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Clinical Trial Agreement

Dohoda o klinickom skdasani  97/23

This Clinical Trial Agreement (the “Agreement”) is
made and entered on 29.5.2023. The Agreement shall
enter into force on the day following the date of its
publication in the Central Register of Contracts(the
"Effective Date"), by and between:

Tato dohoda o klinickom skuSani
(,,Dohoda*) je vyhotovena a uzatvorena
29.5.2023. Dohoda nadobuda platnost’ diiom
nasledujicim po dni jej uverejnenia Vv
Centralnom  registri  zmlav  (,,Datum
ucinnosti prostrednictvom a medzi:

“Sponsor”/

” Shanghai Henlius Biotech, Inc.
»SPONZor

Shanghai Henlius Biotech, Inc.
Room 330, Complex Building, No.
222  Kangnan Road, China
(Shanghai) Pilot Free Trade Zone

“Institution” / || University Hospital Trené&in,

Address: Legionarska 28, 911 71
Trenéin, Slovakia, ICO/Company
ID: 00 610 470 DIC/Tax ID:

,.Institacia* Fakultna nemocnica Tren¢in, 2021254631, represented by Ing.
Tomas Janik, MBA/ zastipené Ing.
Tomas Janik MBA

“Principal

Investigator” / || Dr. Marek Kacerik, PhD/MUDr. _

»Hlavny Marek Kacerik Address:, 1D no.

skdsajici”

“CRO”/ Organization SRL,
,CRO”

Opera Contract Research|| Suite 2602-03 26/F Bea Tower

a limited liability Romanian
company, seated in Romania,
Timisoara, 10 Cozia street, building
B, registered with the Trade Register
under no. J35/1760/2015 from
20.07.2015, VAT RO17446157
from 20.07.2015, member of the
Tigermed Group, Limited, Office 6

Millennium City 5, 418 Kuwn Tong
Road Kwun Tong Kl (China) ,
legally represented by CEO - Dr.
Serban Marius ROSU/ rumunska
spolo¢nost’ s ru¢enim obmedzenym,
so sidlom v Rumunsku, Timisoara,
10 Cozia street, building B, zapisana
v Obchodnom registri pod ¢.
J35/1760/2015 od 20.07.2015, DIC
RO17446157 od 20.07.2015, ¢len
Tigermed Group, Limited, Office 6
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Suite 2602-03 26/F Bea Tower
Millennium City 5, 418 Kuwn Tong
Road Kwun Tong Kl (Cina), pravne
zastapena prostrednictvom CEO -
Dr. Serban Marius ROSU

(Individually also known as “Party” and (Jednotlivo znama tiez ako ,,Zmluvna
collectively known as the “Parties”) strana“ a spolocne zname ako ,,Zmluvné
strany*)

Whereas: Kde je:

A. The Sponsor, Shanghai Henlius Biotech, Inc, A. Sponzor, Shanghai Henlius Biotech,

a company incorporated under the laws of
China, with its principal place of business at
Room 330, Complex Building, No. 222
Kangnan Road, China (Shanghai) Pilot Free
Trade Zone (the “Sponsor”), has developed the
Investigational Product (as defined below).
Currently, the Investigational Product is
required to undergo a 3-phase clinical study.

. The Sponsor has engaged the CRO for the
overall conduct and management of the Clinical
Trial (as defined below).

. The Institution is a healthcare organisation and
has reviewed sufficient information regarding
Sponsor’s Investigational Product and product
brochure to evaluate its interest in participating
in the Clinical Study and desires to participate
in the Clinical Study (as defined below).

. The CRO wishes to contract with the Institution
to undertake a sponsored clinical trial at the
Institution in accordance with the Protocol (as
defined below) and the terms and conditions set
out in this Agreement.

Inc, spolo¢nost’ zalozena podla zdkonov
Ciny s hlavnym miestom podnikania na
adrese Room 330, Complex Building,
No. 222 Kangnan Road, Cina
(Shanghai) Pilot Free Trade Zone
(,,Sponzor), vyvinula sktsany produkt
(ako je to uvedené dolu). V sti¢asnosti sa
vyzaduje, aby skusany produkt presiel 3-
tazovou klinickou Stadiou.

Sponzor poveril CRO celkovym
vedenim a riadenim klinického skuSania
(ako je definované niZsie).

Institicia je zdravotnicka organizacia a
dostatoéné  informacie
skiSan¢ho  produktu

preskumala
tykajice  sa
sponzora a brozury o produkte, aby
zhodnotila svoj zdujem o ucast v
klinickej $tudii a Zelanie zOcastnit’ sa
klinickej stadie (ako je definované
nizsie).

CRO chce uzavriet’ dohodu s institaciou
o vykonani sponzorovaného klinického
skiSania v institucii v stlade s
protokolom (ako je definovany nizsie) a
podmienkami stanovenymi Vv tejto
dohode.

E. The scope and nature of the Clinical Trial (as
defined below), excluding receipt of payment,
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shall be performed by the Principal Investigator
and other Institution’s employees and personnel
solely at the Institution’s facilities, and in
accordance with the Protocol (as defined below)
and the terms in this Agreement.

F. The Parties agree that they shall carry out the
Clinical Trial (defined below) in accordance
with the terms and conditions set out in this
Agreement.

NOW, THEREFORE, in consideration of the
mutual agreements contained in this Agreement, it
is hereby agreed as follows:

E. Rozsah a povaha klinického skusania
(ako je definovana nizsie), s vynimkou
prijatia platby, bude vykonané hlavnym
skaSajicim a ostatnymi zamestnancami
a personalom inStitucie vyluéne v
zariadeniach inStiticie a v stlade s
protokolom (ako je definované nizsie) a
podmienkami v tejto dohode.

F.  Zmluvné strany sa dohodli, ze vykonaja
klinické skusSanie (definované nizsie) v
sulade s podmienkami stanovenymi v
tejto dohode.

TERAZ, PRETO, pri zvdZeni vzdjomnych
dohdd obsiahnutych v tejto dohode, sa tymto
dohoduje nasledovne:

1. Interpretation
1.1 The following words and phrases shall have
the following meanings:

“Affiliated Companies” means: (i) an
organisation, which directly or indirectly controls
either Party; or (ii) an organisation which is
directly or indirectly controlled by either Party; or
(i) an organisation, which is controlled, directly
or indirectly, by the ultimate parent company of
either Party. The term “control” as used herein
means the possession of the power to direct or
cause the direction of the management and the
policies of an entity, whether through the
ownership of a majority of the outstanding voting
security or by contract or otherwise.

“Applicable Data Protection Laws” means the
GDPR (for data subjects located in the European
Union) or other data protection and privacy laws
that are applicable to the Clinical Trial.

“Background Intellectual Property Rights” has

1. Vyklad
1.1 Nasledujuce slova a frazy buda mat’
nasledujice vyznamy:

,PridruZzené spolo¢nosti“ znamena: (i)
organizicia, ktord priamo alebo nepriamo
kontroluje ktorakol'vek stranu; alebo (i1)
organizacia, ktora je priamo alebo nepriamo
kontrolovana ktoroukol’vek stranou; alebo
(i11) organizacia, ktord je priamo alebo
nepriamo kontrolovana najvyssou materskou
spolo¢nostou ktorejkol'vek zmluvnej strany.
Pojem ,kontrola®, ako sa pouZiva v tomto
dokumente, znamend vlastnictvo pravomoci
riadit alebo riadit riadenie a politiku
subjektu, ¢i uz prostrednictvom vlastnictva
vacSiny nesplatenych cennych papierov S
hlasovacim pravom alebo na zéklade dohody
alebo inak.

»Prislusné zikony na ochranu udajov*
znamenaji GDPR (pre dotknuté osoby
nachadzajuce sa v Europskej unii) alebo iné
zakony na ochranu tdajov a sukromia, ktoré
sa vztahuju na klinické sktsanie.

»Zakladné prava dusevného vlastnictva“
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the meaning set out in Clause 20.1.

“Biological Materials” has the meaning as set out
in Clause 8.8.

“Clinical Trial” means the investigation
sponsored by the Sponsor and conducted by the
Institution in accordance with the Protocol (as
defined below) and in compliance with the terms
and conditions set forth in this Agreement.

“Confidential Information” means, in the case of
obligations imposed upon the Institution under
Clauses 17.2 and 23.7, any and all information
relating to the Clinical Trial including the
Investigational Product and in the case of
obligations imposed upon the Parties under Clause
17.2, all information concerning the arrangements
contemplated by this Agreement and/or the
business affairs, all Know-How, information
(whether proprietary or not and in whatever form)
and all documents, records, notes and accounts of
one Party that it discloses to the other Party
pursuant to or in connection with this Agreement.

“Foreground Intellectual Property Rights” has
the meaning set out in Clause 20.2.

“Government Official” means (i) any officer or
employee of a government, or of a public
international organization, (ii) any person acting in
an official capacity for or on behalf of any such
government or public international organization,
and (iii) any official of a political party or
candidate for political office.

“GDPR” means the Regulation (EU) 2016/679 of
the European Parliament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data and
on the free movement of such data (General Data

ma vyznam stanoveny v dolozke 20.1.

»Biologické materialy* ma vyznam

stanoveny v dolozke 8.8.
»Klinické skuSanie®“ znamena skuSanie
sponzorované  sponzorom a  vedené
instituciou v sulade s protokolom (ako je
definované nizsie) a v sulade s podmienkami

a ustanoveniami uvedenymi v tejto dohode.

»Doverné informacie“ znamenaju v pripade
povinnosti  ulozenych inStitacii  podla
doloziek 17.2 a 23.7 akékol'vek a vSetky
informacie tykajuce sa klinického skusania
vratane skusan¢ho produktu a v pripade
povinnosti ulozenych stranam podl'a dolozky
17.2 vSetky informacie tykajuce sa dojednani
zamysSlanych v tejto dohode a/alebo
obchodnych zalezitosti, vSetko know-how,
informacie (¢i uz vlastnicke alebo nie a v
akejkol'vek forme) a vSetky dokumenty,
zdznamy, poznamky a UCty jednej strany,
ktoré poskytne druhej strane v stlade s touto
dohodou alebo v suvislosti s fiou.

,Nové prava duSevného vlastnictva“ ma
vyznam stanoveny v dolozke 20.2.

,»Viadny uradnik* znamena (1)
akéhokol'vek turadnika alebo zamestnanca
vlady alebo  verejnej medzinarodnej
organizacie, (i1) akukol'vek osobu konajucu v
uradnej funkcii za alebo v mene akejkol'vek
takejto vlady alebo verejnej medzinarodne;j
organizdcie a (iii)) kazdého funkcionara
politickej strany alebo kandidata na politicku
funkciu.

»GDPR“ znamend Nariadenic (EU)
Europskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych o0s6b pri spractivani osobnych
udajov a o vol'nom pohybe takychto udajov
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Protection Regulation).

“Intellectual Property Rights” include but are
not limited to patents, trademarks, service marks,
copyright and copyright-related rights, Know
How, design rights, database rights, rights in
software, rights in designs and inventions, trade
secrets, confidential information, trade and
business names and brands, internet domain
names, any application (whether pending, in
process or issued) for any of the foregoing and any
other industrial, intellectual property or protected
right similar to the foregoing (whether registered,
registrable or unregistered) in any country and in
any form, media, or technology now known or later
developed and "Intellectual Property" shall have
the corresponding meaning.

“Know-How” means any method, technique,
process, discovery, invention, innovation,
unpatentable  process, specification, recipe,
formula, material, design, plan, documentation,
drawing, data, databases and rights to extract data
from databases, or other technical information all
of which is secret, substantial and identified or at
least identifiable, that is to say, described or is able
to be described in a sufficiently comprehensive
manner.

“Monitor” means one or more persons appointed
by the Sponsor or the CRO to monitor compliance
of the Clinical Trial with the laws and regulations
and the Protocol stated in Clause2.2, herein and to
conduct source data verification.

“Investigational Product” means HLX04-O, as

(vSeobecné nariadenie o ochrane udajov).

»Prava dusSevného vlastnictva®“ zahfnaju,
ale nie st obmedzené na patenty, ochranné
znamky, servisné znacky, autorské prava a
prava suvisiace s autorskym pravom, know-
how, prava na dizajn, prava na databazy,
prava na softvér, prava na dizajn a vynalezy,
obchodné tajomstvd, doverné informaécie,
podnikové a obchodné nazvy a znacky,
internetovych domén, akakol'vek
ziadost’ (€1 uz v Stadiu konania, v procese
alebo vydania) pre cokolvek z vysSie
uvedeného a akékol'vek iné priemyselné,
dusevné vlastnictvo alebo chranené pravo
podobné  vyssie (¢ uz
registrované, registrovatel'né alebo
neregistrované¢) v akejkol'vek krajine a v
akejkol'vek  forme,  médiach  alebo
technologiach, ktoré st teraz zname alebo

nazvy

uvedenému

neskdér vyvinuté, a ,,duSevné vlastnictvo*
ma zodpovedajici vyznam.

»~Know-How* znamena akukol'vek metodu,
techniku, proces, objav, vynalez, inovéaciu,
nepatentovatelny  proces,  Specifikéciu,
receptiru, vzorec, material, dizajn, plan,
dokumentéciu, vykres, Udaje, databazy a
prava na extrakciu dajov z databaz, alebo
iné technické informéacie, ktoré su vsetky
tajné, podstatné a identifikované alebo aspon
identifikovatel'né, t. j. opisané alebo je
mozné ich opisat’ dostatocne komplexnym
sposobom.

»sMonitor* znamena jednu alebo viac 0sob
menovanych sponzorom alebo CRO na
monitorovanie suladu Klinického skuSania so
zakonmi a predpismi a protokolom
uvedenym v dolozke 2.2 tohto dokumentu a
na vykondvanie overovania zdrojovych
udajov.

»Skusany produkt®“ znamena HLX04-O,
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defined in the Protocol.

“Competent Authority” means the properly
constituted or appointed or designated competent
body that is responsible for approving the Study, in
the particular country where the Study is being
conducted, according to the specific applicable
local legislation.

“Personal Data” means any information relating
to an identified or identifiable natural person (‘data
subject’);

“Data Subject” means an identifiable natural
person is one who can be identified, directly or
indirectly, in particular by reference to an identifier
such as a name, an identification number, location
data, an online identifier or to one or more factors
specific to the physical, physiological, genetic,
mental, economic, cultural or social identity of that
natural person;

“Principal Investigator” means the person who
will lead and co-ordinate the work of the Clinical
Trial at the Institution or any other person as may
be agreed from time to time between the Parties as
a replacement. For the purposes of this Clinical
Trial, Dr. Marek Kacderik, PhD shall be the
Principal Investigator.

“Institution Staff” means employees, agents and
any other persons engaged by the Institution who
are working on the Clinical Trial under the
direction of the Principal Investigator, including
the Principal Investigator and the Sub-Investigator.

“Sub-Investigator” means any individual
member of the Clinical Trial team designated and
supervised by the Principal Investigator to perform
Clinical Trial-related procedures and/or participate

ako je to definované v protokole.

»Kompetentny organ“ znamenad spravne
ustanoveny alebo vymenovany alebo urceny
kompetentny organ, ktory je zodpovedny za
schvélenie stadie v konkrétnej krajine, v
ktorej  sa vykonava, podla
Specifickych platnych miestnych pravnych
predpisov.

Stadia

»Osobné 1daje* znamena akékol'vek
informacie tykajice sa identifikovanej alebo
identifikovatel'nej fyzickej osoby (,dotknuta
osoba‘);

,,Dotknuta
identifikovatel'na fyzickl osobu, ktora moze
byt identifikovand priamo alebo nepriamo,
najmd odkazom na identifikator, ako je
meno, identifika¢né ¢islo, lokalizacné udaje,
online identifikator alebo na jeden alebo

osoba“ znamena

viacero faktorov Specifickych pre fyzicka,
fyziologicku, geneticka,
ekonomicku, kultarnu alebo socialnu identitu
tejto fyzickej osoby;

dusevnu,

,Hlavny skusajuci“ znamend osobu, ktora
bude viest' a koordinovat’ pracu klinického
skasania v inStitucii, alebo akukol'vek ina
osobu, na ktorej sa mo6Zzu zmluvné strany z
¢asu na ¢as dohodnut’ ako nahrada. Na ucely
tohto klinického skuSania bude hlavnym
skusajucim MUDr. Marek Kacerik PhD.
»Personal inStitacie® znamena
zamestnancov, zastupcov a akékol'vek iné
osoby zamestnané institiiciou, ktoré pracuju
na klinickom sktsani pod vedenim hlavného
skuSajticeho, vratane hlavného skusajiceho a
spoluskuasajuceho.

»Spoluskisajuci‘ znamena  kazdého
jednotlivého Clena timu klinického skuSania
ur¢eného a  kontrolovaného  hlavnym
sktSajicim na

vykonavanie  postupov
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in  important  trial-related  decisions  and

discussions.

“Study Subject” means a person recruited to
participate in the Clinical Trial.

"Taxes" means any form of taxation, levy, duty,
charge, contribution, withholding or impost of
whatever nature (including any related fine,
penalty, surcharge or interest), all present and
future taxes, import deposits assessments, and
other governmental charges and any related
penalties and interest not attributable to the fault or
delay of a party imposed, collected or assessed by,
or payable to, a tax authority.

1.2 Construction

(@)The section headings contained in this
Agreement are inserted for convenience only
and shall not affect in any way the meaning or
interpretation of this Agreement.

(b)Words incorporating the masculine gender only
shall include the feminine and/or neutral
genders and vice versa and words incorporating
the singular meaning shall include the plural
meaning and vice versa and all such words shall
be construed interchangeably in that manner.

(c)Any reference to any national, local or foreign
law or statute shall be deemed also to refer to all
rules and regulations promulgated thereunder,
unless the context requires otherwise.

(d)Reference to section or sub-section, schedules,
and annexes shall have reference to Sections or
Sub-sections, Schedules or Annexes of this

suvisiacich s klinickym sktsanim a/alebo
ucast na dolezitych rozhodnutiach a
diskusiach tykajucich sa skuSania.

»Subjekt Stadie“ znamena osobu, ktora je

prijatd, aby sa zOcCastnila klinického
skuSania.
,Dane“ znamenaju akukol'vek formu

zdanenia, odvodu, cla, poplatku, prispevku,
zadrzania alebo odvodu akejkol'vek povahy
(vratane akejkol'vek suvisiacej pokuty,
penale, priplatku alebo uroku), vsetky
sucasné a buduce dane, dovozné zélohy a iné
vladne poplatky a vSetky stvisiace pokuty a
uroky, ktoré nemozno pripisat zavineniu
alebo omeskaniu strany, ktor¢ ukladé, vybera
alebo vymeriava danovy urad, ktorému sa ma
zaplatit’.

1.2 Struktira

(a) Nadpisy casti obsiahnuté v tejto dohode
st vloZené len pre pohodlie a ziadnym
spésobom neovplyvnia vyznam ani
vyklad tejto dohody.

(b) Slova zahfiajice len muzsky rod budu

zahtnat’ zenské a/alebo neutralne rody a

naopak slova obsahujuce jednotné ¢islo

budi zahfiiat' vyznam v mnoznom ¢isle

a naopak a vSetky takéto slovd budi

zameniteI'né tymto spdsobom.

(c) Akykol'vek odkaz akykol'vek
narodny, miestny alebo zahrani¢ny
zakon alebo Statlt sa povaZuje za odkaz
na vSetky pravidld a nariadenia

vyhlasené podla nich, pokial’ kontext

na

nevyZzaduje inak.

(d) Odkazy na oddiel alebo pododdiel,
harmonogramy a  prilohy  buda

odkazovat’ na oddiely alebo pododdiely,
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Agreement unless the context requires
otherwise. The Schedules and Annexes are to
have effect and be construed as an integral part
of, and shall be deemed to be incorporated into,
this Agreement.

(e)The rule known as the ejusdem generis rule
shall not apply and accordingly words
introduced by words and phrases such as
"including”, "other" and "in particular” shall
not be given a restrictive meaning or limit the
generality of any preceding words or be
construed as being limited to the same class as
the preceding words where a wider construction

is possible.

(f) "Loss" means any losses, liabilities, damages,
costs (including reasonable legal costs) and
expenses (including Taxes), in each case, of
any nature whatsoever, and "Losses" shall be
construed accordingly;

(g) A document in the "agreed form" is a
reference to a document in a form approved
and for the purposes of identification initialled
by or on behalf of each of the relevant signing
parties to such document.

(h) Any reference to the singular includes the
plural and vice versa.

(i) Any reference to “day” shall mean a period of
twenty-four (24) hours, ending at twelve (12)
midnight.

(j) Ifany period of time is specified from a given
day, or the day of a given act or event, it is to
be calculated exclusive of that day. Where
expressed by reference to a person in Slovakia,
business day means any day other than a

(€)

(f)

(9)

(h)

)

plany alebo prilohy tejto dohody, pokial
kontext nevyzaduje inak. Rozpisy a
prilohy nadobudntl G¢innost’ a budu sa
vykladat’ ako neoddelitel'na sucast’ tejto
dohody a budi sa povazovat za
zaClenené do tejto dohody.

Pravidlo zname ako pravidlo ejusdem
generis sa neuplatiuje, a preto slovam
uvadzanym slovami a frazami ako
,Lvratane“, iné“ a ,najmi“ sa
nepripisuje obmedzujuci vyznam ani
neobmedzuje v§eobecnost’ akychkol'vek
predchadzajicich  slov, ani  sa
nevykladajii ako obmedzené na tu isti
triedu ako predchadzajuce slova, ak je
mozny $irsi vyklad.

Lotrata®“ znamena akékol'vek straty,
zavazky, Skody, néklady (vratane
primeranych pravnych nakladov) a
vydavky (vratane dani) v kazdom
pripade akejkol'vek povahy a , Straty*
sa budu vykladat’ podl'a toho;

Dokument v ,,dohodnutej forme® je
odkaz na dokument v schvalenej forme a
na ucely identifikacie parafovany
kazdou z prislusnych podpisujucich
stran takého dokumentu alebo v ich
mene.

Akykol'vek odkaz na jednotné Ccislo
zahffia aj mnozné ¢islo a naopak.

Akykol'vek odkaz na ,,deii* znamena
obdobie dvadsiatich Styroch (24) hodin
kon¢iace o dvanastej hodine, t.j. (12)
polnoci.

Ak je od daného dna alebo diia dané¢ho
¢inu alebo wudalosti Specifikované
akékol'vek ¢asové obdobie, pocita sa bez
tohto dita. Ak je pracovny deni vyjadreny
odkazom na osobu na Slovensku,

MRCT dohoda o klinickom skusani, Protokol &./MRCT Clinical Trial Agreement, Protocol no: HLX04-O -wAMD
Verzia 1.0//01 Jan 2020 $abléna/Version 1.0//01 Cze 2020 template Confidential / Déverné Strana: 8 z 94

SOPs odkaz: SOP-CO-06




F-CO-06-01

Q
Tigermed

Saturday, a Sunday or a day on which licensed
banks are authorised or required to be closed
in Slovakia, and, where expressed by
reference to the jurisdiction of a person other
than Slovakia means any day other than a
Saturday, a Sunday or a day on which licensed
banks are authorised or required to be closed
in the jurisdiction of that person, then that time
limit is deemed to only expire on the next
business day.

pracovny dent znamena akykol'vek den
iny ako sobota, nedel’a alebo deii, kedy
su licencované banky opravnené alebo
musia byt’ zatvorené na Slovensku, a ak
to odkaz na jurisdikciu osoby inej ako
Slovensko znamena ktorykol'vek den
iny ako sobota, nedel’a alebo den, kedy
su licencované banky opravnené alebo
musia byt zatvorené v jurisdikcii tejto
0soby, potom sa tato lehota povazuje za
uplynutu az v nasledujuci pracovny dei.

(k) Odkazy v tejto dohode na ¢okol'vek, ¢o

(k) References in this Agreement to anything je ktorakol'vek zmluvna strana povinna

which any Party is required to do or not to do urobit’ alebo neurobit, ?ahféajﬁﬂej Ciny,

shall include its acts, default and omissions, neplnenia a opomenutia, ¢i uZ priame

whether direct or indirect, on its own account, alebo nepriame, vo v[astnom mene alebo

or for or through any other person and those pre alebo pr.OStredn}Ctvom, akeJkOl’Velf

which it permits or suffers to be done or not inej osoby a tie, ktoré povoli alebo necha

done by any other person. urobit’ alebo neurobit’ akoukol'vek inou

osobou.

(I) Ak sa od ktorejkol'vek zmluvnej strany

vyzaduje akykol'vek suhlas, schvalenie

(D Where any consent, approval or similar alebo podobna dohoda podla tejto

agreement is required from any of the Parties dohody alebo na jej zéklade, takyto

under, or pursuant to, this Agreement, such sthlas, schvélenie alebo podobna

consent, approval or similar agreement shall dohoda nesméi byt bezddvodne

not be unreasonably withheld or delayed or odoprené, oneskorené alebo

conditioned. podmienené.

m) V suvislosti s vykladom, uplathovanim

(m) No rule of construction against the (m) alebo presadzoganim tejtop dohody sa

draftsperson (contra preferentum) shall be nebude uplatiovat Ziadne pravidlo

applied in connection with the interpretation, konstrukcie vo&i navrhovateFovi (contra

application or enforcement of this Agreement, preferentum), pretoze tito dohoda je

as this Agreement is the product of negotiation vysledkom rokovani medzi zmluvnymi

betwee_n the Parties as advised by their stranami  podfa odporacania ich
respective counsels. prislusnych pravnych zéstupcov.

(n) V pripade rozporu medzi ktoroukol'vek

(n) In the event of a conflict between any of the z podmienok tejto dohody, vratane jej

terms of this Agreement, including its
Schedules and Annexes, the conflict will be
resolved in the following order of priority: (1)
the terms of this Agreement; (2) the Schedules
and Annexes. Notwithstanding the generality

dodatkov, bude konflikt
vyrieSeny v nasledujicom poradi priorit:
(1) podmienky tejto dohody; (2) dodatky
a prilohy. Bez ohl'adu na vSeobecnost’
tejto dolozky 1.2(n), v pripade

priloh a
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of this Clause 1.2 (n), should there be any
inconsistency between the Protocol and the
other terms of this Agreement, the terms of the
Protocol shall prevail to the extent of scientific
matters. Should there be any inconsistency
between the Protocol and the other terms of
this Agreement for non-scientific matters, the
terms of the Agreement shall prevail to the
extent of such inconsistency.

akéhokol'vek nesuladu medzi
protokolom a ostatnymi podmienkami
tejto dohody, v rozsahu vedeckych
zalezitosti maju prednost’ podmienky
protokolu. V pripade akéhokol'vek
nesuladu medzi protokolom a ostatnymi
podmienkami tejto  dohody v
nevedeckych zélezitostiach maju v
rozsahu takéhoto nestladu prednost
podmienky dohody.

2. Clinical Trial Governance

The Parties agree that the Clinical Trial shall not
commence until the Parties have obtained approval
from the Competent Authorities.

2.1 The Parties shall comply with the following:
(@) the Protocol,

(b) the terms and conditions set forth in this
Agreement;

(c) the terms and conditions of the approval
of the Competent Authorities;

(d) the timelines and budget set out in Annex
2 (2.1 and 2.2);

(e) the Declaration of the Helsinki on Ethical
Principles for  Medical Research
Involving Human Subjects, adopted by
the General Assembly of the World
Medical Association;

(f) the "ICH Guideline for Good Clinical
Practice E6, R2"

(g) all Applicable Data Protection Laws;
(h) all applicable anti-corruption laws, rules,

regulations and decrees any other
applicable anti-bribery laws

2. Riadenie klinického skusSania

Zmluvné strany sa dohodli, ze klinické
skaSanie sa neza¢ne, kym zmluvné strany
neziskaju suhlas od prisluSnych organov.

2.1 Zmluvné¢ strany budi dodrziavat
nasledovné:
(@) protokol,

(b) podmienky uvedené v tejto dohode;

() podmienky schvalenia prislusnymi
organmi;

(d) casové harmonogramy a rozpocet
uvedené v prilohe 2 (2.1. 2 2.2.);

(e) Helsinskti deklaraciu o etickych
principoch lekarskeho vyskumu
zahfnajiceho ludské subjekty,
prijatt Valnym  zhromaZdenim
Svetovej lekarskej asociacie;

(f) ,ICH, Usmernenie pre spravnu
klinickl prax E6, R2*

(9) vsetky platné zakony na ochranu
udajov;

(h) vsetky  platné  protikorupcné
zakony, pravidla, nariadenia a
vyhlaSky a akékol'vek iné platné
protikorup¢né zakony
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(i) specific procedures provided by the

(i) Specifické postupy  poskytnuté

Sponsor and the CRO applicable for sponzorom a CRO, ktoré sa
conducting the Clinical Trial; vztahuju na vykonavanie
klinického skusSania;

(j) applicable rules, regulations and () platné pravidla, predpisy a
requirements of the local regulatory poziadavky miestnych regulacnych
and/or health authorities; and a/alebo zdravotnych tradov; a

(k) any other applicable local laws, (k) akékol'vek dalsie platné miestne

guidelines and regulations governing the
conduct of clinical studies

as may be amended from time to time, and in a
manner that appropriately protects the safety,
security, and well-being of the Subjects and any
Personal Data arising from the Clinical Trial.

2.2

The Protocol may be amended from time to
time in writing by Sponsor, provided
Competent Authority and all necessary
approvals have been obtained.

smernice a nariadenia
upravujuce vykonavanie klinickych
stadii

v zneni neskorsich predpisov, a to spdsobom,

ktory  primerane bezpecnost’,

zabezpeCenie a pohodu subjektov a

akékol'vek osobné udaje vyplyvajice z

klinického skusania.

zakony,

chrani

2.2 Sponzor moze protokol z ¢asu na Cas
pisomne zmenit' za predpokladu, Zze
prisluSny organ ziskal vSetky potrebné
stihlasy.

3. Principal Investigator 3. Hlavny skisajuci

3.1 The Institution shall ensure the performance of 3.1 Institacia zabezpeci plnenie povinnosti
the obligations of the Principal Investigator as hlavného skusajticeho, ako su stanovené
set out in this Agreement. v tejto dohode.

3.2 The Institution represents and warrants that 3.2 InstitGcia vyhlasuje a zarucuje, Ze
the Principal Investigator is an employee, hlavny skuasajuci je zamestnancom,
agent or contractor of the Institution. The agentom alebo dodavatel'om institucie.
Institution shall not re-assign the conduct of Institucia bez vyslovného pisomného
the Clinical Trial to another investigator stihlasu sponzora opdtovne nepoveri
without the Sponsor’s express written consent. vykonavanim klinického skusania iného

skusajuceho.

3.3 The Institution represents and warrants that, at 3.3 Institicia vyhlasuje a zarucuje, Ze k

the Effective Date, neither it, Dr. Marek
Kacerik, PhD, the Site Staff nor any of its
employees, agents or other person under its
direction or control in performing services in
the Clinical Trial, have been debarred,
disqualified or banned from conducting

datumu nadobudnutia G¢innosti nebola
vyli¢ena ani ona, MUDr. Marek
Kacerik PhD, zamestnanci lokality, ani
ziadny z jej zamestnancov, zastupcov
alebo in4 osoba pod jej vedenim alebo
kontrolou pri vykondvani sluzieb v
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clinical trials or are under investigation by ramci klinického skusania,

regulatory and/or health authorities. The diskvalifikované  alebo  zakazané

Institution agrees to notify  Sponsor
immediately if any such investigation,
disqualification, debarment, or ban occurs.

vykonavat’ klinické skusania alebo st
predmetom vySetrovania regulacnych

a/alebo zdravotnickych organov.
InStiticia  sa  zavdzuje  okamzite
informovat’ sponzora, ak dojde k

takémuto vySetrovaniu, diskvalifikacii,
vyluceniu alebo zakazu ¢innosti.

3.4 The Institution shall notify the Sponsor and/or 3.4 Institacia okamzite pisomne informuje
the CRO in writing immediately if the sponzora a/alebo CRO, ak hlavny
Principal Investigator ceases to be employed skusajuci prestane byt zamestnany alebo
by or associated with the Institution or is spojeny s inStiticiou alebo nie je
unable to perform the duties required by this schopny vykonavat’ povinnosti
Agreement and shall use reasonable pozadované touto dohodou, a vynalozi
endeavours to find a replacement acceptable to primerané Usilic na najdeniec nahrady
both the Sponsor/the CRO and the Institution. prijatelnej pre sponzora/CRO a
If a mutually acceptable replacement cannot institGciu. Ak nie je mozné najst
be found, the Parties, within thirty (30) days obojstranne prijatelni nahradu, strany
from the notification by the Institution to the do tridsiatich (30) dni od oznamenia
Sponsor and/or the CRO of the Principal institicie sponzorovi a/alebo CRO o
Investigator’s unavailability, may terminate nedostupnosti  hlavného skusajliceho
the Agreement in accordance with Clause moézu dohodu vypovedat v sulade s
23.1. dolozkou 23.1.

3.5 The Institution shall provide appropriate 3.5 Institicia poskytne vhodné zdroje a
resources and facilities so the Principal zariadenia, aby hlavny skuSajici mohol
Investigator can conduct the Clinical Trial in a vykonat' klinické skuSanie vcas a
timely and professional manner and according profesionalne a v sulade s podmienkami
to the terms of this Agreement. tejto dohody.

3.6 The Institution shall ensure that only 3.6 InstitGcia zabezpeci, aby na klinickom
Institution Staff who are appropriately trained skasani pracovali len zamestnanci
and qualified will work on the Clinical Trial inStitacie, ktori st primerane vySkoleni a
and it shall provide all related confirmation kvalifikovani, a poskytne o tom vSetky
and evidence thereof to the Sponsor and the stvisiace  potvrdenia a  dbkazy
CRO. sponzorovi a CRO.

4. Obligations of the Sponsor 4. Povinnosti sponzora

4.1 The Sponsor shall be responsible for the 4.1 Sponzor bude  zodpovedny  za
following: nasledujuce:
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(a)provide the Investigational Product for the
Clinical Trial;

(b)ensure that the Investigational Product to be
used in the Clinical Trial is in compliance
with Good Manufacturing Practice (GMP);

(c)provide the Competent Authority with all
necessary documents, data, information
and evidence for the Competent
Authority’s review;

(d)engage the CRO for the purposes of the
Clinical Trial, including without limitation
entrusting the CRO to monitor the Clinical
Trial (including site selection, study
initiation, monitoring and close-out
activities), manage data relating to the
Clinical Trial, analyse the statistics and
data relating to the Clinical Trial, ensure
quality control of the Clinical Trial, ensure
that the Clinical Trial is in compliance with
the terms and conditions of the approval of
the Competent Authority and all directions
and instructions of the Competent
Authority and organise independent audits
of the Clinical Trial to ensure the quality of
the Clinical Trial as and when necessary
and negotiate with the Institution and sign
Clinical Trials Agreement and other
documents on behalf of the Sponsor, if
Sponsor is not a party of this Agreement.

(e)inform the Institution, Principal
Investigator, Competent Authority in
writing prior to suspending or terminating
the Clinical Trial;

() submit all interim and final reports relating
to the Clinical Trial to the Competent
Authority;

(@)poskytnut’  sktsany produkt na
klinické skusSanie;

(b)zabezpecit, aby bol skusany produkt,
ktory sa ma pouzit v klinickom
sktiSani, v stlade so spravnou
vyrobnou praxou (GMP);

(c) poskytnut’ prislusnému organu vsetky
potrebné dokumenty, udaje,
informdcie a dokazy na preskumanie
prislusnym organom;

(d)zapojit CRO na tucely klinického
skusania vratane, bez obmedzenia,
poverenia CRO monitorovat’ klinické
skaSanie (vritane vyberu miesta,
zaCatia Stadie, monitorovania a
zavereCnych Cinnosti), spravovat
udaje  suvisiace s klinickym
skasanim, analyzovat Statistiky a
udaje  tykajuce sa  klinického
skusania, zabezpecit’ kontrolu kvality
klinického skuSania, zabezpecit', aby
klinické skaSanie bolo v sulade s

podmienkami schvalenia
kompetentnou autoritou a vsSetkymi
nariadeniami a pokynmi

kompetentnej autority a organizovat’
nezavislé audity klinického skuSania
na zabezpecenie kvality klinického
skuSania podla potreby a rokovat’ s
inStitdciou a podpisat dohodu o
klinickom skuSani a iné dokumenty v
mene sponzora, ak sponzor nie je
zmluvnou stranou tejto dohody.
(e)pisomne  informovat
hlavného skusajuceho, prislusny
organ pred pozastavenim alebo
ukonc¢enim klinického skuiSania;

inStitciu,

(f) predlozit’ prislusnému organu vsetky
priebezné a  zavereCné  spravy
tykajuce sa klinického sktiSania;
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(g)submit to the local regulatory and/or health (Q)predlozit miestnym regulaénym

authorities all documents, data, information a/alebo  zdravotnickym organom

4.2

4.3

and evidence required for the conduct of the
Clinical Trial;

(h)protect the confidentiality of the
information and Personal Data of the
Subjects collected in the course of the
Clinical Trial;

(i) ensure reliability and efficacy of the
scientific data collected in the course of the
Clinical Trial;

(j) ensure that the transparency, fairness, and
outcome of the Clinical Trial is not affected
by any illegal or unauthorised incentive to
the Subjects, the Principal Investigator, the
Institution Staff or other investigators; and

(K)ensure that all payments relating to the
Clinical Trial provided for under this
Agreement is paid out in a timely manner.

The Sponsor shall also provide the Principal
Investigator with an emergency telephone
number to enable any adverse event(s)
reporting at any time.

The Sponsor shall not commit (and warrants
that in entering into the Agreement it has not
committed) any of the following acts:

(a) provide or offer to provide to any person
in the employment of the Institution any
gift or consideration not contemplated by
the financial arrangements set out at
Clause 21 below in relation to the
negotiation or performance of this
Agreement or any other contract with the
Institution;

4.2

4.3

vSetky dokumenty, udaje, informécie
a dokazy potrebné na vykonanie
klinického skusSania;

(h)chranit dovernost’ informacii a
osobnych udajov subjektov
zhromazdenych v priebehu

klinického skuSania;

(i) zabezpecit' spolahlivost’ a U¢innost
vedeckych udajov zozbieranych v
priebehu klinického skusania;

() zabezpecit, aby transparentnost,
spravodlivost’ a vysledok klinického
skuSania neboli ovplyvnené ziadnym
nezdkonnym alebo neopravnenym
podnetom pre subjekty, hlavného
skusajuceho, zamestnancov institucie
alebo inych skusajucich; a

(k)zabezpecit, aby vsetky platby

klinickym skaSanim

podla tejto dohody boli vyplatené
vcas.

suvisiace S

Sponzor tiez poskytne hlavnému
skasajucemu nudzové telefonne cislo,
aby bolo moZzné kedykol'vek nahlasit’
akékol'vek neziaduce udalosti.

Sponzor sa nedopusti (a zarucuje, ze pri
dohody sa nedopustil)
ziadneho z nasledujucich ¢inov:

uzatvarani

(@) poskytnut alebo pontknut’
akejkol'vek osobe zamestnanej v
inStitacii  akykol'vek dar alebo
protihodnotu, o ktorej sa neuvazuje
vo finanénych dohodach uvedenych
v Clanku 21 nizSie v suvislosti s
rokovanim alebo plnenim tejto
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(b) make payment or agree to make payment
of any commission to any person in the
employment of the Institution whether in
relation to this Agreement or any other
contract with the Institution.

dohody alebo akejkol'vek inej
dohody s institaciou;

(b) vykonat platbu alebo suhlasit’ s
vykonanim  platby  akejkol'vek
provizie akejkol'vek osobe
zamestnanej v inStiticii, ¢i uz v
stvislosti s touto dohodou alebo
akoukol'vek inou zmluvou s
instituciou.

5. Obligations of the CRO
5.1 The CRO shall be responsible for the following:

(a)obtaining the Clinical Trial Authorisation
from the local government authority for the
Clinical Trial, if applicable;

(b)provide the Competent Authority with all
necessary documents, data, information and
evidence for the Competent Authority’s
review;

(c)ensure that all payments relating to the
Clinical Trial provided for under this
Agreement are paid out in a timely manner;

(d)coordinate with the Sponsor to deal with all
issues  relating to  payments and
compensation for the Clinical Trial;

(e)deploy staff with the relevant experience and
qualifications to carry out the Clinical Trial;

(f) deploy Monitors with the relevant
experience and qualifications to monitor the
Clinical Trial;

(g)provide the training that is necessary for the
conduct of the Clinical Trial to the Principal

Povinnosti CRO

5.1 CRO bude zodpovedna za nasledujuce:

(a) ziskat’ povolenia na klinické skusanie
od miestneho vladneho organu pre
klinické skusanie, ak je to vhodné;

(b)poskytnut’ prislusnému organu vsetky
potrebné dokumenty, udaje,
informécie a dokazy na preskimanie
prisluSnym orgénom;

(c)zabezpecit, aby vSetky plathy
stuvisiace s klinickym skaSanim
podla tejto dohody boli vyplatené
vcas.

(d)koordinovat” so sponzorom rieSenie
vSetkych zalezitosti tykajicich sa
platieb a kompenzacii za klinické
skuiSanie;

(e)nasadit’ personal s prisluSnymi
skisenostami a kvalifikdciou na
vykonavanie klinického skusania;

(f) nasadit monitor s prislusnymi
skiusenostami a kvalifikaciou na
monitorovanie klinického skusSania;

(g)poskytnut’ hlavnému skuSajicemu,
spoluskusajicemu a  personalu
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Investigator, Sub-Investigators and Site
Staff;

(h)monitor the Clinical Trial (including site
selection, study initiation, monitoring and
close-out activities), manage data relating to
the Clinical Trial, analyse the statistics and
data relating to the Clinical Trial, ensure
quality control of the Clinical Trial, ensure
that the Clinical Trial is in compliance with
the terms and conditions of the approval of
the Competent Authority and all directions
and instructions of the Competent Authority
and organise independent audits of the
Clinical Trial to ensure the quality of the
Clinical Trial as and when necessary;

(i) collect documents from the Institution, the
Principal Investigator, the Sub-Investigators
and all other investigators, hospitals, clinical
centres and other parties as required for the
conduct of the Clinical Trial, including
without limitation confidentiality
agreements and protocol compliance
agreements;

(j) submit to the local regulatory and/or health
authorities all documents, data, information
and evidence required for the conduct of the
Clinical Trial;

(K)submit to the Competent Authority all
documents, data, information and evidence
required for the conduct of the Clinical Trial,

(1) contact the local regulatory and/or health
authorities and the Competent Authority
when necessary for the conduct of the

pracoviska Skolenie, ktoré je potrebné
na vykonavanie klinického skusania;

(h)monitorovat  klinické  skuSanie

(vratane vyberu miesta, zacatia
Studie, monitorovania a
ukoncovacich ¢innosti), spravovat
udaje  stuvisiace s klinickym
skaSanim, analyzovat' Statistiky a
udaje  stuvisiace s klinickym
skaSanim,  zabezpecit  kontrolu
kvality klinického skasania,
zabezpecit, aby klinické skuSanie
bolo v sulade s podmienkami
schvalenia kompetentnou autoritou a
vSetkymi nariadeniami a pokynmi
prislusnych organov a organizovat
nezavislé audity klinického skusania,
aby sa zabezpecila kvalita klinického
skasania, ak je to potrebné;

(i) zhromazd'ovat  dokumenty  od

institicie, hlavného skusajuceho,
spoluskusajacich a vSetkych
ostatnych skuSajucich, nemocnic,
klinickych stredisk a inych stran, ako
sa to vyzaduje na vykonavanie
klinického skuaSania vratane, bez
obmedzenia, dohdd o ddvernosti a
dohdd o dodrziavani protokolu;

() predlozit miestnym regulacnym

a/alebo  zdravotnickym organom
vSetky dokumenty, idaje, informécie
a dokazy potrebné na vykonanie
klinického skusSania;

(K)predlozit kompetentnému organu

vsetky dokumenty, tidaje, informacie
a dokazy potrebné na vykonanie
klinického skusania;

(I) v pripade potreby na vykonanie

klinického sktSania vratane hlasenia
neziaducich udalosti kontaktovat’
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Clinical Trial including reporting of adverse miestne regulacné a/alebo
events; zdravotnicke organy a kompetentny
organ;

(m) obtain the necessary approvals from the local (m) ziskat" potrebné schvalenia od

regulatory and/or authorities; miestnych  regulacnych  a/alebo
0organov;

(n)control of the conduct of the Clinical Trial,
including but not limited to signing all
documents and contracts for the conduct of
the Clinical Trial as may be necessary or
required by local laws and regulations on
behalf of the Sponsor and,;

(o)support the Sponsor (or its designee) to
import the Investigational Product and
clinical study materials, in accordance with
applicable custom requirements;

(p)prepare and execute all necessary documents
in accordance with all Applicable Data
Protection Laws.

5.2The Sponsor further authorises the CRO to
negotiate and sign any and all
contracts/agreements ~ with  investigators,
hospitals, clinical centres and other parties as
required for the conduct of the Clinical Trial,
and administer all payments in relation to the
Clinical Trial for and on behalf of the Sponsor.

5.2

(n)kontrolovat’ vykonavanie klinického
skuSania vratane, ale nie vylucne,
podpisovania vSetkych dokumentov a
zmliv o vykonavani klinického
skuSania, ktoré mézu byt’ nevyhnutné
alebo vyzadované

zakonmi a predpismi

Sponzora a,

miestnymi
vV mene

(o)podporovat’ sponzora (alebo jeho
zastupcu) pri skusaného
produktu a materidlov na klinické
Studie v sulade s platnymi colnymi
poziadavkami;

dovoze

(p)pripravit a vykonat’ vSetky potrebné
dokumenty v sulade so vSetkymi
platnymi zdkonmi o ochrane udajov.

Sponzor  dalej  opraviiuje  CRO
vyjedndvat a podpisovat  vSetky
zmluvy/dohody s  vySetrovatelmi,

nemocnicami, klinickymi strediskami a
inymi stranami, ako sa to vyZaduje na
vykonéavanie klinického sktSania, a
spravovat vSetky platby savisiace s
klinickym sktSanim pre a v mene
sponzora.

6. Obligations of Institution

(a) Institution and Principal Investigators shall
be responsible for compliance with the
terms and conditions of this Agreement by
any individual who performs services on
behalf of Institution in connection with the
Clinical Trial, including but not limited to
Investigators;

Povinnosti inStitacie

(a) Institucia skasajaci  su
zodpovedni dodrziavanie
podmienok tejto dohody kazdym
jednotlivcom, ktory vykonava sluzby

a hlavny
za

v mene inStiticie v suvislosti s
klinickym skaSanim vratane, ale nie

vyluéne, skusajacich;
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(b)Institution shall oversight Investigator’s the
conducting of the Clinical Trial according

to the Protocol, Sponsor’s written
instructions, Trial-related manuals,
Applicable Law and all terms and

conditions of this Agreement;

(c)Institution shall allow the Sponsor, or other
governmental authority (or its designees),
reasonable access to the site and Clinical
Trial records, and to monitor the Trial
(“Inspection”). Institution shall ensure that
the Investigator and other necessary
personnel are available during the audits
and Inspections. At Sponsor’s request,
Institution shall correct all errors or
omissions noticed during the Inspection.

(b)Institacia bude dohliadat’ na to, ako
skasajuci vykonava klinické skusanie
v sulade s protokolom, pisomnymi
pokynmi priruckami
suvisiacimi so skuSanim, platnym

Sponzora,

pravom a vSetkymi podmienkami

tejto dohody;

(c) Institicia umozni sponzorovi alebo
inému vladnemu organu (alebo nim
poverenym  osobam)  primerany

pristup k miestu a zidznamom

klinického skusania a monitorovanie
sktiSania  (,,inSpekcia®). InStitucia
aby pocas

inSpekcii bol k dispozicii skusajuci a

d’als$i potrebny personal. Na ziadost’

sponzora inStitucia opravi vSetky
chyby alebo opomenutia zistené

pocas inSpekcie.

zabezpedi, auditov a

7.

Obligations of Principal Investigator

7.1. The Principal Investigator shall be responsible

for the following:

(a)the Principal Investigator shall read and
understand the contents of the Protocol
carefully and carry out the Clinical Trial
strictly in compliance with the Protocol and
Good Clinical Practice (GCP) and/or ICH-
GCP;

(b)provide the necessary personnel and
equipment for the conduct of the Clinical
Trial;

(c)the Principal Investigator shall ensure that
all data relating to the Clinical Trial are
recorded in the Subject’s medical records
and case report form in a true, accurate,
complete and timely manner;

7. Povinnosti hlavného skisajuceho

7.1. Hlavny skusSajuci bude zodpovedny za
nasledujtce:

(a)hlavny skusajtci si pozorne precita
a porozumie obsahu protokolu a
vykoné klinické skusanie striktne v
stilade s protokolom a spravnou
Klinickou praxou (GCP) a/alebo
ICH-GCP;

(b)poskytne potrebny personal a
vybavenie na
klinického skusSania;

vykonavanie

(c)hlavny skusSajici zabezpeci, aby
vsetky udaje tykajtce sa klinického

skiSania boli zaznamenané v
lekarskych ~ zadznamoch a vo
formulari  sprdvy o  pripade

pravdivo, presne, uplne a v¢as;
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(d)the Principal Investigator is responsible for
making all medical-related decisions in
relation to Clinical Study to ensure that the
Subjects will receive adequate medical
treatment in the event that any Subject
suffers from any adverse effects in the
course of the Clinical Trial;

(e)the Principal Investigator shall take all
necessary measures and steps to ensure the
safety of the Study Subjects.

(F) co-operate with the Monitors in the conduct
of the Clinical Trial;

(g)assist in all queries, investigations and
audits conducted by the local regulatory
and/or authorities and/or the Competent
Authority;

(h)the Principal Investigator shall attend all
meetings as reasonably required by the
Sponsor;

(i) protect the confidentiality of the
information and Personal Data of the
Subjects collected in the course of the
Clinical Trial

(j) co-ordinate and attend all meetings
between the Principal Investigator and the
Sponsor and the CRO as reasonably
required by the Sponsor and the CRO.

(K)review the reports relating to the Clinical
Trial prepared by the CRO;

(1) monitor the progress of the Clinical Trial

(d)hlavny skuasajuci je zodpovedny za
prijimanie  vSetkych lekarskych
rozhodnuti v stvislosti s klinickou
Studiou, aby sa zabezpecilo, Zze
subjekty dostanu primerané
lekarske osSetrenie v pripade, ze
ktorykol'vek subjekt bude trpiet
akymikol'vek nepriaznivymi
ucinkami v priebehu klinického
skuiSania;

(e)hlavny skusajici prijme vsetky
potrebné opatrenia a kroky na
zaistenie  bezpecnosti  subjektov
Studie;

(f) spolupracovat’ s monitormi pri
vykonévani klinického skuSania;

(g)pomahat pri vSetkych otazkach,
vySetrovaniach a auditoch
vykonavanych miestnymi
regulacnymi  a/alebo  orgédnmi
a/alebo prislusnym organom;

(h)hlavny skusajuci sa zucastiuje
vSetkych stretnuti, ako to primerane
vyzaduje sponzor;

(i) chranit dovernost’ informacii a
osobnych udajov subjektov
zhromazdenych \% priebehu
klinického skusania;

() koordinovat a z(cCasthovat sa
vSetkych stretnuti medzi hlavnym
sktSajuicim a sponzorom a CRO,
ako to primerane vyzaduje sponzor
a CRO.

(K)preskumat’ spravy tykajice sa
Klinického sktsania vypracované

CRO;

(I) monitorovat’ priebeh klinického
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and report such progress to the Sponsor and
the CRO;

(m) provide guidance to the Sponsor and the
CRO on all issues that arise during the
course of the Clinical Trial;

(n)work together with the Sponsor and the
CRO to resolve any adverse effects and
issues that arise during the course of the
Clinical Trial; and

(o)provide  scientific advice on the
interpretation of the results of the Clinical
Trial and review the statistical analysis
report and final report of the Clinical Trial.

skaSania a oznamovat
pokrok sponzorovi a CRO;

takyto

(m) poskytovat’ poradenstvo sponzorovi
a CRO vo vsetkych problémoch,
ktor¢ sa vyskytnu v priebehu

klinického skusSania;

(n)spolupracovat’ so sponzorom a CRO
na vyrieSeni vSetkych problémov,
ktoré sa vyskytna v priebehu
klinického skusania; a

(o)poskytnut’ vedecké poradenstvo o
interpretacii vysledkov klinického
skiSania a preskimat’ spravu o
Statistickej analyze a zaverecnu
spravu z klinického skuSania.

7.2. The Investigator’s minimum enrollment goal
is 10 patients and Investigator will use best
efforts to reach the enrollment goal within a
reasonable time after commencement of the

Study at the Institution.

o If Principal Investigator fails to adhere to
this principle, the CRO with Sponsor may
reconsider Investigator's suitability to
continue its participation in the Study.

7.2. Cielom skuSajuceho je minimalne 10

zaradenych pacientov a skusajuci
vynalozi  maximéalne  Usilie  na
dosiahnutie ~ ciela  zaradenia v

primeranom c¢ase po zacati Stadie v
institucii.

e Ak hlavny skuSajici nedodrzi tuto
zasadu, CRO so sponzorom moze
prehodnotit’ vhodnost” skusajuceho
pokracovat’ v ucasti na Stadii.

8. The Investigational Product
8.1 The Sponsor shall supply the Investigational
Product to the Institution only after all
required approvals and documentation from
the local regulatory and/or health authorities
and approval from the Competent Authority
have been obtained.

8.2 The Sponsor will provide the Principal
Investigator with sufficient quantities of the
Investigational Product and related materials
needed to conduct the Clinical Trial. The
Sponsor will also provide all relevant

8. Skusany produkt

8.1 Sponzor dod4 skusany produkt institdcii
az po ziskani vSetkych pozadovanych
stihlasov a dokumentécie od miestnych

a/alebo

regula¢nych zdravotnickych

uradov a sthlasu od prisluSného orgénu.

hlavnému
mnozstvo

suvisiace
vykonanie
Sponzor tiez

8.2 Sponzor poskytne

skasajacemu  dostatocné
skaSaného  produktu a
materialy  potrebné

klinického skuSania.

na
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8.3

information and advice which the Sponsor is
made aware of and which the Sponsor deems
appropriate to the Principal Investigator and
the Institution, which are required for the
proper planning and conduct of the Clinical
Trial throughout the duration of the Clinical
Trial. The Institution shall store the
Investigational Product in a proper manner.

Where applicable, the CRO shall also provide
reasonable  supervision, training and

8.3

poskytne hlavnému
institacii vSetky relevantné informéacie a
rady, o ktorych je sponzor informovany

skasajucemu a

a ktoré povazuje za vhodné, a ktoré st
potrebné na spravne planovanie a
vykonavanie klinického skusania pocas
trvania klinického skuaSania. InStiticia
uchovava skusany produkt spravnym
spdsobom.

Ak je to vhodné, CRO tiez poskytne
primerany dohl'ad, Skolenie a podporu

monitoring support for the handling of monitorovania pri  manipulacii  so
Investigation Product and related materials skianym produktom a stvisiacimi
during the conduct of the Clinical Trial. materialmi poéas Vykonévania

klinického skus$ania.

8.4 The Sponsor will provide the compound and 8.4 Sponzor  poskytne  zludeninu a
any control/placebo materials administered to akékol'vek kontrolné/placebové
the Subjects as part of the Clinical Trial free of materialy podavané subjektom v rdmci
charge to the Institution for administering or klinického skuSania bezplatne instittcii
dispensing solely by or under the supervision na podanie alebo vydaj vyhradne alebo
of the Principal Investigator or Sub- pod dohladom hlavného skusajuceho
investigators to the Subjects at the Institution alebo spoluskusajtcich subjektom na
in strict compliance with the Protocol. adrese v prisnom sulade s protokolom.

8.5 The Sponsor represents and warrants that the 8.5 Sponzor vyhlasuje a zaruluje, ze
Investigational Product and control/placebo skasany produkt a kontrolné/placebové
materials have been manufactured in materialy boli vyrobené v sulade s GMP
accordance with GMP and all applicable laws a vietkymi prisluinymi zdkonmi a
and regulations. nariadeniami.

8.6 Neither the Institution nor the Principal 8.6 Institicia ani hlavny  skéSajici
Investigator shall permit the Investigational nepovolia, aby sa skuSany produkt
Product supplied for the purposes of the dodany na ucely klinického skusania
Clinical Trial to be used for any purpose other pouzival na iny ucel ako na vykonavanie
than the conduct of the Clinical Trial. klinického skusania.

8.7 At the end of the Clinical Trial, all unused 87 Na konci klinického skG$ania budt

Investigational Product and control/placebo

vSetky nepouzité¢ skasané produkty a

materials shall be promptly returned to the kontrolné/placebové materialy
Sponsor in the manner prescribed by the bezodkladne  vratené  sponzorovi
Sponsor in writing, with the amounts of sposobom predpisanym sponzorom v
Investigational Product and control/placebo pisomnej forme, s  mnoZstvami
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materials used, lost or damaged being pouzitého, straten¢ho alebo
documented in detail. poskodeného skusaného produktu a
kontrolnych/placebovych ~ materidlov
podrobne zdokumentované.

8.8 In the event that the Protocol for the Clinical 8.8 V pripade, Ze protokol o klinickom
Trial requires the collection of blood, tissue or skaSani vyzaduje odber krvi, tkaniva
other biological materials from subjects alebo inych biologickych materialov od
(“Biological Materials”) the Investigator subjektov  (,,Biologické materialy),
agrees that the use of such Biological skusajuci sthlasi s tym, ze pouzitie
Materials shall be limited to those tests, takychto biologickych materidlov bude
analyses or procedures identified in the obmedzené na tie testy, analyzy alebo
Protocol and informed consent process. postupy, ktoré boli identifikované v

protokole a procese informovaného
suhlasu.

9. Selection of Subjects and Informed Consent 9. Vyber subjektov a informovany

stuhlas

9.1 The Principal Investigator shall adhere strictly 9.1 Hlavny skus$ajiici bude pri vybere
to the enrolment criteria specified in the subjektov striktne dodrziavat’ kritéria
Protocol in the selection of Subjects. In the zapisu uvedené v protokole. V
event that any enrolled Subject fails to meet pripade, Ze niektory zo zaradenych
the enrolment criteria, the Principal subjektov nespliiia kritéria na prijatie,
Investigator may decide to disallow the hlavny sku$ajici moze rozhodnut, ze
Subject from continuing to participate in the zakaze subjektu pokracovat’ v ucasti
Clinical Trial at the Principal Investigator’s na klinickom skuSani na zaklade
sole and absolute discretion, provided that the vyhradného a absolitneho uvazenia
Principal Investigator shall send out prior hlavného sktisajiceho pricom hlavny
written notice to Sponsor and CRO. skusajuci zaSle Sponzorovi a CRO

predchadzajice pisomné ozndmenie.
9.2 Hlavny skuSajuci a/alebo akakol'vek

9.2 The Principal Investigator and/or any person osoba poverena hlavnym skuasajucim
authorised by the Principal Investigator shall informuje subjekt o povahe klinického
inform the Subject of the nature of the Clinical skaSania a ziska predchadzajuci
Trial and obtain the Subject’s prior written pisomny sthlas subjektu s ucastou na
consent to participate in the Clinical Trial, in klinickom sktsani v sulade s
accordance with the informed consent form as formularom informovaného sthlasu,
approved by the Competent Authority and the ktory schvdlila kompetentnd osoba a
GCP/ICH-GCP. GCP/ICH-GCP.

10. Personal Data Protection 10. Ochrana osobnych tdajov

MRCT dohoda o klinickom skusani, Protokol &./MRCT Clinical Trial Agreement, Protocol no: HLX04-O -wAMD
Verzia 1.0//01 Jan 2020 $abléna/Version 1.0//01 Cze 2020 template Confidential / Déverné Strana: 22 z 94
SOPs odkaz: SOP-CO-06



F-CO-06-01

Q
Tigermed

10.1 Each Party represents and warrants that, in

performing its obligations under this
Agreement, it will comply at all times with the
Applicable Data Protection Laws and all
requirements of patient confidentiality under
all applicable laws and regulations. In order to
fulfil all mutual obligations relating to the
applicable Data Protection Laws, the Parties
enter into specific Standard Contractual
Clauses as attached to this Agreement and
incorporated herein by reference.

10.2 Each Party shall provide the other Party with

all assistance and information necessary to
enable the other Party to be able to comply
with its obligations under the Applicable Data
Protection Laws.

10.3 The Institution represents and warrants that:

(@it shall collect, use and disclose the
Personal Data of the Subjects for the
purposes of this Agreement;

(b)the Institution would have, prior to
collecting and using the Personal Data for
the Clinical Trial and/or disclosing such
Personal Data to the Sponsor, obtained all
necessary and relevant consents from the
Subjects whose Personal Data are being
disclosed for the Institution to collect and
use the Subject’s Personal Data for the
Clinical Trial and disclosing such Personal
Data to the Sponsor;

(c)any Personal Data of the Subjects that it
collects, uses and/or discloses in the course
of this Agreement is true and accurate;

10.1Kazda zmluvna strana vyhlasuje a

zarucuje, ze pri  plneni svojich
povinnosti podla tejto dohody bude
vzdy dodrziavat’ prislusné zakony na
ochranu udajov a vSetky poziadavky na
dovernost’ pacientov podla vsetkych
prislusnych zdkonov a nariadeni. Za
ucelom splnenia vSetkych vzdjomnych
zavdzkov  suvisiacich s  platnymi
zdkonmi o ochrane udajov zmluvné
strany uzatvoria osobitné Standardné
zmluvné dolozky a dohody o ochrane
udajov, ktoré st pripojené k tejto dohode
a zahrnuté tu prostrednictvom odkazu.

10.2Kazda zmluvné strana poskytne druhej

zmluvnej strane vSetku pomoc a
informacie potrebné na to, aby druha
zmluvna strana mohla splnit’ svoje
zavizky podla platnych zakonov o
ochrane tdajov.

10.3Institicia vyhlasuje a zarucuje, ze:

(@) bude zhromazd’ovat, pouzivat a
zverejiiovat’ osobné udaje subjektov
na ucely tejto dohody;

(b)Institacia by pred zhromazd’ovanim a
pouZivanim osobnych udajov na
klinické skuSanie a/alebo
spristupnenim takychto osobnych
udajov sponzorovi ziskala vSetky
potrebné a relevantné suhlasy od
subjektov, ktorych osobné udaje sa
zverejiiuju na ucely inStitacie na
zhromazd’'ovanie a  pouZzivanie
osobnych tdajov subjektu na klinické
skuSanie a spristupnenie takychto
osobnych udajov sponzorovi;

(c)akékol'vek osobné udaje subjektov,
ktoré zhromazd’uje, pouziva a/alebo
zverejiiuje v priebehu tejto dohody,
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su pravdivé a presné;

(d)prijme  vhodné  technické a
(d)take appropriate technical and organizaéné opatrenia na ochranu
organisational measures to protect the osobnych udajov subjektov pred
Personal Data of Subjects against nahodnym  alebo  nezakonnym
accidental or unlawful destruction or zni¢enim alebo nahodnou stratou,
accidental loss, alteration, unauthorised zmenou, neopravnenym zverejnenim

disclosure or access and against all other
unlawful forms of processing. Such
measures shall ensure a level of security
appropriate to the risks represented by the
processing and the nature of the data to be
protected, having regard to the state of the
art and the cost of implementation; and

(e)not retain Personal Data of the Subjects for
any longer than is necessary for the
purposes of this Agreement, and retention
is no longer necessary for legal or business
purposes.

10.4 GDPR Compliance. All Parties hereto
declare themselves to be aware of the
requirements of the Regulation (EU) 2016/679
of the European Parliament and of the Council
of 27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data and repealing Directive 95/46/EC
(GDPR).

10.5Data Protection Roles. Considering the
object of this Agreement, the involved Parties
shall have the following data protection roles,
and each shall bear the specific liability of
such:

e Sponsor will act as a Data Controller, since
the Sponsor exclusively sets the purpose of
processing personal data, namely the

alebo pristupom a pred vSetkymi

dals$imi  nezédkonnymi  formami
spracovania. ~ Takéto  opatrenia
zabezpecia  uroven  bezpecCnosti

primeranu rizikdm, ktoré predstavuje
spracovanie a povaha udajov, ktoré sa
maju chrénit’, so zretel'om na sucasny
stav  techniky a ndklady na
implementéciu; a

(e)neuchovava osobné udaje subjektov
dlhsie, ako je potrebné na ucely tejto
dohody, a uchovavanie uz nie je
potrebné na pravne alebo obchodné
ucely.

10.4Sulad s nariadenim GDPR. Vsetky
zmluvné strany vyhlasuji, ze su si
vedomé poziadaviek Nariadenia
Eurdpskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych 0s6b pri spractivani osobnych
udajov a o volnom pohybe takychto
udajov, ktorym sa zruSuje smernica
95/46/ES (GDPR).

10.5Ulohy ochrany tdajov. Vzhladom na
predmet tejto dohody maji zucastnené
strany tieto Ulohy v oblasti ochrany
udajov a kazd4d z nich nesie osobitn
zodpovednost’ za tieto ulohy:

e Sponzor bude vystupovat ako
prevadzkovatel' tidajov, ked’ze ucel
spracuvania osobnych udajov, a to
organizovanie a vykonévanie
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organizing and performance of the Clinical klinického  skuSania,  stanovuje
Trial; vyluéne sponzor;
e CRO bude vystupovat  ako
e CRO will act as a Data Processor, (upon spracovatel’ udajov (na zaklade

Sponsor’s delegation and authorization);

Institution will act as a Data Processor

10.6 Principal Investigator will act as Data
Processor].The Sponsor or CRO shall deliver
privacy notices to the Principal Investigator
and Study Staff regarding the processing of
their personal data by the Sponsor. Such
privacy notices shall be included as an exhibit
to the site delegation of responsibilities log
acknowledged and executed by the Study team
prior to site activation. The Institution and the
Principal Investigator each agree to provide
reasonable assistance to the Sponsor or CRO
in issuing, distributing and collecting such
consents and/or transparency/privacy notices
as applicable.

Date Use Agreement.

(a) Investigator shall ensure that Sponsor may
add data collected under the Protocol to its
research databases so that it may conduct
additional reviews of the data in order to
study the safety and effectiveness of the IP
and other products and treatments, to
develop a better understanding of disease,
or to improve the efficiency of future
clinical trials (collectively referred to as
“Further Research Uses”).

(b)In the event that the authorization form
signed by valid subjects in the Study does
not address such Further Research Uses,
Investigator agrees that it hereby enters into
a “Data Use Agreement” with Sponsor as

poverenia a opravnenia sponzora);

e InStiticia bude ako

spracovatel’ udajov.

vystupovat’

10.6 Hlavny skuSajici bude vystupovat’ ako
spracovatel’ udajov. Sponzor alebo CRO
doruci
Stidie oznamenia o ochrane osobnych
udajov tykajuce sa spracovania ich

vySetrovatelovi a personalu

osobnych udajov sponzorom. Takéto
ozndmenia o ochrane osobnych udajov
budii zahrnuté ako ukazka do dennika
delegovania zodpovednosti na mieste,
ktory potvrdi a vykona persondl Studie
pred aktivaciou pracoviska. InStitucia a
hlavny skusSajuci sthlasia s tym, Ze
alebo CRO poskytnu
pomoc pri  vydévani,
distribicii a zhromazd’ovani takychto
sthlasov ~ a/alebo  ozndmeni o
transparentnosti/ochrane stikromia, ak je
to vhodné.
Dohoda o pouzivani udajov.

sponzorovi
primeran

(a)Skusajuci zabezpeéi, aby sponzor
mohol pridat’ udaje zozbierané podl'a
protokolu do svojich vyskumnych
datab4z, aby mohol vykonat dalSie
preskimania Udajov s cielom
preskimat’ bezpe€nost a ucinnost’
dusevného vlastnictva a inych
produktov a liecby, lepSie pochopit’
chorobu alebo zlepsit uCinnost
buducich klinickych skusok
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set forth in Clause 10.5(c) through Clause
10.5(e) below, so that data collected under
the Protocol is disclosed to Sponsor in the
form of a “Limited Data Set.” Sponsor shall
treat such data in the Limited Data Set as
protected health information, as defined by
prevailing national privacy regulations, and
as described in the Data Use Agreement.

(c) Investigator shall ensure that the valid
subject identifiable information that is
disclosed on the Case Report Form and
provided to the Sponsor under this Study
meets criteria specified of a Limited Data
Set. A Limited Data Set excludes specific
direct identifiers of the subject or of
relatives, employers, or household
members of the valid subject. This
includes, but is not limited, to identity
card numbers, medical records numbers,
device serial numbers and biometrics
identifiers.

(d)Sponsor  shall use and disclose
information in the Limited Data Set for
research purposes only, which may
include the following:

» Reviewing the safety or effectiveness
of the IP and other products or
therapies;

» Conducting performance reviews of
the product or retrospective reviews of
the Study or the Study data;

(spolo¢ne oznacované ako ,,d’alSie
vyskumné pouzitie®).

(b)V pripade, Ze autoriza¢ny formular
podpisany platnymi subjektmi v
studii sa netyka takychto dalSich
vyskumnych  pouziti, skusajaci
suhlasi s tym, ze tymto uzatvara so
sponzorom ,,dohodu o pouzivani
udajov®, ako je uvedené v ¢lanku 10.5
pism. (¢) az ¢lanku 10.5 pism. (e)
nizSie, aby sa udaje zhromazdené v
ramci protokolu spristupnili
sponzorovi vo forme ,,obmedzeného
siboru udajov®. Sponzor bude s
takymito Udajmi v obmedzenom
subore udajov zaobchadzat ako s
chranenymi
informaciami, ako st definované v
platnych vnutrostatnych predpisoch o

zdravotnymi

ochrane osobnych udajov a ako je
opisané v dohode o pouzivani tidajov.

(c)Skusajici  zabezpeCi, aby platné
identifikovatel'né  informacie o
subjekte, ktoré si zverejnené vo
formuldri sprdvy o pripade a
poskytnuté sponzorovi v rameci tejto
studie, spinali kritérid stanovené pre
obmedzeny stbor udajov.
Obmedzeny subor udajov vylucuje
Specifické priame identifikacné udaje
subjektu alebo
zamestnavatelov  alebo  Clenov
domadcnosti platného subjektu. Patria
sem okrem iného Cisla preukazov
totoznosti, Cisla lekarskych
zaznamov, sériové Cisla zariadeni a
biometrické identifikatory.

pribuznych,

(d)Sponzor  pouzije a  zverejni
informacie v obmedzenom subore
udajov len na vyskumné ucely, ktoré
mozZu zahtnat’ nasledujice:
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» Evaluating other products or therapies
for specific patients;

» Developing a better understanding of
disease; or

» Improving the design and efficacy of
future clinical trials.

(e)Sponsor shall not use or disclose
information in the Limited Data Set in any
manner  that would violate the
requirements of prevailing national
patient privacy laws and regulations.
Sponsor shall limit access to the Limited
Data Set to personnel responsible for
research and development functions
within Sponsor’s organization or within
affiliated companies controlling, under
common control with, or controlled by,
Sponsor. Sponsor may also provide
access to contract research organizations
and other consultants or agents working
with the research and development
functions of these entities, on the research
activities detailed above. Sponsor shall
ensure that all such parties assume the
data protection responsibilities of Sponsor
as set forth in Clause 10.5(f).

(f) Sponsor shall, with respect to the
information contained in the Limited Data
Set:

() not use or further disclose the
information other than as permitted or
required by this Agreement or as
otherwise required by law;

(if) use appropriate safeguards to prevent
use or disclosure of the information
other than as provided for by this

» preskimanie bezpecnosti alebo
ucinnosti IP a inych produktov
alebo terapii;

» vykonavanie prieskumov
vykonnosti vyrobku alebo
retrospektivnych skumani Stadie
alebo udajov zo studie;

» hodnotenie inych produktov alebo
terapii pre konkrétnych pacientov;

» rozvijanie lepSieho pochopenia
ochorenia; alebo

» zlepSenie navrhu a ucinnosti
budtcich klinickych skusani.

(e)Sponzor nepouzije ani nezverejni
informacie v obmedzenom subore
udajov ziadnym sposobom, ktory by
porusoval platnych
vnutrostatnych zakonov a predpisov
o ochrane osobnych 1udajov

poziadavky

pacientov. Sponzor obmedzi pristup k
obmedzenému suboru udajov na
persondl zodpovedny za vyskumné a
vyvojové funkcie v rdmci organizacie
sponzora alebo v ramci pridruzenych
spolo¢nosti, ktore kontroluju
sponzora, s pod jeho spolo¢nou
kontrolou alebo st nim kontrolované.
Sponzor mdze tieZ poskytnut’ pristup
zmluvnym vyskumnym
organizdcidm a inym konzultantom
alebo zastupcom, ktori spolupracujt s
vyvojovymi
funkciami tychto subjektov, na
vyskumné ¢innosti podrobne opisané

vyskumnymi a

vysSie. Sponzor zabezpeci, aby
vSetky  takéto strany  prevzali
zodpovednost’ za ochranu udajov
sponzora, ako je uvedené v dolozke
10.5(f)

(f) Sponzor v stvislosti s informaciami
obsiahnutymi v obmedzenom subore
udajov:
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Agreement;

(iii) report to Investigator any use or
disclosure of the information not
provided for by this Agreement of
which it becomes aware;

(iv) ensure that any agent or assignee,
including a subcontractor, to whom it
provides the information agrees to the
same restrictions and conditions that
apply to Sponsor with respect to the
Limited Data Set; and

(v) not identify the information or contact
the individuals to whom it pertains.

(9) Investigator shall have the right to
terminate this Data Use Agreement if it
determines that Sponsor has violated a
material term of any of the provisions
in Clause 10.5(a) to Clause 10.5(d).

(h) However, Investigator may not
exercise its right of termination unless
(i) it has provided Sponsor with an
opportunity to cure the violation and
Sponsor has failed to do so within sixty
(60) days after notification, or (ii) a
cure for the violation is not possible.
Termination of the Data Use
Agreement shall not constitute a
termination of this Agreement.

10.7 Access to information

Upon written request, Sponsor shall provide any
individual performing services under this
Agreement with reasonable access to his or her
personal information that is held by Sponsor. Such
individual may also request correction of
information that he or she demonstrates to be
inaccurate or incomplete. The provisions of this

(i) nepouzije ani dalej nezverejni
informdcie inak, ako je povolené
alebo pozadované touto dohodou
alebo ako to inak vyzaduje zakon;

(ii) pouzije vhodné bezpecnostné
opatrenia, aby zabranil pouzitiu
alebo zverejneniu informacii inak,
ako je stanovené v tejto dohode;

(ili) oznami  vySetrovatelovi kazdé
pouzitie alebo zverejnenie
informadcii, ktoré nie je stanovené
touto dohodou a o ktorom sa

dozvie;
(iv) zabezpeci, aby kazdy zastupca
alebo postupnik vratane

subdodavatela, ktorému poskytne
informéacie, sthlasil s rovnakymi
obmedzeniami a podmienkami,
ktoré sa vzt'ahuju na sponzora v
suvislosti s obmedzenym stiborom
udajov, a

(V) neidentifikuje informacie ani
nebude  kontaktovat’  osoby,
ktorych sa tykaju.

(g) Skuasajuci ma pravo ukoncit tuto
dohodu o pouZzivani udajov, ak
zisti, Ze sponzor porusil podstatni
podmienku  ktoréhokol'vek z
ustanoveni v ¢lanku 10.5 pism. (a)
az (d).

(h) Skusajuci vsak nemdze uplatnit
svoje pravo na vypovedanie
dohody, pokial (i) neposkytol
sponzorovi moznost’ napravit’
porusenie a sponzor tak neurobil
do Sestdesiatich (60) dni od
ozndmenia, alebo (ii) néprava
porusenia  nie  je  MmMOZna.
Ukonc¢enie dohody o pouzivani
udajov nepredstavuje ukoncenie
tejto dohody.

10.7 Pristup k informaciam
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clause shall survive the termination or expiration
of this Agreement.

Sponzor poskytne na zaklade pisomne;j
ziadosti kazdej osobe, ktord poskytuje sluzby
podla tejto dohody, primerany pristup k jej
osobnym udajom, ktoré ma sponzor k
dispozicii. Takato fyzickd osoba mdze tiez
poziadat’ o opravu informacii, o ktorych
preukdze, ze su nepresné alebo neuplné.
Ustanovenia tohto ¢lanku zostavaji v
platnosti aj po ukonceni alebo uplynuti
platnosti tejto dohody.

11. Monitoring of The Clinical Trial

11.1 The CRO will deploy the Monitor to the
Institution to monitor the Clinical Trial.

11.2 The Institution and the Principal Investigator
shall render any and all assistance to the
Monitor and provide all documents (including
without limitation the Subjects’ medical
records) as reasonably requested by the
Monitor to enable the Monitor to monitor the
Clinical Trial effectively. At Sponsor or the
CRO’s request, Institution shall correct all
errors or omissions noticed during the
Monitoring.

11.3 Notwithstanding the generality of Clause 11.2
above, the Principal Investigator shall be
available at reasonable times during normal
business hours to meet with the Monitor and
answer questions regarding the conduct of the
Clinical Trial. The Institution will allow direct
inspection of the Trial Site’s facilities and all
Clinical Trial related records (i.e. CRFs)
requested by the Monitor.

11. Monitorovanie klinického ska$ania

11.1CRO vysle do institicie monitora, ktory
bude monitorovat’ klinické skasSanie.

11.2Institdcia a hlavny skusSajuci poskytni
monitorovi vSetku pomoc a poskytna
vSetky dokumenty (vratane, ale bez
obmedzenia, zdravotnej dokumentécie
subjektov), ktoré monitor primerane
pozaduje, aby umoznili monitorovi
ucinne monitorovat’ klinické skusSanie.
Na 7ziadost sponzora alebo CRO
inStitcia opravi vSetky chyby alebo
opomenutia zistené pocas
monitorovania.

11.3Bez ohladu na vSeobecni platnost
vyssie uvedenej dolozky 11.2 je hlavny
skuSajiici k dispozicii v primeranom
Case pocas beznej pracovnej doby, aby
sa stretol s monitorom a odpovedal na
otazky  tykajuce sa  vykondvania
klinického skuSania. InStiticia umoZzni
priamu kontrolu zariadeni miesta
skaSania a  vSetkych  zdznamov
suvisiacich s klinickym skasanim (napr.
CRF), ktor¢ si vyziada monitor.

12. Record Keeping and Audits

12.1 The Institution shall make and retain records
regarding the Clinical Trial as required by the

12. Vedenie zaznamov a audity

12.11nstitacia  vyhotovuje a uchovava
zaznamy  tykajuce sa  klinického
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Protocol and applicable law or guidelines. The
Sponsor shall retain ownership of all
completed case report forms and data
generated. The Personal Data of Subjects shall
not be disclosed to the Sponsor by the
Institution save where this is required to
satisfy the requirements of the Protocol or for
the purpose of monitoring or adverse event
reporting. The Parties shall not disclose the
identity or any Personal Data of Subjects to
third parties without the prior written consent
of the Subject, except in accordance with the
provisions of any applicable law or regulation.
A Party shall inform the other Parties in
writing of any intended disclosure by the
Sponsor of any Personal Data of Subjects to
third parties.

12.2 The Principal Investigator and the Institution
will retain records from the Clinical Trial
under storage conditions conducive to their
stability and protection for a period of not less
than twenty-five (25) vyears from the
completion or termination of the Clinical
Trial, unless: (i) otherwise required by
relevant laws and regulations; or (ii) the
Sponsor requires such storage to be for a
longer period in which case, the records shall
be stored for the applicable duration at the
Sponsor’s reasonable expense. The Sponsor
shall have access to such materials upon its
request and at its cost. The Institution shall be
free to destroy the records after the required
retention period unless prior written notice to
retain such records is provided by the Sponsor.
The Principal Investigator and the Institution
shall contact the Sponsor immediately in the

skasania podl'a poziadaviek protokolu a
platnych pravnych predpisov alebo
usmerneni. Sponzor si  ponechd
vlastnictvo vSetkych  vyplnenych
formularov hlaseni o pripadoch a
vytvorenych tudajov. Osobné udaje
ucastnikov inStiticia  neposkytne
sponzorovi s vynimkou pripadov, ked’ je
to potrebné na splnenie poziadaviek
protokolu alebo na i¢ely monitorovania
alebo hlasenia neziaducich udalosti.
Zmluvné strany nezverejnia identitu ani
ziadne osobné udaje subjektov tretim
stranam bez predchadzajuceho
pisomného  sthlasu  subjektu, s
vynimkou pripadov, ked’ je to v sulade s
ustanoveniami platnych zakonov alebo
inych pravnych predpisov. Zmluvna
strana pisomne informuje ostatné
zmluvné  strany o  akomkol'vek
planovanom  spristupneni  osobnych
udajov subjektov tretim strandm zo
strany sponzora.

12.2Hlavny skaSajuci a institicia budu
uchovavat zaznamy z klinického
skiSania za podmienok uchovévania,
ktoré vedu k ich stabilite a ochrane,
najmenej dvadsatpdt’ (25) rokov od
skoncenia alebo ukoncenia klinického
skuSania, pokial’ (i) prislusné zakony a
predpisy vyZaduji inak, alebo (ii)
sponzor pozaduje, aby sa zaznamy
uchovavali dlhsie obdobie, pricom v
takom pripade sa zdznamy uchovavaji
pocas prisluSného obdobia na primerané
naklady sponzora. Sponzor ma k
takymto materidlom pristup na zaklade
svojej Zziadosti a na svoje naklady.
Intiticia moZe zaznamy po uplynuti
pozadovaného obdobia uchovavania
slobodne znicit, pokial jej sponzor
neposkytne predchadzajice pisomné
ozndmenie o uchovavani takychto
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event of loss or inadvertent destruction of any
of the Clinical Trial records.

12.3 The Institution shall permit the
CRO, the Monitor and/or any of the
Sponsor’s  authorised  representatives,
access to the records (including without
limitation, to the electronic records) of
Subjects for monitoring and auditing
purposes only. Access to such records shall
be arranged at mutually convenient times
and on reasonable notice.

12.41f any governmental or regulatory authority

notifies the Institution that it will inspect the
Institution’s records, facilities, equipment, or
procedures, or otherwise take action, the
Institution (as the case may be) shall
promptly(within twenty-four hours) notify the
Sponsor and/or the CRO, allow the Sponsor
and/or the CRO to be present at the
inspection/action (if possible) or participate in
any response to the inspection/action, and
provide the Sponsor and/or the CRO with
copies of any reports issued by the authority
and the Institution’s and/or Trial Site’s
proposed response. At Sponsor or the CRO’s
request, Institution shall correct all errors or

12.3InStitcia umozni

zaznamov. Hlavny skuSajtci a institacia
bezodkladne kontaktuju
pripade straty alebo neumyselného
znicenia akychkol'vek zaznamov o
klinickom skuSani.

Sponzora VvV

CRO, monitorovi
a/alebo ktorémukol'vek opravnenému
zastupcovi pristup
k zaznamom (okrem iného aj k
elektronickym zaznamom) o subjektoch

sponzora

len na ucely monitorovania a auditu.
Pristup k takymto
dohodne vo vz4jomne vhodnom c¢ase a s

zaznamom sa

primeranym predstihom.

12.4 Ak akykol'vek vladny alebo regulacny

organ oznami inStitucii, ze bude
kontrolovat’ zariadenia,
vybavenie alebo postupy institicie alebo
inak konat’, institiicia (podl'a okolnosti)
to bezodkladne (do 24 hodin) oznami
sponzorovi a/alebo CRO, umozni
sponzorovi a/alebo CRO byt pritomny
pri kontrole/konani (ak je to mozné)
alebo sa zucastnit’ na akejkol'vek reakcii
na kontrolu/konanie a  poskytne
sponzorovi a/alebo CRO kopie vsetkych

zaznamy,

sprav vydanych organom a navrhovant
reakciu inStitlicie a/alebo testovacieho
pracoviska. Na ziadost' sponzora alebo
CRO inStiticia opravi vSetky chyby

omissions noticed during the inspection. alebo  opomenutia  zistené pocas
inSpekcie.
13.  Equipment 13. Vybavenie
13.1 Any Equipment provided by the Sponsor for 13.1 Akékol'vek  vybavenie  poskytnuté

the purpose of the Clinical Trial shall be
provided to the Institution at no cost and shall
remain the property of the Sponsor.

13.2 The Institution shall ensure that the Equipment

is only used for the purposes of the Clinical
Trial and by personnel who is suitably

sponzorom na ucely klinického skusania
sa inStitucii poskytne bezplatne a

zostava majetkom sponzora.

13.2Instithcia zabezpeci, aby sa zariadenie

pouzivalo len na ucely klinického
skiSania a persondlom, ktory ma
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qualified or have been trained to use the
Equipment.

13.3 The Sponsor shall ensure the Equipment is
operational, and safe for Subject use as well as
for the personnel involved in the operation of
the Equipment.

13.4 The Institution shall be solely liable for the use
of the Equipment by its personnel and the
Sponsor shall not be liable to for any losses or
damage suffered by the Institution and/or any
personnel using the Equipment, unless such
loss or damage was caused by the Sponsor’s
gross negligence.

13.5 The Sponsor or the CRO will provide
training on the use of the Equipment
following reasonable advance notice of
scheduling before the commencement of
use of the Equipment. The Institution and
Principle Investigator shall keep the
Equipment in a safe and secure location and
Institution and Principal Investigator will
be responsible for any theft, damage due to
its negligence or misuse, or loss of the
Equipment.

13.6 The Institution shall not be liable for fair wear
and tear of the Equipment and shall not be
liable to pay for the maintenance, replacement
of any renewable parts or any consumables
required by the Equipment.

13.7 The Sponsor shall ensure that the necessary
safety and performance checks have been
carried out on the Equipment and submit the
requisite documentary evidence to Institution.

13.8 The Sponsor shall ensure that the Equipment
is regularly maintained and serviced, at its
own costs, to ensure its proper functioning.

prislusni  kvalifikaciu  alebo  bol

vyskoleny na pouzivanie zariadenia.

13.3Sponzor zabezpeci, aby bolo zariadenie
funkéné a bezpecné pre pouzivanie
subjektom, ako aj pre personal zapojeny
do prevadzky zariadenia.

13.41Institdcia je vylucne zodpovednd za
pouzivanie zariadenia jej personadlom a
sponzor nie je zodpovedny za ziadne
straty alebo Skody, ktoré utrpi inStiticia
a/alebo akykol'vek personal pouzivajici
zariadenie, pokial' takato strata alebo
Skoda spdsobena
nedbanlivost’ou sponzora.

13.5Sponzor alebo CRO poskytne $kolenie o

nebola hrubou

pouzivani zariadenia po primeranom
predchadzajicom oznameni o planovani
pred zaCatim pouzivania zariadenia.
Institucia a hlavny sktsajuci uchovavaju
zariadenie na bezpecnom a chranenom
mieste a zodpovedaju za akukol'vek
kradez, poskodenie sposobené ich
nedbalost’ou alebo nespravnym
pouzivanim alebo za stratu zariadenia.

13.6InStitucia nezodpovedd za primerané
opotrebovanie zariadenia a nie je
povinna platit za udrZzbu, vymenu
akychkol'vek obnovitel'nych Casti alebo
akéhokol'vek spotrebného materialu,
ktory zariadenie vyzaduje.

13.7 Sponzor zabezpeci, aby sa na zariadeni
vykonali potrebné bezpecnostné a
vykonnostné  kontroly, a predlozi
inStitacii potrebné doklady.

13.8 Sponzor zabezpeci pravidelnt tdrzbu a
servis zariadenia na vlastné naklady, aby
sa zabezpecila jeho riadna funkénost.
Takd UdrZzba sa ma zdokumentovat'.
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Such maintenance shall be documented. The
Sponsor shall provide to the Institution clear
and detailed instructions in writing for the
operation of the Equipment.

13.9 The Sponsor shall also provide the contact
details of its representative with whom the
Institution’s employees can consult regarding
any issues they may encounter in the operation
of the Equipment.

13.10 At the termination or completion of the
Clinical Trial, the Institution shall return all
Equipment to the Sponsor to the location
specified by the Sponsor or CRO in writing
at the Sponsor’s sole cost and expense.

Sponzor poskytne inStitdcii jasné a
podrobné pisomné pokyny na prevadzku
zariadenia.

13.9Sponzor poskytne aj kontaktné udaje
svojho zastupcu, s ktorym mozu
zamestnanci inStiticie  konzultovat

akékol'vek problémy, s ktorymi sa mézu

stretntit’ pri prevadzke zariadenia.

13.10Po ukonceni alebo skonéeni klinického

skiSania inStiticia  vrati  vSetky
zariadenia sponzorovi na miesto, ktoré
sponzor alebo CRO pisomne ur¢i, a to

vyluéne na naklady sponzora.

14. Sub-Contracting

Neither the Institution, nor the Principal
Investigator shall assign any of its rights or
subcontract, delegate or outsource any of its
obligations under this Agreement without the prior
written consent of the Sponsor. If consent is given
by the Sponsor for the Institution or Principal
Investigator to sub-contract any of its rights or
obligations under this Agreement, the Institution or
Principal Investigator (as the case may be) remains
fully liable and responsible for the acts and
omissions of its sub-contractors as fully as if they
were acts and omissions of the Institution or of the
Principal Investigator.

14. Subdodavanie

InStiticia ani  hlavny skasajici nesmu
postupit’ ziadne zo svojich prav ani uzavriet
subdodavatel'skii zmluvu, delegovat’ alebo
zadat’ akékol'vek svoje povinnosti podl’a tejto
dohody bez predchédzajuceho pisomného
stihlasu sponzora .Ak sponzor udeli institacii
alebo hlavnému skasajuicemu suhlas na
akychkol'vek  prav  alebo

podla tejto dohody
subdodavatelom, institicia alebo hlavny
skusajuci (podl'a okolnosti) zostavaju plne
zodpovedni za konanie a opomenutie svojich

zadavanie
povinnosti

subdodavatelov rovnako, ako keby iSlo o
konanie a opomenutie inStiticie alebo
hlavného skusajuceho.

15. Warranty

Each Party represents and warrants to the other
Party that the following facts and circumstances
are and at all times shall be true and correct:

(a)that it has the requisite corporate power and
authority to enter into this Agreement and that

15. Zaruka

Kazda zmluvnd strana vyhlasuje a zarucuje
druhej zmluvnej strane, Ze nasledujice
skutocnosti a okolnosti su a vzdy budi

pravdivé a spravne:

(a) Ze ma potrebnu pravomoc a opravnenie na
uzavretie tejto dohody a ze tito dohoda
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this Agreement does not conflict with any other
agreement or obligation by which that Party is
bound;

(b)that there is no material suit, action, arbitration,

legal, administrative or other proceeding or
governmental investigation pending or to its
best knowledge or belief, threatened against it
or affecting its ability to perform its obligations
under this Agreement; and

(c)that the signatories for and on behalf of that

Party are authorised and fully empowered to
execute this Agreement on that Party’s behalf.

nie je v rozpore so ziadnou inou dohodou
alebo zévdzkom, ktorym je tato strana
viazana;

(b) Ze proti nej nie je vedena ziadna podstatna

zaloba, konanie, rozhodcovské konanie,
sudne, spravne alebo iné konanie alebo
vladne vysSetrovanie, ani jej podla jej
najlepSiecho vedomia alebo presvedcenia
nehrozi, ze by mohlo ovplyvnit jej
schopnost’ plnit’ svoje zaviazky podla tejto
dohody; a

(c)ze osoby podpisané za tito stranu a v jej

mene su opravnené a plne splnomocnené
na uzavretie tejto dohody v jej mene.

16. Liabilities and Indemnity

16.1 The Institution and Principal Investigator shall

be liable for any loss and damages (including
personal injury and death) to the Sponsor, the
CRO, the Subject or any third party arising
from the omission, negligence, misconduct of,
or breach of this Agreement and/or the
Protocol, by the Institution, Principal
Investigator, Sub-Investigator or any of its
employees, agents and any other persons
engaged by the Institution for this Clinical
Trial.

16.2 The Sponsor hereby indemnifies, defends and

holds harmless the Principal Investigator, the
Institution and their employees, agents and
any other persons engaged by the Institution
for this Clinical Trial (“Indemnitees”) against
all claims and proceedings (to include any
settlements or ex-gratia payments made with
the consent of the Parties hereto and
reasonable legal and expert costs and
expenses) made or brought (whether
successfully or otherwise) by or on behalf of

16.1 InStithcia

16. Zavizky a odSkodnenie

a hlavny  skasajuci st
zodpovedni za aktkol'vek stratu a Skodu
(vratane urazu a smrti) spdsobent
sponzorovi, CRO, subjektu alebo
akejkol'vek tretej strane, ktora vznikla v
dosledku opomenutia, nedbanlivosti,
nespravneho konania alebo poruSenia
tejto dohody a/alebo  protokolu
inStiticiou,  hlavnym  skuSajucim,
spoluskusajicim alebo akymkol'vek jej
zamestnancom, zastupcom a
akymikol'vek inymi osobami, ktoré
inStitacia zapojila do tohto klinického
sktsania.

16.2Sponzor tymto odskodnuje hlavného

inStitaciu a ich
a vsetky

sktiSajuceho,
zamestnancov, zastupcov
ostatné osoby, ktoré inStitucia zapojila
do tohto klinického skuSania (d’alej len
»0dSkodneni), chrani ich pred
vSetkymi narokmi a konaniami (vratane
akychkol'vek vyrovnani alebo platieb ex
gratia uskutoCnenych so suhlasom
zmluvnych stran a  primeranych

ndkladov a vydavkov na pravne a
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Subjects taking part in the Clinical Trial (or
their dependants) or third parties against the
Principal Investigator, Institution, and their
employees or agents or other persons
specifically engaged for this Clinical Trial
(“Claims”) for loss and damages (including
personal injury and death) to Subjects or to
third parties arising out of the Clinical Trial
except to the extent that such Claims are
caused by:

(a)failure of Institution and/or the Principal
Investigator to comply with (i) the terms of
the Protocol or this Agreement, or (ii)
reasonable instructions concerning the
Investigational Product or (iii) other
information provided to Institution and/or
the Principal Investigator by the Sponsor in
connection with the Clinical Trial;

(b)failure of Institution and/or the Principal
Investigator to comply with applicable laws
and regulations and/or government or
regulatory requirements/directives; or

(c)omission negligence or misconduct on the
part of the Institution and/or the Principal
Investigator.

16.3 The Institution shall provide prompt written

notice of any claims involving the Clinical
Trial to the Sponsor. The Institution shall
provide reasonable assistance to the Sponsor
in the defence thereof and rendering all other
reasonable and necessary cooperation to the
Sponsor at the Sponsor’s expense, in
defending or settling such claim(s) and may
join in defence with counsel of its own choice

odborné sluzby), ktoré boli vznesené
alebo zacaté (i uz uspesne alebo inak)
zo strany alebo v mene subjektov
zucastiiujucich sa na klinickom sktSani
(alebo ich zavislych o0sob) alebo tretich
stran proti hlavnému skuSajucemu,
indtiticii a ich zamestnancom alebo
zastupcom alebo inym osobam osobitne
zapojenym do tohto klinického sktiSania
(d’alej len ,,Naroky*) za straty a Skody
(vratane ujmy na zdravi a smrti)
spOsobené subjektom alebo tretim
stranam, ktoré vznikli v suavislosti s
klinickym sktSanim, okrem rozsahu, v
akom su takéto naroky, ktoré spdsobi:
(a)nedodrzanie (i) podmienok protokolu
alebo tejto dohody alebo (ii)
primeranych pokynov tykajucich sa
skuasaného produktu alebo (iii) inych
informécii poskytnutych institacii
a/alebo  hlavnému  skuSajicemu
sponzorom Vv suvislosti s klinickym
skusanim,;

(b)nedodrzanie platnych zakonov a
predpisov a/alebo vladnych alebo
regulaénych poziadaviek/smernic zo
strany 1inStitacie a/alebo hlavného
skasajuceho; alebo

(c)opomenutie, nedbalost’ alebo
nespravne  konanie zo  strany
inStitucie a/alebo hlavného
sktiSajuceho.

16.3 Institucia bezodkladne pisomne oznami

sponzorovi vSetky naroky tykajice sa
klinického skuSania. InStiticia poskytne
sponzorovi  primeranl  pomoc  pri
obhajobe a poskytne sponzorovi vsetku
d’al$iu primerantl a potrebnu spolupracu
na naklady sponzora pri obhajobe alebo
urovnani takychto narokov a modze sa
pripojit k obhajobe s pravnym
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at its own cost or expense. The Sponsor has
sole control over the direction of such claim,
including any negotiations relating to the
compromise and/or settlement thereof.

16.4 Save for death or personal injuries caused by
negligence, or a breach of Clause 17 or Clause
20, in no circumstances shall either Party be
liable to the other in contract any special,
indirect or consequential damage of any
nature, suffered by the other Party.

16.5 The Sponsor shall take out an adequate and
appropriate clinical trial insurance coverage
for the purposes of the Clinical Trial and
provide the other Party with the details of and
documentation relating to such insurance
coverage. In this sense, the Institution shall
provide the details of and documentation
relating to the general liability insurance
coverage issued on its behalf to the Sponsor.
The terms of any insurance or the amount of
cover shall not relieve the Sponsor or the
Institution of any liabilities under this
Agreement.

16.6 The Sponsor will bear the costs of reasonable
and customary medical expenses for the
treatment of a Subject in the event that the
Subject suffers from any adverse effect as a
result of the Clinical Trial in accordance with
the applicable regulatory requirements.

16.7 In the event required by Sponsor in writing,
CRO will coordinate the Sponsor and the

zastupcom podla vlastného vyberu na
vlastné naklady. Sponzor ma vyhradni
kontrolu nad smerovanim takejto
pohl'adavky  vratane  akychkol'vek
rokovani tykajucich sa jej
kompromitacie a/alebo vyrovnania.

16.4S vynimkou umrtia alebo zranenia osdb
sposobeného  nedbanlivostou alebo

porusenim dolozky 17 alebo dolozky 20,

; nie je ziadna zo zmluvnych stran

zodpovedna druhej strane za akékol'vek

osobitné, nepriame alebo nasledné

Skody akejkol'vek povahy, ktoré utrpela

druhé strana.

16.5 Sponzor a inStitucia uzavra
primerané a vhodné poistenie pre
ucely klinického skusania a poskytnu
druhej  strane  podrobnosti a
dokumentéciu tykajucu sa takéhoto
poistenia. V tomto zmysle institiicia
poskytne sponzorovi podrobnosti a
dokumentaciu tykajucu sa poistenia
vSeobecnej zodpovednosti za Skodu
uzatvoreného v jej mene. Podmienky
akéhokol'vek poistenia alebo vyska
krytia nezbavuji  sponzora ani
nstitaciu ziadnych zavazkov
vyplyvajucich z tejto dohody.

16.6Sponzor bude znaSat néklady na
primerané a obvyklé lekarske vydavky
na liecbu subjektu v pripade, Ze subjekt
utrpi akykol'vek nepriaznivy ucinok v
dosledku klinického skuSania v stilade s
prisluSnymi regulaénymi poziadavkami.

16.7V  pripade pisomnej pozZiadavky
sponzora bude CRO koordinovat
sponzora a odSkodnenych pri rieSeni
prislusnych narokov.
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Indemnitees in dealing with the relevant
Claims.

17. Confidentiality
17.1 Medical Confidentiality

The Parties agree to adhere to the principles of
medical confidentiality in relation to Subjects
involved in the Clinical Trial. Personal Data shall
not be disclosed to the Sponsor by the Institution
save where this is required directly or indirectly to
satisfy the requirements of the Protocol or for the
purpose of monitoring or adverse event reporting,
provided that the Subject agrees to such disclosure
in the informed consent form. The Sponsor shall
not disclose the identity of Subjects to third parties
without the prior written consent of the Subject and
the Institution, except in accordance with the
requirements of the Applicable Data Protection
Laws.

17.2 Confidential Information

(a) The Institution and the Sponsor shall ensure that
only those of its officers, employees,
contractors and agents (and, in the case of the
Sponsor, those of its Affiliated Companies)
directly concerned with the carrying out of this
Agreement have access to the Confidential
Information and each Party undertakes to treat
as strictly confidential and not (without the
other Party’s written consent, such consent not
to be unreasonably withheld or delayed) to
disclose to any third party (except, in the case of
the Sponsor, to its Affiliated Companies) any
Confidential Information, during the term of
this Agreement, including any extensions
thereof, and for a period until information is no
longer confidential or is publicly released. Each

17. Dovernost’
17.1Lekarske tajomstvo

Zmluvné strany sa zavdzuji dodrziavat
zésady lekarskeho tajomstva vo vztahu k
subjektom  zapojenym do  klinického
sktiSania. Institacia neposkytne osobné udaje
sponzorovi, okrem pripadov, ked je to
priamo alebo nepriamo potrebné na splnenie
poziadaviek protokolu alebo na ucely
monitorovania alebo hlésenia neziaducich
udalosti za predpokladu, Ze subjekt s takymto
poskytnutim  sthlasi  vo formulari
informovaného suhlasu. Sponzor nezverejni
identitu ani ziadne osobné Udaje subjektov
tretim  strandm bez predchadzajuceho
pisomného suhlasu subjektu a institucie, s
vynimkou pripadov, ked’ je to v sulade s
ustanoveniami platnych zakonov na ochranu

udajov.

17.2Doverné informacie

(a)Institacia a sponzor zabezpecia, aby k
dovernym informaciam mali pristup len ti
ich veduci zamestnanci,

zmluvni partneri a zastupcovia (a v

pracovnici,

pripade sponzora aj zastupcovia jeho
pridruzenych  spolo¢nosti), ktori sa
priamo podiel’ajil na plneni tejto dohody,
a kazda zo zmluvnych stran sa zavézuje,
ze s nimi bude zaobchadzat’ ako s prisne
dovernymi a nebude s nimi zaobchadzat
(bez pisomného suhlasu druhej zmluvnej
strany, suhlasu, ktory nesmie byt
bezdovodne odoprety alebo oneskoreny)
spristupnit’ tretej strane (s vynimkou, v
sponzora, jeho pridruZzenych
akékol'vek doverné

pripade
spolocnosti)
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Party undertakes not to make use of any
Confidential Information other than in
accordance with this Agreement without the
prior written consent of the other Party.

(b) Confidential Information shall include but is not

be limited to all information received from other
Party/Parties which, is clear by its nature to be
confidential and in the reasonable judgment of
an ordinary person would appear to be of
proprietary nature or the latter has indicated in
writing or labelled to be “Confidential”,
“Proprietary Information” or with other
comparable legend to similar effect, at the time
of disclosure (or if disclosed orally, confirmed
in writing by the disclosing Party as such within
thirty (30) days after disclosure), including
identifiable patient information, scientific,
technical, intellectual or other Know-How and
information in any form whatsoever, whether
electronic or otherwise, relating to methods,
processes, formulae, compositions, systems,
techniques, product information, inventions,

know-how, trade secrets, design rights,
machines, computer programs, software,
development codes and research projects.
Therefore, Confidential Information,

irrespective of its support (written on paper, on-
line, etc.) shall remain and be treated as
confidential even if unmarked as such and shall
remain subject to business secret.

informacie pocas platnosti tejto dohody
vratane jej prediZenia a po dobu, kym
informdcie nebudi viac déverné alebo
kym nebudu zverejnené. Kazda strana sa
zavizuje, ze nepouzije ziadne doverné
informacie inak, ako v sulade s touto
zmluvou bez predchadzajiceho

pisomného suhlasu druhej strany.

(b) Doverné informacie zahfiiaji okrem

iného vSetky informdcie ziskané od inej
strany/stran, ktoré st vzhl'adom na svoju
povahu zjavne podla
rozumného usudku beznej osoby by sa
zdali byt majetkovej povahy, alebo ktoré
tato strana v Case poskytnutia (alebo v
pripade ustneho poskytnutia) pisomne
potvrdila alebo oznacila ako ,,Doverné®,
»Vlastnicke informacie® alebo inym
porovnateInym napisom s podobnym

doverné a

ucinkom, pisomne potvrdené
zverejiiujucou stranou ako také do
tridsiatich (30) dni po zverejneni), vratane
identifikovateI'nych informacii 0
pacientoch, vedeckého, technického,
intelektualneho alebo iného know-how a
informacii v akejkol'vek forme, ¢i uz
elektronickej alebo inej, tykajicich sa
metdd, procesov, vzorcov, kompozicii,
systtmov,  technik, informéacii o
vyrobkoch,  vynalezov,  know-how,
obchodnych tajomstiev, prav na dizajn,
pocitacovych
vyvojovych
vyskumnych projektov
Doverné informacie preto bez ohl'adu na
ich formu (pisomné, on-line atd.)
zostavaji  dovernymi informaciami a
zaobchadza sa s nimi ako s dovernymi, aj
ked’ nie st ako také oznacené, a zostavaju
predmetom obchodného tajomstva.

strojov,
softvéru,

programov,
koédov a

(c) In the event of a Party visiting the premises of (c) V pripade navStevy jednej zmluvnej
the other Party, the visiting Party undertakes strany v priestoroch druhej zmluvnej
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that any further information relating to other
clinical trials which may come to the visiting
Party’s knowledge as a result of any such visit,
shall be kept strictly confidential and that any
such information will not be disclosed to any
third party or made use of in any way by the
visiting Party without the prior written
permission of the other Party.

(d)The obligations of confidentiality set out in this

Clause 17.2 shall not apply to Confidential
Information which is:

(i) published or generally available to the
public through no fault of the receiving
Party;

(i) in the possession of the receiving Party
prior to the date of this Agreement and is
not subject to a duty of confidentiality;

(iii) independently developed by the receiving
Party and is not subject to a duty of
confidentiality; or

(iv) obtained by the receiving Party from a third
party not subject to a duty of
confidentiality.

17.3 The Sponsor shall ensure that none of the

Subjects can be identified in any reports,
submissions and publications of the Sponsor.
Subjects’ medical records shall be deemed to
be Confidential Information of the Institution
within the meaning of this Clause 17.3. For the
avoidance of doubt, a Subject’s medical
records, notwithstanding any clause to the
contrary herein, shall always be kept
confidential indefinitely

strany sa hostujuca zmluvnd strana
zavdzuje, ze vSetky dalSie informacie
tykajiice sa inych klinickych skuSani,
ktoré sa hostujuca zmluvna strana dozvie
v dosledku takejto navstevy, budu prisne
doverné a ze hostujica zmluvna strana
neposkytne ziadne takéto informacie
ziadnej tretej strane ani ich nijako

nevyuzije bez predchadzajiiceho
pisomného sthlasu druhej zmluvnej
strany.
(d)Povinnost’  zachovavat  mlcanlivost’

stanovend v tejto dolozke 17.2 sa

nevztahuje na doverné informécie, ktoré

su:

(i) zverejnené alebo vseobecne dostupné
verejnosti bez zavinenia prijimajicej
strany;

(if) boli v drzbe prijimajicej strany pred
datumom uzavretia tejto dohody a

nepodliehaju povinnosti
mlcanlivosti;
(iii) nezavisle  vyvinuté  prijimajicou

stranou a nepodliehaju povinnosti
mlcanlivosti; alebo

(iv) ziskané prijimajicou stranou a
nepodliehaju povinnosti
mlcanlivosti.

17.3Sponzor zabezpe€i, aby ziadny zo

subjektov nemohol byt identifikovany
vo vSetkych spravach, podaniach a
Lekarske
zaznamy subjektov sa povazuji za
doverné informdcie institicie v zmysle
tejto dolozky 17.3. Aby sa predislo
pochybnostiam, zdravotné zaznamy
subjektu sa bez ohl'adu na akékol'vek
opacné ustanovenie tohto dokumentu

zverejneniach  sponzora.

vzdy  uchovdvaji  ako  doverné

informacie na dobu neurditu.
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17.4 Each Party must promptly inform
the other Party about any unauthorised
disclosure  of such other Party’s
Confidential Information.

17.5 Relevant information may be disclosed as a
part of this Agreement in the Agreements
Register pursuant to section 5a and section 5b
of Act No. 211/2000 Coll., on free access to
information and on amendments to certain
acts, as amended by Act No. 546/2010 Coll.
(Freedom of Information Act).

17.4Kazda zmluvna strana musi bezodkladne
informovat’ druht zmluvni stranu o
akomkol'vek neoprdvnenom zverejneni
dovernych informacii druhe;j
zmluvnej strany.

17.6Relevantné informacie mozu byt ako
sucast’ tejto Zmluvy zverejnené aj v
Registri zmlav podla § 5a a § 5b zakona
¢. 211/2000 Z. z. o slobodnom pristupe
k informaciam a o zmene a doplneni
niektorych zédkonov v zneni zdkona ¢.
546/2010 Z. z. slobode

informacii).

tejto

(zakon o

18. Publicity

18.1 Without prejudice to and subject to Clause
19.2, the Sponsor will not use the name of the
Institution, nor of any member of the
Institution's staff, in any publicity, advertising
or news release without the prior written
approval of an authorised representative of the
Institution, such approval not to be
unreasonably withheld. The Institution will
not use the name of the Sponsor nor of any of
its employees, in any publicity without the
prior written approval of the Sponsor.

18.2 Nothing herein shall be construed as
prohibiting the Parties from reporting on this
collaboration or the details or results thereof to
a governmental or funding agency, or of
exercising by the Parties of their publication
rights under Clause 19 and for that purpose,
disclosing and/or using the name of the other
Party.

18. Publicita

18.1Bez toho, aby bola dotknutd dolozka
19.2, a s vyhradou tejto dolozky,
sponzor nepouzije meno institicie ani
ziadneho zamestnanca inStiticie v
ziadnej reklame, inzercii alebo tlacovej
Sprave predchadzajuceho
pisomného  sthlasu  opravneného
zastupcu institlcie, priCom tento sthlas
nesmie byt bezddévodne odmietnuty.

InStitucia nepouzije meno sponzora ani

bez

ziadneho zo svojich zamestnancov v
Ziadnej reklame bez predchadzajliceho
pisomného stihlasu sponzora.

18.2Ni¢ v tomto dokumente sa nesmie
vykladat' tak, Ze zakazuje zmluvnym
stranam podavat’ spravy o tejto
spolupraci alebo jej podrobnostiach ¢i
vysledkoch vladnej alebo financujlce;j
agentire, alebo zmluvnym strandm
uplatiiovat’ svoje prava na zverejiiovanie
podl’a tejto dolozky 19 a na tento tcel
zverejiiovat’ a/alebo pouzivat meno

druhej zmluvnej strany.

19. Publication
19.1 Presentation & Publication by Institution

19. Zverejnenie
19.1 Prezentacia a zverejnenie inStitticiou
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(a) The Sponsor agrees that the employees of the

Institution shall be permitted to present at
symposia, national or regional professional
meetings, and to publish in journals, theses
or dissertations, or otherwise of their own
choosing, the methods and results of the
Clinical Trial subject to Clause 17 and the
publication policy described in the Protocol.
If the Clinical Trial is multi-centred, any
publication based on the results obtained at
the Institution (or a group of institutions)
shall not be made by the Institution or the
Principal Investigator before the first multi-
centre publication. If a publication of the
Institution or the Principal Investigator
concerns the analyses of sub-sets of data
from a multi-centre Clinical Trial, the
publication shall refer to the relevant multi-
centre publication(s). However, if a joint
manuscript has not been submitted for
publication within eighteen (18) months of
the completion or termination of the Clinical
Trial at all participating sites, the Principal
Investigator shall be entitled, subject to the
Sponsor’s prior written consent, such
consent not to be unreasonably withheld, to
publish independently the results of this
Clinical Trial, subject to the review
procedure set forth in this Clause 19 and
subject to the other requirements of this
Clause 19.

(b)Subject to Clause 19.1(a), upon the

completion of the Clinical Trial, and any
prior publication of multi-centre data, or
when the Clinical Trial data is adequate (in
the Sponsor’s reasonable judgement), the

(a)Sponzor sthlasi s tym, aby

zamestnanci institicie mohli
prezentovat metddy a vysledky
klinického skuSania na sympoéziach,
narodnych alebo regionalnych
odbornych stretnutiach a publikovat’
ich v Casopisoch, diplomovych alebo
dizertatnych pracach alebo inym
sposobom podla vlastného vyberu v
stlade s dolozkou 17 a publikacnou
politikou opisanou v protokole. Ak je
klinické  skuSanie  multicentrické,
inStitucia alebo hlavny skuSajtci
nesmie pred prvou multicentrickou
publikaciou uverejnit’ Ziadne
publikacie zalozené na vysledkoch
ziskanych v institacii (alebo skupine
institacii). Ak sa publikécia institicie
alebo hlavného skusajuceho tyka
analyz Ciastkovych suborov udajov z
multicentrického klinického skusSania,
v publikacii sa uvedie odkaz na
prislusni(-¢)  multicentricki  (-é)
publikaciu(-e). Ak sa vSak spolo¢ny
rukopis nepredlozi na uverejnenie do
osemnastich  (18) mesiacov  od
skoncenia alebo ukoncenia klinického
skuSania na vSetkych zucastnenych
miestach, hlavny  skuSajuci je

opravneny na zaklade
predchédzajiceho pisomného suhlasu
sponzora,  ktory  nesmie byt

bezdovodne odmietnuty, nezavisle
uverejnit’ vysledky tohto klinického
sktSania, a to na zdklade postupu
preskimania uvedeného v tejto
dolozke 19 a v sulade s ostatnymi
poziadavkami tejto dolozky 19 .

(b)S vyhradou wustanovenia dolozky

19.1(a), moze institicia po ukonceni
klinického skasania a
predchddzajicom uverejneni udajov z
viacerych centier alebo ked’ st udaje z
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Institution may prepare the data deriving
from the Clinical Trial for publication. Such
manuscript will be submitted to the Sponsor
for review and comment prior to publication.
In order to ensure that the Sponsor will be
able to make comments and suggestions
where pertinent, material for public
dissemination will be submitted to the
Sponsor for review at least thirty (30) days
(or the time limit specified in the Protocol if
longer) prior to its submission for
publication, public dissemination, or review
by a publication committee, and the Sponsor
shall review the manuscript to, amongst
other things:

(i) ensure the accuracy of the publication;

(if) ensure that Confidential Information is
not inadvertently divulged,;

(iii) to protect its rights and interest in any of
its Background Intellectual Property and
Foreground Intellectual ~ Property
(including ensuring that the novelty of
its Background Intellectual Property and
Foreground Intellectual Property is not
destroyed); and

(iv) enable any supplementary information
or clarification be included.

(c)During the period for review of a proposed
publication referred to in Clause 19.1(b)
above, the Sponsor shall be entitled to make
a reasoned request to the Institution that
publication be delayed for a period of up to
three (3) months from the date of first
submission to the Sponsor in order to enable
the Sponsor to take steps to protect its
Confidential Information, its Background
Intellectual Property and Foreground

klinického skuSania primerané (podla
primeraného  postidenia  sponzora)
pripravit’ udaje ziskané z klinického
skiiSania na uverejnenie. Takyto
rukopis sa pred uverejnenim predlozi
sponzorovi na posudenie a
pripomienkovanie. Aby sa
zabezpecilo, ze sponzor bude moct’ v
pripade potreby predlozit’ pripomienky
a navrhy, materidl ureny na verejné
Sirenie sa predlozi sponzorovi na
posudenie najmenej tridsat’ (30) dni
(alebo v lehote stanovenej v protokole,
ak je dlhsia) pred jeho predloZenim na
uverejnenie, verejné Sirenie alebo
posudenie  publikacnou komisiou,
pricom sponzor preskima rukopis
okrem iného s ciel'om:

(i) zabezpecit' presnost’ zverejnenia;

(if) zabezpecCit, aby nedoslo k
netmyselnému prezradeniu
dovernych informacii;

(iii) chranit’ svoje prava a zaujmy na
akomkol'vek svojom povodnom
dusevnom vlastnictve a novom
dusevnom vlastnictve (vratane
zabezpecenia  toho, aby sa
neznicila novost’ jeho povodného
dusevného vlastnictva a nového
dusevného vlastnictva); a

(iv) umoznit’ zahrnutie akychkol'vek
doplitujicich  informécii  alebo
objasneni.

(c)Pocas  lehoty na  preskimanie

navrhovaného uverejnenia uvedenej
v dolozke  19.1(b), je  sponzor
opravneny predlozit’ institucii
odovodnenu  ziadost o  odklad
uverejnenia az o tri (3) mesiace od
datumu prvého predloZenia
sponzorovi, aby sponzor mohol prijat’
opatrenia na  ochranu  svojich
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Intellectual Property and the Institution shall
not unreasonably withhold its consent to
such a request.

19.2 Presentation & Publication by Sponsor

(a) The Institution and the Principal Investigator
acknowledge and agree that the Sponsor may
present at symposia, national or regional
professional meetings and publish in journals
or make public in journals, theses or
dissertations, publicly accessible worldwide
register(s), or otherwise of their own
choosing, a summary of the Protocol,
methods and results of the Clinical Trial.

(b)The Sponsor shall provide the Principal
Investigator (and any other named
authors/personnel of the Institution) the
opportunity to review such proposed
presentation and/or publication prior to
submission. In the event the Sponsor
coordinates a multi-centre publication, the
participation of the Principal Investigator as
a named author shall be determined in
accordance with the Sponsor policy and
generally accepted standards for authorship.

dovernych informacii, svojho
zakladného duSevného vlastnictva a
nového dusevného vlastnictva, pricom
inStitacia nesmie bezdovodne odopriet’
suhlas s takouto ziadost'ou.
19.2 Prezentacia a
sponzorom

zverejnenie

(a) InstitGcia a hlavny skasajuci bert na
vedomie a suhlasia s tym, ze sponzor
mdze prezentovat na sympoéziach,
narodnych regionalnych
odbornych stretnutiach a publikovat’ v

zverejnit v

casopisoch,  diplomovych

dizertatnych pracach, vo verejne
pristupnom registri

(registroch) alebo inym spdsobom

vlastného stuhrn

alebo
Casopisoch  alebo
alebo
celosvetovom
podla vyberu
protokolu, metéd a  vysledkov
klinického skusania.
(b)Sponzor poskytne hlavnému
sktiSajicemu (a vSetkym ostatnym
menovanym  autorom/pracovnikom
inStitucie) moznost’ preskumat’ takuto
navrhovant a/alebo
zverejnenie pred jej predlozenim. V
pripade, Ze sponzor koordinuje
publikaciu viacerych centier, ucast’
hlavného skasajuceho ako

prezentaciu

menovaného autora sa uréi v sulade s

politikou sponzora a vSeobecne

uznavanymi normami pre autorstvo.

20. Intellectual Property

20.1 All Intellectual Property Rights and Know-

How owned or licensed by a Party prior to and
after the date of this Agreement or
independent of the Clinical Trial (the
“Background Intellectual Property
Rights”) is and shall remain the property of

20. DuSevné vlastnictvo

20.1 VSetky prava dusSevného vlastnictva a
know-how, ktoré zmluvna strana
vlastnila alebo na ktoré ziskala licenciu
pred datumom uzavretia tejto dohody
alebo nezavisle od klinického skuSania
(d’alej len ,,Povodné prava dusevného
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that Party. Nothing herein or otherwise shall
be construed as an assignment a Party’s
Background Intellectual Property Rights to
another Party. Each Party hereby grants the
other Parties a non-exclusive, non-assignable,
non-sub-licensable, royalty-free and revocable
right and license wuse its Background
Intellectual Property Rights relating to this
clinical trial for the purposes of this
Agreement.

20.2 Any and all Intellectual Property Rights

conceived, developed, created or reduced to
practice by any Party in connection with the
Clinical Trial, including without limitation the
Investigational Product and all Intellectual
Property Rights which (a) rely, use or
incorporate the Investigational Product, (b)
incorporate or are anticipated by the Protocol,
and (c) rely, use or incorporate any of the
Sponsor’s Confidential Information
(collectively referred to as the “Foreground
Intellectual Property Rights”), shall vest
solely and exclusively in the Sponsor upon
creation.

20.3 The Institution and the Principal
Investigator hereby assign their rights
generated in the context of a clinical trial in
and to the Foreground Intellectual Property
Rights to the Sponsor and at the request and
expense of the Sponsor, the Institution and
the Principal Investigator shall execute all
such documents and do all such other acts
and things as the Sponsor may reasonably
require in order to vest fully and effectively
all Foreground Intellectual Property Rights
in the Sponsor or its nominee.

vlastnictva“), si a zostant vlastnictvom
tejto zmluvnej strany. Ni€ v tejto dohode
ani inak sa nesmie vykladat ako
postupenie doterajSich prav duSevného
vlastnictva zmluvnej strany na
zmluvnu stranu. Kazda zmluvna strana

na

tymto udeluje ostatnym zmluvnym
stranam nevyhradné, neprevoditelné,
nesublicencovangé, bezplatné a
odvolatelné pravo a
pouzivanie svojich zakladnych prav

licenciu na

dusevného  vlastnictva  stvisiacich
s tymto klinickym skuSanim na ucely
tejto dohody.

20.2 VSetky prava dusSevného vlastnictva,
ktoré ktordkol'vek zmluvna strana
vymyslela, vyvinula, vytvorila alebo
uviedla do praxe v suvislosti s klinickym
skiSanim, okrem iného

skasaného produktu a vsetkych prav

vratane

dusevného vlastnictva, ktoré (a) sa
opieraju o skusSany produkt, pouzivaju
ho alebo st jeho sucast’ou, (b) obsahuju
protokol alebo st nim predpokladané, a
(c) sa opieraji o doverné informacie
sponzora, pouzivaji ich alebo su ich
sucastou (spolo¢ne oznacované ako
»zakladné prava dusevného
vlastnictva“), prechadzaji po vytvoreni
vylu¢ne na sponzora.

20.3 Institcia a hlavny skuSajuci tymto
postupuju svoje prava vytvorené V
suvislosti s klinickym skaSanim na
nadobudnuté prava dusevného
vlastnictva na sponzora a na ziadost’ a
naklady sponzora inStiticia a hlavny
skusajuci vyhotovia vSetky dokumenty
a vykonaju vSetky d’alSie tkony, ktoré
mdze sponzor primerane pozadovat,
aby vSetky nadobudnuté¢ prava
dusevného vlastnictva uplne a ufinne
presli na sponzora alebo nim poverenu
osobu.
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20.4 The Institution and the Principal Investigator
shall promptly disclose to the Sponsor any and
all Know-How generated pursuant to this
Agreement and undertake not to use without
the prior written consent of the Sponsor (such
consent not to be unreasonably withheld) such
Know How other than for the purposes of this
Agreement and for its own research and
development purposes.

20.4

InStiticia a  hlavny  skuSajuci
bezodkladne oznamia  sponzorovi
akékol'vek a  vSetko  know-how
vytvorené podla tejto dohody a
zaviazu sa, ze bez predchadzajiceho
pisomného suhlasu sponzora (takyto
suhlas nesmie byt bezddvodne
odmietnuty) nepouziji takéto know-
how inak, ako na ucely tejto dohody a
na vlastné ucely vyskumu a vyvoja.

21. Financial Arrangements

21.1 All amounts payable by the CRO on behalf of
the Sponsor to Institution, Principal
Investigator and  Sub-Investigators/Study
Nurse will be made according to the payment
schedule contained in Annex 2 (2.1 and 2.2)
on presentation by the Parties of invoices and
by case, of Delegation of payment Forms to
the CRO. All amounts payable to the
Institution/  Principal Investigator/  Sub-
Investigators/ Study Nurse shall include all
applicable taxes, which shall be in the sole
responsibility of the Institution/ Principal
Investigator/ Sub-Investigators/ Study Nurse
in terms of calculation, declaration and
payment according to the local applicable laws
and regulations. Unless otherwise agreed
between the Parties, the CRO shall make
payment on behalf of the Sponsor to the
Institution ,to the Principal Investigator, Sub-
Investigators and Study Nurse in accordance
with Annex 1 (1.1and 1.2) .

21.1.1. Upon the agreement of the Parties,
a part of the payments will be made directly to
the Principal Investigator, Sub-investigators
and to the Study Nurse of the Institution, that
are participating in the clinical study, in
accordance with the Annex 1.2 connected to

21.

21.1

Finan¢né dojednania

Vsetky sumy, ktoré ma CRO zaplatit’ v
mene sponzora institucii, hlavnému
skusajicemu/spoluskasajucim/studij-
nej sestre, sa uskutoCnia podla
platobného kalendara uvedené¢ho v
prilohe 2 (2.1 a 2.2) po predlozeni
faktar zmluvnymi stranami a v
jednotlivych pripadoch formuldrov o
delegovani platieb CRO. VSetky sumy
splatné inStitacii/hlavnému
skusajicemu/ spolusktsajiacim
/Studijnej  sestre  zahfniaji  vSetky
prislusné dane, za ktorych vypocet,
priznanie a platbu v stlade s miestnymi
platnymi  zdkonmi a  predpismi
zodpovedd vylucne institucia/hlavny
skusajuci/spoluskusajuci/ Studijna
sestra. Ak sa zmluvné strany
nedohodntl inak, CRO vykona v mene
sponzora platbu institucii, hlavnému
sktSajucemu,  spolusktSajucim a
Studijnej sestre v sulade s prilohou 1
(11al.2).

21.1.1 Na zaklade dohody zmluvnych
stran sa Cast’ platieb vyplati priamo
Hlavnému skusajicemu,
spoluskusajucim a Studijnej sestre
inStitacie, ktori sa zucastiiuji na
klinickej §tadii, v sulade s prilohou 1.2
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Annex 2.2. of the present Agreement, whereby
the Institution and the Principal Investigator
are both aware of such fact and express their
consent hereto. The CRO declares that it will
not conclude a separate agreement related to
the performance of the clinical trial with the
Principal Investigator, Sub-investigators or
the Study Nurse.

21.1.2. CRO shall pay on behalf of the
Sponsor for due performance of services by
the Principal Investigator and by the Sub-
Investigators accordingly, for the benefit of
CRO/Sponsor pursuant to this Agreement,
under the conditions and in the manner
according to Annex 2.2 connected with Annex
No. 3.2. hereto.

21.1.3. The Principal Investigator delegates
the related clincial study tasks and obligations
to the Sub-Investigator and Study Nurse, and
consequently the payment will be made to
these persons accordingly for the dully
executed tasks/obligations as delegated by the
Principal Investigator.

21.1.4. The Institution and Principal
Investigator declare that, to the largest extent
possible, the Sub-Investigators and Study
Nurse will not change throughout the clinical
study and that no other persons shall be added
besides the ones agreed herein, unless the
latter category may longer fulfill its duties for
objective reasons (such as ilness or death or
accidents or any other such similar
circumstances).

21.2 The Principal Investigator will distribute the
payments to the Study Staff members
participating in the Study according to the
actual work performed, in an accurate and
compliant manner. The Parties agree that the
CRO shall perform direct payments to the

21.2

spojenou s prilohou 2.2 tejto dohody,
pri¢om institcia aj hlavny sktsajuci st
si tejto skutocnosti vedomi a vyjadruju
s fiou svoj suhlas. CRO vyhlasuje, Ze
neuzatvori samostatni zmluvu tykajicu
sa vykonavania klinického skuSania
s Hlavnym skusajucim,
spoluskasajucimi  alebo  Studijnou
sestrou.

21.1.2 CRO zaplati v mene sponzora za
riadne vykonanie sluzieb hlavnym
skusajucim a primerane aj
spoluskusajucim % prospech
CRO/sponzora podla tejto zmluvy, a to
za podmienok a sposobom podla
prilohy 2.2 spojenej s prilohou ¢. 3.2
tejto zmluvy.

21.1.3. Hlavny skusajuci deleguje
suvisiace Ulohy a povinnosti klinickej
Studie na spoluskusajiiceho a Studijni
sestru, a preto sa tymto osobam vykona
platba za riadne vykonané
ulohy/povinnosti delegované hlavnym
skusajucim.

21.1.4 Indtitacia a hlavny skusSajuci
vyhlasuji, Ze v maximalnej moznej
miere sa spoluskusajuci a Studijna
sestra nebudl pocas klinickej $tudie
menit’ a Ze okrem 0s6b dohodnutych v
tomto dokumente nebudi pridané
ziadne d’alSie osoby, pokial tato
kategéria nebude moct plnit’ svoje
povinnosti z objektivnych dovodov
(ako je choroba alebo Umrtie alebo
nehoda alebo iné podobné okolnosti).

Hlavny skuSajuci rozdeli platby ¢lenom
Stadie zucastiiujucim sa na  Stadii
podla skuto¢ne vykonanej prace, a to
presnym a zdkonnym spdésobom.
Zmluvné strany sa dohodli, Ze CRO
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Study Staff members, on behalf of the Sponsor,
and agree that an Acknowledgement of
Obligations will be concluded with each of
the Trial Staff members participating in the
Study pursuant to the Study Staff List and
prior to the date that the Study Staff member
commences performing services for the Study.
Such Acknowledgement shall become an
integral part of the present Clinical Study
Agreement. The Principal Investigator shall
determine the amount of reimbursement
payable by the CRO to the individual Study
Staff member and provide CRO with the
signed and dated Delegation of Payment Form
prior to the date of payment. The Principal
Investigator understands that providing the
signed and dated Delegation of Payment Form
is a prerequisite for payment transfer by the
CRO to Study Staff members and that CRO
cannot be held liable for delays caused by the
Principal  Investigator  providing  the
Delegation of Payment Form. Therefore,
neither the Institution nor the Principal
Investigator shall receive any payment for the
Sub-Investigators or Nurses, the latter being
compensated separately by the Sponsor,
through CRO, based on the budgets stated and
approved herein.

21.3 Neither the Principal Investigator, the Sub-

Investigator nor any member of the Clinical
Trial team shall receive any additional funds
from the Sponsor other than the funds payable

bude vykondvat’ priame platby ¢lenom
Stadijného personalu v mene Sponzora
a dohodli sa, ze s kazdym z c¢lenov
Studijného personalu zG&astiujucich sa
na Stadii bude uzatvorené Potvrdenie
0 zavidzkoch (Acknowledgement of
Obligations) podl'a Zoznamu ¢lenov
Stadijného personalu a pred datumom,
kedy ¢len Stadijného personalu zacne
vykonavat’ sluzby pre Stadiu. Takéto
Potvrdenie sa stane neoddelitelnou
sucastou tejto Zmluvy o klinickej
Studii. Hlavny skasajaci urci vysku
thrady, ktortt ma CRO vyplatit
jednotlivym ¢lenom personalu Studie, a
pred datumom platby poskytne CRO
podpisany a datovany formular o
povereni platby. Hlavny skusajaci berie
na vedomie, 7e poskytnutie
podpisaného a datovaného formulara o
delegovani platieb je nevyhnutnou
podmienkou pre prevod platieb zo

strany CRO ¢lenom  $tudijného
personalu a ze CRO nemdze niest
zodpovednost’ za oneskorenie

spOsobené hlavnym skuSajacim, ktory
poskytol formular o delegovani platieb.
Institicia ani hlavny skusajaci preto
nedostanu Ziadne platby za
spoluskasajucich v alebo zdravotné
sestry, pricom tieto budu odmenované
samostatne sponzorom
prostrednictvom CRO na zéklade
rozpoctov uvedenych a schvalenych v
tomto dokumente.

21.3 Hlavny skusajuci, spoluskasajuci ani
ziadny clen timu Klinického skuSania
nedostani od Sponzora ziadne d’alSie
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to the Institution, Principal Investigator and to
Sub-Investigatorsr set forth in the Payment
and Timeline Annexes related to each Party
for any of their work relating to this Clinical
Trial.

21.4The Institution and Principal Investigator
hereby agrees that no third party will be
charged for any aspect of treatment or Subject
care for which the Sponsor has invoiced or
been paid under this Agreement. The
Institution and Principal Investigator hereby
agrees that neither the Subjects nor any third
party will be charged for the Investigational
Product or any control/placebo drugs provided
for this Clinical Trial, nor shall the Institution
require any third party to bear such costs.

21.5 The Parties agree that the compensation being
paid hereunder is fair market value for the
services being provided, and that no payments
are being provided for the purpose of inducing
anyone (including the Sponsor) to purchase or
prescribe any drugs, devices or products. In
addition, Institution shall not (i) bill any
patient, insurer, or governmental agency for
any items, Visits, services or expenses
provided or paid for by, or on behalf of, the
Sponsor, or (ii) provide any money or item of
value to any government official or
representative  to  improperly influence
government actions.

21.6 The Institution and the Principal Investigator
agrees that it will not make any payment,
either directly or indirectly, of money or other

21.4

21.5

21.7

financné prostriedky okrem
finan¢nych prostriedkov  splatnych
Institacii, Hlavnému skusajicemu a
spoluskusajucim uvedenych \%
Prilohach o platbach a casovom
rozvrhu tykajucich sa kazdej Strany za
akukol'vek ich pracu stvisiacu s tymto
Klinickym skuSanim.

InStiticia a hlavny skasajuci tymto
suhlasia, ze ziadna tretia strana nebude
uctovat’ poplatky za akykol'vek aspekt
liecby alebo starostlivosti o subjekt, za
ktory sponzor vystavil faktiru alebo bol
zaplateny podla tejto zmluvy. Institicia
a Hlavny skuSajuci tymto suhlasia s
tym, ze ani Subjektom, ani ziadnej
tretej strane nebudu uctované ziadne
naklady za Skuasany produkt alebo
akékol'vek  kontrolné/placebo lieky
poskytnuté pre toto Klinické skusanie,
ani InStiticia nebude pozadovat od
ziadnej tretej strany, aby takéto naklady
znasala.

InStiticia ahlavny  skaSajici  sa
zavézuje, ze neposkytne Ziadnu priamu
ani nepriamu platbu penazi alebo inych
aktiv ziadnemu vladnemu uradnikovi,
ak je takato platba wurena na
ovplyvilovanie  rozhodnuti  alebo
krokov tykajicich sa predmetu tejto
dohody alebo akéhokol'vek iného
aspektu cinnosti sponzora. InStitucia
bezodkladne  ozndmi  sponzorovi
akékol'vek  porusenie poziadaviek
tohto ¢lanku, o ktorom je institlcii
zname, a zavazuje sa spristupnit’
sponzorovi a jeho zastupcom vsetky
prislusné zaznamy a inii dokumentaciu
tykajlicu sa porusenia.

Institicia a hlavny skiSajaci sa
zavdzuju, 7e nevykonaju Ziadnu
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assets to any Government Official if such
payment is for the purpose of influencing
decisions or actions with respect to the subject
matter of this Agreement or any other aspect
of the Sponsor’s business. The Institution shall
report any violation of the requirements of this
Clause that is known to the Institution to the
Sponsor immediately and agrees to make all
relevant records and other documentation
relating to a violation available for the
Sponsor and its representatives’ review.

priamu ani nepriamu platbu penazi
alebo in¢ho majetku Ziadnemu
vladnemu tradnikovi, ak je takato
platba ur¢end na  ovplyvnenie
rozhodnuti alebo opatreni tykajuacich sa
predmetu  tejto  zmluvy alebo
akéhokol'vek iného aspektu cCinnosti
sponzora.  InStiticia  bezodkladne
oznami sponzorovi akékol'vek
porusSenie poziadaviek tohto ¢lanku, o
ktorom je inStitucii zname, a zavézuje
sa spristupnit sponzorovi a jeho
zastupcom vSetky prisluSné zdznamy a
ini  dokumentaciu  tykajicu  sa
porusenia.

22. Term

22.1.This Agreement shall be valid upon receiving
the Competent authority approvals and upon
signature by all parties and shall enter into
force on the day following the day after its
publication in terms a central register of
Agreements on www.crz.gov.sk, because it is
an Agreement which must be disclosed
pursuant to Section 5a para. 1 of Act on Free
Access to Information (”Effective Date”)..
The The CRO also gives his consent to the
publication according to the previous two
paragraphs. If the Agreement will not be
disclosed within 7 days following its
conclusion, CRO may submit a proposal for
disclosure. The Institution undertakes to issue
to CRO a written confirmation about the
disclosure of the Agreement without undue
delay after its publication.

22.2. This Agreement shall continue until the
earlier of:

(i) the completion of the objectives of the
Clinical Trial,

(i) close-out of the Institution; or

(iii) closure of enrolment period where the
Site has failed to recruit any patients;

22. Termin

22.1. Tato dohoda nadobuda platnost po
ziskani sthlasu kompetentného tradu a
diiom jej podpisu vSetkymi zmluvnymi
stranami a G¢innost’ diiom nasledujucim
po dni jej zverejnenia v centrdlnom
registri zmlav na Www.Crz.gov.sk,
pretoZe ide o dohodu, ktord musi byt
zverejnend podla § 5a ods. 1 zdkona o
slobodnom pristupe k informdciam
(,Datum wacinnosti). CRO zaroven
udeluje svoj suhlas so zverejnenim

podl’a predchadzajucich dvoch odsekov.
Ak zmluva nebude zverejnena do 7 dni
od jej uzavretia, CRO moéze podat’ ndvrh
na zverejnenie. InStitlicia sa zavidzuje
vydat CRO pisomné potvrdenie 0
zverejneni dohody bez zbytocného
odkladu po jej zverejneni.

22.2Tato dohoda sa zafina dnom
nadobudnutia platnosti a trva do skorSej
z tychto udalosti:

(i) splnenie cielov klinického
skasania;
(if) ukoncenie ¢innosti institucie; alebo
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(iv) the completion of the obligations of the
Parties under this Agreement, unless
otherwise  terminated  earlier in
accordance with Clause 23.

22.3. The provisions of Clauses 1, 10.6, 12, 16, 17,

19, 20 and 31 shall survive the expiration,
termination or cancellation of this Agreement.

(iii) ukoncenie obdobia registracie v
pripade, Zze sa miestu nepodarilo
ziskat’ ziadnych pacientov;

(iv) splnenie zaviazkov zmluvnych stran
podra tejto dohody, ak sa neukonci
skor v sulade s dolozkou 23.

22.3Ustanovenia doloziekChyba! NenaSiel

sa ziaden zdroj odkazov.1, 10.6, 12, 16,

17, 19, 20 a 31 zostavaju v platnosti aj

po skonceni platnosti, vypovedani alebo

zruSeni tejto dohody.

23. Early Termination
23.1The Sponsor or CRO (the “Terminating

Party”) may terminate this Agreement and/or
the Principal Investigator's, Institution's, or
any Study Subject's participation in the Study
or the Study itself at any time for any reason,
or no reason, effective on written notice from
CRO or the Sponsor. Immediately upon
receipt of a notice of termination, the
Institution and the Principal Investigator shall
cease entering Study Subjects into the Study,
cease conducting procedures to the extent
medically permissible on Study Subjects
already entered into the Protocol, and refrain
from incurring additional costs and expenses
to the extent possible.

23.1.1. The Sponsor, CRO, the Institution or
the Principal Investigator (the “Terminating
Party”) may terminate this Agreement

(a)with immediate effect at any time if the
other Party (the “Defaulting Party”) is in
breach of the Protocol or any of the
Defaulting Party’s obligations hereunder
(including a failure without just cause to
meet a Timeline) and fails to remedy such
breach where it is capable of remedy

23. Predcéasné ukondcenie

23.1Sponzor alebo CRO (dalej len
,Ukonfujuca zmluvna strana®) si
vyhradzuji pravo ukoncit’ tato dohodu
a/alebo ucast’ hlavného skusajuceho,
institacie alebo ktoréhokol'vek subjektu
Studie v stadii alebo v samotnej Stadii
kedykol'vek z akéhokol'vek dovodu
alebo bez dovodu, s ucéinnostou na
zaklade pisomného oznamenia od CRO
alebo sponzora. Thned po prijati
oznamenia o ukonceni inStiticia a
hlavny skuSajaci prestane zarad’ovat
subjekty Stadie do Stadie, prestane
vykonavat’ postupy v rozsahu, ktory je z
lekarskeho hladiska pripustny pre
subjekty Stadie, ktoré uz vstipili do
protokolu, a zdrzi sa vynalozenia
dodato¢nych nakladov a vydavkov v
moznom rozsahu.

23.1.1. Sponzor, CRO, institicia alebo
hlavny skusajuci (dalej len
,ukonfujuca strana®) mozu thto
dohodu vypovedat’

(a) s okamzitou ucinnost'ou kedykol'vek,
ak druhd strana ( dalej len
»porusujuca strana®) porusi
protokol alebo niektorti z povinnosti
porusujucej strany podla tejto
dohody (vratane nedodrzania
casového harmonogramu bez
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within thirty (30) working days of a
written notice from the Terminating Party
specifying the breach and requiring its
remedy. For the purpose of this Clause,
“working day” is a day on which banks in
Slovakia are open for business but shall
exclude Saturdays, Sundays and public
holidays in Slovakia.

(b)with immediate effect at any time if the
other Party is declared insolvent or has an
administrator or receiver appointed over
all or any part of its assets or ceases or
threatens to cease to carry on its business;

(c)on notice to the other Party with
immediate effect if insufficient number of
eligible Subjects have enrolled to
participate in the Clinical Trial within the
time period prescribed in the Protocol;

(don notice to the other Party with
immediate effect if the development of
the Investigational Product is
discontinued by the Sponsor;

(e)on notice to the other Party with
immediate effect if it is reasonably of the
opinion that the Clinical Trial should
cease in the interests of the health of
Subjects involved in the Clinical Trial; or

(F) with immediate effect in the event that
approval of the Clinical Trial or approval
for the use of the Investigational Product

opravnen¢ho dovodu) a nenapravi
takéto porusenie, ak je mozné ho
napravit  do  tridsiatich  (30)
pracovnych dni od pisomného
oznédmenia ukoncujicej strany, v
ktorom je uvedené poruSenie a
poziadavka na jeho napravu. Na
ucely tohto c¢lanku sa ,,pracovnym
diiom* rozumie den, v ktorom st
banky na Slovensku otvorené pre
obchod, ale nezahfia soboty, nedele a
Statne sviatky na Slovensku.

(b)s okamzitou u¢innost'ou kedykol'vek,
ak je druha zmluvna strana vyhlasena
za platobne neschopnu alebo ak je
vymenovany spravca alebo spravca
konkurznej podstaty nad celym jej
majetkom alebo jeho ¢ast'ou, alebo ak
prestane alebo hrozi, ze prestane
vykonavat’ svoju ¢innost’;

(c)na  zaklade oznamenia druhej
zmluvnej strane s  okamzitou
platnostou, ak sa do klinického
skiiSania v lehote stanovenej Vv
protokole  neprihldsil  dostatocny
pocet opravnenych subjektov;

(dna zaklade oznamenia druhej
zmluvnej strane s  okamzitou
platnost'ou, ak sponzor ukon¢i vyvoj
sktiSan¢ho produktu;

(e)na zaklade oznamenia druhej strane s
okamzitou platnostou, ak sa
odovodnene domnieva, ze klinické
skuSanie by sa malo ukoncit’ v zdujme
zdravia subjektov zapojenych do
klinického skusania, alebo

(f) s okamzitou platnost'ou v pripade, Ze
dojde  k
klinického skuSania alebo povolenia
na pouzivanie skuSaného produktu

zruSeniu  povolenia
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by Competent Authority or the local
authority/authorities is revoked.

23.2 The Sponsor or CRO may terminate this
Agreement with no less than thirty (30) days’
notice in writing to the Institution for reasons
not falling within Clauses 23.1 above save that
in such circumstances, the provision of Clause
0 below shall also apply. In all such
circumstances:

(a)the Sponsor or CRO shall confer with the
Principal Investigator and use its best
endeavours to minimise any inconvenience
or harm to the Subjects caused by the
premature termination of the Clinical Trial;
and

(b)each Party’s obligation to license its
Background Intellectual Property Rights
and/or Know-how granted under this
Agreement to the other Party shall
terminate.

23.3Upon termination or expiration of this

Agreement (or the termination of the Clinical

Trial) all unused Investigational Product shall,

at the Sponsor’s option and expense, either be

returned to the Sponsor or disposed of in
accordance with the Protocol, the instructions
to be provided by CRO and applicable Legal

Requirements, or the agreement of the Parties

at that time, according to their negotiations.

The Sponsor has the right to retain the

Biological Materials of the Subject if there is

the consent of the Subject provided, otherwise,

, all of the Subject’s Biological Materials shall

be destroyed or returned to the Institution, in

accordance with Institution’s instructions.

» The Institution and Principal Investigator
shall provide the Sponsor/CRO the
Investigator’s Final Study Report, if so
undertaken through the Protocol and shall

prislusnym orgédnom alebo miestnym
organom/organmi.

23.2 Sponzor alebo CRO méze tito dohodu
vypovedat s najmenej tridsat’ (30)
dnovou pisomnou vypovedou institicii
z dovodov, ktoré nespadaju pod vysSie
uvedené¢ dolozky 23.1, pricom za
takychto okolnosti sa uplatiiuje aj

ustanovenie nizsie uvedenej dolozky 0.

Za vsetkych takych okolnosti:

(@)sponzor alebo CRO sa poradi s

hlavnhym skuSajicim a vynaloZi
maximdlne Usilie na minimalizaciu
akychkol'vek neprijemnosti
poskodenia subjektov spdsobenych
predasnym ukoncéenim klinického

skaSania; a

alebo

(b)zanika zavdzok kazdej zmluvnej
strany udelit’ druhej zmluvnej strane
licenciu na jej
dusevného vlastnictva a/alebo know-
how udelené na zéklade tejto dohody.

zékladné prava

23.3 Po ukonceni alebo vyprSani
platnosti tejto dohody (alebo po
ukonceni klinického skusania) sa vSetok
nepouzity skuSany produkt podl'a vol'by
a na naklady sponzora bud vrati
sponzorovi, alebo sa s nim nalozi v
stlade s protokolom, pokynmi, ktoré
poskytne CRO, a platnymi pravnymi
poziadavkami, alebo na zaklade dohody
zmluvnych stran v danom case podl'a ich
rokovani. Sponzor ma pravo ponechat’ si
biologicky material subjektu, ak subjekt
udelil suhlas, v opacnom pripade, vSetky
biologické materidly subjektu znicia
alebo vratia inStitacii v stilade s pokynmi
inStitacie.
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follow any other reasonable instructions
from the Sponsor/ CRO as part of the
orderly ~ wind-down of the Site’s
participation in the Study.

23.4 In the event of the early termination of this
Agreement by the CRO, pursuant to Clauses
23.1.1. (d) to (f) and 23.2 or in the event of
early termination by Institution pursuant to
Sponsor’s breach of Clause 23.1.1. (a), and
subject to an obligation on the Institution and
the Principal Investigator to mitigate any loss
or damage, the Sponsor shall pay (i) all costs
actually incurred and falling due for payment
up to the date of termination, and (ii) any
penalties that the Institution may have to pay a
third party as a result of the termination of this
Agreement in accordance with this Clause,
provided that Institution provide the
documents and materials to prove such
penalties.

23.5 In the event of the early termination and, if so
required by applicable laws and regulations,
the Principal Investigator shall inform the
Competent Authority and the local regulatory
and/or authorities promptly and provide the
reason(s) for the early termination of the
Clinical Trial.

23.6In the event of the early termination, if
payment (whether for salaries or otherwise)
has been made by the Sponsor to the
Institution in advance for work not completed,
such remunerations shall be applied to the
termination-related costs and the remainder of

» Institicia a  hlavny  skasajuci
poskytnu sponzorovi/CRO zdvere¢nu
spravu o $tadii, ak sa tak zaviazali
prostrednictvom protokolu, a budu sa
riadit’ vSetkymi ostatnymi
primeranymi pokynmi
sponzora/CRO v ramci riadneho
ukoncenia 1ucasti pracoviska na
stadii.

23.4V pripade pred¢asného ukoncenia tejto

dohody zo strany CRO podrla doloziek
23.1.1. (d) az (f) a 23.2 alebo v pripade
predcasného ukoncenia zo strany
inStitucie na zaklade poruSenia dolozky
23.1.1 zo strany sponzora. (@) a S
vyhradou povinnosti inStitucie a
hlavného skusajuceho zmiernit’
akukol'vek stratu alebo Skodu, sponzor
uhradi (i) vSetky skutocne vzniknuté
naklady, ktoré st splatné do datumu
ukoncenia dohody, a (i1) vSetky sankcie,
ktoré inStiticia bude musiet’ zaplatit
tretej strane v dosledku ukoncenia tejto
dohody v sulade s tymto ¢lankom za
predpokladu, Ze inStiticia poskytne
dokumenty a materidly na preukazanie
tychto sankcii.

23.5V pripade pred¢asného ukoncenia a ak to
vyzaduju platné zdkony a predpisy,
hlavny skusajuci bezodkladne informuje
prisluSny orgédn a miestne regulacné
orgéany a/alebo organy a uvedie dovod(-
y) predCasného ukoncenia klinického
skuSania.

23.6V pripade pred¢asného ukoncenia, ak
sponzor vyplatil inStiticii zalohu (¢i uz
na mzdy alebo inak) za nedokoncenu
pracu, tieto odmeny sa pouziji na
naklady stvisiace s ukonc¢enim a zvysok
platby sa vrati CRO v mene sponzora.
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the payment shall be returned to CRO on
behalf of Sponsor.

23.7 Upon termination or completion of the Study,
and satisfaction of the Site’s obligations in
Section 23.3, CRO, on behalf of the Sponsor,
shall make prorated payment for all work
actually performed and costs actually incurred
up to the date of termination in accordance
with Annexes. At the close-out of the
Institution following the termination or
expiration of this Agreement, the Institution
shall, as soon as reasonably practicable,
deliver to the Sponsor all Confidential
Information and any other unused materials
relating to the Clinical Trial provided to the
Institution pursuant to this Agreement
provided the Institution may retain one copy
of such Confidential Information for the
purpose of ascertaining its legal obligations
under this Agreement.

23.8 Termination of this Agreement will be without
prejudice to the accrued rights and liabilities
of the Parties under this Agreement.

23.7Po ukonceni alebo uzavreti Studie a
splneni zavdzkov pracoviska v casti
23.3, CRO v mene sponzora zaplati
pomerni platbu za vSetku pracu
skutocne  vykonanu  do
ukonéenia v sulade s prilohami. Pri
ukonceni ¢innosti institacie po ukonceni
alebo vyprsani platnosti tejto dohody
institacia ¢o najskor odovzda sponzorovi

datumu

vSetky doverné informacie a vSetky
ostatné nepouzité materidly tykajice sa
klinického skuiSania poskytnuté instittcii
podl'a tejto dohody za predpokladu, Ze
institacia si méze ponechat jednu kopiu
takychto dovernych informacii na ucely
zistenia svojich pravnych zavizkov
podl’a tejto dohody.

23.8 Ukoncenim tejto dohody nie su dotknuté
vzniknuté prava a zavdzky stran podla

tejto dohody.

24. Relationship Between the Parties

Nothing in this Agreement shall be construed as
creating a partnership, joint venture, contract of
employment or relationship of principal and agent
between the Parties. No Party shall have any
authority to act for or assume any obligation or
responsibility of any kind, express or implied, on
behalf of the other Party or bind or commit the
other Party for any purpose in any way whatsoever.

24. Vztahy medzi zmluvnymi stranami

Ziadne ustanovenie tejto dohody sa nesmie
vykladat ako vytvorenie partnerstva,
spolocného podniku, pracovnej dohody
alebo vztahu splnomocnenca a zastupcu
medzi stranami. Ziadna zo zmluvnych stran
nie je opravnena konat v mene druhej
zmluvne] strany alebo preberat za tu
akykol'vek zavédzok alebo zodpovednost
akéhokol'vek druhu, ¢i uz vyslovna alebo
implicitnu, alebo zavdzovat’ druhtt zmluvna
stranu na akykol'vek tucel akymkol'vek
spdsobom.

25. Severability

In the event that any term, condition or provision
contained in this Agreement or the application of

25. OddeliteI’nost’

V pripade, ze niektord podmienka, termin
alebo ustanovenie obsiahnuté v tejto dohode
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any such term, condition or provision shall be held
by a court of competent jurisdiction to be wholly
or partly illegal, invalid, unenforceable or a
violation of any applicable law, statute or
regulation of any jurisdiction, the same shall be
deemed to be deleted from this Agreement and
shall be of no force and effect; whereas the
remaining terms, conditions or provisions of this
Agreement shall remain in full force and effect as
if such term, condition and provision had not
originally been contained in this Agreement,
unless the severed provisions render the continuing
performance of this Agreement impossible, or
materially change either Party’s rights or
obligations under this Agreement; in which event,
the Parties hereto shall negotiate in good faith in
order to agree to terms of mutually acceptable and
satisfactory alternative provision(s) in place of the
provision(s) so deleted.

alebo wuplatiovanie takejto podmienky,
terminu alebo ustanovenia bude sudom
prislusnej jurisdikcie povazované za uplne
alebo neplatné,
nevymahatel'né alebo porusujuce akykol'vek
platny zakon, Statut
akejkol'vek jurisdikcie, bude sa povazovat’ za

Ciastone  nezakonné,

alebo nariadenie

vymazané z tejto dohody a nebude mat
ziadnu platnost’ a ucinok; kedZe ostatné
podmienky, nariadenia alebo ustanovenia
tejto dohody zostavaju v plnej platnosti a
ucinnosti, ako keby takéto podmienky,
nariadenia a ustanovenia neboli pdvodne
obsiahnuté v tejto dohode, pokial vynaté
ustanovenia neznemoziuju dalSie plnenie
tejto dohody alebo podstatne nemenia prava
alebo povinnosti niektorej zo zmluvnych
stran vyplyvajuce z tejto dohody; v takom
pripade budi zmluvné strany v dobrej viere
rokovat s cielom dohodnit sa na
podmienkach vziajomne prijatelného a
alternativneho ustanovenia
takto

uspokojivého
(ustanoveni) namiesto
ustanovenia (ustanoventi).

vynatého

26. Agreement and Modification

26.1 Any change in the terms of this Agreement
shall be valid only if the change is made in
writing, agreed and signed by the Parties and
CRO (in the name and on behalf of the
Sponsor) through the drafting of an
Addendum or Amendment (depending on the
change, if it implies additional information
inserted or an amendment to the existing
terms).

26.2 This Agreement, including its Schedules and
Appendices, contains the entire understanding
between the Parties and supersedes all other
negotiations, representations and undertakings
whether written or oral, of prior date between
the Parties relating to the Clinical Trial, which
is the subject of this Agreement.

26. Dohoda a uprava

26.1Akakol'vek zmena podmienok tejto
dohody je platna len vtedy, ak je zmena
vykonana odsuhlasend a
podpisand zmluvnymi stranami a CRO
(v. mene a ucet sponzora)
prostrednictvom vypracovania dodatku
alebo zmeny (v zévislosti od zmeny, ak

pisomne,

na

znamena vloZenie dodato¢nych
informacii alebo zmenu existujucich
podmienok).

26.2Tato dohoda vratane jej priloh a
dodatkov obsahuje uplné dojednanie
medzi stranami a nahradza vSetky
ostatné rokovania, vyhldsenia a zavizky,

¢1 uz pisomné alebo ustne, =z
predchadzajiceho  obdobia  medzi
stranami  tykajuce sa  klinického
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skuSania, ktoré je predmetom tejto
dohody.

27. Force Majeure

27.1 Neither Party shall be liable to the other Party
or shall be in default of its obligations
hereunder if such default is the result of civil
war, hostilities, riots, revolution, civil
commotion,  strike, disease  outbreak,
epidemic, accident, fire, wind, inclement
weather, rain or flood (however caused) or
because of any act of God quarantine or labour
trouble causing cessation, slowdown or
interruption of work or other cause beyond the
reasonable control of the Party affected. The
Party affected by such circumstances shall
promptly notify the other Party in writing
when such circumstances cause a delay or
failure in performance and where they cease to
do so. In the event of a delay or failure in
performance lasting for 4 (four weeks) or
more, the non-affected Party shall have the
right to terminate this Agreement immediately
by notice in writing to the other Party.

27.2 The affected Party hereto agrees to notify the
other Party promptly of any such
circumstances delaying its performance and to
resume performance as soon thereafter as is
reasonably practicable.

27.3 If any of the events mentioned in Clause 27.1
occurs, the Parties shall for the duration of
such event, be relieved of any obligation under

27. VysSia moc

27.17iadna zo zmluvnych stran nie je

zodpovedna voci druhej zmluvnej strane
ani nie je v omeskani s plnenim svojich
zaviazkov podla tejto dohody, ak je
takéto omeskanie dosledkom obcianskej
vojny, nepriatel'skych akcii, nepokojov,
revolicie, obcianskych nepokojov,
Strajku, vypuknutia choroby, epidémie,
nehody, poziaru, vetra, nepriaznivého
pocasia, dazd’a alebo povodne (bez
ohl'adu na ich pri¢inu) alebo z dovodu
akejkol'vek zivelnej pohromy, karantény
alebo pracovnych problémov, ktoré
sposobili zastavenie, spomalenie alebo
prerusenie prace, alebo z inych pricin,
ktoré dotknutd zmluvné strana nemoéze
primerane ovplyvnit. Strana postihnuta
takymito okolnostami je povinna
bezodkladne pisomne informovat’ druhti
stranu, ak takéto okolnosti spdsobia
omeskanie alebo zlyhanie plnenia a ak
ho prestani spdsobovat. V pripade
omeskania alebo zlyhania trvajiceho
Styri  (4) tyzdne alebo viac ma
nedotknutd zmluvnd strana pravo
okamzite  ukon¢it  tito  dohodu
pisomnym ozndmenim druhej zmluvnej
strane.

27.2 Dotknuta zmluvna strana sa zavizuje, ze

bude druht zmluvnt stranu bezodkladne
informovat o  vSetkych  takychto
okolnostiach, ktoré sposobuju
omesSkanie jej plnenia, a Ze bude
pokracovat’ v plneni ¢o najskor, ako to
bude mozné.

27.3Ak nastane niektora z udalosti

uvedenych v tejto dolozke 27.1,
zmluvné strany budi pocas trvania
takejto udalosti oslobodené od vsetkych
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this Agreement as is affected by the event,
except that the provisions of this Agreement
shall remain in force with regard to all other
obligations under this Agreement which are
not affected by the event.

zaviazkov vyplyvajucich z tejto dohody,
ktoré su touto udalostou dotknuté, s tym,
Ze ustanovenia tejto dohody zostavaja v
platnosti, pokial' ide o vSetky ostatné
zaviazky vyplyvajice z tejto dohody,

ktoré nie su touto udalost’ou dotknuté.

28. Notices 28. Oznamenia

28.1 Any notices under this Agreement shall be
made (unless expressly stated otherwise) in

28.1 Vsetky oznamenia podla tejto dohody
sa podavaju (ak nie je vyslovne

writing, signed by the duly authorised uvedené inak) pisomne, podpisané
representative of the relevant Party or by the riadne splnomocnenym  zastupcom
relevant Party itself to this Agreement and prislusnej zmluvnej strany alebo
delivered personally, by courier or by samotnou  prisluSnou  zmluvnou

recorded delivery post. stranou tejto dohody a dorudené

osobne, kuriérom alebo doporucenou

postou.
28.2 Oznamenia pre sponzora budu
28.2 Notices to the Sponsor shall be addressed as adresované nasledovne:
follows:
Meno: Qi Jin
Name: Qi Jin  Adresa: Innov Tower, Zone A, No0.1801

Address: Innov Tower, Zone A, N0.1801 Hongmei
Rd., Xuhui District, Shanghai 200233, P. R. China
Email Address:

Hongmei Rd., Xuhui District, Shanghai
200233, P. R. China
Emailova adresa:

28.30znamenia pre CRO budu adresované

28.3Notices to the CRO shall be addressed as nasledovne:
follows: Meno: Dr. Serban Marius Rosu — CEO
Name: Dr. Serban Marius Rosu - CEO Adresa: Rumunsko, Timis County,

Address: Romania, Timis County, Timisoara,
10 Cozia Street, Building B
Email Address:

Timisoara, 10 Cozia Street, Building B
Emailovéa adresa:

28.4 Oznamenia pre inStiticiu a/alebo
hlavného skusajiiceho budu adresované
nasledovne:

28.4 Notices to the Institution and/or the Principal MUDr. Marek Kacerik, PhD, Address:

Investigator shall be addressed as follows:

Dr. Marek Kacerik, PhD, Address: Vedecké/Technické zalezitosti a zaleZitosti

projektového manazmentu:

Meno: PharmDr. Cubica HireSova
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Scientific/Technical Matters and Project

Management Matters:

Name: PharmDr. Cubica HireSova
Address: Legionarska 28, 911 71 Trencin
Telephone Number:
Facsimile Number:
Email Address:

Intellectual Property/Contractual Matters:
Name: PharmDr. LCubica HireSova
Address: Legionarska 28, 911 71 Trencin
Telephone Number:
Facsimile Number:
Email Address:

28.5 Every notice or communication so sent shall
be deemed to have been properly served and
validly made three (3) days after posting if
posted to an address within Slovakia and
fourteen (14) days after posting, if posted to an
address outside Slovakia.

Adresa: Legionarska 28, 911 71
Trencin

Telefonne cislo:

Faxov¢ cislo:

Emailova adresa:

Zalezitosti dusevného vlastnictva/dohody:
Meno: PharmDr. Cubica HireSova
Adresa: Legionarska 28, 911 71
Trencin
Telefonne cislo:

Faxové cCislo:

Emailova adresa:

28.5 Kazd¢é takto zaslané oznamenie alebo
komunikacia sa povazuje za riadne
dorucené a platne vykonané tri (3) dni
po odoslani, ak je odoslané na adresu
na Slovensku, a Strnast (14) dni po
odoslani, ak je odoslané na adresu
mimo Slovenska.

29. Rights of Third Parties

In safety of the Principal Investigator and the
Indemnitees referred to in Clause 16, a person who
is not a party to this Agreement shall have no right
under the Contracts to enforce any of the terms of
this Agreement which that person would have had
and no person shall be deemed to be a third-party
beneficiary of any rights, benefits or remedies of
any kind or character whatsoever under or by
reason of this Agreement.

29. Prava tretich stran

V  pripade hlavného skuSajuceho a
odSkodnenych osob uvedenych v ¢lanku 16
nema osoba, ktord nie je zmluvnou stranou
tejto dohody, na zéklade zmlav Ziadne pravo
na vymahanie akychkol'vek podmienok tejto
dohody, ktoré by tato osoba mala, a ziadna
osoba sa nepovazuje za tretiu osobu, ktora
ma narok na akékol'vek prava, vyhody alebo
opravné prostriedky akéhokol'vek druhu
alebo charakteru na zaklade tejto dohody
alebo z jej dovodu.

30. Waiver

No failure, delay, relaxation or indulgence by any
Party in exercising any right conferred on such
Party by this Agreement shall operate as a waiver
of such right, nor shall any single or partial
exercise of any such right nor any single failure to
do so, preclude any other or future exercise of it, or

30. Zrieknutie sa prav

Ziadne zlyhanie, oneskorenie, zmiernenie
alebo zhovievavost ktorejkol'vek zmluvnej
strany pri vykone akéhokol'vek prava, ktoré
je takejto zmluvnej strane udelené touto
dohodou, nebude mat’ za nasledok vzdanie sa
takéhoto prava, ani ziadne jednorazové alebo
Ciastoné uplatnenie takéhoto prava, ani
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the exercise of any other right under this
Agreement.

ziadne jednorazové zlyhanie nebude branit
akémukol'vek alebo  budicemu
uplatneniu tohto prava alebo uplatneniu
akéhokol'vek tejto
dohody.

Inému

iného prava podla

31. Governing Law and Dispute Resolution

31.1 This Agreement shall be governed by and
construed in accordance with the laws of
Slovakia.

31.2 In the event of a dispute or difference arising
out of or in connection with or in relation to
this Agreement or the breach of any of its
provisions, the Parties agree to use their best
endeavours to attempt to settle it informally
by negotiation in good faith between the
Parties, by submitting such dispute or
difference to appropriate senior management
representatives of each Party in an effort to
effect a mutually acceptable resolution
thereof. To initiate such a negotiation, a
Party must give notice in writing
(Alternative Dispute Resolution (ADR)
Notice) to the other Party requesting
negotiation in accordance with this Clause
31.2.. The negotiation will start no later than
twenty (20) days after the date of the ADR
Notice.

31.3 If the Parties are unable to resolve the dispute
amicably within thirty (30) days from the date
the complaining Party gave written notice of
such dispute to the other Party, the dispute
may be brought before the competent courts
from the Institution’s jurisdiction, in
Slovakia.

31.4 For the avoidance of doubt, it is agreed that
any dispute resolution proceedings shall not

31. Rozhodné pravo a rieSenie sporov

31.1 Tato dohoda sa riadi a vyklada v stlade
so slovenskymi zakonmi.

31.2V  pripade sporu alebo
vyplyvajuceho z tejto dohody alebo v

suvislosti s nou alebo v suavislosti s

rozporu

poruSenim niektorého z jej ustanoveni sa
zmluvné strany dohodli, ze vynaloZzia
maximalne usilie na to, aby sa pokusili o
ich neformélne vyrieSenie rokovanim v
dobrej viere medzi zmluvnymi stranami,
a to predlozenim takéhoto sporu alebo
rozporu prislusnym zastupcom vysSieho
manazmentu kazdej zmluvnej strany v
snahe dosiahnut’ ich vzajomne prijatelné
rieSenie. Na zacatie takéhoto rokovania
musi zmluvna strana pisomne oznamit’
(oznamenie o alternativnom rieSeni
sporov (ADR)) druhej zmluvnej strane,
ze 7iada o rokovanie v stlade s touto
doloZzkou 31.2. Rokovanie sa zacne
najneskor do dvadsiatich (20) dni od
datumu ozndmenia o alternativhom
rieSeni sporu.

31.3 Ak zmluvné strany nie st schopné
vyriesit’ spor zmierom do tridsiatich (30)
dni odo dna, ked zalujuca zmluvna
strana pisomne oznamila spor druhej
zmluvnej strane, spor mdze byt
predlozeny  prisluSnému  sadu v
jurisdikcii inStitiicie na Slovensku.

31.4Aby sa predislo pochybnostiam, je
dohodnuté, ze Ziadne ustanovenie tohto
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affect the continual performance of the
Parties’ obligations under this Agreement.

¢lanku nebrani zmluvnej strane, aby sa
domadhala naliehavého spravodlivého
rieSenia sporu na prisluSnom sude, a
zacatie akéhokol'vek konania o rieSeni
sporu nema vplyv na nepretrzité plnenie
povinnosti zmluvnych stran podla tejto

dohody.

32. Languages

This Agreement is prepared in English and Slovak
language. In case any difference in interpretation
arises over the meaning of any provisions under
this Agreement, the Slovak language version shall
prevail.

32. Jazyky

Tato dohoda je vyhotovend v anglictine a
slovencine. V pripade, Ze vznikne rozdiel vo
vyklade vyznamu akychkol'vek ustanoveni
tejto dohody, rozhodujuca je slovenska
verzia.

LIST OF EXHIBITS

Annex 1 Budget and Timelines

» Annex 1.1. Institution Budget and
Timelines
» Annex 1.2. Principal Investigator

Bugdet and Timelines
Annex 3 Payment
» Annex 2.1. Payment of the Institution
» Annex 2.2. Payment of the Principal
Investigator
Annex 3 Standard Contractual Clauses

ZOZNAM EXEMPLAROV
Priloha 1 Rozpocet a  casovy
harmonogram
» Priloha 1.1 Rozpocet a rozpis
rozpoctu pre institiciu
» Priloha 1.2 Rozpocet a rozpis

rozpoctu pre hlavného skusajiceho
Priloha 3 Platba
» Priloha 2.1 Platba pre inStiticiu
» Priloha 2.2 Plaba pre hlavného
skisajiceho
Priloha 3 Standardné zmluvné dolozky

IN WITNESS WHEREOF the Parties hereto have

NA DOKAZ TOHO zmluvné strany dali

caused this Agreement to be executed by their tito dohodu podpisat svojim riadne
respective duly authorised representatives. splnomocnenym zastupcom.

SIGNED by PODPISAL

for and on behalf of pre a v mene

OPERA CONTRACT RESEARCH ORGANIZACIA ZMLUVNEHO
ORGANIZATION SRL VYSKUMU OPERA SRL

acting in the name and on behalf of the Sponsor,

konajiica v mene a na ucet sponzora,

Name/ Meno

Dr. Serban Marius Rosu

Title/ Titul CEO

Date/ Datum:

SIGNED by PODPISAL
for and on behalf of pre a v mene
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University Hospital Trencin

Nemocnica Fakultna nemocnica Tren¢in

Name/ Meno Ing. Tomas Janik, MBA
Title/ Titul Hospital director
Date/ Datum:

THE PRINCIPAL INVESTIGATOR:

Name of Principal Investigator: Dr.
Kacerik, PhD
Signature of Principal Investigator:

Marek

Date:

Hlavny skusSajuci:

Meno hlavného skusajiceho: MUDr.
Marek Kacerik, PhD
Podpis hlavného skusajuceho:

Datum:
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Annex 1

BUDGET AND TIMELINES/

Priloha 1

ROZPOCET A CASOVY HARMONOGRAM

TOTAL budget for the clinical study split:

1.1. INSTITUTION BUDGET AND TIMELINES/

1.1. ROZPOCET INSTITUCIE A CASOVY HARMONOGRAM

Legal representative

Dr. Serban Rosu, CEO

Short Name Total Cost Per Visit with

Visits/ Overhead (EUR)/

Kratky nazov Celkové naklady na navstevu
Description/ Popis navstev s réziou (EUR)
Visit 1-Screening Visit/ 1. ndvsteva- skriningova | V1-SV 465.83
Visit 2-Day 1/ 2. naviteva- 1.den V2-D1 451.13
Visit 3-Day 8/ 3. navsteva- 8.dei V3-D8 204.83
Visit 4-Day 29/ 4. navsteva- 29.deit V4-D29 303.83
Visit 5-Day 57/ 5. naviteva- 57.def V5-D57 291.83
Visit 6-Day 85/ 6. navsteva- 85.deni V6-D85 439.43
Visit 7-Day 113/ 7. navsteva- 113.dent V7-D113 291.83
Visit 8-Day 141/ 8. navsteva- 141.dent V8-D141 303.83
Visit 9-Day 169/ 9. naviteva- 169.ded V9-D169 343.13
Visit 10-Day 197/ 10. naviteva- 197.deii V10-D197 291.83
Visit 11-Day 225/ 11. naviteva- 225.defi V11-D225 303.83
Visit 12-Day 253/ 12. naviteva- 253.deii V12-D253 439.43
Visit 13-Day 281/ 13. naviteva- 281.deii V13-D281 291.83
Visit 14-Day 309/ 14. naviteva- 309.deii V14-D309 303.83
Visit 15-End of Study-Day 337/ 15. navsteva- 401.63
zaverecna Studijna navsteva V15-E0S
Total Cost Per Patient (EUR)/
Celkové naklady na pacienta (EUR) 5,128.05
Institution University  Hospital | | InStiticia Fakultna nemocnica

Tren¢in Tren¢in
Legal representative Ing. Tomas Janik, MBA | | Pravne Ing. Tomas Janik, MBA
Signature zastipenie
Date Podpis zéstupcu
Shanghai Henlius | through Opera Contract | | Datum
Biotech. Inc. Research Organization | | Shanghai Prostrednictvom
SRL Henlius Organizacie zmluvného
Biotech. Inc. vyskumu Opera SRL

Signature

Pravny zastupca

Dr. Serban Rosu, CEO

Date

Podpis
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Datum

1.2. PRINCIPAL INVESTIGATOR BUDGET AND TIMELINES/

1.2. ROZPOCET A CASOVY HARMONOGRAM HLAVNEHO SKUSAJUCEHO

Total Cost Per Visit with
Overhead (EUR)/Celkové
Short Name/ naklady na navStevu s réZiou
Description/ Popis Kratky nazov (EUR)
Visit 1-Screening Visit/ 1. navsteva-
skriningova V1-SV
Visit 2-Day 1/ 2. navsteva- 1.den V2-D1
Visit 3-Day 8/ 3. navsteva- 8.denl V3-D8
Visit 4-Day 29/ 4. navsteva- 29.deii V4-D29
Visit 5-Day 57/ 5. nav§teva- 57.deit V5-D57
Visit 6-Day 85/ 6. navsteva- 85.defi V6-D85
Visit 7-Day 113/ 7. navsteva- 113.den V7-D113
Visit 8-Day 141/ 8. navsteva- 141.den V8-D141
Visit 9-Day 169/ 9. navsteva- 169.dent V9-D169
Visit 10-Day 197/ 10. navsteva-
197.den V10-D197
Visit 11-Day 225/ 11. navsteva-
225.den V11-D225
Visit 12-Day 253/ 12. navsteva-
253.den V12-D253
Visit 13-Day 281/ 13. navsteva-
281.den V13-D281
Visit 14-Day 309/ 14. navsteva-
309.den VV14-D309
Visit 15-End of Study-Day 337/ 15.
navsteva- zavere¢na Studijna navsteva V15-E0S
Total Cost Per Patient (EUR)/ )/ Celkové naklady na pacienta
(EUR)
Principal Dr. Marek Kacerik, Hlavny MUDr. Marek
Investigator PhD skasajuci Kacerik
Signature Podpis
Date Détum
Shanghai Henlius through Opera Shanghai Prostrednictvom
Biotech. Inc. Contract  Research Henlius Organizacie
Organization SRL Biotech. Inc. zmluvného vyskumu
Legal representative  Dr. Serban Rosu, Opera SRL
CEO Pravny zastupca = Dr. Serban Rosu, CEO
Signature Podpis
Date Datum
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SUB-INVESTIGATORS AND SITE PERSONNEL BUDGET AND TIMELINES/ ROZPOCET A CASOVY HARMONOGRAM
CIASTKOVYCH VYSETROVATELOV A PRACOVNIKOV NA PRACOVISKU

Total Cost Per Visit with Overhead (EUR)/
Celkové naklady na navstevu s réziou (EUR)
Sub-Dr. Sub-I1 Sub-1 Dr. Sub-I Sub-1 Dr. Study
Short Karolina Dr. Jan Dr. Dana Nurse —
Name/ Kafkova - | Martina | Mihala- | Zuzana | Sedlackov Dr.
Kratk | g,p.1 Dr. Zuzana 8% Hanicov 8% Galajdo 4-8% Martina
I . y Sustykevitova-25% 4-8% va-20% Tulpikov
Description/ Popis nazov a-3%
Visit 1-Screening Visit/ 1.
navsteva- skriningova V1-SV
Visit 2-Day 1/ 2. navsteva-
1.den V2-D1
Visit 3-Day 8/ 3. navsteva-
8.den V3-D8
Visit 4-Day 29/ 4. navsteva- | V4-
29.den D29
Visit 5-Day 57/ 5. navsteva- | V5-
57.den D57
Visit 6-Day 85/ 6. navsteva- | V6-
85.den D85
Visit 7-Day 113/ 7. navsteva- | V7-
113.den D113
Visit 8-Day 141/ 8. navsteva- | V8-
141.dent D141
Visit 9-Day 169/ 9. navsteva- | V9-
169.den D169
Visit 10-Day 197/ 10. V10-
navsteva- 197.den D197
Visit 11-Day 225/ 11. V11-
navsteva- 225.den D225
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Visit 12-Day 253/ 12. V12- NI
navsteva- 253.den D253
Visit 13-Day 281/ 13. V13-
navsteva- 281.den D281
Visit 14-Day 309/ 14. V14-
navsteva- 309.den D309
Visit 15-End of Study-Day
337/ 15. navsteva- zaverecna | V15-
Studijna navsteva EoS
Total Cost Per Patient (EUR)/ )/
Celkové naklady na pacienta (EUR)

Principal Investigator Dr. Marek Kacerik, PhD Hlavny skuSajuci MUDr. Marek Kacerik

Signature Podpis

Date Datum

Shanghai Henlius Biotech. through Opera  Contract | Shanghai Henlius Biotech. Prostrednictvom  Organizicie

Inc. Research Organization SRL Inc. zmluvného  vyskumu  Opera
SRL

Legal representative

Dr. Serban Rosu, CEO

Signature

Pravny zastupca

Dr. Serban Rosu, CEO

Date

Podpis

Datum
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Annex 2
PAYMENT

Priloha 2
PLATBA

2.1. INSTITUTION PAYMENT

2.1. PLATBA PRE INSTITUCIU

This Annex specifies those payments to be made
by the Sponsor to the Institution under Clause 21
of the Agreement. CRO is authorized to make
payment on behalf of Sponsor

A. Payments
Any and all payments shall be made in EURO.

Payments will be made every 6 (six) months
starting with the date when the first Subject was
enrolled, within 30 days upon receipt and
approval of invoice, as mentioned in the
Agreement

One-time payments will be made within 45 days
upon receipt and approval of invoice.

The remuneration is to be declared for tax
assessment by the payee, the CRO being
exempted by all related obligations. The
amounts include all taxes.

All payments are expressed to be inclusive of
value added tax (VAT where applicable) or
similar indirect taxes, if such are applicable or
assessed by a future tax assessment from a
competent fiscal authority.

The Sponsor will bear the prevailing GST (Goods

and Services Taxes — where applicable).

The payments will be made to the following bank
accounts, via wire transfer:

Payee Information: Institution

Name University Hospital
Trencin

Address Legionarska 28, 911 71
Trencin, Slovakia

Type of Services Institution

V tejto prilohe sa uvadzaju platby, ktoré ma
sponzor uhradit’ institacii podla dolozky 21
dohody. CRO je opravnena vykonat’ platbu v
mene sponzora

A. Platby
Akékol'vek a vsetky platby sa uskuto¢nia
Vv eurach.

Platby sa budu uskutocnovat’ kazdych 6 (Sest’)
mesiacov pocnic datumom, kedy bol
zaradeny prvy subjectt, do 30 dni od prijatia a
schvélenia faktary, ako je to uvedené v

dohode.

Jednorazové platby sa uskutocnia do 45 dni po
prijati a schvaleni faktury.

Odmenu ma priznat na dafové posudenie
prijemca, pricom CRO je oslobodena od
vSetkych suvisiacich povinnosti. VysSie
uvedené sumy zahriaju vSetky dane.

Vsetky platby st vyjadrené vratane dane z
pridanej hodnoty (DPH, ak sa uplatiiuje) alebo
podobnych nepriamych dani, ak st
uplatnitelné  alebo buducim
danovym vymerom prislusného danového

vymerané

organu
Sponzor bude znésat’ prevladajici GST (Dan
z tovaru a sluzieb, ak sa uplatiuje).

Platby sa uskuto¢nia bankovym prevodom na
tieto bankové ucty:

Informacie prijemcu platby: InStiticia

Meno Fakultna Nemocnica
Trenéin
Adresa Legionarska 28, 911 71

Trencin, Slovensko

Typ sluzieb Institacia
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Account Number (or SK23 8180 0000 0070 | Cislo uétu (alebo SK23 8180 0000 0070
IBAN) 0028 0438 IBAN) 0028 0438
Account Currency  EURO Mena Gétu EURO
Bank Name SPSRSKBAXXX, Nazov banky SPSRSKBAXXX,
SWIFT STATNA POKLADNICA | SWIFT STATNA POKLADNICA

B. Principal Investigator fees

The payment will be made separately according to
the Principal Investigator’'s Payment Annex 2.2.
and in compliance with the Budget Annex 1.2. —
Annexes that are integrated part of the Agreement
and in compliance with the Protocol.

C. Other Clinical Trial-related Costs

Expenses incurred by the Clinical Trial other than
those in paragraph A above, required by and in
accordance with the Protocol requirements, will be
paid on regular basis, as per invoice received by CRO
from the Institution.

Payment for courier services required by Clinical Trial
and approved by the Sponsor in writing will be borne
by the Sponsor.

Further reimbursement for additional procedures and
laboratory tests is subject to prior written approval of
the Sponsor.

Subjects who did not meet Clinical Trial eligibility
criteria but had given consent for Clinical Trial
enrolment shall be reimbursed for participation in the
screening phase.

Unscheduled visits: An Unscheduled Visit shall be
defined as a visit from a Subject which is not expressly
set forth in the Protocol, but is otherwise required for
the Clinical Trial. Unscheduled visits will at the rates
set forth in the budget upon CRO's receipt of original
invoices according to the procedure fees noted in
Annex 1.1. and 2.1. Institution shall immediately
inform Sponsor of any Unscheduled Visits and shall
document such Unscheduled Visits in Source
documents and eCRF

D. Terms of payment

B. Poplatky hlavného skusajticeho

Platba sa uskuto¢ni samostatne podl'a prilohy
2.2 Platby hlavného skusajuceho a v sulade s
prilohou rozpoctu 1.2. — Prilohy, ktoré su
neoddelitelnou sucastou dohody, a su v
sulade s protokolom.

C. Iné naklady tykajice sa Kklinického
skiSania

Vydavky vzniknut¢ v ramci klinického
skuSania iné ako tie, ktoré su uvedené v
odseku A vysSie a ktoré sa vyzaduju v sulade
s poziadavkami protokolu, sa budi uhradzat
pravidelne na zadklade faktury, ktort dostane
CRO od institacie.

Platby za kuriérske sluzby pozadované
klinickym sktSanim a pisomne schvalené
sponzorom bude znaSat’ sponzor.

Dalsie thrady za dodato¢né procediry a
laboratorne testy podliehaja
predchadzajicemu pisomnému schvaleniu
sponzora.

Subjektom,  ktori  nespitaju  kritéria
opravnenosti na klinické skuSanie, ale dali
suhlas na zaradenie do klinického sktiSania, sa
uhradi Gcast’ na skriningovej faze.
Neplanované navstevy: Neplanovana
navsteva je definovand ako navsteva subjektu,
ktora nie je vyslovne uvedend v protokole, ale
je 1nak potrebnd pre klinické skuSanie.
Neplanované navstevy sa uskutoCnia za
sadzby wuvedené v rozpocte po prijati
originalnych faktir s CRO podl'a poplatkov za
procediry uvedenych v prilohe 1.1 i2.1..
Institucia okamzite informuje sponzora o
vSetkych  neplanovanych navstevach a
zdokumentuje takéto neplanované navstevy
Vv zdrojovej dokumentacii a eCRF.

D. Platobné podmienky
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The Sponsor through the CRO undertakes to pay
the full payment for the billable Non-Patient
Costs upon execution of this Agreement. These
shall be considered as one-time payments only.

E. Non-Patient Costs
* Non-refundable payment of EUR
3,282.00for the Institution, being the cost
of the study/site start-up fee, pharmacy
start-up fee, laboratory set-up fee,
documents storage and archiving fee
(inclusive of budget review).

These fees are one-time only payments, made to
Institution.

Description

Total cost EUR/
Study Start-Up Fee/Site Set- 1,059.00
Up Fee
Pharmacy: Set-Up Fee 898.00
Laboratory Set Up Fee 429.00
Document Storage, Archiving 896.00
Total Cost 3,282.00

F. Screen Failures

The Institution will be paid as below:
Reimbursement for screening failures will be in
the total amount of 465.83 EUR/SF per patient
— 1 for every 3 subjects that are
randomized/enrolled, which are occurred during
the screening period due to not meeting
Inclusion/Exclusion criteria.

For purposes of this Agreement, a Screen Failure
shall mean any Subject, who initially appears to
meet the criteria for pre-screening, signs the
informed consent form, completes the pre-

Sponzor sa prostrednictvom CRO zavizuje
zaplatit plnt  platbu
nepacientské naklady pri
zmluvy.

Tieto platby sa povazuju len za jednorazové.

za zucdtovatelné

podpise tejto

E. Naklady,
pacientmi
e Nenavratnd  platba
3,282.00EUR pre
predstavuje naklady na poplatok za
zacCatie  Cinnosti  Stadie/  centra
klinického sktiSania, poplatok za zacatie
éinnosti  lekarne, zadatie ¢innosti
laboratoria,

ktoré nie su spojené s

VO vyske

inStitaciu/, ktora

uskladnovanie

dokumentécii  a archivacia (vratane
posudenie rozpoctu).
Tieto poplatky st len jednorazové platby v

prospech institucie.

Total

cost
Popis EUR/
Poplatok za zacatie Studie 1,059.00
Lekéreni: Poplatok za zahéjenie 898.00
Laboratorium: Poplatok za 429,00
zahajenie
Uschova dokumentov, Archivacia 896.00
Celkové naklady 3,282.00

F. Zlyhania skriningu

Institucii sa vyplatia niZSie uvedené platby:
Uhrada za zlyhanie skriningu bude v celkovej
sume 465.83 EUR/SF na pacienta — 1 za
kazdé 3 randomizované/zaradené subjekty, ku
ktorému doslo pocas skriningového obdobia z
dévodu nesplnenia kritérii
zaradenia/vylucenia.

Na ucely tejto dohody sa pod zlyhanim
skriningu rozumie kazdy subjekt, ktory na
zadiatku zrejme spiia kritéria pre predbezny
skrining, podpiSe formuldr informovaného
suhlasu, absolvuje predbezny skrining a/alebo
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screening and/or screening visit but does not
randomize into the Clinical Trial.

Upon receipt of all relevant executed contracts
and Sponsor’s satisfaction that all required
regulatory approvals have been obtained, the
Institution shall invoice CRO for Sponsor, for the
Payments made in this respect. All payments shall
be made without any deduction, set-off or
withholding whatsoever.

Invoices: All correct invoices pertaining to the
Clinical Trial should be addressed to Sponsor and
submitted for reimbursement to the following:

Original invoices (only where
OPERA CRO) should be sent to:
OPERA CRO

Romania, Timis county, Timisoara, 10 Cozia
street, building B, zip code 300209

required by

<HLX04-O-wAMD  Slovakia
Invoices
Attention: Payments Team

site  52002>

G. Withdrawal/Early Termination

If the Clinical Trial is terminated prematurely by
either Party, the final payment will cover the
number of Subjects entered to date (pro-rata
payment), plus reasonable expenses incurred
solely due to the Clinical Trial.

H. Repayment of Unearned or Withheld
Funds on Termination
If, upon the effective date of termination, the
Sponsor has advanced funds which are unearned
by the Institution, the Institution shall repay such
funds within sixty (60) days of the effective date
of termination. In the event that the Institution
fails to repay such funds in a timely manner, the
Sponsor may deduct an equivalent amount from
the payment then or later due from the Sponsor to

skriningova  navStevu, ale nie je
randomizovany do klinického skusania.

Po prijati vSetkych prisluSnych podpisanych
zmluv a po tom, ako sa sponzor presvedci, ze
boli ziskané¢ vsetky pozadované regulacné
povolenia, inStiticia vystavi CRO pre
sponzora zalohové platby uskutocnené v tejto
suvislosti. VSetky platby sa uskutocnuju bez
akychkol'vek zrazok, zapocitania alebo inych
zrazok.

Faktury: VSetky spravne faktiry tykajuce sa
klinického skuSania by mali byt adresované
sponzorovi a predloZzené na thradu na tato
adresu:

Povodné faktury (len kde ich pozaduje
OPERA CRO) by sa mali poslat’ na:

OPERA CRO

Rumunsko, Timis county, Timisoara, 10
Cozia street, building B, PSC 300209

<HLX04-O-wAMD  Slovensko  strdnka
52002> Faktuary

Pozornost’: Tim platieb

G. Odstipenie od  dohody/predcasné

ukoncenie
Ak je klinické skuSanie pred€asne ukoncené
ktoroukol'vek zo zmluvnych stran, zadverecna
platba pokryje pocet doteraz prihlasenych
subjektov (pomerna platba) plus primerané
vydavky, ktoré vznikli vylucne v suvislosti s
klinickym skuSanim.

H. Vratenie neziskanych alebo zadrzanych
finan¢nych prostriedkov pri ukonceni
Ak ku diu tucinnosti ukoncenia sponzor
vyplatil zdlohu, ktort inStiticia neziskala,
inStiticia  tieto  prostriedky  vrati  do
Sest'desiatich (60) dni odo dna ucinnosti
ukoncenia. V pripade, Ze inStitGcia nevrati
tieto  prostriedky
odpocitat’ ekvivalentni sumu z platby, ktora
ma sponzor v tom Case alebo neskdr zaplatit’

v€as, sponzor mozZe
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the Institution under this or
arrangements between the Parties.

any other

Any undisputed amounts withheld by the Sponsor
pending completion of the Clinical Trial shall be
released by the Sponsor to the Institution within
thirty (30) days of completion of the Clinical
Trial.

I. FDA Financial Disclosure Rules

The requirements of the FDA Financial
Disclosure Rule is acknowledged and the
Principal Investigator Certification/Disclosure
Form will be completed and signed by the
Principal Investigator prior to the start of the
Clinical Trial for disclosure to the FDA if
necessary.

J. Amendment of Payee Details

Institution may request to revise the payee details
provided herein during the course of the Clinical
Trial. In such cases, the Parties agree that no
amendment to this Agreement shall be required
provided that Institution provides written
notification to Sponsor with the revised payee
details. The Parties further agree that Sponsor
assumes no liability for incorrect payee details
provided by Institution. The Institution will be
paid in accordance with the terms set forth in the
budget as set out in Annex 1.1.

K. Subject transfer: In the eventuality that,
a Study Subject must be transferred from the
present Study Site to another Study site, for
reasons approved within the ICH E6 (R2)
Guideline for Good Clinical Practice, any and all
subject related fees will be transferred along with
the Study Subject to the other site, accordingly.

institucii na zaklade tejto alebo inych dohod
medzi stranami.

Akékol'vek  nesporné  sumy  zadrzané
sponzorom do ukoncenia klinického skuSania
uvolni sponzor institicii do tridsiatich (30)

dni od ukoncenia klinického sku$ania.

. Pravidla zverejiiovania finan¢nych
informacii FDA
Poziadavky Pravidiel zverejiiovania

finanénych informacii FDA sa beri na
vedomie a hlavny skusSajuci pred zaciatkom
klinického sku$ania vyplni a podpise formular
certifikdcia/zverejnenie hlavného
skasajuceho, ktory sa v pripade potreby
zverejni FDA.

J. Zmena udajov o prijemcovi
Institicia moéze v priebehu klinického

o zmenu udajov o
prijemcovi uvedenych v tomto dokumente. V
takychto pripadoch sa zmluvné strany
dohodli, Ze nie je potrebna Ziadna zmena a
doplnenie tejto dohody za predpokladu, ze
inStitucia  poskytne pisomné
oznamenie s udajmi o

skiSania poziadat’

sponzorovi
revidovanymi

prijemcovi. Strany sa dalej dohodli, ze
sponzor nenesie Ziadnu zodpovednost za
nespravne udaje o prijemcovi poskytnuté
inStitaciou. InStitacii sa bude vyplacat v
sulade s podmienkami
rozpocte, ako je uvedené v prilohe 1.1.

stanovenymi v

K. Prevod subjektu: V pripade, Ze
subjekt Stadie musi byt presunuty zo
sucasného miesta Stidie na iné miesto Studie
z dovodov schvalenych v smernici ICH E6
(R2) pre spravnu klinicki prax, vSetky
poplatky suvisiace so subjektom Stidie budu
presunuté spolu so subjektom Studie na iné
miesto.
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Institution University Hospital | | Institacia Nemocnica Fakultna
Trencin nemocnica Trencin

Legal representative Ing. Tomas Janik, | | Pravne zastipenie | Ing. Tomas Janik, MBA
MBA Podpis zastupcu

Signature

Date Détum

Shanghai Henlius | through Opera | | Shanghai Henlius | Prostrednictvom

Biotech. Inc. Contract  Research | | Biotech. Inc. Organizacie zmluvného
Organization SRL vyskumu Opera SRL

Legal representative Dr. Serban Rosu, | | Pravny zastupca Dr. Serban Rosu, CEO
CEO

Signature Podpis

Date Datum

2.2. PAYMENT OF THE PRINCIPAL
INVESTIGATOR

This Annex specifies those payments to be made
by the Sponsor to the Principal Investigator under
Clause 21 of the Agreement. CRO is authorized
to make payment on behalf of Sponsor.

A.Payments
Any and all payments shall be made in EURO.

Payments will be made every 6 (six) months
starting with the date when the first Subject was
enrolled, within 30 days upon receipt and
approval of invoice, as mentioned in the
Agreement.

The remuneration is to be declared for tax
assessment by the payee, Opera CRO being
exempted by all related obligations. The
amounts include all taxes. -,,

All payments are expressed to be inclusive of
value added tax (VAT where applicable) or
similar indirect taxes, if such are applicable or
assessed by a future tax assessment from a
competent fiscal authority.

2.2. PLATBA PRE HLAVNEHO
SKUSAJUCEHO

V tejto prilohe sa uvadzaju platby, ktoré ma
sponzor uhradit’ Hlavnému skuSajacemu i
podl'a dolozky 21 dohody. CRO je opravnena
vykonat’ platbu v mene sponzora

A. Platby

Akékol'vek a vSetky platby sa uskutocnia
Vv eurach.

Platby sa budi uskuto¢novat’ kazdych 6 (Sest)
mesiacov  pocnic datumom, kedy bol
zaregistrovany prvy subjekt, do 30 dni od
prijatia a schvalenia faktiry, ako je to uvedené
v dohode.

Odmenu ma priznat na danové posudenie
prijemca, pricom Opera CRO je oslobodena
od vSetkych suvisiacich povinnosti. Sumy
zahriaju vSetky dane.

Vsetky platby st vyjadrené vratane dane z
pridanej hodnoty (DPH, ak sa uplatiiuje) alebo
podobnych ak su
uplatnitelné budiicim

nepriamych  dani,
alebo  vymerané
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The Sponsor will bear the prevailing GST (Goods
and Services taxes — where applicable).

The payments will be made to the following bank
accounts, via wire transfer:

dailovym vymerom prisluSného danového
organu.

Sponzor bude znasat’ prevladajici GST (Dan
zZ tovaru a sluzieb, ak sa uplatiiuje)..

the Principal Investigator’'s Payment Annex 2.2.
and in compliance with the Budget Annex 1.2.
These annexes that are an integrated part of the
Agreement and in compliance with the Protocol.

C. Other Clinical Trial-related Costs
Expenses incurred by the Clinical Trial other than
those in paragraph A above, required by and in
accordance with the Protocol requirements, will
be paid on regular basis, as per invoice received
by CRO from the Principal Investigator.

Payment for courier services required by Clinical
Trial and approved by the Sponsor in writing will
be borne by the Sponsor.

In addition, Subjects will receive a
reimbursement for the travel at the end of each
visit based on underlying documents sent by the
study monitoring body and approved by the
Principal Investigator. The Patient Travel costs
shall be reimburesed without exceeding the
maximum of 35 Eur Per Visit/patient.

Payee Information: Principal Investigator Platby sa uskutoc¢nia bankovym prevodom na
Name Marek Kacerik tieto bankové ucty:
Address
Type of Services Principal Investigator Informacie prijemcu platby: Hlavny skusajuci
Account  Number (or Meno Marek Kacerik
IBAN) Adresa
Account Currency EURO Typ sluZieb Hlavny skusajuci
Bank Name Cislo uétu (alebo
SWIFT IBAN)
B. Principal Investigator Mena tiétu EURO
Nazov banky
The payment will be made separately according to . swiIFT

B. Poplatky hlavného skusajuceho

Platba sa uskuto¢ni samostatne podl'a prilohy
2.2 Platba hlavného skusSajuceho a v sulade s
prilohou 1.2 Rozpocet. Tieto prilohy, ktoré st
neoddelite'nou sucast’ou dohody a v stlade s
protokolom.

C. Iné naklady tykajice sa Kklinického
skuSania

radmci  klinického
sktSania iné ako tie, ktoré su uvedené v
odseku A vysSie a ktoré sa vyzaduju v stilade
s poziadavkami protokolu, sa budli uhradzat
pravidelne na zédklade faktury, ktori dostane
CRO od Hlavného skusajuceho.

Platby za kuriérske

Vydavky vzniknuté¢ v

sluzby pozadované
klinickym sktSanim a pisomne schvalené
sponzorom bude znaSat’ sponzor.

Okrem toho pacienti dostani nahradu za
cestovné na konci kazdej navstevy na zaklade
podkladov zaslanych monitorom klinického

sku$ania a schvélenych hlavnym sku$ajicim.
Cestovné naklady pacienta tvoria 35.00 EUR

— na kazdl navstevu/ pacienta.
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The Principal Investigator shall be entitled to
require the Sponsor to provide for the
reimbursement of the costs of the evaluation of
subjects, up to a maximum 3 patients.

In the event that three quarters of the advance
payment for the costs of the Study patients is
exhausted, the Principal Investigator shall be
entitled to issue another such invoice in the above
amount and the Sponsor shall be obliged to pay
the invoice through the CRO, within 30 days of
the invoice receipt and approval. The Principal
Investigator further commits to invoice the
sponsor for the costs paid to the study subject
immediately after the last Study subject at the
Institution has completed his/her participation in
the clinical Study. Any unused portion of the
advance receieved shall be refunded by the
Principal Investigator to the Sponsor without
undue delay.

Further reimbursement for additional procedures
and laboratory tests is subject to prior written
approval of the Sponsor.

Subjects who did not meet Clinical Trial
eligibility criteria but had given consent for
Clinical Trial enrolment shall be reimbursed for
participation in the screening phase.

Unscheduled visits: An Unscheduled Visit shall
be defined as a visit from a Subject which is not
expressly set forth in the Protocol, but is
otherwise required for the Clinical Trial.
Unscheduled visits will at the rates set forth in the
budget upon CRO's receipt of original invoices
according to the procedure fees noted in Annex
1.2. and 2.2. The Principal Investigator shall
immediately inform Sponsor of any Unscheduled
Visits and shall document such Unscheduled
Visits in Source documents and eCRF.

Hlavny skusajaci je opravneny pozadovat’ od
sponzora, aby zabezpecil thradu vydavkov
hodnotenych subjektov, maximalne vsak 3
pacientov.

V pripade, Ze sa vycCerpaju tri Stvrtiny
zalohovej platby na naklady na pacientov v
ramci Studie, Hlavny skusajlci je opravneny
vystavit' d’alSiu takuto faktaru v uvedenej
vyske a Sponzor je povinny uhradit’ faktaru
prostrednictvom CRO, a to do 30 dni od
dorucenia a schvalenia faktary. Hlavny
skasajuci sa dalej zavdzuje vystavit
sponzorovi faktaru za naklady zaplatené
ucastnikom stadie bezodkladne po tom, ako
posledny ucastnik $tadie v inStitacii ukonci
svoju ucast v klinickej stadii. Akukol'vek
nevyuziti Cast’ prijatej zalohy vrati Hlavny
skasajuci  sponzorovi bez  zbyto¢ného
odkladu.

Dalsie thrady za dodatoéné procediry a

laboratorne testy podliehaja
predchadzajicemu pisomnému schvaleniu
sponzora.

Subjektom,  ktori  nespihaju  kritéria
opravnenosti na klinické skuSanie, ale dali
suhlas na zaradenie do klinického sktiSania, sa
uhradi Gcast’ na skriningovej faze.

Neplanované navstevy: Neplanovana
navsteva je definovand ako navsteva subjektu,
ktora nie je vyslovne uvedend v protokole, ale
je 1nak potrebnd pre klinické skuSanie.
Neplanované néavstevy budu v sadzbach
stanovenych v rozpocte po prijati originalov
faktar CRO podl'a poplatkov za procedury
uvedenych v prilohe 1.2. a 2.2.. Hlavny
skusajuci  okamzite informuje sponzora o
vSetkych  neplanovanych navstevach a
zdokumentuje takéto nepldnované navstevy
Vv zdrojovej dokumentacii a eCRF
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D. Terms of payment

.The Principal Investigator, the Sub-Investigators
and the staff personnel (i.e. Study Nurse)
specification of the breakdown of the payment for
them is as follows:

MUDr. Marek Kacerik, PhD. - Principal
Investigator -
1. MUDr. Zuzana Sustykevicova — Sub-
investigator —

2. MUDr. Martina Hanicova — Sub-
Investigator —
3. MUDr. Karolina Kafkova — Sub-

Investigator —
4. MUDr. Jan Mihala — Sub-Investigator —

5. MUDr. Zuzana Galajdova — Sub-
Investigator —
6. MUDr. Dana Sedlackova — Sub-

Investigator —
7. PhDr. Martina Tulpikova — Study Nurse

The bank details for these other persons shall be
separately provided to the CRO, directly.

The Sponsor through the CRO undertakes to pay
the full payment for the billable Non-Patient
Costs upon execution of this Agreement to the
Principal Investigator accordingly.

In relation to the conduct of this clinical trial, the
CRO undertakes not to provide other persons
participating in the clinical study with any other
payments regarding any remuneration for the
clinical study trial, except for the payments stated
in this Annex, correlated with Annex 2.2. herein.

E. Screen Failures
The Principal Investigator will be paid as below:

D. Platobné podmienky

Hlavny skusajuci, spolu skusajaci a personal
(t. j. Studijna sestra) a Specifikacia rozdelenia
uhrady pre nich je nasledovna:

MUDr. Marek Kaicerik, PhD. - Hlavny
skasajuci -
1. MUDr. Zuzana Sustykevifova -

subinvestigator -
2. MUDr. Martina  Hanicova -
subinvestigator -
3. MUDr. Karolina Kafkova -
subinvestigator -

4, MUDr. Jan Mihala - subinvestigator

S. MUDr. Zuzana Galajdova -
subinvestigator -
6. MUDr. Dana  Sedlackova -
subinvestigator -

7. PhDr. Martina Tulpikova — Studijna
Sestra —

Bankové udaje tychto dalSich osob sa
poskytuju osobitne, priamo CRO.

Sponzor sa prostrednictvom CRO zavizuje
zaplatit Uhradu za zGCtovateI'né naklady,
ktoré sa nevzt'ahujii na pacienta, v plnej vyske
po uzavreti tejto zmluvy Hlavnému
skasajucemu zodpovedajucim sposobom.

V stvislosti s vykonavanim tohto klinického
sktiSania sa CRO zavdzuje, ze neposkytne
inym osobam zucastiujucim sa na klinickom
skuSani iné platby tykajice sa
akejkol'vek odmeny za klinické skuSanie,
okrem platieb uvedenych v tejto prilohe, v
korelacii s prilohou 2.2. tejto zmluvy.

E. Zlyhania skriningu

Hlavnému

7iadne

sktiSajucemu sa vyplatia nizsie
uvedené platby: Uhrada za zlyhanie skriningu
bude v celkovej sume 217.39 EUR/SF — 1 za
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Reimbursement for screening failures will be in
the total amount of 217.39 EUR/SF — 1 for every
3 subjects that are randomized/enrolled, which are
occurred during the screening period due to not
meeting Inclusion/Exclusion criteria.

The Sub-Investigators and the staff personnel (i.e.
Study Nurse) will be paid as below:
Reimbursement for screening failures — 1 for
every 3 subjects that are randomized/enrolled,
which are occurred during the screening period
due to not meeting Inclusion/Exclusion criteria,
will be in total amount of:

1. MUDr. Zuzana Sustykevicova — Sub-
investigator —

2. MUDr. Martina Hanicova — Sub-
Investigator —
3. MUDr. Karolina Kafkova — Sub-

Investigator —
4. MUDr. Jan Mihala — Sub-Investigator —

5. MUDr. Zuzana Galajdova — Sub-
Investigator —
6. MUDr. Dana Sedlackova — Sub-

Investigator —

7. PhDr. Martina Tulpikova — Study Nurse
For purposes of this Agreement, a Screen Failure
shall mean any Subject, who initially appears to
meet the criteria for pre-screening, signs the
informed consent form, completes the pre-
screening and/or screening visit but does not
randomize into the Clinical Trial.

Upon receipt of all relevant executed contracts
and Sponsor’s satisfaction that all required
regulatory approvals have been obtained, the
Principal Investigator shall invoice CRO, for the
Payments made in this respect. All payments shall
be made without any deduction, set-off or
withholding whatsoever.

kazdé 3 randomizované/zaradené subjekty, ku
ktorému doslo pocas skriningového obdobia z
dovodu nesplnenia kritérii
zaradenia/vylucenia.

Spoluskusajucim a personalu (napr. Studijnej
sestre) sa vyplatia nizSie uvedené platby:
Uhrada za zlyhanie skriningu — 1 za kazdé 3
randomizované/zaradené  subjekty),  ku
ktorému doslo pocas skriningového obdobia z
dévodu nesplnenia kritérii
zaradenia/vylucenia, bude v celkovej sume:

1. MUDr. Zuzana Sustykeviova —

subinvestigator —

2. MUDr. Martina Hanicova -
subinvestigator —

3. MUDr. Karolina Kafkova -
subinvestigator —

4. MUDr. Jan Mihala — subinvestigator

5. MUDr. Zuzana Galajdova -

subinvestigator —

6. MUDr. Dana Sedlackova —
subinvestigator —

7. PhDr. Martina Tulpikova — $tudijna
sestra —

Na ucely tejto dohody sa pod zlyhanim
skriningu rozumie kazdy subjekt, ktory na
zadiatku zrejme spiia kritéria pre predbezny
skrining, podpiSe formuldr informovaného
suhlasu, absolvuje predbezny skrining a/alebo
skriningova  navstevu, ale nie je
randomizovany do klinického skusania.

Po prijati vSetkych prisluSnych podpisanych
zmlav a po tom, ako sa sponzor presved¢i, ze
boli ziskané vSetky poZadované regulacné
povolenia, hlavny skuSajici vystavi CRO
faktaru za platby vykonané v tejto stvislosti.
Vsetky  platby sa bez
akychkol'vek zrazok, zapocitania alebo inych
zrazok.

uskutociuji
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Invoices: All correct invoices pertaining to the
Clinical Trial should be addressed to CRO and
submitted for reimbursement to the following:
Original invoices (only where required by
OPERA CRO) should be sent to:

OPERA CRO

Romania, Timis county, Timisoara, 10 Cozia
street, building B, zip code 300209
<HLX04-O-wAMD  Slovakia Site 52002>
Invoices

Attention: Payments Team

G. Withdrawal/Early Termination

If the Clinical Trial is terminated prematurely by
either Party, the final payment will cover the
number of Subjects entered to date (pro-rata
payment), plus reasonable expenses incurred
solely due to the Clinical Trial.

H. Repayment of Unearned or Withheld
Funds on Termination

If, upon the effective date of termination, the
Sponsor has advanced funds which are unearned
by the Principal Investigator, the Principal
Investigator shall repay such funds within sixty
(60) days of the effective date of termination. In
the event that the Principal Investigator fails to
repay such funds in a timely manner, the Sponsor
may deduct an equivalent amount from the
payment then or later due from the Sponsor to the
Principal Investigator under this or any other
arrangements between the Parties.

Any undisputed amounts withheld by the Sponsor
pending completion of the Clinical Trial shall be
released by the Sponsor to the Principal
Investigator within thirty (30) days of completion
of the Clinical Trial.

I. FDA Financial Disclosure Rules

Faktury: VSetky spravne faktiry tykajuce sa
klinického skuSania by mali byt adresované
CRO a predlozené na tthradu na tito adresu:
Povodné faktary (len kde ich pozaduje
OPERA CRO) by sa mali poslat’ na:

OPERA CRO

Rumunsko, Timis county, Timisoara, 10
Cozia street, building B, PSC 300209
<HLX04-O-wAMD  Slovensko  strdnka
52002> Faktury

Pozornost’: Tim platieb

G. Odstipenie od dohody/predéasné
ukoncenie

Ak je klinické skuSanie pred€asne ukoncené
ktoroukol'vek zo zmluvnych stran, zdvere¢na
platba pokryje pocet doteraz prihlasenych
subjektov (pomernd platba) plus primerané
vydavky, ktoré vznikli vylu¢ne v suvislosti s
klinickym skusanim.

H. Vratenie neziskanych alebo zadrzanych
finanénych prostriedkov pri ukonéeni

Ak ku dnu GCinnosti ukonCenia sponzor
vyplatil zalohu, ktora nie je splatna hlavnému
skaSajicemu,  hlavny  skuSajici  tieto
prostriedky vrati do Sest'desiatich (60) dni odo
dna ucinnosti ukoncenia. V pripade, ze hlavny
skiSajuci nevrati tieto prostriedky vcas,
sponzor mdze odpocitat’ ekvivalentni sumu z
platby, ktordh mé sponzor v tom Case alebo
neskor zaplatit' hlavnému skuSajicemu na
zaklade tejto alebo inych dohod medzi
stranami.

Akékol'vek  nesporné  sumy  zadrzané
sponzorom do ukoncenia klinického skuSania
uvolni sponzor hlavnému skuSajicemu do
tridsiatich (30) dni od ukoncenia klinického
skuSania.

. Pravidld zverejiiovania finanénych
informacii FDA
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The requirements of the FDA Financial
Disclosure Rule is acknowledged and the
Principal Investigator Certification/Disclosure
Form attached will be completed and signed by
the Principal Investigator prior to the start of the
Clinical Trial for disclosure to the FDA if
necessary.
J. Amendment of Payee Details
Principal Investigator may request to revise
the payee detailsof the study team during the
course of the Clinical Trial. In such cases, the
Parties agree that no amendment to this
Agreement shall be required provided that
Principal Investigator provides written
notification to Sponsor with the revised payee
details. The Parties further agree that Sponsor
assumes no liability for incorrect payee details
provided by Principal Investigator. The
Principal Investigator will be paid in
accordance with the terms set forth in the
budget as set out in Annex 1.2.

K. Subject transfer: In the eventuality that, a
Study Subject must be transferred from the
present Study Site to another Study site, for
reasons approved within the ICH E6 (R2)
Guideline for Good Clinical Practice, any and all
subject related fees will be transferred along with
the Study Subject to the other site, accordingly.

L. Fiscal Residence of the Principal
Investigator and other related
requirements
The  Principal Investigator  expressly

represents and warrants that, in accordance
with applicable law, it is not required to
register for VAT purposes, and that it assumes
all risks of non-registration, both for itself and
for the CRO, and that it will bear any and all
consequences should this declaration prove

Poziadavky Pravidiel zverejiiovania
finan¢nych informacii FDA sa berG na
vedomie a hlavny skuSajuci pred zaciatkom
klinického vyplni a podpise
prilozeny formuldr certifikdcia/zverejnenie
hlavného skusajuceho, ktory sa v pripade
potreby zverejni FDA.

J. Zmena udajov o prijemcovi

hlavny sktsajuci moze v priebehu klinického

sktSania

skuSania poziadat’ o zmenu udajov clenov
Studijného tomto
dokumente. V takychto pripadoch sa zmluvné
strany dohodli, Ze nie je potrebni ziadna

timu uvedenych v

zmena a doplnenie tejto dohody za
predpokladu, Ze hlavny skuSajuci poskytne
sponzorovi pisomné oznamenie s

revidovanymi udajmi o prijemcovi. Strany sa
d’alej dohodli, ze sponzor nenesie Zziadnu
zodpovednost’  za udaje o
prijemcovi poskytnuté hlavnym skusajucim.

nespravne

Hlavny sktsSajuci sa bude vyplacat’ v sulade s
podmienkami stanovenymi v rozpocte, ako je
uvedené v prilohe 1.2..

K. Prevod subjektu: V pripade, Zze subjekt
Stadie musi byt presunuty zo stc¢asn¢ho
miesta Studie na iné miesto Studie z
dévodov schvalenych v ramci usmernenia
ICH E6 (R2) pre spravnu klinicku prax,
vSetky poplatky suvisiace so subjektom
Studie budl presunuté spolu so subjektom
Studie na iné miesto.

L. Danové sidlo hlavného skuSajiceho a
d’alSie suvisiace poziadavky

Hlavny skuSajici vyslovne vyhlasuje a
zarucuje, Zze v sulade s platnymi pravnymi
predpismi nie je povinny registrovat’ sa na
ucely DPH a Ze prebera vSetky rizika spojené
s neregistraciou, a to tak pre seba, ako aj pre
CRO, a Ze ponesie vSetky dosledky, ak sa
ukdze, ze toto vyhldsenie nie je v stlade s
platnymi pravnymi predpismi, a Ze v plnej
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not to be in accordance with applicable law,
and that it will fully indemnify the CRO for
any damages caused by non-registration.

With regards to fiscal requirements, the Principal
Investigator must provide the Fiscal Residence
certificate to CRO (by electronic methods of
communication accepted by the Parties), until the
first payment scheduled for this study, but no
later than 6 months after the signing of the present
Agreement.

miere odskodni CRO za vsetky Skody
spOsobené neregistraciou.

Pokial’ ide o danové poziadavky, hlavny
skusajici musi poskytnat’ CRO potvrdenie o
danovom sidle (elektronickymi
komunikaénymi metédami, ktoré zmluvné
strany akceptuji) do prvej planovanej platby
za tto $tadiu, najneskor vSak do 6 mesiacov
od podpisania tejto dohody.

Principal Investigator | Dr. Marek Kacerik, Hlavny skusajuci | MUDr. Marek
PhD Kacerik PhD
Signature Podpis
Datum
Date Shanghai Henlius | Prostrednictvom
Biotech. Inc. Organizacie
Shanghai Henlius | through Opera zmluvného  vyskumu
Biotech. Inc. Contract Research Opera SRL
Organization SRL Pravny zastupca | Dr. Serban Rosu, CEO
Legal representative Dr. Serban Rosu, i
CEO Podpis
Signature
Datum
Date
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Annex 3
STANDARD CONTRACTUAL CLAUSES
(PROCESSOR TO CONTROLLER)

5 ,Priloha 3 . 5
STANDARDNE ZMLUVNE DOLO,ZKY
(SPRACOVATEL PRE KONTROLORA)

1. Name of the data exporting
organization

Institution: University Hospital Tren¢in
Principal Investigator: Dr. Marek Kacerik, PhD

acting as the data exporter (the “data exporter”)

1. Nazov organizacie exportujucej
udaje
InStitucia: Fakultna nemocnica Trencin

Hlavny skusajuci: MUDr. Marek Kacerik,
PhD.

vystupujuci ako vyvozca udajov (dalej len
»Vyvozca udajov)

Data Exporter Contact Point for Data Protection
Inquiries:

Tatiana Moravcéikova,

Kontaktné miesto vyvozcu udajov pre otazky
tykajuce sa ochrany udajov:
Tatiana Moravcikova,

and

a

2. Name of the data importing organization

Shanghai Henlius Biotech. Inc.through OPERA
CRO, acting as the data importer (the “data importer”)

Data Importer Contact Point for Data Protection
Inquiries:

1. Nazov organizacie dovazajucej udaje

Shanghai Henlius Biotech. Inc.
prostrednictvom OPERA CRO, jednajucej ako
dovozca udajov (,,dovozca udajov®)

Kontaktné miesto dovozcu tudajov pre otazky
tykajuce sa ochrany udajov:

each a “party”; together “the parties”,

kazda ako ,,Strana‘“ a kolektivne ,,Strany*

HAVE HEREBY CONVENED regarding the
following contractual clauses ("Clauses”) in order to
ensure adequate safeguards with respect to the
protection of the privacy and fundamental rights and
freedoms of individuals for the transfer of personal data
under Annex 3 by the data exporter to the data
importer:

SA TYMTO DOHODLI o nasledujicich
zmluvnych dolozkach (d’alej len ,,Dolozky*), aby
sa zabezpeCili primerané zaruky s ohladom na
ochranu sukromia a zakladnych prav a slobod
jednotlivcov na prenos osobnych tudajov podla
Prilohy 3 zo strany vyvozcu udajov k dovozcovi
udajov:

l. Section I.

l. Cast’ L.

Clause 1. Purpose and scope

DoloZka 1. Uéel a rozsah

(a) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of
the European Parliament and of the Council of
27 April 20160n the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (General Data Protection
Regulation) for the transfer of personal data to
a third country.

(@) Ugelom tychto §tandardnych zmluvnych
doloziek je  zabezpecit sulad s
poziadavkami nariadenia  Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych osob pri
spracivani osobnych udajov a volny
pohyb takychto udajov  (vSeobecné
nariadenie o ochrane osobnych udajov) za
ucelom prenosu osobnych udajov do tretej
krajiny.
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(b) The Parties:

(b) Strany:

(i) the natural or legal person(s), public
authority/ies, agencyl/ies or other
body/ies  (hereinafter  ‘entity/ies’)
transferring the personal data, as listed
in Annex [.A (hereinafter each ‘data
exporter’), and

Q) fyzickd alebo pravnickd osoba(y),
organ(y) verejnej moci, agentura(y)
alebo iny organ(y) (dalej len
,»subjekt(y)“), ktoré prendsaju osobné
udaje, ako je uvedené v prilohe LA
(d’alej len ,,vyvozca tidajov*) a

(ii) the entity/ies in a third country
receiving the personal data from the
data exporter, directly or indirectly via
another entity also Party to these
Clauses, as listed in Annex LA
(hereinafter each ‘data importer”)

have agreed to these standard contractual

clauses (hereinafter: ‘Clauses’).

(ii) subjekt(-y) v tretej krajine, ktory
prijima osobné udaje od vyvozcu
udajov, priamo alebo nepriamo
prostrednictvom iného subjektu,
ktory je tiez zmluvnou stranou
tychto doloziek, ako je uvedené v
prilohe LA (dalej len ,,dovozca
udajov®)

suhlasili s tymito S$tandardnymi
dolozkami (d’alej len ,Dolozky*).

zmluvnymi

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex
I.B.

(c) Tieto dolozky platia s ohl'adom na prenos
osobnych udajov, ako je to Specifikované
v Prilohe 1.B.

(d) The Appendix to these Clauses containing the
Annexes referred to therein forms an integral

part of these Clauses.

(d) Dodatok k tymto dolozkam, ktory
obsahuje prilohy, na ktoré¢ sa v fiom
odkazuje, tvori neoddelitelnu sucast’
tychto doloziek.

Clause 2. Effect and invariability of the Clauses

Dolozka 2. U¢inok a nemennost’ doloZiek

(a) These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article
46(1) and Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers
from controllers to processors and/or
processors to processors, standard contractual
clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided they are
not modified, except to select the appropriate
Module(s) or to add or update information in
the Appendix. This does not prevent the
Parties from including the standard
contractual clauses laid down in these Clauses
in a wider contract and/or to add other clauses
or additional safeguards, provided that they do
not contradict, directly or indirectly, these
Clauses or prejudice the fundamental rights or
freedoms of data subjects.

(d) Tieto dolozky stanovuju primerané zaruky
vratane vymahatelnych prav dotknutych
0sO6b a ucinnych pravnych prostriedkov
napravy podla ¢lanku 46 ods. 1 a ¢lanku
46 ods. 2 pism. (c) nariadenia (EU)
2016/679 a, s ohl'adom na prenosy udajov
od kontroléorov na  spracovatelov,
Standardné zmluvné dolozky podla ¢lanku
28 ods. 7 nariadenia (EU) 2016/679 za
predpokladu, ze nebudi upravené, s
vynimkou vyberu prislusného modulu
(modulov)  alebo  pridania  alebo
aktualizacie informécii v Dodatku. To
zmluvnym stranam nebrani v tom, aby
zahrnuli §tandardné zmluvné dolozky
stanovené v tychto dolozkidch do SirSej
dohody a/alebo pridali dalSie dolozky
alebo dodato¢né zaruky za predpokladu, ze
nebudu priamo alebo nepriamo v rozpore s

tymito dolozkami alebo nepoSkodia
zakladné prava. alebo slobody dotknutych
0s0b.
(b) These Clauses are without prejudice to (b) Tymito dolozkami nie su dotknuté
obligations to which the data exporter is povinnosti, ktorym podliecha vyvozca
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2016/679. 2016/679.

Clause 3. Third-party beneficiaries

Dolozka 3. Prijemcovia tretich stran

(a) Data subjects may invoke and enforce these
Clauses, as third-party beneficiaries, against
the data exporter and/or data importer, with
the following exceptions:

(a) Dotknuté osoby sa mdzu dovolavat a
presadzovat’ tieto dolozky ako oprédvnené
tretie strany voci vyvozcovi udajov a/alebo
dovozcovi udajov, s nasledujicimi
vynimkami:

(i) Clause 1, Clause 2, Clause 3, Clause
6, Clause 7,

(1) Dolozka 1, Dolozka 2, Dolozka 3,
Dolozka 6, Dolozka 7;

(i) Clause 8 —Module Four: Clause 8.1
(b) and Clause 8.3 (b);

(if) Dolozka 8 — Modul $tyri: Dolozka
8.1 (b) a Dolozka 8.3 (b);

(i) Clause 13; (ili)  Dolozka 13;
(iv) Clause 15.1(c), (d) and (e); (iv) Dolozka 15.1(c), (d) a (e);
(v) Clause 16(e); (V) Dolozka 16(e);
(v) Clause 18 —Module Four: Clause 18. (vi) Dolozka 18 — Modul Styri:
Dolozka 18.
(b) Paragraph (a) is without prejudice to rights of (b) Odsekom a) nie st dotknuté prava
data subjects under Regulation (EU) dotknutych 0s6b podla nariadenia
2016/679. (EU) 2016/679.

Clause 4. Interpretation

Dolozka 4. Vyklad

(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that
Regulation.

(@) Ak sav tychto dolozkach pouzivaji pojmy
definované v nariadeni (EU) 2016/679,
tieto pojmy maju rovnaky vyznam ako v
uvedenom nariadeni.

(b) These Clauses shall not be interpreted in a
way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

(b) Tieto dolozky sa nesmu vykladat
spdsobom, ktory by bol v rozpore s
pravami a povinnostami ustanovenymi v
nariadeni (EU) 2016/679.

Clause 5. Hierarchy

Dolozka 5. Hierarchia

In the event of a contradiction between these Clauses
and the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed
or entered into thereafter, these Clauses shall prevail.

V pripade rozporu medzi tymito dolozkami a
ustanoveniami  suvisiacich ~ dohéd  medzi
zmluvnymi stranami, existujucimi v ase, ked’ su
tieto dolozky dohodnuté alebo uzavreté neskor,
maju prednost’ tieto dolozky.

Clause 6. Description of the transfer(s)

Dolozka 6. Popis prenosu(ov)

(a) The details of the transfer(s), and in particular the
categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex 1.B.

(a) Podrobnosti o prenose (prenosoch), a
najmd o  kategériach  prenasanych
osobnych udajov a ucele (ticeloch), na
ktory sa prenasaju, su uvedené v prilohe
I.B.

Clause 7. Docking clause

Dolozka 7. Dokovacia dolozka

(a) An entity that is not a Party to these Clauses
may, with the agreement of the Parties, accede

(a) Subjekt, ktory nie je zmluvnou stranou
tychto doloziek, moéze so sthlasom
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to these Clauses at any time, either as a data
exporter or as a data importer, by completing
the Appendix and signing Annex |.A.

zmluvnych stran kedykol'vek pristapit’ k
tymto dolozkdm, a to bud’ ako vyvozca
udajov, alebo ako dovozca udajov,
vyplnenim dodatku a podpisanim prilohy
ILA.

(b) Once it has completed the Appendix and
signed Annex |.A, the acceding entity shall
become a Party to these Clauses and have the
rights and obligations of a data exporter or
data importer in accordance with its

designation in Annex |.A.

(b) Po vyplneni dodatku a podpisani prilohy
I.A sa pristupujuci subjekt stane zmluvnou
stranou tychto doloziek a ma prava a
povinnosti vyvozcu udajov alebo dovozcu
udajov v stlade s jeho urcenim v prilohe

LA

(c) The acceding entity shall have no rights or
obligations arising under these Clauses from

the period prior to becoming a Party.

(c) Pristupujuci subjekt nebude mat’ Ziadne
prava ani povinnosti vyplyvajice z tychto
doloziek z obdobia pred tym, ako sa stal
zmluvnou stranou.

I1. Section II — Obligations of the Parties

1. Cast’ II — Povinnosti zmluvnych
stran.

Clause 8. Data protection safeguards

Dolozka 8. Zaruky ochrany udajov

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical
and organisational measures, to satisfy its obligations
under these Clauses.

Vyvozca udajov zaruCuje, ze vynalozil primerané
usilie na to, aby urCil, Ze dovozca udajov je
schopny splnit’ svoje povinnosti podla tychto
doloziek prostrednictvom implementacie
vhodnych technickych a organiza¢nych opatreni.

MODULE FOUR: Transfer processor to controller  MODUL STYRI: Prenos spracovatel na
kontrolora
8.1. Instructions 8.1. Pokyny

(a) The data exporter shall process the personal
data only on documented instructions from
the data importer acting as its controller.

(a) Vyvozcaudajov spraciiva osobné tidaje len
na zaklade zdokumentovanych pokynov
od dovozcu tdajov, ktory je jeho
kontrolérom.

(b) The data exporter shall immediately inform
the data importer if it is unable to follow those
instructions, including if such instructions
infringe Regulation (EU) 2016/679 or other
Union or Member State data protection law.

(b) Vyvozca udajov bezodkladne informuje
dovozcu tdajov, ak nie je schopny dodrzat’
tieto pokyny, a to aj v pripade, Ze takéto
pokyny  porusuju  nariadenie  (EU)
2016/679 alebo iné pravne predpisy Unie
alebo ¢lenského Statu o ochrane udajov.

(c) The data importer shall refrain from any
action that would prevent the data exporter
from fulfilling its obligations under
Regulation (EU) 2016/679, including in the
context of sub-processing or as regards
cooperation with competent supervisory

authorities.

(c) Dovozca tudajov sa zdrzi akéhokol'vek
konania, ktoré by branilo vyvozcovi
udajov v plneni jeho povinnosti podla
nariadenia (EU) 2016/679, a to aj v
suvislosti s ¢iastkovym spractvanim alebo
v stvislosti so spolupracou s prislusnymi
dozornymi organmi.

(d) After the end of the provision of the
processing services, the data exporter shall, at
the choice of the data importer, delete all
personal data processed on behalf of the data
importer and certify to the data importer that
it has done so, or return to the data importer

(d) Po ukonceni poskytovania
spracovatel'skych sluzieb vyvozca udajov
podl'a volby dovozcu tudajov vymaze
vSetky osobné udaje spractivané v mene
dovozcu tudajov a potvrdi dovozcovi

udajov, ze tak urobil, alebo sa vrati

MRCT dohoda o klinickom skusani, Protokol &./MRCT Clinical Trial Agreement, Protocol no: HLX04-O -wAMD

Verzia 1.0//01 Jan 2020 $abléna/Version 1.0//01 Cze 2020 template Confidential / Déverné

SOPs odkaz: SOP-CO-06

Strana: 82z 94




F-CO-06-01

Q
Tigermed

all personal data processed on its behalf and
delete existing copies.

dovozca tudajov vsetky osobné udaje
spracuvané v jeho mene a vymazat
existujuce kopie.

8.2. Security of processing

8.2. Bezpecnost’ spracovania

(a) The Parties shall implement appropriate
technical and organizational measures to
ensure the security of the data, including
during transmission, and protection against a
breach of security leading to accidental or
unlawful  destruction, loss, alteration,
unauthorized disclosure or access (hereinafter
‘personal data breach’). In assessing the
appropriate level of security, they shall take
due account of the state of the art, the costs of
implementation, the nature of the personal
data, the nature, scope, context and purpose(s)
of processing and the risks involved in the
processing for the data subjects, and in
particular consider having recourse to
encryption or pseudonymization, including
during transmission, where the purpose of

(@) Zmluvné strany zavedu vhodné technické
a organizané opatrenia na zaistenie
bezpecnosti udajov, a to aj pocas prenosu,
a ochranu pred naruSenim bezpecnosti,

ktor¢ vedie k nahodnému alebo
nezdkonnému znifeniu, strate, zmene,
neopravnenému zverejneniu alebo

pristupu (d’alej len ,,porusenie ochrany
osobnych 1udajov* ). Pri posudzovani
primeranej urovne bezpecnosti naleZite
zohladnia sucasny stav techniky, naklady
na implementaciu, povahu osobnych
udajov, povahu, rozsah, kontext a ucel
(GCely) spracovania a rizika spojené s
spracuvanie pre dotknuté osoby, a najma
zvazit  pouzitie  Sifrovania  alebo
pseudonymizacie, a to aj pocas prenosu, ak

in ensuring appropriate security of the data in
accordance with paragraph (a). In case of a
personal data breach concerning the personal
data processed by the data exporter under
these Clauses, the data exporter shall notify
the data importer without undue delay after
becoming aware of it and assist the data
importer in addressing the breach.

processing can be fulfilled in that manner. mozno tymto spdsobom splnit’ ucel
spracuvania.
(b) The data exporter shall assist the data importer (b) Vyvozca tdajov pomaha dovozcovi

udajov zabezpecit’ primerant bezpecnost’
udajov v sulade s pismenom a). V pripade
porusenia ochrany osobnych udajov, ktoré
sa tyka osobnych tudajov spracuvanych
vyvozcom udajov podla tychto doloziek,
vyvozca Udajov bez zbytocného odkladu
po tom, o sa o tom dozvie, informuje
dovozcu udajov a pomodze dovozcovi
udajov pri rieSeni tohto porusenia.

(c) The data exporter shall ensure that persons
authorized to process the personal data have
committed themselves to confidentiality or
are under an appropriate statutory obligation

of confidentiality.

(c) Vyvozca udajov zabezpedi, aby sa osoby
opravnené na spracuvanie osobnych
udajov zaviazali k ml¢anlivosti alebo majt
primerant zékonn povinnost’

ml&anlivosti.

8.3. Documentation and compliance

8.3. Dokumentacia a sulad

(a) The Parties shall be able to demonstrate
compliance with these Clauses.

(@) Strany musia byt schopné preukazat’ sulad
s tymito dolozkami.

(b) The data exporter shall make available to the
data importer all information necessary to
demonstrate compliance with its obligations
under these Clauses and allow for and
contribute to audits.

(b) Vyvozca tudajov spristupni dovozcovi
udajov vSetky informacie potrebné na
preukazanie stuladu s jeho povinnostami
podl’a tychto doloziek a umozni vykonavat’
audity a prispievat’ k nim.

Clause 9 Use of NON

APPLICABLE

sub-processors —

Dolozka 9 Poutzitie subspracovatePov — NEDA
SA POUZIT

Clause 10 Data Subject rights

Dolozka 10 Prava subjektu na idaje
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MODULE FOUR: Transfer processor to controller  MODUL STYRI: Prenos spracovatel na
kontroléra
The Parties shall assist each other in responding to = Zmluvné strany si navzajom pomahaju pri

enquiries and requests made by data subjects under the
local law applicable to the data importer or, for data
processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

odpovedani na otazky a ziadosti dotknutych osob
podl'a miestneho prava uplatniteI'ného na dovozcu
udajov alebo v pripade spracovania udajov
vyvozcom tudajov v EU podla nariadenia (EU)
2016/679.

Clause 11 Redress

DoloZzka 11 Naprava

(a) The data importer shall inform data subjects
in a transparent and easily accessible format,
through individual notice or on its website, of
a contact point authorized to handle
complaints. It shall deal promptly with any
complaints it receives from a data subject.

(a) Dovozca udajov informuje dotknuté osoby
v transparentnom a lahko dostupnom
formate prostrednictvom individualneho
oznamenia alebo na svojej webovej
stranke o kontaktnom mieste, ktoré je
opravnené vybavovat’ staznosti.
Bezodkladne sa bude zaoberat’ vsetkymi
staznostami, ktoré dostane od dotknutej
osoby.

Clause 12 Liability

Dolozka 12 Zodpovednost’

MODULE FOUR: Transfer processor to controller

MODUL STYRI: Prenos
kontrolora

spracovatel’ na

(a) Each Party shall be liable to the other
Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

(@) Kazda zmluvna strana zodpoveda druhej
zmluvnej strane/stranam za akékol'vek
Skody, ktoré spdsobi druhej zmluvnej
strane/stranam porusenim tychto
doloziek.

(b) Each Party shall be liable to the data subject,
and the data subject shall be entitled to
receive compensation, for any material or
non-material damages that the Party causes
the data subject by breaching the third-party
beneficiary rights under these Clauses. This
is without prejudice to the liability of the data
exporter under Regulation (EU) 2016/679.

(b) Kazda zmluvna strana je zodpovedna voci
dotknutej osobe a dotknutd osoba ma
narok na kompenziciu za akékol'vek
materialne alebo nematerialne Skody,
ktoré zmluvna strana spdsobi dotknutej
osobe poruSenim prav tretej strany, ktora
je opravnenou osobou podla tychto
doloziek. Tym nie je dotknuta
zodpovednost’ vyvozcu udajov podla

nariadenia (EU) 2016/679.

(c) Where more than one Party is responsible for
any damage caused to the data subject as a
result of a breach of these Clauses, all
responsible Parties shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these

Parties.

(¢) Ak je za aktkol'vek skodu spésobenu dotknutej
osobe v dosledku porusenia tychto doloziek
zodpovednych viacero zmluvnych stran, vSetky
zodpovedné zmluvné strany bud( spolo¢ne a
nerozdielne zodpovedné a dotknutd osoba ma
pravo podat’ zalobu na sid proti ktorejkol'vek z
tychto zmluvnych stran.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled
to claim back from the other Party/ies that
part of the compensation corresponding to

its/their responsibility for the damage.

(d) Zmluvné strany sa dohodli, ze ak je jedna
zmluvna strana brana na zodpovednost’
podl'a odseku (c), je opravnena pozadovat’
od druhej zmluvnej strany/zmluvnych
stran spat ta cCast nahrady, ktora

MRCT dohoda o klinickom skusani, Protokol &./MRCT Clinical Trial Agreement, Protocol no: HLX04-O -wAMD

Verzia 1.0//01 Jan 2020 $abléna/Version 1.0//01 Cze 2020 template Confidential / Déverné

SOPs odkaz: SOP-CO-06

Strana: 84 z 94




F-CO-06-01

Q
Tigermed

zodpoveda jej/ich
Skodu.

zodpovednosti  za

(e) The data importer may not invoke the
conduct of a processor or sub-processor to
avoid its own liability.

(e) Dovozca udajov sa neméze dovolavat
spravania spracovatel’a alebo
subdodavatela, aby sa vyhol svojej

vlastnej zodpovednosti.

Clause 13 Supervision — NON-APPLICABLE

Dolozka 13 Dozor - NEUPLATNUJE SA

SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

CAST III - MIESTNE ZAKONY A
POVINNOSTI V ,PRI'PADE PRISTUPU
VEREJNYCH ORGANOV

Clause 14 Local Laws and practices affecting
compliance with the Clauses

Dolozka 14 Miestne zakony a postupy
ovplyviujuce sulad s dolozZkami

MODULE FOUR: Transfer processor to
controller(where the EU processor combines the
personal data received from the third country-
controller with personal data collected by the
processor in the EU)

MODUL STYRI: Prenos spracovatel na
kontrolora(kde spracovatel’ EU kombinuje osobné
udaje ziskané od kontrolova z tretej krajiny s

osobnymi udajmi zozbieranymi spracovatelom v
EU)

(a) The Parties warrant that they have no reason
to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to
disclose personal data or measures
authorizing access by public authorities,
prevent the data importer from fulfilling its
obligations under these Clauses. This is based
on the understanding that laws and practices
that respect the essence of the fundamental
rights and freedoms and do not exceed what is
necessary and proportionate in a democratic
society to safeguard one of the objectives
listed in Article 23(1) of Regulation (EU)
2016/679, are not in contradiction with these
Clauses.

(@) Strany zaruCujt, Ze nemaju dovod
domnievat’ sa, Zze zakony a prax v tretej
krajine urCenia, ktoré sa vztahuju na
spracuvanie osobnych udajov dovozcom
udajov, vratane akychkol'vek poziadaviek
na zverejnenie osobnych udajov alebo
opatreni opraviiujucich pristup organov
verejnej moci, brania dovozcu udajov z
plnenia jeho povinnosti podla tychto
doloziek. Vychadza to z toho, Ze zdkony a
postupy, ktoré reSpektuji  podstatu
zakladnych prav a slobdd a neprekracuji
rdmec toho, Co je Vv demokratickej
spolo¢nosti nevyhnutné¢ a primerané na
zabezpecenie jedného z ciel'ov uvedenych
v ¢lanku 23(1) nariadenia (EU) 2016/679,
nie st v rozpore s tymito dolozkami.

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following

elements:

(b) Zmluvné strany vyhlasuju, Zze pri
poskytovani zaruky podla odseku (a)

nalezite zohl'adnili najma tieto prvky:

(i) the specific circumstances of the
transfer, including the length of the
processing chain, the number of actors
involved and the transmission channels
used; intended onward transfers; the
type of recipient; the purpose of
processing; the categories and format
of the transferred personal data; the
economic sector in which the transfer
occurs; the storage location of the data
transferred;

(i) $pecifické okolnosti prenosu vratane dizky
retazca spracovania, po¢tu zacastnenych
aktérov a pouzitych prenosovych kanalov;
zamyslané d'alSie prevody; typ prijemcu;
ucel spracovania; kategérie a format
prenasanych osobnych udajov;
hospodarsky sektor, v ktorom dochadza k
prevodu; miesto uloZenia prenaSanych
udajov;
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(if) the laws and practices of the third (i) zakony a prax tretej krajiny urCenia —
country of destination— including those vratane  tych, ktoré  vyzaduju
requiring the disclosure of data to spristupnenie udajov organom
public authorities or authorizing access verejnej moci alebo povolovanie
by such authorities — relevant in light pristupu  takychto  organov = —
of the specific circumstances of the relevantné vzhladom na konkrétne
transfer, and the applicable limitations okolnosti  prenosu a  prislusné
and safeguards; obmedzenia a zaruky;

(iii)  any relevant contractual, technical or (iii)  akékol'vek prislusné zmluvné,
organizational safeguards put in place to technické alebo organizacné zaruky
supplement the safeguards under these zavedené na doplnenie zaruk podla
Clauses, including measures applied tychto doloziek vratane opatreni
during transmission and to the processing uplatfiovanych poCas prenosu a
of the personal data in the country of spracovania osobnych udajov v krajine
destination. urcenia.

(c) The data importer warrants that, in carrying (c) Dovozca udajov  zaruCuje, ze pri

out the assessment under paragraph (b), it has
made its best efforts to provide the data
exporter with relevant information and agrees
that it will continue to cooperate with the data
exporter in ensuring compliance with these
Clauses.

vykonavani hodnotenia podl'a pismena b)
vynalozil maximdlne usilie na to, aby
poskytol vyvozcovi udajov prislusné
informacie, a sthlasi s tym, ze bude
nad’alej spolupracovat’ s vyvozcom udajov
pri zabezpeCovani suladu s tymito
dolozkami.

(d) The Parties agree to document the assessment
under paragraph (b) and make it available to
the competent supervisory authority on
request.

(d)

Strany  suhlasia, ze zdokumentuji
posudenie podl’a odseku b) a na poziadanie
ho spristupnia prislusnému dozornému
organu.

(e) The data importer agrees to notify the data
exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or
has become subject to laws or practices not in
line with the requirements under paragraph
(a), including following a change in the laws
of the third country or a measure (such as a
disclosure request) indicating an application
of such laws in practice that is not in line with
the requirements in paragraph (a).

(€)

Dovozca tdajov sa zavizuje bezodkladne
informovat’® vyvozcu udajov, ak po
odsuhlaseni tychto doloziek a pocas
trvania dohody ma déovod domnievat’ sa, Ze
podlieha alebo sa stal predmetom zakonov
alebo postupov, ktoré nie st v sulade s
poziadavkami podla ods. a), a to aj v
nadvdznosti na zmenu zakonov tretej
krajiny alebo opatrenie (napriklad ziadost’
0  spristupnenie), ktoré naznacuje
uplatiiovanie takychto zakonov v praxi,
ktoré nie je v sulade s poziadavkami v
odseku a).

(f) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise
has reason to believe that the data importer
can no longer fulfil its obligations under these
Clauses, the data exporter shall promptly
identify appropriate measures (e.g. technical
or organizational measures to ensure security
and confidentiality) to be adopted by the data
exporter and/or data importer to address the
situation. The data exporter shall suspend the

(f)

Po oznameni podla pismena e) alebo ak
ma vyvozca tdajov z iného dévodu dévod
domnievat’ sa, ze dovozca udajov uz
nemoze plnit svoje povinnosti podla
tychto  doloziek, vyvozca  udajov
bezodkladne ur¢i vhodné opatrenia (napr.
technické alebo organizac¢né opatrenia na
zabezpecenie bezpelnosti a ddvernosti),
ktoré ma prijat’ vyvozca a/alebo dovozca
udajov na rieSenie situacie. Vyvozca
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data transfer if it considers that no appropriate
safeguards for such transfer can be ensured, or
if instructed by the competent supervisory
authority to do so. In this case, the data
exporter shall be entitled to terminate the
contract, insofar as it concerns the processing
of personal data under these Clauses. If the
contract involves more than two Parties, the
data exporter may exercise this right to
termination only with respect to the relevant
Party, unless the Parties have agreed
otherwise. Where the contract is terminated
pursuant to this Clause, Clause 16(d) and (e)
shall apply.

udajov pozastavi prenos udajov, ak sa
domnieva, Ze nie je mozné zabezpecit
ziadne primerané zaruky pre takyto
prenos, alebo ak ho na to nariadi prislusny
dozorny organ. V tomto pripade je
vyvozca udajov opravneny ukonCit’
dohodu, pokial ide o spracvanie
osobnych udajov podla tychto doloziek.
Ak dohoda zahfia viac ako dve zmluvné
strany, vyvozca udajov moze uplatnit’ toto
pravo na vypovedanie len vo vztahu k
prislusnej zmluvnej strane, pokial sa
zmluvné strany nedohodli inak. Ak je
dohoda ukonéena podla tejto dolozky,
pouzije sa ¢lanok 16 pism. d) a (e).

Clause 15 Obligations of the data importer in case
of access by public authorities

Dolozka 15 Povinnosti dovozcu udajov v
pripade pristupu organov verejnej moci

MODULE FOUR: Transfer processor to controller
(where the EU processor combines the personal data
received from the third country-controller with
personal data collected by the processor in the EU)

MODUL STYRI: Prenos spracovatel’ na
kontrolora (kde spracovatel EU kombinuje
osobné udaje ziskané od kontrolora z tretej krajiny
s osobnymi udajmi zozbieranymi spracovatelom v

EU)

15.1. Notification

15.1. Upozornenia

(c) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the
data exporter) if it:

(a) Dovozca udajov sa zavizuje bezodkladne
informovat” vyvozcu udajov a, ak je to
mozné, dotknutti osobu (v pripade potreby
s pomocou vyvozcu udajov), ak:

(i) receives a legally binding request from
a public authority, including judicial
authorities, under the laws of the
country of destination for the
disclosure of personal data transferred
pursuant to these Clauses; such
notification shall include information
about the personal data requested, the
requesting authority, the legal basis for
the request and the response provided,;
or

(i) dostane pravne zavdaznu ziadost od
verejného  organu  vratane  stdnych
organov podla zakonov krajiny uréenia o
spristupnenie osobnych udajov
prenaSanych podla tychto doloziek; takéto
oznamenie  obsahuje  informacie o
pozadovanych osobnych udajoch,
ziadajuicom organe, pravnom zaklade
ziadosti a poskytnutej odpovedi; alebo

(if)becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses in
accordance with the laws of the
country  of  destination;  such
notification  shall include  all
information available to the importer.

(i) sa dozvie o akomkol'vek priamom
pristupe verejnych organov k osobnym
udajom prenaSanym podla tychto
doloziek v sulade so zdkonmi krajiny
urenia; takéto oznamenie obsahuje
vSetky informacie, ktoré ma dovozca k
dispozicii.

(a) If the data importer is prohibited from
notifying the data exporter and/or the data
subject under the laws of the country of
destination, the data importer agrees to use its

(@) Ak ma dovozca udajov podla zakonov
krajiny urCenia zakdzané upovedomit
vyvozcu udajov a/alebo dotknuti osobu,
dovozca idajov suhlasi s tym, Ze vynalozi
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best efforts to obtain a waiver of the
prohibition, with a view to communicating as
much information as possible, as soon as
possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data
exporter.

maximalne usilie na to, aby =ziskal
vynimku zo zakazu, s cielom ozndmit’ mu
¢o najviac informéacie ¢o najskér. Dovozca
udajov suhlasi s tym, ze zdokumentuje
svoje maximalne Uusilie, aby ho mohol na
ziadost’ vyvozcu tdajov preukéazat’.

(b) Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at regular
intervals for the duration of the contract, with
as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting
authority/ies, whether requests have been
challenged and the outcome of such
challenges, etc.).

(b) Ak to zakony krajiny urCenia umoziujq,
dovozca udajov sa zavédzuje poskytovat
vyvozcovi udajov v  pravidelnych
intervaloch pocas trvania dohody co
najviac  relevantnych informacii o
prijatych ziadostiach (najmd o pocte
ziadosti, typ pozadovanych udajov,
ziadajuci organ/y, ¢i boli ziadosti
napadnuté a vysledok takychto nadmietok
atd’.).

(c) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

(c) Dovozca udajov suhlasi s tym, ze bude
uchovavat’ informacie podl'a odsekov a) az
¢) pocas trvania dohody a na poziadanie
ich spristupni prislusSnému dozornému
organu.

(d) Paragraphs (a) to (c) are without prejudice to
the obligation of the data importer pursuant to
Clause 14 (e) and Clause 16 to inform the data
exporter promptly where it is unable to
comply with these Clauses.

(d) Odsekmi a) az c) nie je dotknuta povinnost’
dovozcu tidajov podl'a dolozky 14 pism. )
a dolozky 16 bezodkladne informovat
vyvozcu udajov, ak nie je schopny dodrzat’
tieto dolozky.

15.2. Review of legality and data minimization

15.2. Preskumanie zakonnosti a minimalizacia
udajov

(a) The data importer agrees to review the legality
of the request for disclosure, in particular
whether it remains within the powers granted
to the requesting public authority, and to
challenge the request if, after -careful
assessment, it concludes that there are
reasonable grounds to consider that the
request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall,
under the same conditions, pursue
possibilities of appeal. When challenging a
request, the data importer shall seek interim
measures with a view to suspending the
effects of the request until the competent
judicial authority has decided on its merits. It
shall not disclose the personal data requested
until required to do so under the applicable
procedural rules. These requirements are

(@) Dovozca udajov suhlasi s tym, Ze preveri
zakonnost’ Ziadosti o spristupnenie, najma
¢i to zostava v ramci pravomoci udelenych
ziadajicemu organu verejnej moci, a
spochybni ziadost, ak po dokladnom
posudeni dospeje k zaveru, Ze existuji
primerané doévody domnievat sa, Ze
ziadost' je nezakonnd podla zakonov
krajiny urcenia, platnych zavidzkov podla
medzindrodného prava a  zasad
medzindrodnej  zdvorilosti.  Dovozca
udajov za rovnakych podmienok vyuzije
moznosti odvolania. Pri napadnuti Ziadosti
sa dovozca tudajov snazi o docasné
opatrenia s cielom pozastavit ucinky
ziadosti, kym prislusny sudny organ
nerozhodne o jej dovodnosti. Pozadované
osobné udaje nezverejni, kym to nebude
vyzadovat podla platnych procesnych
pravidiel. Tymito poziadavkami nie su
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without prejudice to the obligations of the data
importer under Clause 14 (e).

dotknuté povinnosti dovozcu udajov podl'a
dolozky 14 (e).

(b) The data importer agrees to document its legal
assessment and any challenge to the request
for disclosure and, to the extent permissible
under the laws of the country of destination,
make the documentation available to the data
exporter. It shall also make it available to the
competent supervisory authority on request.

(b)

Dovozca udajov sa zavazuje
zdokumentovat’ svoje pravne posudenie a
akékol'vek  spochybnenie Zziadosti o
spristupnenie a v rozsahu pripustnom
podl'a zakonov krajiny urcenia spristupni
dokumenticiu vyvozcovi udajov. Na
poziadanie ich spristupni aj prisluSnému
dozornému organu.

(c) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

(©)

Dovozca udajov suhlasi s tym, ze pri
odpovedi na ziadost o spristupnenie
poskytne minimalne mnozstvo informacii,
ktoré je pripustné na zaklade primeraného
vykladu Ziadosti.

SECTION IV - FINAL PROVISIONS

CAST IV — ZAVERECNE USTANOVENIA

Clause 16 Non-Compliance with the Clauses and
termination

Dolozka 16 Nesulad s ustanoveniami a
ukoncdenie

(a) The data importer shall promptly inform the
data exporter if it is unable to comply with
these Clauses, for whatever reason.

(a)

Dovozca udajov bezodkladne informuje
vyvozcu udajov, ak z akéhokol'vek dovodu
nie je schopny dodrzat’ tieto dolozky.

(b) In the event that the data importer is in breach
of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend
the transfer of personal data to the data
importer until compliance is again ensured or
the contract is terminated. This is without
prejudice to Clause 14 (f).

(b)

V pripade, Ze dovozca udajov porusi tieto
dolozky alebo nie je schopny dodrzat’ tieto
dolozky, vyvozca tdajov pozastavi prenos
osobnych udajov importérovi udajov, kym
sa znova nezabezpeci dodrziavanie alebo
kym sa neukonci dohoda. Tym nie je
dotknuta Dolozka 14 (f).

(c) The data exporter shall be entitled to terminate
the contract, insofar as it concerns the
processing of personal data under these
Clauses, where:

(©)

V tomto pripade je vyvozca udajov
opravneny ukoncit’ dohodu, pokial’ ide o
spracivanie osobnych udajov podl'a tychto
doloziek, kde.

(i) the data exporter has suspended the
transfer of personal data to the data
importer pursuant to paragraph (b) and
compliance with these Clauses is not
restored within a reasonable time and
in any event within one month of
suspension;

(i)

vyvozca udajov  pozastavil  prenos
osobnych udajov dovozcovi udajov podla
odseku b) a sulad s tymito doloZzkami sa
neobnovi v primeranom c¢ase a v ziadnom
pripade do jedného mesiaca od
pozastavenia;

(i) the data importer is in substantial or
persistent breach of these Clauses; or

(ii)

dovozca udajov podstatne alebo trvalo
porusuje tieto dolozky; alebo

(iii) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its
obligations under these Clauses.

(iii) dovozca tudajov neplni zavdzné
rozhodnutie prislusného sudu alebo
dozorného orgénu, pokial’ ide o jeho
povinnosti podl'a tychto doloziek.
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In these cases, it shall inform the competent
supervisory authority of such non- compliance. Where
the contract involves more than two Parties, the data
exporter may exercise this right to termination only
with respect to the relevant Party, unless the Parties
have agreed otherwise.

V tychto pripadoch informuje o takomto
nedodrzani prislusny dozorny organ. Ak dohoda
zahfiia viac ako dve zmluvné strany, vyvozca
udajov mo6ze uplatnit’ toto pravo na vypovedanie
len vo vzt'ahu k prislusnej zmluvnej strane, pokial’
sa zmluvné strany nedohodli inak.

(d) Personal data collected by the data exporter in
the EU that has been transferred prior to the
termination of the contract pursuant to
paragraph (c) shall immediately be deleted in
its entirety, including any copy thereof. The
data importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to the
data importer that prohibit the return or
deletion of the transferred personal data, the
data importer warrants that it will continue to
ensure compliance with these Clauses and
will only process the data to the extent and for
as long as required under that local law.

(d) Osobné udaje zhromazdené vyvozcom
tdajov v EU, ktoré boli prenesené pred
ukoncenim dohody podl'a odseku c), sa
okamzite vymazi v celom rozsahu vratane
akejkol'vek ich koépie. Dovozca udajov
potvrdi vyvozcovi udajov vymazanie
udajov. Kym tudaje nie st vymazané alebo
vratené, dovozca Udajov  nadalej
zabezpecuje sulad s tymito dolozkami. V
pripade miestnych zakonov vztahujicich
sa na dovozcu udajov, ktoré zakazuju
vratenie alebo vymazanie prenesenych
osobnych udajov, sa dovozca udajov
zarucuje, Ze bude aj nad’alej zabezpecovat
sulad s tymito dolozkami a bude spracuvat’
udaje len v rozsahu a dovtedy, kym
vyzadované podla tohto miestneho
zakona.

(e) Either Party may revoke its agreement to be
bound by these Clauses where (i) the
European Commission adopts a decision
pursuant to Article 45(3) of Regulation (EU)
2016/679 that covers the transfer of personal
data to which these Clauses apply; or (ii)
Regulation (EU) 2016/679 becomes part of
the legal framework of the country to which
the personal data is transferred. This is
without prejudice to other obligations
applying to the processing in question under
Regulation (EU) 2016/679.

(e) Kazda zmluvna strana moze odvolat’ svoj
suhlas byt’ viazana tymito dolozkami, ak
(i) Europska komisia prijme rozhodnutie
podla ¢lanku 45 ods. 3 nariadenia (EU)
2016/679, ktoré sa vztahuje na prenos
osobnych udajov, na ktoré sa vztahuju
tieto dolozky; alebo (ii) nariadenie (EU)
2016/679 sa stava sucastou pravneho
ramca krajiny, do ktorej sa osobné udaje
prenasaju. Tym nie si dotknuté iné
povinnosti, ktoré platia pre uvedené
spracovaniec podla Nariadenia (EU)
2016/679.

Clause 17 Governing law

Dolozka 17 Rozhodné pravo

MODULE FOUR: Transfer processor to controller

MODUL STYRI: Prenos spracovatel na
kontrolora

These Clauses shall be governed by the law of a
country allowing for third-party beneficiary rights.
The Parties agree that this shall be the law of Slovakia.

Tieto dolozky sa budu riadit’ pravom krajiny, ktora
umoznuje prava tretich strdn. Zmluvné strany
suhlasia, Ze toto bude pravom Slovenska

Clause 18 Choice of forum and jurisdiction

Dolozka 18 VolI'ba féra a jurisdiskcie

MODULE FOUR: Transfer processor to controller

MODUL STYRI: Prenos spracovatel na
kontrolora

Any dispute arising from these Clauses shall be
resolved by the courts of Slovakia.

Akykol'vek spor vyplyvajuci z tychto doloziek
bude rieSeny sadmi Slovenska.

1. ANNEX 1 AB

1. PRILOHAIA,B

DATA EXPORTER

VYVOZCA UDAJOV
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Institution University ~ Hospital Institicia Fakultnd nemocnica
Trendin Tren¢in
Signature Podpis
Date Datum

Principal Investigator

Dr. Marek Kacerik,
PhD

Hlavny skuSajici

Dr. Marek Kacerik,
PhD

Signature

Podpis

Date

Datum

DATA IMPORTER

DOVOZCA UDAJOV

Shanghai Henlius Biotech. Inc.
through Opera Contract Research Organization SRL

Shanghai Henlius Biotech. Inc.
Prostrednictvom Organizacie zmluvného vyskumu

Opera SRL

Legal representative
Dr. Serban Rosu, CEO

Pravny zastupca: Dr. Serban Rosu, CEO

Signature

Podpis

Date

Datum
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ANNEX |

A. LIST OF PARTIES
MODULE FOUR: Transfer processor to controller

Data exporter(s): [Identity and contact details of the
data exporter(s) and, where applicable, of its/their data
protection officer and/or representative in the
European Union]

1.Name: University Hospital Trenc¢in

Address: 911 71
Slovakia,
Contact person’s name, position and contact details:

Tatiana Moravcikova,

Legionarska 28, Trencin,

Activities relevant to the data transferred under these
Clauses: Standard processing activities for performing
the Study

Signature and date:

Role : processor

2 Name: Dr. Marek Kacerik, PhD
Address:

Contact person’s name, position and contact details:
Tatiana Moravcikova,

Activities relevant to the data transferred under these
Clauses: Standard processing activities for performing
the Study

Signature and date:

Role: processor

Data importer(s): [Identity and contact details of the
data importer(s), including any contact person with
responsibility for data protection]

1.Name: Shanghai Henlius Biotech, Inc through
Opera Contract Research Organization SRL

Address: Romania, Timis County, Timisoara, 10 Cozia
Street, corpus B.

PRILOHA I

A. ZOZNAM ZMLUVNYCH STRAN
MODUL STYRI: Prenos spracovatel’ na kontrolora

Vyvozca(ovia) udajov: [ldentita a kontaktné udaje
vyvozcu (vyvozcov) udajov a pripadne jeho/ich
uradnika pre ochranu udajov a/alebo zdstupcu v
Europskej unii]

1. N4zov Fakultna nemocnica Tren¢in

Adresa: Legionarska 28, 911 71 Tren¢in, Slovakia,
Meno kontaktnej osoby, pozicie a kontaktné tdaje:
Tatiana Moravcikova,

Aktivity prislusné pre udaje prenaSané pod tymito
dolozkami: Aktivity S$tandardného spracovania pre
vykonanie Stidie

Podpis a datum:

Uloha: spracovatel

2 Nazov Dr. Marek Kacerik, PhD

Adresa:,

Meno kontaktnej osoby, pozicie a kontaktné udaje:
Tatiana Moravcikova,

Aktivity prislusné pre udaje prenasané pod tymito
dolozkami: Aktivity S$tandardného spracovania pre

vykonanie Stidie
Podpis a datum:

Uloha: spracovatel

Dovozca(ovia) udajov: [Identita a kontaktné udaje
dovozcu(-ov) tudajov vrdatane akejkolvek kontaktnej
osoby zodpovednej za ochranu udajov]

1. Nazov Shanghai Henlius Biotech, Inc
prostrednictvom Opera Contract Research
Organization SRL
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Contact person’s name, position and contact details:
Paul Filip Ciucur — Data Protection Officer -
Activities relevant to the data transferred under these
Clauses: Standard processing activities for performing
the Study and transfer of personal data outside the EU
Signature and date:

Role:controller

Adresa: Rumunsko, Timis County, Timisoara, 10
Cozia Street, corpus B.

Meno kontaktnej osoby, pozicie a kontaktné udaje:
Paul Filip Ciucur — radnik pre ochranu udajov —
Aktivity prislusné pre udaje prenasané pod tymito
dolozkami: Standardné spracovatel'ské Ginnosti na
vykonavanie Studie a prenos osobnych tdajov mimo
EU

Podpis a datum:

Uloha: kontrolér

A. DESCRIPTION OF TRANSFER

MODULE FOUR: Transfer processor to controller
Categories of data subjects whose personal data is
transferred

Site staff (including volunteers, agents, and temporary
workers), representatives and employees of suppliers
and vendors, patients, other members of the public.
Categories of personal data transferred

Name, address, date of birth, NI number, ID number,
personal numeric codes, pay and banking details,
professional background and qualifications, E-mail,
telephone number, images in CVs, health data, medical
background data.

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into
consideration the nature of the data and the risks
involved, such as for instance strict purpose limitation,
access restrictions (including access only for staff
having followed specialised training), keeping a record
of access to the data, restrictions for onward transfers
or additional security measures.

Health data, protected, coded and safeguarded as
indicated herein, regarding the Instruction pertaining to
the use of personal data

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis).
Continuous basis

Nature of the processing

Data processor shall perform on behalf of the data
controller operations such as collection, recording,
organisation, structuring, storage, adaptation or
alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making
available, alignment or combination, restriction,
erasure or destruction of data.

Purpose(s) of the data transfer and further processing
Data processor shall process data on behalf of the data
controller for complying with undertaken contractual

A. POPIS PRENOSU

MODUL STYRI: Prenos spracovatel’ na kontroléra
Kategorie subjektov udajov, ktorych osobné udaje sa
prendSaju

Zamestnanci pracoviska klinického skusania (vratane
dobrovolnikov, agentov a doCasnych pracovnikov),
zastupcovia a zamestnanci dodavatel'ov a predajcov,
pacienti, ini ¢lenovia verejnosti.

Kategorie prendasanych osobnych udajov

Meno, adresa, datum narodenia, NI &islo, ICO, osobné
Ciselné¢ kody, platové a bankové udaje, odborné
vzdelanie a kvalifikacia, e-mail, telefonne Ccislo,
obrazky v Zivotopisoch, pacientske udaje, zdravotné
udaje.

Prendsane citlive udaje (ak je to vhodné) a
uplatiiované obmedzenia alebo zaruky, ktoré plne
zohladnuju povahu udajov a suvisiace rizikd, ako je
napriklad prisne obmedzenie ucelu, obmedzenia
pristupu (vratane pristupu len pre zamestnancov, ktori
absolvovali Specializované skolenie), uchovavanie
zaznam o pristupe k udajom, obmedzenia pre dalsi
prenos alebo dodatocné bezpecnostné opatrenia.
Zdravotné udaje, chranené, kodované a zabezpecene,
ako je uvedené v tomto dokumente, v suvislosti s
Pokynmi tykajicimi sa pouzivania osobnych udajov
Frekvencia prenosu (napr. ¢i sa udaje prendSaju
jednorazovo alebo nepretrZite).

Nepretrzity prenos

Povaha spracovania

Spracovatel’ idajov vykonava v mene spravcu udajov
operacie, ako je zhromazd’ovanie, zaznamenavanie,
organizovanie, Strukturovanie, uchovavanie,
prisposobovanie  alebo  zmena, vyhladavanie,
konzultovanie, pouzivanie, zverejiiovanie prenosom,
Sirenim alebo inym spristupnenim, zostladenie alebo
kombinacia, obmedzenie, vymazanie alebo znicenie
udajov.

Ucel(y) prenosu vidajov a dalsieho spracovania
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obligations and applicable mandatory legal provisions
relating to the conduct of a clinical trial. The purpose
includes processing related to site and site staff
contracting, processing related to submissions of the
clinical trial with authorities, recruitment assessment,
monitoring related processing, vendor selection
processing.

The period for which the personal data will be
retained, or, if that is not possible, the criteria used to
determine that period

Throughout the duration of the clinical trial and 25
years after the end of the clinical trial.

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing

Subject matter refers to the transfer of personal data to
sub-processors by the processor, as required for
submissions with authorities (submissions processing)
of the clinical trial, so that the sub-processors may
execute their contractual obligations. Nature and
duration of processing are the same as the above.

Spracovatel’ udajov spracuje udaje v mene kontrolora
udajov s cielom splnit’ prijaté zmluvné zavizky a
prislusné zavidzné pravne ustanovenia tykajuce sa
vykonavania klinického skiiania. Uel zahfiia
spracovanie sUvisiace s uzatvaranim zmlav s
pracovnikmi na pracovisku a pracovisku, spracovanie
suvisiace s predlozenim klinického sktiSania iradom,
hodnotenie  naboru, spracovanie  suvisiace s
monitorovanim, spracovanie vyberu dodavatel'ov.
Doba, pocas ktorej budu osobné udaje uchovivane,
alebo ak to nie je mozné, kritéria pouZite na urcenie
tejto doby

Pocas celého trvania klinického sktiSania a 25 rokov po
skonceni klinického sktsania.

Pri prenosoch (sub-)spracovatelom uved'te aj predmet,
povahu a trvanie spracovania

Predmet sa vztahuje na prenos osobnych udajov
subdodavatelom zo strany spracovatela, ako sa to
vyzaduje pri podani u tradov (spracovanie podani)
klinického skusania, aby si subdodavatelia mohli plnit’
svoje zmluvné zaviazky. Povaha a trvanie spracovania
su rovnaké ako vyssie.
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