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CLINICAL TRIAL AGREEMENT

DOHODA O KLINICKOM SKUSANI

This Agreement is made on (the

Effective Date) between

Tato Dohoda bola uzatvorena dalej ako |

Deri ii¢innosti) medzi spolocnostiou

Hexal AG, located at Industriestrasse 25 83607
Holzkirchen, Germany, (Hexal)

and

Hexal AG so sidlom na adrese Industriestrasse 25
83607 Holzkirchen, Nemecko, (d'alej len spolocnosr’
Hexal)

a

UniverzitndA nemocnica - Nemocnica sviitého
Michala, a. s.. located at Satinského 1. 7770/1, 811 08
Bratislava, Slovak Republic, (the Institution).

UniverzitnA nemocnica - Nemocnica sviitého
Michala, a. s.,, so sidlom na adrese Satinského L
7770/1, 811 08 Bratislava, Slovenska republika,
(d'alej ako Institicia).

WHEREAS, Hexal is sponsoring a multi-centre clinical
study involving patients on SOK583A1 and Eylea EU —
comparator (the Product) to be entitled “A 52-week
multicenter, randomized, double-masked, 2-arm
parallel study te compare efficacy, safety and
immunogenicity of SOKS583A1 to Eylea®,
administered intravitreally, in patients with
neovascular age-related macular degeneration”,
CSOKS83A12301 (the Study).

PRICOM spolo¢nost Hexal zadiva multicentrické
klinické skuasanie zahfhajiice uU€astnikov uzivajlcich
lieky SOKS83A1 a Eylea EU — referen¢na vzorka (d'alej
len ako Liek), ktoré bude nazyvané ,,52-tyzdiiové,
multicentrické, randomizované, dvojito maskované,
dvojramenné paralelné klinické skidSanie na
porovnanie ucinnosti, bezpefnosti a imunogenity
SOKS583A1 a Eyley®, podavanej intravitreilne u
ucastnikov s neovaskulirnou vekom podmienenou
makularnou degenericion “, CSOKS583A12301
(d'alej len ako Stidia).

WHEREAS, Hexal wishes to conduct a trial at the
Institution to form part of the Study (the Trial) using the
services of a named principal investigator, employee of
the Institution: MUDr. Pavol KUSENDA, FEBO (the
Principal Investigator).

PRICOM spoloénost’ Hexal si Zela vykonat v Initittcii
skisanie, ktoré bude sucastou Stidie (dalej len
Skusanie) s vyuzitim sluzieb menovaného hlavného
skudajuceho, zamestnanca Institicie: MUDr. Pavol
KUSENDA, FEBO (d'alej len Zodpovedny skusajiici).

WHEREAS, the Institution shall particularly be
responsible for ensuring the material conditions of the
Trial as determined in the Study protocol and any other
written instructions that may be provided by Hexal.

PRICOM je Intiticia predovietkym zodpovedna za
zabezpecenie materialnych podmienok Skisania, ako je
stanovené v protokole Skusania a akychkol'vek d'alSich
pisomnych pokynoch, ktoré mbze poskytnit spoloénost’
Hexal.

IT [S THEREFORE AGREED AS FOLLOWS:

A% DOSLEDK_U TOHO BOLO DOHODNUTE
NASLEDOVNE:

1. Subject matter of this Agreement i Predmet tejto Dohody

(a) By a separate agreement, Hexal has engaged | a) Spoloénost’ Hexal prostrednictvom samostatnej
Syneos Health UK Limited. a contract research dohody najala spoloénost’ Syneos Health UK
organization, with a principal place of business Limited zmluvni vyskumni  organizaciu
Farnborough Business Park, 1 Pinehurst Road, s hlavnym sidlom na adrese Farnborough

Farnborough, Hampshire, GU14 7BF, United
Kingdom (hereinafter CRQ) acting as an
independent contractor, to act on behalf of
Hexal for the purposes of transferring certain’
obligations in connection to this Agreement,
said obligations including but not limited to
negotiations of the Agreement and payment
administration for services performed described

Business Park, | Pinehurst Road, Farnborough,
Hampshire, GUI4 7BF, Spojené kralovstvo
(dalej len ako CRO), ktora jedna ako nezavisly
dodavatel, aby jednala v mene spolocnosti
Hexal za ac¢elom prevodu uréitych povinnosti
v stvislosti s touto Dohodou, pricom uvedené
povinnosti zahrmaju okrem iného vyjednavanie
Dohody asprivu platieb za poskytované

CTA CSOK3834123G1, MUDr. Pavol KUSENDA, Confidential: | CTA CSOK383412301, MUDr. Pavol KUSENDA, Déverné: iba na
FLBO, Univerzitna nemocnica - Nemocnica sviilého Business Use | ['1:BO), Unmiverzitnd nemocnica - Nemocnica svélého obchodné ucely
Michala, a. s. only | Michala, a. 5.
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hereunder. sluzby, ktoré su popisané v tejto Dohode.

(b) Hexal entrusts the Institution to conduct the | b) Spolo¢nost Hexal poveruje Institdciu, aby
Trial in accordance with the provisions as vykonavala Skidsanie v sulade s ustanoveniami
stipulated in the Study protocol governing the uvedenymi v Protokole skus$ania, ktorym sa
Trial (as may be amended from time to time and Skusanie riadi (v aktudlne platnom zneni, ktoré
confirmed in writing by Hexal) (the Pretocol). je pisomne potvrdené spolo¢nostou Hexal)

(dalej len ako Protokol).

(b) The provisions as stipulated in the Protocol, the | b) Ustanovenia uvedené v Protokole, prislusné
respective  schedules and the information prilohy  ainformacné dokumenty vratane
documents, including the informed consent of informovaného sthlasu ucastnikov
subjects participating in the Trial (the Trial zacastiiujucich  sa  Skasania  (d'alej ako
Subject(s) or Subject(s)), shall be binding on Uéastnici klinického skusania alebo Ucastnici)
the parties and thus constitute an integral part of budid pre strany zavdzné, ateda tvoria
this Agreement. This shall apply accordingly to neoddelitelni sacast’ tejto Dohody. Toto sa
any amendments of the Protocol and the primerane vztahuje na vSetky dodatky
resulting new versions of the Protocol. Protokolu a vysledné nové verzie Protokolu.

2. Obligations of Hexal 2 Povinnosti spolo¢nosti Hexal

In its conduct of this Trial Hexal shall assume, among
other things, the following obligations incumbent on it

as

the sponsor

under the Applicable Laws and

Regulations (as such term is defined in Section 3(e)

Pri vykonavani tohto Skuasania prebera spolo¢nost
Hexal, okrem iného, nasledujuce povinnosti, ktoré na
nej spocivaja ako na zadavatelovi podla Prislusnych
pravnych predpisov a nariadeni (v stlade s definiciou

below): tohto pojmu v ¢lanku 3 pism. e) niZie):

(a) effecting the compulsory Trial Subject insurance | a) zabezpecenie povinného poistenia Ucastnika
within the meaning of the relevant Applicable klinického sk(Sania v zmysle relevantnych
Laws and Regulations; Prisludnych pravnych predpisov a nariadeni,

(b) preparing the Subject template information | b) priprava Sablén informagnych dokumentov
documents and informed consent forms for all Ucastnika a formuldrov informovaného sithlasu
participating Subjects; pre vietkych zucastnenych Ucastnikov,

(c) obtaining the consent of the competent ethics | c) ziskanie suhlasu prislusnej etickej komisie a
committee and the approval of the competent schvalenia prislusného organu s vykonanim
authority to perform the Trial (the Competent Skisania (d'alej ako Prislusné orgdny),
Authorities),

(d) provision of the required Products or, where | d) poskytnutie pozadovanych Liekov alebo vo
appropriate, reference products; vhodnych pripadoch referenénych liekov.

3. Obligations of the Institution 3. Povinnosti InStiticie

(a) Compliance. The Institution hereby declares | a) Sulad s predpismi. [nstitdcia tymto vyhlasuje,

that it complies with all legal requirements as to
the performance of the Trial and that it has
obtained or will obtain all necessary approvals.
The Institution hereby furthermore assures that
the conclusion and performance of this
Agreement shall be in accordance with all
Applicable Laws and Regulations and internal
provisions of the Institution and that particularly
the remuneration received shall be collected in
accordance with the applicable rules on third-
party funding. The Institution furthermore
assures that the performance of this Agreement

7e spifia vietky pravne poziadavky tykajice sa
vykonavania SktSania a Ze ziskala alebo ziska
vietky potrebné schvdlenia. I[ndtiticia tymto
d'alej uistuje, Ze uzavretie a plnenie tejto
Dohody bude v stilade so vietkymi Prislusnymi
pravnymi predpismi a nariadeniami a internymi
ustanoveniami InStiticie a predovietkym, ze
ziskand odmena sa bude wvyberat' v shlade
s prislusnymi pravidlami financovania tretimi
stranami. InstitGcia d’alej zaruluje, ze plnenie
tejto Dohody nebude predstavovat porusenie
povinnosti Zodpovedného skusajiceho alebo

CTA CSOK383412301, MUDr. Pavol
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[BCD/Sablona dvojstrannej dohody CTA medzi
[BCD/Hexal Bipartite CTA Institution template spolonostou Hexal a Indtiticiou v2.0 24 aprila
v2.0 24Apr2020] Page 2 0f 43 | 2020] Strana 2 z43




shall not constitute a violation of the duties of
the Principal Investigator or any other staff
participating in the Trial.

iného personalu zucastiujiceho sa na Skisani.

(b) Participating Staff. The Institution shall | b) Zucastneny personal. [InStiticia ustanovi
appoint the Investigator as the medical specialist Skasajuceho  ako  lekarskeho  odbornika
responsible for the conduct of the Trial. The zodpovedného za vykonavanie Skusania.
Institution hereby declares that the Principal Institicia tymto vyhlasuje, Ze Zodpovedny
Investigator has undergone the necessary skusajuci absolvoval potrebnii odbornu pripravu
training and has the required experience and adisponuje  pozadovanymi  skusenostami
means for conducting the Trial. The Institution a prostriedkami na vykondvanie Skusania.
shall guarantee that the Trial will be duly Institucia zaru¢i, ze SkuSanie bude nalezite
performed by the Principal Investigator in vykonavané Zodpovednym skusajiicim v sulade
accordance with this Agreement. The Institution stouto Dohodou. In&titicia nebude moct’
shall not be able to replace the Principal nahradit  Zodpovedného skusajuceho inym
Investigator with another investigator without skusajucim bez predoslého pisomného sihlasu
the prior written consent of Hexal. The spolo¢nosti Hexal. Institiicia poskytuje a zaisti,
Institution shall provide, and shall cause the aby  Zodpovedny  skusajiuci  poskytoval
Principal Investigator to provide, Hexal and its spolocnosti Hexal ajej zastupcom informacie
representatives with information regarding the tykajice sa ostatnych zamestnancov
other staff participating in the Trial (the zucastiujucich sa na Skasani (Zodpovedny
Principal Investigator and the other staff skusajici a d'alsi personal suhrnne oznacovani
collectively referred to as the Staff). For the ako Persondl). Aby sa predislo pochybnostiam,
avoidance of doubt the Staff shall throughout Personal bude pocas trvania tejto Dohody pod
the term of this Agreement be under the dohl'adom a kontrolou Indtiticie a InStiticia
supervision and control of the Institution, and bude bez obmedzenia zodpovedna za
the Institution shall without limitation be zabezpedenie toho, aby Personal konal v sulade
responsible for ensuring that the Staff act in s Prislusnymi pravnymi predpismi
accordance with the Applicable Laws and a nariadeniami a primeranymi pokynmi
Regulations and, Hexal’s and its spolo¢nosti Hexal ajej zastupcov. Institicia
representatives’ reasonable instructions. The berie na vedomie asuthlasi stym, zZe
Institution acknowledges and agrees that the Zodpovedny skasajuci uzatvara S0
Principal Investigator enters into a separate spolo¢nostou Hexal samostatni dohodu, na
agreement with Hexal under which he/she will zaklade ktorej dostane od spolo¢nosti Hexal
receive direct payment from Hexal for the priamu platbu za sluzby poskytované
services performed by the Principal Investigator Zodpovednym skasajucim (d’alej len Dohoda
(the Investigator Agreement). The Institution skiusajuiceho). Institucia zaruCuje, Ze plnenie
assures that the performance of the Investigator Dohody skusajiceho nebude predstavovat
Agreement will not constitute a violation of the porusenie povinnosti Zodpovedného
Principal Investigator's duties under the work skudajuceho v ramcei pracovného vztahu medzi
relationship between the Institution and the Intiticiou a Zodpovednym skisajicim a/alebo
Principal Investigator and/or the internal polices vnutornych zasad Institicie.
of the Institution.

(c) Commencement of Trial. The Institution shall | ¢) Zaciatok  Skasania.  InStitdcia  nezacne
not commence, and shall not permit the aneumozni Zodpovednému skusajicemu zacat
Principal Investigator to commence, recruitment nabor potencidlnych Ucastnikov za Gcelom
of potential Subjects to participate in the Trial Ucasti na Skusani, pokym aak jej spolo¢nost’
unless and until it is notified by Hexal or its Hexal alebo jej zastupcovia  pisomne
agents in  writing that all approvals, neozndamia, ze boli ziskané vietky schvalenia,
authorisations and documentation necessary to opravnenia  a dokumentacia  potrebné na
conduct the Trial have been obtained. vykonanie Skisania.

(d) Adverse Event Reporting. The Institution shall | d) Hlasenie neziaducich udalosti. Institacia
ensure that the Principal Investigator complies zabezpeCi, aby  Zodpovedny  skusajici
with all adverse event reporting requirements dodrziaval v3etky poziadavky na hlasenie
under relevant  Applicable Laws and neziaducich udalosti na zaklade Prislu$nych
Regulations, this Agreement and the Protocol. pravnych predpisov a nariadeni, tejto Dohody

CTA CSOK583412301, MUDr. Pavol Confidential Business | CTA CSOKS583412301, MUDr. Pavol KUSENDA, Déverné: iba na
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The Institution and the Principal Investigator
shall notify Hexal of each Serious Adverse
Event encountered in the Clinical Trial within
twenty-four (24) hours of becoming aware of it
in accordance with the instructions set forth in
the Protocol.

a Protokolu. Institicia a Zodpovedny skisajuci

vySetrovatel

informuji

spolo¢nost  Hexal

o kazdej Zavaznej neziaducej udalosti, ktord sa
vyskytla v ramei Klinického skt$ania, ato do
dvadsiatich Styroch (24) hodin od jej zistenia
v siilade s pokynmi stanovenymi v Protokole.

The Institution and the Principal Investigator
shall also ensure that any person involved in the
conduct of the Trial shall:

Institacia
zabezpecia, aby kazda osoba, ktora sa podiela
na vykondvani Skusania:

a Zodpovedny

skugajuci  tiez

(1) Immediately and not later than i) lhned’, najneskér  viak do
within twenty-four (24) hours dvadsat’  Styri (24) hodin,
report to Hexal according to the nahlasila  spolocnosti Hexal
procedure set out in the podla postupu stanoveného
Protocol, any new safety v Protokole vietky nové
findings on the Product, zistenia bezpecnosti tykajlce sa
including  Serious  Adverse Lieku  vratane  Zavaznych
Event or Serious Adverse neziaducich  udalosti alebo
Reaction affecting or which Zavarnych neziaducich reakeii,
could have an impact on the ktoré maju vplyv alebo moézu
safety of the Trial Subject or mat  vplyv na bezpecnost
which could result in a re- Ucastnika klinického sku3ania,
assessment of the risk-benefit alebo ktoré by mohli viest
ratio of the Product. The k prehodnoteniu pomeru rizika
Principal  Investigator  shall a prinosu Lieku. Zodpovedny
follow wup such immediate skusajuci sleduje tieto okamzité
reports and  provide the hlasenia a poskytne spolocnosti
additional information to Hexal Hexal dal3ie informacie
in accordance with the Protocol; v stilade s Protokolom.

(ii) Report to Hexal all Adverse ii) Nahlasi  spolocnosti  Hexal
Events (refer definition of vietky  Neziaduce udalosti
adverse event as per current (pozrite si definiciu neziaducich
ICH E6 guidelines for Good udalosti v stlade s aktualnymi
Clinical Practice and/or as pokynmi ICH E6 pre Spravnu
mentioned in the Protocol) in klinickii prax a/alebo ako je
accordance with the trial uvedené v Protokole) v sulade
Protocol,  applicable trial s Protokolom sktdania,
procedures for safety data prisludnymi postupmi skd$ania
reporting; pre hlasenie bezpecnostnych

Gdajov.

(iii)  Cooperate with and supply any iii) Spolupracuje a poskytuje
further information required by akekolvek dal3ie informacie
Hexal and/or any relevant pozadované spolo¢nostou
Ethics Committee or Competent Hexal  a/alebo  prislusnou
Authority with jurisdiction over Etickou komisiou alebo
the Trial; Prislu§nym organom, ktorych

pravomoc sa na Skusanie
vztahuje.

(iv) and Report to Hexal any iv) A oznami spolo¢nosti  Hexal

emergency that requires to
unblind the patient in in the
event of double-blind studies
and to document and notify
Hexal of the date and reason for

kazdi nudzovii situaciu, ktora
si vyzaduje zrusenie zaslepenia

pacienta v pripade  dvojito
zaslepenych stadii,
a zdokumentuje a oznami

CTA CSOK383412301, MUDr. Pavol
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the emergency situation.

spolocnosti Hexal  datum
a pricinu nidzovej situdcie.

These reporting obligations shall survive
expiration or earlier termination of the
Agreement.

Tieto oznamovacie povinnosti pretrvavaji aj po
uplynuti platnosti alebo predéasnej vypovedi
Dohody.

During the Trial Hexal shall further report the
adverse events to the Competent Authorities, in
accordance with the current Applicable Laws
and Regulations. Hexal will furthermore provide
the Principal Investigator with safety-related
information from other investigational sites in
order to inform the ethics committees IRB/IEC,
as required.

Pocas Skusania spolo¢nost’ Hexal d’alej oznami
neziaduce udalosti  Prislusnym  orgdnom
vsilade splatnymi PrisluS3nymi pravnymi
predpismi a nariadeniami. Spolonost Hexal
dalej poskytne Zodpovednému skusajucemu
informacie tykajice sa bezpecnosti z inych
skiSobnych pracovisk, aby mohla podla
potreby informovat etické komisie IRB/IEC.

After completion of the Trial and evaluation of
the results, Hexal will inform the Principal
Investigator about relevant safety-related
findings in accordance with the guidelines and
Trial procedures. '

Po ukon¢eni Ski3ania apo vyhodnoteni
vvsledkov bude spolo¢nost Hexal informovat’
Zodpovedného  skusajiceho o relevantnych
zisteniach tykajicich sa bezpec¢nosti v sulade s
pokynmi a postupmi Skusania.

(e) Conduct of Trial. The Institution shall conduct | e) Vykon skiSania. Institucia bude vykonavat
the Trial in accordance with the Protocol, this Skdsanie v sulade s Protokolom, touto Dohodou
Agreement and any additional reasonable a akymikol'vek dalgimi primeranymi
requirements notified by Hexal to the Institution. poziadavkami, ktoré spolo¢nost’ Hexal oznami
The Institution acknowledges that Hexal and its Indtitacii. InStittcia berie na vedomie, Ze
affiliates need to adhere to the provisions of (i) spolocnost’ Hexal ajej pridruzené spolocnosti
the Bribery Act 2010 of the United Kingdom musia dodrziavat ustanovenia (i) zakona
(Bribery Act); (ii) the Foreign Corrupt Practices Spojeného kral'ovstva o podplacani z roku 2010
Act 1977 of the United States of America (Zdakon o podpldacani), ii) zikona Spojenych
(FCPA) and (iii) any other applicable anti- Statov americkych o zahrani¢nych korupénych
corruption legislation (together the Applicable praktikach z roku 1977 (FCPA) a iii) akékol'vek
Anti-Corruption Legislation). A summary of dalsie Prislusné protikorupéné pravne predpisy
the key principles underlying the Bribery Act (spolu ako Prislusné protikorupéné privae
and the FCPA is set out in Schedule B. The predpisy). Zhmutie hlavnych zésad, zktorych
Institution and the Principal Investigator shall vychadza Zakon o podplacani aFCPA, je
not and shall not permit or induce employees, uvedené v prilohe B. Institicia a Zodpovedny
agents, consultants or other representatives, skudajici  nebudu, nepovolia ani nebudui
whether directly or indirectly, to engage in any ovplyviiovat’ zamestnancoy,
activity that is prohibited by the Applicable sprostredkovatel'ov, konzultantov alebo inych
Anti-Corruption Legislation including bribery, zastupcov, ¢i uz priamo alebo nepriamo, aby sa
kickbacks, payoffs or other corrupt business zapojili do akejkolvek éinnosti, ktor( zakazuji
practices. Furthermore, the Institution shall Prisluiné protikorupéné pravne predpisy vratane
conduct the Trial in accordance with all national podplacania, provizii, vypldcania vynosov alebo
and supranational legislation, regulations and inych  korupénych  obchodnych  praktik.
guidance notes relevant to the jurisdiction in Institicia okrem toho bude vykonavat’ Skisanie
which the Trial is being conducted, including, v siilade s narodnymi a nadnarodnymi pravnymi
but not limited to: predpismi,  nariadeniami  a usmerfiujlicimi

pokynmi, ktoré su relevantné pre jurisdikciu,
v ktorej sa Skusanie vykondva, okrem iného
vratane:
(i) the Declaration of Helsinki of the i) Helsinska deklaracia Svetovej
World Medical Association, "Ethical asociacie  lekarov [ Etické  principy
Principles for Medical Research Involving lekarskeho vyskumu s ucastou
Human Subjects" as amended from time to Pudi* v aktualnom zneni,
time, ]
CTA CSOK583412301, MUDr. Pavol Confidential: Business | CTA CSOK383412301, MUDr. Pavol KUSENDA, Déverné: iba na
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(ii) any and all national legislation and
European directives and regulations as
amended from time to time,

if)  vSetky ndrodné pravne predpisy a
eurdpske smernice a nariadenia v aktualne
platnom znenti,

(iii) the guidelines and standards on good
clinical practice (e.g. ICH and/or FDA
rules), as amended from time to time,

iii) pokyny a normy pre spravnu klinicku
prax (napr. pravidla ICH a/alebo FDA),
v aktualne platnom zneni,

(iv) any and all national legislation and
European  directives and  regulations
concerning data protection which apply to
the Institution in its role as data controller
including but not limited to Subject personal
data as amended from time to time,

iv) vietky vnitro$titne pravne predpisy
a europske smernice a nariadenia tykajuce
sa ochrany udajov, ktoré sa vztahuji na
[ndtitdciu v jej ulohe prevadzkovatela
Gdajov, okrem iného vratane osobnych
udajov Ugastnika v aktualne platnom zneni,

(v) and any and all other applicable
directives, laws and regulations governing
the conduct of a clinical trial as amended
from time to time,

v) avSetky dallie prislusné smernice,
pravne predpisy a nariadenia, ktorymi sa
riadi vykonavanie klinického skuSania
v aktualne platnom zneni,

(vi) the applicable codes of ethics;

vi)  prisluiné etické kodexy,

(together the Applicable Laws and

(spolo¢éne len ako Prislusné prdvne

Regulations). predpisy a nariadenia).

(H Amendment of the Protocol. The Institution | f) Dodatky k Protokolu. Institicia nebude menit’
shall not alter or amend, and shall not permit the alebo dopliovat’ ani nedovoli Personalu menit’
Staff to alter or amend, the Protocol in any way alebo  dopliovat  Protokol  akymkol'vek
without the prior written consent of Hexal, sposobom bez predchadzajuceho pisomného
unless required by law to protect the safety, sthlasu spolo¢nosti Hexal, pokial to pravne
health or rights of the Subjects. predpisy nevyZadujii na ochranu bezpecnosti,

zdravia alebo prav Uéastnikov.

(2) Case Report Forms. The Institution shall, and | g) Zaznamové formulire ucastnika klinického
shall ensure that the Principal Investigator, skiasania. InStiticia bude  zaznamenavat
records all data on a form provided by or on a zabezpedi, aby Zodpovedny skisajici
behalf of Hexal (Case Report Form or CRF). zaznamenaval vSetky ddaje na formulari
Where hard copies are being used, the original poskytnutom spolocnostou Hexal alebo v jej
CRF shall be designated for Hexal and a copy mene (Zaznamovy formuliar acastnika
for retention in the Principal Investigator's files. klinického skisania alebo CRF). Ak sa

Following delivery of the final CRF by the
Principal Investigator, any changes to the
database shall be wvia a clarification form
provided by a clinical research organization
appointed by Hexal in relation to the Trial
(CRO). Where electronic CRF or “eCRF” are
being used, the Principal Investigator shall
complete data in the eCRF within three (3) days
after a Subject visit. Upon Trial completion,
Hexal directly or through CRO shall request the
Principal Investigator to sign a final statement
confirming accuracy of the data provided in the
eCRF before database lock.

pouzivaji tlacené kopie, povodny CRF bude
ureny pre spolo¢nost Hexal akdpia bude
uréena na uchovanie v zdznamoch
Zodpovedného  skiSajuceho. Po  dorugeni
zavere¢ného CRF Zodpovednym skusajucim sa
budi vykonavat' akékol'vek zmeny v databaze
prostrednictvom  vyjasiiovacieho  formuldra,
ktory poskytne organizacia klinického skusania
menovana spoloénostou Hexal v suvislosti so
Skdsanim (CRO). Ak sa pouziva elektronicky
CRF alebo ,eCRF“, Zodpovedny skusajuci
vyplni tdaje vo formulari eCRF do troch (3) dni
po naviteve Utastnika. Po dokonceni Skusania
spolo¢nost Hexal priamo alebo prostrednictvom
CRO poziada Zodpovedného skiidajuceho, aby
podpisal zavere¢né vyhlasenie potvrdzujice
presnost Udajov uvedenych v eCRF pred
uzamknutim databazy.
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(h)

Supply of Material. Hexal shall provide the
Institution, at no charge, with such quantities of
the Product or placebo and other material,
equipment or goods as may be required for a
Trial and as Hexal may elect to make available
(the Material). The Institution shall have no
liability for any failure to fulfill its obligations
as a result of the unavailability of the Material.
The Institution shall use the Material only
pursuant to and in accordance with the Protocol.
The Institution shall not use, and shall not
permit the Principal Investigator to use, the
Material for any other purpose without the prior
written consent of Hexal. The supply terms of
the Material, including the relevant financial
terms, are included in Schedule A hereto. The
Institution shall treat, handle, use and maintain,
as applicable, the Material with the degree of
care used for its own property and in accordance
with the instructions of Hexal or its agents at
any time. At the conclusion or termination of the
Trial, the Institution shall account for all
quantities used of the Material and, unless
otherwise agreed in writing by the parties, shall
return or otherwise dispose of all remaining
Material in accordance with the instructions of
Hexal or its agents.

h)

Dodavky materidlu.  Spoloénost  Hexal
bezplatne poskytne Indtitucii také mnoZstva
Lieku alebo placeba a iny material, vybavenie
alebo tovar, ktoré mézu byt potrebné pre
Skusanie aktoré sa spolo¢nost Hexal moze
rozhodnut’ spristupnit’ (d'alej len ako Material).
Indtiticia nenesie Zziadnu zodpovednost za
akékol'vek nesplnenie  svojich  povinnosti
v dosledku nedostupnosti Materialu. Institucia
pouzije Material iba v sulade s Protokolom
a podla neho. Inétiticia bez predchadzajiceho
pisomného stihlasu spolo¢nosti Hexal nepouzije
a nepovoli Zodpovednému skusajucemu tento
Material na Zziadny iny Gcel. Dodacie
podmienky Materialu vritane prisludnych
finanénych podmienok st zahrnuté v prilohe
A k tejto Dohode. Inititicia bude s materialom
zaobchadzat’, manipulovat’ s nim, pouzivat’ ho a
podla potreby ho uchoviavat s droviou
starostlivosti, ktort vyuZziva pre svoj vlastny
majetok a vzdy v sulade s pokynmi spoloénosti
Hexal alebo jej zastupcov. Pri ukonéeni alebo
vypovedani Skusania, Indtiticia zohl'adni vietky
pouzité mnozstva Materialu a, pokial’ sa strany
nedohodni pisomne inak, vrati alebo inak
zlikviduje vSetok zvysny Materidl v siilade
s pokynmi  spolo¢nosti  Hexal alebo jej
zastupcov.

If Hexal, or its designee, provides the Institution
and/or Principal Investigator with equipment for
the purpose of this Trial, the Institution and
Principal Investigator agree that neither Hexal
nor its designee shall be responsible to (i) insure
the equipment against any damages caused to or
by the equipment, and (ii) do the maintenance of
the equipment during the term of the Trial. The
Institution and/or Principal Investigator agree
that the equipment shall remain in the same
condition during the Trial, with the exception of
ordinary depreciation.

Ak spolocnost Hexal alebo fou povereny
pracovinik  poskytne Indtiticii  a/alebo
Zodpovednému skasajucemu na aéely tohoto
Skusania zariadenie, In3titicia a Zodpovedny
skuajuci sa dohodli, Ze ani spolo¢nost’ Hexal,
ani nou poverena osoba nebud( zodpovedni za
(i) poistenie  zariadenia proti  vietkym
sposobenym  Skodam na zariadeni alebo
zariadenim a (ii) udrzbu zariadenia pocas doby
trvania Skusania. Institicia a/alebo Zodpovedny
skisajuci suhlasia s tym, Ze zariadenie pocas
obdobia trvania Skusania zostane v rovnakom
stave s vynimkou bezného opotrebovania,

During the term of the Trial, Institution and/or
Principal Investigator shall be responsible for
immediately  notifying  Hexal of any
malfunctioning equipment.

Pocas doby trvania Skusania budd Institicia
a/alebo Zodpovedny skusajlci zodpovedni za
okamzité oznamenie akychkolvek portch
zariadenia spolo¢nosti Hexal.

Following completion of the Trial or upon
discontinuation of the Trial for any reason, the
Institution and/or Principal Investigator, as the
case may be, shall return the equipment to Hexal
or alternatively, in the event the equipment
remains with the Institution and/or Principal
Investigator, the cost of such equipment will be
deducted from the last payment(s) to be made to
either the Institution or Principal Investigator, as
the case may be.

Po dokon¢eni Skusania alebo po ukonceni
ucasti v Skasani  z akéhokolvek  ddvodu
Inititacia a/alebo Zodpovedny skusajuci vratia
zariadenie spolo¢nosti Hexal alebo pripadne, ak
zariadenie  zostane v Indtitdcii  a/alebo
u Zodpovedného skisajuceho, cena takéhoto
vybavenia bude odpocitana od poslednej platby,
ktora ma byt podla okolnosti vyplatena bud’
Indtitacii alebo Zodpovednému skusajucemu,
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(1) Recruitment. Recruitment at the different sites | i) Nabor. Nabor na réznych pracoviskach, ktoré
participating in the Study is competitive and sa zicastiiuju  SkaSania, je konkuren¢ny
shall terminate when the total number of aukon¢i sa po prijati celkového poctu
evaluable Subjects listed in the Protocol has hodnotite'nych Ugastnikov uvedeného
been recruited to the Trial or, from time to time, v Protokole alebo pripadne ku skorSiemu diu,
at an earlier date as may be notified in writing ktory spolo¢nost Hexal pisomne oznami
by Hexal to the Institution and the Principle Zodpovednému skusajicemu.

Investigator.

The Institution and the Principle Investigator Institucia a Zodpovedny skusajuci poskytni
will provide Hexal an opportunity to review and spoloénosti  Hexal prilezitost  skontrolovat’
approve the content of any Trial recruitment aschvalit obsah akychkol'vek materidlov na
materials directed to potential Subjects before nabor do Skusania urcenych pre potencialnych
such materials are used. This requirement Ucastnikov, ato pred tym, ako sa tieto
applies to all such materials, regardless of materialy pouziju. Tato poziadavka plati pre
medium. vietky takéto materialy bez ohl'adu na médium.
If the Subject enrolment goal is not met within Ak ciel' zapisu Ucastnikov nebude splneny v
the specified time period due to unforeseeable stanovenom  ¢asovom obdobi z ddévodu
circumstances, and the Institution has been nepredvidatelnych okolnosti a Institicia sa
diligent in its efforts or Hexal has been unable to nalezite usilovala alebo spoloc¢nost Hexal
supply the Institution with the Material in nebola schopna dodat’ Indtiticii Material
sufficient quantities to support Subject v dostatoénom mnozstve na podporu naboru
recruiting, then Hexal may at its sole discretion Ugastnikov, spolocnost Hexal méze podla
either extend the Trial recruitment period or vlastného uvazenia bud predizit obdobie
otherwise modify the recruitment goal for the naboru do SkisSania, alebo inym spdsobom
Trial. zmenit’ naborovy ciel pre Skusanie.

Hexal is empowered to discontinue the Trial at Spolo¢nost Hexal je opravnena prerudit
Institution medical facilities in case of no or Skusanie v zdravotnickych  zariadeniach
poor enrolment. Institicie v pripade, Ze nabor nebude prebiehat

alebo bude nedostatocny.
() Data Integrity. The Institution shall at all times | j) Integrita udajov. InStiticia bude vzdy
maintain evidence to demonstrate adequate uchovavat’ dokazy preukazujice, zZe su
quality management systems and controls are in zavedené primerané systémy riadenia kvality
place to ensure reliability, quality and integrity a kontroly, aby sa zaistila spol'ahlivost, kvalita
of all data. a integrita vietkyvch udajov.
4. Payments to the Institution 4. Platby Institicii
(a) Payments. In full consideration for the | a) Platby. Vramei uplného zohl'adnenia
Services of [nstitution, Principal Sluzieb Institucie, Zodpovedného
Investigator and  Staff rendered in skusajuceho  a Persondlu  poskytnutych
compliance with the Protocol, Hexal shall v silade s Protokolom uhradi spolo¢nost
make payments to the Institution in Hexal platby InStiticii v  sdlade
accordance with the terms stipulated in s podmienkami stanovenymi v Prilohe A.
Schedule A.

(b) The Institution shall enroll the number of | b) Institucia pocas fazy naboru zapise do

evaluable Subjects (according to the
Protocol) in the Trial during the enrollment
phase. Notwithstanding the foregoing,
Institution agrees that Hexal and/or CRO
may unilaterally revise the number of
Subjects that Principal Investigator shall
enroll, and/or the timeframe for such
enrollment, via Study Instructions at any

Skasania stanoveny pocet hodnotitelnych
Ucastnikov (podl'a Protokolu). Bez ohl'adu
na vy§Sie uvedené InStiticia sihlasi s tym,
7e spolo¢nost’ Hexal a/alebo CRO mézu
jednostranne revidovat’ pocet Ucastnikov,
ktorych ma Zodpovedny skudajici zapisat
a/alebo €asovy ramec takéhoto zapisu, ato
kedykolvek  prostrednictvom  Pokynov
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time and that a contract amendment will not
be required to reflect this modification.

k skisaniu, a ze nebude vyzadovana zmena
Dohody. ktora by odrazala tito Gpravu.

(c) Financial obligations of the Institution. | ¢) Finanéné zaviizky InStiticie. Platby
The payments specified in Section 4(a) uvedené v élanku 4 pism. a) vyisie
above shall constitute the Institution’s sole predstavuji jedini odmenu Institicie za
remuneration for the conduct of the Trial. vykon Skusania. Institucia bude vyhradne
The Institution shall be solely responsible zodpovedna za zaplatenie vietkych dani a
for the payment of all taxes and other fees inych poplatkov, ktoré mozu vznikat, byt
possibly accruing, levied or payable in vyberané alebo splatné popri vyssie
addition to the payments set forth below. In stanovenych  platbach. 'V pripade, ze
the event that Hexal directly or through spolo¢nost’ Hexal priamo alebo
CRO has not given its prior express written prostrednictvom neposkytla svoj
approval regarding any costs or expenses, predchadzajici vyslovny pisomny suhlas,
the Institution shall be responsible for all pokial ide o akékol'vek ndaklady alebo
costs and expenses arising from the conduct vydavky, Inititicia nesie zodpovednost' za
of the Trial, including but not limited to, the vietky naklady a vydavky, ktoré vzniknu
remuneration of all Statf members. pri vykonavani SkiSania, okrem iného

vratane odmien vsetkych ¢lenov Persondlu.

(d) Each party represents and warrants to the | d) Kazdd zmluvnad strana prehlasuje aruci
other that the payment of the fees related to ostatnym, ze platba poplatkov suvisiacich
the conduct of the Trial (including payments s vykonavanim SkuSania (vratane platieb
to subcontractors, consultants, or other subdodavatelom, poradcom alebo inym
agents working on behalf of the Institution zastupcom pracujlicim v mene InStiticie
or as part of the Institution’s services to alebo v relevantnom pripade ako sucast
Hexal, as applicable) (i) represents the fair sluzieb Indtiticie spolotnosti Hexal) (i)
market value for the conduct of the Trial, predstavuje spravodlivil trhovi hodnotu za
(ii) has not been determined in any manner vykon Skusania, (ii) nebola stanovena
that takes into account the volume or value sposobom, ktory zohladiuje objem alebo
of any referrals, reimbursements or business hodnotu akychkol'vek odporucani, nahrad
between the Institution and Hexal, and (iii) alebo obchodu medzi Instituciou
is not offered or provided, in whole or in a spoloénost'ou Hexal a (iii) neponiika a ani
part, with the intent of, directly or indirectly, neposkytuje,  dplne  ani ciastocne,
implicitly or explicitly, influencing or sumyslom  priamo  ani nepriamo,
encouraging the recipient to purchase, predpokladane alebo vyslovne ovplyvnit
prescribe, refer, sell, arrange for the alebo povzbudit prijemcu, aby si kapil,
purchase or sale, or recommend favorable predpisal, odporu¢il, predal, dal pokyn na
formulary placement of a Hexal product or nikup alebo predaj alebo odporuéil
as a reward for past behavior. vyhodné formalne umiestnenie lieku

spolo¢nosti Hexal alebo ako odmenu za
spravanie v minulosti.

S Trial Results, Records and Audits = Vysledky, zaznamy, audity Skisania

(a) Use of Trial Results. Hexal and its agents shall | a) Pouzitie vysledkov SkiSania. Spolo¢nost’

have the unrestricted access and rights to use all Hexal a jej zastupcovia budd mat’ neobmedzeny

information resulting from the Trial for any and pristup aprava pouzivat' vietky informacie,

all lawful purposes. ktoré su vysledkom SkuSania, na akékol'vek
zakonné ucely.

(b) Audit by Hexal and Records. The Institution | b) Audit zo strany spolo¢nosti Hexal a zaznamy.

shall permit Hexal and its agents, during normal
business hours and at mutually agreeable times,
to inspect and make abstracts of records and
reports collected and generated by the Institution
and the Principal Investigator in the course of
conducting the Trial and to inspect the facilities

InStiticia umoZni  spolocnosti  Hexal ajej
zastupcom pocas beznej pracovnej doby avo
preskamat’

vzajomne  dohodnutom  ¢ase

zaznamy  aspravy, ktoré  zhromazdila
a vygenerovala InStiticia a  Zodpovedny
skisajici  vramei  vykonu  SkaSania, a
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at which the Trial is conducted to verify
compliance with this Agreement, the Protocol
and Applicable Laws and Regulations and the
accuracy of information provided in connection
with the Trial. The Institution shall make the
Staff available to Hexal and its agents in order to
discuss such records and reports and to resolve
any questions relating to such records and
reports. At the request of Hexal or its agents, the
Institution shall and shall procure that the Staff
shall immediately correct any errors or
omissions in such records and reports. The
Institution shall and shall procure that the Staff
shall preserve all records relating to the Trial
and the Subjects participating therein as required
by the Protocol and otherwise in accordance
with the Applicable Laws and Regulations, and
shall, in writing, offer such records to Hexal
before destroying or disposing thereof.

zabezpecit' si z nich vypisy a skontrolovat
zariadenia, v ktorych sa vykondva Skdsanie, za
ucelom overenia siladu s touto Dohodou,
Protokolom a Prisludnymi pravnymi predpismi
a nariadeniami a  presnosti  informacii
uvedenych v suvislosti so SkdSanim. Institicia
zaisti dostupnost’ Personalu spolo¢nosti Hexal
ajej zastupcom za uCelom prediskutovania

takychto  zaznamov  asprav  a vyrieSenia
akychkol'vek otazok tykajicich sa tychto
zaznamov  asprav. [Indtiticia na  Ziadost

spolocnosti Hexal alebo jej zastupcov opravi
a zabezpec¢i, ze Personal okamzite opravi
akékol'vek chyby alebo opomenutia v takychto
zazmamoch  aspravach.  InStiticia  bude
uchovavat’ a zaisti, Ze Personal bude uchovavat’
vietky zdznamy tykajice sa  SkiSania
a Ugastnikov, ktori sa ho zucastiiuju, tak, ako to
vyzaduje Protokol a inak v sulade s Prislusnymi
pravnymi predpismi a nariadeniami, a pred
zni¢enim alebo likvidaciou takychto zdznamov
ich pisomne pontikne spolo¢nosti Hexal.

(c)

Cooperation during Audit by Hexal. The
Institution shall cooperate, and shall cause the
Staff to cooperate, with Hexal and its
contractors and agents in the event of any
internal inspections or audits, upon reasonable
notice and during normal business hours. The
Institution shall furthermore make available to
Hexal and its contractors and agents (for
examination and duplication) all documentation,
data and information relating to the Trial.
Subject medical records will be made available
where appropriate for the purpose of source
document verification procedures as part of the
inspection or audit. The Institution also shall
make the Staff available to Hexal and its
contractors and agents to explain and discuss
such documentation, data and information.

9)

Spolupraca poéas auditu spolo¢nosti Hexal.
Inétiticia bude spolupracovat a zaisti, aby
¢lenovia  Persondlu  spolupracovali  so
spoloénostou  Hexal ajej  dodavatel'mi
a zastupcami v pripade akychkol'vek internych
kontrol alebo auditov, ato po primeranom
oznameni a pocas beznych pracovnych hodin.
Indtiticia d’alej poskytne spolo¢nosti Hexal a jej
dodavatel'om a zastupcom (na acely
preskiimania a kopirovania) vietku
dokumentéciu, Gdaje a informacie tykajice sa
Skisania. V ramci kontroly alebo auditu budi v
pripade  vhodnosti  spristupnené lekarske
zaznamy Ucastnika na ucely postupov overenia
zdrojového dokumentu. InStiticia tiez zabezpeci
dostupnost Persondlu pre spolocnost’ Hexal
ajej dodavatelov a zastupcov za Ucelom
vysvetlenia a prediskutovania takejto
dokumentacie, udajov a informacii.

(d)

Inspection by Competent Authority. If a
Competent Authority wishes to inspect the
Institution or the Principal Investigator in
connection with their participation in the Trial,
then the Institution and the Staff shall, to the
extent reasonably practicable, (i) immediately
notify Hexal thereof and use their best efforts to
obtain approval for Hexal or its agents to be
present at the inspection and (ii) cooperate with
the relevant Competent Authorities and comply
with the legitimate requirements of an
inspection. This also includes the making
available (for examination and duplication) of
documentation, data and information relating to

d)

Kontrola zo strany prisluSného orginu. Ak
chce Prislusny organ vykonat kontrolu
Indtiticie alebo Zodpovedného skusajiceho
v stvislosti s ich uc¢astou na Skasani, Institucia
a Personal v primerane realizovatel'nom
rozsahu: 1) okamzite informuje spolo¢nost
Hexal o tejto skuto¢nosti a vynalozi maximalne

usilie, aby ziskal schvalenie pritomnosti
spolo¢nosti Hexal alebo jej zastupcov na
kontrole a  ii)  bude  spolupracovat

s relevantnymi Prislunymi organmi a podvoli
sa opravnenym poziadavkam kontroly. To
zahrma aj spristupnenie (za G¢elom preskimania
a kopirovania) dokumentacie, Gdajov a
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the Trial. Subject medical records shall be made
available where required for source document
verification procedures as part of the inspection.
The Institution also shall make the Staff
available to the relevant Competent Authority to
explain and discuss such documentation, data
and information. The Institution will promptly
forward to Hexal copies of any inspection
findings that the Institution receives from a
Competent Authority or Ethics Committee, as
applicable, in relation to the Trial. The
Institution will provide Hexal with an
opportunity to prospectively review any
Institution responses to Competent Authority
inspections in regard to the Trial.

informdcii tykajicich sa Skusania. V pripade
potreby sa v rameci kontroly spristupnia lekarske
zaznamy Ucastnikov, ak sa to vyZaduje pre
postupy overovania zdrojovych dokumentov.
Inititicia tiez zaisti dostupnost’ Personalu
relevantnému Prislusnému organu za ucelom
vysvetlenia a prediskutovania takejto
dokumentacie, Gdajov ainformacii. Institicia
bezodkladne preposle spolo¢nosti Hexal kdpie
vietkych zisteni kontroly, ktoré InStiticia
dostane od Prisluiného organu alebo -etickej
komisie sohladom na Skusanie. Inititicia
poskytne spolo¢nosti Hexal prilezitost na
preskimanie pripadnych budicich odpovedi
Indtiticie na kontroly Prislusného orginu
v siwvislosti so Skisanim.

(e) Record retention. The Institution undertakes to | e) Uchoviavanie zdznamov. Institlcia sa zavizuje
keep all Trial-related documents, in particular uchovavat vietky dokumenty tykajice sa
the Subjects’ informed consent forms regarding. Skusania, najm#d formulare informovaného
the Study, CRFs, original data, ISF, etc. in sthlasu  Ugastnikov tykajice sa Skusania,
accordance with the Applicable Laws and formulare CRF, poévodné udaje, ISF, atd’.,
Regulations but at least for a minimum period of vsulade s Prislusnymi pravnymi predpismi
twenty-five (235) years from the completion of a nariadeniami, aviak minimédlne pocas obdobia
the Trial. Should Hexal decide to pursue dvadsiatich piatich (25) rokov od dokonéenia
retention of the Trial-related documents for a Skusania. Ak sa spoloénost Hexal rozhodne
longer period, Hexal shall duly inform the pokracovat v uchovavani  dokumentov
Institution prior to the end of the legal retention tykajicich sa Sku3ania po dlhiu dobu,
period indicated above and agree with the spoloc¢nost’ Hexal nalezite informuje Institiciu
Institution on the terms and conditions of such pred uplynutim vyssie uvedenej zdkonnej lehoty
additional retention. na uchovavanie a dohodne sa s Intituciou o

podmienkach takéhoto dodato¢ného
uchovavania.

6. Confidentiality 6. Zachovivanie ml¢anlivosti

(a) The Institution’s Obligations of | a) Povinnosti zachovavat’ micéanlivost’
Confidentiality. The Institution shall keep Institicie. Institicia zachova mléanlivost
confidential all Confidential Information (as o vietkych Dovernych informaciach (v zmysle
defined below) and shall limit access to the nizSie uvedenej definicie) a obmedzi pristup
Confidential Information to Hexal and to those k Dévernym informaciam na spoloénost Hexal
persons who require it for purposes atie osoby, ktoré ich potrebuju na acely
contemplated hereby. The Institution shall take uvedené vtejto Dohode. Indtitucia podnikne
all practicable steps to ensure that such persons vietky primerané kroky, aby zabezpecila, Ze
abide by the same obligations of confidentiality tieto osoby budi dodrziavat' tie isté zasady
as apply to the Institution under this Agreement. mlcanlivosti, aké sa vzt'ahuji na Institiciu na
Confidential Information includes: zaklade tejto Dohody. Ddverné informicie

zahrmaja:

(i)  all information and data provided by or on i) vietky informacie aadaje poskytnuté
behalf of Hexal, including but not limited spolo¢nost'ou Hexal alebo vjej mene,
to the Hexal investigator’s brochure for okrem iného vritane Broziry spolocnosti
the Trial; Hexal pre skusajiiceho pre Skisanie,

(ii) the provisions of this Agreement and the ii)  ustanovenia tejto Dohody a Protokolu a
Protocol; and

(iti) all information and data generated in iii)  vietky informécie a udaje vygenerované v
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connection with the Trial, including but
not limited to the CRFs and the data
contained therein.

suvislosti so Skusanim, okrem iného
vratane formularov CRF a udajov v nich
obsiahnutych.

Confidential Information is, shall become and
shall remain the property of Hexal.

Doverné informacie su, stani sa a zostanu
majetkom spolo¢nosti Hexal.

(b) Exclusions and Disclosure. The provisions in | b) Vynimky a spristupnenie. Ustanovenia ¢lanku
Section 6(a) above shall cease to apply to 6 pism. a) sa prestanti vztahovat na informacie,
information that later becomes part of the public ktoré sa neskor stanl sucastou verejnej sféry
domain through no fault of the Institution or the bez zavinenia Institicie alebo Persondlu, alebo
Staff or is later received from a third party budi neskor ziskané od tretej strany, ktord ma
having a right of disclosure. Confidential pravo na ich spristupnenie. Doverné informacie
Information may be disclosed to the extent mozu byt spristupnené v rozsahu vyzadovanom
required by law (after giving Hexal notice and pravnymi predpismi (po oznameni spolocnosti
an opportunity to contest the required disclosure, Hexal a poskytnuti moZnosti spolo¢nosti Hexal
if possible). The same shall apply to the napadnat’ pozadované spristupnenie, ak je to
treatment of the Subjects participating in the mozné). To isté plati na liechu Ucastnikov
Trial. zucastnujtcich sa Skidania.

(c) Confidential Information and Publication. In | ¢) Déverné informacie a publikacia. Okrem toho
addition, the Confidential Information referred moézu byt Ddverné informacie uvedené v ¢lanku
to in Section 6(a) (iii) above may be disclosed in 6 pism. a) bode iii) spristupnené v suvislosti s
connection with publications for its own internal publikaciami pre vlastné interné vyskumné a
research and educational purposes strictly vzdelavacie Gcely, ktoré prisne podliehaja
subject to Sections 7 and 8 below and the other ¢lankom 7 a 8 uvedenym nizsie dal§im
provisions of this Agreement. Such disclosure ustanoveniam tejto Dohody. Takéto
shall not contain any Confidential Information spristupnenie nesmie obsahovat’ Ziadne Déverné
other than that referred to in Section 6(a) (iii) informacie okrem tych, ktoré si uvedené v
above. ¢lanku 6 pism. a) bode iii).

(d) Confidential Information and Independent | d) Doverné informacie a neziavislé Etické
Ethics Committees. The Institution shall use its komisie. InstitGcia vynalozi maximadlne usilie,
best efforts to ensure that the members of the aby zabezpecila, Ze c¢lenovia Komisie budu
Committee agree to abide by the same sthlasit’ s dodrziavanim tych istych povinnosti
obligations of confidentiality as apply to the zachovania mlcanlivosti, aké sa vztahuji na
Institution under this Agreement. Inititiciu na zdklade tejto Dohody.

7 Publications % Publikacie

(a) Publication Procedure. On completion of the | a) Postup publikacie. Po dokonceni Skusania a

Trial and evaluation of the results, or
abandonment of the Trial, respectively, the
Institution or the Principal Investigator may
publish or otherwise publicly disclose the results
of the Trial or the treatment of any Subject
participating in the Trial for internal research
and educational purposes, subject, however, to
the following conditions and compliance with
Section 6(c) above. The same rules applies
whenever the Principal Investigator wishes to
make a presentation on all or part of the Trial
related information:

vyhodnoteni vysledkov alebo po pred¢asnom
ukonéeni Skisania mdZe Institucia alebo
Zodpovedny skusajici publikovat’ alebo inak
verejne spristupnit’ vysledky Skusania alebo
lietby akéhokol'vek Ucastnika zidastiiujiceho
sa Skusania za Ucelom interného vyskumu a na
vzdelavacie ucely, ktoré v3ak podliehaji
nasledujicim podmienkam a dodrzaniu vyssie
uvedeného ¢lanku 6 pism. c). Rovnaké pravidla
platia vzdy, ked Zodpovedny skusajici chce
poskytnit’™  prezentaciu  vietkych  alebo
niektorych mformacii tykajucich sa Skasania:

A copy of such disclosure shall be given to
Hexal for review, with reference to this
paragraph, at least ninety (90) business days
prior to delivery to any other party. Hexal has

Kopia takéhoto spristupnenia sa poskytne
spolo¢nosti Hexal za ucelom kontroly, ato
sodkazom na tento odstavec, minimalne
devit'desiat  (90) pracovnych dni  pred
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r the right to require amendments to any such
proposed presentation or publication on
reasonable grounds including without limitation:

dorucenim akejkol'vek inej strane. Spoloénost’
Hexal ma pravo pozadovat' zmeny a doplnenia
akejkol'vek navrhovane] prezentacie alebo
publikicie z primeranych dévodov, okrem
iného vratane:

(1) to ensure the accuracy of the i) zabezpecCenia presnosti prezentacie
presentation or publication; alebo publikacie,

(ii) to ensure that  proprietary ii) zabezpecenia, aby nedochadzalo k
information is not inadvertently nechcenému prezradeniu dévernych
divulged: informacii,

(iii) to enable intellectual property rights iii) umoznenia zaistenia prav
to be secured; dusevného vlastnictva,

(iv) to enable relevant supplementary iv) umoznenia poskytovania
information to be provided. prislusnych doplitujicich

informacii.

The Institution / Principal Investigator shall be
required to comply with any request to amend or
delete any statement in a proposed publication,
provided such request is based on any one of (i)
to (iv) above.

Indtiticia / Zodpovedny skasajlci buda povinni
podrobit’ sa akejkol'vek Ziadosti o zmenu alebo
vymazanie  akéhokol'vek  vyhldsenia v
navrhovanej publikacii za predpokladu, ze
takato Ziadost' je zalozena na ktoromkol'vek z
bodov i) az iv) vyssie.

If Hexal gives notice during such period that it
intends to file patent applications relating to
matters contained in such disclosure, disclosure
shall be delayed for up to an additional one
hundred and twenty (120) business days from
such notice to permit such filings.

Ak spolo¢nost Hexal poskytne pocas tohto
obdobia oznamenie, z¢ mad v U(mysle podat
patentové prihlasky shvisiace so zalezitostami
obsiahnutymi v takomto spristupneni, toto
spristupnenie bude pozdrzané o d'aldich az sto
dvadsat’ (120) pracovnych dni od tohto
oznamenia, aby sa umoznilo takéto podanie.

This period shall commence on the date of
receipt of the proposed publication or
presentation, or from the date when all relevant
data from the Trial are made available to Hexal,
whichever is later.

Toto obdobie zac¢ina diiom prijatia navrhovanej
publikacie alebo prezentacie alebo odo dna,
kedy sa spolocnosti Hexal spristupnili vietky
prisludné udaje zo Skusania, podla toho, ¢o
nastane neskor.

However, if at the end of such one-hundred and
twenty (120) business day period, despite the
use of diligent efforts on the part of Hexal,
additional time is necessary to complete the
filing of a patent application, Hexal may
request, and the Institution and/or the Principal
Investigator, as the case may be, shall grant, an
extension of the period of time within which to
file the patent application.

Ak je viak na konci takéhoto obdobia sto
dvadsiatich (120) pracovnych dni napriek
vynalozeniu nalezitého Usilia zo strany
spolo¢nosti  Hexal potrebny daldi ¢as na
dokon¢enie podania patentovej  prihlasky,
spoloénost’ Hexal mdze pozadovat' a Intitlicia
a/alebo Zodpovedny skisajuci podla okolnosti
umoznia prediienie obdobia, v ramci ktorého sa
ma podat’ patentova prihlaska.

No disclosure shall be made until results from
all sites have been received and analysed, or the
Trial has been abandoned at all sites. The first
publication of data shall be based on
consolidated data from all sites analysed
according to the Protocol, unless otherwise
agreed in writing by all the Principal

Kym nebudi ziskané a analyzované vysledky
zo vSetkych pracovisk alebo kym sa vo
vietkych pracoviskdch neukoné¢i Skdasanie,
nedéjde k Zziadnemu spristupneniu. Prva
publikicia udajov bude vychadzat
z konsolidovanych  udajoch zo  vSetkych
pracovisk, ktoré budi analyzované podla
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Investigators involved in the Trial and by Hexal.

Protokolu, ak sa vsetci Zodpovedni skusajuci
zapojeni do Skusania aspoloénost Hexal
pisomne nedohodni inak.

If a committee of Principal Investigators is
formed for publication of results of the Trial,
any separate publication by the Institution or the
Principal Investigator shall be delayed until the
initial publication by the committee or a
determination ‘is made by the committee not to
make such publication. If the committee does
not produce an initial publication within
eighteen (18) months after the results from all of
the sites have been received and analysed, and
the committee does not notify the Principal
Investigator that the committee intends to
produce a publication, then the Institution and
the Principal Investigator may publish or
otherwise disclose the results of the Trial (but
not the Trial in general) for internal research and
educational purposes, subject, however, to the
other conditions of this Section 7.

Ak sa vytvori vybor Zodpovednych skigajicich
za ucCelom publikacie vysledkov Skisania,
kazda samostatna publikacia Instituciou alebo
Zodpovednym skuSajicim sa pozdrzi az do
prvotnej publikacie vyborom alebo az do
rozhodnutia, Zze wvybor takdto publikaciu
nevykona. Ak wybor nevypracuje prvotnu
publikdciu do osemnastich (18) mesiacov po
prijati aanalyze vysledkov zo vietkych
pracovisk a vybor neoznami Zodpovednému
skiisajucemu, ze vybor ma v imysle vypracovat’
publikdciu, Institicia a Zodpovedny skusajuci
mozu publikovat’ alebo inak zverejnit’ vysledky
Skusania (ale nie SkuSanie vSeobecne) na
interné vyskumné a vzdelavacie uéely, avak
pod podmienkou splnenia ostatnych podmienok
tohto ¢lanku 7.

(b)

Content of Publications. Any such publication
or disclosure must comply with all Applicable
Laws and Regulations and must be limited to
scientific  findings. Such publications or
disclosures must, in particular, not constitute
promotion under the Applicable Laws and
Regulations.

b)

Obsah publikacii.  Akakolvek  takato
publikacia alebo zverejnenie musia byt v sulade
so vietkymi Prislusnymi pravnymi predpismi a
nariadeniami a musia byt obmedzené na
vedecké zistenia. Takéto publikacie alebo
zverejnenia nesmu predstavovat’ predovietkym
propagaciu  podla  Prislusnych  pravnych
predpisov a nariadeni.

Hexal and its agents may use, refer to and
disseminate reprints of scientific, medical and
other published articles which disclose the name
of the Institution and/or the Principal
Investigator consistent with applicable copyright
laws. Neither the Institution nor the Principal
Investigator shall disclose the existence of this
Agreement or its association with Hexal, or use
the name of Hexal or its agents in any press
release, article or other method of
communication, without the express prior
written approval of the party whose name is the
subject of the potential disclosure. Provided,
however, that in order for the Institution to
satisfy its reporting obligations, they may
identify Hexal as the Trial sponsor and disclose
the amount of funding received for the Trial, but
it shall not include in any such report any
information that identifies any Product by name
or the therapeutic area(s) involved in the Trial,
except as otherwise required by the Applicable
Laws and Regulations. The Institution, the
Principal Investigator and Staff shall not use the
name of Hexal or its agents or any information

Spolo¢nost Hexal a jeho zastupcovia médzu
pouzZivat, odkazovat na a Sirit dotlace
vedeckych, lekarskych a inych publikovanych
¢lankov, v ktorych sa zverejfiuje nazov
Indtitacie  a/alebo meno  Zodpovedného
skasajuceho v stlade s prislusnymi
autorskoprdvnymi predpismi. Institocia ani
Zodpovedny skusajici nezverejnia existenciu
tejto Dohody alebo jej vztahu k spolo¢nosti
Hexal, ani nebudi pouzivat’ nazov spolo¢nosti
Hexal alebo jej zastupcov v akejkol'vek tlacove;j
sprave, Clanku alebo v ramci iného spdsobu
komunikacie bez vyslovného predchadzajiceho
pisomného suhlasu strany, ktorej meno je
predmetom pripadného zverejnenia. Ak vsak
Institicia splni svoje oznamovacie povinnosti,
méze oznacit’ spoloénost’ Hexal ako zadavatel'a
Skisania a zverejnit sumu  finanénych
prostriedkov ziskanych na Sku3anie, ale do
ziadnej takejto spravy nesmie zahrni(t Ziadne
informacie, ktoré identifikuji akykol'vek Liek
nazvom alebo podla lie¢ebnych oblasti
zahrmutych do Skdsania, pokial nie je v
Prislusnych pravnych predpisoch a nariadeniach
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that identifies the Product or Trial in any social
media.

stanovené inak. InStiticia, Zodpovedny
skisajici a ¢lenovia Personalu nesma pouzivat
meno spolocnosti Hexal alebo jej zastupcov ani
ziadne informacie, ktoré identifikuju Liek alebo
Skusanie v ziadnych socialnych médiach.

Hexal and its agents may use the Institution and
the Principal Investigator contact details and
Trial status in Trial specific newsletters and on
the worldwide web for the purpose of
conducting this Trial. Newsletters may be
distributed to all participating sites and postings
to the worldwide web are for the purpose of
providing information to potential Subjects
regarding the Trial giving them the ability to
contact participating sites.

Spolo¢nost Hexal a jej zastupcovia mézu na
acely vykonavania tohto Skusania pouzivat
kontaktné udaje Inititicie a Zodpovedného
skusajiiceho a stav Skisania v buletinoch o
Skasani a na internete. Bulletiny mdzu byt
distribuované na vietky zacastnené pracoviska
a prispevky na internet slizia na poskytovanie
informacii potencidlnym Ucastnikov ohl'adom
Skusania, pricom im umoZnia kontaktovat
zU¢astnené pracoviska.

Inventions

Vynailezy

(a)

The Institution acknowledges that the results of
the Trial, as well as any discoveries, inventions
(whether or not patentable) and other matters
capable of intellectual property or similar
protection anywhere in the world relating in any
way to the Product, any Material or any
derivative or any improvement or use thereof
(the Inventions) arising from this Agreement
and the Trial shall, subject to the following
provisions of this Section, be owned by Hexal
and may be used and transferred by Hexal in its
sole discretion without any further payment or
obligation to the Institution or Principal
Investigator.

a)

Institicia berie na vedomie, ze vysledky
Skugania, ako aj akékol'vek objavy, vynilezy
(¢i uz patentovatelné alebo nepatentovatelne)
a dalSie predmety, ktoré mézu byt chranené
vramci duSevného vlastnictva alebo podobnej
ochrany kdekol'vek na svete, ktoré sa
akymkolvek  sposobom  tykaju  Lieku,
akéhokol'vek Materialu alebo akéhokol'vek ich
derivatu alebo akékol'vek ich vylepsenia ¢i
pouzitia (dalej ako Vyndlezy) vyplyvajlce
ztejto  Dohody  a SkaSania, s vyhradou
nasledujicich ustanoveni tohto ¢lanku, buda
vlastnictvom spolo¢nosti Hexal a spoloénost’
Hexal ich méze pouzit' aprevadzat podla
vlastného uvazenia bez akychkol'vek dalSich
platieb alebo zavidzkov voci Indtiticii alebo
Zodpovednému skisajicemu.

(b)

All intellectual property rights shall be governed
by the jurisdiction in which any such intellectual
property right has been conceived. To the extent
that the laws of the jurisdiction in which the
Trial is conducted would attribute ownership of
the intellectual property of the Inventions to the
Institution and/or the Principal Investigator,
each of them hereby irrevocably assigns to
Hexal their respective ownership interest under
any patent or other intellectual property rights
resulting from the Institution’s or the Principal
Investigator’s participation in the Trial at no
additional cost. To the extent that the applicable
mandatory provisions of law in the jurisdiction
would entitle the Institution and/or Principal
Investigator and/or the Staff the right to
compensation for any commercial exploitation
of such Inventions by Hexal, the parties shall
agree to a commercially reasonable level of
compensation, based on the parties’ respective
contributions to the Invention in question and

b)

Vsetky prava duSevného vlastnictva sa budu
riadit’ jurisdikciou, v ktorej bolo takéto pravo
dusevného vlastnictva vytvorené. V rozsahu, v
ktorom pravne predpisy jurisdikcie, v ktorej sa
Skisanie vykonava, by priradili vlastnicke
pravo duSevného vlastnictva k vyndlezom
Institicie a/alebo Zodpovednému skisajicemu,
kazdy z nich tymto neodvolatelne prevedie na
spolocnost’ Hexal svoj prislusny vlastnicky
narok na ziklade akéhokol'vek patentu alebo
inych prav dudevného vlastnictva vyplyvajicich
z Gcasti Intitucie alebo  Zodpovedného
skasajiceho v Skuosani, a to bez dalSich
nakladov. V rozsahu, v akom by prisluiné

kogentné ustanovenia pravnych predpisov
jurisdikcie opraviiovali  InStiticiu  a/alebo
Zodpovedného ski3ajiiceho a/alebo  ¢lenov
Persondlu k pravu na kompenziciu za
akékolvek  komeréné  vyuzitie takychto
Vynélezov spoloénostou Hexal, sa strany
dohodni na komeréne primerangj urovni
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having regard to standard industry practice in
such matters. The Institution would then be
responsible to pay the agreed amount to the
Principal Investigator or Staff as applicable. For
the avoidance of doubt, the collection and
processing of Trial results by the Institution
and/or the Principal Investigator in the normal
course of performance of this Agreement does
not constitute an Invention which would entitle
either to any compensation under this Section in
addition to the sums already provided in
Schedule A. The Institution and the Principal
Investigator shall notify Hexal immediately of
any Inventions in writing and shall provide such
information and cooperation as Hexal may
reasonably request from time to time to enable
Hexal to exercise its rights hereunder, including
but not limited to perfecting Hexal’s ownership
of such Inventions, the preparation, filing and
prosecution of patent applications related to
such Inventions, and the enforcement of patent
and other rights to said Inventions.

kompenzacie na zaklade prislu§nych prispevkov
zmluvnych stran k predmetnému Vynalezu a so
zretefom na Standardnt priemyselni prax v
tychto zalezitostiach. Institicia by potom bola v
relevantnych  pripadoch  zodpovednd  za
vyplatenie dohodnutej sumy Zodpovednému
skudajucemu alebo Personalu. Aby sa predislo
pochybnostiam, zhromaZd'ovanie a spracovanie
vysledkov  Skisania  Indtiticiou  a/alebo
Zodpovednym skiSajiicim v ramci bezného
plnenia tejto Dohody nepredstavuje Vynalez,
ktory by opravinoval k akejkolvek kompenzacii
na zaklade tohto ¢lanku navySe k Ciastkam uz
uvedenym v prilohe A. Inititucia a Zodpovedny
skisajuci  bezodkladne pisomne informuja
spolotnost Hexal o vsetkych Vynalezoch a
poskytnu také informdcie a spolupracu, ktort
moze spolocnost Hexal priebeZzne odévodnene
pozadovat, aby umoZnila spolo¢nosti Hexal
vykonavat’" svoje prava podla tejto Dohody,
okrem iného vratane ochrany vlastnickych prav
spolo¢nosti Hexal k takymto Vynalezom,
pripravy, podania a konania o patentovych
prihlagkach savisiacich s tymito Vynalezmi a
vynucovania patentu a inych prav k uvedenym

Vynalezom.
9. Term and Termination A Doba trvania a vypoved’
(a) Term. This Agreement enters into force on the | a) Doba trvania. Tato Dohoda nadobuda u¢innost

Effective Date and shall continue until the due
completion of the Trial unless terminated earlier
by the written agreement of the parties or under
the other provisions of this Section 9.

v Deni G¢innosti a bude platnd a (¢inna az do
riadneho ukonéenia Skuasania, pokial nebude
ukon¢ena skor na zaklade pisomnej dohody
stran alebo podl'a inych ustanoveni tohto ¢lanku
9.

(b) Termination by Hexal. Hexal, in its sole
discretion, shall have the right to terminate with
immediate effect the conduct of the Trial at any
time and give notice to the Institution
accordingly. Upon receipt of the notice to
terminate the Trial. the Institution shall
immediately take all reasonable steps to cease
conduct of the Trial at the Institution as soon as
reasonably possible and to protect the welfare of
Subjects participating in the Trial.

b) Vypoved” zo strany spoloénosti Hexal.
Spoloénost Hexal ma podl'a svojho vyhradného
uvazenia pravo kedykolvek vypovedat’ vykon
Skasania a  prislusnym sposobom o tom
informovat® Inétiticiu. Po prijati vypovede
oukonceni SkuSania InStiticia  okamzZite
podnikne vietky primerané kroky na to, aby ¢o
najskor ukoncila vykon Skuasania v Institdcii
a chranila prospech Ugastnikov ziéastiiujicich
sa Skusania.

(©) Termination by the Institution. The Institution
shall have the right to terminate the conduct of
the Trial if necessary to protect the welfare of
Subjects.

c) Vypoved® zo strany InStiticie. Institicia ma
pravo vypovedat' vykon Skusania, ak je to
potrebné na ochranu prospechu U¢astnikov.

(d) Termination due to Unavailability of the
Principal Investigator. In addition, either party
may terminate this Agreement with immediate
effect by written notice to the respective other
party if the Principal Investigator is no longer
available or terminates his or her relationship

d) Vypoved’ z dévodu nedostupnosti
Zodpovedného skidsajiceho. NavySe je
ktorakol'vek zo stran opravnena vypovedat tato
Dohodu s okamzitou platnostou pisomnym
oznamenim  prislusnej druhej strane, ak
Zodpovedny skuasajici uz nebude k dispozicii
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with the Institution, and a suitable replacement
cannot, after reasonable efforts by the
Institution, be found that is agreeable to Hexal.

alebo ak ukon¢i svoj vzfah s InStittciou
anebude moéct byt po primeranom Gsili
Institacie ndjdend vhodna nahrada, ktora bude
prijatelna pre spolo¢nost’ Hexal.

(e)

Termination for Breach etc. Either party may
terminate this Agreement with immediate effect
by written notice to the other in the event that (i),
the other party commits a material breach of this-
Agreement which (if remediable) is not
remedied within thirty (30) days of a written
notice from the non-defaulting party; or (ii) the
other party becomes insolvent.

e)

Vypoved’ z dévodu poruSenia a podobnych.
Ktorakol'vek strana modze vypovedatf tito
dohodu s okamzitou platnostou pisomnym
oznamenim druhej strane v pripade, Ze (i) druha
strana sa dopusti podstatného porusenia tejto
Dohody, ktoré (ak je napravitelné) nebude
napravené do tridsiatich (30) dni od pisomného
oznamenia strany, ktora neporusila Dohodu,
alebo (ii) druha strana sa dostane do upadku.

Any violation of the good clinical practices, the
Applicable Anti-Corruption Legislation, or data
protection provisions under the Applicable Laws
and Regulations shall be deemed to be a
material breach of this Agreement.

Kazdé poruSenie spravnej klinickej praxe,
Prislusnych protikorupénych pravnych
predpisov alebo ustanoveni o ochrane adajov
podla Prislusnych pravnych predpisov a
nariadeni bude povazované za podstatné
porusenie tejto Dohody.

(®

Respective Obligations in the Event of Early
Termination. In the event that the conduct of
the Trial at the Institution is terminated prior to
its completion other than by Hexal under
Section 9(e), Hexal shall pay to the Institution
the remuneration detailed in this Agreement for
the milestones which have been duly achieved to
the date of termination and all non-cancellable
expenses previously approved by Hexal. In the
event of early termination for any reason, the
Institution shall provide all such assistance as
Hexal shall reasonably require in order to ensure
an efficient handover of the conduct of the Trial
to a third party and with due regard for the
welfare of the Subjects.

PrisluSné povinnosti v pripade pred¢asného
vypovedania. V pripade, Ze sa vykon Skuania
v Institucii ukonéi pred jeho dokonéenim inym
spésobom ako spolo¢nost'ou Hexal v sulade s
¢lankom 9 pism. e), spolo¢nost’ Hexal vyplati
Indtiticii odmenu uvedent v tejto dohode za
medzniky, ktoré boli nalezite dosiahnuté do
datumu vypovede a vsetky nevypovedatelné
vydavky, ktoré predtym schvalila spolo¢nost
Hexal. V pripade predéasného ukonéenia z
akéhokol'vek dévodu poskytne Inititicia vietku
pomoc, ktori1 spoloc¢nost’ Hexal bude primerane
pozadovat, aby sa zabezpedilo (¢inné
odovzdanie vykonu Skusania tretej strane a pri
nalezitom zohladneni prospechu Ugastnikov.

(g)

Return of Documents and Material. Upon
termination of this Agreement for any reason the
Institution shall and shall procure that the Staff
shall return to Hexal all documents, Trial results
and Material used, generated or referred to in the
course of the Trial, and the Institution hereby
irrevocably waives any ownership interest or
intellectual rights worthy of protection of any of
the above.

Vritenie dokumentov a materidlov. Po
ukonéeni tejto Dohody z akéhokol'vek ddvodu
Institicia vrati a zaisti, aby Personal wvratil
spolocnosti Hexal vsetky dokumenty, vysledky
SkdSania a Material, ktoré boli pouzité,
vytvorené alebo na ktoré sa odkazovalo
v priehehu  Sku3ania, a InStiticia sa tymto
neodvolatel'ne vzdava akychkol'vek
vlastnickych narokov alebo prav dudevného
vlastnictva, ktoré si  zasluhujd  ochranu
cohokol'vek vy&sie uvedeného.

(h)

Survival. Sections 5, 6, 7, 8, 9, 10, 16(b), 16(c)
and 16(h) of this Agreement shall survive the
expiration or termination of the Trial and this
Agreement for a period of fifteen (15) years.

h)

Zachovanie platnosti. Clénky 5,6,7, 8,09, 10,
16 pism. b), 16 pism. ¢) a 16 pism. h) tejto
Dohody zostanii v platnosti aj po vypriani
platnosti alebo ukonéeni SkuSania a tejto
Dohody po obdobie pitnastich (15) rokov.

()

The Agreement shall be terminated in writing;
the termination can be effected by sending a

Platnost Dohody bude ukonéena pisomne.
Ukonéenie  mozno  uskutoénit  zaslanim
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letter to the other party by registered mail for
confirmation without undue delay. The
termination of this Agreement by e-mail
communication shall be excluded.

vypovede druhej strane doporuc¢enou poitou za
ucelom potvrdenia bez zbytoéného odkladu.
Ukoncenie platnosti tejto Dohody
prostrednictvom e-mailovej komunikacie sa

vylucuje.

10. Indemnification 10. Nihrada Skody

(a) Indemnification by Hexal. Hexal shall | a) Nihrada  Skody spolofnostou  Hexal.
indemnify the Institution and its directors, Spolo¢nost Hexal odskodni Zodpovedného
trustees,  authorized representatives  and skisajuceho,  Instittciu  ajej  riaditelov,
employees including the Staff (collectively, the spravcov, splnomocnenych zastupcov
Indemnitees) against any loss, liability or costs a zamestnancov vratane Persondlu (spolo¢ne
incurred in connection with a claim, demand, oznacenych ako OdSkodnené osoby) za
action, suit or proceeding (a Claim) arising out akékol'vek straty, zavizky alebo naklady, ktoré
of the participation of the Indemnitees in the vznikni v savislosti s ndrokom, poziadavkou,
Trial, except to the extent that the Claim results ukonom, zalobou alebo konanim (dalej ako
from (i) the failure of an Indemnitee to comply Nidrok), ktory vyvstava z Gcasti Odskodnenych
with this Agreement, the Protocol or with any osob v Skusani, s vynimkou pripadov, kedy
written instructions delivered by or on behalf of Narok vyplyva z (i) nedodrzania tejto Dohody,
Hexal or with the Applicable Laws and Protokolu alebo akychkolvek pisomnych
Regulations or (ii) any negligent act or omission pokynov doruéenych spolo¢nostiou Hexal alebo
of or wilful misconduct by an Indemnitee. v jej mene alebo Prislusnych pravnych prepisov

a nariadeni zo strany OdSkodnenej osoby alebo
(ii) akéhokol'vek nedbalého konania alebo
opomenutia  alebo  umyselného  zneuzitia
povinnosti zo strany Odskodnenej osoby.

(b) Conditions on the Indemnification by Hexal. | b) Podmienky nahrady S3Skody spoloénost'ou
Hexal’s indemnification obligations are subject Hexal. Na povinnosti spoloénosti Hexal
to the following conditions: tykajuice sa nahrady Skody sa vztahuju

nasledovné podmienky:
(i) Hexal shall have received notice of a i) Spolocnost’ Hexal dostala ozndamenie o

Claim or events likely to give rise to a
Claim without undue delay (but in any
case within ten (10) days after the
Institution or the Indemnitees seeking
indemnification shall have received
notice thereof).

Naroku alebo udalostiach, ktoré budu
pravdepodobne viest’ k vzniku Naroku,
a to bez zbytotného odkladu (ale v
kazdom pripade do desiatich (10) dni
po tom, ako InStiticia alebo
Odskodnené osoby, ktoré ziadaji o

all times to manage the defence of the
Claim, with the cooperation and
assistance of the Institution and the
Indemnitees seeking indemnification. In
no event shall the Institution or the
Indemnitees make or attempt to make
any settlement or make any admission
with respect to the Claim without the
prior written consent of Hexal.

odskodnenie, 0 nich obdrzia
oznamenie).
(ii) Hexal shall be given the opportunity at i) Spolo¢nosti  Hexal  bude  vidy

poskytnuta prilezitost' riadit’ obranu
pred Narokom v spolupraci s Instituciou
a Odskodnenymi osobami, ktoré ziadaju
o nahradu Skody, a s ich pomocou.
V ziadnom pripade Intitucia -alebo
Odskodnené osoby nemdézu uzatvorit
alebo sa pokusit’ uzatvorit’ akikolvek
dohodu alebo wvykonat akékol'vek
priznanie sohladom na Narok bez
predoSlého pisomného stthlasu
spolo¢nosti Hexal.

(iii) An Indemnitee seeking indemnification
shall take all reasonable steps to

ktora ziada o
vietky

iii) Odskodnena osoba,
nahradu  3kody, podnikne
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mitigate the amount of any Claim for
indemnification.

primerané kroky na zmiernenie vysky
akéhokol'vek Naroku na nahradu 3kody.

This indemnity will not inure to the benefit of any
Indemnitee’s insurer, by subrogation or otherwise. The
provisions of this Section 10 constitute the Indemnitees'
sole and exclusive remedy against Hexal in respect of all
Claims.

Tato nahrada skody nebude mat’ za nasledok prospech
akéhokol'vek  poistovatela  Odskodnenej  osoby
prevzatim prav veritela zaplatenim pohladavky alebo
inym spdsobom. Ustanovenia tohto ¢&lanku 10
predstavuji jediny a vyluény napravny prostriedok
Odskodnene) osoby voci spoloénosti Hexal v suvislosti
so vietkymi Narokmi.

11. Notices

1. Oznamenia

Any notice required or given by either party hereunder
shall be in writing. Such notices shall be deemed
received on the date delivered personally, or five (5)
days after the date postmarked if sent by registered mail
or recorded delivery, return receipt requested, postage
prepaid to the address stated on top of this Agreement or
to any address as may be communicated at a later date
under this Section 11.

Akékol'vek oznamenie vyzadované alebo poskytnuté
ktoroukolvek zo zmluvnych stran musi byt pisomné.
Takéto oznamenia sa povazuju za prijaté vden
osobného doruc¢enia alebo pidt’ (5) dni po datume na
podtovej peciatke, ak su zaslané doporucene alebo na
dorucenku, je vyziadané potvrdenie o prijati,
predplatené poStovné, a to na adresu uvedenu v zahlavi
tejto Dohody alebo na ind adresu, ktora moze byt
oznamena neskor v stlade s tymto ¢lankom 11.

Hexal:

Hexal:

Hexal AG,

Hexal AG,

Industriestr. 25

Industriestr. 25

83607

83607

Holzkirchen, Germany

Holzkirchen, Nemecko

Attention: Global Head Clinical Operations

K rukam: Global Head Clinical Operations

With a copy to:

8 kopiou pre:

Syneos Health UK Limited

Syneos Health UK Limited

Farnborough Business Park,

Farnborough Business Park,

1 Pinehurst Road,

| Pinehurst Road,

Farnborough, Hampshire, GU14 7BF,

Farnborough, Hampshire, GU14 7BF,

United Kingdom

Spojené kralovstvo

Institution:

Institucia:

Univerzitnd nemocnica - Nemocnica svitého Michala,
a:5:

Univerzitna nemocnica - Nemocnica sviitétho Michala,
a. s.

Satinského [. 7770/1

Satinského 1. 7770/1

811 08 Bratislava, Slovak Republic

811 08 Bratislava, Slovenska republika

Attention: Ing. Kristina Kunikova

K rukam: Ing. Kristina Kunikova

Telephone:

Telefon:
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Email: E-mail:

12. Transparency 12 Transparentnost’

(a) Hexal collects, records and publishes | a) Spolo¢nost Hexal zbiera, zaznamenava a
Information (as defined below) regarding zvergjnuje informacie (ako st definované
Transfers of Value. nizsie) tykajlce sa Prevodov hodnoty.

(b) For the purpose of this clause, "Transfer of | b) Na ucely tohto ustanovenia ,.Prevod
Value" means any direct or indirect transfer of hodnoty* znamena akykolvek priamy alebo
value, in cash or in kind or otherwise, which nepriamy prevod hodnoty v hotovosti alebo
relates to: donations and grants, funding for v naturaliach alebo inak, ktory sa tyka darov
research and development, including but not a grantov, financovania vyskumu a vyvoja,
limited to, clinical trials and non-interventional okrem iného wvratane klinickych skasani
studies, non-monetary benefits in connection a neintervenénych §tadii, nepenaznych vvhod
with attending continuing medical education vsavislosti  sucastou na  konferenciach
conferences, including conference/registration o dalsom lekarskom  vzdelavani, vratane
fees, sponsorship, agreements, as well as travel konferenénych/registraénych poplatkov,
and accommodation expenses, service and sponzorstva, dohdd, ako aj cestovnych
consultancy fees, as well as other benefits in a ubytovacich nakladov, poplatkov za sluzby
kind. a poradenstva, ako aj daldich wvyhod

v naturaliach.

(c) For the purpose of this clause. "Information” | ¢) Na ucely tohto ¢lanku . Informécie zahfiiaja
includes, without limitation, the amounts okrem iného sumy priraditelné Prevodom
attributable to Transfers of Value, the name and hodnoty, meno a obchodna adresu
business address of the healthcare professionals zdravotnickych pracovnikov a/alebo
and/or healthcare organizations, types of non- zdravotnickych organizacii, typy ziskanych
monetary  benefits received, the relevant nepenaznych vyhod, prislusné vykazované
reporting period for a Transfer of Value and the obdobie v pripade Prevodu hodnoty a ucel
purpose of the Transfer of Value. Institution and Prevodu hodnoty. Indtiticia a Zodpovedny
Principal Investigator acknowledge and agree skusajuci beru na vedomie a sthlasia s tym, Ze
Hexal may have certain disclosure and reporting spolo¢nost’ Hexal méze mat uréité povinnosti v
obligations, including, without limitation, the oblasti zverejiiovania a vykazovania, okrem
disclosure/reporting of fees and amounts iného  vratane  zverejniovania/vykazovania
payable pursuant to this  Agreement. poplatkov a sim splatnych podl'a tejto Dohody.
Accordingly,  Institution and  Principal Indtiticia a Zodpovedny skiSajici preto
Investigator  shall report to Hexal any oznamia  spolonosti  Hexal  akékol'vek
Information made for a Transfer of Value. Informécie, ktoré sa tykaji Prevodu hodnoty.
Reports shall be in the form provided by, or Spravy budi mat formu poskytnuti alebo
approved in advance by, Hexal. Hexal shall have vopred  schvaleni  spoloc¢nostou  Hexal.
the right to review receipts and other Spolo¢nost Hexal ma pravo kontrolovat
documentation of Institution and Principal potvrdenia a ini dokumentdciu Institicie a
Investigator related to such Transfers of Value. Zodpovedného skusajuceho, ktora sa tyka

takychto Prevodov hodnoty.

13, Data Privacy 13. Ochrana osobnych idajov

13.1 Roles of the parties. For the purposes of
this Agreement, both the Institution and
Hexal shall be considered Data
Controllers as defined by the Applicable
Laws and Regulations.

13.1 Ulohy strin. Na lcely tejto Dohody sa
tak Indtitacia, ako aj spoloc¢nost’ Hexal
povazuji za Prevadzkovatelov Gdajov v
zmysle definicie v Prislusnych pravnych
predpisoch a nariadeniach.

Each party shall be individually and
separately responsible for complying with
the obligations that apply to it as a
controller under Applicable Laws and

Kazda strana je individudlne a samostatne
zodpovedna za plnenie povinnosti, ktoré
sa na nu  vztahujd ako na
prevadzkovatela na zdklade Prisluinych

CTA CSOK383412301, MUDr. Pavol
KUSENDA, FEBO, Univerzitng nemocnica -

Confidential: Business
Use only

Nemocnica svdrého Michala, a. s.

|BCD/Hexal Bipartite CTA Institution template

v2.0 24Apr2020]

Page 20 of 43

CTA (CSOK383412301, MUDr. Pavol KUSENDA,
FEBO, Univerzitndg nemocnica - Nemocnica svéitého

Déverne: iba na
obchodné ucely

Michala, a. 5.
[BCD/Sablona dvojstrannej dohody CTA medzi
spolotnostou Hexal a Indtitaciou v2.0 24. aprila

2020]

Strana 20 z43



zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček


Regulations. The Institution shall be
considered Data Controller with respect to
the medical treatment and the medical
records. Hexal, the sponsor, shall be
considered Data Controller with respect to
the “Research Data”, meaning any data,
including personal data concerning any
Trial Staff or Trial Subjects).

pravnych predpisov a nariadeni. Institiicia
sa povazuje za Prevadzkovatel'a udajov,
pokial' sa jedna o lekarske oSetrenie a
lekarske zaznamy. Spolocnost’ Hexal,
zadavatel, sa povazuje za
Previadzkovatel'a udajov s ohladom na
»Vyskumné udaje”, teda akékol'vek tdaje
vratane osobnych tdajov tykajicich sa
ktoréhokol'vek ¢lena Personalu v ramci
Skisania alebo Ucastnikov klinického
skusania).

13.2 Provisions on the collection and
processing of data by the Institution
and the Principal Investigator.

13.2 Ustanovenia o zbere  a spracivani

udajov InStiticiou a Zodpovednym
skusajicim.

(a) The collection and processing of Research a) Zber a spracovanie Vyskumnych Gdajov sa
Data shall be performed in compliance with budi spracovévat’ v silade s touto Dohodou
this Agreement and as indicated in the a tak, ako je to uvedené v Protokole, vo
Protocol, the Informed Consent Form and Formulari  informovaného  suhlasu a
any written instructions issued by Hexal. akychkolvek pisomnych pokynoch
Research Data collected by the Institution in vydanych spolo¢nostou Hexal. Vyskumné
the Case Report Form shall be processed by udaje  zhromazdené Inétiticiou v
the Institution only for the purpose of the Zazrnamovom formulari (castnika skiSania
performance of this Agreement. However, budi spracavané Institiciou vyhradne za
the Institution may use the data collected in ucelom plnenia tejto Dohody. InStiticia
the course of the Trial for the Trial Subject’s’ viak méze vyuzit Odaje zhromazdené v
treatment purposes. priecbehu  SkaSania na aéely liecby

Ugastnika klinického skiisania.

(b) Processing of Research Data shall be b) Spractvanie Vyskumnych ddajov bude
performed by the Principal Investigator, vykonavat’ Zodpovedny skusajlci,
Trial Staff and other authorized persons on Skisobny personal a ostatné poverené
the need to know basis. The Institution shall osoby na zaklade opodstatnenej potreby
be responsible for managing access to the informovanosti. Institicia bude zodpovedna
Research Data providing the details in the za spravu pristupu k Vyskumnym udajom,
Institution’s possession or control. pricom poskytne informacie, ktoré drzi

alebo kontroluje.

(c) The Institution shall ensure Trial Staff ¢) Institicia  zabezpeci., aby  Skusobny
processing Research Data have appropriate personal, ktory spracuva Vyskumné udaje,
skills and training to handle personal data mal primerané schopnosti a bol primerane
and maintain its confidentiality. preskoleny pre zaobchadzanie s osobnymi

iidajmi a na zachovanie ich dévernosti.

(d) Research Data must be kept confidential. It d) O vyskumnych udajoch musi byt
shall not be disclosed or transferred to any zachovavana mlcanlivost’. Bez
third party without prior written approval of predchadzajiceho  pisomného  sihlasu
Hexal. In case such disclosure includes spolo¢nosti Hexal sa nesmu spristupnit’ ani
personal data, the third party receiving the preniest k akejkolvek tretej strane. V
data must have a wvalid ground under pripade, Ze takéto zverejnenie obsahuje
Applicable Laws and Regulations to receive osobné udaje, musi mat’ tretia strana, ktora
and process such data. Research Data may adaje prijima, platny ddovod na prijatie a
be disclosed where required by Applicable spracovanie  takychto udajov  podla
Laws and Regulations or when requested by Prislusnych pravnych predpisov a nariadeni.
a data protection authority. Vyskumné udaje moézu byt zverejnené, ak

to vyzaduji Prisluiné pravne predpisy a

nariadenia, alebo na Zziadost organu na
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ochranu tudajov.

(e) The Institution shall implement appropriate

administrative, technical and physical
security measures to protect personal data
using current industry best practices taking
into consideration the state of the art of
applicable technologies.

e) Indtiticia zavedie vhodné administrativne,
technické a fyzické bezpecnostné opatrenia
za Ucelom ochrany osobnych uadajov
pomocou stcasnych osvedéenych postupov
v tomto odvetvi, pricom zohladni aktualny
stav prislusnych technolégii.

(f

The Institution shall comply ~with any
instructions regarding the coding of
Research Data issued at any time by Hexal
in accordance with Applicable Laws and
Regulations and best practice.

f) Institdcia bude dodrziavat' vietky pokyny
tykajtice sa kodovania Vyskumnych udajov,
ktoré spolo¢nost’ Hexal kedykol'vek vyda, a
to v salade s Prislusnymi pravnymi
predpismi a nariadeniami a osvedéenymi
postupmi.

(2)

The Institution shall maintain procedures to
detect and respond to a personal data breach,
as defined under Applicable Laws and
Regulations, including breach of security
leading to the accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure of, or access to, personal data
transmitted, stored or otherwise processed.
The Institution shall notify Hexal of any
personal data breach, related to the
processing of the Research Data, without
undue delay, but no later than twenty-four
(24) hours of discovery of such breach. The
Institution and Hexal shall reasonably
cooperate to remediate a personal data
breach and liaise with each other before
reporting a personal data breach to the
relevant authority.

g) Indtitucia zachovava postupy na zistovanie
a reagovanie na poruSenia ochrany
osobnych udajov, ako je vymedzené v
ramci Prislusnych pravnych predpisov a
nariadeni, vratane poruseni bezpecnosti
veducich k nahodnému alebo nezakonnému
zniceniu, strate, pozmeneniu,
neopravnenému zverejneniu alebo pristupu
k prenaSanym, uloZzenym alebo inak
spraciivanym osobnym udajom. Ingtitlcia
oznami spolocnosti Hexal kazdé poruSenie
ochrany osobnych udajov, ktoré stvisi so
spractivanim Vyskumnych tdajov, a to bez
zbyto¢éného odkladu, najneskér vsak do
dvadsiatich $tyroch (24) hodin od zistenia
takéhoto porusenia. Institucia a spoloénost
Hexal budi primerane spolupracovat' za
Gcelom  napravy  poruSenia  ochrany
osobnych  udajov. a  budd  spolu
komunikovat’ pred oznamenim porudenia
ochrany osobnych udajov prislunému
organu.

13.3 Information to Data Subjects. The

Institution and the Principal Investigator
shall provide Trial Subjects, in accordance
with  the Applicable Laws and
Regulations, with an Informed Consent to
participate in the Trial approved by the
sponsor Hexal and the relevant Ethics
Committee. Such Informed Consent shall
be signed prior to Trial Subject’s
participation in the Trial. The Institution
and/or the Principal Investigator shall
timely inform Hexal when a Subject
withdraws consent or opposes the use of
his’her personal data, as per Applicable
Laws and Regulations. The parties agree
to collaborate in the context of Trial
Subjects’ individual requests.

13.3 Informicie pre Dotknuté osoby.
Institicia a  Zodpovedny  ski8ajuci
poskytnii Ugastnikom klinického skiisania
v shlade s Prislusnymi pravnymi
predpismi a nariadeniami Informovany
sthlas za uéelom uéasti na Skasani, ktory
schvalil zadavatel, spolo¢nost’ Hexal a
prislusna  Eticka  komisia.  Takyto
Informovany stihlas bude podpisany pred
tym, ako sa Ugastnik klinického skugania
zatne zucastnovat SkuaSania. InStitlcia
a/alebo Zodpovedny skuSajuci budi véas
informovat’ spolo¢nost’ Hexal o tom, ze
Ucastnik vzal sahlas spit alebo namieta
voc¢i pouzitiu svojich tdajov v silade s
Prislusnymi  pravnymi predpismi a
nariadeniami. Strany sthlasia, ze budd
spolupracovat’ s ohl'adom na individualne
poziadavky ~ Uctastnikov  klinického
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skusania.

13.4 Trial Staff Personal Data. Prior to and
during the course of the Trial, the
Principal Investigator and Trial Staff may
be required to provide personal data
which falls within the scope of the
Applicable Laws and/or is needed for the
implementation of the Agreement. The
Institution and the Principal Investigator
agree to inform Trial Staff that their
personal data will be processed by Hexal.
Sharing an appropriate privacy notice with
such staff members following the
framework attached as Schedule C
obtaining appropriate consent to the extent
it is required by the Applicable Laws.

13.4 Osobné udaje SkuSobného personalu.
Pred Skusanim a v jeho priebehu sa od
Zodpovedného skisajuceho a

- Skusobného persondlu mdze vyzadovat,
aby poskytli osobné Gdaje, ktoré spadaji

do rozsahu  Prislusnych  pravnych
predpisov  a/alebo si  potrebné na
implementaciu Dohody. Instittcia

a Zodpovedny sk(sajici suhlasia s tym,
ze budi informovat’ Skusobny personal,
7e jeho osobné tdaje budu spraciivané
spoloénostou  Hexal. Vyzaduje sa
poskytnutie vhodného oznamenia
o ochrane osobnych udajov s takymto
¢lenom personalu v silade sramcom
uvedenym  vprilohe C  aziskanie
prislusného suhlasu podla poziadaviek
Prislusnych pravnych predpisov.

13.5 Transfer of data. Hexal may transfer
personal data to other affiliates of thé
Hexal group of companies and their
respective agents worldwide. Hexal and
its affiliates and respective agents will
apply adequate privacy safeguards to
protect such personal data. Personal data
may also be disclosed as required by
individual competent authorities or
Applicable Laws, for example to report
serious adverse events and comply with
drug safety laws and regulations.

13.5 Prenos udajov. Spoloc¢nost” Hexal mdze
prenasat’ osobné adaje inym pridruzenym
spolo¢nostiam skupiny spolo¢nosti Hexal
aich prislusnym zastupcom na celom
svete. Spolocnost’ Hexal a jej pridruzené
spolocnosti  aprislusni  zastupcovia
uplatnia primerané opatrenia na ochranu
sikromia za CGOc¢elom ochrany tychto
osobnych Odajov. Osobné udaje sa mézu
zverejiiovatt aj podla  poziadaviek
jednotlivych prislusnych organov alebo

Prisludnych pravnych predpisov,
napriklad  pri hlaseni  zavaznych
nepriaznivych  udalosti  a dodrziavani
pravnych predpisov a nariadeni

o0 bezpeénosti liekov.

13.6 Retention of data. Personal data will be
kept only for the period necessary to fulfil
the purposes of the collection unless a
longer retention period is required or
permitted by Applicable Laws.

13.6 Uchovivanie ddajov. Osobné udaje sa
budi uchovavat’ iba po dobu nevyhnutnu

na splnenie acelu zhromazdovania,
pokiall  Prisluiné  privne  predpisy
nevyzaduju alebo nepovoluji dlhsie

obdobie uchovavania.

14. Debarment of Institution/Principal | 14. Vylicenie Institiicie/Zodpovedného
Investigator or other restrictions from the skisajiiceho alebo iné obmedzenia od
Competent Authorities Prisludnych organov

(a) Debarment. The Institution certifies that the | a) Vyliacenie. Institucia potvrdzuje, ze

Principal Investigator and itself are not debarred
or more generally under a prohibition under the
relevant Applicable Laws and Regulations to
perform their activities. They certify that they
will not use in any capacity the services of any
person debarred (or otherwise under a
prohibition to perform their activity) with
respect to services to be performed under this

Zodpovedny skusajuci a sama Institicia nie su
vylac¢eni alebo vo v3eobecnejSom zmysle
nepodliehajii zakazu vykonavat' svoje &innosti
podla  Prislusnych  pravnych  predpisov
a nariadeni. Potvrdzuji, ze v shvislosti so
sluzbami, ktoré sa maju poskytovat podla tejto
Dohody, nebudu v ziadnom pripade vyuzivaf
sluzby ziadnej vyluéenej osoby (alebo na ktoru
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Agreement. During the term of this Agreement
and for three (3) years after its termination, the
Institution will notify Hexal or CRO as
instructed promptly if this certification needs to
be amended in light of new information.

sa vztahuje iny zakaz vykonavat' jej ¢innost).
Pocas platnosti tejto Dohody a pocas troch (3)
rokov od jej ukonéenia Institiicia bezodkladne
poda podla pokynov oznamenie spolocnosti
Hexal alebo CRO, ak bude potrebné toto
potvrdenie zmenit' a doplnit’ na zdklade novych
informacii.

(b) Investigations, Inquiries, Warnings or | b) VySetrovania, skimania, varovania alebo
Enforcement Actions Related to Conduct of vynucovacie opatrenia sfivisiace
Clinical Research. The Institution certifies that s vykonavanim klinického skaSania. Instittcia
are not the subject of any past the Principal potvrdzuje, ze sa na Zodpovedného skidajiceho
Investigator and itself or pending governmental ani na fu nevztahuju Zziadne minulé alebo
or regulatory investigation, inquiry, waming, or neuzatvorené¢  vladdne  alebo  regulacné
enforcement action (collectively, Competent vysetrovania, skumania, varovania alebo
Authority Action) related to its conduct of donucovacie opatrenia (d’alej spolo¢ne len ako
clinical research that has not been disclosed to Opatrenie prislusného organu) tykajlice sa
Hexal. The Institution will notify Hexal vykonavania klinického skdsania, ktoré neboli
promptly if it receives notice of or becomes the spolo¢nosti  Hexal oznamené. Intiticia
subject of any Competent Authority Action bezodkladne informuje spolo¢nost Hexal, ak
regarding its compliance with ethical, scientific, dostane ozndmenie alebo sa stane predmetom
or regulatory. standards for the conduct of akéhokol'vek Opatrenia prisluiného organu
clinical research, if the Competent Authority tykajiceho sa jeho dodrziavania etickych,
Action relates to events or activities that vedeckych alebo regulaénych noriem na
occurred prior to or during the period in which vykonavanie klinického ska8ania, ak sa
the Trial was conducted. Opatrenie prisluiného organu tyka udalosti

alebo ¢innosti, ku ktorym doslo pred obdobim,
v ktorom bolo Skasanie vykonavané, alebo
pocas neho.

15 Subcontractors 15. Subdodivatelia
The Institution shall not retain any subcontractor Institucia neprenecha Ziadnemu
to perform any of its obligations under this subdodavatelovi plnenie akychkolvek jegj
Agreement without the prior written consent of povinnosti na zaklade tejto Dohody bez
Hexal. Any such consent shall not relieve the predchadzajuceho pisomného sthlasu
Institution of its obligations hereunder. spoloénosti Hexal. Akykol'vek takyto suhlas

nezbavuje Institiciu jej povinnosti podla tejto
Dohody.
Whenever a subcontractor is appointed and Vzdy, ked je subdodavatel menovany a
approved by Hexal, the Principal Investigator schvéleny spoloc¢nostou Hexal, Zodpovedny
shall be responsible for the oversight of the skusajici bude zodpovedny za dohlad nad
subcontractor’s personnel as part of the Trial pracovnikmi  subdodavatela ako  s(casti
Staff. Skiisobného personalu.
16. Miscellaneous 16. Rozne
(a) Assignment. The obligations under this | a) Postiipenie. Zavizky vyplyvajice ztejto

Agreement are personal to the Institution and
neither this Agreement, nor any right or
obligation hereunder may be assigned by the
Institution to any third party. Hexal reserves the
right to assign to its Affiliates or to procure the
performance by its Affiliates of some or all of
its rights and obligations under this Agreement,
including the payment or collection of monies
due hereunder. Hexal shall be entirely liable for

Dohody st osobne vo vzt'ahu k Instittcii a ani
tato Dohoda, ani ziadne préva alebo povinnosti
ztejto Dohody nemdézu byt Institaciou
postipené ziadnej tretej strane. Spolocnost
Hexal si vyhradzuje pravo postupit’ svojim
PridruZzenym spolo¢nostiam alebo zabezpecit,
aby jej Pridruzené spolocnosti plnili niektoré
alebo vsetky jej prava a povinnosti na zaklade
tejto Dohody, vratane platby alebo vyberu
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the acts and omissions of its Affiliates, which
are not parties to this Agreement. Affiliates shall
mean any person or legal entity that controls or
is controlled by or is under common control
with Hexal. The term Control shall mean the
possession, directly or indirectly, of at least fifty
percent (50%) of the share capital or voting
rights or of the power to direct or cause the
direction of the management and policies of a
legal entity, whether through the holding of
voting common shares, by contract or otherwise.
A person who is not a signatory to this
Agreement may not enforce any of its terms.

penazi, ktoré su splatné na zdklade tejto
Dohody. Spolo¢nost Hexal nesie plnu
zodpovednost’ za konanie a opomenutia svojich
Pridruzenych spoloc¢nosti, ktoré nie si stranami
tejto  Dohody.  Pridrufené  spoloCnosti
znamenaji akiukolvek fyzicki alebo pravnicka
osobu, ktora ovlada alebo je ovladana
spoloc¢nostou Hexal alebo je pod jej spoloénou
kontrolou. Pojem Ovlddanie bude znamenat
vlastnictvo, priame alebo nepriame, minimalne
pat'desiatich percent (50 %) zakladného imania
alebo hlasovacich prav alebo pravomoc riadit’
alebo ovplyvnit' riadenie a zasady pravnickej
osoby, ¢ uZ prostrednictvom drzby akcii
s beznym hlasovacim pravom, zmluvne alebo
inym sposobom. Osoba, ktora nie je signatarom
tejto Dohody, nesmie vymahat dodrziavanie
akychkol'vek jej ustanoveni.

(b)

Legal position of the parties. This Agreement
shall not create any relationship of employment
between Hexal and the Staff or an agency or
partnership, respectively, between Hexal and the
Institution and shall not give either party any
authority to bind the respective other party.
Neither Hexal nor the Institution may use the
other party’s name in connection with any
notification or other publication without the
respective other party's consent.

b)

Pravne postavenie strian. Tato Dohoda
nevytvara Zziadny pracovny vztah medzi
spoloénostou  Hexal a Persondlom alebo
zastipenie  respektive  partnerstvo  medzi
spoloénostou Hexal a Inititiciou a nedava
ziadnej zo stran Zziadne opravnenie zavizovat'
prislusna druha stranu. Ani spolo¢nost Hexal
ani Inititicia nemézu pouzivat meno druhej
strany v stvislosti s akymkol'vek ozndmenim
alebo inou publikdciou bez suhlasu druhej
strany.

(c)

Governing Law & Jurisdiction. This
Agreement shall be governed by and construed
in accordance with the laws of Slovak Republic.
All disputes arising in connection with this
Agreement shall be resolved by the courts in
Slovak Republic.

c)

Rozhodné privo a jurisdikcia. Tato Dohoda
sa bude riadif abude wvykladand v silade
s pravnymi predpismi Slovenskej republiky.
Vietky spory vyvstdvajice v suvislosti s touto
Dohodou budu riesit sady v Slovenskej
republike.

(d)

Invalidity and Severance. In the event that any
part of this Agreement is held to be invalid or
unenforceable, the remainder of this Agreement
shall not be affected thereby and shall remain in
full force and effect.

d)

Neplatnost’ a oddelitel'nost’. V pripade, Zze
niektora cast’ tejto Dohody bude prehlasena za
neplatnt alebo nevynatitelni, zostavajica Cast
tejto Dohody tym nebude dotknuta a zostane
v plnej platnosti a aéinnosti.

(e)

Amendment. Any amendment or change of this
Agreement shall be made in writing; the written
form clause shall also apply to the amendment
or change of this Section 15(e).

e)

Dodatky. Akeékolvek dodatky alebo zmeny
tejto Dohody bud( vykonané pisomne. Dolozka
o pisomnej forme sa vztahuje aj na dodatok
k tomuto ¢lanku 15 pism. e) alebo jeho zmenu.

(H)

Entire Agreement. This Agreement and any
Schedule, Protocol and documents referred to in
this Agreement, shall constitute the entire
agreement between the parties in relation to the
conduct of the Trial. Each party acknowledges
that in entering into this Agreement, it does not
rely on any other promise, warranty, or other
provision except as expressly provided for in
this Agreement and that all conditions,

Uplnia dohoda. Tito Dohoda a akakolvek
Priloha, Protokol a dokumenty, na ktoré sa
odkazuje v tejto Dohode, tvoria (plnt dohodu
medzi stranami v suvislosti s vykonavanim
Ski3ania. Kazda strana berie na vedomie, ze pri
uzatvarani tejto Dohody sa nespolieha na Ziadne
iné sluby, zaruky ani iné ustanovenia, s
vynimkou pripadov. ktoré su  vyslovne
stanovené v tejto Dohode, a Zze vietky

CTA CSOK383412301, MUDy. Pavol Confidential: Business
KUSENDA, FEBQ, Univerzing nemocnica - Use only
Nemocnica svarého Michala, a. s,

[BCD/Hexal Bipartite CTA Institution template
v2.0 24Apr2020] Page 25 of 43

CTA ('SOK383412301, MUDr. Pavol KUSENDA, Déverné: ibana
RO, Univerzitnd nemocnica - Nemocnica svdtého obchodné ucely
Michala, a. s.

[BCD/Sabléna dvojstrannej dohody CTA medz

spolo¢nost'ou Hexal a Indtitieiou v2.0 24 aprila

2020]

Strana 25 z 43



zdenka.martinusova
Textový rámček


warranties and other terms implied by statute or
implicitly are hereby excluded to the fullest
extent permitted by law.

podmienky, zaruky a daldie ustanovenia
vyplyvajice zo zdkona alebo implicitne si
tymto vyluené v maximalnom rozsahu
povolenom pravnymi predpismi.

(2)

No waiver. No failure or delay by a party in
exercising any right or remedy provided by law
or pursuant to this Agreement shall impair such
right or remedy, be construed as a waiver, or
preclude its exercise at any subsequent time. No
single or partial exercise of any such right or
remedy shall preclude any other or further
exercise of it or the exercise of any other right
or remedy.

g)

Vyligenie vzdania sa prav. Ziadne nesplnenie
alebo  omeskanie strany pri  vykone
akéhokol'vek  prava alebo opravného
prostriedku zakotveného pravnymi predpismi
alebo podla tejto Dohody nebude mat’ vplyv na
takéto pravo alebo opravny prostriedok, nebude
vykladané ako vzdanie sa prav a ani nebude
vylucovat’ jeho uplatnenie kedykolvek neskor.
Ziadne jednorazové alebo &iastoéné uplatnenie
takého prava alebo opravného prostriedku
nebrani akémukolvek inému alebo d'aldiemu
uplatiiovaniu tohto prava alebo uplatneniu
akéhokol'vek iného prava alebo opravného
prostriedku.

(h)

No Third Party Rights. Unless expressly set
forth in this Agreement, nothing in this
Agreement shall confer any rights on any person
who is not a party to this Agreement.

h)‘

Vyliiéenie prav tretich strian. Pokial to nie je
v tejto Dohode vyslovne stanovené, ni¢ v tejto
Dohode neudeluje Ziadne prava akejkolvek
osobe, ktord nie je stranou tejto Dohody.
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| IN WITNESS WHEREOF, Hexal and the Institution | NA DOKAZ TOHO spoloénost Hexal a Inititicia
executed this Agreement through their duly authorised | podpisali tuto Dohodu prostrednictvom svojich riadne

representatives. splnomocnenych zistupcov.
CRO ON BEHALF OF HEXAL/ UNIVERZITNA NEMOCNICA - NEMOCNICA SVATEHO
CRO V MENE SPOLOCNOSTI HEXAL MICHALA, A. S.
By/Podpisal(a): By/Pod |
Name/Meno: Ing. Iva Hlobilova, PhD. Name/Mémodoc, MUDF. Branislav Delej PhD., N?PH ]
Title/Funkcia: Authorized Signatory/ Title/Funkeia: Chairman of Board of directors and /
Opravnena podpisujtica osoba eneral director / predseda predstavenstva a
Eenerélny riaditel’
Date/Datum: Date/Datum:;

\ddress of the Institution/

\dresa Institucie:

Satinského [. 7770/1

811 08 Bratislava

Slovak Republic / Slovenska republika
Phone/Telefon:

Fax/Fax: N/A
CTA CSOK383412301, MUDr. Pavol Confidential: Business | CTA ('SOK383412301, MUDr. Pavol KUSENDA, Déverné: iba na
KUSENDA, FEBO, Univerzitnd nemocnica - Useonly | FEBO, Univerzitnd nemocnica - Nemocnica svidiého obchodné udely
Nemocnica svarého Michala, a. s. Michala, a. .
[BCD/Sablona dvojstrannej dohody CTA medzi
[BCD/Hexal Bipartite CTA Institution template spolo¢nost'ou Hexal a Instithciou v2.0 24, aprila
v2.0 24 Apr2020] Page 27 0of 43 | 2020] Strana 27 z43



zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček


Schedule A

Priloha A

Payments

Platby

General Terms. Institution (hereinafter Payee) will be
compensated as outlined in Schedule A for Subjects
properly enrolled in the Trial. This amount constitutes
the full compensation for the work to be completed by
the Institution, including all work and care specified in
the Protocol for the Trial, along with all overhead and
administrative services. No compensation will be
available for Subjects enrolled in the Trial in violation of
the Protocol.

Vieobecné podmienky. Institicia (dalej len Prijemca
platby) bude odmenovany tak, ako je uvedené v Prilohe
A za Ugastnikov riadne zapisanych do Skisania. Tato
¢iastka predstavuje tplnd odmenu za pracu, ktord ma
Institacia vykonat, vratane vietkych prac a starostlivosti
uvedenych v Protokole pre Skiianie, ako aj vietkych
rezijnych nakladov a administrativnych sluzieb. Za
Utastnikov zapisanych v SkaSani v rozpore s
Protokolom nebudu dostupné ziadne odmeny.

Payment Terms: Hexal, through CRO, shall pay to the
Payee 2,406.61€ per Subject (plus VAT, if applicable), to
conduct the Trial. Payment shall be made every quarter
by CRO and be based on the data entry to CRF
supporting enrolled Subject visitation. Payments will be
made for completed visits and treatment related costs in
accordance with Schedule A, unless otherwise noted in
the Agreement. For each payment, including any Screen
Failures (as defined below) that may be payable under
the terms of this Agreement, Payee will be paid the total
amount earned, less 10%, for the Final- Payment
(hereinafter defined). Payee must submit any final
invoices within thirty (30) calendar days after the close-
out visit of the Trial at the Institution. For the avoidance
of doubt, CRO will not pay invoices presented more than
three (3) months after the relevant CRFs have been
received. In any event no invoice will be paid more than
three (3) months after completion of the Trial.

Platobné podmienky: Spolo¢nost’ Hexal,
prostrednictvom CRO, vyplati Prijemcovi platby
2,406.61€ za Uctastnika (a ak je to relevantné, plus
DPH) za uc¢elom vykonu Skiisania. Platbu vykona CRO
kazdy Stvrtrok a tato bude vychadzat z Gidajov zadanych
do formulara CRF, ktoré su dokladom o ndvSteve
zapisanych Ucastnikov. Platby sa uhradia za dokoncéené
navstevy a naklady suvisiace s liecbou v sdlade s
Prilohou A, pokial’ nie je v Dohode uvedené inak. Za
kazdu platbu vratane akychkol'vek Zlyhani skriningu (v
sulade s nizdie uvedenou definiciou), ktora moze byt
splatna podla podmienok tejto Dohody, bude
Prijemcovi platby vyplatena celkova cCiastka zniZena
010% za Zavereéni platbu (definovana nizsie).
Prijemca platby musi predlozit’ vietky koneéné faktiry
do tridsiatich (30) kalendarnych dni po zavereénej
navsteve v ramci Skdsania v Instittcii. Aby sa predislo
pochybnostiam, CRO nebude platit' faktiry predlozené
viac ako tri (3) mesiace po prijati prislusnych
formularov CRF. V Zziadnom pripade nebude faktura
preplatena viac ako tri (3) mesiace po ukonceni
Skdsania.

Pass-Through Payments from Hexal: Payments are
considered to be pass-through payments from Hexal that
will be sent after such payments are received by CRO
from Hexal. CRO shall have no liability for any failure to
make payments if required funding is not provided to
CRO in advance by Hexal. Invoices will be paid by CRO
within thirty (30) days of invoice issue date.

Preposielané platby od spoloénosti Hexal: Platby sa
povazuju za preposielané platby od spoloénosti Hexal,
ktoré sa odosli po prijati tychto platieb CRO od
spolocnosti Hexal. CRO nenesie zodpovednost za
akékol'vek neuskutoénenie platieb, ak spolo¢nost” Hexal
neposkytne CRO potrebné finanéné prostriedky vopred.
Faktary bud( uhradené CRO do tridsiatich (30) dni od
datumu vystavenia faktiry.

Non-Procedural Costs. Payee will be paid for additional
non-procedural costs that are pre-approved by Hexal. To
request payment for such costs, Payee will remit an
itemized invoice to CRO with documentation and
receipts  substantiating  agreed-upon  pass-through
expenses. Any non-procedural pass-through expenses
will be invoiced only in the amount actually incurred
with no mark-up, up to the maximum amounts shown in
Schedule A.

Neproceduralne naklady. Prijemcovi platby budi
preplatené dalSie neproceduralne naklady, ktoré boli
vopred schvdlené spolocnostou Hexal. Ak chce
Prijemca platby poziadat o Ghradu tychto nakladov,
zaSle CRO podrobni faktiru s dokladmi a potvrdeniami
odévodiiujicimi  dohodnuté  prenasané  ndklady.
Akeékol'vek neproceduralne prenasané naklady sa budu
fakturovat’ iba vo vyske skutogne vynaloZenej ciastky
bez ziadne] prirazky, az do maximalnych sim
uvedenych v Prilohe A.
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Unscheduled Visits/Procedures: Payee will not be
reimbursed for any additional testing, treatment, or
procedures not required by the Protocol or specified in
the Clinical Trial Agreement. For additional AE visits,
only procedural costs will be reimbursed separately as
per negotiated procedural costs.

Neplianované navstevy/procediry: Prijemcovi platby
nebudi uhradené Zziadne d'alsie testovania, liecby ani
procedary, ktoré nie s vyzadované v Protokole alebo
uvedené v Dohode o klinickom skua3ani. V pripade
dalsich navitev suvisiacich s neziaducimi udalostami
budu osobitne uhradené iba procedurdlne naklady podla
dohodnutych  podmienok  thrad  proceduralnych
nakladov.

Unscheduled Visits/Procedures: Payee will not be
reimbursed for any additional testing, treatment, or
procedures not required by the Protocol or specified in
the Clinical Trial Agreement. For additional AE visits,
only procedural costs will be reimbursed separately as
per negotiated procedural costs.

Neplinované navstevy/procediry: Prijemcovi platby
nebud( uhradené ziadne dalSie testovania, lieCby ani
procedary, ktoré nie si vyzadované v Protokole alebo
uvedené v Dohode o klinickom sku$ani. V pripade
d'alsich navstev suvisiacich s neziaducimi udalostami
budu osobitne uhradené iba proceduralne naklady podla
dohodnutych  podmienok  dhrad  proceduralnych
nakladov.

Final Payment. At the conclusion of the Study, all CRFs
and Trial -related documents will be promptly made
available for Hexal review. The final payment (“Final
Payment”) will not be due and payable until the entirely
and duly completed Case Report Forms (CRFs) were
sent to and have been accepted by Hexal. CRO will
perform final reconciliation of all payments made to date
against total amount due and will promptly pay Payee
amounts remaining unpaid, if any. Payee will promptly
reimburse CRO any unearned or overpaid amounts
previously paid to Payee within thirty (30) calendar days
of notification by Hexal or CRO.

Zivereéna platba. Na konci Skisania budi vsetky
formulare CRF adokumenty suvisiace so Skusanim
okamzite spristupnené za ticelom kontroly spolo¢nost'ou
Hexal. Zavere¢na platba (dalej len ako ,.Zavereéna
platba™) nebude splatnd, pokym nebudii spolocnosti
Hexal zaslané tplne a riadne vyplnené Zaznamové
formulare Géastnika klinického skasania (CRF) a
nebudi rou akceptované. CRO vykona kone¢né
vyrovnanie vietkych doteraz vykonanych platieb voci
celkovej splatnej sume a bezodkladne zaplati Prijemcovi
platby pripadné zvyiné nezaplatené sumy. Prijemca
platby bezodkladne vrati spolo¢nosti CRO akékol'vek
nezaslizené sumy alebo sumy preplatkov, ktoré boli
predtym vyplatené Prijemcovi platby, a to do tridsiatich
(30) kalendarnych dni od ozndmenia zo strany
spolo¢nosti Hexal alebo CRO.

Taxes. Dane.

(1) The amounts set forth in the following tables | (1) Sumy uvedené v nasledujicich tabulkdch budi
shall be exclusive value added tax (“VAT™). If bez dane z pridanej hodnoty (d'alej ako ,,DPH®).
the Payee is VAT registered, and if VAT is Ak je Prijemca platby registrovany pre acely
required under the Applicable Law, VAT should DPH a ak sa podla Prislusnych pravnych
be added and shown on the invoice by the Payee predpisov pozaduje DPH, pripotita Prijemca
at the applicable VAT rate, along with Payee’s platby DPH a uvedie ju na faktire v prislusne)
VAT registration number. If VAT reverse charge sadzbe DPH spolo¢ne s registratnym &islom
mechanism applies under Applicable Law, Payee DPH Prijemcu platby. Ak sa podl'a Prislusnych
will not add VAT to the invoice, and the pravnych predpisov uplatiiuje mechanizmus
appropriate wording should be displayed on the prenesenia danovej povinnosti, Prijemca platby
invoice in accordance with Applicable Law. na faktaru neprida DPH a na faktire by sa mal

uviest prislusny text v silade s Prislusnymi
pravnymi predpismi.

(2) The Payee shall be solely responsible for the | (2) Prijemca platby je vyluéne zodpovedny za

payment of any and all taxes or other charges
that are or may be levied. Unless expressly
approved by Hexal prior to incurring the cost or
expense, the Institution shall be responsible for
all costs and expenses incurred by it in
conducting the Trial. CRO and/or Hexal will not

zaplatenie vSetkych dani a poplatkov, ktoré sa
odvadzajii alebo mozu odvadzat. Ak to
spolocnost’ Hexal vyslovne neschvali pred
vznikom nakladov alebo vydavkov, [nStiticia
nesie zodpovednost za v3etky naklady
a vydavky, ktoré jej vznikn( pri vykonavani
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be responsible for the withholding or payment of
any such required contributions or taxes. Payee
accepts full responsibility for reporting all
payments received, under this Agreement, to the
relevant taxation authorities as required by
Applicable Law.

Skusania. CRO a/alebo spolo¢nost Hexal
nebudi niest’ zodpovednost' za zadrZanie alebo
zaplatenie akychkol'vek takychto poZadovanych
prispevkov alebo dani. Prijemca platby prebera
plnd  zodpovednost za ohlasenie vetkych
platieb prijatych podla tejto Dohody prislunym
dariovym organom tak, ako to vyZzaduju
Prislu$né pravne predpisy.

Screen Failures. A Screen Failure is a consented Trial
Subject who fails to meet the screening visit criteria and
is thus not eligible for enrolment into the Study (“Screen
Failure™). Screen Failures will be reimbursed, if at all, as
outlined in the budget table below.

Zlyhania skriningu. Zlyhanie skriningu je Ugastnik
klinického skasania, ktory udelil sthlas a nesplnil
kritéria  skriningove] navStevy, a preto neplni
podmienky zdpisu do SkiSania (d'alej ako Zlyhanie
skriningu). Ak sa vyskytni, zlyhania skriningu budua
preplatené tak, ako je uvedené v tabulke rozpoctu
nizsie.

Payee. The payments will be made to the following
Payee and address:

Prijemca platby. Platby budi vypldcané
nasledujicemu Prijemcovi platby a na nasledujicu
adresu:

Payee Name: Univerzitna nemocnica - Nemocnica
svitého Michala a.s.

Payee Address: Satinského 1.7770/1, 811 08
Bratislava, Slovak Republic

Payee Tax Identification Number: 2022738586

Payee Bank Account Details:
Bank Name:
Bank Addres

Bank Account Number:

3048

IBAN Number

SWIFT Code:

Email address for remittance information:
kristina

Meno Prijemcu platby: Univerzitna nemocnica -
Nemocnica svitého Michala a.s.

Adresa Prijemcu platby: Satinského 1.7770/1, 811
08 Bratislava, Slovenska republika

Dariové identifikacné ¢islo Prijemcu platby:
2022738586

Udaje o bankovom Géte Prijemcu platby:
Nazov banky:
Adresa banky

Cislo hankového' uétu;

Cislo IBAN

SWIFT kéc

E-mailova aaresa pre intormacie o prevoae:
kristina

In case of changes in the Payee’s bank account
details, Payee is obliged to inform CRO in
writing, but no amendment to this Agreement
shall be required.

V pripade zmien v (dajoch o bankovom ucte
Prijemcu platby je Prijemca platby povinny
pisomne informovat CRO, ale nie je potrebna
ziadna zmena a doplnenie tejto Dohody.

10. Invoices. All invoices must be issued and
forwarded to the following as instructed:

10. Faktiry. V3ietky faktiry musia byt vystavené a
odovzdané podla nasledujucich pokynov:

Hexal AG

C/O Syneos Health UK Limited

Attn. Principal Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: DEI31170111

Re: Project Code 7011408A

Hexal AG

C/O Syneos Health UK Limited
Attn. Principal Investigator Payment
Department

Farnborough Business Park

I Pinchurst Road

Farnborough

Hampshire

GU 14 7BF, Spojené kralovstvo
DIC: DEI31170111

Re: Project Code 7011408A
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E-mail:
Investig

E-mail:
Investig

All payment related queries may be directed to:

Vsetky otazky suvisiace s platbami musia byt
zasielané na adresu:

Each invoice must contain: (1) Sponsor’s name -
Hexal, (2) Protocol number, (3) project code, (4)
Principal Principal Investigator’s name, (5) a
summary of the reimbursement to be made in
compliance with the Schedule A, and (6) if the
Payee is VAT registered, the VAT registration
number or if VAT reverse charge mechanism
applies, the note “VAT reverse charge
applicable™.

Kazda faktra musi obsahovat: (1) nazov
Zadavatela - Hexal, (2) ¢islo Protokolu, (3) kod
projektu, (4) meno Zodpovedného skisajiiceho,
(5) zhrnutie uhrady, ktora sa ma vykonaf
vsulade s Prilohou A, a (6) ak je Prijemca
platby registrovany pre ucely DPH, registraéné
¢islo DPH alebo, ak sa uplatriuje mechanizmus
prenesenia dafiovej povinnosti na Gcéely DPH,
poznamku ,Uplatiuje sa prenesenie danovej
povinnosti na Gcely DPH™.

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation.

Prijemca platby neziska Ziadne platby za prend3ané
naklady, pri ktorych Prijemca platby nepredlozil
faktické kopie faktar alebo inG dokumenticiu, ktora
jasne dokazuje, ze vydavky boli skuto¢né, primerané a
overitelné vo vyske predlozenej na thradu.

Whenever as part of the Material specific equipment
(such as fridges, or other appliance) is needed to perform
the Trial, Hexal will compensate the Institution for the
price of the leasing of such equipment by the Institution.
The Institution shall provide Hexal with written evidence
of the price paid for the leasing of the equipment in order
to be reimbursed.

Kedykolvek sa na vykonanie Skusania vyzaduje ako
sucast’ Materialu urcité vybavenie (ako st chladnicky
alebo iné pristroje), spolo¢nost’ Héxal nahradi Institdcii
cenu lizingu takého zariadenia zo strany Institicie.
Intitacia poskytne spolo¢nosti Hexal pisomné doklady
o zaplatenej cene za lizing zariadenia, aby ju mohla
preplatit’.
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Sponsor: /
Zadavatel:

Sandoz Inc.

Protocol Number: / oq61 583412301
Cislo protokolu:

A 52-week multicenter, randomized, double-masked, 2-arm parallel study to compare efficacy,
safety and immunogenicity of SOK583 to Eylea®, administered intravitreally, in patients with
. neovascular age-related macular degeneration /
Title: / A : o i ; ;: ; 5 > s x
N3 _ 52-tyzdiové, multicentrické, randomizovang, dwojito maskované, dwojramenneé paraleiné klinické
RE skusanie na porownanie ucinnosti, bezpetnosti a immunogenicity SOK583A1 a Eyley®,
podavane] intravitralne u Ucastnikov s neovaskulamou vekom podmienenou degeneraciou
makuly

Protocol Version: / 2.0/29-Jan-2021 /
Verzia protokolu: 2.0/29-Jan-2021

Project: / 7011408
Projekt:

Locatio'n: I Slovakia
Lokalita:

Ov?.ljhe‘ad Pfarcent: / 15.00%
Percento rezijnych nakladov:

Currency: / £ o e

Mena:
Institution: / ;. 0. itna nemocnica - Nemocnica sv. Michala, a.s.
Institucia:
Principal Investigator: / vy, payg Kusenda, FEBO
Zodpovedny skasajici: '

CTA CSOK383412301, MUDr. Pavol
KUSENDA, FEBO, Univerzitng nemocnica -
Nemocnica svétého Michala, a. s.

[BCD/Hexal Bipartite CTA Institution template
v2.0 24Apr2020)
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Trial Subject Visits ' e
(inclusive of applicable overhead)/ Nélilla d; e
Navstevy Géastnikov skusania ' nE
(vratane prislusnych rezijnych nakladov)

Scrtet'ening 4 Vis'i!“1 / 250,24
Skrining — 1. naviteva
Visit 2-D1/

232.42
2. navsteva — 1. def
Visit 3-D8 /

129.15
3. naviteva — 8. den
Visit 4 - D29 /
4. naviteva — 29. den A8
Visit 5- D57 /
5. naviteva — 57. den Fre.en
Visit 6 - D113/
6. naviteva — 113. den e
Visit 7- D169/

28

7. naviteva — 169. def Shvae
Visit 8 - D225 /
8. nasteva — 225. den 247,58
Visit 9 - D281/

230.92
9. naviteva — 281. den
Visit 10 D337/ ) 207 58
10. naviteva — 337. deit
Visit 11 - D365 (EOS) / 192.74
11. naviteva — 365. deri (koniec klinického skusania) ’

Total Cost Per Trial Subject /
Celkové naklady na ucastnika klinického 2,406.61
skusania

CTA CSOK 383412301, MUDr. Pavol
KUSENDA, FEBO, Univerzitna nemocnica -
Nemocnica svdtého Michala, a. 5.
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[BCD/Hexal Bipartite CTA Institution template
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Nemocnica svdtého Michala, a: s. Michala, a. s.
[BCD/Sabléna dvojstrannej dohody CTA medzi
spolo¢nostou Hexal a InStiticiou v2.0 24. aprila

Page 34 of 43 | 2020]

Additional Trial Subject/ Treatment Related Costs *
(inclusive of applicable overhead)/
Dalsie naklady na uéastnika klinického ska3ania/stvisiace s lieébou 2
(vratane prislusnych rezijnych nakladov)
Visit 2 - D2 (PK substudy) ¢/
2. naviteva — 2. defi (farmakokinetické vedlajsie 53.82
klinické skusanie) ©
Visit 5 - D58 (PK substudy) ®/
5. naviteva — 58. den (farmakokinetické vedlajsie 40.94
klinické skuganie) ®
Monthly Interval Visit (includes urine pregnancy test)
°/ 5.52
Naviteva v mesacnych intervaloch (zahfiia mocowy ’
tehotensky test) °
Screen Failure at Screening/Visit 1 o 250.24
Neuspesny skrining pri skriningu/1. naviteve * '
Screen Failure at Visit 2/Day 1/ —
Netspe&ny skrining pri 2. naviteve/v 1. defi * '
Unscheduled Visit * / INVOICE /
Neplanovana naviteva FAKTURA
Re-Consent / 713
Opétowné ziskanie suhlasu '
Serum Pregnancy / 7 59
Sérowy tehotensky test )
Urine Pregnancy / 207
Mocow tehotensky test '
Central Laboratory Assessments - includes
venipuncture, prep and shipping (repeat labs outside
Protocol time points) /
VyS§etrenia v centralnom laboratoriu — zahfria 6.90
venepunkciu, pripraws a dopraw (opakovane
laboratéme w3etrenia mimo ¢asowch bodov podia
protokolu)
PK sample collection (unscheduled time points as
per Protocaol) / 575
Odber farmakokinetickych vzoriek (neplanované '
casowe body podla protokolu)
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Additional Trial Subject/ Treatment Related Costs =
(inclusive of applicable overhead)/
Dalsie naklady na Géastnika klinického skisania/savisiace s lieébou ?
(vratane prislusnych rezijnych nakladov)

PK sample handling/shipping (unscheduled time
points as per Protocol) / 5.52
Manipulacia/doprava farmakokinetickych vzoriek
(neplanované Easové body podla protokolu)

Additional Post Injection Assessments (each) until
IOP stabilization o Bk
DalSie wSetrenia po injek€nom podani (kazde) aZz do ’
stabilizacie wutroo&ného tlaku 7

Treat f Fellow Eye ®/
.re'a ment of Fellow : ye 591.00
Liecba druhého oka

Site procurement of non-clinical supplies for VT ° /
Dodawka neklinického materialu pre intravitrealne 160.45

(IVT) injekcie na pracovisko 4

Footnotes:
Poznamky pod ¢iarou:

M Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, study
drug dispensing and accountability, AE/SAE reporting, CRF/eCRF completion, meeting attendance, audits,
monitoring visits, assignment of subject and randomization numbers. /
() Medzi naklady patria okrem inych aj nasledujuce: &as personalu straveny s (i¢astnikmi sku$ania pocas procedir,
vydavanie a evidencia skisaného lieku, hlasenie neziaducich udalosti/zavaznych neziaducich udalosti, vypliianie
formularov pripadovych sprav/elektronickych formuldrov pripadovych sprav. Géast na schodzkach, audity,
monitorovacie navstevy, priradovanie ¢isel ti¢astnikov a randomizaénych ¢isel.

@ If applicable, will be reimbursed after CRF data is entered by Institution. /
) Ak sa vzt'ahuji na dany pripad, budi preplatené, ked’ ingtiticia zadd idaje do formulara pripadovej spravy.

G} To be paid based on actual procedures performed, plus applicable additional services and overhead. /
) Uhradia sa na ziklade skutoéne vykonanych procedir spolu s prislusnymi d'al3imi sluzbami a rezijnymi nakladmi.

) pursuant to the Agreement, two (2) Screen Failures will be reimbursed. Thereafter, additional Screen Failures will
be reimbursed at a rate of two (2) Screen Failures for every three (3) Trial Subjects randomized. Failure to adhere to
the above limits will not create Hexal or CRO liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. /
@ Podla zmluvy budi preplatené dva (2) nelispesné skriningy. Nasledne budi preplatené d’alSie dva (2) netispesné
skriningy na kazdych troch (3) randomizovanych uGcastnikov ski3ania. Nedodrzanie vysSie uvedenych limitov
nezakladd zodpovednost’ Hexalu ani CRO za ziadnu kompenzaciu stvisiacu s nedodrzanim tychto platobnych

podmienok.
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® When a visit is not planned for a month (during maintenance period), site should schedule clinic visits monthly for
urine pregnancy test for women of child baring potential. Reimbursement is for study coordinator time and effort as
well as  urine pregnancy test in connection with monthly interval visits. /
9 Ak na niektory mesiac nie je naplinovana ziadna naviteva (poéas udrziavacieho obdobia), pracovisko by malo
v pripade Zien schopnych otehotniet’ naplanovat’ navitevy kliniky kazdy mesiac na aéely vykonania moc¢ového
tehotenského testu. Preplatenie zahffia ¢as a usilie koordinatora $tidie, ako aj mocovy tehotensky test v suvislosti
s navitevami v mesacnych intervaloch.

© Visit 2/Day 2 and Visit 5/Day 58 only for Trial Subjects participating in the PK substudy. /
) 2 navsteva/2. defi a 5. navsteva/38. deil iba pre Ucastnikov skuania zuastiiujucich sa farmakokinetického
vedl'ajsieho klinického skusania.

(M If 10P greater than or equal to 25 mmHg, assessment should be repeated until back to normal. /
" Ak vnutrooény tlak dosahuje 25 mmHg alebo viac, vy3etrenie sa mi opakovat dovtedy, kym sa nevrati na
normalnu hodnotu.

8 Reimbursement for the cost of medication for standard of care treatment (no off-label use) of nAMD Fellow Eye
(non-study eye) may be offered to Trial Subjects at the sole discretion of the Principal Investigator and with written
Hexal pre-approval. Reimbursement is contingent on the following: (i) the Trial Subject must currently be enrolled
in the Trial, (i) the standard of care treatment must not be reimbursable at the
national/regional/provincial/Institutional (e.g.. hospital) level and must not be covered by the Trial Subject's private
or public insurance, (iii) site providing receipts and proof of procurement of medication, and (iv) documentation in
the appropriate eCRF. Notwithstanding the forgoing, in order to be eligible for reimbursement, a request for
treatment of fellow eye must be submitted in writing and approved by Hexal before beginning treatment of fellow
(7= /
®) Preplatenie nakladov na lieky na lie¢bu druhého (neskiimaného) oka pri nAMD v ramci Standardnej zdravotnej
starostlivosti (Ziadne pouzitie na neschvalené indikdcie) moze byt poniknuté Gcastnikom skisania na zaklade
vlastného uvaZenia zodpovedného skuisajiceho aak to vopred pisomne schvali Hexal. Preplatenie nakladov je
podmienené splnenim nasledujicich podmienok: (i) u¢astnik skisania musi byt momentalne zaradeny do skasania,
(ii) lie¢ba v ramci Standardnej zdravotnej starostlivosti nesmie byt' preplacana na
narodnej/regionalnej/provinénej/initituéne) (napriklad nemocnic¢nej) drovni a nesmie byt hradena sikromnym ani
verejnym poistenim Gc¢astnika skaSania, (iii) pracovisko poskytne pokladni¢né blocky a doklady o poskytnuti liecby
a (iv) bolo vykonané zdokumentovanie v prislusnom elektronickom formulari pripadovej spravy. Bez ohladu na
vySSie uvedené plati, ze aby bolo mozné uplatnit’ narok na preplatenie nakladov, Ziadost’ o liecbu druhého oka musi
byt’ predloZena pisomne a schvalena Hexalom este pred zac¢atim lie¢by druhého oka.

) One time payment to cover the costs for local procurement of non-clinical supplies for use in scheduled IV Ts.
The following single use medical devices are to be covered under this cost: i) a 5 um <blunt> filter needle
(<Gauge>), sterile; ii) a 1 mL syringe with a 0.05 mL dose mark, sterile; iii) a 30G x '™ injection needle, sterile .
NB: <gauge>is 18G 1 '4./

® Jednorazova platba na pokrytie nakladov na poskytnutie neklinického materialu pre planované IVT injekcie.
V ramei tychto nakladov st hradené tieto zdravotnicke pomécky na jedno pouzitie: i) 5 pm <tupa> filtrovacia ihla
(<vonkajsi priemer>), sterilnd; ii) 1 ml injekéna strieckacka so znackou davky 0,05 ml, sterilna; i) 30G x 2"
injek¢éna ihla, sterilna. NB: <vonkajsi priemer> je 18G | 2.

"INVOICE" = invoiced items will be reimbursed by Hexal under terms in the Agreement. /
FAKTURA™ = fakturované polozky preplati Hexal podl'a podmienok uvedenych v zmluve.

Payments will be prorated based on the number of visits completed; visit payments will be based upon CRFs

completed. /
Platby budi uhriadzané pomeme na zaklade poétu dokonéenych navitev. Platby za navitevy budi zaloZené na

vyplnenych formularoch pripadovych sprav.
All costs above include applicable overhead (operating COStS). /
V3etky vysSie uvedené naklady zahimajua prislusné rezijné naklady (prevadzkoveé naklady).
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Schedule B

Priloha B

Bribery and Corruption

Podplicanie a korupcia

The Institution, the Principal Investigator, the Staff, and
any other person contributing to the Trial (the Trial
Parties) shall at all times in the conduct of the Trial
comply with the Bribery Act 2010 of the United
Kingdom (Bribery Act), the Foreign Corrupt Practices
Act 1977 of the United States of America (FCPA), and
any other applicable anti-bribery and anti-corruption
legislation (together the Applicable Anti-Corruption
Legislation).

Institticia, Zodpovedny skusajici, Persondl a akakol'vek
ind osoba, ktorda sa zicastriuje na SkuSani (dalej ako
Strany skisania), buda vzdy pri vykonavani Skasania
dodrziavat' zdkon Spojeného kralovstva o podplacani
zroku 2010 (d'alej ako Zdkon o podplicani), zikon
Spojenych statov americkych o zahrani¢nych
korupénych praktikach zroku 1977 (dalej ako FCPA)
a akékol'vek dalsie platné protikorupéné pravne
predpisy (spolo¢ne oznaCené Prislusné protikorupéné
privne predpisy).

It is the responsibility of the Trial Parties to ensure that
they are familiar with, and comply with, the provisions of
the Applicable Anti-Corruption Legislation.
Nevertheless, the following is intended as a summary of
the key principles underlying the Bribery Act and the

Strany skiSania nest zodpovednost' za zabezpecenie, Ze
sa  zoznamili s ustanoveniami Prisludnych
protikorupénych pravnych predpisov a buda ich
dodrziavat’. Nasledujuci text ma ale slazit’ ako zhrnutie
hlavnych zasad, z ktorych vychadzaja Zakon o

FCPA. podplacani a FCPA.

(A) The Trial Parties must at all times act with | a) Strany skusania musia vzdy konat bezihonne a
integrity and honesty and comply with the Cestne a dodrziavat’ najvy3iie etické Standardy.
highest ethical standards.

(B) The Trial Parties must not make, give, or offer | b) Strany skusania nesmu ziadnej osobe poskytnut,
any payment, gift or other benefit or advantage odovzdat’ ani poniiknut’ Ziadnu platbu, dar ani
to any person for the purposes of: in( vyhodu alebo GZzitok za Gicelom:

(i)  securing any improper advantage; or i) zabezpecenia  akejkol'vek  neopravnenej

vvhody alebo

(ii) inducing the recipient or another person to do i) prinutenia prijemcu alebo inej osoby, aby

or omit to do any act in violation of their vykonala alebo  opomenula  vykonat

duties or responsibilities (or for the purposes akykolvek ukon, ktory porusuje jej

of rewarding such conduct). povinnosti alebo zodpovednost' (alebo za
uc¢elom odmeny za takéto konanie).

This restriction applies at all times and in all Toto obmedzenie sa uplatiuje vzdy a vo

contexts. For the avoidance of any doubt, it vietkych  situaciach. Aby sa  predislo

applies both to dealings with "public officials” akymkol'vek pochybnostiam, uplatiiuje sa tak na

and to dealings with employees and agents of jednania so ,Statnymi Gradnikmi®, ako aj na

commercial enterprises. jednania so zamestnancami a zastupcami

obchodnych spolocnosti.

(&) Nevertheless, particular care must be exercised | c) Jednania so Statnymi uradnikmi v8ak musia byt

with dealings with public officials. The Trial vedené s osobitnou pozornostou. Strany

Parties must not make, give or offer any
payment, gift or other benefit or advantage for
the purposes of influencing any act or decision of
a public official (or inducing such official to use
their influence with another person, entity or
government instrumentality or to affect or
influence any act or decision of such other
person, entity or government instrumentality).

skidania nesmi poskytovat, odovzdavat' ani
ponutkat’ Ziadne platby, dary ani iné uzitky alebo
vyhody za d¢elom ovplyvnenia konania alebo
rozhodnutia  3Statneho  Gradnika  (alebo
podnecovania takého uradnika, aby vyuzil svoj
vplyv u inej osoby, subjektu alebo vladneho
organu alebo za ucelom posobenia alebo
ovplyvnenia  akéhokolvek  (konu  alebo
rozhodnutia takejto inej osoby, subjektu alebo
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vladneho organu).

(D)

The term "Public Official" includes any person
acting on behalf of any government department,
agency or instrumentality or any state-owned or
controlled enterprise. By way of example, this
includes health care professionals employed by a
state- or local municipality-run hospital or clinic,
and representatives of public international
organizations.

d)

Pojem Stdmy dradnik” zahiiia akuikol'vek
osobu konajlicu v mene ktoréhokolvek
ministerstva, agentiry alebo organu Statnej
spravy alebo akéhokol'vek 3tatom vlastneného
alebo ovladaného podniku. Napriklad to zahrna
zdravotnickych pracovnikov zamestnanych v
nemocnici ¢i klinike prevadzkovane] Statom
alebo miestnou samospravou a zastupcov
medzinarodnych verejnych organizacii.

(E)

The Trial Parties must not make, give or offer
any payment, gift or other benefit or advantage to
any person whilst knowing or suspecting that all
or a portion of such money, gifi, benefit or
advantage will be used, whether directly or
indirectly, in breach of (B) or (C) above.

€)

Strany skusania nesmi poskytnat, odovzdat’ ani
pontknut’ ziadnu platbu, dar alebo iny Gzitok
alebo vyhodu Ziadnej osobe, ked' si budi
vedomé alebo budi mat’ podozrenie, Zze vietky
alebo cast’ takychto prostriedkov, darov, uzitkov
alebo vyhod sa pouzije, ¢i uz priamo alebo
nepriamo, v rozpore s vyssie uvedenymi bodmi
b) alebo c).

(F)

The Trial Parties shall make and keep books,
records, and accounts, which, in reasonable
detail, accurately and fairly reflect the
transactions and dispositions of the assets of the
Trial Parties;

Strany skuania budd viest a uchovavat
Gcétovnictvo, zazmamy a (Cty, ktoré v
primeranych detailoch presne a sprivne
odrazaju transakcie a dispozicie majetku Stran
skiasania.

(G)

The Trial Parties shall devise and maintain a
system of internal accounting controls sufficient
to provide reasonable assurances that —

g

Strany skGSania navrhni a budli udrziavat
systém vnuatornych uctovnych kontrol, ktory je
dostatoény na poskytnutie primeranych zaruk,
e

(i) transactions are executed in accordance
with management’s general or specific
authorization;

i) transakcie st vykondvané v silade so
vieobecnymi alebo osobitnymi
povoleniami vedenia;

(ii) transactions are recorded as necessary i) transakcie sa zaznamendavaji podla
potreby
(H to permit preparation of financial (D za uCelom umoZmenia pripravy

conformity — with
generally  accepted  accounting
principles or any other criteria
applicable to such statements, and

statements in

financnych vykazov v stlade so
vSeobecne uznavanymi Gétovnymi
zasadami alebo akymikolvek inymi
kritériami, ktoré sa na tieto vykazy
vzt'ahuji, a

(IT)  to maintain accountability for assets;

(1D za ucelom zachovavania
zodpovednosti za aktiva;

(iii)  access to assets is permitted only in
accordance with management’s general
or specific authorization; and

iii) pristup k aktivam je povoleny iba v
sulade so vieobecnym alebo osobitnym
povolenim vedenia a

(iv) the recorded accountability for assets is
compared with the existing assets at
reasonable intervals and appropriate
action is taken with respect to any
differences.

iv) zaznamenana zodpovednost za aktiva
sa porovnava s existujicimi aktivami v
primeranych intervaloch a v pripade
akychkol'vek odlisnosti buda
podniknuté vhodné kroky.
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Schedule C

Priloha C

Investigator and Trial Staff Privacy Notice

Vyhlasenie o ochrane osobnych udajov Skisajiceho
a Personalu skisania

This privacy notice is addressed to:

Toto oznamenie o ochrane osobnych udajov je uréené

pre:

e Clinical investigators (principal investigator,
sub-investigator or co-investigator);

(zodpovedny
alebo

e Klinickych
skasajlci,
spoluskiidajuci),

skusajicich
pomocny skusajuci

o Other Site staff such as nurses, pharmacists or
technicians, whose Personal Data may be
processed in the course of the clinical trial
sponsored by Hexal.

e Ostatny Personil pracoviska, ako napriklad
zdravotné sestry, farmaceuti alebo technici,
ktorych Osobné udaje mozu byt spraciuvané v
priebehu  klinického  skiSania  zadaného
spolo¢nost'ou Hexal.

You are receiving this Privacy Notice because Hexal
(“Hexal™) will process information about you, which

constitutes “Personal Data.”

Toto Oznamenie o ochrane osobnych tdajov ste dostali,
pretoze spoloénost Hexal (dalej ako ,Hexal*) bude
spraciivat’ informacie o vas, ktoré predstavuju ,,Osobné

udaje™.

This privacy notice is provided to you to ensure
transparency in relation to collection, use and disclosure
of your Personal Data by Hexal for purposes related to
the conduct of clinical trials sponsored by Hexal
(“Sandoz Clinical Trials”) which are being carried at
your Clinical Trial Site (the “Site”). For the purposes
described in this Privacy Notice, Hexal is responsible for
the processing of your Personal Data acting as a

“Controller”.

Toto oznamenie o ochrane osobnych ddajov sa vam
poskytuje za ucelom zaistenia transparentnosti v
suvislosti  so  zhromazdovanim,
zverejnovanim vaSich Osobnych (dajov spoloénostou
Hexal na Gcely suvisiace s vykonavanim klinickych
skusani zadavanych spolo¢nostou Hexal (dalej ako
~Klinické skusania spolo¢nosti Sandoz”), ktoré sa
vykonavaji na vasom Pracovisku klinického skusania
(,,Pracovisko™). Na tcely popisané v tomto Oznameni o
ochrane osobnych tdajov spolo¢nost’ Hexal zodpoveda
za spractvanie vaSich Osobnych udajov, pre ktoré kona

I’GL

pouzivanim a

ako ,,Prevadzkovate

Collection of Personal Data

ZhromaZzd’ovanie osobnych tidajov

For the purposes described in this Privacy Notice, we

Na ucely opisané v tomto Ozndmeni o ochrane

may collect the following information about you | osobnych udajov mozeme o vas zhromazdovat

including: nasledujtice informécie vratane:

® name, identification number, address and other | mena, identifika¢ného ¢isla, adresy a dalSich
contact details, kontaktnych adajov,

° financial information (e.g. bank account number, | o finan¢nych tdajov (napr. ¢islo bankového Gctu,

financial interests in any of the Novartis group

finanéné zaujmy v ktorejkol'vek zo spolo¢nosti

Confidential: Business
Use only
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companies), skupiny Novartis),

° qualifications, publications and information | e kvalifikacii, publikdcii a informacii
contained in the CV you provide to us where obsiahnutych v Zivotopise, ktory nam v pripade
necessary, potreby poskytnete,

° previous experience in clinical trials within or | e predchadzajice  skusenosti s klinickymi
outside of Hexal and type of the GCP training skusaniami v ramci alebo mimo spolo¢nosti
received, Hexalu a typ absolvovaného skolenia GCP,

° technical data related to your use of Sandoz IT | e technické udaje tykajtice sa vasho pouzivania IT
systems. systémov spolo¢nosti Sandoz.

Purposes and legal basis for processing your Personal
Data

Utely a pravny zaklad pre spracivanie vaSich
Osobnych Gdajov

Processing purpose/
Ugel spracivania

1. to conduct Sandoz Clinical Trials in accordance
with good clinical practice and applicable laws/
vykonavat’ Klinické skasania spolo¢nosti Sandoz
v stlade so spravnou  klinickou praxou a

prislusnymi pravnymi predpismi,

2. to support applications for and to comply with
the conditions of any marketing approval granted
in respect of any medication studied under a
Sandoz Clinical Trial (“Study Medication™)/
za ucelom podpory Ziadosti o udelenie povolenia
na uvedenie na trh a splnenia podmienok
uvedenia na trh v sdvislosti s akymkolvek
lickom skiSanym v ramci klinického skidania
spolocnosti  Sandoz (dalej ako . Studovana
lie€ba*),

3. to support applications to vary the terms of any
marketing approval granted in respect of a Study
Medication/
za Uc¢elom podpory Ziadosti o tipravu podmienok
akéhokol'vek povolenia na uvedenie na trh
udeleného v stvislosti so Studovanou lie¢bou,

Legal basis/
Pravny zaklad

Hexal’s ]egitirai;interest to conduct clinical trials to
test potential treatments as well as compliance with legal
and regulatory obligations./

Opravneny zaujem spolocnosti Hexal uskutoénovat
klinické skisania za uCelom testovania potencialnej
liecby, ako aj dodrziavania pravnych a regulacnych

povinnosti.

compliance with legal and regulatory obligations/
dodrZziavanie pravnych a regulaénych povinnosti

Hexal’s legitimate interest to conduct clinical trials to
test potential treatments./

Opravneny zaujem spolocnosti * Hexal vykonavat
klinicke skidsania na testovanie potencialnej lieCby.
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4. to carry out research related to the development

of pharmaceutical products, diagnostics or
medical aids and improve clinical trial practice/
vykondvanie vyskumu savisiaceho s vyvojom
farmaceutickych vyrobkov, diagnostikou alebo
zdravotnickymi poméckami a zlepSovanie praxe
klinickych skusani,

5. to comply with the US Financial Disclosure
regulation, which is intended to ensure that
financial interests and arrangements of clinical
investigators that could affect the reliability of
data submitted to the Federal Drug
Administration of the U.S.A. (“FDA”) are
identified and disclosed to the FDA'/
dodrziavanie amerického nariadenia

o zverejiiovani finanénych informacii, ktorého

cielom je zabezpecit, aby boli finanéné zaujmy

a dohody klinickych skasajtcich, ktoré by mohli

ovplyvnit spolahlivost 1(dajov predlozenych

Federalnemu tradu pre lie¢iva USA (d’alej len

-FDA®), identifikované a poskytnuté FDA',

6. to ensure traceability and follow-up of drug
safety notification/
zabezpecit’ sledovatelnost’ a nasledné opatrenia v
stvislosti s oznameniami o bezpecnosti liekov.

Hexal’s legitimate interest to conduct clinical trials to
test potential treatments./

Hexal wvykonavat

Opravneny zdujem spolo¢nosti
klinické skusania na testovanie potencialnej liecby.

Legitimate interest and compliance with legal and
regulatory obligations./ '
Opravneny zaujem a
regulaénych povinnosti.

dodrziavanie pravnych a

compliance with legal and regulatory obligations/
dodrziavanie pravnych a regulaénych povinnosti

! Clinical investigators: principal investigator, sub-investigator or
co-investigator who are directly involved in the treatment or
evaluation of research subjects in Hexal’s Clinical Trials affected by
this law, must disclose information to Hexal regarding their financial
interests in companies belonging to the Novartis group as well as
those of their spouse and each dependent child.

' Klinicki skaSajici: zodpovedny ska3ajici, pomocny skiSajici
alebo spoluskusajuci, ktori s priamo zapojeni do liecby alebo
hodnotenia uastnikov vyskumu v Klinickych skuganiach spolocnosti
Hexal, ktorych sa tykaju tieto pravne predpisy, musia spolo¢nosti
Hexal oznamif informacie o svojich finanénych zaujmoch
v spolocnostiach patriacich do skupiny Novartis, ako aj takychto
zaujmoch ich manzela & manzelky akazdého nezaopatrencho
diet'ata.

If applicable to Hexal Clinical Trial, your Personal Data
(name and contact information) may be incorporated in
subject recruitment advertisements (print media or on
Internet). Any such advertisement would be approved by
the Ethical Committee before it is made public.

Ak je to relevantné pre Klinické skisanie spoloénosti
Hexal, vase Osobné udaje (meno a kontaktné udaje)
mézu byt vélenené do propagacie za ufelom naboru
Gcastnikov  (tlatené média atebo na internete).
Akékol'vek takato propagacia bude pred zverejnenim

schvalena Etickou komisiou.

Sharing of Personal Data

Zdiel'anie Osobnych udajov

In the course of our activities and for the purposes listed
in this Privacy Notice, your Personal Data can be
accessed by, or transferred to the following categories of
recipients, on a need to know basis to achieve such

V ramci naSich ¢innosti a na Gcely uvedené v tomto
Oznameni o ochrane osobnych adajov mézu byt vase
alebo  prenesené
zaklade

Osobné
nasledujiicim

udaje  spristupnené

kategoriam  prijemcov na
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purposes: opodstatnenej potreby informovanosti za Uéelom
dosiahnutia tychto Gcelov:
e the sponsor of the Clinical Trial, ° zadavatel’ Klinického sktisania,
° our personnel (including personnel, departments | e na$ personal (vratane personalu, oddeleni alebo
or other companies of the Novartis group), inych spolo¢nosti skupiny Novartis),
. our independent agents or brokers (if any), o nasi nezavisli zastupcovia alebo
sprostredkovatelia (ak existuju),
e our suppliers and services providers that provide | e nasi dodavatelia a poskytovatelia sluzieb, ktori
services and products to us, nam poskytuji sluzby a lieky,
. our partners in the context of consortia or | e nasi partneri v ramci konzorcii alebo
industry initiatives, odvetvovych iniciativ,
° our IT systems providers, cloud service | o nasi poskytovatelia IT systémov, poskytovatelia
providers, database providers and consultants, cloudovych sluzieb, poskytovatelia databiz a
konzultanti,
° our business partners who offer products or | e nasi obchodni partneri, ktori ponlkaji lieky

services jointly with us or with our subsidiaries
or affiliates,

alebo sluzby spoloéne s nami alebo s nasimi
dcérskymi spolocnostami alebo pridruzenymi
spolo¢nostami,

° any third party to whom we assign or novate any
of our rights or obligations, our advisors and
external !awyers in the context of the sale or
transfer of any part of our business or its assets,

e akakol'vek tretia strana, ktorej postupujeme
alebo vykonavame novaciu akychkolvek z
naSich prav alebo povinnosti, nasi poradcovia a
externi pravnici v suvislosti s predajom alebo
prevodom ktorejkol'vek ¢asti nasho podniku
alebo jeho aktiv,

. national and/or international regulatory bodies or
Ethics Committees.

° narodné a/alebo medzinarodné regulacéné organy
alebo Etické komisie.

The above third parties are obliged to protect the
confidentiality and security of your Personal Data, in
compliance with applicable laws.

VysSie uvedené tretie strany s povinné chranit’
dovernost a bezpecnost vaSich Osobnych udajov v
stilade s prislusnymi pravnymi predpismi.

If we transfer your Personal Data to other jurisdictions,
we will make sure to protect your Personal Data by (i)
applying the level of protection required under the local
data protection/privacy laws applicable in the country of
destination, (ii) acting in accordance with our policies
and standards and, (iii) for entities located in the
European Economic Area (i.e. the EU Member States
plus Iceland, Liechtenstein and Norway, the "EEA"),
unless otherwise specified, by transferring your Personal
Data on the basis of standard contractual clauses

Ak vase Osobné udaje prenasame do inych jurisdikeii,
zabezpecime, ze vaSe Osobné udaje budl( chranené
prostrednictvom (i) trovne ochrany
vyzadovanej miestnymi pravnymi predpismi o ochrane
idajov/sukromia platnymi v krajine urcenia, (ii) konania
v sulade s nasimi zasadami a normami a (iii) v pripade
subjektov so sidlom v Eurépskom hospodarskom
priestore (t.j. ¢lenské Staty EU a Island, Lichtenstajnsko
a Norsko, d’alej len ,EHP*), pokial nie je uvedené inak,
vadich Osobnych udajov na =ziklade

uplatnenia

prenosom
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approved by the FEuropean Commission. You may
request additional information in relation to international
transfers of Personal Data and obtain a copy of the
adequate safeguard put in place by exercising your rights
as described below.

standardnych ~ zmluvnych  doloziek  schvalenych
Eurépskou komisiou. Mozete poziadat o dalsie
informacie tykajuce sa medzinarodnych prenosov

Osobnych tdajov a ziskat' képiu zavedenej primeranej
ochrany tak, Ze uplatnite svoje prava, ako si popisané

niziie.

For intra-group transfers of Personal Data, the Novartis
group has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in
an effort to ensure effective levels of data protection
relating to transfers of Personal Data outside the EEA
and Switzerland. Read more about the Novartis Binding
Corporate Rules at novartis.com/privacy-policy.

V pripade prenosov Osobnych dajov v ramei skupiny
prijala skupina Novartis Zavdzné pravidla spolo¢nosti,
systém zasad, pravidiel a nastrojov, ktoré stanovuje
eurdpske pravo, a to v snahe zabezpecit' U¢innua uroven
ochrany u(dajov v stvislosti s prenosmi Osobnych
idajov mimo Eurdpskej tnie, EHP a Svajciarska. Viac
informiacii o0 Zaviznych pravidlach spoloénosti Novartis
najdete na adrese novartis.com/privacy-policy.

Duration of storage

Doba uchovavania

We will keep your Personal Data as long as needed for
legal and regulatory requirements. Please note that we
are required to retain Clinical Trial Documentation for a
minimum of twenty-five (25) years.

Vase Osobné udaje budeme uchovavat', pokym to bude
potrebné s ohl'adom na pravne a regulaéné poziadavky.
Upozorfiujeme, ze  sme  povinni  uchovavat
Dokumentaciu o klinickom sku$ani minimalne dvadsat

pat (25) rokov.

What are your rights and how can you exercise them?

Aké sii vaSe prava a ako ich moZete uplatnit'?

Under conditions provided by the law, you have a right
to request a copy of the personal information we hold
about you. You may also object to its use or ask for it to
be updated, restricted, deleted, or transferred to another
organisation. If you wish to contact us regarding our use
of your Personal Data or you wish to exercise your data
rights. may send an email to

privacy yvou

Za podmienok stanovenych pravnymi predpismi mate
pravo poziadat’ o képiu osobnych udajov, ktorymi o vas
disponujeme. Mézete tiez namietat’ proti ich pouZitiu
alebo poziadat o ich aktualizdciu, obmedzenie,
odstranenie alebo presun do inej organizicie. Ak nas
cheete kontaktovat' ohl'adom nasho vyuzivania vasich
Osobnych 0dajov alebo chcete uplatnit vase prava
v ramei ochrany osobnych udajov, mézete poslat’ e-mail
na adresu

If you are not satisfied with how we process your
Personal Data, please address your request to our Data
Protection Officer at who will
investigate your concern. In any case, you also have the
right to file a complaint with a responsible supervisory
authority, in addition to your rights above.

Ak nie ste spokojni so spdsobom, akym spraciivame
vaSe Osobné udaje, odoslite svoju Ziadost naSej
osobe na adresu

ktora presetri vaie obavy. V
kazdom pripade mate okrem vy3Sie uvedenych prav
taktiez pravo podat’ staznost’ zodpovednému dozornému

Zodpovednej

organu.
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