UfH-3- 73/ 2027

CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is made
by and between:

Frantisek Jurcaga, MD, MPH with a working place at
Neurologicke oddelenie, Univerzitna nemocnica-
Nemocnica svateho Michala, a.s., at the address;
Satinskeho 1/1.7770, 811 08 Bratislava, Slovak
Republic (the “Investigator”),

and

Univerzitna nemocnica-Nemocnica svateho
Michala, a.s., with a registered address at Satinskeho
|.7770/1 Bratislava 811 08,, Slovak Republic,
Company Filed in the Business Register of the District
Court Bratislava |, Section: Sa, File No: 4677/B, Org
No: 44 570 783, Represented by: Doc. Branislav
Delej, MD, PhD., MPH - Chairman of the Board of
Management and general manager (the “Institution”),

and

IQVIA RDS Slovakia, s.r.o. having a place of
business af Vajnorska 100/B, 831 04 Bratislava,
Slovak Republic ("IQVIA/ CRO"), Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava 1, section: Sro, File no:
69023/B

Each a “Party” and together the “Parties”.

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skugani (dalej ,zmluva’)
uzatvaraju:

MUDr. FrantiSek Juréaga, MPH, s miestom
pracoviska; Neurologické oddelenie, Univerzitng
nemocnica - Nemocnica svatého Michala, a.s., na
adrese Satinského 1/i.7770, 811 08 Bratislava
Slovenska republika (dalej ,skasajuci”)

a

Univerzitna nemocnica - Nemocnica svétého
Michala, a. s., so sidlom spoloénosti na adrese
Satinského 1.7770/1 Bratislava, 811 08, Slovenska
republika, Spoloénost zapisana v Obchodnom registri
Okresného sudu Bratislava |, Oddiel Sa, Vi.¢.: 4677/B,
1CO: 44 570 783, V zastupeni: Doc. MUDr. Branislav
Delej , PhD., MPH - predseda predstavenstva
a generalny riaditel (dalej ,zdravotnicke zariadenie”)

a

IQVIA RDS Slovakia, s.r.o. so sidlom na adrese
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika (dalej ,IQVIA alebo CRO ") ICO: 45942269,
Zapisana v Obchodnom registri Okresného stdu
Bratislava |., oddiel: Sro, vL.&: 68023/B

kazdy z nich dalej v ako ,zmluvna strana” a spoloéne
ako ,zmluvneé strany”

| ool MS200527_0082 Cislo protokolu: | MS200527_0082
Number: | 1 )
Multicentrické,
‘A Phase Il Multicenter FAIEIOTMIZEYANE, dvojito |
Randomized, Parallel Group, zaslapans. dvoiilo maskovane
Double Blinr:I Double Dummy, skusgn_le ., fszy= sub'evz_nych
.. . | Active Controlled Study of | Nazov skupinach = " henhay
Protocol Title: " : . kentrolnou lie¢hou na
Evobrutinic  Compared  with | protokolu: ; gl :
. : ] o 5 vyhodnotenie  uginnosti  a
Teriflunomide, in Participants Sl oy O g
with Relapsing Multiple Sclerosis orgvnani s Tarfursmidest: 1
to Evaluate Efficacy and Safety” b : 5
Uastnikov s relapsujucou |
- . | sklerézou multiplex
| | Datum ;
Protocol Date: | 13 February 2020 sratokic 13. februara 2020
! Spasor: Merck_HeaIthcare KGaA Zadavatel ‘ Merck Healthcare KGaA
Country where | ‘
Site is . Krajina vedenia , ;
Condusting Slovak Republic slaPiEnia | Slovenska republika |
| Study | B | -
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Investigator: Frantisek Jurcaga, MD, MPH Skdsajuci: mggr Frantdek Juraga,
. , Neurologické oddelenie

Location Sﬁ;‘:rl:i?:;ke neorggzlrﬁgra? Univerzitna nemocnica-
where the : . . Miesto vedenia | Nemocnica svatého Michala,
: Nemocnica svatého Michala, g ; )

study will be a.s., which is a division/part of skusania: a.s. ktoré je

conducted: tl';e.,lnstitution oddelenim/stuéast'ou
] zdravotnickeho zariadenia

100 Calendar Days after Site 100 kalendarnych dni od

Initiation Visit (being the date by zahajovacej navstevy

which Site must enrol at least pracoviska  skuSania (ide

Key one (1) subject as more o datum, do ktorého
Enroliment specifically set out in section 1.7 | Klu¢ovy datum pracovisko skUsania musi
Date: “Key Enroliment Date” below) zaradovania; zaradit najmenej jeden (1)
ate: . R
subjekt, podrobnejsie

definovany v Cclanku 1.7

LKlGéovy datum zaradovania®

|l —c nizsie) N .

The following additional definitions shall apply to this  V tejto zmluve platia nasledujice definicie:

Agreement:

Applicable Data Protection Laws: The laws and
regulations concerning the protection of personal
data that are applicable to Sponsor including
Regulation (EU) 2016/672 (EU "GDPR”), as well as
any local laws or regulations concerning the
protection of personal data that are applicable to the
Site.

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to record
all of the Protocol-required information to be
reported to Sponsor on each Study Subject
(defined below).

Good Clinical Practices or GCPs: International
Council for Harmonization of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)
Harmonized Tripartite Guideline for Good
Clinical Practice as amended from time to time
and the principles set out in the Declaration of
Helsinki as revised from time to time.

Government Official: any officer or employee of
a government or of any ministry, department,
agency, or instrumentality of a government; any
person acting in an official capacity on behalf of
a government or of any ministry, department,
agency, or instrumentality of a government; any
officer or employee of a company or of a
business owned in whole or part by a
government; any officer or employee of a public
international organization such as the World

Platné pravne predpisy o ochrane osobnych
udajov: pravne predpisy tykajlice sa ochrany
osobnych Udajov, ktoré sa vztahujl na
zadavatela, vratane nariadenia (EU) 2016/679
(dalej ,GDPR"), ako aj vSetky miestne pravne
predpisy tykajlce sa ochrany osobnych Udajov,
ktoré sa vztahuju na pracovisko skusania.

Pacientsky zéznamovy harok (Case Report
Form, ,CRF"): pacientsky zdznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skusania pouZivat na
zaznamenavanie vSetkych protokolom
pozadovanych informacii, kioré sa maju hiasit
zadavatelovi o kazdom subjekte skusania
(definovanom nizsie).

Spravna _ Kklinickd  prax:  Harmonizovana
trojstranna smernica pre spravnu klinickd prax
Medzinarodnej rady pre harmonizaciu
technickych poziadaviek pre registraciu liekov
na humanne :pouZitie (ICH), ktora sa mobze
priebezne menit a doplfiat-a,zasady definované
v Helsinske] deklaracit™ ktoré mozu byt
priebezne revidované.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazZdého ministerstva,
odboru, agentury alebo iného organu vlady;
kazda osoba konajuca s  oficidlnymi
pravomocami v mene viady alebo ministerstva,
odboru, agentlry alebo iného organu viady;
kazdy funkcionar alebo  zamestnanec
spoloénosti alebo podniku v Ciastoénom alebo
uplnom &tatnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodne] veregjnej
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Bank or the United Nations; any officer or
employee of a political party or any person
acting in an official capacity on behalf of a
political party; and/or any candidate for political
office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

Investigational Product: the compound/medical
device identified in the Protocol that is being
tested in the Study.

ltem(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to
government official’s favored charity); and/or
henefits to third persons related to government
officials (e.g., close family members).

Medical Records: the Study Subjects’ (defined
below)_primary medical recerds kept by the
Institution on behalf of the Investigator,
including, without limitation, treatment entries,
X-rays, biopsy reports, ultrasound photographs
and other diagnostic images.

Protocol: the clinical protocol referenced above
as it may be modified from time to time by the
Sponsor (defined below).

Sponsor: the spensor of the Study

Study: the clinical trial that is to be performed in
accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified
in the Protocol.

Study Data: all records and reports, other than
Medical Records, collected or created pursuant
to or prepared in connection with the Study
including, without limitation, reports (e.q., CRFs,
data summaries, interim reports and the final
report) required to be delivered to Sponsor
pursuant to the Protocol and all records

organizacie, napr. Svetove] banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebc osoba
konajuca s oficialnou pravomocou v mene
politickej strany; a kandidat na palitickd funkciu
a kazdy lekar, lekarnik alebo iny zdravotnik,
ktory pracuje pre nemocnicu, lekaren alebo iné
zdravotnicke zariadenie, ktoré vlastni alebo
prevadzkuje viadny urad, ministerstvo alebo
odbor viady.

Skugany produkt, chemicka zliéenina alebo
zdravotnicka pomoécka, uvedend v protokole,
ktora sa skusa v klinickom skdsani.

Hodnotna vec: tento pojem sa ma interpretovat
v o najsirSom zmysle a zahffia najma peniaze,
platby alebo ich ekvivalenty (napr. dartekové
poukazky), dary alebo bezplatny tovar,

stravovanie, zabavu alebo  pohostenie,
cestovanie alebo preplatenie  vydavkov;
poskytovanie sluzieb; zakupovanie

nehnutelnosti alebo sluzieb za umelo navysené
ceny; predpokladana zaviazanost (zadlZzenost)
alebo odpustenie zaviazanosti (zadlzenosti);
nehmotné vyhody, napriklad zlep3enie
spologenského alebo obchodného postavenia
(napr.  poskytovanie darov  dobroginnegj
organizacii podporovanej statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku $tatnym
predstavitefom (napr. blizkym pribuznym).

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skiSania definované nizsie,
uchovavané zdravotnickym zariadenim pre
skusajuceho, najma zapisy o liecbe, réntgenove
snimky, spravy  z biopsii, snimky
z ultrazvukovych  vySetreni a dalsich
zobrazovacich vy$etreni.

Protokol: protokol klinickeho skasania, na ktory
sa odvolava tato zmluva a ktory méze zadavatel
(definovany nizsie) priebezne menit' a dopliat
dodatkami.

Zadavatel: zadavatel ski3ania.

Skaganie: klinické skiSanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s cielom
ziskat informacie o chemickej zlucenine alebo
zdravotnickej pomocke, uvedenej v protokole.

Udaie sk(8ania: vSetky zdznamy a spravy,
ckrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla poZiadaviek skuSania
alebo vypracované v spojitosti so skldanim,
najma spravy (napr. CRF, suhrny (dajov,
predbezné spravy a zaveretna sprava z
klinického skG8ania), ktorych odovzdanie
zadavatelovi je pozadovane podla protokolu a
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regarding inventories and dispositions of all
Investigational Product.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator.

Study Subiect: an individual who participates in
the Study, either as a recipient of the
Investigational Product or as a control.

RECITALS:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between |QVIA and Sponscor. 1QVIA's
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, DrugDev. an |QVIA affiliate, will
administer payments from an IQVIA RDS Inc. bank
account to the Payee (as defined below) on this
Study;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and IQVIA requests the Site to undertake
such Study.

NOW THEREFORE, the following is agreed:
1. CONDUCT OF THE STUDY

1.1. Compliance with Laws. Requlations and
Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the Protocol,
any and all applicable local, national and
international laws regulations and guidelines,
including in particular, but without limitation,
GCPs. Site and Study Staff acknowledge that
IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of (i)
the US Foreign Corrupt Practices Act (ii) the UK
Bribery Act; and (iii} any other applicable anti-
corruption legislation.

1.2. Infermed Consent Form

Site shall obtain the prior written informed
consent of each Study Subject for the
participation in a Study as well as for the
processing of personal data from the Study
Subject including the public disclosure, transfer
and processing of data collected in accordance
with the Protocol, in compliance with Applicable
Data Protection Laws. For that purpose, the
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vSetky zaznamy tykajice sa evidencie a vydaja
sku$aného produkiu.

Personal ski$ania: osoby zapojené do
vykonavania skidania pod vedenim
skusajluceho.

Subiekt skiSania: osoba, ktora sa zucastiuje
skiSania a ktorej sa bud podava skusany
produkt, alebo je v kontrolnej skupine.

UVODNE VYHLASENIA:

Spoloénost 1QVIA poskytuje zadavatelovi sluzby
klinickej vyskumnej organizacie podla samostatnej
zmluvy medzi IQVIA a zadavatelom. Medzi sluzby
poskytované IQVIA patri monitorovanie ski3ania a
uzatvaranie zmlUv s pracoviskami skusania.

DrugDev, dcérska spoloCnost spolognosti 1QVIA,
bude spracovavat platby za toto skUSanie a
poukazovat ich z bankového uctu spolocnosti IQVIA
RDS Inc. prijemcovi platieb (definovanému nizsie).

Zdravotnicke zariadenie a skusajuci (dalej spolo¢ne
ako ,pracovisko skugania") st ochotni vykonat' toto
skiSanie a IQVIA Ziada pracovisko skisania o
vykonanie tohto skdisania.

Zmiuvné strany sa dohodli na nasledujlcom:

1. VEDENIE SKUSANIA

1.1. DodrZiavanie  pravnych  predpisov
nariadeni a spravnej klinickej praxe

Pracovisko sku$ania sa zavazuje, Ze spolu s
personalom  sku3ania vykona skuSanie
v zdravotnickom zariadeni v prisnom sulade s
touto zmluvou, protokolom a vietkymi platnymi
miestnymi, narodnymi a  nadnarodnymi
pravnymi predpismi, nariadeniami a
smernicami, najmd v sulade so zasadami
spravnej klinickej praxe. Pracovisko sk(3ania a
personal skisania berd na vedomie, Ze IQVIA,
zadavate! a vsetky ich dcérske spolo&nosti
musia dodrziavat ustanovenia (i) Zakona
o zahranicnych korup&nych praktikach
Spojenych statov americkych, {ii)
Protikorup&neho zakona Spojeného krafovstva
a (iii) v3etky dalsie platné protikorup&né pravne
predpisy.

1.2. Informovany suhlas

Pracovisko skigania ziska od kazdého subjektu
skd$ania predchadzajlci pisomny informovany
sthlas s ucastou na skiSani, akoe aj so
spracovavanim osobnych U(dajov subjektu
skuania zahfiiajucim odovzdavanie, prenos a
spracovavanie Udajov zozbieranych v suilade s
protokolom a platnymi pravnymi predpismi o
ochrane osobnych (dajov. Na tento ucéel sa
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Investigator agrees to use an informed consent
form that has been approved by Sponsor and is
in accordance with applicable regulations and
the requirements of the Institutional Review
Board (“IRB"} or Independent Ethics Committee
(“IEC") that is responsible for reviewing the
Study and which will be provided by IQVIA to the
Site. The informed consent form will provide
information about rights of patients and data
processing according to applicable data
protection provisions. The informed consent
form will also designate Site as the point of
contact for any data protection related requests
concerning Site, IQVIA or Sponsor in connection
with the Study and Site will be primarily
responsible to handle such requests (including
sharing such requests with Sponsor and IQVIA,
where required) and communicate with patients;
Sponsor and IQVIA will provide reasonable
assistance where required to ensure
compliance with  patients' rights under
Applicable Data Protection Laws.

1.3. Medical Records and Study Data
1.3.1. Collection. Storace and Destruction:
Site shall ensure the prompt, complete, and

accurate  collection, recording and
classification of the Medical Records and
Study Data.

Site shall:

i. maintain and store Medical Records
and Study Data in a secure manner with
physical and electronic access
restricions, as  applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards; and

ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Sponsor or IQVIA, Site will submit
Study Data using the electronic system
provided by Sponsor or |QVIA or their
designated representative and in
accordance with Sponsor’s instructions
for electronic data entry. Site shall
prevent unauthorized access to the
Study Data by maintaining physical
security of the electronic system and
ensuring that Study Staff maintain the
confidentiality of their passwords.
Investigator agrees to collect all Study

skusajuci zavazuje pouzit  dokument
informovaného sGhlasu, ktory bol schvaleny
zadavatelom a spifia véetky platné nariadenia a
poZiadavky nezavislej etickej komisie, ktora je
zodpovedna za posudenie skisania, a ktory
poskytne  spolo¢nost  IQVIA  pracovisku
skisania. V informovanom suhlase budut
uvedene informéacie o pravach pacientov a
spracovavani Udajov v sllade s ustanoveniami
platnych pravnych predpisov o ochrane
osobnych Gdajov. V informovanom sihlase sa
tieZz pracovisko sklSania oznaéi ako kontaktné
miesto v8etkych Ziadosti stvisiacich s ochranou
oscbnych tdajov a tykajlcich sa pracoviska
skusania, spolonosti IQVIA alebo zadavatela v
sUvislosti so skiSanim a pracovisko sk(3ania
bude primarne zodpovedat za vybavovanie
takychto ziadostl {(vratane odovzdavania tychto
ziadosti zadavatelovi a spolo¢nosti IQVIA, ak to
bude potrebné) a komunikaciu s pacientmi;
zadavatel a spolo€nost IQVIA v pripade potreby
poskytnu primerant pomoc na zabezpecenie
dodrziavania prav pacientov podfa platnych
pravnych predpisov o ochrane osobnych
Udajov.

1.3. Zdravotne zaznamy a udaje skusania
1.31. Zber. uchovavanie a likvidacia:
Pracovisko skusania zabezpedi urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a udajov
skusania.

Povinnostou pracoviska skisania je:

I.  viest a uchovavat zdravotné zaznamy a
udaje skusania zabezpecenym
sposobom, s fyzicky a elektronicky
obmedzenym pristupom {podia
potreby), s pouzitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh Gdajov a v
sUlade s platnymi pravnymi predpismi,
nariadeniami  a normami platnymi v
tomto priemyselnom odvetvi;

Il. chranit zdravotné zaznamy a udaje
skiSania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Ak to zadavatel alebo
IQVIA budu pozadovat, pracovisko
skiSania zaSle Udaje skiSania s
pouzitim  elektronického  systemu
poskytnutého zadavatefom, [IQVIA
alebo ich poverenym zastupcom a
dodrzi pri tom pokyny zadavatela pre
vkladanie (zapis) Udajov do
elektronického systému. Pracovisko
ski3ania zabrani neopravnenému
pristupu k Udajom skusania tak, Ze
bude zachovavat fyzickli bezpe&nost
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Data in Medical Records prior io
entering it into the CRF. Site shall
ensure the prompt submission of CRFs;
and

retain

the Medical Records and Study Data for
a minimum of twenty-five (25) years from
the Site’s close-out visit or for the
duration required by applicable law,
whichever is longer. In compliance with
Sponsor's obligations under ICH GCP,
Sponsor shall notify the Institution in
writing if the Medical Records and Study
Data are no longer needed before the
completion of the minimum retention
period agreed herewith. If the minimum
retention period is completed and
Institution has not been notified by

Sponsor otherwise, Institution shall
contact Sponsor through the email
address . . and
comply with any instruction from

Sponsor to transfer the Medical Records
and Study Data, duly sealed, to a third
party appointed by Sponsor at
Sponsor's expense. If Institution does
not receive a response from Sponsor
after sixty (60} days from the date the
email was sent, Institution is allowed to
destroy the Medical Records and Study
Data. In case Institution will be closed or
no longer available for record retention
for any reason, Institution must notify
Sponsor in writing at least sixty (60) days
in advance and perform any instruction
to transfer the Medical Records and
Study Data as provided by Sponsor.
Any inquiries or requests regarding
record retention can be sent at any time
during the retention period to the email
address ', but
in no circumstance shall Institution be
allowed to destroy or the Medical
Records and Study Data before the
minimum  retention period unless
Instifution receives express written
instruction from Sponsor in this regard.

If the Investigator leaves the Institution, then
responsibility for maintaining Medical Records

and Study Data shall

be determined in

accordance with applicable regulations but
Institution will not in any case be relieved of its

obligations

under this Agreement for
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elektronického systému a zabezpedi,
aby personal skisania uchovaval svoje
pristupové hesla v tajnosti. Skdsajuci sa
zavazuje zhromazdit vsetky Udaje
skl3ania a zdravotné zaznamy pred ich

zapisanim do CRF. Pracovisko
skusania zabezpedi urychleng
odosielanie CRF;

uchovavat

zdravotné zaznamy a udaje skusania
po¢as najmenej dvadsiatich piatich {25)

rokov od uzatvaracej navstevy
pracoviska sklUsSania alebo pocas
cbdobia poZadovaného platnymi

pravnymi predpismi, podla toho, ¢o je
dihdie. V  sdlade so  svojimi
povinnostami podla smernic ICH GCP
bude zadavatel zdravotnicke zariadenie
pisomne informovat, ak zdravotné
zaznamy a Udaje skudania uZ nebudu
potrebné skdr, nez uplynie minimalna
lehota fch uchovavania dohodnuta v
tejtc zmluve. Ak minimalna lehota
uchovavania uplynie a zadavatel
nebude  zdravotnicke  zariadenie
informovat’ inak, bude zdravotnicke
zariadenie kontaktovat zadavatela na
e-mailovej adrese

’ a dodrZi
vietky pokyny zadavatela tykajlice sa
prenosu riadne zapecatenych
zdravotnych  zdznamov a Udajov
skasania  tretej strane  uréenej
zadavatelom, na naklady zadavatela.
Ak zdravotnicke zariadenie nedostane
od zadavatela odpoved do
Sestdesiatich (60) dni od datumu
odoslania tejto e-mailovej spravy, méze
zdravotne zaznamy a udaje skuSania
zlikvidovat., V  pripade, ak sa
zdravotnicke zariadenie zrusi alebo z
nejakého doévodu uz nebude k dispozicii
na uchovavanie zaznamov, musi o tom
informovat zadavatela pisomne
najmenej Sestdesiat (60} dni vopred a
dodrzat vsetky pokyny tykajlce sa
prenosu zdravotnych zaznamov a
(dajov skugania, poskytnuté
zadavatefom. VSetky otazky alebo
poZiadavky tykajlce sa uchovavania
zaznamov sa kedykolfvek pocas lehoty
uchovavania moéZu odosielat na e-
mailov adresu

Zdravotnicke zariadenie v3ak za
Ziadnych okolnosti nesmie zlikvidovat
zdravotné zaznamy a (Odaje skusania
pred uplynutim minimalnej lehoty ich
tuchovavania, pokial na to zdravotnicke
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maintaining the Medical Records and Study
Data.

1.3.2. Ownership. Institution shall retain
ownership of Medical Records. The
Institution and the Investigator hereby
assign to Sponsor all of their rights, title
and interest, including intellectual property
rights, to all Confidential Information (as
defined below). For the avoidance of
doubt, the Study Data shall be and remain
the scle and exclusive property of the
Sponsor or of such party as the Sponsor
may designate, as the case may be.

Subject to applicable local laws and
regulations Sponsor shall be the sole
owner of any biclogical samples
("Samples"). Site shall collect, retain,
analyze and use such Samples solely
according to the Protocol and in a manner
consistent - with the informed consent
forms. At the completion or termination of
the Study, or sooner at the request of the
Sponsor, Site shall, as instructed by
Sponsor, either return all Samples to the
Sponsor or destroy the Samples in
accordance with Sponsor's instructions
and applicable laws and regulations.

1.3.3. Access, Use. Monitoring and

copies (as the case may be) of all Study
Data to IQVIA and Sponsor for Sponsor's
use. Site shall afford Sponsor and IQVIA
and their representatives and designees
reasonable access to Site’s facilities to
Medical Records and Study Data as well
as to any other documents and
documentation so as to permit Sponsor
and IQVIA and their representatives and
designees to monitor the Study and
compliance with this Agreement.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

zariadenie nedostane od zadavatela
vyslovny pisomny pokyn.

Ak skasajuci zo zdravotnickeho zariadenia
odide, zodpovednost za  uchovéavanie
zdravotnych zaznamov a (dajov sk(Sania sa
urti v sulade s platnymi pravnymi predpismi, v
Ziadnom pripade to v8ak zdravotnicke
zariadenie  nezbavuje  jeho  povinnosti
uchovavat zdravotné zaznamy a Udaje
sklsania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zdznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie a skuSajlci tymto
postupuju zadavatelovi vietky svoje prava,
naroky a podiely, vratane vsetkych prav
dusevného  vlastnictva, vo  vSetkych
dovernych  informaciach  (definovanych
nizsie) V pripade pochybnosti, Gdaje
skdSania zostavaju jedinym a vyhradnym
vlastnictvont zadavatela, alebo strany, ktora
bude uréena sponzorom. Ak to pripusta
miestna legislativa, zadavatel je vyhradnym
vlastnikom vsetkych biologickych vzoriek(
LVzorky"). Pracovisko skUSania bude
zhromazdovat, uchovavat, analyzovat
a uzivat' tieto Vzorky wvyhradne v sulade
s protokolom av rozsahu informovaného
sthlasu. Po skonéeni alebo predéasnom
ukonéeni ski&ania, alebo skbr na zaklade
poZiadavky zadavatela, pracovisko
skU3ania podlfa pokynov zadavatela, bud
vratit véetky vzorky zadavatelovi, alebo
znehodnotit  vzorky  podla  pokynov
zadavatela v sulade s platnou legislativou.

1.3.3.Pristup._ pouZitie _monitorovanie &
indpekcia. Pracovisko skd3ania poskytne
originaly alebo kopie (od pripadu k pripadu}
vSetkych Udajov skusania spoloénosti IQVIA
a zadavatelovi pre ich pouzitie
zadavatelom. Pracovisko skdsania
poskytne zadavatelovi, IQVIA a ich
zastupcom a predstavitelom primerany
pristup do priestorov pracoviska skiSania a
k zdravotnym  zaznamom  a (dajom
sku3ania, ako aj k akymkolvek dal3im
dokumentom a dokumentacii, aby umoznilo
zadavatefovi, IQVIA a ich zastupcom a
predstavitelom vykonavat monitorovanie
sku$ania a dodrziavania tejto zmluvy.

Pracovisko skUSania poskytne kontrolnym
Uradom primerany pristup do priestorov
pracoviska skUSania a k zdravotnym
zaznamom a Udajom skusania a umozni im
robit’ si z nich kopie.
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The Site agrees to cooperate with the
representatives of IQVIA and Sponsor, and
the Site agrees to ensure that the
employees, agents and representatives of
the Site do not harass, or otherwise create a
hostile working environment for such
representatives.

The Site shall immediately notify 1QVIA of, and
provide IQVIA copies of, any inquiries,
correspondence or communications to or from any
governmental or regulatory authority relating to the
Study, including, but not limited to, requests for
inspection of the Site’s facilities, and the Site shall
permit IQVIA and Sponsor to attend any such
inspections. The Site will make reasonable efforts to
separate, and not disclose, all Caonfidential
Information that is not required to be disclosed
during such inspections. The Site shall provide
IQVIA with a copy of any inspection report pertaining
to the services provided under this Agreement. Site
shall allow IQVIA and Sponsor the opportunity to
comment on any responses concerning Sponsor’s
studies prior to their submission to the governmental
or regulatory authority and tc receive a copy of the
final submitted response.

1.3.4. License. Sponsar hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in Section
3 “Confidentiality”, for internal, nan-
commercial research and for educational
purposes, and (ii) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5. Survival. This Section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions..
in particular, but without limitation, it is the
Investigator's duty to review and understand the
information in the Investigator's Brochure or
device labeling instructions, to ensure that all
informed consent requirements are met, to
ensure that all required reviews and approvals
by applicable regulatory authorities and IRBs or
IECs are obtained, and to review all CRFs to
ensure their accuracy and completeness.
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Pracovisko  skaSania sa  zavazuje
spolupracovat so  zastupcami IQVIA
azadavatela a zabezpeli, aby ich

zamestnanci, zastupcovia a predstavitelia
pracoviska sk(3ania nerusili ani inak pre
nich nevytvarali nepriatelské pracovné
prostredie.

Pracovisko skuSania bude I1QVIA okamzZite
informovat o v&etkych poZiadavkach,
keregpondencii a komunikacii tykajicej sa
skuSania (a poskytne z nich IQVIA kopie) so
vietkymi tatnymi alebo kentrolnymi dradmi,
najma poziadavkach na inépekciu priestorov
pracoviska skugania, a umozni zastupcom
IQVIA azadavatela, aby sa takychto
indpekcii zlcCastnili. Pracovisko skOSania
vynalozi primerané usilie na to, aby oddelilo
a neodovzdalo Ziadne také doverné
informacie, ktorych odovzdanie poéas tychto
inspekcii nie je poZadované. Pracovisko
skugania poskytne spoloénosti 1QVIA képiu
kazdej spravy z inSpekcie tykajucej sa
sluZzieb poskytovanych podla tejto zmluvy.
Pracovisko sku$ania poskytne spoloénosti
IQVIA a zadavatelovi moznost
pripomienkovat’ vietky odpovede tykajuce
sa skisani zadavatela pred ich odeslanim
statnemu alebo kontrolnému tradu a ziskat
képiu kone€nej odoslanej odpovede.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvald,
nevyhradnu, neprenosn, vyplatenu
licenciu, bez prava udelovat sublicencie, na
pouzitie Udajov skusania (i) pod podmienkou
splnenia povinnosti uvedenych v &lanku 3
~Dévernost”, na interny, ‘nekomerény
vyskum a na vzdelavacie Géely a (ii) na
pripravu publikacii v sUlade s &lankom 5
serava na publikovanie”.

1.3.5. Pretrvanie. Platnost tohto clanku 1.3
Zdravoiné zadznamy a Jdaje skuSania
pretrva vypovedanie alebo vyprianie tejto
zmluvy.

1.4. Povinnosti skudajucehe

Skusajlci zodpoveda za vedenie skisania v
zdravotnickom zariadeni a za dozor nad kazdou
osobou alebo stranou, kiord skiSajici poveri
povinnostami a funkciami sulvisiacimi so

skiSanim. To zahfla nama povinnost
skusajaceho  precitat si a  porozumief
informaciam uvedenym v prirucke pre

skigajuceho alebo v navode na pouZitie
zdravotnickej pomdcky, zabezpelit, aby
informovany slhlas splhal vSetky poziadavky,
zabezpedit ziskanie vietkych poZadovanych
posudkov a schvaleni  od prisludnych
kontrolnych dradov a nezavislych etickych
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If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity of
the Study-related duties and functions
performed and any data generated.

Investigator agrees to provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in
connection with the conduct of the Study or the
Investigational Product

Investigator agrees to provide a written
declaration revealing Investigator's public
disclosure obligations, if any, with the Institution
in connection with the conduct of the Study and
the Investigational Product.

1.5 Replacement of Investigator

Site agrees to provide prompt advance notice to
Sponsor and IQVIA if Investigator will be leaving
the Institution or is otherwise no longer able to
perform the Study. The appointment of a new
Investigator must have the prior approval of
Sponsor and IQVIA.

1.6 Lay Summary

At the end of the Study, approximately twelve
{12) months after the last Study Subject last visit
for the overall Study, Sponsor will develop a
summary of the frial results to be shared with the
Study Subjects. The summary will translate the
fechnical results into easy to understand
language. Sponsor will consult with the Site to
confirm the number of copies required and
translations. Based on the information provided
by the Site, Sponsor’s third party vendor will mail
the summaries to the Site. The Site or designee
will be responsible to mail the summary to the
Study Subject or provide to the Study Subject
directly, if applicable.

1.7. Adverse Events

The Site shall report adverse evenis and
serious adverse events as directed in the
Protocol and by applicable laws and
regulations. The Site shall cooperate with
Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply with its
IRB/IEC reporting obligations.

komisii a skontrolovat' vietky CRF, aby zaistil
ich spravnost’ a apinost.

Ak si ski$ajuci a zdravotnicke zariadenie
zaobstarajl na plnenie povinnosti a funkcii
stvisiacich so skOSanim sluzby nejakej ingj
osoby alebo strany, musia zabezpetit, aby tato
osoba alebo strana mala kvalifikaciu na plnenie
takychto povinnosti a funkcii stvisiacich so
skusanim a zaviest postupy, ktorymi zaistia
integritu  vykonavanych povinnosti a funkgeii
slivisiacich so skuSanim a  vietkych
vytvorenych udajov.

Skusajuci sa zavdzuje poskytnat pisomné
vyhldsenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v suvislosti so
skusanim alebo skiusanym produktom

Skasajuci sa zavazuje poskytnut pisomne
vyhlasenie, v ktorom odhali svoje pripadné
veregjné  oznamovacie povinnosti  voci
zdravotnickemu zariadeniu v slvislosti so
skusanim alebo skiSanym produktom.

1.5 Nahrada ski$ajuceho

Pracovisko  skUSania sa  zavdzuje v
dostatonom predstihu pisomne informovat
zadavatela alQVIA, ak bude skdSajlci
zdravotnickeho zariadenia odchadzat, alebo ak
z inych dévodov uz nebude schopny vykonavat
skddanie. Vymenovanie nového skul3ajuceho
musi vopred schvalit zadavatel a IQVIA.

1.6 Struény suhrn

Na konci skusania, po priblizne dvanastich (12)
mesiacoch od poslednej navstevy posledného
subjektu skusania v celom skisani, zadavatel
vypracuje suhrn vysledkov skusania, ktoré sa
maju odovzdat' subjektom skuSania. V tomto
stihrne sa technické vysledky vysvetlia jazykom
zrozumitelnym laikovi. Zadavatel sa poradi s
pracoviskom sku$ania, aby si potvrdil podet
pozadovanych kopii a prekladov. Na zaklade
informacii poskytnutych pracoviskom skisania
odosle externy dodavatel zadavatela tieto
suhrny pracovisku sk(Sania. Pracovisko
skusania alebo zastupca budu zodpovedat za
odoslanie suhrnu subjekiu skdsania alebo v
relevantnych pripadoch za jeho priame
poskytnutie subjektu skusania.

1.7. NeZiaduce udalosti

Pracovisko sklsania bude neZiaduce udalosti a
zavazné neziaduce udalosti hlasitt podla
poziadaviek protokolu a platnych pravnych
predpisov. Pracoviske skiSania bude so
zadavatelom spolupracovat v jeho Usill dalgj
sledovat priebeh véetkych neziaducich udalost!.
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Sponsor will promptly report to the Site, the
Site’s IRB/IEC, and IQVIA, any finding that
could affect the safety of participants or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the Site’s IRB/IEC approval to continue the
Study.

1.8. Use and Return of Investigational Product
and Equipment

Sponsor or a duly authorized agent of Sponsor,
shall supply Institution or Investigator with
sufficient amount of Investigational Product as
described in the Protocol.

The Site shall use the Investigational Product
and any comparator products provided in
connection with the Study, solely for the
purpose of properly completing the Study and
shall maintain the investigational Product as
specified by Sponsor and according to
applicable laws and regulations, including
storage in a locked, secured area at all times.

Upon completion or termination of the Study,
the Site shall return or destroy, at Sponsor's
option, the Investigational Product, comparator
products, and materials at Sponsor’'s sole
expense.

Institution and lnvestigator shall comply with all
laws and regulations governing the disposition
or destruction of Investigational Product and
any instructions from IQVIA or the Sponsor that
are not inconsistent with such laws and
regulations.

Any equipment and material shall remain the
sole and exclusive property of Speonsor. The
Site shall return, discard, or donate any
equipment or materials provided by Sponsor for
use in the Study upon Sponsor’s instruction.

1.9. Key Enrollment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enrollment Date then
IQVIA may terminate this Agreement in
accordance with Section 15 “Term &
Termination® Sponsor/IQVIA has the right to
limit enrollment at any time.

1.10 Report of Serious Breaches

Site acknowledges that the Eurcpean Medicines
Agency — EMA Guideline for the notification of
serious breaches of Regulation (EU) No

Pracovisko ski3ania dodrzi svoju oznamovaciu
povinnost voci nezavislej etickej komisii.

Zadavate! bude pracovisko skl$ania, etickd
komisiu pracoviska skisania a IQVIA urychlene
informovat o kazdom zisteni, ktoré by mohlo
mat’ dopad na bezpedénost U¢astnikov alebo na
ich ochotu pokragovat’ v (¢asti na skusani,
ovplyvnit priebeh skisania alebo zmenit sthlas
etickej komisie pracoviska skdSania s
pokracovanim skusania.

1.8. PouZitie a vratenie skuSaneho produktu
a vybavenia

Zadavatel alebo jeho riadne splnomocneny
zastupca doda zdravotnickemu zariadeniu
alebo skusgjicemu dostatocné mnozstvo
skusaneho produkty, v sulade s protokolom.

Pracovisko skii3ania pouZije skusany produkt a
vietky referentné produkty (komparatory),
poskytnuté v stvislosti so skisanim, vyhradne
pre U&ely riadneho dokonéenia sku3ania a za
kazdych okolnosti bude skisany produkt
skladovat’ podia pokynov zadavatela a podia
platnych  pravnych  predpiscov,  vratane
skladovania v uzamknutych a zabezpedenych
priestoroch.

Po dokonceni alebo zastaveni skusania
pracovisko  skiiSania- podlfa rozhodnutia
zadavatela avyhradne na zadavatelove
naklady vrati alebo zlikviduje skisany produkt,
referenéné produkty a materialy.

Zdravotnicke zariadenie a skdsajlci dodrzia
v8etky pravne predpisy, ktorymi sa riadi
likvidacia skisaného produktu a vietky pokyny
IQVIA alebo zadavatela, ktoré nie sl v nesulade
s takymito pravnymi predpismi.

V3etko vybavenie a material ostava vyhradnym
a vyluénym vlastnictvom zadavatela,
Pracovisko skudania podla pokynov zadavatela
vrati, zlikviduje alebo daruje véetko vybavenie a
vietky materialy poskyinuté zadavatelom pre
pouZitie v skSanl.

1.9. Kliéovy datum zaradovania

Pracovisko skOSania berie na vedomie a
suhlasi, Ze ak skd8ajlci do klGcového datumu
zaradovania nezaradi do sk(i$ania aspof jeden
(1) subjekt, IQVIA méze tuto zmluvu vypovedat
podla ¢&lanku 15 ,Doba plathosti a
vypovedanie®. Zadavatel a IQVIA maju pravo
kedykelvek obmedzit zaradovanie pacientov.

1.10 Hiasenie zavaznych porugeni

Pracovisko skUSania akceptuje, Ze smernica
Eurdpskej liekovej agentury (EMA) tykajuca sa
hlasenia zavaZnych poruseni nariadenia (EU)
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536/2014 or the clinical trial protocol sets an
obligation for Sponsor to report serious
breaches to European authorities within seven
(7) days of Sponsor or its contractor's
awareness of such serious breach. For the
purposes of such Guidelines, a “serious breach”
means a breach likely to affect to a significant
degree the safety and rights of a subject or the
reliability and robustness of the data generated
in the clinical trial.

To enable Sponsor to comply with its legal
obligations, Site agrees to report any serious
breach to IQVIA or Sponsor as soon as
practically possible, but in any circumstance no
later than within forty-eight (48) hours of its
awareness that a serious breach has occurred.
Site also agrees to provide any follow up
information to the initial report which might be
requested from IQVIA or Sponsor.

2. PAYMENT

In consideration for the proper performance of the
Study by Site in compliance with the terms and
conditions of this Agreement, payments shall be
made in accordance with the provisions set forth in
Attachment A, with the last payment being made
after the Site completes all its obligations hereunder,
and IQVIA has received all properly completed
CRFs and, if IQVIA requests, all other Confidential
Information (as defined below). DrugDev will
receive Site invoices and process payments unless
otherwise agreed. Any queries regarding Site
invoices or payments should be directed to DrugDev
at the contact details cutlined in Attachment A.

2

3. CONFIDENTIALITY

3.1. Definition
"Confidential Infermation” means the
confidential and proprietary information of

Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocof; and (ii)

Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory

authorities, information relating to the regulatory
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536/2014 alebo protokolu klinického ski(sania
stanovuje zadavatelovi povinnost nahlasit
zavazné porusenia eurépskym uradom do
siedmich {7} dni odvtedy, ako sa zadavatel
alebo jeho zmluvny partner o takomto zavaznom
porudeni dozvie. Na ucely takychto smernic
pojem ,zavazné porudenie” znamena porusenie,
ktoré bude pravdepodobne mat vyznamny vplyv
na bezpeénost a prava subjektu alebo na
spolahlivost a preukaznost' Udajov vytvorenych
v klinickom skugani.

Aby zadavatefovi umoznilo spinit si svoje
zakonné povinnosti, pracovisko skuSania
akceptuje, Ze kazdé zavazné porudenie nahlasi
spolo¢nosti IQVIA alebo zadavatefovi ¢o
najskor, za kazdych okolnosti viak najneskér
do Styridsiatich dsmich (48) hodin odvtedy, ako
sa o zavaznom poruseni dozvie. Pracovisko
ski3ania sa tieZz zavazuje poskytnut vsetky
nasledné informacie k Ovodnému hlaseniu,
ktoré sa mbzu pozadovat od spolotnosti IQVIA
alebo zadavatela.

2. PLATBY

Ako protiplnenie za riadne vykonanie skUania
pracoviskom sk(ania v stlade s podmienkami tejto
zmluvy  sa budl poukazovat platby podia
ustanoveni uvedenych v Prilohe A, pricom posledna
platba sa poukaze potom, ¢o pracovisko skuSania
spini vsetky svoje povinnosti podla tejto zmluvy
a lIQVIA dostane vsetky riadne vypinené CRF, a ak
to bude pozadovat, aj vsetky ostatné déverné
informacie (definované nizsie).

Pokial sa nedohodne inak, bude za preberanie
faktir pracoviska sk(Sania a spracovanie platieb
zodpovedat spolo¢nost DrugDev. Vietky otazky
tykajuce sa faktur pracoviska skusania alebo platieb

sa maju adresovat spoloénosti DrugDev na
kontaktné Gdaje uvedené v Prilohe A.
3. DOVERNE INFORMACIE
3.1. Definicia
.Doverné informacie" znamenaju ddéverné a
vlastnickymi pravami chranene informacie

zadavatela a zahfiaju (i) vsetky informacie
odovzdané zadavatelom alebo jeho zastupcami
zdravotnickemu zariadeniu, skiG$ajucemu alebo
inéemu personalu zdravotnickeho zariadenia,
najma skusany produkt, technické informacie
tykajice sa skusaného produktu, v3etko
dovtedy existujice duSevné vlastnictvo
zadavatefa (definované v ¢lanku 4) a protokol;
a (i) informacie o zaradovani do skusania,
informacie o stave sku$ania, komunikaciu s
kontrolnymi  Gradmi, informéacie o stave
registracie skasaného produktu, udaje skisania
a vynalezy (definované v ¢lanku 4).
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status of the Investigational Product, and Study
Data and Inventions (as defined in Section 4).

Confidential Information shall not include
information that:

i. can be shown by documentation to
have been public knowledge prior to or
after disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Institution or any of its
personnel;

ii. can be shown by documentation to
have been in the possession of
Institution or any of its personnel prior to
disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

ii. can be shown by documentation to
have been independently developed by
Institution or any of its personnel; or

iv. is permitted to be disclosed by written
authorization from Sponsor.

3.2. Obligations
Site and Site’s personnel, including Study Staff

shall not:

(i use Confidential Information for any
purpose other than the
performance of the Study or

(ii) disclose Confidential Information to
any third party, except as permitted
by this Section 3 or by Section 5
“Publication Rights”, or as required
by law or by a regulatory authority
or as authorized in writing by the
disclosing party.

To protect Confidential Information, Site agrees
to:

(i) limit dissemination of
Confidential Information to only
those Study Staff having a need
to know for purposes of

performing the Study;
(i) advise all Study Staff who
receive Confidential

Information of the confidential
nature of such information; and
(i) use reasonable measures to
protect Confidential Information
from disclosure.
Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 “Publication Rights”.

Déverné informacie nezahfiiaju informacie,
ktoré:

I ako mozZno preukazat
dokumentaciou, sa stali verejne znamymi
pred odovzdanim zadavatelom alebo po
fiom, inak, nez protipravnym konanim alebo
zanedbanim pripisatelnym zdravotnickemu
zariadeniu alebo jeho personalu;

il. ako moZno preukazat
dokumentaciou, zdravotnicke zariadenie
alebo jeho  persondl mal pred ich
odovzdanim zadavatefom z inych zdrojov,
ktoré nemali voci zadavatelovi povinnost
zachovania ich utajenia;

M. ako mozno preukazat
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho

personal; alebo
Iv. je povolené odovzdavat na zaklade
pisomného povelenia zadavaiela.

3.2. Povinnosti
Pracovisko sklsania a jeho personal, vratane
personalu ski$ania nesmu:

(I} pouzivat doverné informacie na iné
ucely, nez je vykonanie skusania alebo

(1) odovzdavat  ddéverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto ¢lanku 3
alebo v d&lanku 5 Prava na
publikovanie”, ak je to poZadované
pravnymi predpismi alebo kontrolnymi
Uradmi alebo na zaklade pisomného
povolenia odovzdavajucej zmluvnej
strany.

Aby chrénilo déverné informacie, zavazuje sa
pracovisko skuSania:

() obmedzit Sirenie ddovernych
informacii len na ten personal
sk(8ania, ktory ich potrebuje
poznat pre Ocely vykonania
skusania; -

(1) informovat vSetok persondl
skusania, ktory dostane
doéverné informacie, o dovernegj
povahe tychto informécil a

() pouzit' primerané opatrenia ha
ochranu ddvernych informacii
pred odhalenim.

Ni¢ z toho, o je uvedené v tomto odseku
necbmedzuje pravo zdravotnickeho zariadenia
odovzdavat (daje skudania spdsobom,
povolenym podfa ¢&lanku 5 Prava na
publikovanie.

MS200527_0082__ Slovakia_CTA Trip 02Aug19 IQVIA
RZA31943 SVK_en_MerckAlliance_Global

Pl: Frantisek Jurcaga, MD, MPH

CONFIDENTIAL

Page 12 of 51

MS200527_0082_Slovakia_CTA Trip 02Aug19 1QVIA
RZA31943 SVK_en_MerckAlliance Global

PI: MUDr, Franti$ek Juréaga, MPH

DOVERNE

Strana 12z 51



3.3. Compelled Disclosure

In the event that Institution or Investigator
receives notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient shall provide
Sponsor with prompt notice so that Sponsor
may seek a protective order or other appropriate
remedy. In the event that such protective order
or other remedy is not obtained, the notice
recipient shall furnish only that portion of the
Confidential Information which is legally
required to be disclosed, and shall request
confidential treatment for the Confidential
Information.

3.4. Return or Destruction

Upon termination of this Agreement or upon any
earlier written request by Sponsor at any time,
Site shall return to Sponsor, or destroy, at
Sponsor's option, all Confidential Information
other than Study Data.

3.5. Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
ten (10) years.

4. INTELLECTUAL PROPERTY

4.1. Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents, copyrights,
trade secret rights and other intellectual
property rights therein (collectively, “Pre-
existing Intellectual Property”), is not affected
by this Agreement, and no Party or Sponsor
shall have any claims to or rights in any Pre-
existing Intellectual Property of another, except
as may be otherwise expressly provided in any
other written agreement between them.

4.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or Sponsor or any of such entity's
personnel in performance of the Study. Sponsor
or any Sponsor affiliate appointed by Sponsor
shall own all Inventions that are conceived, first
reduced to practice or otherwise discovered or
developed by the Institution, the Investigator or
any of their perscnnel in performance of the
Study.

4.3. Assianment of Inventions
Site shall, and shall cause its personnel to,
disclose all Inventions promptly and fully to

3.3. Vynutené odovzdanie

V pripade, Zze zdravotnicke zariadenie alebo
skusajlci dostane od tretej strany vyrozumenie,
ktorym sa tato bude snazit vynutit si odovzdanie
akejkolvek dovernej informacie, prijemca
vyrozumenia bude o tom zadavatela okamzite
pisomne informovat, aby mohol zadavatel
poZiadat o ochranny sudny prikaz alebo iny
vhodny ochranny prostriedok. V pripade, Ze sa
takyto ochranny sudny prikaz alebo iny vhodny
ochranny prostriedok ziskat' nepodari, musi
prijemca vyrozumenia poskytnut' len ta East
dévernych informacii, ktorej odovzdanie je
poZadované podla pravnych predpisov a musi
pozadovat, aby sa s tymito informaciami
zaobchadzalo ako s ddovernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skoriej
pisomne] poZiadavke zadavatela pracovisko
skusania podfa rozhodnutia zadavatefa vrai
zadavatelovi alebo zlikviduje vsetky doverné
informacie, okrem Udajov skusania.

3.5. Pretrvanie

Platnost tohto élanku 3 Déverné informacie”
pretrva desat' (10) rokov po vypovedani alebo
vypriani tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1. Existuitice dufevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a daldieho vyvoja existujuceho k datumu
uéinnosti  zmiuvy a vSetkych patentov,
autorskych prav, prav na obchodné tajomstva a
dalSich prav dusevného vlastnictva v nich
obsiahnutych (spolo¢ne ako ,existujuce
dusevné vlastnictvo”) nie je ovplyvnené touto
zmluvou a zmluvna strana ani zadavatel
nebudt mat ziadny narok ani prave na
existujice dusevné vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2. Vyndlezy

Pre UGcely tejto zmluvy pojem ,vynalezy"
znamena vietky vynalezy, objavy a vyvoj
sformulovane, prvykrat uvedené do praxe alebo
inak objavene alebo vyvinuté zmluvnou stranou,
zadavatelom alebo personalom niektorého z
nich pri vykonavani skisania. Zadavatel alebo
ktorakolvek dcérska spolotnost zadavatela
uréena zadavatelom je vlastnikom v3etkych
vynélezov, ktoré sformuluje, prvykrat uvedie do
praxe alebo inak objavi alebo wvyvinie
zdravotnicke zariadenie, ski8ajici alebo niekto
z ich persenalu skusania.

4.3. Postupenie vynalezov
Pracovisko ski3ania odovzda a zabezpeéi, aby
aj jeho personal odovzdal vSetky vynalezy
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Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor or aSponsor affiliate appointed by
Sponsor all of its rights, title and interest in and
to Inventions, including all patents, copyrights
and other intellectual property rights therein and
all rights of action and claims for damages and
benefits arising due to past and present
infringement of said rights. Site shall cooperate
and assist Sponsor by executing, and causing
its personnel to execute, all documents
reasonably necessary for Sponsor to secure
and maintain Sponsor’s or Sponsor’s appointed
affiliate’s ownership rights in Inventions.

4 4. Patent Prosecution

Site shall cooperate, at Sponsor's or Sponsor's
appointed affiliate’s and expense, with
Sponsor’s preparation, filing, prosecution, and
maintenance of all patent applications and
patents for Inventions.

4.5. Survival
This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1. Publication and Public Disclosure

In accordance with the requirements of this
Section 5 (including but not limited to the time-
restrictions for “Multi-Center Publications”
(Section 5.2), “Confidentiality of Unpublished
Data” (Section 5.3)), Institution and Investigator
shall have the right to publish or present their
Site Study results following from Site's own
activities conducted under this Agreement,.
Any proposed publication or presentation of the
Site shall be consistent with scientific standards
by (i) applying the highest industry standards,
including but not limited to the Good Publication
Practice and the Recommendations for
Conduct, Reporting, Editing, and Publication of
Scholarly Work in Medical Journals of the
International Committee of Medical Journal
Editors {ICMJE) in their current version and {ii)
publishing Site Study Data first after the primary
source publication of the Sponsor is made
public. In addition, Institution and Investigator
agree to submit any proposed publication or
presentation to Sponsor's Head of Global
Medical Publication,

zadavatelovi urychlene, vplnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatelovi alebo kiorejkolvek
dcérske] spolotnosti zadavatela urcengj
zadavatelom v3etky svoje prava, naroky
azaujmy vo vsetkych vynalezoch, vratane
vietkych patentov, autorskych prav alebo inych
prav dusevného vlastnictva v nich obsiahnutych
a vSetky prava na sudne stihanie a zalovanie
vietkych $kdd a vietkého prospechu, ktory
vznikne na zaklade minulého alebo su¢asného
porusenia tychto prav. Pracovisko skui$ania
bude so zadavatelom spolupracovat tym, Ze
podpise a zabezpedi, aby aj jeho personal
podpisal vietky dokumenty primerane potrebné
pre zadavatela na zabezpefenie a udrZanie
vlastnickych prav zadavatela alebo dcérskej
spolo€nosti uréenej zadavatelom na vSetky
vynalezy.

4.4. Pravna ochrana patentov
Pracovisko skiSania bude so zadavatefom

alebo  dcérskou  spoloénostou  uréencu
zadavatelom na poZiadavku a naklady
zadavatela spolupracovat pri  priprave,
podavani, sUdnom stihani a udrziavani
véetkych Ziadosti o patent a patentov na
vynalezy.

4.5. Pretrvanie

Platnost tohto ¢lanku 4 ,Dusevné vlastnictve®
pretrva vypovedanie alebo vypr3anie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a zverejnovanie

V stlade s podmienkami tohto ¢lanku 5 (najma
casovymi obmedzeniami uvedenymi
v ¢lankech 5.2 ,Multicentrické publikacie® a 5.3
.Dovernost nepublikovanych udajov’) maju
zdravotnicke zariadenie a skuSajici pravo
publikovat a prezentovat vysledky svojho
pracoviska skuSania vyplyvajuce z vlastnych
aktivit pracoviska skusania wvykonavanych
podla tejto zmluvy. Vs3etky navrhované
publikdcie alebo prezentacie pracoviska
skusSania budl v sllade s vedeckymi normami
(i) uplatnenim najvy$sich Standardov odvetvia,
najmd smernic Spravna publikaéna prax a
Odporicania na realizaciu, vykazovanie,
Upravu a publikovanie vedeckych prac
v lekarskych  ¢asopisoch  Medzinarodneého
vyboru vydavatelov lekarskych Casopisov
(ICMJE} v platnom zneni a (ii) publikovanim
najprv Udajov pracoviska sk(3ania po
zverejneni primarnej zdrojovej publikacie
zadavatela. Okrem toho sa zdravotnicke
zariadenie a skUSajici zavazuju predlozit
akukolvek navrhovana publikaciu. alebo
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email address:

for review at least sixty (60) days prior to
submitting any such proposed publication to a
publisher or proceeding with such proposed
presentation. Within sixty (60) days of its
receipt, Sponsor shall advise Institution and/or
Investigator, as the case may be, in writing of
any information contained therein which is
Confidential [nformation (other than Study
Data) or which may impair the availability of
patent protection for Inventions. Sponsor shall
have the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential Information
(other than Study Data) and/or to delay the
proposed publication or presentation for an
additional sixty (60} days to enable Sponsor to
seek patent protection for Inventions.

5.2. Multi-Center Publications

If the Study is a multi-center study, Institution
and Investigator agree that they shall not,
without the Sponsor’s prior written consent,
independently publish, present or otherwise
disclose any results of or information pertaining
to Site’s own activities conducted under this
Agreement untii a multi-center publication is
published. In the event the Sponsor
coordinates the multi-center publication, the
participation of the Investigater as a named
author shall be determined in accordance with
Sponsor's policies, requirements of the
publisher and generally accepted standards of
authorship. If a multi-center publication is not
published within eighteen (18) months after
completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Investigator shall have the right
to publish and present the Site Study results
following from Site’s own activities conducted
under this Agreement, including Study Data,
solely consistent with scientific standards and
the submission requirements as outlined in
Section 5.1 and in accordance with the
provisions of Section 5.3 “Confidentiality of
Unpublished Data”

5.3. Confidentiality of Ungublished Data

prezentaciu vedicemu pre globalne lekarske
publikacie zadavatela

e-mailova adresa:

na posudenie najmenej 60 ($estdesiat) dni pred
predloZzenim takejto navrhovanej publikacie
vydavatelovi  alebo  zaciatkom  takejto
navrhovanej prezentacie. Do 60 (Sestdesiatich)
dni od ich prevzatia zadavatel! pisomne
upovedomi zdravotnicke zariadenie alebo
skusajuceho (podfa okolnosti) o vSetkych
informaciach v tychto publikaciach alebo
prezentaciach, kioré si dévernymi informaciami
(inymi nez Udaje skuSania) alebo ktoré mdzu
znizit  dostupnost  patentovej  ochrany
vynaiezov. Zadavatel ma pravo poziadat
zdravotnicke zariadenie alebo sku$ajuceho
(podla toho, o ktory pripad pdjde) o odstranenie
konkrétne zistenych dovernych informacii
(inych nez udaje skusania) alebo odloZenie
navrhovanej publikacie alebo prezentacie o
dalsich 60 (Sestdesiat) dni, aby mohol
zadavatel Ziadal o patentovi ochranu
vynalezov.

5.2. Multicentrické publikacie

Ak je skusanie multicentrické, zdravotnicke
zariadenie a skusajlici sa zavazujl, :ze
bez predchadzajiceho pisomného  suhlasu
zadavatela nebudu nezavisle publikovat,
prezentovat ani inak odovzdavat Ziadne
vysledky ani informacie tykajuce sa akfivit
pracoviska sku$ania vykonavanych podia tejto
zmluvy, kym sa nebude  publikovat
multicentrickd  publikacia. Ak  zadavatel
koordinuje multicentrickii  publikaciu, podiel
skusajuceho ako menovaneho autora sa urci
v sllade s internymi predpismi zadavatela,
poZiadavkami  vydavatela a  vSeobecne
uznavanymi normami tykajlcimi sa autorstva.
Ak sa multicentricka publikacia nebude
publikovat do 18 (osemnastich) mesiacov
od dokonéenia skuSania a  uzamknutia
databazy vo vSetkych pracoviskach skusania
alebo akéhokolvek predéasného ukonéenia i
zastavenia skGSania, majl zdravotnicke
zariadenie a skasajuci pravo publikovat a
prezentovat vysledky pracoviska sku3ania
vyplyvajice z vlastnych aktivit pracoviska
skusania vykonavanych podia tejto zmluvy
vratane Udajov skuSania vyhradne v silade
s vedeckymi normami a  poZiadavkami
na predkladanie publikacii alebo prezentacii,
ako je uvedené v €lanku 5.1, a ustanoveniami
clanku 8.3 ,Dévernost nepublikovanych
Udajov™.

5.3. Dovernost nepublikovanych udajov
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Institution and Investigator acknowledges and
agrees that Study Data that is not published,
presented or otherwise disclosed in
accordance with Section 5.1 or Section 5.2
(“Unpublished Data™ shall be subject to the
provisions on  Confidential Information
according to Section 3 of this Agreement, and
Institution and Investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any other site participating
in the Study or any third party or disclose any
Study Data to any other site participating in the
Study or any third party in greater detail than
the same may be disclosed in any publications,
presentations or public disclosures made in
accordance with Section 5.1 or Section 5.2.

5.4. Media Contacts

Instifution and Investigator shall not, and shall
ensure that its personnel do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Study,
the Investigational Product, Inventions, or Study
Data without the prior written consent of
Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this Section.

5.5. Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party's
name, or Sponsor's name, in connection with
any advertising, publication or promotion
without prior written permission, except that the
Sponsor and IQVIA may use the Site’s name in
Study publications and communications,
including clinical frial websites and Study
newsletters. Sponsor will register the Study with
a public clinical trials registry in accordance with
applicable laws and regulations and will report
the results of the Study publicly when and to the
extent required by applicable laws and
regulations.

5.6. Survival
This Section 5 “Publication Rights” shall survive
termination or expiration of this Agreement.

Zdravotnicke zariadenie a skU3ajlci akceptujl a
slhlasia, Ze udaje skdSania, ktoré sa nebudu
publikovat, prezentoval' ani inak odovzdavat
vsulade s ¢lankom 5.1 alebo 5.2 (dalej
.nepublikované adaje®), budd podliehat
ustanoveniam o dévernych informaciach podfa
glanku 3 tejto zmluvy a zdravotnicke zariadenie
a ski3ajuci nebudld odovzdavat a budud
od svojho personalu vyZadovat, aby
necdovzdaval nepublikované Gdaje Ziadnemu
inému pracovisku skasania zucastiujucemu sa
naskisani ani Ziadne] fretej] strane
v podrobnejSej podobe, ako sa tieto informacie
mé2zu zverejnit v akychkolvek publikaciach,
prezentaciach alebo inym spdsobom v sllade s
Elankom 5.1 alebo 5.2.

5.4. Kontakt s médiami

Zdravotnicke zariadenie a skiSajuci sa nebudd
zapajat a zabezpedia, aby sa ani ich persondl
nezapajal do rozhovorov alebo inych kontaktov
s médiami, najmd s tlaéou, rozhlasom,
televiziou alebo internetom, v slvislosti so
ski&anim, skuZanym produktom, vynalezmi
alebo ddajmi skuSania bez predchadzajiceho
pisomného  suhlasu  zadavatefa. Toto
ustanovenie nezakazuje publikovanie alebo
prezentovanie Udajov skd8ania v sllade s tymto
¢lankom.

5.5. Pouzitie mien a nazvov. registracia
a spravy zo skusania

Ziadna zo zmluvnych stran nepouZije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajiceho pisomného
povolenia; zadavatel! alQVIA vSak mdzu
pouZival  nazov  pracoviska  skiSania
v publikdcidch zo skd3ania av medidlngj
komunikacii, vratane webovych stranok
venovanych klinickym skdSaniam a tlacovych
oznameni o skd3ani. Zadavatel zaregistruje
skasanie vo verejnom registri klinickych skisani
vsulade splatnymi  pravnymi  predpismi
azverejni spravu  z vysledkov  skdSania
v takom termine a rozsahu, v akom to poZadujt
platné pravne predpisy.

5.86. Pretrvanie
Platnost tohto élanku 5 ,Prava na publikovanie”
pretrva vypovedanie alebo vypr3anie tejto

zmluvy.

6. PERSONAL DATA 6. OSOBNE UDAJE

6.1. Personal Data 6.1. Osobhné udaje
Both prior to and during the course of the Study, the Pred zahajenim skU3ania a v jeho priebehu
Investigator and his/her teams may be called upon mbdZu byt sklsajlici a jeho tim vyzvani, aby
to provide personal data as defined in Applicable poskytli svoje osobné (daje definované
Data Protection Laws and may be used by |IQVIA, platnymi pravnymi predpismi o ochrane
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Sponsor, and their affiliates in compliance with
applicable law, including as set forth below and for
the length of time reasonably necessary for the
purposes below.

Tthis personal data may include names, contact
information, work experience and professional
qualifications, publications, resumes,
educational background and information related
to potential Dual Capacity conflict of interest,
and payments made to Payee(s) under this
Agreement. Sponsor, its affiliates, IQVIA or
collaboration parties and agents working with
the Sponsor will process such personal data of
the Investigator, the Study Staff or other
relevant Institution personnel ("Personnel") for
the following purposes:

() the conduct of clinical trials and / or
statistical analysis;

(i) verification by governmental or
regulatory agencies, the Sponsor,
IQVIA, and their agents and
affiliates or third parties working
with  the Sponsor on the
development of the compound ;

(iii) compliance  with  legal and
regulatory requirements;

(iv) publication on
www.clinicalirials.cov , other public
websites and public portals for
clinical documents of EMAand other
relevant agencies that inform about
clinical frials and participating
investigators and corresponding
study results;

(v) storage in databases to facilitate the
selection of investigators for future
clinical frials or other business;

(vi} ) sharing of Study reports
and other Study documents with
third parties for research purposes
in accordance with responsible data
sharing and transparency
obligations; and

(vii) anti-corruption compliance.

osobnych Udajov a mobZe ich pouZival
spoloénost’ IQVIA, zadavatel a ich dcérske
spolocnosti v silade s platnymi pravnymi
predpismi, vratane pouzitia uvedeného nizsie, a
na obdobie primerane potrebné na Uucely
uvedené nizsie.

Medzi takéto osobné Udaje mdzu patrit mena a
priezviska, kontakiné informacie, pracovné
skdsenosti a odborna kvalifikacia, publikacie,
Zivotopisy, udaje ovzdelani, informacie
o moznom konflikte zaujmov spdsobenom
zdvojenou funkciou a o platbach
poukazovanych prijemcovi platieb podla tejto
zmluvy. Zadavatel, jeho dcérske speloénosti,
spolocnost’ |QVIA alebo spolupracujlice strany
a zastupcovia spolupracujici so zadavatelom
budi spracovavat takéto osobné U(daje
skusajuceho, personalu skisania a daldieho
prisiudného personalu zdravotnickeho
zariadenia (dalej ,personal”) na nasledujlice
Gcely:
(i) vedenie klinickych skudani alebo
Statisticka analyza;
(i) preverovanie  Statnymi alebo
kontrolnymi uradmi, zadavatefom,

spolonostou  IQVIA aich
zastupcami a dcérskymi
spoloénostami alebo tretimi
stranami spolupracujicimi

so zadavatelom na vyvoji danej
zluc€eniny;

(iii) plnenie pravnych predpisov a
poziadaviek kontrolnych uradov;

{iv) publikovanie na webovej stranke
www _clinicaltrials.gov, dalsich
verejnych webovych strankach a
verejnych portaloch uréenych pre
Klinické  dokumenty  Eurdpskej
liekovej agentury a  daldich
prislusnych tradov, ktoré informuja
o) klinickych skusaniach,
zOc¢astiujacich sa skuSajucich a
zodpovedajlcich vysledkoch
skusania;

(v) uloZzenie v databazach pre
ulahéenie vyberu skusajucich do
buddcich  skdsani alebo ind
obchodnu ginnost;

(vi) odovzdavanie sprav zo skusania a
daldich  dokumentov  skl$ania
tretim stranam na vyskumné dcely v
sulade s povinnostami tykajucimi sa
zodpovedného odovzdavania
udajov a transparentnosti;

{vii) dodrziavanie protikorupénych
pravnych predpisov.
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Investigator and Study Staff may use their rights
under local data protection law to withdraw
personal data, however in that case will not be
able to conduct the study.

Before providing personal data from Personnel
to IQVIA or Sponsar, Institution shall provide its
Personnel with the information required about
processing by Sponsor so that Sponsor
complies with its information requirements
under Applicable Data Protection Laws towards
Personnel. To this end, Institution can use the
template attached as Attachment B.

For purposes of Section 6.1(iv}, Institution shall
use reasonable efforts to obtain consent from
Personnel for processing personal data that is
eligible to be published; Personnel can provide
their consent by signing Attachment C.
Institution shall inform Sponsor and IQVIA
which eligible Personnel did not give its consent
and shall provide a copy of obtained consents
to Sponsor or IQVIA upon request of Sponsor
or IQVIA.

6.2. Compliance with Data Protection Laws
Site shall at all times comply with Applicable
Data Protection Laws when processing
personal data in connection with this
Agreement.

6.3. Data Controller

The Sponsor shall be the data controller for
Personnel personal data except that, if IQVIA
deals with any personal data under this
Agreement in the manner of a data controller,
IQVIA shall be the data controller of such
personal data to the extent of such dealings. In
such cases, Institution shall provide Personnel
with the information required about processing
by I1QVIA so that IQVIA complies with its
information reguirements under data protection
laws applicable to IQVIA towards Personnel.

Skusajuci a personal skuSania méZu vyuZit
svoje pravo, ktoré im poskytuju miesine pravne
predpisy na cchranu osobnych Gdajov a suhlas
s pouzitim svojich osobnych Udajov odmietnut
v takom pripade vsak nebudu méct' vykonavat
ski3anie.

Skér nez sa osobné Udaje personalu poskytnu
spoloCnosti  1QVIA  alebo  zadavatelovi,
zdravotnicke zariadenie poskytne personalu
potrebné informacie o spracovavani osobnych
udajov zadavatelom, aby zadavatel dodrzal
vo¢i personalu poziadavky tykajuce sa
informovania podfa platnych  pravnych
predpisov 0 ochrane osobnych Udajov. Na
tento Uéel méZe zdravotnicke zariadenie pouZit’
vzor pripojeny ako Priloha B.

Na U¢ely uvedene v &asti 6.1 (iv) zdravotnicke
zariadenie vynalozi primerané usilie na
ziskanie sUhlasu personalu so spracovavanim
osobnych Udajov, které splhaju podmienky na
zvergjnenie. Personal mdZe poskytndf svoj
sthlas pedpisanim Prilohy C. Zdravotnicke
zariadenie bude informoval zadavatela a
spolo¢nost’ IQVIA o tom, ktory opravneny
personal nedal svoj suhlas, a na poziadanie
zadavatela alebo spolocnosti IQVIA poskyine
zadavatelovi alebo spolognosti IQVIA képiu
ziskanych suhlasov.

6.2 Dodrziavanie pravnych predpisov o
ochrane oscbhnych Odajov

Pracovisko skiSania musi pri spracovavani
osobnych Udajov v slvislosti s touto zmluvou za
kaZzdych okolnosti dodrziavat' platné pravne
predpisy o ochrane osobnych Gdajov.

6.3. Prevadzkovatel osobnych tdajov
Prevadzkovatefom takychto oscbnych (dajov
personalu je zadavatel, okrem pripadov, kedy
IQVIA zaobchadza s akymikolvek osobnymi
Udajmi podla tejto zmiuvy spbdsobom, aky
prindlezi prevadzkovatelovi Udajov, vtedy sa
prevadzkovatelom tychto osobnych (dajov
stava IQVIA v rozsahu takéhoto zaobchadzania
snimi. V takychto pripadoch zdravotnicke
zariadenie poskytne personalu potrebné
informacie ¢ spracovavani osobnych Odajov
spolecnostou IQVIA, aby spoloénost 1QVIA
dodrzala vodi personalu poZiadavky tykajlce sa
informovania podla pravnych predpisov o
ochrane osobnych Udajov.
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6.4. Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement,

7. STUDY SUBJECT INJURY: INDEMNIFICATION

The Site shall promptly notify IQVIA and Sponsor in
writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
Investigational Product and cooperate with Sponsor
in the handling of the adverse event.

Sponsor shall reimburse Institution for the costs
of the immediate medical treatment of a Study
Subject who sustains physical illness or injury
as a direct result of the treatment of such
Subject in accordance with the terms of the
Protocoland this Agreement.

Sponsor shall indemnify Institution for and against
any liability or loss resulting from judgements or
claims against them arising out of the physical
illness, injury or death of a Study Subject as a direct
result of treatment of such subject in accordance
with the terms of the Protocol and this Agreement or
breaches of personal data protection obligations
under this Agreement ,except to the extent that such
adverse event, iliness or personal injury is caused
by:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or
any applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

B) negligence or willful misconduct by
[nstitution, Investigator or any of
their respective personnel, or

c) failure of the Study Subject to follow
the reasonable instructions of the
Investigator  relating to  the

requirements of the Study.
institution agrees to indemnify and hold harmless
IQVIA, the Sponsor, and their affiliates, officers,
agents or employees from and against any liability
or loss resulting from judgments or claims against
them arising out of a breach of personal data
protection obligations under this Agreement and the
physical iliness, injury or death of a Study Subject
due to (i) the failure of Institution, its officers, agents,
employees or affiliated entities to adhere to the
terms of the Protocol and this Agreement, or (ii) the
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6.4. Pretrvanie
Platnost tohto ¢lanku 6 ,Osobné udaje” pretrva
vypovedanie alebo vyprianie tejto zmluvy.

7. UJMA NA ZDRAViI SUBJEKTOV SKUSANIA. NAHRADA

SKODY

Pracovisko sk($ania bude [QVIA a zadavatela
urychlene pisomne informovat o akomkofvek
vznesenom naroku na odSkodnenie choroby alebo
ujmy na zdravi skutoéne alebo Odajne spdsobene;
neZiaducou reakciou na skusany produkt a
spolupracovat so zadavatefom pri rieSeni tejto
neZiaduce] udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
neodkladni medicinsku lieGbu subjektu skigania,
ktory utrpel ochorenie alebo ujmu na zdravi ako
priamy dosledok lie¢by v sllade s ustanoveniami
protokolu a tejto zmluvy.

Zadavatel odZkodni zdravotnicke zariadenie za
akukolvek zodpovednost alebo stratu vyplyvaijlicu z
rozhodnutia alebo naroku proti nemu, ktoréd vznikne
na zaklade choroby, uimy na zdravi alebo smrti
subjekiu skié3anmia ako priamy désledok liecby
subjekiu skiSania v sllade s podmienkami
stanovenymi v protokole a tejto zmluve alebo
poruSenia povinnosti tykajucich sa ochrany
osobnych GOdajov podla tejto zmluvy s vynimkou
pripadov, kedy tak(to neziaducu udalost, chorobu
alebo ujmu na zdravi spdsobi

A) nedodrzanie tejto zmluvy,
protokolu, v8etkych pisomnych
pokynov zadavatela ku skusaniu a
v8etkych platnych pravnych
predpisov, nariadeni a smernic
kontrolnych uradov (vratane
spravnej klinickej praxe) zo strany
zdravotnickeho zariadenia,
skusajlceho a personalu kazdého z

nich,

B) nedbanlivost alebo Umyselne
pochybenie zdravotnickeho
zariadenia, sklSajuceho

a personalu kazdého z nich,
¢) nedodrzanie primeranych pokynov
skusajluceho, tykajlcich sa
poziadaviek sku$ania, zo strany
subjektu skdsania.
Zdravotnicke zariadenie sa zavdzuje od3kodnit a
kryt  1QVIA, zadavatela a jeho pracoviska,
predstavitefov, zastupcov alebo zamestnancov proti
akejkolvek zodpovednosti alebo sirate, vyplyvajicej
z rozhodnuti alebo narokov vodéi nim, ktoré vznikni
na zaklade poruSenia povinnosti tykajdcich sa
ochrany osobnych Udajov podfa tejto zmluvy a
choroby, ujmy na zdravi alebo smrti subjektu
ski8ania z dbévodu (i) nedodrzania podmienok
protokolu a tejto zmluvy zo strany zdravotnickeho
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negligence or willful misconduct of Institution, its
officers, agents, employees or affiliated entities;
provided however, that Institution shall have no
obligation to indemnify and hold harmless with
respect to judgments and claims arising out of the
negligence and willful misconduct of Sponsor, its
officers, agents or employees.

7.1 Survival
This  Section 7 “Study  Subject Injury;
Indemnification” shall survive termination or

expiration of this Agreement.

8. IQVIA DISCLAIMER

IQVIA expressly disclaims any lability in connection
with the Investigational Product, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures associated with such product except to
the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by IQVIA.

8.1 Survival

This Section 8 “IQVIA Disclaimer”™ shall survive
termination or expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible to
the Site for any lost profits, lost opportunities, or
other consequential damages, nor shall Site be
responsible to IQVIA or Sponsor for any lost profits,
lost opportunities, or other consequential damages.

Nothing herein is intended to exclude or limit any
liability of any party for death or personal injury
caused by the negligence of such party.

9.1 SURVIVAL

This Section 9 “Consequential Damages” shall
survive termination or expiration of this Agreement.

10. DEBARMENT

The Site represenis and warrants that neither
Institution nor Investigator, nor any of Institution's or
Investigator's employees, agents or other persons
performing the Study at Institution, have been
debarred, disqualified or banned from conducting
clinical trials or are under investigation by any
regulatory authority for debarment or any similar
regulatory action in any country, and the Site shall
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zariadenia, jeho  predstavitelov, zastupcov,
zamestnancov alebo  pracovisk, alebo (i)
nedbanlivosti Ci umyselného pochyhenia
zdravotnickeho zariadenia, jeho predstavitelov,
zastupcov, zamestnancov alebo  pracovisk,
zdravotnicke =zariadenie v3ak nema povinnost
odskodnit & kryt naroky z rozhodnuti a naroky
vyplyvajice z nedbanlivosti a Umyselného
pochybenia zadavatela, jeho predstavitelov,
zastupcov alebo zamestnancov.

7.1 Pretrvanie

Platnost' tohte ¢lanku 7 ,Ujma na zdravi subjektu
skusania, nahrada $kody” pretrva vypovedanie
alebo vyprsanie tejto zmluvy.

8. VYHRADA IQVIA

IQVIA  tymto vyslovne odmieta akikolvek
zodpovednost' v slvislosti so skasanym produktom,
vratane zodpovednosti za poziadavky na nahradu
Ekody, ktora vznikne na zaklade zdravotného
problému spbsobeného alebo Udajne spdsobeného
akymkofvek  postupom  skiSania  spojenym
s takymto produktom, okrem rozsahu, v kiorom by
takato zodpovednost bola oddvodnena
zanedbanim, Umyselne nespravnym konanim alebe
porusenim tejto zmluvy zo strany IQVIA.

8.1 Pretrvanie

Plathost’ tohto &lanku 8 ,Vyhrada IQVIA” pretrva
vypovedanie alebo vyprianie tejto zmiuvy.

9. NASLEDNE $KODY

IQVIA ani zadavatel nerucia pracovisku skudania za
Ziadny usly zisk, stratu prilezitosti ani iné nasledné
Skody, ani pracovisko skU3ania nerudi IQVIA a
zadavatelovi za Ziadny usly zisk, stratu prilezitosti
ani iné nasledné Skody.

Ni¢ z toho, €o je uvedené v tgjto zmluve, nema
vyligit ani obmedzit zodpovednost kiorejkofvek
zmluvnej strany za smrt alebo ujmu na zdravl,
spdsobent nedbalostou tejto zmluvnej strany.

9.1 PRETRVANIE

Platnost tohto Clanku 9 ,Nasledné Skody” pretrva
vypovedanie alebo vyprianie tejto zmluvy.

10. VYLUCENIE

Pracoviske skusania vyhlasuje azaruéuje, ze
zdravotnicke zariadenie, skasajici, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajlice skiSanie v zdravotnickom zariadeni,
neboli vyliéené, diskvalifikované a nebol im udeleny
zakaz &innosti pri vykonavani klinickych skdgani, ani
nie su predmefom vysetrovania akéhokolvek
$tatneho alebo kontreiného uradu vo veci vyliéenia
alebo podobného dradného postihu v akejkolvek
krajine a pracovisko sk(3ania bude [QVIA okamzZite
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notify IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

10.1 SURVIVAL

This Section 10 “Debarment” shall
termination or expiration of this Agreement.

11. FINANCIAL

survive

DISCLOSURE AND CONFLICT OF

informovat, ak sa
diskvalifikacia,
vyskytne.

takéto  vySetrovanie,
vylu¢enie alebo zékaz ¢Einnosti

10.1 PRETRVANIE

Platnost tohto d&lanku 10 ,Vylucenie”
vypovedanie alebo vyprSanie tejto zmluvy.

pretrva

11. FINANENE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST

Site acknowledges and agrees that Sponsor may
publicly disclose payments and transfers of value to
Site if required by law or applicable codes of
practice. Site agrees to the public disclosure by
Sponsor of information concerning any payments or
transfers of value made, directly or indirectly, to Site
under this Agreement. Disclosure may consist of
aggregate payments, dates, and purposes (without

disclosing names of individuals) or specific
payments, dates, purposes, and names of
individuals.

Upon Sponsor's or 1QVIiA’s request, Site agrees
that, for each listed or identified investigator or sub-
investigator who is directly involved in the treatment
or evaluation of Study Subjects, it shall promptly
return to IQVIA a financial and conflict of interest
disclosure form that has been completed and signed
by such investigator or sub-investigatorwhich shall
disclose any applicable interests held by those
investigators or sub-investigators.

IQVIA may withhold payments if it does not receive
a completed form from each such investigator and
sub-investigator.

Site shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and
completeness during the Study and for one (1) year
after Study completion.

Site agrees that the completed forms may be subject
to review by governmental or regulatory agencies,
Sponsor, IQVIA, and their agents, and the Site
consents to such review.

The Site further consents to the transfer of its
financial disclosure data to the Sponsor's country of
origin and to the U.S.
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Pracovisko skusania potvrdzuje a akceptuje, Ze
zadavatel méze zvergjnit' platby a prevody aktiv
uréené pre pracovisko skusania, ak to pozaduju
pravne predpisy alebo platné metodickeé pokyny.
Pracovisko skusania akceptuje, ze zadavatelf moze
zverejnit informacie tykajice sa vSetkych platieb
alebo prevodov aktiv, priamo alebo nepriamo
poukdzanych pracovisku skiSania podla tejto
zmluvy. Zverejnenie modZe obsahovat dhrnné
platby, datumy a platobné (&ely (bez zverejnenia

mien os6b) alebo konkrétne platby, datumy,
platobné Gcely a mena osdb.
Na poziadanie zadavatela alebo IQVIA sa

pracovisko skusania zavazuje urychlene odovzdat
spoloénosti IQVIA finanéné priznanie a prehlasenie
o konflikte zaujmov za kazdého uvedeného alebo
identifikovaného skusajuceho alebo
spoluskisajuceho, priame zapojeného do lie€by
alebo  vyhodnocovania  subjektov  sk(Sania,
vyplnené a podpisané tymito skuajucimi alebo
spoluskuSajicimi.kde  budd uvedené  vietky
relevaniné financné zaujmy tychto skdsajlcich
alebo spoluskuisajlcich.

Ak spolognost 1QVIA nedostane vyplnené
prehlasenia finanéné priznania za kazdého
sku3ajiceho a spoluskusajuceho, méze odmietnut
poukazat' platby za skusanie.

Pracovisko ski$ania zabezpedi, aby boli takéto
finanéneé  priznania  podla  potreby  véas
aktualizované tak, aby bola zachovana ich
spravnost a Uplnost podas celeho skusania a jeden
(1) rok po jeho dokongeni.

Pracovisko sku8ania berie na vedomie, Ze vyplnené
finanéné priznania mdézu podliehat kontrolam zo
strany Statnych a kontrolnych dradov, zadavatela,
spolognosti IQVIA a ich zastupcov a s takouto
kontrolou suhlasi.

Pracovisko skiiSania dalej suhlasi s prenosom
Udajov finanénych priznani do krajiny podvodu
zadavatela a do Spojenych statov americkych.
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11.1 Survival

This Section 11 “Financial Disclosure and Conflict of
Interest” shall survive termination or expiration of
this Agreement.

12. ANTI-KICKBACK AND ANTI-FRAUD

Institution and Investigator agree that their judgment
with respect to the advice and care of each Study
Subject will not be affected by the compensation
they receive from this Agreement, that such
compensation does not exceed the fair market value
of the services they are providing, and that no
payments are being provided to them for the
purpose of inducing them to purchase or prescribe
any drugs, devices or products.

If the Sponsor or IQVIA provides any free products
or items for use in the Study, Institution and
Investigator agree that they will not bill any Study
Subject, insurer or governmental agency, or any
other third party, for such free products or items.

Institution and Investigator agree that they will not
bili any Study Subject, insurer, or governmental
agency for any visits, services or expenses incurred
during the Study for which they have received
compensation from IQVIA or Spensor, or which are
not part of the ordinary care they would nermally
provide for the Study Subject, and that neither
Institution nor Investigator will pay another physician
to refer subjects to the Study.

13. COMPLIANCE OBLIGATIONS

Sponsor intends to conduct its business in
accordance with environmental, labor and social
standards and to abide by the standards set forth in
the Merck Code of Conduct and the Merck Human
Rights Charter (available at
hitp://www.merckgroup.com). Site shall comply, and
shall ensure that its subcontractors comply, with
reasonably comparable environmental, labor and
social standards. Site further acknowledges and
ensures that Site and its subcontractors are familiar
with the provisions of the FCPA, the UK Bribery Act
and applicable local bribery and corruption laws, and
shall not take or permit any action that will either
constitute a violation under, or cause Sponsor to be
in violation of, the provisions of the FCPA, the UK
Bribery Act or applicable local bribery and corruption
law, environmental, labor and social standards or
the Merck Code of Conduct or the Merck Human
Rights Charter (collectively, “Improper Conduct”). If
Institution or Investigator discovers, after a
reasonable opportunity to conduct an appropriate
review or investigation, the occurrence or non-
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11.1 Pretrvanie

Platnost tohto d&lanku 11 Finantné priznania
a konflikt zaujmov™ pretrva wvypovedanie alebo
vyprianie tejto zmluvy.

12. USTANOVENIA NAMIERENE PROTI _PROVIZIAM
A PODVODOM

Zdravotnicke zariadenie a skdSajuci potvrdzuja, ze
odmena, ktord dostanlu podfa tejio zmluvy,
neovplyvni ich Gsudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kazdému subjekiu
skusania, 2e tato odmena nepresahuje spravodlivl
trhova hodnotu sluZieb, ktoré poskytujl a ze Ziadne
platby sa im neposkytuju za Uéelom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomécok alebo produkiov.

Ak zadavatel alebo IQVIA bezplatne poskytne
akykolvek produkt alebo polozku na pouzitie
v skusani, zdravotnicke zariadenie a skusajlci sa
zavazuju neuétovat' tieto bezplatné produkty alebo
polozky Ziadnemu subjektu skdsania, poistovni,
Statnemu uradu ani akejkolvek ingj tretej sirane.

Zdravotnicke zariadenie a sku$ajuci sa zavazuju
neuétovat’ Ziadnemu subjektu skdsania, poistovni,
Stathemu Uradu ani akejkolvek inej trete] strane
Ziadne navétevy, sluZzby alebo vydavky, ktore im
vzniknu pocas skisania a za ktoré dostali Uhradu od
IQVIA alebo zadavatefa, alebo ktoré nie su
scastou beznej starostlivosti, ktord by subjektu
skusania za normalnych okolnosti poskytli a Ze ani
zdravotnicke zariadenie ani skusajluci nebudu platit

Ziadnemu  inému lekdrovi za poukazovanie
subjektov do skidania.

13. POVINNOSTI _TYKAJUCE SA DODRZIAVANIA
PREDPISOV

Zadavatel ma v Umysle vykonavat' svoju obchodna
ginnost' v sllade s environmentalnymi, pracovnymi
a socialnymi normami a dodrZiavat normy uvedené
v Kodexe spravania spolotnosti Merck a Charte
ludskych prav spoloénosti Merck (k dispozicii na
adrese http://www.merckgroup.com). Pracovisko
skasania bude dodrziavat a zabezpedi, aby aj jeho
subdodavatelia dodrziavali primerane porovnatelné
environmentélne, pracovné a socidlne normy.
Pracovisko skusania dalej potvrdzuje a zarucuje, ze
ono samo a jeho subdoddvatelia sa cboznamili s
ustanoveniami Zakona o zahrani€nych korup&nych
praktikach Spojenych Statov americkych (FCPA),
Protikorupéného zakona Spojeného kralovstva a
platnych miestnych pravnych predpisov
namierenych proti Uplatkarstvu a korupcii, a Ze
nepodniknt ani nepovolia ziadne kroky, kiore bud
budt predstavovat porusenie, alebo spdsobia, Ze
zadavatel  porusi ustanovenia Zakona o
zahrani¢nych korupénych prakiikach Spojenych
statov americkych (FCPA), Protikorupéného zakona
Spojeného  krafovstva & platnych  miestnych
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occurrence ‘'of any event that a reasonable person
would consider a probable material breach of any of
Institution and Investigator's obligations under this
Section entitled “Compliance Obligations” (a
“Compliance Event”), Institution or Investigator shall
promptly notify IQVIA in writing of such Compliance
Event and the measures Institution and Investigator
have and intend to take to remedy such Compliance
Event and to prevent its recurrence.

In addition to any other rights IQVIA or Sponsor may
have under this Agreement, if Site notifies IQVIA of,
or IQVIA or Sponsor otherwise has a reasonable
suspicion of, the occurrence of Improper Conduct,
IQVIA or Sponsor may inspect or have inspected by
an independent auditor the premises, books and
records of Site relevant to Improper Conduct for the
purpose of ensuring compliance by Site of its
obligations under this Section entitied “Compliance
Obligations.”

14. INDEPENDENT CONTRACTORS

The Investigator and Institution and Study Staff are
acting as independent contractors of IQVIA and
Sponsor and shall not be considered the employees
or agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be responsible for
any employee benefits, pensions, workers’
compensation, withholding, or employment-related
taxes as to the Investigator or Institution or their
staff.

15. TERM & TERMINATION

15.1. Term

This Agreement will become effective on the
day following its publication in the Central
Register of Contracts maintained by the Office
of the Government of the Slovak Republic
pursuant to Section 47a par. 1 of Act no.
40/1964 Coll. (Civil Code), as amended, and in
relation to the provisions of Section 5a of Act no.
211/2000 Coll. on Free Access to Information
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pravnych predpisov namierenych proti Oplatkarstvu

a korupcii, environmentéalnych, pracovnych a
socialnych noriem alebo Kédexu spravania
spoloénosti Merck a Charty fudskych prav

spoloénosti Merck (dalej spoloéne ,nezakonné
konanie*). Ak zdravotnicke =zariadenie alebo
skudajuci potom, ako mali moznost zalezitost
primerane preskumat alebo vySetrit, zistia, Ze doslo
alebo nedoslo k nejakej udalosti, ktori moZno
opravnene povazovat za pravdepodobné zavazné
porusenie niektorej z povinnosti zdravotnickeho
zariadenia a sku$ajuceho podia tejto Casti s nazvom
.Povinnosti tykajuce sa dodrZiavania predpisov”
(dalej ,udalost nedodrzania gpredpisov”), budd
zdravotnicke zariadenie alebo sku$ajuci o takejto
udalosti a opatreniach, ktoré maja v imysle prijat' na

jej napravu a zabranenie jej opakovaniu,
bezodkladne pilsomne informovat spolo¢nost
IQVIA.

Okrem inych prav, ktoré méze mat spoloénost
IQVIA alebo zadavatel podla tejto zmluvy, ak bude
pracovisko skisania informovat spoloénost’ IQVIA,
Ze doslo k nejakému nezakonnému konaniu, alebo
ak na to bude mat spolotnost IQVIA alebo
zadavatel inak odévodnené podozrenie, spolocnost
IQVIA alebo zadavatel mozu skontrolovat alebo
nechat’ nezavislého auditora skontrolovat' priestory,
U¢tovné knihy a zaznamy pracoviska skusania
stvisiace s nezakonnym konanim s ciefom
zabezpecit, aby pracovisko skisania dodrziavalo
svoje povinnosti podla tejto &asti s nazvom
~LPovinnosti tykajlice sa dodrziavania predpisov”

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie, skuSajici a persondl
skusania konaju ako nezavisli zmluvni dodavatelia
IQVIA a zadavatela a nemajli sa povazovatl za
zamestnancov alebo zastupcov IQVIA alebo
zadavatela.

IQVIA ani zadavatel zdravotnickemu zariadeniu,
skiSajucemu a persondlu skisania nezodpovedajl
za Ziadne zamestnanecké vyhody, ddchodky,
urazové poistenie, dan z prijmu ani za ziadne iné
zamestnanecké dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1. Doba platnosti

Tato zmluva sa stava U¢innou v def nasledujaci
po dni jeho zverejnenia v Centralnom registri
zmltv vedenom Uradom viady SR podia § 47a
ods. 1 zakona €. 40/1964 Zb. (Obcianskeho
zakonnika) v zneni neskorsich predpisov
avnadvaznosti na ust § 5a zakona &
211/2000 Z.z. o slobodnom pristupe
k informaciam a o zmene a doplneni niektorych
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and on Amendments to Certain Acts, as
amended.} (the “Effective Date”) and shall
continue until completion or until terminated in
accordance with this Section 15 “Term &
Termination”.

15.2. Termination

IQVIA may terminate this Agreement for any
reason effective immediately upon written
notice.

The Site may terminate upon written notice if
circumstances beyond the Site’'s reasonable
control prevent completion of the Study, or if it
reasonably determines that it is no longer
medically justifiable to continue the Study due to
unexpected results, the severity or prevalence
of serious adverse events or the insufficient
efficacy of the Investigational Product. Upon
receipt of notice of termination, the Site shall
immediately cease any subject recruitment,
follow the specified termination procedures,
ensure that any required subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further costs, and
IQVIA shall make a final payment for visits or
milestones properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of all
CRF pages and all data clarifications issued and
satisfaction of all other applicable conditions set
forth herein. If a material breach of this
Agreement appears to have occurred and
termination may be required, then, except to the
extent that Study Subject safety may be
jeopardized, IQVIA may suspend performance
of all or part of this Agreement, including, but not
limited to, subject enroliment.

16. NOTICE

Any notices required or permitted to be given
hereunder shall be given in writing and shall be

delivered
a) in person,

b) by certified mail, postage
prepaid, return receipt
requested,

¢} by e-mail of pdf/scan or other
non-editable format notice with
confirmed transmission report,

or

d) by a commercial

overnight

courier that guarantees next
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zakonov v zneni neskorsich
predpisov.)(,datum Géinnosti”y a zostava
platna a uéinna az do spinenia alebo
vypovedania podla tohto ¢lanku 15 ,Doba
platnosti a vypovedanie”,

15.2. Vypovedanie

IQVIA  mbze tato zmluvu  vypovedal
z akéhokolvek dévodu s okamzitou G€innostou
pisomnou vypovedou.

Pracovisko skddania moéZe tdito zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabrafuju v dokon€eni skiuSania, alebo ak
dospeje k odévodnenému Zaveru, e
pokracovanie v skisani je medicinsky
neodévodnené z doévodu neotakavanych
vysledkov, zavaznosti alebo vyskytu zavaznych
neziadlcich U¢inkov alebo nedostatoénej
uéinnosti  skusaného lieku . Po prevzati
pisomne] vypovede pracovisko skdSania
okamZite zastavi zaradovanie subjekiov do
skasania, dodrzi postupy definované pre
vypovedanie zmluvy, zabezpeci, aby bali
dokonéene vsetky pozZadované kontrolné
vySetrenia subjektov a vynalozi primerané usilie
na minimalizovanie daldich nakladov. IQVIA
poukaZze poslednu platbu za navstevy alebo
vykony riadne vykonané v sllade s touto
zmluvou vo vySke stanovenej v Prilohe A; desat’
percent (10 %) tejto poslednej platby vSak bude
zadrzanych az do zadavatelovho konecného
prevzatia vsetkych stranok pacientskych
zéznamov  (CRF)  avdetkych  vydanych
vysvetliviek k Udajem a do spinenia vEetkych
dalsich uplatnitelnych podmienok tu
stanovenych.  V pripade podozrenia na
podstatné porugenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mdze spolocnost
IQVIA Ciastocne alebo Gplne pozastavit plnenie
tejto zmluvy, vratane zaradovania Subjektov
skiSania do skusania, s vynimkou rozsahu, v
ktorom by bola ohrozena bezpetnost subjekiov.

16. OZNAMENIA

Vietky oznamenia pozadované alebo povolené
podla tejto zmluvy budi vyhotovené pisomne
a dorucené

a) osobne;

b) doporuéenou postou s uhradenym
postovnym a doru¢enkou;

c) e-mailom ako .pdf sibor alebo
skenovany dokument, alebo v inom
needitovatelnom formate ]
poZadovanym potvrdenim
doruc¢enia;

D} komerénou kurierskou sluzbou,
ktora zaru€uje dorudenie na
nasledujuci defi a poskytuje
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day delivery and provides a
receipt,
and such notices shall be addressed as follows:

To Sponsor:
Pre zadavatela:

To IQVIA:
Pre IQVIA:

potvrdenie doruenia, a taketo
oznamenia budl  adresované
nasledovne:

| Name/Nazov: Merck KGaA - '

Address/Adresa: Frankfurter Strale 250, 64293

. Darmstad, Germany

Name/Nazov: IQVIA RDS Slovakia, s. r. 0.
Address/Adresa: Vajnorska 100/B, 831 04
Bratislava, Slovak Republic

Name/Nazov: Office of the General Counsel
Address/Adresa: Global Legal Department
100 IMS Drive

Parsippany, NJ 07054

USA

Attention/Do pozornosti: General Counsel
Email/E-mail-

To Institution:
Pre zdravotnicke zariadenie:

| Name/Nazov:

Univerzitna nemocnica -
Nemocnica svateho Michala, a. s.

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

| To Investigator
Pre ski3ajlceho

Name/Meno: Frantisek Jurcaga, MD, MPH

Address/Adresa:  Neurologicke  oddelenie
Univerzitna nemocnica-Nemocnica svateho
Michala, a.s., Slovak Republic

17. FORCE MAJEURE

The performance by any Party of any obligation on
its part to be performed hereunder shall be excused
by floods, fires or any other Act of God, accidents,
wars, riots, embargoes, delay of carriers, inability to
obtain materials, failure of power or natural sources
of supply, acts, injunctions, or restraints of
government or other force majeure preventing such
performance, whether similar or dissimilar to the
foregoing, beyond the reasonable control of the
Party bound by such obligation, provided, however,
that the Party affected shall exert its reasonable
efforts to eliminate or cure or overcome any of such
causes and to resume performance of its obligations
with all possible speed.

18. MISCELLANEQUS

18.1. Entire Acreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

18.2. No Waiver/Enforceability
Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If any
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17. Vv§81a MoC

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju plnit’ podfa tejto zmluvy,
v pripade povodne, poziaru alebo inej Zivelngj
pohromy, havarie, vojny, vzbury, vytrznosti
embarga, meskania prepravcov, nemoznosti ziskat
materidly, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho Ukonu, vynosu alebo
obmedzenia alebo inej vy§5ej moci, ktora zabrariuje
takemuto pineniu, &i uz je podobného, alebo ineho
charakteru, ako vySsie uvedené a je mimo
primerane] kontroly zmluvnej strany viazanej touto
povinnostou, postihnuta zmluvnd strana vsak
vynalozi primerané Usilie na to, aby odstranila,
napravila alebo prekonala takéto okolnosti a o
najrychlejdie si znovu zacala plnit’ svoje povinnosti.

18. OSTATNE DOJEDNANIA

18.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jediné
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vsetky daldie pisomné
alebo ustne dohody o tomto skusani.

18.2. Nezrieknutie sa/Vvmozitelnost’
Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
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part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3. Assionment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assign or transfer any rights
or obligations under this Agreement without the
written consent of IQVIA and Sponsor.

Upon Sponser’s request, IQVIA shall assign this
Agreement to Sponsor or to a third party
designated by Sponsor, and IQVIA shall not be
responsible for any obligations or liabilities
under this Agreement that arise after the date of
the assignment, and the Site hereby consents
to such an assignment. Site will be given prompt
notice of such assignment by the assignee.

18.4. Third Party Beneficiary

The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary.

Each Party to this Agreement acknowledges
that except for the Sponsor, there are no third
party beneficiaries with any rights to enforce any
of the provisions of this Agreement.

18.5. Governing Law

This Agreement shall be interpreted under the
laws of the state or province and country in
which Site conducts the Study.

18.6. Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive termination
or completion of this Agreement, even if not
expressly stated herein.

18.7 Signatures
This Agresment shall be executed by all of its
Parties in three (3) counterparts, each of which shall
constitute an original.

If electronic signature is legally valid in accordance
with applicable laws and regulations and all Parties
herewith agree to apply it, the Parties accept and
corfirm the electronic signature as the legal binding
equivalent of a handwritten/wet ink signature.

THIS SECTION IS INTENTIONALLY
LEFT BLANK
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sa tejto podmienky. Ak sa ktorakolvek cast tejto
zmluvy ukaze ako nevymahatelna, zostava
zvysaok tejto zmluvy platny a acinny.

18.3. Postdpenie zmluvy
Tato zmluva je zavazna pre zmluvné strany a
ich naslednikov a nastupcov.

Pracoviska skU$ania nesmie postipit ani
presunit’ Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez - predchadzajuceho
pisomneho sdhlasu IQVIA a zadavatela.

Na poZiadanie zadavatela IQVIA postipi fato
zmluvu zadavatelovi alebo tretej strane uréenej
zadavatelom a IQVIA nebude zodpovedat za
Ziadne povinnosti alebo zavazky podfa tejto
zmluvy, ktoré vzniknd po datume takéhoto
postipenia a pracovisko skoSania s takymio
postipenim suhlasi. Nastupca spoloénosti
IQVIA bude pracoviske skuSania o takomto
postapeni urychlene informovat.

18.4. Opravnena tretia strana

Zmiuvné strany sa dohodli, ze zadavatel ma
pravo na vymahanie podmienok tejto zmluvy
ako opravnena tretia strana.

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, Ze okrem zadavatela nie su Ziadne
iné opravnene tretie strany, ktoré by mali pravo
vymahat ktorékolvek 2 ustanoveni tejto zmluvy.

18.5. Nadriadené oravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko sk(Sania
vykonava sklsanie.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujice povinnosti
alebo prava, ktoré pokracuju po dokonéeni
skusania, budu pretrvavat a) po vypovedani
alebo spineni tejto zmluvy, aj ked to v tejto
zmluve nie je vyslovne uvedens.

18.7 Podpisy
Tato zmluvu podpidu vietky zmluvné strany v

troch (3) rovnopisoch, z kiorych Kkazdy
predstavuje jeden original.

Ak je elektronicky podpis pravoplatny v sulade s
platnymi pravnymi predpismi a vietky zmluvné
strany sa tymto dohodnu, Ze ho budu uplatiiovat,
zmluvné strany akceptujl a  potvrdzuji
elektronicky podpis ako pravne zavazny
ekvivalent vlastnoruéného podpisu.

TATO CAST JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s. r. 0.
Za IQVIA RDS Slovakia, s. r. o svojim podpisom potvrdzuje:

By/Meno a priezvisko:
Title/Funkcia:
Signature/Podpléiner,

Date/Datum:

ACKNOWLEDGED AND AGREED BY Univerzitna nemocnica - Nemocnica svateho Michala, a. s.
Za Univerzitna nemocnica - Nemocnica svitého Michala, a. s. svojim podpisom potvrdzuje:

By/Meno a priezvisko: Doc. MUDr. Branislav Delegj, PhD., MPH

Title / Funkcia: Chairman of the Board of Management and general manager / predseda predstavenstva a
generalny riaditel

{must be authorized to sign on Institution’s behalf) /..

(s opravnenim podpisovaf za zdrav ““/#i& zariadenie)

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:

Skuajuci svojim podpisom potvrdzuje:

I consent to the publication of my personal data (title, name, contact details and information regarding
my professional qualifications) on www.clinicaltrials.gov, other public websites and public portals for
clinical documents of EMA and other relevant agencies that inform about clinical trials and participating
investigators, study personnel and corresponding study results by Merck Healthcare KGaA for the
clinical trial “A Phase i, Muliicenter, Randomized, Parallel Group, Double Blind, Double Dummy, Active
Controlled Study of Evobrutinib Compared with Teriflunomide, in Participants with Relapsing Multiple Sclerosis
to Evaluate Efficacy and Safety”. | am entitled to withdraw this consent at any time with future effect./

X Sdhlasim, aby spoloénost Merck Healthcare KGaA na ucely klinického skusania ,,Multicentricke,
randomizované, dvojito zaslepené, dvojito maskované skuSanie Hll. fazy v subeZnych skupinach s ucinnou
kontrolnou lie¢bou na vyhodnotenie Ucinnosti a bezpelnosti evobrutinibu v porovnani s teriflunomidom u
Ucastnikov s relapsujucou sklerézou muiltiplex* zverejnila moje oscbné Gdaje (funkciu, meno, kontaktné
udaje a informacie tykajlice sa mojej odbornej kvalifikacie) na webovej stranke www.clinicaltrials.gov,
d'alSich verejnych webovych strankach a verejnych portaloch uréenych pre Klinické dokumenty
Eurépskej liekovej agentury (EMA) a dalSich prislusnych uradov, ktoré informuju o klinickych
skusaniach, zuéastiujlcich sa skaSajlicich, personali skiSania a zodpovedajucich vysledkoch
skisania. Tento sthlas méZzem s budicim uéinkom kedykol'vek odvolat.

Name/Meno a priezvisko: _

Signature/Podpis:
Date/Datum: -
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A. PAYEES DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee

(“Payee”):
Contract Payee:

PRILOHA A
R0OzPOCET A ROZPIS PLATIEB
A. UDAJE O PRIJEMCOCH PLATIEB

.prijemca platieb):

Zmluvny prijemeca platieb:

Payee Name/Meno/nazov prijemcu platieb
(Must match name in the contract)/(musi sa
| zhodovat's menom/nézvom v zmiuve)

Payee Address/Adresa prijemcu platieb

Univerzitna nemocnica - Nemocnica svatého

| Michala. a. s.

Satinského 1.7770/1, Bratislava 811 08
Slovak Republic

VAT/Tax ID/DIC/IC DPH

{Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable)/(Danove identifikaéné &islo sa
musi presne zhodovat' s vy$sie uvedenym
menom/nazvom prijemcu platieb alebo
oslobodenim od dane, ak sa vztahuje)

Banking Information/Bankové spojenie:

Tax ldentification No.: 2022738586
Tax VAT No: SK2022738586

Bank Name/Nazov banky

_ Bank Street/Ulica banky

Bank City/Mesto banky

Bratislava

Bank State/Province/Kraj banky

Bratislavsky

Bank Postal Code/PSC banky

8180

Bank Country/Stat banky

Slovak Republic

Receiving Account Currency/Mena
prijimajtceho Uctu

EUR

IBAN

<

Swift Code (8 or 11 Characters)/SWIFT kod
(8 alebo 11 znakov)

elekironicky prevod.

Zmluvné strany potvrdzuja, Z2e menovani prijemcovia
platieb s0 riadnymi prijemcami platieb podia tejto
zmluvy aze platby podia tejto zmluvy sa budd
poukazovat' len nasledujicim prijemcom platieb (dalej

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions./Ak mena platieb dohodnuta v zmluve nezodpoveda
mene vasho bankového Uétu, mbZe byt potrebné uviest sprostredkujicu banku. Podrobnosti zistite u
svojej finanénej in&titlcie. Ak je potrebna sprostredkujlica banka, uvedte nazov banky, &islo G¢tu, ak sa
vztahuje, a SWIFT kod sprostredkujlicej banky, spolu so vietkymi dalsimi potrebnymi pokynmi na

Contact Information/Kontaktné Gdaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktiry na spoloénost
DrugDev

Univerzitna nemocnica - Nemocnica svatého Michala, a.
S.

Phone number & Email/Telefonne &islo a e-
mail

Language Preference/Uprednostriovany
jazyk

Slovak
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Name of payment recipient to receive
payment notification and details/Meno/nazov
prijemcu platieb, ktory ma dostat’ oznamenie
¢ platbe a udaje o nej

Univerzitna nemocnica - Nemocnica svatého Michala, a.
s,

Phone number & Email/Telefonne &islo a e-
mail

Language Preference/Uprednostiiovany

jazyk Slovak
and a
Contract Payee: Zmluvny prijemca platieb:

' Payee Name/Meno/nazov prijemcu platieb
{(Must match name in the contract)/(musi sa
| zhodovat's menom/nazvom v zmiuve)

Frantisek Jurcaga, MD, MPH

Payee Address/Adresa prijemcu platieb

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky

Bank City/Mesto banky

Bratislava 1

Bank State/Province/Kraj banky

Bratislavsky

Bank Postal Code/PSC banky

811 06

Bank Country/Stat banky

Slovak Republic

Receiving Account Currency/Mena
priiimajuceho uctu

EUR

IBAN

Swift Code (8 or 11 Characters)/SWIFT kéd
{8 alebo 11 znakov)

elekironicky prevod.

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions./Ak mena platieb dohodnuta v zmluve nezodpoveda
mene vasho bankového Gétu, mbze byt potrebneé uviest sprostredkujicu banku. Podrobnosti zistite u
svojej finanénej indtittcie. Ak je potrebna sprostredkujica banka, uvedte nazov banky, ¢islo U&tu, ak sa
vztahuje, a SWIFT koéd sprostredkujlce] banky, spolu so vietkymi dalsimi potrebnymi pokynmi na
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Contact Information/Kontaktné tdaje

Name of recipient sending invoices to
DrugDev/Menc/nazov prijemcu
odosielajiceho faktury na spolognost
DrugDev

Frantisek Jurcaga, MD, MPH

Phone number & Email/Telefénne &islo a e-
mail

Language Preference/Uprednostiicovany
jazyk

Slovak

Name of payment recipient to receive
payment notification and details/Meno/nazov
prijemeu platieb, ktory ma dostat’ oznamenie
o plathe a Gdaje o nej

Frantisek Jurcaga, MD, MPH

Phone number & Email/Telefénne gislo a e-
mail

Language Preference/Uprednostiiovany
jazyk

Slovak

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

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

If the Investigator is not the Payee, then the
Payee's obligation to reimburse the Investigator, if
any, is defermined by a separate agreement
between Investigator and Payee, which may
involve different payment amounts and different
payment intervals than the payments made by
IQVIA to the Payee.

Investigator acknowledges that if Investigator is
not the Payee, IQVIA will not pay Investigator even
if the Payee fails tc reimburse Investigator.

B. PAYMENT TERM
DrugDev, on behalf of [QVIA, will administer
payment to the Payee “bianually”, on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%) of
each payment due, including any Screening
Failure that may be payable under the terms of this
Agreement, will be made based upon prior “6
months” enroliment data confirmed by subject
CRFs received from the Site supporting subject
visitation. The balance of monies earned, up to ten
percent (10%), will be pro-rated upon verification
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V pripade zmeny v ddajoch o bankovom spojeni
prijemcu platisb je prijemca platieb povinny
informovat o tom spolo¢nost DrugDev pisomne.
Zmluvné strany sa dohodli, 2e v pripade zmeny v
Gdajoch o bankovom spojeni, ktoré sa netykajl
zmeny prijemcu platieb alebo zmeny krajiny, v ktorej
je vedeny bankovy ucet, nie su pozadované Ziadne
dalsie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuji, Ze menovany prijemca
platieb je opravneny prijimaf vietky platby za sluZby,
vykonaneé podla tejto zmluvy.

Ak skidajlici nie je prijemcom platieb, platcbna
povinnost prijemcu platieb voéi skisajucemu sa urdi
samostatnoy  zmluvou medzi skdsajicim a
prijemcom platieb, ktora méze obsahovat iné splatné
Ciastky a iné platobné intervaly, neZ platia pre platby
poukazované IQVIA prijemcovi platieb.

Skusajuci berie na vedomie, Ze ak nie je
prijemcom platieb, spolocnost IQVIA mu nebude
poukazovat Ziadne platby ani v pripade, ze
prijemca platieb si nesplni svoje platobné
povinnosti voéi skisajlicemu.

B. PLATOBNE TERMINY
Spoloénost DrugDev v mene spoloénosti IQVIA
bude platby pre prijemcu platieb spracovavaf
»peolroéne* na zaklade poétu absolvovanych
navitev na jeden subjekt v sulade s pripojenym
rozpoctom. Devatdesiat percent (80 %) kazdej
splatnej Giastky, vratane platieb za nelspesné
vstupné vysSetrenia, ktoré mdézu byt splatné
podla poedmienok tejto zmluvy, sa poukaZe na
zaklade Udajov o zarad'ovani za predchadzajlce
»8 mesiacov®, potvrdenych pacientskymi
zdznamami (CRF) prijatymi od pracoviska
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of actual subject visits, and will be paid by IQVIA
to the Payee, administered by DrugDeyv, upon final
acceptance by Sponsor of all CRFs pages, all data
clarifications issued, the receipt and approval of
any outstanding regulatory documents as required
by IQVIA and/or Sponsor, the return of all unused
supplies to IQVIA, and upon satisfaction of all
other applicable conditions set forth in the
Agreement.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

C. PAYMENT DISPUTE
Investigator will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study. This
includes all invoiceable items paid and / or due for
payment,

D. MiNnimum ENROLMENT GOAL

Investigator acknowledges that Investigator's
minimum enroliment goal is 2subjects and that Site
will use best efforts to reach the enrollment goal
within a reasonable time after commencement of
the Study at Site. If Site fails to adhere to this
principle IQVIA may reconsider Site’s suitability to
continue participation in the Study.

E. DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

F. INvOICES .

Payments will be issued by DrugDev based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices (or request for
payment from the Investigator), including back-up
documentation, in the specified currency, as described
below. Invoices will be payable within 30 days from the
date of receipt by DrugDev of the invoice, including any
applicable back-up documentation.

Invoices for any additional payments to those stated in
this agreement (i.e., additional reimbursements) must
also be sent to DrugDev and approved by sponsor. All
invoices shall be raised in the following manner:

Invoices t{o be biiled to:
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skusania, kioré  dokladaju  navstevnost
subjektov. Zostatok splatnych  finanénych
prostriedkov az do vysky desat percent (10 %)
bude vyplateny pocmernym spésobom po overeni
skutoCnej navstevnosti subjektov a spoloénost
IQVIA ho spracovany spoloénostou DrugDev
vyplati prijemcovi po zadavatelovom koneénom
prevzati vSetkych stranok CRF, vsetkych
vydanych vysvetliviek k Gdajom, po prevzati a
schvéleni vietkych chybajlcich dokumentov pre
kontrolné Grady pozadovanych spolognostou
IQVIA aleho zadavatelom, vrateni vSetkych
nepouZitych materialov spolotnosti IQVIA a po
splneni dalsich podmienok uvedenych v zmluve.

Za vSetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujice porusSenia
protokolu nie st podla tejto zmluvy splatné.

C. PLATOBNE NEZROVNALOSTI
Skisajaci mobZe namietat proti akymkolvek
platobnym nezrovnalostiam, kioré sa vyskytnd
v priebehu skaSania, de tridsiatich (30) dni od
prijatia poslednej platby. Zahifia to v3etky
uhradene alebo splatné fakturovatelne polozky.

D. MINIMALNY NABOROVY CIEL

Skasajuci potvrdzuje, Ze jeho minimalny
naborovy ciel su 2 subjekty aZe pracovisko
ski8ania wvyvinie maximalne Usilie na

dosiahnutie naborového ciela v primeranom
tase po zahajeni skUSania v pracovisku. Ak
pracovisko skuSania tato zasadu nedodrzi,
IQVIA mdze prehodnotit’ vhodnost pracoviska
skisania pre dalsiu G¢ast na klinickom skuasani.

E. PREDCASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty, ktoré boli zo skuZania
vyradené alebo z neho predéasne vystupili, buda
vyplatené pomernym spdsobom podla poctu
potvrdenych absolvovanych navétev.

F. FAKTURY
Spolocnost DrugDev bude poukazovat platby na
zaklade rozpoctu navstev, platobnych terminov a
platobnych podmienok uvedenych vy$sie. Platby sa
poukaZzu az po prevzati zodpovedajicich faktir
(resp. Ziadosti o Uhradu zo strany skusajuceho),,
vratane sprievodne] dokumentacie, v uréenej mene,
ako je uvedene nizSie. Faktlry bud splatné do
30 dni od prevzatia faktury spolo¢nostou DrugDev,
vratane vietkej prisludnej sprievodne;]
dokumentacie.
Faktury na vSetky dalsie platby okrem platieb
uvedenych v tejto zmluve (t. j. daldie Uhrady) sa
taktiez musia odoslat’ spolo&nosti DrugDev a musi
ich schvalit zadavatel. VSetky faktury sa musia
vystavit’ nasledujucim spdsobom:

nasledultcu fakturaénu adresu:
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IQVIA RDS Slovakia, s.r.o.
Care of: DrugDev

Vajnorska 100/B, 831 04 Bratislava, Slovak Republic

Invoices to be sent to:
DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email:

The following information should be
included on the invoice:

o Complete INVESTIGATOR name,
address and phone number

o Invoice Date

o0 Invoice Number

o Payee Name (must match Payee
indicated in CTA)

o Payment Amount

o Complete description of services
rendered

0 Study Number:

o Sponscr Name

o Invoices should be printed on
sitefinstitution letterhead

All inveice and payment related inquiries shall be
addressed dirertly to DrugDev Payments at

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

. SCREENING FAILURE

Reimbursement for screen failures will be paid as
indicated on the Screening Visit of the aitached
budget table, not to exceed one (1) screen
failure(s) paid per one (1) subject{s) randomized.

IQVIA RDS Slovakia, s.r.o.
Na adresu: DrugDev, Vajnorska 100/B,
831 04 Bratislava, Slovenska republika

Fakttry sa mait odoslat na
nasledujlicu doru€ovaciu adresu:
DrugDev Payments

IQVIA, 5th floor

210 Pentonville Rd, King Cross
London N1 9JY

Spojené krafovstvo

E-mail:

Faktara musi obsahovat' nasledujlce

nalezitosti:
o celé meno, adresa a telefénne gislo
SKUSAJUCEHO

o datum faktury

o Cislo faktary

o meno/nazov prijemcu platieb (musi
sa zhodovat' s prijemcom platieb
uvedenym v zmluve o klinickom
skigani)

suma na uhradu

Gplny opis poskytnutych sluzieb
¢islo skd3ania

nazov zadavatela

faktury maju byt vytiagene na
hlavickovom papieri pracoviska
skugania/zdravotnickeho zariadenia

0 0C Qo

V8etky otézky tykajlce sa fakiir a Ghrad sa maju
adresovat priamo platobnému oddeleniu spoloénosti
DrugDev na adresu

telefonicky na &islo

na &islo

Za akékolvek vydavky alebo naklady, ktoré
vzniknt skiSajucemu pri plneni tejto zmluvy a
ktoré nie su vyslovne schvalené na preplatenie
spolocnostou IQVIA alebo zadavatelom podla
tejto zmluvy (vratane Rozpoltu a Rozpisu
platieb), zodpoveda vyhradne zdravotnicke
zariadenie.

G. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za nedspe$né vstupné vy3etrenia sa budi
poukazovat tak ako je uvedené v skriningovej
navsteve priloZenej v rozpodtovej tabulke a
neprekroéi jedno {1) neuspesné vstupneé vy3etrenie
zaplatené za jedného randomizovaneho pacienta.
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To be eligible for reimbursement of a screening
visit, completed screening CRF pages must be
submitted to IQVIA along with any additional
information, which may be requested by IQVIA to
appropriately document the subject screening
procedures.

[. PATIENT TRAVEL COSTS
Each subject will receive a reimbursement for
travel expenses through the provision of meal
vouchers in the amount of 36 Euro per each visit.

Meal vouchers will be provided by the Sponsor
through CRO and will be handed to the subjects by
the Investigator. The Investigator will be required
to keep a completed Log showing adequate proof
of the meal vouchers/famount supplied to each
subject. Any meal vouchers which have not been
supplied to subjects in accordance with the
foregoing will be promptly returned to CRO at the
end of the Study (or earlier termination).

J. STUDY START-UP FEE

A one-time, non-refundable payment will be paid to
the Institution in the amount of 160 EUROS (€) and
a one-time, non-refundable payment will be paid to
the Investigator in the amount of 640 EURQS (€) to
cover Study start-up activities upon completion and
receipt by IQVIA of all contractual and regulatory
documentation and  receipt of invoice,

K. Patient Medication {Cholestyramine or Activated
Charcoal} costs for the purpose of the Accelerated
Elimination of Teriflunomide, will be reimbursed, where
needed, on a pass-through basis upon receipt of
supporting invoices from Institution, up to One
Hundred Euro (€100) [ to be paid per patient]. Patient
numbers and procedure date must be included on the
invoice.
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Aby vznikol narok na Uhradu za vstupn( navstevu, je
potrebné zaslat spolo¢nosti IQVIA vyplnené stranky
CRF pre vstupné wvySetrenia vdetky daldie
informécie, ktore mobze spoloCnost IQVIA
poZzadovat, aby dostatoCne zdokumentovala
vstupné vySetrenia subjektu.

. CESTOVNE NAKLADY PACIENTOV

Kazdy subjekt dostane uhradu cestovnych nakladov
vo forme stravnych poukazok v hodnote 36 eur za
kazda navstevu.

Stravné poukazky poskytne zadavate!
prostrednictvom zmluvnej vyskumnej organizacie
(CRO) a subjektom ich bude vydavat' skusajici. Od
skusajuceho sa bude poZadovat, aby viedol
evidenciu vydaja stravnych poukaZzok, v kiorej
primerane zdokumentuje pocet a hodnotu stravnych
poukdZok wvydanych kazdému subjektu. Vsetky
stravné poukazky, ktoré neboli vydane subjektom
podla tohto ¢lanku, sa na konci ski$ania (alebo pri
jeho predéasnom ukonéeni) urychlene vratia CRO

J. PLATBA NA ROZBEH SKUSANIA

Po skompletizovani vietkej zmluvnej
dokumentacie a dokumentacie pre kontrolné
urady, jej prevzati spolo¢nostou IQVIA a prevzati
faktary  spoloénostou  IQVIA  sa  uhradi
Zdravotnickemu zariadeniu jednorazova,
nerefundovatelna platba vo vyske 160 EUR (£)
a skiSajucemu jednorazova, nerefundovatelna
platba vo vySke 640 EUR (€), ktora ma pokryt
aktivity na rozbeh skusania.

K. Naklady na lieky na pacientov {Chelestyramin
alebo aktivne uhlie} na Gcéely urychleneho
odstranenia teriflunomidu  sa podla potreby
preplacaji po prijati  podpornych faktir od
zdravotnickeho zariadenia az do vysky sto eur (100
EUR) ) [plati sa za pacienta]. Na faktire musia byt
uvedené ¢&isla pacientov a datum zakroku.
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BUDGET TABLE

ROZPOCTOVA TABULKA

Double Blind Arm/Dvojito zaslepené rameno

Visit/Navsteva Institution/ Investigator/
‘ Patient |
| travel in Zdravotnicke | Skusajuci
euro/ zariadenie
| Cesfovné
néakiady Budget in Budget in
pacientov v EURO/Rozpoéet EURO/Rozpodet
. meneeur | vimene EUR v mene EUR
Visit 1/ Screening Visit/1. 380 304
navstevalvstupna navsteva 36 |
Baseline Visit 36 266.4 21312
Visit 2 / D1/2. navsteva/D1 | 36 1956 | 76.48
Visit 4 / W4/4. naviteval/T4 36 127.8 | 102.24
Visit 5 / W6/5. navsteva/T6 36 95.6 | 76.48
Visit 6 / W8/6. navSteva/T8 36 1956 | 76.48
Visit 7 / W10/7. naviteva/T10 36 95.6 | 76.48
Visit 8 / W12/8. navsteva/T12 | 36 . 180 144 —
Visit 9 / W14/9. navétevalT14 | 36 956 76.48 —
Visit 10 / W16/10. naviteva/T16 | 36 95.6 76.48
Visit 11 / W18/11. navsteva/T18 | 36 . 956 76.48
Visit 12 / W20/12. naviteva/T20 36 | 95.6 76.48
Visit 13 / W22/13. naviteva/T22 36 | 95.6 76.48 ;
Visit 14 / W24/14. naviteva/T24 136 | 174.6 - 139.68
| Visit 15 / W28/15. naviteva/T28 36 | 95.6 76.48
; Visit 16 / W32/16. naviteva/T32 36 | 95.6 76.48
| Visit 17 / W36/17. naviteva/T36 36 166.2 132.96
; Visit 18 / W40/18. naviteva/T40 36 95.6 76.48
Visit 19 / W44/19. naviteva/T44 36 | 956  76.48
| Visit 20 / W48/20. naviteva/T48 36 174.4 139.52
| Visit 21 / W52/21. naviteva/T52 LD ) | 36.8 29.44 _‘
Visit 22 / W56/22. naviteva/T56 0 36.8 | 2944 '
Visit 23 / W60/23. naviteva/T60 36 166.2 132.96 |
Visit 24 / W64/24. naviteva/T64 0 36.8 29.44
| Visit 25 / W68/20. naviteva/T68 0 | 368 | 2944 |
Visit 26 / W72/26. navsteva/T72 36 183.8 147.04
 Visit 27 / W76/27. navsteva/T76 0 36.8 29.44 _:
Visit 28 / W80/28. naviteva/T80 0 36.8 | 29.44
Visit 29 / W84/29. navsteva/T84 36 166.2 132.96
Visit 30 / W88/30. navsteva/T88 | 0 | 36.8 1 20.44
| Visit 31 / W92/31. naviteva/T92 | 0 | 36.8 29.44
Visit 32 / Wa6/Early Discontinuation/32.
navsteva/T96/navsteva pri predéasnom
| vystapeni | 36 1872 149.76
| Total Maximum Payments/Maximaina
vyska platieb celkom:
864 3710 2968
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' Additional visits/Dal'sie | Patient Institution/ Investigator/
navstevy travel in
euro/ Zdravotnicke Skusajaci
Cestovné | zariadenie
naklady
' Short pacientov | Budgetin Budget in
name/Skrateny | v mene EURO/Rozpocet | EURO/Rozpodet
_ - B | nazov eur | vmene EUR v mene EUR
Visit 25 / W108 */25. * WA108 182.6 146.08
navsteva/T108* 36 )
Follow Up / 167.6 134.08
Discontinuation/Kontrolna FD
navsteva/navsteva pri
“ukonéeni lieby 36
Unscheduled visit/ 173.4 138.72
uv
Neplanovana navsieva | 36
Telephone Visit/ 36.8 29.44
Navsteva formou ™
telefonatu |0

* Week 108 is applicable only for a subset of patients who have disability progressions
between 72-96 weeks/

*108. navsteva sa bude vzt'ahovat' len na podskupinu pacientov, u ktorych sa vyskytne
progresia postihnutia medzi 72. az 96. tyzdfiom.

Visit/Navsteva Budget for Institution (MRI
examinations) in EURO/
Rozpocet pre Zdravotnicke
zariadenie (MRI vySetrenia) v

| ) mene EUR
Visit 14 / W24/14. naviteva/T24 | 948

Visit 20 / W48/20. navsteva/T48 948

Visit 32 / W96/Early Discontinuation/32. 948

navsteva/T96/navsteva pri pred¢asnom vystapeni

Total Maximum Payments/Maximalna vyska platieb 2844

celkom:

Additional visits/Dal$ie navitevy Budget for Institution (MRI
examinations) in EURO
currency/ Rozpocet pre
Zdravotnicke zariadenie (MRI

. . vySetrenia) v mene EUR

Baseline visit for male participants/ 948

Zakladnéa navsteva pre ucastnikov muZského

| pohlavia —n
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OLE Arm/Rameno OLE

Visit/Navsteva Patient Institution/ Investigator/
Short travel in
Name/Skrateny | euro/ Zdravotnicke Skasajici
nazov Cestovné | zariadenie
naklady
pacientov | Budget in Budget in
v mene EURO/Rozpocet v | EURO/Rozpocet
| L eur mene EUR v mene EUR
Week 2 w2 36 95.6 76.48 -
‘Week 4 | W4 36 | 958 76.48
Week 6 we 36 95.6 76.48
Week 8 w8 36 95.6 76.48
Week 10 L w10 1 36 95.6 76.48
Week 12 | W12 36 166.2 132.96
Week 14 | W14 36 95.6 s 76.48 —
Week 16 W16 36 95.6 76.48
Week 18 W18 36 95.6 76.48
Week 20 W20 36 1956 | 7648
Week 22 W22 | 36 95.6 76.48
Week 24 | W24 36 145 116 i
‘Week 28 W28 36 1 95.6 | 7648 j
Week 32 W32 36 95.6 76.48 |
Week 36 W36 36 166.2 132.96 |
Week 40 | W40 36 95.6 76.48 i
Week 44 W44 36 95.6 76.48 i
Week 48 W48 36 145 116 |
Week 52 | W52 0 | 42.6 34.08 |
Week 56 W56 0 L 426 34.08 —
Week 60 | W60 36 956 76.48 |
Week 64 | W64 0 426 34.08
Week 68 | We8 0 426 | 3408 B
Week 72 | W72 36 | 170 136
Week 76 | W76 0 42.6 34.08
Week 80 | W80 0 42.6 34.08 -
Week 84 | Wa4 | 36 95.6 76.48
Week 88 | W88 0 42.6 34.08
Week 92 | Wa2 Q 426 | 34.08
Week 96 | Wo6 | 36 157.8 126.24
Week 100 W100 0 42.6 | 34.08
‘Week 104 | W104 0 1426 | 34.08
Week 108 | W108 36 146.4 117.12
Week 112 | Wi112 0 426 | 34.08
Week 116 | W116 |0 42.6 | 34.08
Week 120 W120 36 170 | 136
Week 124 | W124 0 - 426 | 34.08
Week 128 | W128 0 42.6 | 34.08
Week 132 | W132 0 42.6 (3408
Week 136 | W136 0 | 426 | 34.08
Week 140 | W140 0 42.6 | 34.08
Week 1l44/Efc1rly W144/ED 36 157.8 | 126.24
Discontinuation | o |
Total Maximum 900 3678.2 2942 .56
Payments/Maximalna
vyska platieb celkom:
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Additional visits/Dal'sie ‘ Patient Institution/ Investigator/
navstevy travel in
1 euro/ Zdravotnicke Skusajuci
Cestovné | zariadenie
naklady
Short pacientov | Budget in ' Budget in
name/Skrateny v mene EURO/Rozpocet v = EURO/Rozpocet
B | nazov eur mene EUR v mene EUR
AEP Period*/ | 9.2 7.36
Obdobie sledovania profifu | AEP
nezZiaducich udalosti |
(AEP)* o | 0 |
Baseline visit for male ‘ 162.8 | 130.24
participants/
Zakladna navsteva pre BV male
ucastnikov muzského
| pohlavia . 36
| Baseline visit for female ‘ 23.8 19.04
participants/
| Zakladna navsteva pre BV female
Ucastnicky Zenského
| pohlavia | O =
| Unscheduled visit/ 167.6 134.08
uv
. Nepléanovana navsteva |36
Week 148 Follow- 1734 138.72
up/Discontinuation/ ‘
Kontroing névsteva v 148. '
tyzdni/pri ukonceni ‘
| | W148 F/D 36 | —} |
Telephone Visit/ 426 34.08
Navsteva formou \
| telefonatu TV | 0 ‘

*AEP VISIT IS APPLICABLE ONLY FOR MALE PARTICIPANTS/* NAVSTEVA AEP SA TYKA IBA UCASTNIKOV MUZSKEHO

POHLAVIA

Visit/Navsteva

| Budaget for Institution (MRI

Short examinations) in EURO/
Name/Skrateny Rozpocet pre Zdravotnicke
nazov zariadenie (MRI vySetrenia) v
|| mene EUR
Week 24 = W2 | 948 L
Week 48 - W4 948
Week 96 W6 | 948
Week 144/Early Discontinuation W8 948 -
Total Maximum Payments/Maximalna
| viySka platieb celkom: 3792
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Additional visits/Dal'Sie navitevy

‘Baseline visit for male participants/

Zakladna névsteva pre ucastnikov muzského | 38

pohlavia

UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed in
the amount stated in the above tables [which includes
overhead] upon receipt of original supporting
invoices, and verification by DrugDev. Subject
numbers and date of visits must be included on an
original invoice.

Conditional procedures, where required by the
Protocol, will be reimbursed in the amounts below per
procedure. To be eligible for payment an original
invoice must be submitted to DrugDev along with any
additional information which may be requested by
IQVIA to appropriately document the procedure.
Subject numbers and date of procedure must be
included on an original invoice.

‘Budget for Institution (MRI examinations) in EURO
currency/ Rozpoéet pre Zdravotnicke zariadenie (MRI
vySetrenia) v mene EUR

NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budd uhradzat
vo vyske uvedene] vo vyssie uvedenych tabulkach
[vratane prevadzkovych nakladov], po prijati
origindlnych  podpornych  faktdr a  overent
spolo¢nostou DrugDev. Na originalngj faktare
musia byt uvedené d&isla subjekiov ski3ania a
datumy navsiev.

Postupy vykonavané podla potreby, ak sa
vyZzaduji podla protokolu, sa budd uhradzat v
sumach na jeden postup uvedenych nizSie. Aby
vznikol narok na Uhradu, je potrebné zaslat
spolo¢nosti DrugDev original faktiry a vietky daldie
informacie, ktoré méze spoloénost 1QVIA pozadovat,
aby dostatoéne zdokumentovala prisfusny postup. Na
originali faktiry musia byt uvedené &isla subjekiov a
datum postupu.

| Conditional Costs/Naklady na postupy Institution/ Investigator/
vykonavané podl'a potreby
Zdravotnicke Skasajuci
zariadenie

Rozpoéet v mene | Rozpodet v mene
= | EUR | EUR
Optional pharmacogenetics consent; DNA 0 4.4
consent/
Volitefny sthlas s farmakogenetickym vyskumom;
suhlas s analyzou DNA = .
| Full physical examination: A comprehensive | 0 23.2

history; A comprehensive physical examination;
one set of vital signs; weight - for 8V ¢ OLE pericd
and unscheduled visit/

Kompletna lekarska prehliadka: Kompletna osobna
anamnéza; kompletna lekarska prehliadka; jeden
stibor merani Zivotnych funkcii; telesna hmotnost' —
pre zékladnu névstevu odslepeného predfZeného
obdobia (OLE) sktiSania a neplanovanu navstevu

Budget in EURO/

Budget in EURO/
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Blood draw, phlebotomy, routine venipuncture for | 0
collection of specimen(s), simple for central
laboratory and local laboratory (serum pregnancy if
applicable; tuberculosis test; ferritin and transferrin
saturation; HIV, HBV and HCV testing; Evobrutinib
concentration; Biochemistry; Hematology;
Supplemental LFT; Hepatic Panel; Immunoglobulin
levels; Novel liver function protein/genomic
biomarkes);, PD substudy samples if applicable :
Includes preparation of specimen; Blood Sampling
| - for unscheduled safcly samales al discretion of
‘ the Investinator/

Odber krvi, flebotémia, rutinng venepunkcia na
odber vzoriek, jednoducha pre centrdine
laboratérium a lokaine laboratérium (tehotensky
test zo séra v relevantnych pripadoch; test na
tuberkuldézu; feritin a saturdcia transferinu;
vySetrenie na HIV, HBV a HCV: koncentracia
evobrutinibu; klinické biochémia; hematologia;
dopinkové vysSetrenie funkcii peéene; hepatainy
profil;,  hladina  imunoglobulinov;,  vySetrenie
proteinovych/gendmovych  markerov  funkcif

refevantnych pripadoch vzorky pre
farmakodynamicku éast sktdania: zahfria pripravu
vzorky; odber krvi — pre neplanované
bezpednostné vzorky podfa uvazenia sktusaltceho

pecene pomocou novych testovacich metdd); v
i

Lab handling and/or shipping of specimen(s)to | 0
central laboratory and local laboratory, simple - cr
unscheduled salely samiples ot discretion of the |
fnvestigater/

Laboratdrne spracovanie a preprava vzoriek do
centralneho laboratéria a lokéaineho laboratoria,
jednoduché — pre neplanované bezpecnostné
| vzorky podfa uvazenia skusajuceho

' Serum pregnancy, gonadotropin chorionic (hCG) 32
- (BetahCG); quantitative (local lab) - applicable for
| WOCBP/

Tehotensky test zo séra, choriovy gonadotropin
| (hCG) (beta hCG), kvantitativny test (lokélne
. laboratorium) aplikovatelné pre WOCBP

Urine pregnancy, gonadotropin chorionic (hCG) 20
(BetahCG); qualitative (local lab) - applicable for
WOCBP/

Tehotensky test z mocu, [fudsky choriovy
gonadotropin (RCG) (BetahCG); kvalitativny
(miestne laboratérium) — vztahuje sa na Zeny,
ktoré mdézZu otehotniet’ S
Tuberculosis test, cell mediated immunity 41
measurement of gamma interferon antigen

response (e.g. QFTB: QuantiFeron-TB Gold test)

(local lab)/

Tuberkulinovy test, meranie bunkami
sprostredkovane] imunitne] odpovede na antigén |
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" uvolfiovanim interferénu gama ({napr. QFTB:

QuantiFeron-TB Gold test] (miestne faboratorium)

| Tuberculosis test, cell mediated immunity antigen

response measurement; enumeration of gamma
interferan-producing T-cells in cell suspension (T-
SPOT )local lab)/

Tuberkulinovy fest, meranie bunkami
sprostredkovanej imunitnej odpovede na antigén;
vypocel T lymfocytov produkujicich interferdn
gama v bunkovej suspenzii (T-SPQT) (miestne
laboratérium)

35 0

Hepatic Panel: Ferritin {local lab)/

Hepatalny profil: Feritin (miestne laboratorium)
Hepatic Panel: Transferrin (local lab)/

Hepatalny profil: Transferin {miesine
laboratorium)

39 0

“Viral Serology: Hepatitis B, HBSAG, Hepatitis

C,HCV, Human immunodeficiency virus, HIV
(local lab)y/

Virusova sérologia: Hepatitida B, HBSAG,
hepatitida C, HCV, virus [fudskej imunitnef
nedostatoénosti HIV [miestne laboratérium)

53 G

Infectious agent genotype analysis by nucleic acid
(DNA or RNA); Hepatitis B virus (local lab)/

Analyza genotypu infekénych agens podia
nukleovej kyseliny (DNA alebo RNA), virus

| hepatitidy B (miestne laboratérium)

Infectious agent detection by nucleic acid (DNA or
RNAY); hepatitis B virus, quantification {local tab)/

Detekcia infekénych agens podfa nukleovej
kyseliny (DNA alebo RNA); virus hepatitidy B,
kvantifikacia (miestne laboratérium)

190 0

70 0

Hepatitis B core antibody (HBcAb); total {local
lab)/

Protilatky proti jadrovému  antigénu  virusu
hepatitidy B  (HBcAb); celkovée (miestne

laboratorium)

Hepatitis B surface antibody (HBsADb) (local lab)/

Protilatky proti povrchovému antigénu virusu
hepatitidy B {HBsAb] (miestne laboratérium)

| 29 0

36 0

Magnetic resonance imaging, brain including brain
stem {MRI}; with contrast material(s} (eg, proton}:
For Interpretation and Report use code R0552./

Magneticka rezonancia mozgu vrétane
mozgového kmena (MR), s konirastom (napr.
proténovd): na interpretaciu a spravu pouZite kod
RO552.

789 o

Interpretation and Report; Magnetic resonance
imaging, brain including brain stem (MRI); with
contrast material(s) (eg, proton)/
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Interpretacia a sprava, magnelicka rezonancia
mozgu vratane mozgového kmerta (MR), s
kontrastom (napr. proténova)

Magnetic resonance imaging, brain including brain 715 0
stem (MRI); without contrast material (eg, proton) -
healthy volunteer dummy run/

Copies of Diagnostic Films, Complex - Per Copy - | 35 0
for sharing MRI scans with central reviewer - for
discontinuation visit/

Hematology: includes measurement  of 15 0
erythrocytes (red blood cells or RBC), leukocytes
{white blood cells or WBC), hemoglobin,
hematocrit (volume of packed red blood cells or
VPRC), platelet or thrombocyte count, and indices
{mean corpuscular hemoglobin or MCH, mean
corpuscutar hemoglobin concentration or MCHC,
mean corpuscular volume or MCV, and red cell
distribution width or RDW). Includes automated
differential of the white blood cells: neutrophils or
granulocytes, lymphocytes, monocytes,
eosinophils, and basophils. (local lab)/

Hematologia: Zahitia meranie poctu erytrocytov
(Cervenych krvinieck alebo RBC), leukocytov
 (bielych krviniek alebo WBC), hemoglobinu,
" hematokritu (celkovy objem &ervenych krviniek
| alebo VPRC), poctu krvnych doéticiek alebo
trombocytov a indexy (stredny obsah hemoglobinu
v erytrocytoch alebo MCH, stredn koncentraciu
‘ hemoglobinu v erytrocyte alebo MCHC, stredny
objem erytrocytov alebo MCV a distribuéng Sirku
ervtrocytov alebo RDW). Zahfria automatizovany
diferencialny pocet bielych krviniek: neutrofily
alebo granulocyty, lymfocyty, monocyty, eozinofily
| a bazofily. (miestne laboratérium)

Hematology: Blood count; reticulocyte count, 14 0
manual (local lab)/

Hematoldgia: Krvny obraz; pocet refikulocytov,
_manuélny (miestne laboratorium)

Coagulation: Thromboplastin time, partial (PTT) 20 0
(aPTT); plasma or whole blood, serum (local lab)/

Koagulacia: Tromboplastinovy ¢as, parcialny
(PTT) (aPTT); plazma alebo cela krv, sérum
{miestne laboratorium) ‘
Coagulation: International Normalized Ratio (INR) | 76 0
{local lab)/

Koagulacia: Medzinarodny normalizovany pomer
(INR) (miestne laboratorium)

Biochemistry panel: includes Albumin; Bilirubin, | 37 0

total; Calcium; Carbon Dioxide (bicarbonate);

Chloride; Glucose; Phosphatase, alkaline; |
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Potassium; Protein, total; Sodium; Transferase, |

alanine amince (ALT) (SGPT); Transferase,
aspartate amino (AST) (SGOT); (local lab)/

Biochemicky profil: Zahffia albumin; celkovy
bilirubin; vapnik; oxid uhlicity (bikarbonat); chioridy;
glukdzu, alkalickti fosfatazu, draslik; celkove
bielkoviny; sodik; alaninaminolransferazu (ALT)
(SGPT, sérovi glutamal-pyruvat transaminazu);
aspartataminotransferazu (AST) (SGOT, sérovu
glutamat-oxalacetat  transaminazu);,  (miestne
faboratérium)

| (miestne laboratorium)
| Biochemistry: Magnesium (Mg} (local lab)/

Biochemistry; Estimated Glomerular Filtration
Rate: eGFR: creatinine analysis plus calculation
{local lab)/

Biochémia: Odhadovana rychiost glomerularnef
filtracie: eGFR: Analyza kreatininu s vypoctom

(miestne laboratérium)

14 |0

Biochemitry: Lactate dehydrogenase (LD) (LDH)
(local lab)/

Biochémia: Laktatdehydrogenaza (LD) (LDH)

15 0

Biochémia: Horcik (Mag) {miestne laboratérium)

13 0

Biochemistry: Phosphorus inorganic {phosphate)
(PO4); blood, serum (local lab)/

Biochemia: Anorganicky fosfor (fosforeénan)
(PO4); krv, sérum (miestne laboratérium)

Biochemistry: Glutamyl transferase, gamma
(GGT) (GGTP) (local laby

Biochémia:  Gamaglutamyfiransferaza  (GGT)
(GGTP, gamaglutamyliranspeptidaza) (miestne
faboratorium) '

Biochemistry: Amylase (local lab)/

. Biochémia: Amylaza (miestne laboratoriurm)

11 0

[ 14 e

Biochemistry: Lipase (local lab)/

| Biochémia: Lipaza (miestne faboratorium)

Hepatic Panel: Fluorescent noninfectious agent
antibody;anti-smooth muscle antibody (SMA) or
anti-mitochondrial antibody; each antibody (e.g.
anti-neutrophil cytoplasmic antibedies (ANCA))
{local lab)/

Hepatainy profil: Fluorescenéné znaené protilatky
proti neinfekénym agens; protilatky proti hladkému
svalstvu (SMA) alebo  protilatky  proti
mitochondriam; kaZdy druh protifatok (napr.
cytoplazmaltické  protilatky proti  neutrofilom
(ANCA)) (miestne laboratorium)

Hepatic Panel: Microsomal antibodies {eg, thyroid
or liver-kidney); each antibody (e.q.

30 o

a1 o

23 0
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antimicrosomal, anti-liver-kidney microsomal

(LKM)) (local lab)y/

|
Hepatalny profil: Mikrozomaine protildtky (napr.
tyroidné alebo pederiovooblickové), kazZdy druh
protilatok (napr. antimikrozomaine, mikrozomaine

| peceriovooblickové (LKM)) (miestne laboratérium)

| Hepatic Panel; Antinuclear antibodies {ANA) (local
laby

Hepatalny profil: Antinukledrne protilatky (ANA)
{miestne laboratérium)

Hepatic Panel: Hepatitis A antibody (HAADb) (anti-
HAVY}, IgM antibody (local lab)/

Hepatéliny profil: Protitatky proti virusu hepatitidy A
(HAAb) (anti-HAV); protilatky IgM (miestne
laboratérium)

Hepatic Panel: anti-HEV (local lab)/

Hepatainy profil: Protilatky proti virusu hepatitidy
| E (anti-HEV) (miestne laboratérium)

Hepatic Panel: Antibody; Epstein-Barr (EB) virus,
viral capsid (VCA) (local lab)/

Hepatalny profil: Protilatky; virus Epsteina-Barrovej
(EBV), virusovy kapsid (VCA) (miestne
laboratdrium)

Hepatic Panel: Clotting; factor |, fibrinogen (local
lab)/

Hepatainy profil: Koagulacia; faktor |, fibrinogén
| (miestne laboratorium)

Hepatic Panel: Sedimentation rate, erythrocyte
(ESR) (SED); non-automated (local lab)/

Hepatalny  profil:  Rychlost  sedimentacie
erytrocytov (ESR)} (SED); neautomatizovane
_meranie (miestne laboratorium)

Hepatic Panel: C-reactive protein; high sensitivity
(hsCRP) (local lab)/

Hepatainy profil: C-reaktivny protein; vysokocitlivy
 (hsCRP) (miestne faboratérium)

Hepatic Panel: Antibody; Epstein-Barr (EB) virus,
nuclear antigen (EBNA) (local lab)/

| Hepatalny profil: Protilatky; virus Epsteina-Barrovej |
(EBV), jadrovy antigén (EBNA) (miesine |
laboratérium)

Hepatic Panel: EBV PCR (local lab)/

Hepatalny profil: Vysetrenie DNA virusu EBV
pomocou polymerazovej retazovej reakcie (PCR)
(miestne laboratérium)

Hepatic Panel: Antibody; cytomegalovirus, 1gG
(CMV) (local lab)/

36 0
34 0
32 0
| 44 0
25 0
13 0
25 - 0
48 0
53 o
40 o | 0
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Hepatalny profil: Protilatky; cytomegalovirus
(CMV), IgG (miestne laboratorium)

Hepatic Panel: Antibody; cytomegalovirus, IgM
{CMV} {local lab)/

Hepatalny profil: Protilatky; cytomegalovirus
| {CMV), IgM {miestne laboratérium)

43

Hepatic Panel: Infectious agent detection by
nucleic acid {DNA or RNA); cytomegalovirus
{CMV), quantification {local lab)/

Hepatéiny profil: Detekcia infekénych agens podfa
nukleovej  kyseliny (DNA  alebo  RNA);
cytomegalovirus (CMV), kvantifikdcia (miestne
laboratorium)

68

Hepatic Panel: Antibody; Epstein-Barr virus (EB)
(EBV) (local lab)/

Hepatalny profil: Protilatky; virus Epsteina-Barrovejf
| (EBV) (miestne laboratérium)
Gonadotropin; follicle stimulating hormone (FSH)
(local lab) - as needed if not a WOCBP for
confirmation of post-menopausal status/
Gonadotropin; folikulostimulacny hormon (FSH)
{miestne laboratérium) podfa potreby na
potvrdenie postmenopauzaineho stavu u Zien,
ktoré nemdZu otehotniet’

| 34

|43

| Estradiol, oestradiol (Es-1) (Es-2) (E2); blood,
serum {local lab) - as needed if not a WOCBP for
confirmation of post-mencpausal status/

Estradiol (Es1) (Es2) (E2); krv, sérum (miestne
faboratorium) — podfa potreby na potvrdenie
postmenopauzaineho stavu u Zien, kitoré nemdéiu
ofehotniet

44

Urine collection for local {urinalysis and urine
pregnancy if applicable) and central laboratory
{microscopis exam if applicable) } - for OGLE BV,
unscheduled visit and microscopic exam iF
needed/

Odber moéu pre miestne laboratérium (podfa
potreby analyza modu a tehotensky test z moéu) a
pre centrdline laboratérium (v pripade potreby
mikroskopické vySetrenie) — pre zakladnu navstevu
odslepeného  predifeného  obdobia (OLE),
neplanovani navstevu a v pripade potreby na
mikroskopicke vy Selrenie

1.6

Lab handling and/or shipping of urine specimen(s)
to central laboratory and local laboratory, simple -
for inicroscopis exam If naaded/

Spracovanie laboratornych vzoriek modu alebo
preprava vzoriek mocu do centralneho laboratoria,
a lokalneho laboratoria, jednoduché — v pripade
potreby ha mikroskopické vysetrenie

Single 12-lead ECG: |Includes tracing,
interpretation and report - for ressat evaluation at
discrefion of the investizator/
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interpretaciu a spravu — na opakované hodnotenie

12-zvodové EKG, jeden zaznam: Zahfria zdznam,
podia uvédZenia skusajuceho

Health resource utilization - 7o CLE 3V/ 0 ' 3

VyuZivanie zdrojov zdravotnej starostlivosti — pre
zékladnt navstevu odslepeného predizeného

obdobia {OLE) — .
Columbia Suicide Severity Rating Scale, 0 6.4
physician administered - i Ol BY/ ‘

Kolumbijska stupnica zavaznosti suicidality ,
vykonava lekar — pre zékladnu navstevu OLE

Extended Disability Status Scale (EDSS); rater- 0 19.4
administered - for OLE BY/

Kurizkeho roz8irena skala postihnutia (EDSS);
vykondava hodnotitel — pre zakladnu navétevu
OLE

Timed 25 Foot (T25-FW) 5-10 minutes to |0 24
administer by trained professional - ior OLE BV/ | \

Cas namerany pri chédzi na 25 stdp (priblizne 7,5
metra) (T25-FW), prebieha 5 aZz 10 mintt, ‘

vykonava vyskoleny kvalifikovany pracovnik — pre |
zakladnu navstevu OLE

Nine Hole Peg Test (-HPT); 5-10 minutes to 0 ‘ 54
administer, interviewer-administered - for CLE 3/

Test vkiadania kolickov jednou rukou do podstavca
s 9 ofvormi a ich vyberania (9-HPT), prebieha 5 az
10 mindt, vykonava osoba, ktora vedie rozhovor —
pre zakladnd navstevu OLE

Symbol Digit Modalities Test (SDMT); 5 minutes 0 1.8
to administer, self-administered - for OLI; 3v/

Test nahradzania Cisel geometrickymi obrazcami
podfa zadaného kfu¢a (SDMT), prebieha 5 minut,
vykonava sa samostatne — pre zakladnu navstevu
OLE

Urinalysis, by dip stick or tablet reagent for bilirubin, | 0 2.2
glucose, hemoglobin, ketones, leukocytes, nitrite,
pH, protein, specific gravity, urobilinogen, any
number of these constituents; automated - 7or OL=
23%/4

Analyza mocu pomocou indikatorového papierika
alebo tabletovej reagencie — bilirubin, glukoza,
hemoglobin, ketdny, leukocyty, dusitany, pH,
proteiny, hustota, urobilinogén, fubovolny pocet
lychfo parametrov; automatizovana, — pre
zakladnu navstevu OLE

" Adverse events - i OLE BY/ 0 10

Neziaduce udalosti — pre zakladni névstevu OLE | |

Concomitant medications and procedures - ior 0 | 2.8

OLE BV |
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| Subezne podavané lieky a postupy — pre
| zékladnd névstevu OLE e — _
| Physician, Simple - Per Visit - for OLE 8Y/ 0 81

Lekar, zakladny popfatok — na jednu navstevu —
.pre zakladnu navstevu OLE
‘ Study Coordinator, Simple - Per Visit - for OLE 0 60
Y/

Koordinator sktiSania, zakladny poplatok — na
| jednu navstevu — pre zakladmi navétevu OLE | |
Patient Travel - Per Visit - for OLE BV/ | O 36

Cestovné naklady pacienta — na jednu navstevu —
| pre zakladnti navstevu OLE

IP handling destruction fee/ 34 T27.2
Poplatok za odovzdanie skusaného lieku na

likvidaciu - | -
Chart Review per patient, per chart; simple/ 0 7.8

Kontrola zdravotného zaznamu na jedného
pacienta a jeden zaznam, Zakladna |
Pharmacy, Simple (AEP)- Per Preparation,; 0 2.8
dispense drug/

Lekaren, zakladny poplatok (AEP) — na pripravu a
vydanie lieku

NO OTHER ADDITIONAL FUNDING REQUESTS ZIADNE DALSIE PQZIADA\{KY NA
WILL BE CONSIDERED FINANCOVANIE NEBUDU BRANE DO UVAHY
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ATTACHMENT B
PROCESSING OF PERSONAL DATA OF PERSONNEL OF
INSTITUTION BY SPONSOR AS PART OF
CLINICAL TRIAL AGREEMENT

As part of the clinical trial, Merck Healthcare KGaA,
located at Frankfurter StraRe 250, 64293 Darmstadt
("Sponsor”} is processing certain personal data of the
personnel of the Institution. This document is
providing information to personnel about the
processing of personal data as required by law.

A. CATEGORIES OF DATA COLLECTED AND
PURPOSES OF PROCESSING'

Prior to and during the course of the clinical study,
Sponsor will collect personal data of Institution
personnel. This personal data includes names,
contact information and may include, work experience
and professional  qualifications,  publications,
resumes, educational background and information
related to financial disclosures or other potential
conflict of interest, and payments made under the
agreement with Institution. Sponsor will process such
personal for the following purposes:

{i) the conduct of clinical
statistical analysis;

(i) verification by  governmental or
regulatory agencies, the Sponsor, IQVIA, and their
agents and affiliates;

trials and/or

(iii) compliance with legal and regulatory
requirements;
(iv) publication on www.clinicaltrials.gov,

other public websites and public portals for clinical
documents of EMA and other relevant agencies that
inform about clinical trials and participating
investigators and corresponding study results
{provided the individual gave consent),

{(v) storage in databases to facilitate the
selection of investigators for future clinical trials or
other business;

{vi) sharing of Study reports and other Study
documents with third parties for research purposes in
accordance with responsible data sharing and
transparency obligations; and

(vii)

anti-corruption compliance.

PRriLOHA B
SPRACOVAVANIE OSOBNYCH UDAJOV PERSONALU
ZDRAVOTNICKEHO ZARIADENIA ZADAVATELOM V RAMCI
ZMLUVY O KLINICKOM SKUSANI

V ramci tohto klinického skusania spolog¢nost Merck
Healthcare KGaA, so sidlom na adrese Frankfurter
Strale 250, 64293 Darmstadt, Nemecko (dalej
,Zadavatel") spracovava uréité osobné (daje
personalu zdravotnickeho zariadenia. V tomto
dokumente sU uvedeneé informacie pre personal o
spracovavan/ osobnych U(dajov, ako to pozaduju
pravne predpisy.

A. KATEGORIE ZBIERANYCH UDAJOV A UCEL
SPRACOVAVANIA'

Pred zatiatkom skuSania aj potas neho bude
zadavatel zbierat osobné (daje personaiu
zdravotnickeho zariadenia. Medzi tieto osobné Udaje
patria mena a kontaktné informacie a moézu medzi ne
patrit pracovné sklsenosti, odborna kvalifikacia,
publikécie, Zivotopisy, Udaje o vzdelani a informacie o
finanénych priznaniach alebo inom moznom konflikte
zaujmov a o platbach poukazovanych podfa tejto
zmluvy so zdravotnickym zariadenim. Zadavate!

bude spracovavat takéto osobné Udaje na
nasledujice ucely:
(i) vykonavanie  klinickych  skufani alebo

Statisticka analyza,

(ii) preverovanie §tatnymi alebo kontrolnymi
uradmi, zadavatelom, spolo¢nostou IQVIA a ich
zastupcami a dcérskymi spoloCnostami,

(iii) dodrziavanie  pravnych  predpisov  a
poZiadaviek kontroinych Uradov,

(iv) zverejnenie na webovej stranke
www.clinicaltrials.gov, dal$ich verejnych webovych
strankach a verejnych portaloch uréenych pre klinické
dokumenty Eurdpskej liekovej agentury a daldich
prislusnych Uradov, ktoré informuji o klinickych
skuganiach, zUCasthujucich sa skusajucich a
zodpovedajucich vysledkoch skusania (za
predpokladu, Ze dana osoba dala svoj stihlas),

(v) uloZenie v databazach na ufah&enie vyberu
skl3ajucich do daldich klinickych sktsani alebo na
int obchodnu &innost' v budlcnosti,

(vi) odovzdavanie sprav zo skusania a dalsich
dokumentov skuSania tretim stranam na vyskumné
uéely v sulade s povinnostami tykajucimi sa
zodpovedneho odovzdavania udajov a
transparentnosti,

{vii) dodrZiavanie  protikorupénych  pravnych
predpisov.

' Legal basis for processing personal data is Art. 6 (1) b) General Data Protection Regulation with the exceptien of (iv) where Art. 6 (1) a)
provides the legal basis and (v), (vi) and (vii) where Art. 6 {1) f) provides the legal basis./" Pravnym zakladom na spracovavanie osobnych
udajov je &l 6 (1) b) VSeobecného nariadenia o echrane osobnych tdajov s vynimkau bodu (iv), kde pravny zaklad poskytuje &l. 6 (1) a), a

bodov (v}, (vi) a (vii), kde pravny zaklad poskytuje &l. 6 (1) f).

MS200527_0082__Slovakia_CTA Trip_02Aug19 I1QVIA
RZA31943 SVK_en_MerckAlliance_Global

PI: Frantisek Jurcaga, MD, MPH

CONFIDENTIAL

Page 47 of 51

MS200527_0082_Slovakia_CTA Trip 02Aug19 1QVIA
RZA31943_SVK_en_MerckAlliance_Global

Pl: MUDr. Frantisek Juréaga, MPH

DOVERNE

Strana 47 z 51



B. DATA SHARING

Sponsor may share personal data (i) with its service
providers that process personal data on its behalf and
according to its instructions, {ii) with collaboration

partners, and (iii) with affiliated companies of the.

Sponsor's group including collaboration partners and
affiliates established in countries outside of the EU
{“Third Countries”) subject to an adequate protection,
especially by the use of Standard Contractual
Clauses.

In addition, personal data may further be transferred
to authorities in Third Countries, for example the U.S,
Food and Drug Administration Authority.

C. RIGHTS OF PERSONNEL

Sponsor will respond to all legitimate requests for
information about personal data stored and, where
applicable, to all requests to correct, update, or delete
personal data.

Personnel can also contact Sponsor to object to
processing for purposes of Section A (v} and (vi).

In any of these cases or to request a copy of the
Standard Contractual Clauses (if applicable),
Personnel can contact Sponsor's data protection
officer at ~r at the address
specified above.
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B. ODOVZDAVANIE UDAJOV

Zadavatel moze odovzdavat oscbné Udaje (i)
poskytovatelom sluzZieb, kiori spracovavaju osobne
Udaje v jeho mene a podfa jeho pokynov, (i)
spolupracujucim  partnerom a (i) dceérskym
spolo¢nostiam  skupiny spoloénosti  zadavatela,
vratane spolupracujlicich partnerov a dqérskych
spoloénosti so sidlom v krajinach mimo EU (dalej
Jretie krajiny*}, pod podmienkou primeranej ochrany,
naima pouZitia Standardnych zmluvnych dolozZiek.

Okrem toho sa osobné Udaje mbézu odovzdavat
gradem v tretich krajinach, napriklad Uradu pre
potraviny a lieky Spojenych Statov americkych.

C. PRAVA PERSONALU

Zadavatel cdpovie na vietky opravnene Ziadosti o
informacie o uchovavanych osobnych (dajoch a v
relevantnych pripadoch na vietky Ziadosti o opravu,
aktualizaciu alebo odstranenie osobnych udajov.

Personal sa tiez méZe obratit na zadavatela a
namietat’ proti spracovavaniu oscbnych udajov
na ucely uvedené v bodoch (v) a (vi) ¢asti A.

Personal sa v kazdom z tychto pripadov, alebo ak
bude chciet poziadal o kopiu 3Standardnych
zmluvnych doloZiek (v relevantnych pripadoch), méze
obratit na zodnrvednit nenbu zadavatela na e-
mailove] adrese alebo na
adrese uvedenej vyssie.
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ATTACHMENT C
CONSENT TO PUBLICATION OF PERSONAL DATA ON CLINICAL

PRILOHAC
SUHLAS S0 ZVEREJNENIM OSOBNYCH UDAJOV V REGISTROCH

TRIAL REGISTERS

(title, name, contact details and information
regarding my professional qualifications) on
www.clinicaltrials.gov, other public websites
and public portals for clinical documents of
EMA and other relevant agencies that inform

about clinical trials and participating
investigators, study personnel and
corresponding study results by Merck

Healthcare KGaA for the clinical trial “4 Phase
IIT, Multicenter, Randomized, Parallel Group,
Double Blind, Double Dummy, Active
Controlled Study of Evobrutinib Compared with
Teriflunomide, in Parficipants with Relapsing
Multiple Sclerosis to Evaluate Efficacy and
Safety”

| am entitled to withdraw this consent at any time
with future effect.

place, date:

Signature:

I consent to the publication Emy personal data

KLINICKYCH SKUSANI

Suhlasim, aby spolofnost’ Merck Healthcare
KGaA pre Klinické skasanie Multicentrické,
randomizované, dvojito zaslepené, dvojito
maskované skdasanie III. fizy v subeinych
skupindch s ucdinnou kontrolnou lieChou na
vwhodnotenie  ucinnosti a  bezpelnosti
evobrutinibu v porovnani s fteriflunomidom u
ucastnikov s relapsujiicou sklerézou multiplex |
zverejnila moje osobné idaje (funkciu, meno a
priezvisko, kontaktné tudaje a informicie
tykajice sa mojej odbornej kvalifikicie) na
webovej strainke  www.clinicaltrials.gov,
d’alSich verejnych webovych strinkach a
verejnych portiloch urcéenych pre Kklinické
dokumenty Eurdpskej liekovej agentiry a
d’alSich prisluSnych dradov, ktoré informuji o
klinickych skaSaniach, zihdastitujicich sa
skusajacich, personaile skiiSania a
zodpovedajticich vysledkoch skiasania.

Tento sthlas mézem s budicim uginkom
kedykolvek odvolat.

Miesto, datum

Podpis:
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ATTACHMENT D
EQUIPMENT

All materials and equipments provided
(“Equipments”) by the Sponsor or
IQVIA/vendors contracted by the Sponsor
shall remain the sole property of the
Sponsor/ IQVIAlvendor, as the case may
be.

Therefore, it is hereby agreed that such
Equipments shalk:

a) be subject to removal at any time upon
the Sponsor's or, IQVIA’'s demand provided
that such removal does not prevent the Site
from conducting the Study and carrying
out their obligations under this Agreement;
b) be used only for the purposes of the
Study;

c} be used in accordance with any manuals
or instructions while in possession of the
Site;

d) shall remain in the same condition,
ordinary wear and tear excepted. As long
as the Equipments are in the possession of
the Site, it is liable for maintenance or any
risk of loss in connection with the
Equipments during the conduct of the
Study;

e) be clearly identified as the sole property
of the Sponsor/iQVIA/vendor, as applicable,
by clearly stating “BELONGS TO “Name of
legal owner” in order to notify any third
parties, including creditors, that the legal
owner retains title thereto; and

f) upon completion or termination of the
Study, IQVIA or Sponsor, fogether with Site
assistance, shall arrange the return of all
equipment provided for the Study within one
(1) month of request to return, or if
requested by the Sponsor or IQVIA in
writing, arrange for the disposal of the
Equipments as soon as reasonably
practicable.

MS200527_0082__Slovakia_CTA Trip_02Aug19 I1QVIA
RZA31943_SVK_en_MerckAlliance_Global

Pl: Frantisek Jurcaga, MD, MPH

CONFIDENTIAL

Page 50 of 51

PRILOHA D
VYBAVENIE

Vsetky materiadly a vietko vybavenie
{dalej ,vybavenie®) poskytnuté
zadavateiom, spoloCnostou IQVIA alebo
zmiuvnymi dodavatelmi zadavatefa
zostavaju vyhradnym viastnictvom
zadavatela, spolocnosti IQVIA alebo
zmiuvného dodavatefa podfa toho, o ktory
pripad pdjde.

Preto sa tymto povaZuje za dohodnute, Ze
takéto vybavenie:

a)} sa na poziadanie zadavatela alebo
spolo¢nosti IQVIA mbZe z pracoviska
skiiSania kedykolvek vyzdvihnut za
predpokladu, Ze takéto vyzdvihnutie
nebude pracovisku skisania brantt vo
vykonavani skusania a plneni jeho
povinnosti podfa tejto zmiuvy,

b} sa bude pouzivat len na Gdely
skdsSania,

c¢) pokial bude v drzbe pracoviska
skt$ania, bude sa pouzivat v stilade so
vSetkymi priruCkami a navodmi na
pouZitie,

d) zostane v nezmenenom stave s
vynimkou bezného opotrebovania. Pokial
bude vybavenie v drzbe pracoviska
skiSania, pracovisko skii$ania zodpoveda
za jeho Gdrzbu a znasa vietky rizika
straty suvisiace s vybavenim v priebehu
vykonavania skdsania,

e) bude zretefne oznacené ako vyhradné
viastnictvo zadavatela, spoloénosti IQVIA
alebo zmluvného dodavatela podfa toho,
o ktory pripad péjde, pricom takéto
oznadcenie bude zretelne uvadzat, Ze ide
o ,MAJETOK + nazov pravoplatného
viastnika“, aby boli vSetky tretie osoby
vratane veritefov informované, Ze
viastnicky narok na toto vybavenie
zostava u pravoplatného viastnika,

f) po dokonéeni alebo zastaveni skiSania
zariadi spolo¢nost’ IQVIA alebo zadavatel
v stéinnosti s pracoviskom skusania
vratenie vietkého vybavenia
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poskytnutého pre skiSanie do 1 (jedného)
mestaca od Ziadosti o jeho vratenie alebo,
ak o to zadavatel alebo spoloZnost’ IQVIA
pisomne poziada, zariadi likvidaciu
vybavenia v najskorSom realizovatefnom
termine.
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