovania alebo opatrenia kontrolnych
Uradov z ur€ittho dobvodu, tykajice sa zdravotnickeho
zariadenia, skuSajuceho alebo ich zamestnancov ¢i
zastupcov zapojenych do &innosti skisania, ktoré suvisia
s dodrZiavanim pravnych predpisov platnych pre vedenie
akéhokolvek klinického vyskumu. Skusajuci
a zdravotnicke zariadenie spolo¢ne zodpovedaju za
uchovavanie  nevyhnutnych  dokumentov  skusania
spbésobom  3Specifikovanym  aktualnymi  smemicami
spravnej klinickej praxe (,GCP*) a prisludnymi pravnymi
predpismi po dobu dvadsatpat (25) rokov od dokoncenia
skuSania, alebo dlhiu dobu, ak to poZaduju aktualne
smernice GCP alebo platné pravne predpisy.
Zdravotnicke zariadenie tiez podnikne opatrenia, ktoré
zabrania nahodnému alebo pred€asnému znieniu tychto
dokumentov. Ak skusajuci zo zdravotnickeho zariadenia
odide, zodpovednost za uchovavanie zaznamov zo
skusania sa uréi v stlade s platnymi pravnymi predpismi.
Ak v priebehu skisania alebo do dvadsiatich piatich (25)
rokov po flom skuSajuci alebo spoluskusajuci zo
zdravotnickeho zariadenia odide alebo inym spdsobom
zmeni adresu, musi spolocnost 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 vykonavajlce skuSanie pod jeho vedenim neboli
vyluc¢ené, diskvalifikované ani im nebol udeleny zakaz
vykonavania klinickych skuSani, ani nie su predmetom
vySetrovania akéhokolvek Statneho alebo kontrolného
Uradu vo veci vylicenia alebo podobného Udradného
postihu v akejkolvek krajine a zdravotnicke zariadenie
bude spolo¢nost IQVIA okamzite informovat, ak sa takéto
vySetrovanie, diskvalifikacia, vylu€enie alebo zakaz
cinnosti vyskytne.

5) Vypovedanie zmluvy. Zadavatel méze zastavit
zaradovanie alebo vypovedat tuto zmluvu pisomnou
vypovedou s okamzitou ucinnostou. Zdravotnicke
zariadenie mobze tuto zmluvu vypovedat pisomnou
vypovedou, ak mu okolnosti mimo jeho primeranej
kontroly zabrafuju v dokonceni skuSania, alebo ak
zdravotnicke zariadenie dospeje k odévodnenému zaveru,
Ze pokracovat v skusani nie je bezpecné. Po prevzati
pisomnej vypovede centrum sku$ania okamzite zastavi
nabor subjektov do skusania, dodrzi postupy definované
pre vypovedanie zmluvy, zabezpedéi, aby boli dokon&ené
vSetky pozadované kontrolné vySetrenia subjektov
a vynalozi primerané Usilie na minimalizovanie dalSich
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 v8ak bude zadrzanych az do
zadavatelovho koneéného schvalenia vSetkych stranok
pacientskych harkov (CRF) a vSetkych vydanych
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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 Sponsor
maintains a policy or program of insurance of the
study site at levels sufficient to support its
obligations hereunder.

Sponsor ensured insurance of sites liability for
damage in accordance with the provisions of § 43
of the Pharmaceuticals Act 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. Nothing herein is intended to exclude
or limit any liability of any party for death or
personal injury caused by the negligence of such
party. 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.

vysvetliviek k (dajom ado splnenia vSetkych dalSich
uplatnitelnych podmienok stanovenych v tejto zmluve.
Spolo¢nost IQVIA ani zadavatel neruéia zdravotnickemu
zariadeniu za akykolvek usly zisk, stratu prilezitosti alebo
iné nasledné skody.

6) Naroky na odSkodnenie a odmietnutie
zodpovednosti. Zadavatel zodpoveda za zabezpecenie
metody alebo spdsobu poistenia pracoviska skuSania
v dostatonom rozsahu na zabezpeCenie svojich
zavazkov podla tejto zmluvy. Zadavatel zabezpedil
poistenie zodpovednosti pracoviska skuSania za Skodu
vsulade s wustanovenim § 43 zakona o liekoch.
Zdravotnicke zariadenie bude IQVIA a zadavatela
urychlene pisomne informovat o kazdom vznesenom
naroku na odskodnenie choroby, ujmy na zdravi alebo
Skody, skutone alebo Udajne spdsobenej vedenim
sku$ania. Zadavatel sa zavazuje zdravotnicke zariadenie
a skusajuceho odskodnit azbavit zodpovednosti za
akékolvek vznesené naroky tretich stran na od$kodnenie
choroby, ujmy na zdravi alebo Skody spésobenej vedenim
skusania v sulade s protokolom, s vynimkou rozsahu,
v ktorom je takato choroba, ujma na zdravi alebo Skoda
spbsobend nedbalostou, nespravnym konanim,
nedodrzanim protokolu alebo porudenim platnych
pravnych predpisov zo stravy zdravotnickeho zariadenia
alebo skuSajuceho. Zadavatel ma pravo riadit obhajobu
takychto vznesenych narokov a zdravotnicke
zariadenie bude so zadavatefom pri rieSeni takychto
narokov plne spolupracovat. IQVIA vyslovne odmieta
akukolvek zodpovednost v suvislosti so skdSanym
produktom, vratane zodpovednosti za naroky na nahradu
Skody  spbOsobenej  produktom,  vyplyvajucej zo
zdravotnych problémov spbsobenych alebo (dajne
spOsobenych podavanim takéhoto produktiu s vynimkou
rozsahu, v ktorom by takato zodpovednost bola
oddvodnena nedbalostou, Umyselne  nespravnym
konanim alebo porusenim tejto zmluvy zo strany IQVIA.
Spolo¢nost IQVIA ani zadavatel nebudd mat Ziadnu
zodpovednost a zdravotnicke zariadenie sa v rozsahu
umoznenom pravnymi predpismi zavazuje IQVIA
a zadavatefla odSkodnit’ a zbavit zodpovednosti za vSetky
vznesené naroky tretich strdn na odskodnenie choroby,
ujmy na zdravi alebo skody, vyplyvajuce z nedbalosti,
nedodrzania  protokolu, neziskania informovaného
suhlasu, neopravnenych zaruk, poruSenia tejto zmluvy,
porusSenia platnych pravnych predpisov alebo Umyselne
nespravneho  konania zo strany  zdravotnickeho
zariadenia. Ucelom tejto zmluvy nie je vyluéit alebo
obmedzit' zodpovednost ktorejkolvek strany za smrt’ alebo
zranenie spdsobené nedbanlivostou. Zdravotnicke
zariadenie bude udrziavat komer¢ne primerané poistenie
a na poziadanie poskytne spolo¢nosti IQVIA poistny
certifikat; v pripade, Ze prislusné poistenie poskytuje
nejaka Statna institdcia, zavazuje sa zdravotnicke
zariadenie spifat vSetky podmienky, aby si pocas
skuSania udrzalo narok na takéto Statne poistenie a na
pozZiadanie poskytne spolocnosti IQVIA potvrdenie
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7) Financial Disclosure. In order to allow Sponsor
to comply with its U.S. regulatory requirements, the
Institution agrees that each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of research
subjects shall promptly return to IQVIA, in
accordance with their respective Investigator and
Study Team Member Agreements, 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. 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 IQVIA RDS Slovakia s.r.o.

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 concerning the
conduct of the Study including payments due to the
Investigator for performance of the Study, are
detailed in a separate written agreement. No

o aktualnosti takéhoto poistenia. Pre ucely tohto ¢lanku
znamena ,komeréne primerané” taku vysku poistného
krytia, ktora zodpoveda Standardnej praxi v tomto odvetvi
a geografickej oblasti.

7) Finanéné vykazy a priznania. Aby zadavatelovi
umoznilo splnit’ poziadavky kontrolnych uradov Spojenych
Statoch americkych, zdravotnicke zariadenie suhlasi, Zze
kazdy uvedeny alebo identifikovany skuasajuci alebo
spoluskisajuci  priamo zapojeny do lieCby alebo
vyhodnocovania subjektov skiSania, urychlene odovzda
spolo¢nosti  IQVIA finanéné vykazy, vsulade sich
zmluvami pre ¢lenov Stadiového timu, vyplnené a
podpisané tymito skusajucimi alebo spoluskusajucimi, kde
budd uvedené vsetky relevantné financné zaujmy tychto
skuSajucich alebo spoluskuSajucich ako aj ich
manzelov/manzeliek a vyzivovanych deti. Zdravotnicke
zariadenie akceptuje, ze vyplnené finan¢né vykazy mozu
podliehat kontrolam zo strany S$tatnych a kontrolnych
Uradov, zadavatela, spolo¢nosti IQVIA a ich zastupcov a s
takouto kontrolou suhlasi. Zdravotnicke zariadenie dalej
suhlasi s prenosom svojich finanénych udajov do krajiny
pbévodu zadavatela a do Spojenych Statov americkych, ak
sa centrum skuSania nachadza mimo Spojenych Statov
americkych, aj ked v tychto krajinach nie je zabezpecena
ochrana osobnych udajov alebo je na niZ8ej urovni, nez v
domacej krajine centra skusania.

8) Preprava nebezpeéného a infekéného materialu.
Preprava nebezpec¢ného a infekéného materialu (vratane
infekénych biologickych vzoriek subjekiov) podlieha
miestnym,  narodnym  a medzindrodnym  pravnym
predpisom.  Zdravotnicke zariadenie je  povinné
zabezpedit, 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 hariadenia.

9) Hlasenie neziaducich udalosti. Zdravotnicke
zariadenie potvrdzuje, Ze skuSajuci sa zavazuje hlasit
vSetky zavazné neziaduce udalosti (SAE) v sulade
s poziadavkami  pravnych  predpisov  a protokolu.
Skusajuci bude informovat' IQVIA RDS Slovakia s.r.0. do
24 hodin (alebo v inej lehote definovanej v protokole) od
prvého zistenia akejkolvek SAE alebo inej udalosti, ktora
by mohla mat nepriaznivy vplyv na bezpeénost
Ucastnikov skisania.

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 o vedeni skuSania
a platbach splatnych skidsajucemu za vykonanie sku3ania
je podrobne definovana v samostatnej pisomnej zmluve.
VSetky zmeny a doplnky tejto zmluvy su platné len v
pisomnej forme a po podpise oboma zmluvnymi stranami.
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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.
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.

(i) 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

Nevymahanie akejkolvek podmienky tejto zmluvy nema
byt interpretované ako zrieknutie sa tejto podmienky. Ak
sa ktorakolvek Cast tejto zmluvy ukaze ako
nevymahatelna, zostava zvySok tejto zmluvy platny a
ucinny. Tato zmluva je zavézna pre zmluvné strany a ich
néslednikov a ndstupcov. Zdravotnicke zariadenie nesmie
postupit’ ani presunut Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez pisomného suhlasu zadavatela.
Zadavatel ,alebo spolocnost IQVIA na poziadanie
zadavatela, mbze postupit tito zmluvu tretej osobe (a
spolo¢nost IQVIA moéze na poziadanie zadavatela
postupit svoje prava a povinnosti podla tejto zmluvy na
zadavatela) a zadavatel alebo spoloénost IQVIA (podla
toho, ktory pripad nastane) nebude zodpovedat za ziadne
povinnosti alebo zavazky podfa tejto zmluvy, ktoré
vzniknl po datume takéhoto postlpenia a zdravotnicke
zariadenie s takymto postipenim suhlasi. Nastupca bude
zdravotnicke zariadenie o takomto postlpeni urychlene
informovat. Platnost podmienok tejto zmluvy, ktoré
obsahuji povinnosti alebo prava presahujice dobu
dokoncenia skusSania, najma 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 niz8ie uvedenymi podmienkami mdze zadavatel
alebo IQVIA v odovodnenych pripadoch poskytnat
vybavenie na vySetrenia zrakovej ostrosti (dalej
Lvybavenie na VZO*), alebo iné mensie vybavenie (dalej
.,mensie vybavenie*), pozadované na pouzitie v skusani,
ak pracovisko skuSania takéto vybavenie na VZO alebo
mensSie vybavenie inak nevlastni alebo k nemu nema
pristup, aby ho mohlo pouzit v skudani. Pociato¢na
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 suvislosti so skisanim pocas
platnosti tejto zmluvy. Pracovisko skisSania sa zavazuje
udrziavat mensSie vybavenie alebo vybavenie na VZO
v dobrom prevadzkovom stave, s vynimkou bezného
opotrebovania. V pripade, Ze 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
zahfa uhradenie primeranych vydavkov na udrzbu alebo
vymenu pracovisku skusania.

(ii) Prevod vybavenia na VZO na pracovisko skusania.
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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 1S,” 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 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.

S vynimkou ustanoveni pododseku (iii) sa vybavenie na
VZO po dokonceni skiSania na pracovisku neodvolatelne
prevedie a postupi na pracovisko skuSania ako sucast
jeho odmeny za vykonanie skuSania a pracovisko
skusania mbze potom vybavenie na VZO pouzivat na
v8etky zakonom povolené ucely. V PRIPADE TAKEHOTO
PREVODU ALEBO POSTUPENIA SA VYBAVENIE NA
VZO PREVADZA A POSTUPUJE V TAKOM STAVE,
V AKOM PRAVE JE, AZADAVATEL’ NEPOSKYTUJE
ZIADNE ZARUKY ANI VYHLASENIA, Cluz VYngVNE
ALEBO PREDPOKLADANE, NAJMA ZARUKY
TYKAJUCE SA POUZITELNOSTI, PREDAJNOSTI,
KVALITY, DIZAJNU, STAVU, VHODNOSTI ALEBO
VYKONNOSTI VYBAVENIA NA VZO.

V pripade _mensieho vybavenia: Po dokonéeni alebo
akomkolvek pred€asnom ukonleni skuSania na
pracovisku ma pracovisko skusania podfa svojho vyberu
bud: (A) vratit menSie vybavenie zadavatelovi na
zadavatelove naklady; alebo (B) uhradit zadavatelovi
zostatkovu realnu trhovd hodnotu mensieho vybavenia ku
driu ukoncéenia. Zadavatel alebo spolo¢nost IQVIA mbézu
podla svojho vyberu bud pozdrzat zavere¢nu platbu pre
pracovisko skuSania dovtedy, kym sa menSie vybavenie
nevrati, alebo kym pracovisko skuSania neuhradi
zadavatelovi zostatkovu realnu trhovd hodnotu mensieho
vybavenia ku dnu dokoncenia alebo predCasneho
ukoncenia skusania. V PRIPADE PREVODU ALEBO
POSTUPENIA PODLA TOHTO ODSEKU SA MENSIE
VYBAVENIE PREVADZA A POSTUPUJE V TAKOM
STAVE, VAKOM PRAVE JE, A ZADAVATEL
NEPOSKYTUJE ZIADNE ZARUKY ANI VYHLASENIA, C_I
UZ VYSLOVNE ALEBO PREDPOKLADANE, NAJMA
ZARUKY TYKAJUCE SA POUZITELNOST],
PREDAJNOSTI, KVALITY, DIZAJNU, STAVU,
VHODNOSTI ALEBO VYKONNOSTI MENSIEHO
VYBAVENIA.

(i) Vypovedanie a nepouzitie. V pripade, Zze pracovisko
skuSania nepouzije vybavenie na VZO alebo menSie
vybavenie na vykonanie ziadnych &innosti skiSania, alebo
tito zmluvu zadavatel z nejakého dbvodu vypovie, ma
pracovisko skuSania podla svojho vyberu bud: (A) vratit
vybavenie na VZO alebo mensSie vybavenie zadavatelovi
na jeho néaklady; alebo (B) uhradit zadavatelovi
zostatkovu redlnu trhovl hodnotu vybavenia na VZO
alebo mendieho vybavenia ku dfiu vypovedania.
Zadavatel alebo IQVIA mézu vo vhodnych pripadoch bud
pozdrzat zavereCnu platbu pre pracovisko skuSania
dovtedy, kym sa vybavenie na VZO alebo mensie
vybavenie nevrati, alebo kym pracovisko skusania
neuhradi zadavatefovi zostatkovu realnu trhova hodnotu
vybavenia na VZO alebo menSieho vybavenia ku diu
vypovedania.
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ATTACHMENT B

Roche / Genentech Study GR41987

1. BUDGET AND PAYMENT SCHEDULE

1) PAYMENT TERMS

PRILOHA B
Klinické skusanie Roche/genentech GR41987

ROZPOCET A PLATOBNA SCHEMA

1) PLATOBNE PODMIENKY
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