CLINICAL TRIAL AGREEMENT

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

Fakultna nemocnica Trnava, having a place of
business at: A. Zarnoval1, 917 75 Trnava, Slovak
Republic, Represented by: JUDr. Vladislav Srojta
Organisation Identification No.: 00610381, Tax
Identification No.: 2021191084, Deed of aquisition of
MoH SR No. 1970/1991-A/IV-1 from 14.06.1991 as
amended (the “Institution”),

and

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

and
Georgi Krastev MD, PhD. date of birth:
res’

¢ —

{ "~ (the “Investigator”),

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

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skusani (dalej ,zmluva”)
uzatvaraju:

Fakultna nemocnica Trnava, so sidlom na adrese
A. Zarnova 11, 917 75 Trnava, Slovenska republika,
zastUpena: JUDr. Vladislav Srojta, Identifikacné &islo
organizacie: 00610381, Danové identifikatné Cislo:
2021191084, Zriadovacia listina MZ SR Cislo
1970/1991-A/IV-1  zo dna 14.6.1991, v zneni
neskorSich  rozhodnuti  (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 sudu
Bratislava I., oddiel: Sro, vl.¢: 69023/B

a
MUDr. Georgi Krastev, PhD, datum narodenia:
adresa bydliska: )
(dalej ,skusajuci”),

kazdy z nich dalej ako ,zmluvna strana” a spolo¢ne
ako ,zmluvné strany”.

ZLO;OQ:S- MS200527_0082 Gislo protokolu: | MS200527_0082
Multicentricke,
‘A Phase |l Multicenter randomizgvanézl dvojitg
Randomized P:':\rallel Group, za§lvepgne, dvf)"to me'lskgvgne
Double Blind, Double Dummy, skuSanie |, fazy v subeznych
... | Active Controlled Study of | Nazov b 5~ Henney
Protocol Title: - ' . kontrolnou lieCbou na
Evobrutinib  Compared  with | protokolu: uhodrolenis  O8mes &
Teriflunomide, in Participants b)e/zz el eyelp e @
with Relapsing Multiple Sclerosis orc?vnani & Tarfumermidan B
to Evaluate Efficacy and Safety” pe p o,
UCastnikov s  relapsujucou
skler6zou multiplex
. Datum ;
Protocol Date: | 13 February 2020 orotokolu: 13. februara 2020
Sponsor: Merck Healthcare KGaA Zadavatel Merck Healthcare KGaA
Country where
glct)iclisucting Slovak Republic El:zjélr;?“\;edema Slovenska republika
Study
Investigator: Georgi Krastev MD, PhD Skusajuci: MUDr. Georgi Krastev, PhD
Sub-Inv Miroslav Mako MD MUDr. Miroslav Mako
Study Team Sub-Inv Al-Sabti Bassam | Personal MUDr. Al-Sabti Bassam
y Matheel Dhayif MD skugania: Matheel Dhayif

Sub-Inv- Andrii MaksymetsMD

MUDr. Andrii Maksymets
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Mgr. Maria Hutkova Mgr. Maria Hutkova
Location o . .
where the Neurologicke oddelenie, which is | Miesto vedenia j':ieurOIOQ'%gé?:ﬂ;%%&gﬁéﬁ
z:)unddyu\évtlgdb_e a division/part of the Institution skusania: zdravotnickeho zariadenia
100 Calendar Days after Site . ,
Initiation Visit (being the date by ;gga'otzlggdarnych r?a’nvléte?/d
which Site must enrol at least raccj)viskaj el (idg
Key one (1) subject “Key Enroliment RS s :
» Klucovy datum o datum, do ktoreho
Enrollment Date” below) q s ol e p
Date: zaradovania: pracovisko skuSania  musi
' zaradit najmenej jeden (1)
subjekt, SKluCovy datum
zaradovania” nizsie)

Applicable Data Protection Laws:
regulations concerning the protection of personal data
that are applicable to Sponsor including REGULATION
(EU) 2016/679 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 27 April 2016 on the
protection of natural
processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General
Data Protection Regulation)EU “GDPR?”), as well as any
local laws or regulations concerning the protection of
personal data that are applicable to the Site.

The following additional definitions shall apply to this
Agreement:

The laws and

persons with regard to the

The Site: The Institution and the Investigator

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 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
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V tejto zmluve platia nasledujuce definicie:

Platné pravne predpisy o ochrane osobnych udajov:
Pravne predpisy tykajuce sa ochrany osobnych
Gdajov, ktoré sa vztahuju na zadavatela, vratane
Nariadenia Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych osob
pri spracuvani osobnych udajov a o volnom pohybe
takychto Udajov, ktorym sa zruSuje smernica
95/46/ES (vSeobecné nariadenie o ochrane udajov)
(dalej ,GDPR"), ako aj vSetky miestne pravne
predpisy tykajuce sa ochrany osobnych udajov, ktoré
sa vzt'ahuju na pracovisko skusania.

Pracovisko sku$ania: zdravotnicke zariadenie
a skusajuci.

Pacientsky zéznamovy harok (Case Report
Form, ,CRF”): pacientsky zaznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skusania pouzivat na
zaznamenavanie vSetkych protokolom
pozadovanych informacii, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skuSania
(definovanom nizsie).

Spravna __ klinicka  prax: Harmonizovana
trojstranna smernica pre spravnu klinickl prax
Medzinarodna konferencia o harmonizacii
technickych poziadaviek pre registraciu liekov
pre humanne pouzitie (ICH), ktora sa mbze
priebeZne menit a dopihat a zasady definované
v Helsinskej deklaracii, ktoré mozu byt priebezne
revidovane.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazdého ministerstva,
odboru, agentury alebo iného organu viady;
kazdd  osoba  konajuca s  oficialnymi
pravomocami v mene viady alebo ministerstva,
odboru, agentury alebo iného organu vilady;

MS200527_0082_Slovakia_CTATrip 02Aug19 1QVIA
RZA31943 SVK_en_MerckAlliance Global

Pl: Georgi Krastev MD, PhD.

DOVERNE

Strana 2 z 51




employee of a company or of a business owned in
whole or part by a government; 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.

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

Item(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 benefits to third persons related to
government officials (e.g., close family members).

Medical Records: the Study Subjects’ (defined
below)__primary medical records 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 sponsor 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.g., CRFs, data
summaries, interim reports and the final report)
required to be delivered to Sponsor pursuant to the
Protocol and all records regarding inventories and
dispositions of all Investigational Product.

Study Staff: the individuals involved in conducting
the Study under the direction of the Investigator,
study team members.
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kazdy funkcionar alebo zamestnanec spolo¢nosti
alebo podniku v Cciastoénom alebo Uplnom
Statnom vlastnictve; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficialnou pravomocou v mene
politickej strany a kandidat na politicku funkciu.

Skusany produkt: chemicka zlG¢enina alebo
zdravotnicka pomoécka, uvedena v protokole,
ktora sa skusa v klinickom skusani.

Hodnotna vec: tento pojem sa ma interpretovat' v
€¢o najSirSom zmysle a zahffia najma peniaze,
platby alebo ich ekvivalenty (napr. darCekové

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 (zadlzenost)
alebo odpustenie zaviazanosti (zadlzenosti);
nehmotné  vyhody, napriklad  zlepSenie
spolocenského alebo obchodného postavenia
(napr. poskytovanie  darov  dobrocinnej
organizacii podporovane;j Statnym
predstavitelom), alebo poskytovanie vyhod tretim
osobam so vztahom ku Statnym predstavitelom
(napr. blizkym pribuznym).

Zdravotné  zaznamy: primarne zdravotné
zaznamy subjektu sku$ania definované nizsie,
uchovavané zdravotnickym zariadenim pre
skuSajuceho, najma zapisy o lieCbe, rontgenové
snimky, spravy z biopsii, snimky
z ultrazvukovych vySetreni a dalSich
zobrazovacich vySetreni.

Protokol: protokol klinického skdsania, na ktory
sa odvolava tato zmluva a ktory méze zadavatel
(definovany niz8ie) priebezne menit a doplifiat
dodatkami.

Zadavatel: zadavatel skusania.

Skusanie: klinickeé skusanie, ktoré sa ma vykonat
podla tejto zmluvy a protokolu, s ciefom ziskat
informacie o chemickej zluCenine alebo
zdravotnickej pomécke, uvedenej v protokole.

Udaje skusania: véetky zaznamy a spravy, okrem
zdravotnych  zaznamov, zozbierané alebo
vytvorené podla poziadaviek skusania alebo
vypracované v spojitosti so skU$anim, najma
spravy (napr. CRF, suUhrny udajov, predbezné
spravy a zavere¢na sprava z klinického
skusania), ktorych odovzdanie zadavatelovi je
pozadované podla protokolu a vSetky zaznamy
tykajuce sa evidencie avydaja sku$aného
produktu.

Personal sku$ania: osoby zapojené do

vykonavania skusania pod vedenim
skusajuceho, €lenovia Studijného timu
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Study Subject: 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 IQVIA and Sponsor. IQVIA’s services
include monitoring of the Study and contracting with
clinical research sites;

WHEREAS, DrugDev Limited with a registered address
at 210 Pentonville Road, London, N1 9JY. United
Kingdom, Company No. 06026452 an IQVIA affiliate,
will administer payments from an IQVIA RDS Inc. bank
account to the Payee (as defined below) on this Study;

WHEREAS, The “Site”) is 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, Regulations, and Good
Clinical Practices
Site agrees that Investigator and Study Staff, and
Institution if applicable, shall perform the Study at
Institution in strict accordance with this Agreement,
the Protocol, any and all applicable local, national
and international laws (e.g. Act no. 362/2011 Coll.
on Medicinal Products and Medical Devices and on
Amendments to Certain Acts, as amended)
regulations and guidelines, including in particular,
but without limitation, GCPs. Site acknowledges
that IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of (i) the
US Foreign Corrupt Practices Act 1977; (ii) the UK
 Bribery Act; and (iii) any other applicable anti-
corruption legislation.

1.2. Consent to participate in the study and

Subjekt sku$ania: osoba, ktora sa zucastnuje
skuSania a ktorej sa bud podava skuSany
produkt, alebo je v kontrolnej skupine.

UVODNE VYHLASENIA:

Spolo¢nost IQVIA poskytuje zadavatelovi sluzby
klinickej vyskumnej organizacie podla samostatne;
zmluvy medzi IQVIA a zadavatelom. Medzi sluzby
poskytované IQVIA patri monitorovanie skisania a
uzatvaranie zmluv s pracoviskami skusania.

DrugDev Limited so sidlom spolo¢nosti na adrese
210 Pentonville Road, Londyn N1 9JY, Spojené
kralovstvo, 1CO: 06026452 dcérska spolo&nost
spolo¢nosti IQVIA, bude spracovavat platby za toto
skuSanie a poukazovat ich z bankového UGctu
spolo¢nosti IQVIA RDS Inc. prijemcovi platieb
(definovanému nizSie).

Pracovisko skuSania je- ochotné vykonat toto
skiSanie a IQVIA Zziada pracovisko skusania o
vykonanie tohto skusania.

Zmluvné strany sa dohodli na nasledujucom:

1. VEDENIE SKUSANIA

1.1. DodrZiavanie pravnych predpisov, nariadeni
a spravnej klinickej praxe

Pracovisko skuSania sa zavazuje, ze skusajuci,
personal skusania a zdravotnicke zariadenie (ak
sa vztahuje) vykonat skusanie v zdravotnickom
zariadeni v prisnom sulade s touto zmluvou,
protokolom a vSetkymi platnymi miestnymi,
narodnymi a nadnarodnymi pravnymi predpismi
(napr. zakonom ¢&. 362/2011 Z.z. o liekoch a
zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov v zneni neskorsich
predpisov), nariadeniami a smernicami, najma v
sulade so zasadami spravnej klinickej praxe.
Pracovisko skusania berie na vedomie, ze IQVIA,
zadavatel a vSetky ich dcérske spolo€nosti musia
dodrziavat ustanovenia (iYZakona 0
zahrani¢nych korup&nych praktikach Spojenych
Statov americkych z r. 1977, (ii) Protikorupéného
zakona Spojeného kralovstva a (iii) vSetky dalSie
platné protikorup&né pravne predpisy.

1.2. Suhlas s U¢astou na skusani a informacie o

information on the processing of personal data

Site obtains from each study subject prior written
consent to participate in the study. More detailed
information accessible to the study subjects on the
processing of personal data for the performance of
the study is published on the website of the
Institution: www.fntt.sk
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spracuvani osobnych tdajov

Pracovisko skuSania ziska od kazdého subjektu
skuSania predchadzajuci pisomny suhlas s
ucastou na skusani. BlizSie informacie dostupné
subjektom skuUSania o spraclUvani osobnych
udajov na vykonavanie skuSania su zverejnené
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1.3. Medical Records and Study Data

1.3.1. Collection, Storage and Destruction: The
Investigator shall ensure the prompt, complete,
and accurate collection, recording and
classification of the Medical Records and Study
Data.

Institution shall enable Investigator, to:

i. maintain and store Medical Records and
Study Data in a secure manner with
physical and electronic access restrictions,
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. Institution and
Investigator 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 ; and

iii. retain

the Medical Records and Study Data for a
minimum of fifteen (15) 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
archive@merckgroup.com 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

na webovej stranke zdravotnickeho zariadenia:
www.fntt.sk.

1.3. Zdravotné zaznamy a udaje skusania
1.3.1.  Zber, uchovavanie a likvidacia:
Skusajuci potvrdzuje, Ze zabezpeCi
urychleny,  kompletny apresny zber,
zaznamenavanie a triedenie zdravotnych
zadznamov a udajov skusania.

Zdravotnicke zariadenie umozni, skisajicemu,
aby:

I.  viedol a uchovaval zdravotné zaznamy a
Udaje skusania zabezpeCenym
spésobom, s fyzicky a elektronicky
obmedzenym pristupom (podla potreby),
s pouzitim mechanizmov na ochranu
zivotného prostredia, vhodnych pre dany
druh Udajov a v sulade s platnymi
pravnymi predpismi, nariadeniami
a normami platnymi \% tomto
priemyselnom odvetvi;

Il. chranil zdravotné zaznamy a Udaje
skus$ania pred neopravnenym pristupom,
pouzitim, kopirovanim a odovzdavanim.
Zdravotnicke zariadenie a skus$ajuci
zabrania neopravnenému pristupu k
Udajom  skuSania tak, 2Ze budu
zachovavat fyzicku bezpecnost
elektronického systému a zabezpecia,
aby personal sku$ania uchovaval svoje
pristupové hesla v tajnosti;

iii. uchovaval

zdravotné zaznamy a Udaje sku$ania pocas

najmenej patnastich  (15) rokov  od

uzatvaracej navstevy pracoviska skuSania
alebo pocas obdobia pozadovaného platnymi
pravnymi predpismi, podla toho, ¢o je dihSie.

V sulade so svojimi povinnostami podla

smernic ICH GCP bude zadavatel

zdravotnicke zariadenie pisomne informovat,
ak zdravotné zaznamy a Udaje skuUSania uz
nebudu potrebné skoér, nez uplynie minimalna
lehota ich uchovavania dohodnuta v tejto
zmluve. Ak minimalna lehota uchovavania
uplynie a zadavatel nebude zdravotnicke

zariadenie informovat inak, bude
zdravotnicke zariadenie kontaktovat’
zadavatela na e-mailovej adrese

archive@merckgroup.com a dodrzi vSetky
pokyny zadavatela tykajuce sa prenosu
riadne zapecatenych zdravotnych zaznamov
a udajov skuSania tretej strane urCenej
zadavatelom, na naklady zadavatela. Ak
zdravotnicke zariadenie nedostane od
zadavatela odpoved do Sestdesiatich (60) dni
od datumu odoslania tejto e-mailovej spravy,
mobze zdravotné zaznamy a Udaje skuSania
zlikvidovat. V pripade, Ze sa zdravotnicke
zariadenie zrusi alebo z nejakého dévodu uz
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inquiries or requests regarding record retention
can be sent at any time during the retention
period to the email address
archive@merckgroup.com, but in no
circumstance shall Institution be allowed to
destroy the Medical Records and Study Data
before the minimum retention period unless
Institution receives express written instruction
from Sponsor in this regard.

If the Investigator terminates her employment
with 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 maintaining the Medical Records
and Study Data.

1.3.2. Ownership. Institution shall retain
ownership of Medical Records. The Institution
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 sole
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 biological samples ("Samples").
Institution 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, Institution 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 Inspection.
Thelnvestigator agrees to provide original or
copies (as the case may be) of all Study Data to
IQVIA and Sponsor for Sponsor's use.
Institution shall afford Sponsor and IQVIA and
their representatives and designees reasonable
access to Site’s facilities and with a consent of
the trial subject to Medical Records and Study
Data as well as to any other documents and

nebude k dispozicii na uchovavanie
zaznamov, musi o tom informovat’ zadavatela
pisomne najmenej Sest'desiat (60) dni vopred
a dodrzat’ vSetky pokyny tykajlice sa prenosu
zdravotnych zaznamov a Udajov skulsania,
poskytnuté zadavatelom. VSetky otazky alebo
poziadavky tykajice sa  uchovavania
zaznamov sa kedykolvek poc¢as lehoty
uchovavania mézu odosielat’ na e-mailovu
adresu archive@merckgroup.com.
Zdravotnicke zariadenie vS$ak za Ziadnych
okolnosti nesmie zlikvidovat zdravotné
zaznamy a Udaje skU$ania pred uplynutim
minimalnej lehoty ich uchovavania, pokial na
to zdravotnicke zariadenie nedostane od
zadavatela vyslovny pisomny pokyn.

Ak skuSajuci ukonCi pracovny pomer v
zdravotnickom zariadeni, zodpovednost za
uchovavanie zdravotnych zaznamov a Gdajov
skusSania sa urCi v sulade s platnymi pravnymi
predpismi, v ziadnom pripade to vSak
zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovavat zdravotné zaznamy a
Udaje skuSania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke zariadenie.
Strany sa dohodli, ze zadavatelovi prislichaju
vSetky svoje prava, naroky a podiely, vratane
vSetkych prav duSevného vlastnictva, vo
vSetkych dévernych informaciach
(definovanych nizSie) a vSetkych ostatnych
udajoch  plyndcich  ztohto  skds$ania.
V pripade pochybnosti, U(daje skusania
zostavaju jedinym a vyhradnym vlastnictvom
zadavatela, alebo strany, ktora bude uréena
sponzorom. Ak to pripusta miestna
legislativa, zadavatel je  vyhradnym
vlastnikom vSetkych biologickych vzoriek (
,Vzorky).  Pracovisko skuS$ania  bude
zhromazdovat, uchovavat,  analyzovat
auzivat tieto Vzorky vyhradne v sulade
s protokolom avrozsahu informovaného
stuhlasu. Po skonceni alebo predéasnom
ukonc€eni skuSania, alebo skér na zaklade
poziadavky zadavatela, pracovisko skusania
podla pokynov zadavatela, bud vrati vSetky
Vzorky zadavatelovi, alebo znehodnoti
Vzorky podla pokynov zadavatela v sulade
s platnou legislativou.

1.3.3. Pristup, pouzitie, monitorovanie a
inSpekcia. Skusajuci poskytne originaly alebo
kopie (od pripadu k pripadu) vSetkych Gdajov
skuSania spolo¢nosti IQVIA a zadavatelovi
pre ich pouzitie zadavatelom. Zdravotnicke
zariadenie poskytne zadavatelovi, IQVIA a
ich zastupcom a predstavitelom primerany
pristup do priestorov pracoviska skusania
aso suhlasom subjektu skdSania k
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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 to the
extent according to Act no. 576/2004 Coll. . on
Health Care, Services Related to the Provision
of Health Care and on Amendments to Certain
Acts, as amended.

The Institution agrees to cooperate with the
representatives of IQVIA and Sponsor, and the
Institution agrees to ensure that the employees,
agents and representatives of the Institution do
not harass, or otherwise create a hostile working
environment for such representatives.

The Site shall notify IQVIA of, and provide IQVIA copies
of, any inquiries, correspondence or communications to
or from any governmental or regulatory authority
relating to the Study, including, but not limited to,
requests for inspection of the Site’s facilities, and the
Institution shall permit IQVIA and Sponsor to attend any
such inspections. The Site will make reasonable efforts
to separate, and not disclose, all Confidential
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 to receive a copy of the final submitted response.

1.3.4. License. Sponsor 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, non-commercial
research and for educational purposes, and (ii)
for preparation of publications in accordance
with Section 5 “Publication Rights”.
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zdravotnym zaznamom a udajom skusania,
ako aj k dalsim dokumentom a dokumentacii,
aby umoznilo zadavatelovi, IQVIA a ich
zastupcom  a predstavitelom  vykonavat
monitorovanie skuSania 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 koépie v rozsahu podla zakona
€. 576/2004 Z.z. o zdravotnej starostlivosti,
sluzbach  suvisiacich s  poskytovanim
zdravotnej starostlivosti a 0 zmene a doplneni
niektorych  zakonov v zneni neskorSich
predpisov.

Zdravotnicke  zariadenie sa  zavazuje
spolupracovat so  zastupcami  IQVIA
azadavatela a zabezpeCi, aby ich
zamestnanci, zastupcovia a predstavitelia
zdravotnickeho zariadenia nerusili ani inak
pre nich nevytvarali nepriatelské pracovné
prostredie.

Pracovisko skusania bude IQVIA informovat
o vSetkych poziadavkach, koreSpondencii a
komunikacii  tykajucej sa skuSania (a
poskytne z nich IQVIA kopie) so vSetkymi
Statnymi alebo kontrolnymi dradmi, najma
poziadavkach na inSpekciu priestorov
pracoviska sku$ania, a umozni zastupcom
IQVIA a zadavatela, aby sa takychto in§pekcii
zUCastnili. Pracovisko sku$ania vynalozi
primerané Usilie na to, aby oddelilo a
neodovzdalo ziadne také déverné informacie,
ktorych odovzdanie pocas tychto inSpekcii nie
je  pozadované. Pracovisko skuSania
poskytne spolo€nosti IQVIA koépiu kazdej
spravy z inSpekcie tykajucej sa sluzieb
poskytovanych podla tejto zmluvy.
Pracovisko skuSania poskytne spolo¢nosti
IQVIA a zadavatelovi moznost
pripomienkovat’ vSetky odpovede tykajluce sa
skusani zadavatela pred ich odoslanim
Statnemu alebo kontrolnému uradu a ziskat
kopiu konecnej odoslanej odpovede.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvalu,
nevyhradnu, neprenosnu, pefiazne uhradenu
licenciu, bez prava udelovat sublicencie, na
pouzitie Udajov skusania (i) pod podmienkou
splnenia povinnosti uvedenych v ¢lanku 3
,Dovernost”, na interny, nekomerény vyskum
a na vzdelavacie ucely a (ii) na pripravu
publikacii v sulade s ¢lankom 5 ,Prava na
publikovanie”.
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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

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 trial results to be shared with the Study
Subjects. The summary will translate the technical
results into easy to understand language. Sponsor
will consult with the Investigator to confirm the
number of copies required and translations. Based
on the information provided by the Investigator,
Sponsor’s third party vendor will mail the summaries
to the Investigator. The Investigator or designee will
be responsible to mail the summary to the Study
Subject or provide to the Study Subject directly, if
applicable.

1.5. Adverse Events

The Investigator shall report adverse events and
serious adverse events as directed in the Protocol
and by applicable laws and regulations.

Sponsor will promptly report to the Investigator, the
Institution’s IRB/IEC, and IQVIA, any finding that
could affect the safety of Study Subjects or their
willingness to continue participation in the Study,
influence the conduct of the Study, or alter the
Institution’s IRB/IEC approval to continue the
Study.

1.6. Use and Return of Investigational Product and
Equipment

Sponsor or a duly authorized agent of Sponsor,
shall supply Investigator at Institution’s facilities with
sufficient amount of Investigational Product as
described in the Protocol.
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1.3.5. Pretrvanie. Platnost’ tohto ¢lanku 1.3
.Zdravotné zaznamy a Udaje skusania“ bude
platit aj po vypovedani alebo skonceni
platnosti tejto zmluvy.

1.4 Povinnosti sku$ajuceho

Na konci sku$ania, po priblizne dvanastich (12)
mesiacoch od poslednej navstevy posledného
subjektu skuSania v celom skusani, zadavatel
vypracuje suhrn vysledkov sku$ania, ktoré sa
maju odovzdat subjektom skuSania. V tomto
suhrne sa odborné vysledky vysvetlia spésobom
zrozumitelnym laikovi. Zadavatel sa poradi so
skusajucim, aby si potvrdil po¢et pozadovanych
kopii a prekladov. Na zaklade informacii
poskytnutych ~ skuSajucim  odoSle  externy
dodavatel zadavatela tieto suhrny skisajucemu.
Skusajuci bude zodpovedat za odoslanie suhrnu
subjektu skuSania alebo v relevantnych
pripadoch za jeho priame poskytnutie subjektu
skuSania.

1.5. Neziaduce udalosti

SkuSajuci bude neziaduce udalosti a zavazné
neziaduce udalosti hlasit podla poziadaviek
protokolu a platnych pravnych predpisov.

Zadavatel bude skuSajuceho, etickl komisiu
zdravotnickeho zariadenia a IQVIA urychlene
informovat’ o kazdom zisteni, ktoré by mohlo mat’
dopad na bezpec€nost' subjektov skuSania alebo
na ich ochotu pokraCovat’ v UCasti na skusani,
ovplyvnit’ priebeh sku$ania alebo zmenit' suhlas
etickej komisie zdravotnickeho =zariadenia s
pokraovanim skuSania.

1.6. Pouzitie a vratenie skusaného produktu a
vybavenia

Zadavatel alebo jeho riadne splnomocneny
zastupca doda skusajucemu do priestorov
zdravotnickeho zariadenia dostatoéné mnozstvo
skuSaného produktu, v stlade s protokolom.
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The Investigator will 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.

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

1.7. Key Enroliment 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 enroliment at any time.

1.8 Report of Serious Breaches

Site acknowledges that the European Medicines
Agency — EMA Guideline for the notification of serious
breaches or the 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 Study 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 Investigator and Institution 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 Institution and the Investigator complete 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
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Skusajuci bude za kazdych okolnosti skladovat
skusany produkt podla pokynov zadavatela a
podla platnych pravnych predpisov, vratane
skladovania v uzamknutych a zabezpecenych
priestoroch.

VSetko vybavenie a material ostava vyhradnym
a vyluénym vlastnictvom zadavatela.
V relevantnych pripadoch zdravotnicke
zariadenie podla pokynov zadavatela vrati,
zlikviduje alebo daruje vSetko vybavenie a vSetky
materialy poskytnuté zadavatelom pre pouzitie v
skusani.
1.7. Kld€ovy datum zaradovania
Pracovisko skusania berie na vedomie a suhlasi, ze
ak skuSajuci do klu€oveho datumu zaradovania
nezaradi do skuSania aspofi jeden (1) subjekt, IQVIA
modze tuto zmluvu vypovedat podla ¢lanku 15 ,Doba
platnosti a vypovedanie”. Zadavatel a IQVIA maju
pravo kedykolvek obmedzit zaradovanie pacientov.

1.8 Hlasenie zavaznych poruseni

Pracovisko skuSania akceptuje, Ze smernica
Europskej liekovej agentury (EMA), tykajica sa
hlasenia  zavaznych  poruseni , stanovuje
zadavatelovi povinnost nahlasit zavazné porusenia
europskym uradom do siedmich (7) dni odvtedy, ako
sa zadavatel alebo jeho zmluvny partner o takomto
zavaznom poruSeni dozvie. Na UuCely takychto
smernic pojem ,zavazné poruSenie” znamena
porusenie, ktoré bude pravdepodobne mat vyznamny
vplyv na bezpecnost a prava subjektu skiiSania alebo
na spolahlivost’ a preukaznost’ udajov vytvorenych v
klinickom skusani.

Aby pracovisko skuSania zadavatelovi umoznilo
splnit si svoje zakonné povinnosti, pracovisko
skuSania akceptuje, ze kazdé zavazné porusenie
nahlasi spolo¢nosti IQVIA alebo zadavatelovi ¢o
najskor, za kazdych okolnosti v8ak najneskér do
Styridsiatich 6smich (48) hodin odvtedy, ako sa o
zavaznom poruseni dozvie. Pracovisko ski$ania sa
tiez zavazuje poskytnut vSetky nasledné informacie
k Gvodnému hlaseniu, ktoré sa mézu pozadovat od
spolo€nosti IQVIA alebo zadavatela.

2. PLATBY

Ako protiplnenie za riadne vykonanie skuS$ania
skuSajucim a zdravotnickym zariadenim v sulade s
podmienkami tejto zmluvy sa budu poukazovat platby
podla ustanoveni uvedenych v Prilohe A zmluvy,
pricom posledna platba sa poukaze po tom, co
zdravotnicke zariadenie a skusSajuci splni vSetky
svoje povinnosti podla tejto zmluvy a IQVIA dostane
vSetky riadne vyplnené CRF, a ak to bude pozadovat,
aj vSetky ostatné doverné informacie (definované
nizSie). Pokial sa nedohodne inak, bude za
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payments unless otherwise agreed. Any queries
regarding Site invoices or payments should be directed
to DrugDev at the contact details outlined in Attachment

A

The Sponsor undertakes to pay to the Institution,
Investigator and the study team remuneration for duly
performed activities under this Agreement in the
amount, manner and under the conditions specified in
this article of the Agreement and Attachment A to their
separate individual bank accounts.

The Institution, Investigator and the study team shall not
be entitled to any remuneration or compensation other
than that provided for in this Agreement or in the
Attachment A, unless approved in writing in advance by
the Sponsor.

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" 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 Protocol; and (ii) Study
enrollment information, information pertaining to the
status of the Study, communications to and from
regulatory authorities, information relating to the
regulatory status of the Investigational Product, and
Study Data and Inventions (as defined in Section
4).

Confidential  Information
information that:

shall not include

(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;

(i) 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  obligaton of
confidentiality to Sponsor;

can be shown by documentation to
have been independently developed
by Institution or any of its personnel;
or
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(iii)

preberanie faktur pracoviska skuSania a spracovanie
platieb zodpovedat spolo¢nost DrugDev. VSetky
otazky tykajuce sa faktur pracoviska skdsania alebo
platieb sa maju adresovat’ spolo¢nosti DrugDev na
kontaktné Udaje uvedené v Prilohe A.

Zadavatel sa zavazuje zaplatit zdravotnickemu
zariadeniu, skuSajucemu a personalu skuSania za
riadne vykonané cCinnosti na zaklade tejto zmluvy
odmenu vo vyske, spOsobom a za podmienok
uvedenych v tomto ¢&lanku zmluvy a v Prilohe A
zmluvy. Prislusné c¢asti odmien zdravotnickemu
zariadeniu, skusajucemu a personalu skusania budu
Zadavatelom vyplatené oddelene na ich oddelené
individualne bankové ucty.

Zdravotnicke zariadenie, sku$ajuci a personal
skus$ania nemaju narok na ziadnu in0 odmenu C&i
nahradu okrem tych, ktoré su uvedené v tejto zmluve
alebo v Prilohe A zmluvy, ibaZe ich vopred pisomne
schvali zadavatel.

3. DOVERNE INFORMACIE

3.1 Definicia

,Déverné informacie" znamenaju dbverné a
vlastnickymi  pravami chranené informacie
zadavatela a zahfnaju (i) vSetky informacie
odovzdané zadavatelom alebo jeho zastupcami
zdravotnickemu zariadeniu, skdsajucemu alebo
inému personalu zdravotnickeho zariadenia,
najma skusany produkt, technické informacie
tykajuce sa skusaného produktu, v§etko dovtedy
existujice duSevné vlastnictvo zadavatela
(definované v cClanku 4) a protokol; a (i)
informacie o zaradovani do skdsania, informacie
o stave skuSania, komunikaciu s kontrolnymi
uradmi, informacie o stave registracie skusaného
produktu, udaje skusania a vynalezy (definované

v ¢lanku 4).
Déverné informacie  nezahffiaju informacie,
ktoré:
(n ako mozno preukazat
dokumentaciou, sa stali verejne
znamymi pred odovzdanim

zadavatelom alebo po fiom, inak,
nez protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo
jeho personalu;

() ako mozno preukazat
dokumentaciou, zdravotnicke
zariadenie alebo jeho personal mal
pred ich odovzdanim zadavatelom z
inych zdrojov, ktoré nemali vocCi
zadavatelovi povinnost zachovania
ich utajenia;

() ako mozZno preukazat
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho
personal; alebo

MS200527_0082_Slovakia_CTATrip 02Aug19 IQVIA
RZA31943 SVK_en_MerckAlliance_Global

Pl: Georgi Krastev MD, PhD.

DOVERNE

Strana 10 z 51



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

3.2. Obligations

Institution and Institution’s personnel, including
Study Staff shall not
(i) use Confidential Information

for any purpose other than the
performance of the Study or
(i) 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,
agrees to:

Institution

(i) limit dissemination of
Confidential Information to only
those Study Staff having a
need to know for purposes of
performing the Study;
(ii) advise all Study Staff who
receive Confidential
Information of the confidential
nature of such information; and
(iii) 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.”

3.3. Compelled Disclosure

In the event that Institution receives notice from a
third party seeking to compel disclosure of any
~ Confidential Information, the Institutionshall 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 Institution 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,
Institution shall return to Sponsor, or destroy, at
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(Iv) je povolené odovzdavat na zaklade
pisomného povolenia zadavatela.
3.2. Povinnosti
Zdravotnicke zariadenie a jeho personal, vratane
personalu skusania, nesmu:

(1) pouzivat déverné informacie na
iné ucCely, nez je vykonanie
skusania alebo

() odovzdavat doverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto
¢lanku 3 alebo v ¢lanku 5 ,Prava
na publikovanie”, ak je to
pozadované pravnymi predpismi
alebo kontrolnymi uradmi alebo
na zaklade pisomného povolenia
odovzdavajucej zmluvnej strany.

Aby chranilo déverné informacie, zavazuje sa
zdravotnicke zariadenie:

() obmedzit Sirenie dodvernych
informacii len na ten personadl
skusania, ktory ich potrebuje
poznat pre UcCely vykonania
skusania;

(n) informovat  vSetok  personal
sku$ania, ktory dostane déverné
informacie, o dovernej povahe
tychto informacii a

(i) pouzit' primerané opatrenia na
ochranu dévernych informacii
pred odhalenim.

Ni¢ z toho, Co je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia

odovzdavat  Udaje  skudSania  spbdsobom,
povolenym podla ¢lanku 5 ,Prava na
publikovanie®.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie dostane
od tretej strany doziadanie, ktorym sa tato bude
snazit' vynutit' si odovzdanie akejkolvek doverne;j
informacie, zdravotnicke zariadenie 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  zdravotnicke zariadenie
poskytnat' len tu cast dévernych informacii,
ktorych odovzdanie je pozadované podla
pravnych predpisov a musi pozadovat, aby sa s
tymito informaciami zaobchadzalo ako s
dévernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skor$ej
pisomnej poziadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
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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 personnel in
performance of the Study.

4.3. Assignment of Inventions

Institution shall, and shall cause its personnel to,
disclose all Inventions promptly and fully to Sponsor
in writing, and Institution, on behalf of itself and its
personnel, hereby assigns to Sponsor or a Sponsor
. 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. Institution 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
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zadavatelovi alebo zlikviduje vSetky doéverné
informacie, okrem udajov skusania.

3.5. Pretrvanie

Platnost tohto ¢lanku 3 ,Doverné informacie”
bude platit’ desat' (10) rokov po vypovedani alebo
skonceni platnosti tejto zmluvy.

4. DUSEVNE VLASTNIiCTVO

4.1 Existujuce dusevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel a
daldieho vyvoja existujuceho k datumu ucinnosti
zmluvy a vSetkych patentov, autorskych prav,
prav na obchodné tajomstva a dalSich prav
dudevného vlastnictva v nich obsiahnutych
(spolo¢ne ako .existujuce dusevné
vlastnictvo”) nie je ovplyvnené touto zmluvou
a zmluvna strana ani zadavatel nebudu mat
Ziadny narok ani pravo na existujuce duSevné
vlastnictvo inej zmluvnej strany, okrem pripadov

vyslovhe  uvedenych vinych  pisomnych
zmluvach medzi nimi.

4.2 Vynalezy

Pre Gcely tejto zmluvy pojem ,vynalezy®

znamena vSetky vynalezy, objavy a vyvoj
sformulované, prvykrat uvedené do praxe alebo
inak objavené alebo vyvinuté zmluvnou stranou,
zadavatelom alebo personalom niektorého z nich
pri vykonavani skU$ania. Zadavatel alebo
ktorakolvek dcérska spolo¢nost zadavatela
urena zadavatelom je vlastnikom vSetkych
vynalezov, ktoré sformuluje, prvykrat uvedie do
praxe alebo inak objavi alebo vyvinie
zdravotnicke  zariadenie, skuSajuci  alebo
personal vykonavaného skusania.

4.3. Postupenie vynalezov

Zdravotnicke zariadenie odovzda a zabezpeci,
aby aj jeho personal odovzdal vSetky vynalezy
zadavatelovi urychlene, v plnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene av mene svojho personalu tymto

postupuje zadavatelovi alebo ktorejkolvek
dcérskej spolo¢nosti zadavatela  urCenej
zadavatelom vSetky svoje prava, naroky
azaujmy vo vSetkych vynalezoch, vratane

vetkych patentov, autorskych prav alebo inych
prav dudevného vlastnictva v nich obsiahnutych
avsSetky prava na sudne stihanie a Zalovanie
vSetkych $kdéd a vSetkého prospechu, ktory
vznikne na zaklade minulého alebo sucasného
porusenia tychto prav. Zdravotnicke zariadenie
bude so zadavatelom spolupracovat tym, ze
podpide a zabezpeti, aby aj jeho personal
podpisal vSetky dokumenty primerane potrebné
pre zadavatela na zabezpeCenie a udrZanie
vlastnickych prav zadavatela alebo dceérskej
spolo¢nosti uréenej zadavatelom na vSetky
vynalezy.

4.4. Pravna ochrana patentov
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Institution shall cooperate, at Sponsor’s request
and expense, with Sponsor's or Sponsor's
appointed affiliate’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

Institution agrees not to publish or refer to the Study, in
whole or in part, without the prior expressed written
consent of Sponsor.

5.1 Use of Name, Registry 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 Institution’s name in Study
publications and communications, including clinical
trial 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.

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

6. PERSONAL DATA

- 6.1. Personal Data

Sponsor, its affiliates, IQVIA or collaboration parties
and agents working with the Sponsor will process
the personal data of the Investigator, the Study
staff or other relevant Institution personal
("Personnel") both prior to and during the course
of the study. This data may be used in compliance
with applicable law including as set forth below and
for the length of time reasonably necessary for the
purposes below:

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

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

(iii) compliance  with legal and regulatory
requirements;

MS200527_0082_Slovakia_CTA Trip_02Aug19 IQVIA
RZA31943_SVK_en_MerckAlliance_Global
Pl: Georgi Krastev MD, PhD.

CONFIDENTIAL
Page 13 of 51

Zdravotnicke zariadenie bude so zadavatelom
alebo dcérskou spolo¢nostou uréenou
zadavatelom na  poziadavku a naklady
zadavatela spolupracovat pri priprave, podavani,
sudnom stihani a udrziavani vSetkych Ziadosti o
patent a patentov na vynalezy.

4.5. Pretrvanie

Platnost tohto ¢lanku 4 ,Dusevné vlastnictvo®
bude platit aj po vypovedani alebo skonc&eni
platnosti tejto zmluvy.

5. PRAVA NA PUBLIKOVANIE

Zdravotnicke zariadenie sa zavazuje, Ze nebude
sku$anie publikovat ani sa na ski$anie odvolavat, ¢i
uz Ciastotne alebo Uplne, bez predchadzajuceho
vyslovného pisomného suhlasu zadavatela.

5.1 Pouzitie mien a nazvov, registracia a spravy
zo sku$ania

Ziadna zo zmluvnych stran nepouZije nazov
druhej zmluvnej strany ani nazov zadavatela
v sUvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho pisomného
povolenia; zadavatel alQVIA vSak mozu
pouzivat: meno zdravotnickeho zariadenia
v publikaciach zo skuSania av medialnej
komunikacii, vratane  webovych  stranok
venovanych klinickym skusaniam a tlacovych
oznameni o skuSani. Zadavatel zaregistruje
skusanie vo verejnom registri klinickych skasani
vsulade splatnymi  pravnymi  predpismi
a zverejni spravu z vysledkov skusania v takom
termine arozsahu, v akom to pozaduju platné
pravne predpisy.

5.2. Pretrvanie

Platnost’ tohto ¢lanku 5 ,Prava na publikovanie”
bude platit aj po vypovedani alebo skonéeni
platnosti tejto zmluvy.

6. OSOBNE UDAJE

6.1. Osobné udaje

Zadavatel, jeho dcérske spolo¢nosti, spolo¢nost
IQVIA alebo spolupracujice strany a zastupcovia
spolupracujuci so zadavatelom budld pred
zaCiatkom skuSania aj v jeho priebehu
spracovavat osobné Udaje  skus$ajuceho,
personalu skuSania a dalSieho prislusného
personalu zdravotnickeho =zariadenia (dalej
,persondl”). Tieto Udaje sa moézu pouzivat v
sulade s platnymi pravnymi predpismi, vratane
pouzitia uvedeného nizSie, a na obdobie
primerane potrebné na G¢ely uvedené nizsie:

(i) vykonavanie klinickych  skusani alebo
Statisticka analyza,

(ii) preverovanie Statnymi alebo kontrolnymi
uradmi, zadavatelom, spolo¢nostou IQVIA a ich
zastupcami a dcérskymi spolo¢nostami,
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(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;

(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.

Before providing personal data from Personnel to
IQVIA or Sponsor, 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.

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

(iii) dodrziavanie  pravnych predpisov  a

poziadaviek kontrolnych uradov,

(iv) zverejnenie na webove;j stranke
www.clinicaltrials.gov, dalSich verejnych
webovych strankach a verejnych portaloch
ur€enych pre klinické dokumenty Eurdpskej
liekovej agentury (EMA) a dalSich prisluSnych
Uradov, ktoré informuju o klinickych skusaniach,
zucastiujucich sa skusajucich a
zodpovedajucich vysledkoch skusania,

(v) ulozenie v databazach na ulahCenie vyberu
sku$ajucich do dalSich klinickych skuasani alebo
na int obchodnu ¢innost' v buddcnosti,

(vi) odovzdavanie sprav zo sku$ania a dalSich
dokumentov  sku$ania tretim stranam na
vyskumné uCely v sulade s povinnostami
tykajucimi sa zodpovedného odovzdavania
Udajov a transparentnosti,

(vii)dodrziavanie
predpisov.

protikorupénych  pravnych

Skoér nez sa osobné Udaje personalu poskytnu
spolo¢nosti IQVIA  alebo  zadavatelovi,
zdravotnicke zariadenie poskytne personalu
potrebné informacie o spracovavani osobnych
udajov zadavatelom, aby zadavatel dodrzal voci
personalu poziadavky tykajuce sa informovania
podla platnych pravnych predpisov o ochrane
osobnych Udajov. Na tento UCel zdravotnicke
zariadenie pouzije vzor pripojeny ako Priloha B.

Na uCely uvedené v Casti 6.1 (v), (iv) a (vi)
zdravotnicke zariadenie vynalozi primerané
usilie na ziskanie suhlasu personalu so
spracovavanim osobnych Gdajov, ktoré spifiaju
podmienky na zverejnenie. Personal mobze
poskytnut’ svoj suhlas podpisanim Prilohy C.
Zdravotnicke zariadenie bude informovat
zadavatela a spolo¢nost IQVIA o tom, ktory
opravneny personal nedal svoj suhlas a na
poziadanie zadavatela alebo spolo¢nosti IQVIA
poskytne zadavatelovi alebo spolo¢nosti IQVIA
kopiu ziskanych suhlasov.

Pracovisko skUSania musi pri spracovavani
osobnych udajov v suvislosti s touto zmluvou za
kazdych okolnosti dodrziavat platné pravne
predpisy o ochrane osobnych udajov.

7. STUDY SUBJECT INJURY; INDEMNIFICATION 7. UJMA NA ZDRAVI SUBJEKTOV SKUSANIA, NAHRADA

SKODY

Zdravotnicke zariadenie bude IQVIA a zadavatela
urychlene pisomne informovat o akomkolvek
vznesenom naroku na odskodnenie choroby alebo

The Institution 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
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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 in the clinical trial of
such Subject in accordance with the terms of the
Protocol and 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
in the clinical trial 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, illness 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

Institution agrees to indemnify and hold harmless, the
Sponsor, 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 illness, injury or death of a
Study Subject due to (i) the failure of Institution,;
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.
The Sponsor undertakes in accordance with Act no.
362/2011 Coll. on Medicinal Products and Medical
Devices to ensure the conclusion and reimburse all
costs associated with the conclusion of a contract on
insurance against liability of the Institution for damage
that may be caused to the subject of the trial in
connection with the clinical trial.
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ujmy na zdravi, skutone alebo Udajne spdsobenej
neziaducou reakciou na skusSany produkt a
spolupracovat so zadavatelom pri rieSeni tejto
neziaducej udalosti.

Zadavatel uhradi  zdravotnickemu  zariadeniu
neodkladni medicinsku lie€bu subjektu skasania,
ktory utrpel ochorenie alebo ujmu na zdravi ako
priamy doésledok lie€by v klinickom skugani v sulade
s ustanoveniami protokolu a tejto zmluvy.

Zadavatel odSkodni zdravotnicke =zariadenie za
akukolvek zodpovednost' alebo stratu vyplyvajicu z
rozhodnutia alebo naroku proti nemu, ktora vznikne
na zaklade choroby, ujmy na zdravi alebo smrti
subjektu skusania ako priamy dosledok lieSby
v klinickom skusani subjektu skt$ania v sulade s
podmienkami stanovenymi v protokole a tejto zmluve,
alebo poruSenia povinnosti tykajlicich sa ochrany
osobnych Udajov podla tejto zmluvy, s vynimkou
pripadov, kedy takUto nezZiaducu udalost, chorobu
alebo ujmu na zdravi spoésobi:

A) nedodrzanie postupu podia tejto
zmluvy, protokolu, vSetkych
pisomnych pokynov zadavatela ku
skusaniu a vSetkych platnych
pravnych predpisov, nariadeni a
smernic kontrolnych uradov (vratane
spravnej klinickej praxe) zo strany
zdravotnickeho zariadenia,
skusajuceho alebo ich personalu,

Zdravotnicke zariadenie sa zavazuje od$kodnit
zadavatela proti akejkolvek zodpovednosti alebo
strate, vyplyvajlcej z rozhodnuti alebo narokov voci
nemu, ktoré vzniknu na zaklade poru$enia povinnosti
tykajucich sa ochrany osobnych Gdajov podla tejto
zmluvy a choroby, ujmy na zdravi alebo smrti
subjektu skusania z doévodu (i) nedodrzania
podmienok protokolu a tejto zmluvy zo strany
zdravotnickeho zariadenia, zdravotnicke zariadenie
v8ak nema povinnost odskodnit' naroky z rozhodnuti
a naroky vyplyvajuce z nedbanlivosti a Umyselného
pochybenia zadavatela, alebo IQVIA a narokov
krytych poistenim.

Zadavatel sa zavazuje v suUlade so zakonom &.
362/2011 Z. z. o liekoch a zdravotnickych poméckach
zabezpeCit uzatvorenie a uhradit vSetky naklady
spojené s uzatvorenim zmluvy o poisteni
zodpovednosti zdravotnickeho zariadenia za $kodu,
ktora moéze byt sposobena subjektu skG$ania
v suvislosti s klinickym skuganim .

7.1 Pretrvanie
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8. IQVIA DISCLAIMER

IQVIA expressly disclaims any liability 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
termination or expiration of this Agreement.

survive

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible to the
Institution for any lost profits, lost opportunities, or other
consequential damages, nor shall Institution 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 Institution represents 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 Institution shall notify IQVIA
immediately if any such investigation, disqualification,
debarment, or ban occurs.

10.1 SURVIVAL
This Section 10 “Debarment” shall survive termination
or expiration of this Agreement.
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Platnost’ tohto ¢lanku 7 ,Ujma na zdravi subjektu
skisania, nahrada Skody” bude platit aj po
vypovedani alebo skonceni platnosti tejto zmluvy.

8. VYHRADA IQVIA

IQVIA  tymto vyslovne odmieta akukolvek
zodpovednost' v suvislosti so ski$anym produktom,
vratane zodpovednosti za poziadavky na nahradu
Skody, ktora vznikne na zaklade zdravotného
problému spdsobeného alebo uUdajne spdsobeného
akymkolvek postupom sku$ania spojenym s takymto
produktom, okrem rozsahu, v ktorom by takato
zodpovednost bola odbévodnena zanedbanim,
umyselne nespravnym konanim alebo porusenim
tejto zmluvy zo strany IQVIA.

8.1 PRETRVANIE

Platnost’ tohto ¢lanku 8 ,Vyhrada IQVIA” bude platit
aj po vypovedani alebo skonceni platnosti tejto
zmluvy

9. NASLEDNE SKODY

IQVIA ani zadavatel neruCia zdravotnickemu
zariadeniu za ziadny usly zisk, stratu prilezitosti ani
iné nasledné Skody, ani zdravotnicke zariadenie
neru¢i IQVIA a zadavatelovi za ziadny usly zisk,
stratu prilezitosti ani iné nasledné Skody.

Ni¢ z toho, €o je uvedené v tejto zmluve, nema vylucit
ani obmedzit zodpovednost' ktorejkolvek zmluvnej
strany za smrt’ alebo ujmu na zdravi, spésobenu
nedbalostou tejto zmluvnej strany.

9.1 PRETRVANIE

Platnost tohto ¢lanku 9 ,Nasledné Skody” bude platit
aj po vypovedani alebo skon€eni platnosti tejto
zmluvy.

10. VYLUCENIE

Zdravotnicke zariadenie vyhlasuje a zaruCuje, ze
skus$ajuci, zdravotnicke zariadenie, ani ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajuce skuSanie v zdravotnickom zariadeni,
neboli vylu¢ené, diskvalifikované a nebol im udeleny
zakaz ¢innosti pri vykonavani klinickych skusani, ani
nie su predmetom vySetrovania akéhokolvek
Statneho alebo kontrolného Uradu vo veci vylicenia
alebo podobného dradného postihu v akejkolvek
krajine a zdravotnicke zariadenie bude IQVIA
okamzite informovat, ak sa takéto vySetrovanie,
diskvalifikacia, vyluCenie alebo zakaz Ccinnosti
vyskytne.

10.1 PRETRVANIE
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11. FINANCIAL DISCLOSURE AND CONFLICT OF INTEREST

Platnost’ tohto ¢lanku 10 ,Vylu€enie” bude platit’ aj po
vypovedani alebo skon€eni platnosti tejto zmluvy.

11. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

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.

The Investigator and
Financial Disclosure Forms.

sub-investigators  provide

12. ANTI-KICKBACK AND ANTI-FRAUD

Institution and the Investigator agree that its judgment

with respect to the advice and care of each Study
Subject will not be affected by the compensation it
receives 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 agrees that they
will not bill any Study Subject, insurer or governmental
agency, or any other third party, for such free products
or items.

Institution agrees that they will not bill 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
Sponsor, or which are not part of the ordinary care they
would normally provide for the Study Subject, and that
Institution will not 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 http://www.merckgroup.com). Site shall
comply, and shall ensure that its subcontractors comply,
with reasonably comparable environmental, labor and
social standards.The Site further acknowledges and
ensures that Site and its subcontractors are familiar with
the provisions of the FCPA, the UK Bribery Act
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Pracovisko skuSania potvrdzuje a akceptuje, zZe
zadavatel mdze zverejnit platby a prevody aktiv
ur€ené pre pracovisko skuSania, ak to pozaduju
pravne predpisy alebo platné metodické pokyny.
Pracovisko skuUSania akceptuje, ze zadavatel moze
zverejnit' informacie tykajuce sa vSetkych platieb
alebo prevodov aktiv, priamo alebo nepriamo
poukazanych pracovisku sku$ania podla tejto
zmluvy. Zverejnenie moze obsahovat’ thrnné platby,
datumy a platobné ucely (bez zverejnenia mien oséb)
alebo konkrétne platby, datumy, platobné Gcely a
mena osob.

SkuSajuaci a personal sku$ania poskytnu finanéné
priznania.

12.  USTANOVENIA NAMIERENE _PROTI
A PODVODOM

Zdravotnicke zariadenie a skus$ajuci potvrdzuje, Ze
odmena, ktoru dostane podla tejto zmluvy,
neovplyvni jeho Usudok v slvislosti s poradenstvom
a starostlivostou poskytovanou kazdému subjektu
skuSania, ze tato odmena nepresahuje spravodlivu
trhovu hodnotu sluzieb, ktoré poskytuje a Zze ziadne
platby sa mu neposkytuju za u€elom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomdcok alebo produktov.

Ak zadavatel alebo IQVIA bezplatne poskytne
akykolvek produkt alebo polozku na pouzitie
v skusani, zdravotnicke zariadenie sa zavazuje
neuctovat' tieto bezplatné produkty alebo polozky
ziadnemu subjektu skuSania, poistovni, Statnemu
uradu ani akejkolvek inej tretej strane.

PROViZIAM

Zdravotnicke zariadenie sa zavazuje neuctovat
ziadnemu subjektu sku$ania, poistovni, Statnemu
uradu ani akejkolvek inej tretej strane ziadne
navstevy, sluzby alebo vydavky, ktoré mu vzniknu
poCas skusania a za ktoré dostalo Uhradu od IQVIA
alebo zadavatela, alebo ktoré nie su su€astou beznej
starostlivosti, ktord by subjektu skuSania za
normalnych okolnosti poskytlo a ze zdravotnicke
zariadenie nebude platit' Ziadnemu inému lekarovi za
poukazovanie subjektov do skusania.

13. POVINNOSTI
PREDPISOV

TYKAJUCE SA  DODRZIAVANIA

Zadavatel ma v umysle vykonavat svoju obchodnu
Cinnost’ v sulade s environmentalnymi, pracovnymi a
socialnymi normami a dodrziavat normy uvedené v
Kodexe spravania spolo¢nosti Merck a Charte
ludskych prav spolo¢nosti Merck (k dispozicii na
adrese http://www.merckgroup.com).Pracovisko
skuSania bude dodrziavat a zabezpeci, aby aj jeho
subdodavatelia dodrziavali primerane porovnatelné
environmentalne, pracovné a socialne normy.
Pracovisko skuSania. Pracovisko skiSania dalej
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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 the Site discovers,
after areasonable opportunity to conduct an appropriate
review or investigation, the occurrence or non-
occurrence of any event that a reasonable person would
consider a probable material breach of any of Site’s
obligations under this Section entitled “Compliance
Obligations” (a “Compliance Event”), Site 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 the Investigator 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 entitted “Compliance
Obligations.”

14. INDEPENDENT CONTRACTORS

The Institution is acting as independent contractor 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
Institution or its staff.
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potvrdzuje a =zaruCuje, Ze ono samo a jeho
subdodavatelia sa oboznamilo 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 nepodnikne ani
nepovoli Ziadne kroky, ktoré bud budl predstavovat
poruSenie, alebo spodsobia, Ze zadavatel porusi
ustanovenia 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, environmentalnych,
pracovnych a socialnych noriem alebo Koédexu
spravania spolo¢nosti Merck a Charty ludskych prav
spolo¢nosti Merck (dalej spolo¢ne ,nezakonné
konanie“). Ak pracovisko sku$ania potom, ako malo
moznost zaleZitost primerane preskumat alebo
vySetrit, zisti, ze doSlo alebo nedo$lo k nejakej
udalosti, ktort mozno opravnene povazovat za
pravdepodobné zavazné poruSenie niektorej z
povinnosti pracoviska skuSania podla tejto Casti s
nazvom ,Povinnosti tykajuce sa dodrziavania
predpisov* (dalej ,udalost nedodrzania predpisov"),
bude pracovisko skuSania o takejto udalosti a
opatreniach, ktoré maju v umysle prijat’ na jej napravu
a zabranenie jej opakovaniu, bezodkladne pisomne
informovat’ spolo¢nost’ IQVIA.

Okrem inych prav, ktoré méze mat’ spolocnost IQVIA
alebo zadavatel podla tejto zmluvy, ak bude
pracovisko ski$ania informovat spolo¢nost IQVIA, Ze
doslo k nejakému nezakonnému konaniu, alebo ak na
to bude mat’ spolo¢nost IQVIA alebo zadavatel inak
odovodnené podozrenie, spolocnost IQVIA alebo
zadavatel mozu  skontrolovat alebo nechat
nezavislého auditora skontrolovat' priestory, U¢tovné
knihy a zéznamy pracoviska skuSania suvisiace s
nezakonnym konanim s cielom zabezpecit, aby
pracovisko sku$ania dodrziavalo svoje povinnosti
podla tejto Casti s nazvom ,Povinnosti tykajuce sa
dodrziavania predpisov®.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie kona ako nezavisly zmluvny
dodavatel IQVIA a zadavatela a nema sa povazovat
za zamestnanca alebo zastupcu IQVIA alebo
zadavatela.

IQVIA ani
ajeho personalu

zdravotnickemu zariadeniu
nezodpovedaju za ziadne
zamestnanecké  vyhody, dbéchodky, Urazové
poistenie, dan zprijmu ani za Ziadne iné
zamestnanecké dane a odvody.

zadavatel
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15. TERM & TERMINATION

15.1 Term

This Agreement will become valid on the date on
which it is last signed by the parties and become
effective on the day following the day of its
publication in the central register of contracts
maintained by the Government Office of the Slovak
Republic (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 Institution may terminate upon written notice if
circumstances beyond the Institution’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 from the Sponsor, the Institution 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,

c) 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 day delivery
and provides a receipt, and such
notices shall be addressed as
follows:
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15. DOBA PLATNOSTI A VYPOVEDANIE

15.1 Doba platnosti

Tato zmluva sa stava plathou od datumu
posledného podpisu zmluvnych stran , G€innou
dnom nasledujucim po dni jej zverejnenia
v Centralnom registri zmldv vedenom Uradom
vlady SR (,datum G€innosti”)a zostava platna a
ucinna az do splnenia alebo vypovedania podla
tohto ¢lanku 15 ,Doba platnosti a vypovedanie”.

15.2. Vypovedanie

IQVIA° mo6ze tato  zmluvu  vypovedat
z akéhokolvek dévodu s okamzitou uc€innostou
pisomnou vypovedou.

Zdravotnicke zariadenie moéze tato zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuju v dokon¢eni sku$ania, alebo ak
dospeje k odévodnenému zaveru, ze
pokraCovanie v skuSani je medicinsky
neoddvodnené zdbévodu neocCakavanych
vysledkov, zavaznosti alebo vyskytu zavaznych
neziaducich  GCinkov alebo nedostato¢nej
u¢innosti skusaného lieku. Po prevzati pisomne;j

vypovede  zadavatelom, zdravotnicke
zariadenie vynalozi  primerané  usilie  na
minimalizovanie  dalSich  nakladov. IQVIA

poukaze poslednd platbu za navstevy alebo
vykony riadne vykonané v suUlade s touto
zmluvou vo vyske stanovenej v Prilohe A; desat
percent (10 %) tejto poslednej platby v§ak bude
zadrzanych az do zadavatelovho kone¢ného
prevzatia  vSetkych  stranok pacientskych
zaznamov  (CRF) avsSetkych  vydanych
vysvetliviek k Udajom ado splnenia vsetkych
dalSich uplatnitelny/ch podmienok tu
stanovenych. V pripade podozrenia na podstatné
porusenie tejto zmluvy, ktoré by vyzadovalo jej
vypovedanie, méze spolo¢nost IQVIA CiastoCne
alebo uplne pozastavit plnenie tejto zmluvy,
vratane zaradovania Subjektov do skuSania, s
vynimkou rozsahu, v ktorom by bola ohrozena
bezpecnost subjektov.

16. OZNAMENIA

VSetky oznamenia pozadované alebo povolené
podla tejto zmluvy budl vyhotovené pisomne
a doru¢ené
a) osobne;
b) doporu¢enou posStou s uhradenym
postovnym a doru¢enkou;
c) e-mailom ako .pdf subor alebo
skenovany dokument, alebo v inom

needitovatelnom formate s
pozadovanym potvrdenim
dorucenia;

D) komer¢nou kuriérskou sluzbou, ktora
zaruCuje doruCenie na nasledujuci
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den a  poskytuje  potvrdenie
dorucenia, a takéto oznamenia budu
adresované nasledovne:

To Sponsor:
Pre zadavatela:

Name/Nazov:
Address/Adresa:

Merck KGaA, Frankfurter Strasse 250, 64293
Darmstadt, Nemecka spolkova republika

To IQVIA:
Pre IQVIA:

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

Tel:

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:
officeofgeneralcounsel@igvia.com

To Institution:
Pre zdravotnicke zariadenie:

Fakultna nemocnica Trnava, .
having a place of business at: A. Zarnova 11,
917 02 Trnava, Slovak Republic

To Investigator:
Pre skusajuceho:

Georgi Krastev MD, PhD.

with a working place at Fakultna nemocnica
Trnava, Neurologické oddelenie, A. Zarnova
7507/11, 917 02 Trnava, 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. MISCELLANEOUS

18.1. Entire Agreement

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 part of
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17. VYSSIA MOC

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju plnit podla tejto zmluvy,
v pripade povodne, poziaru alebo inej Zivelnej
pohromy, havarie, vojny, vzbury, vytrznosti, embarga,
meskania prepravcov, nemoznosti ziskat' materialy,
vypadku elektriny alebo prirodnych zdrojov dodavok,
Statneho Ukonu, sudneho zakazu alebo obmedzenia
alebo inej vy$Sej moci, ktora zabranuje takémuto
plneniu, ¢i uz je podobného, alebo iného charakteru,
ako vysSie uvedené a je mimo primeranej kontroly
zmluvnej strany viazanej touto povinnostou,
postihnuta zmluvna strana v$ak vynalozi primerané
usilie na to, aby odstranila, napravila alebo prekonala
takéto okolnosti a ¢o najrychlejSie 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 dalSie pisomné
alebo Ustne dohody o tomto skusani.

18.2. Nezrieknutie sa/Vymozitelnost

Nevymahanie akejkolvek podmienky tejto zmluvy
nema byt interpretované ako zrieknutie sa tejto
podmienky. Ak sa ktorakolvek Cast tejto zmluvy
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this Agreement is found to be unenforceable, the
rest of this Agreement will remain in effect.

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

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

Upon Sponsor’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
Institution hereby consents to such an assignment.
Institution will be given prompt notice of such
assignment by the assignee.

The Parties agree not to assign (or trade in any
way) their mutual claims under this Agreement with
a third party without the prior written consent of the
other Party. The written consent of the Institution is
subject to the prior consent of the Ministry of Health
of the Slovak Republic, otherwise this consent is
invalid. For the avoidance of any doubt: the
assignment of a claim without the written consent of
the other party invalidates such an act.

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. Applicable Law

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

The parties further agree that all disputes arising
from this Agreement will be resolved by the
respective courts of the Slovak Republic.

This Agreement is executed in Slovak and English
language, with the parties considering both
language versions to be equivalent, but in the event
of any discrepancies between the versions, the
parties agree that the Slovak version of the contract
shall prevail.

18.6. Survival
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ukaze ako nevymahatelna, zostava zvysok tejto
zmluvy platny a u€inny.

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

Zdravotnicke zariadenie nesmie postupit ani
presunut’ ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajuceho
pisomného suhlasu IQVIA a zadavatela.

Na poziadanie zadavatela méze IQVIA postupit
tuto zmluvu zadavatelovi alebo tretej strane
ur€ene;j zadavatelom a IQVIA nebude
zodpovedat za Ziadne povinnosti alebo zavazky
podla tejto zmluvy, ktoré vzniknd po datume
takéhoto postupenia a zdravotnicke zariadenie s
takymto  postupenim  suhlasi.  Nastupca
spolo¢nosti IQVIA bude zdravotnicke zariadenie
o takomto postupeni urychlene informovat'.

Zmluvné strany sa dohodli, ze svoje vzajomné
pohladavky z tejto Zmluvy nepostupia (ani s nimi
nebudd nijako obchodovat) tretej strane bez
predchadzajuceho pisomného suhlasu druhej
zmluvnej strany. Pisomny suhlas Zdravotnickeho
zariadenia je podmieneny predchadzajucim
suhlasom Ministerstva zdravotnictva Slovenskej
republiky, inak je tento suhlas neplatny. Pre
vyli€enie akychkolvek pochybnosti: postupenie
pohladavky bez pisomného suhlasu druhej strany
spOsobuje neplatnost’ takéhoto Ukonu.

18.4 Opravnena tretia strana

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

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, Zze okrem zadavatela nie su ziadne
iné opravnené tretie strany, ktoré by mali pravo
vymahat’ ktorékolvek z ustanoveni tejto zmluvy.

18.5. Nadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko skusania
vykonava skuSanie.

Zmluvné strany sa dalej dohodli, ze vSetky spory
vzniknuté z tejto zmluvy budu rieSené vecne a
miestne prisluSnymi sudmi Slovenskej republiky.

Tato zmluva je vyhotovena v slovenskom a v
anglickom jazyku, pricom zmluvné strany
povazuju obe jazykové verzie za rovnocenné,
avSak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa zmluvné strany
dohodli, ze prednost ma slovenska verzia
zmluvy.

18.6. Pretrvanie
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The terms of this Agreement that contain Podmienky tejto zmluvy obsahujice povinnosti

obligations or rights that extend beyond the alebo prava, ktoré pokracuju po dokonceni
completion of the Study shall survive termination or skuSania, budu pretrvavat aj po vypovedani
completion of this Agreement even if not expressly alebo splneni tejto zmluvy, aj ked to v tejto
stated herein. zmluve nie je vyslovne uvedené.

18.7 Signatures 18.7 Podpisy

This Agreement shall be executed by all of its Parties in  Tuto zmluvu podpiSu v§etky zmluvné strany v troch
three (3) counterparts, each of which shall constitute an  (3) rovnopisoch, z ktorych kazdy predstavuje jeden

original. original.
THIS SECTION IS INTENTIONALLY LEFT TATO CAST JE UMYSELNE PONECHANA
BLANK PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s. r. o.
Za IQVIA RDS Slovakia, s. r. 0. svojim podpisom potvrdzuje:

By/Meno a priezvisko: J ARHICA W‘&&}NE‘IZL*N'/}"

Title/Funkcia: AN RSU

Signature/Podpis: _

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultna nemocnica Trnava
Za Fakultna nemocnica Trnava svojim podpisom potvrdzuje: ,

By/Meno a priezvisko: JUDr. Vladislav Srojta

Title (must be authorized to sign on Institution's behalf): Director/
Funkcia (s opravnenim podpisovat za zdravotnicke zariadenie): riaditel

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:

Skusajuci svojim podpisom potvrdzuje:

Name/Meno a priezvisko: __ &2 €+ € () / .8 U/

Signature/Podpis: _

Date/Datum: ¢
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEES DETAILS
the parties agree that the payees designated
below are the proper payees for this
agreement, and that payments under this
agreement will be made only to the following

PRILOHA A
ROzZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOCH PLATIEB
zmluvné strany  potvrdzuju, Ze  menovani
prijemcovia platieb su riadnymi prijemcami platieb
podla tejto zmluvy a Ze platby podla tejto zmluvy sa
budu poukazovat len nasledujucim prijemcom

payees (“payee’):

Contract Payee: the Institution

platieb (dalej ,prijemca platieb):

Zmluvny prijemca platieb: Zdravotnicke zariadenie

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

Fakultna nemocnica Trnava

Payee Address/Adresa prijemcu platieb

A. Zarnova 7507/11, 917 02 Trnava, Slovenska
republika

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Statna pokladnica

Bank Street/Ulica banky

Radlinského 32

Bank City/Mesto banky

Bratislava

Bank State/Province/Kraj banky

Bratislavsky

Bank Postal Code/PSC banky

810 05

Bank Country/Stat banky

Slovak Republic

Receiving Account Currency/Mena
prijimajuceho uctu

EUR

IBAN

IBAN: SK5481800000007000281238

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

SPSRSKBA

elektronicky 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 bankoveho Uctu, méze byt potrebné uviest sprostredkujicu banku. Podrobnosti zistite u
svojej finan¢nej institlcie. Ak je potrebna sprostredkujica banka, uvedte nazov banky, &islo uétu, ak sa
vztahuje, a SWIFT kod sprostredkujticej banky, spolu so vSetkymi dal$imi potrebnymi pokynmi na

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nézov prijemcu
odosielajuceho faktury na spoloé¢nost
DrugDev

Fakultna nemocnica Trnava

Email/e-mail

Language Preference/Uprednostriovany
jazyk

slovak

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

Fakultna nemocnica Trnava
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Phone number & Email/Telefonne Cislo a e-
mail

mailto: zuzana.javorova@fntt.sk

Language Preference/Uprednostiiovany
jazyk

slovak

and

Contract Payee: Georgi Krastev MD, PhD.

Zmluvny prijemca platieb:
Krastev, PhD (skusajuci)

MUDr. Georgi

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

Georgi Krastev MD, PhD.

Payee Address/Adresa prijemcu platieb

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky

Bank City/Mesto banky

Bank State/Province/Kraj banky

Bank Postal Code/PSC banky

Bank Country/Stat banky

Receiving Account Currency/Mena
prijimajuceho uctu

EUR

IBAN

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

elektronicky 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 G&tu, mdze byt potrebné uviest sprostredkujucu banku. Podrobnosti zistite u
svojej finanénej institucie. Ak je potrebné sprostredkujuca banka, uvedte nazov banky, ¢islo uctu, ak sa
vztahuje, a SWIFT kod sprostredkujucej banky, spolu so véetkymi dalSimi potrebnymi pokynmi na

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktlry na spolo¢nost
DrugDev

Georgi Krastev MD, PhD.

Email/e-mail

georgi.krastev@fntt.sk

Language Preference/Uprednostiovany
jazyk

slovak

Name of payment recipient to receive
payment notification and details/Meno/nazov

Georgi Krastev MD, PhD.
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prijemcu platieb, ktory ma dostat oznamenie
o platbe a Gdaje o nej

Phone number & Email/Telefénne &islo a e-

mail Mail to: georgi.krastev@fntt.sk
Language Preference/Uprednostriovany
jazyk slovak
and a
| Contract Payee: Miroslav Mako MD Zmluvny prijemca platieb: MUDr. Miroslav Mako

(personal skusania)

Payee Name/Meno/nazov prijemcu platieb
(Must match name in the contract)/(musi sa
zhodovat's menom/nazvom v zmluve) MUDr. Miroslav Mako

Payee Address/Adresa prijemcu platieb

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky -

Bank City/Mesto banky

Bank State/Province/Kraj banky

Bank Postal Code/PSC banky

Bank Country/Stat banky

Receiving Account Currency/Mena
prijimajuceho uctu

IBAN

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

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 uc¢tu, méze byt potrebné uviest sprostredkujucu banku. Podrobnosti zistite u
svojej finan¢nej institucie. Ak je potrebna sprostredkujuca banka, uvedte nazov banky, ¢islo uctu, ak sa
vztahuje, a SWIFT kod sprostredkujucej banky, spolu so vsetkymi dalsimi potrebnymi pokynmi na
elektronicky prevod.

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktury na spolo¢nost

DrugDev MUDr. Miroslav Mako

Email/e-mail '

Language Preference/Uprednostiovany

jazyk slovak
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Name of payment recipient to receive
payment notification and details/Meno/nazov
prijemcu platieb, ktory ma dostat oznamenie
o platbe a Udaje o nej

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

mail Mail tc o

Language Preference/Uprednostiiovany

jazyk slovak

and a

Contract Payee: MUDr. Al-Sabti Bassam Zmluvny prijemca platieb: ~ MUDr. Al-Sabti
Matheel Dhayif Bassam Matheel Dhayif

Payee Name/Meno/nazov prijéirﬁcu platieb ' - : T
(Must match name in the contract)/(musi sa

zhodovat s menom/nazvom v zmluve) MUDr. Al-Sabti Bassam Matheel Dhayif

Payee Address/Adresa prijemcu platieb

Banking information/Bankove spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky

Bank City/Mesto banky

Bank State/Province/Kraj banky

Bank Postal Code/PSC banky

Bank Country/Stat banky

Receiving Account Currency/Mena
prijimajuceho uctu

IBAN

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

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 vagho bankového uétu, moze byt potrebné uviest sprostredkujicu banku. Podrobnosti zistite u
svojej finan¢nej institucie. Ak je potrebna sprostredkujuca banka, uvedte nazov banky, islo uctu, ak sa
vztahuje, a SWIFT kod sprostredkujucej banky, spolu so v&etkymi dal$imi potrebnymi pokynmi na
elektronicky prevod.

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktury na spolo¢nost

DrugDev MUDr. Al-Sabti Bassam Matheel Dhayif
Email/e-mail

Language Preference/Uprednostiovany

jazyk slovak

Name of payment recipient to receive
payment notification and details/Meno/nazov MUDr. Al-Sabti Bassam Matheel Dhayif

MS200527_0082_Slovakia_CTA Trip_02Aug19 1QVIA MS200527_0082_Slovakia_ CTATrip 02Aug19 IQVIA
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prijemcu platieb, ktory ma dostat oznamenie
o platbe a udaje o nej

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

Language Preference/Uprednostrhovany

jazyk slovak

and a

Contract Payee: MUDr. Andrii Maksymets Zmluvny prijemca platieb: MUDr. Andrii
Maksymets

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

MUDr. Andrii Maksymets

Payee Address/Adresa prijemcu platieb

Banking Information/Bankové spojenie:

_Bank Name/Nazov banky
Bank Street/Ulica banky

Bank City/Mesto banky

Bank State/Province/Kraj banky

Bank Postal Code/PSC banky

Bank Country/Stat banky

Receiving Account Currency/Mena
prijimajuceho Uc¢tu

IBAN

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

elektronicky 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 uc¢tu, méze byt potrebné uviest sprostredkujucu banku. Podrobnosti zistite u
svojej finan¢nej institucie. Ak je potrebna sprostredkujica banka, uvedte nazov banky, ¢islo G¢tu, ak sa
vztahuje, a SWIFT kod sprostredkujicej banky, spolu so v§etkymi dal§imi potrebnymi pokynmi na

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktury na spolo¢nost’
DrugDev

MUDr. Andrii Maksymets

Email/e-mail

2

Language Preference/Uprednostriovany
jazyk

slovak

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

MUDr. Andrii Maksymets
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Phone number & Email/Telefonne cislo a e-

mail Mail to: ¢ .
Language Preference/Uprednostriiovany

jazyk slovak

and a

Contract Payee: Mgr. Maria Hutkova

Zmluvny prijemca platieb: Mgr. Maria Hutkova

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

Mgr. Maria Hutkova

Payee Address/Adresa prijemcu platieb

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky

Bank City/Mesto banky

Bank State/Province/Kraj banky
Bank Postal Code/PSC banky

Bank Country/Stat banky

Receiving Account Currency/Mena
prijimajuceho uctu
IBAN

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

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 uctu, méze byt potrebné uviest sprostredkujucu banku. Podrobnosti zistite u
svojej finan¢nej institucie. Ak je potrebna sprostredkujuca banka, uvedte nazov banky, €islo uctu, ak sa

elektronicky prevod.

vztahuje, a SWIFT kod sprostredkujucej banky, spolu so véetkymi dalsimi potrebnymi pokynmi na

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktury na spolo¢nost
DrugDev

Email/e-mail

Mgr. Maria Hutkova

Language Preference/Uprednostnovany
jazyk

slovak

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

Mgr. Maria Hutkova

Phone number & Email/Teleféonne ¢islo a e-
mail
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Language Preference/Uprednostriiovany

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 respective
allocations of the payments for the services
performed under this Agreement.

B. PAYMENT TERM
DrugDev, on behalf of IQVIA, will administer

V pripade zmeny v Udajoch o bankovom spojeni
prijemcu platieb je prijemca platby povinny informovat
o tom spolo¢nost’ DrugDev pisomne. Zmluvné strany
sa dohodli, ze v pripade zmeny v udajoch o bankovom
spojeni, ktoré sa netykaju zmeny prijemcu platieb
alebo zmeny krajiny, v ktorej je vedeny bankovy ucet,
nie su pozadované Ziadne dalSie pisomné dodatky
tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany
prijemca platieb je opravneny prijimat jemu
prislichajuce cCasti platby za sluzby vykonané
podla tejto zmluvy.

B. PLATOBNE TERMINY

Spolo&nost DrugDev v mene spoloénosti IQVIA bude

payment to the Payee biannually, on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%)
of each payment due, including any Screening
Failure 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 of actual subject
visits, and will be paid by IQVIA to the Payee,
administered by DrugDev, 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
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platby pre prijemcu platieb spracovavat pol roéne
na zaklade poctu absolvovanych navstev na jeden
subjekt v sulade s pripojenym rozpoctom.
Devatdesiat percent (90 %) kazdej splatnej
Ciastky, vratane platieb za nelspe$né vstupné
vySetrenia, ktoré moézu byt splatné podla
podmienok tejto zmluvy, sa poukaze na zaklade
udajov o zaradovani za predchadzajucich 6
mesiacov, potvrdenych pacientskymi zaznamami
(CRF) prijatymi od pracoviska sku$ania, ktoré
dokladaju navstevnost  subjektov. Zostatok
splatnych finanénych prostriedkov az do vysky
desat percent (10 %) bude vyplateny pomernym
spésobom po overeni skuto¢nej navstevnosti
subjektov a spolo¢nost IQVIA ho spracovany
spolo€nostou DrugDev vyplati prijemcovi po
zadavatelovom kone¢nom prevzati vSetkych
stranok CRF, vSetkych vydanych vysvetliviek
k Udajom, po prevzati a schvaleni vsSetkych
chybajicich dokumentov pre kontrolné UGrady
pozadovanych  spolo¢nostou IQVIA alebo
zadavatelom, vrateni vSetkych nepouzitych
materialov spolo¢nosti IQVIA a po spineni dalSich
podmienok uvedenych v zmluve.

Za vSetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia protokolu
nie su podla tejto zmluvy splatné.
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C. PAYMENT DISPUTE

Institution 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. MINIMUM ENROLMENT GOAL

Institution  acknowledges that Investigator’s
minimum enrollment goal is 2 subjects 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

© stated in

to adhere to this principle
reconsider Site’s  suitability 1o
participation in the Study.

E. DISCONTINUED OR EARLY TERMINATION

Reimbursement for discontinued or

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
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 to be billed to:

IQVIA RDS Slovakia, s. r. 0.

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: support@drugdevglobal.co

m
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IQVIA  may
continue

early
termination subjects will be prorated based on the

C. PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie moéze namietat proti
akymkolvek platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu ski$ania, do tridsiatich (30)
dni od prijatia poslednej platby. Zahfiia to vSetky
uhradené alebo splatné fakturovatelné polozky.
D. MINIMALNY NABOROVY CIEL

Zdravotnicke zariadenie potvrdzuje, Ze minimalny
naborovy ciel skusajuceho su 2 subjekty aze
pracovisko skuSania vyvinie maximalne Usilie na
dosiahnutie naborového ciela v primeranom ¢ase
po zacati skusania na pracovisku. Ak pracovisko
skusania tuto zasadu nedodrzi, IQVIA moze
prehodnotil’ vhodnost pracoviska skdSania pre
dalsiu ucast na klinickom skusani.

E. PREDCASNE VYRADENIE ALEBO VYSTUPENIE

Uhrady za subjekty, ktoré boli zo ski$ania vyradené
alebo z neho pred€asne vystupili, budu vyplatené
pomernym spoésobom podla poctu potvrdenych
absolvovanych navstev.

F. FAKTURY

Spolo¢nost’ DrugDev bude poukazovat platby na
zaklade rozpoctu navstev, platobnych terminov a
platobnych podmienok uvedenych vyssSie. Platby sa
poukazu az po prevzati zodpovedajucich faktur (resp.
Ziadosti o Uhradu zo strany skus$ajuceho), vratane
sprievodnej dokumentacie, v uréenej mene, ako je
uvedene nizSie. Faktury budu splatné do 30 dni od
prevzatia faktdry spolo¢nostou DrugDev, vratane
vSetkej prislusnej sprievodnej dokumentacie.
Faktury na vsSetky dalSie platby okrem platieb
uvedenych v tejto zmluve (t. j. dalSie uhrady) sa taktiez
musia odoslat spolo¢nosti DrugDev a musi ich
schvélit' zadavatel. Vsetky faktury sa musia vystavit
nasledujucim spésobom:
Faktary sa maju vystavit na
nasledujucu fakturaénu adresu:
Na adresu: DrugDev
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika

Faktury sa maju odoslat na
nasledujucu dorucovaciu adresu:

DrugDev Payments

IQVIA, 5th floor

210 Pentonville Rd, King Cross

London N1 9JY

Spojené kralovstvo

E-mail: support@drugdevglobal.com
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The following information should be
included on the invoice:

o Complete INVESTIGATOR
name, address and phone
number

o Invoice Date

0 Invoice Number

o Payee Name (must match
Payee indicated in CTA)

o Payment Amount

o Complete description of

services rendered

o Study Number:

o Sponsor Name

o Invoices should be printed on
site/institution letterhead

All invoice and payment related inquiries shall be
addressed directly to DrugDev Payments at
support@drugdevglobal.com , telephone +1
(973) 659-6722, or fax +01 (610) 994-2784.

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

G. 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/amount 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).
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Faktura musi obsahovat nasledujuce
nalezitosti:

o celé meno, adresa

o datum vystavenia faktury

o Cislo faktury

0 meno/nazov prijemcu platieb (musi
sa zhodovat' s prijemcom platieb
uvedenym v zmluve o klinickom
skusani)
suma na Uhradu
uplny opis poskytnutych sluzieb
Cislo skusania
nazov zadavatela
faktury maju byt vytlacené na
hlavickovom papieri pracoviska
skuSania/zdravotnickeho zariadenia

O O O OO

Vsetky otazky tykajuce sa faktur a uhrad sa maju
adresovat  priamo  platobnému  oddeleniu
spolo¢nosti DrugDev na adresu
support@drugdevglobal.com, telefonicky na ¢islo
+1(973) 659-6722 alebo faxom na €islo +01 (610)
994-2784.

Za akékolvek vydavky alebo naklady, ktoré
vzniknu zdravotnickemu zariadeniu pri plneni tejto
zmluvy a ktoré nie su vyslovne uvedené v tejto
zmluve alebo dodato¢ne schvalené na preplatenie
spolo¢nostou IQVIA alebo zadavatelom podla

tejto zmluvy (vratane Rozpoc¢tu a Rozpisu
platieb), zodpoveda vyhradne zdravotnicke
zariadenie.

G. CESTOVNE NAKLADY PACIENTOV

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

Stravné poukazky poskytne zadavatel
prostrednictvom zmluvnej vyskumnej organizacie
(CRO) a subjektom ich bude vydavat skusajuci. Od
skuSajuceho sa bude pozadovat, aby viedol evidenciu
vydaja stravnych poukazok, v ktorej primerane
zdokumentuje pocet a hodnotu stravnych poukazok
vydanych kazdému subjektu. VSetky stravnée
poukazky, ktoré neboli vydané subjektom podla tohto
¢lanku, sa na konci sku$ania (alebo pri jeho
pred¢asnom ukonceni) urychlene vratia CRO
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H. SCREENING FAILURE
Reimbursement for screen failures will be paid
at the amounts in EURO currency, which are
indicated on the Screening Visit of the attached
budget table, not to exceed one (1) screen
failure(s) paid per one (1) subject(s)
randomized.

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.

|. STuDY START-UP FEE

A one-time, non-refundable payment will be paid
to the Institution in the amount of 172.20 EUROS
(€) to cover Study start-up activities upon
compietion and receipl by IQVIA of all
contractual and regulatory documentation and
receipt of invoice.

A one-time, non-refundable payment will be paid to
the Investigator in the amount of 137.76 EUROS
(€) to cover Study start-up activities upon
completion and receipt by IQVIA of all contractual
and regulatory documentation and receipt of
invoice.

A one-time, non-refundable payment will be paid to
the sub-investigator Miroslav Mako MD in the
amount of 275.52 EUROS (€) to cover Study start-
up activities upon completion and receipt by IQVIA
~ of all contractual and regulatory documentation
and receipt of invoice.

A one-time, non-refundable payment will be paid to
the sub-investigator Al-Sabti Bassam Matheel
Dhayif MD in the amount of 103.32 EURQOS (€) to
cover Study start-up activities upon completion and
receipt by IQVIA of all contractual and regulatory
documentation and receipt of invoice.

A one-time, non-refundable payment will be paid to
the sub-investigator Andrii Maksymets MD in the
amount of 103.32 EUROS (€) to cover Study start-
up activities upon completion and receipt by IQVIA
of all contractual and regulatory documentation
and receipt of invoice.
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H. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za nelispe$né vstupné vySetrenia sa budl
poukazovat' v pefiaznych sumach v mene EUR, ktoré
su uvedené v skriningovej navsteve priloZzenej v
rozpoctovej tabulke a neprekroci jeden (1) neuspesné
vstupné
randomizovaného pacienta.

vySetrenie  zaplatené za  jedného

Aby vznikol narok na Uhradu za vstupnu navstevu,
je potrebné zaslat' spolo¢nosti IQVIA vypinené
stranky CRF pre vstupné vysSetrenia vSetky dalSie
informacie, ktoré modze spolo¢nost IQVIA
pozadovat, aby dostatotne zdokumentovala
vstupné vySetrenia subjektu.

. PLATBA NA ROZBEH SKUSANIA

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné uUrady, jej prevzati
spolo¢nostou  IQVIA a  prevzati  faktury
spolocnostou IQVIA sa uhradi Zdravolnickemu
zariadeniu, jednorazova, nerefundovatelna platha
vo vyske 172.20 EUR (€), ktora ma pokryt” aktivity
na rozbeh skusania.

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné urady, jej prevzati
spolo¢nostou IQVIA a  prevzati  faktary
spolo¢nostou IQVIA sa uhradi skuSajucemu,
jednorazova, nerefundovatelna platba vo vyske
137.76 EUR (€), ktora ma pokryt’ aktivity na rozbeh
skuSania.

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné urady, jej prevzati
spolo¢nostou  IQVIA a  prevzati  faktdry
spolo¢nostou IQVIA sa uhradi spoluskusajucemu,
MUDr  Miroslavi  Makovi jednorazova,
nerefundovatelna platba vo vyske 275.52 EUR (€),
ktora ma pokryt aktivity na rozbeh skusania.

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné urady, jej prevzati
spolo¢nostou  IQVIA a  prevzati  faktury
spolo¢nostou IQVIA sa uhradi spoluskusajucemu
MUDr. Al-Sabti Bassam Matheel Dhayifovi,
jednorazova, nerefundovatelna platba vo vyske
103.32 EUR (€), ktora ma pokryt’ aktivity na rozbeh
sku$ania.

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné Urady, jej prevzati
spoloCnostou  IQVIA a  prevzati  faktary
spolo¢nostou IQVIA sa uhradi spoluskus$ajucemu
MUDr  Andrii  Maksymetsovi,  jednorazova,
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A one-time, non-refundable payment will be paid to
the sub-investigator Mgr. Maria Hutkova in the
amount of 68.88 EUROS (€) to cover Study start-
up activities upon completion and receipt by IQVIA
of all contractual and regulatory documentation
and receipt of invoice.

J. Patient Medication (Cholestyramine or
Activated Charcoal) costs for the purpose of the
Accelerated Elimination of Teriflunomide, will be
reimbursed to the Institution, 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.

K. A one-time, non-refundable payment in amount
627 EURO will be paid to the Institution upon
receipt of an invoice Budget Preparation,
Negotiation and Contract Finalization: includes
budget review, negotiation, legal review, routing
and signatures

L. RECORD STORAGE FEE/ARCHIVING FEE

A record storage payment of 921 EUR will be made
to the Institution upon receipt of an invoice. In
accordance with Sponsor’s Protocol requirements,
Institution shall maintain all Site Study records in a
safe and secure location to allow easy and timely
retrieval, when needed. Payment shall
bemadeafter close out visit as a last payment.
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nerefundovatelna platba vo vy$ke 103.32 EUR (€),
ktora ma pokryt aktivity na rozbeh skusania.

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné Urady, jej prevzati
spolo¢nostou  IQVIA a  prevzati  faktary
spolo¢nostou IQVIA sa uhradi spoluskusSajucemu
Mgr. Marii Hutkovej, jednorazova,
nerefundovatelna platba vo vyske 68.88 EUR (€),
ktora ma pokryt aktivity na rozbeh skusania.

J. Naklady na lieky na pacientov (Cholestyramin
alebo aktivne uhlie) na ucely urychleného
odstranenia teriflunomidu sa podla potreby
preplacaju zdravotnickemu zariadeniu po prijati
podpornych faktur od zdravotnickeho zariadenia az
do vysky sto eur (100 EUR) ) [plati sa za paciental].
Na faktire musia byt uvedené cisla pacientov a
datum zakroku.

K. Po prevzati faktury sa poukaze platba
zdravotnickemu zariadeniu vo vySke 627 EUR za
pripravy rozpoctu, rokovania a finalizacie zmiuvy.

Tento  poplatok zahfia kontrolu  rozpoctu,
rokovania, kontrolu legislativy, preposielanie
a organizaciu podpisov.

L: PLATBA ZA UCHOVAVANIE

ZAZNAMOV/PLATBA ZA ARCHIVACIU

Po prevzati faktiry sa poukaze zdravotnickemu
zariadeniu platba za uchovavanie zaznamov vo
vyske 921 EUR. V sulade s poziadavkami protokolu
zadavatela  bude  zdravotnicke  zariadenie
uchovavat' vSetky zaznamy pracoviska skusania na
bezpecnom a chranenom mieste, aby ich v pripade
potreby bolo mozné jednoducho a v&as vyhladat.
Platba sa uskuto¢ny ako posledna platba po
uzatvoreni centra skusania.
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M. BUDGET TABLE

M.

Ro0zPOCTOVA TABULKA

Double Blind Arm/Dvojito zaslepené rameno

Budget in EURO
currency/
Rozpocet v mene
EUR

Visit/Navsteva Patient Pl: MUDr. MUDr. Al- | MUDr. Mgr.
travel/ Institution | Georgi Mirosla | Sabti Andrii Maria
/ Krastev v Mako | Bassam Maksyme | Hutkova
Cestovné MD, PhD Matheel ts
naklady Zdravotnic Dhayif
pacienta | ke
zariadenie
Visit 1 / Screening 36 253 202.4 404.8 151.8 151.8 101.2
Visit/1.
navsteva/vstupna
navsteva
. o 36 317.2 253.76 507.52 190.32 190.32 126.88
Baseline Visit
Visit 2/ D1/2. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/D1
Visit 4 | W4/4. 36 151.2 120.96 241.92 90.72 90.72 60.48
navsteva/T4
Visit 5/ W6/5. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T6
Visit 6 / W8/6. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T8
Visit 7 / W10/7. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T10
Visit 8 / W12/8. 36 214 .4 171.52 343.04 128.64 128.64 85.76
navsteva/T12
Visit 9 / W14/9. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T14
Visit 10 / W16/10. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T16
Visit 11 / W18/11. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T18
Visit 12 / W20/12. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T20
Visit 13 / W22/13. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T22
Visit 14 / W24/14. 36 266.8 213.44 426.88 160.08 160.08 106.72
navsteva/T24
Visit 15/ W28/15. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T28
Visit 16 / W32/16. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T32
Visit 17 / W36/17. 36 193.2 154.56 309.12 115.92 115.92 77.28
navsteva/T36
Visit 18 / W40/18. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T40
Visit 19 / W44/19. 36 109 87.2 174.4 65.4 65.4 43.6
navsteva/T44
Visit 20 / W48/20. 36 266.6 213.28 426.56 159.96 159.96 106.64
navsteva/T48
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Visit 21 / W52/21. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T52
Visit 22 / W56/22. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T56
Visit 23 / W60/23. 36 193.2 154.56 309.12 115.92 115.92 77.28
navsteva/T60
Visit 24 | W64/24. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T64
Visit 25 / W68/20. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T68
Visit 26 / W72/26. 36 219.6 175.68 351.36 131.76 131.76 87.84
navsteva/T72
Visit 27 | W76/27. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T76
Visit 28 / W80/28. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T80
Visit 29 / W84/29. 36 193.2 154.56 309.12 115.92 115.92 77.28
navsteva/T84
Visit 30 / W88/30. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T88
Visit 31 / W92/31. 0 41 32.8 65.6 24.6 24.6 16.4
navsteva/T92
Visit 32 / W96/Early 36 277.6 222.08 44416 166.56 166.56 111.04
Discontinuation/32.
navsteva/T96/navste
va pri predcasnoin
vystupeni
Total Maximum 864 4291 3432.8 6865.6 2574.6 2574.6 1716.4
Payments/Maximal
na vyska platieb
celkom:
Additional Patient Institution/ | PI: MUDr. MUDr. Al- | MUDr. Mgr.
Visits/Dalsie travel/ Zdravotnic | Georgi Mirosla | Sabti Andrii Maria
navstevy Cestovné | ke Krastev v Mako | Bassam Maksyme | Hutkova
naklady zariadenie | MD, PhD Matheel ts
na Dhayif
pacienta
Visit 25 / W108 */25. | 36 209 167.2 334.4 125.4 125.4 83.6
navsteva/T108*
Short name W108
Follow Up / 36 191.2 152.96 305.92 114.72 114.72 76.48
Discontinuation/Kontr
olna
navsteva/navsteva
pri ukonceni liecby
Short name F/D
Unscheduled visit/ 36 198.8 159.04 318.08 119.28 119.28 79.52
Neplanovana
navsteva Short name
uv
Telephone Visit/ 0 41 167.2 65.6 24.6 24.6 16.4
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Navsteva formou
telefonatu Short
name TV

* Week 108 is applicable only for a subset of patients who have disability progressions between 72-96
weeks/* 108. navsteva sa bude vztahovat' len na podskupinu pacientov, u ktorych sa vyskytne progresia
postihnutia medzi 72. az 96. tyzdriom.

OLE Arm/Rameno OLE

Budget in
EURO
currency/
Rozpocet
v mene
EUR
Visit/Navst | Patien | Instituti | PI: MUDr. MUDr. Al- MUDr. Mgr.
eva t on/ Georgi | Miroslav Sabti Andrii Maria

travell | Zdravot | Kirastev | Mako Bassam Maksymets | Hutkova

Cesto | nicke MD, Matheel

vné zariade | PhD Dhayif

naklad | nie

y na

pacien

ta
Week 2 36 109 87.2 174.4 65.4 65.4 43.6
Week 4 36 109 87.2 174.4 65.4 65.4 43.6
Week 6 36 109 87.2 174.4 65.4 65.4 43.6
Week 8 36 109 87.2 174.4 65.4 65.4 43.6
Week 10 36 109 87.2 174.4 65.4 65.4 43.6
Week 12 36 193.2 154.56 309.12 115.92 115.92 77.28
Week 14 36 109 87.2 174.4 65.4 65.4 43.6
Week 16 36 109 87.2 174.4 65.4 65.4 43.6
Week 18 36 109 87.2 174.4 65.4 65.4 43.6
Week 20 36 109 87.2 174.4 65.4 65.4 43.6
Week 22 36 109 87.2 174.4 65.4 65.4 43.6
Week 24 36 229.6 183.68 367.36 137.76 137.76 91.84
Week 28 36 109 87.2 174.4 65.4 65.4 43.6
Week 32 36 109 87.2 174.4 65.4 65.4 43.6
Week 36 36 193.2 154.56 309.12 115.92 115.92 77.28
Week 40 36 109 87.2 174.4 65.4 65.4 43.6
Week 44 36 109 87.2 174.4 65.4 65.4 43.6
Week 48 36 229.6 183.68 367.36 137.76 137.76 91.84
Week 52 0 47 37.6 75.2 28.2 28.2 18.8
Week 56 0 47 37.6 75.2 28.2 28.2 18.8
Week 60 36 109 87.2 174.4 65.4 65.4 43.6
Week 64 0 47 37.6 75.2 28.2 28.2 18.8
Week 68 0 47 37.6 75.2 28.2 28.2 18.8
Week 72 36 198.2 158.56 317.12 118.92 118.92 79.28
Week 76 0 47 37.6 75.2 28.2 28.2 18.8
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Week 80 0 47 37.6 75.2 28.2 28.2 18.8
Week 84 36 109 87.2 174.4 65.4 65.4 43.6
Week 88 0 47 37.6 75.2 28.2 28.2 18.8
Week 92 0 47 37.6 75.2 28.2 28.2 18.8
Week 96 36 240.4 192.32 384.64 144.24 144.24 96.16
Week 100 0 47 37.6 75.2 28.2 28.2 18.8
Week 104 0 47 37.6 75.2 28.2 28.2 18.8
Week 108 36 166.8 133.44 266.88 100.08 100.08 66.72
Week 112 0 47 37.6 75.2 28.2 28.2 18.8
Week 116 0 47 37.6 75.2 28.2 28.2 18.8
Week 120 36 198.2 158.56 317.12 118.92 118.92 79.28
Week 124 0 47 37.6 75.2 28.2 28.2 18.8
Week 128 0 47 37.6 75.2 28.2 28.2 18.8
Week 132 0 47 37.6 75.2 28.2 28.2 18.8
Week 136 0 47 37.6 75.2 28.2 28.2 18.8
Week 140 0 47 37.6 75.2 28.2 28.2 18.8
Week 36 240.4 192.32 384.64 144.24 144.24 96.16
144/Early
Discontinua
tion
Total 900 4432.6 3546.08 | 7092.16 2659.56 2659.56 1773.04
Maximum
Payments/
Maximalna
vyska
platieb
celkom:
Additional | Patien | Instituti | PI: MUDr. MUDr. Al- | MUDr. Mgr.
visits/Dalsi | t on/ Georgi | Miroslav Sabti Andrii Maria
e navstevy | travel/ Krastev | Mako Bassam Maksymets | Hutkova
Zdravot | MD, Matheel

Cesto | nicke PhD Dhayif

vné zariade

naklad | nie

y

na

pacien

ta
AEP 0 9.4 7.52 15.04 5.64 5.64 3.76
Period*/
Obdobie
sledovania
profilu
nezZiaducich
udalosti
(AEP)*
Baseline 36 2452 196.16 392.32 147.12 147.12 98.08
visit for
male
participants
/
BV male
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Zakladna
navsteva
pre
ucastnikov
muzského
pohlavia

Baseline 30 24 48
visit for
female
participants

/
BV female

Zakladna
navsteva
pre
ucastnicky
Zenského
pohlavia

18 18 12

Unschedule | 36 191.2 152.96 305.92

d visit/
uv
Neplanova

na
navsteva

114.72 114.72 76.48

Week 148
Follow-
up/Disconti
nuation/

36 198.8 159.04 318.08

W148 F/D

Kontrolna
navsteva v
148.
tyzdni/pri
ukonceni

119.28 119.28 79.52

Telephone 47 37.6 75.2

Visit/
TV
Navsteva

formou
telefonatu

28.2 28.2 18.8

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

MUZSKEHO 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
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NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu uhradzat
vo vyske uvedenej vo vyssie uvedenych tabulkach
[vratane prevadzkovych nakladov], po prijati
originalnych  podpornych  faktar a  overeni
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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.

spolo¢nostou DrugDev. Na originalnej faktdre musia
byt uvedené cisla subjektov skuSania a datumy
navstev.

Postupy vykonavané podla potreby, ak sa
vyZzaduju podla protokolu, sa budu uhradzat v
sumach na jeden postup uvedenych nizsie. Aby
vznikol narok na Uhradu, je potrebné zaslat
spolo¢nosti DrugDev original faktary a véetky dalsie
informacie, ktoré modze spolo¢nost IQVIA
pozadovat, aby dostato¢ne zdokumentovala
prislusny postup. Na originali faktary musia byt

uvedené ¢isla subjektov a datum postupu.

Cost unit in EURO currency
(including Overhead)/

Naklady na jednotku v mene
EUR (vratane prevadzkovych
nakladov)

Conditional Costs/Naklady
na postupy vykonavané
podla potreby

institution/

Zdravotnicke
zariadenie

Pi:  Georgi
Krastev MD,
PhD

MiUDr.
Miroslav
Mako

MUDr.
Sabti
Bassam
Matheel
Dhayif

Al-

MUDr.
Andrii
Maksyme
ts

vigr.
Maria
Hutkova

Optional pharmacogenetics
consent; DNA consent/

Volitelny suhlas s
farmakogenetickym
vyskumom; suhlas s
analyzou DNA

4.6

3.68

7.36

2.76

2.76

1.84

Full physical examination: A
comprehensive history; A
comprehensive physical
examination; one set of vital
signs; weight - for BV on OLE
period and unscheduled visil/

lekarska
Kompletna
anamnéza;
lekarska
jeden  subor
Zivotnych  funkcii;
hmotnost — pre
zakladnu navstevu
odslepeného  predizeného
obdobia (OLE) skuSania a
neplanovanu navstevu

Kompletna
prehliadka:
osobna
kompletna
prehliadka;
merani
telesna

25.8

20.64

41.28

15.48

15.48

10.32

Blood draw, phlebotomy,
routine  venipuncture  for
collection of specimen(s),
simple for central laboratory

8.4

6.72

13.44

5.04

5.04

3.36
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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 safety samples
at discretion of the
investigator/

Odber  krvi, flebotomia,
rutinna venepunkcia na odber
vzoriek, jednoducha pre
centralne laboratérium a
lokalne laboratérium
(tehotensky lest zo séra v
relevantnych pripadoch; test
na tuberkulozu; feritin a

saturacia transferinu;
vySetrenie na HIV, HBV a
HCV; koncentracia
evobrutinibu; klinicka
biochémia; hematoldgia;

doplnkové vysSetrenie funkcii
pecene;  hepatalny  profil;
hladina imunoglobulinov;
vySetrenie
proteinovych/genémovych
markerov  funkcii  pecene
pomocou novych testovacich
metod); v relevantnych
pripadoch vzorky pre

farmakodynamicku cast
skuSania: zahrnia pripravu
vzorky, odber krvi — pre

neplanované bezpecnostné
vzorky  podla uvazenia
skusajuceho

Lab handling and/or shipping | 4.4 3.52
of specimen(s) to central
laboratory and local
laboratory, simple - for
unscheduled safety samples
at discretion of the
Investigator/

Laboratérne spracovanie a

preprava vzoriek do
centralneho  laboratdria a
lokalneho laboratoria,
jednoduché - pre

7.04 2.64 2.64

1.76
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neplanované bezpecnostné
vzorky  podla uvaZenia
skusajuceho

Urine collection for local 2.6 2.08
(urinalysis and urine
pregnancy if applicable) and
central laboratory
(microscopis exam if
applicable) ) - for OLE BV,
unscheduled visit and
microscopic exam Iif needed/

Odber mocu pre miestne
laboratérium (podla potreby
analyza mocCu a tehotensky
test z mocu) a pre centralne
laboratérium (v pripade
potreby mikroskopickée
vySetrenie) — pre zakladnu
navstevu odslepeného
predizeného obdobia (OLE),
neplanovant navstevu a v
pripade potreby na
mikroskopické vySetrenie

4.16 1.56 1.56 1.28

w
(S}
9
)
o)

Lab handling and/or shipping
of urine specimen(s) to
central laboratory and local
laboratory, simple - for
microscopis exam if nesded/

Spracovanie  laboratérnych
vzoriek mocu alebo preprava
vzoriek mocu do centralneho
laboratéria, a  lokalneho
laboratdria, jednoduché — v
pripade potreby na
mikroskopické vySetrenie

Single 12-lead ECG: Includes | 16 12.8
tracing, interpretation and
report - for repeat evaluation
at discretion of  the
investigator/

12-zvodové EKG, jeden
zaznam: Zahrnia zaznam,
interpretaciu a spravu — na
opakované hodnotenie podla
uvazenia skusajuceho

256 9.6 9.6 6.4

Health resource utilization - 3.2 2.56
for OLE BV/

VyuZivanie zdrojov
zdravotnej starostlivosti — pre
zakladnu navstevu
odslepeného predizeného
obdobia (OLE)

5.12 1.92 1.92 1.28

Columbia Suicide Severity 8 6.4
Rating Scale, physician
administered - for OLE BV/

12.8 4.8 4.8 3.2
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Kolumbijska stupnica
zavaznosti suicidality
vykonava lekar — pre
zakladnu navstevu OLE

Extended Disability Status 22.6 18.08
Scale (EDSS); rater-
administered - for OLE BV/

Kurtzkeho rozSirena Skala
postihnutia (EDSS);
vykonava hodnotitel — pre
zakladnu navstevu OLE

36.16 13.56 13.56 9.04

Timed 25 Foot (T25-FW) 5- 2.8 2.24
10 minutes to administer by
trained professional - for OLE
Bv/

Cas namerany pri chédzi na
25 stoép (priblizne 7,5 metra)
(T25-FW), prebieha 5 az 10
minut, vykonava vyskoleny
kvalifikovany pracovnik — pre
zakladnu navstevu OLE

4.48 1.68 1.68 112

Nine Hole Peg Test (9-HPT); | 5.6 4.48
5-10 minutes to administer,
interviewer-administered - for
OLE BV/

Test vkladania  kolickov
Jjednou rukou do podstavca s
9 otvormi a ich vyberania (9-
HPT), prebieha 5 az 10 minut,
vykonava osoba, ktora vedie
rozhovor — pre zakladnu
navstevu OLE

8.96 3.36 3.36 2.24

Symbol Digit Modalities Test | 2.4 1.92
(SDMT); 5 minutes to
administer, self-administered
- for OLE BV/

Test  nahradzania cisel
geometrickymi obrazcami
podla zadaného kluca
(SDMT), prebieha 5 minut,
vykonava sa samostatne —
pre zakladnt navstevu OLE

3.84 1.44 1.44 0.96

Urinalysis, by dip stick or | 2.6 2.08
tablet reagent for bilirubin,
glucose, hemoglobin,
ketones, leukocytes, nitrite,
pH, protein, specific gravity,
urobilinogen, any number of
these constituents;
automated - for OLE BV/

Analyza moc¢u  pomocou
indikatorového papierika
alebo tabletovej reagencie —
bilirubin, glukoza,
hemoglobin, ketony,

4.16 1.56 1.56 1.04
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leukocyty,  dusitany,  pH,
proteiny, hustota,
urobilinogén, lubovolny pocet
tychto parametrov;
automatizovana, - pre
zakladnu navstevu OLE

Adverse events - for OLFE 12.8 10.24
BvV/

NeZiaduce udalosti — pre
zakladnu navstevu OLE

20.48 7.68 7.68 5.12

Concomitant medications 3.2 2.56
and procedures - for OLF
BV/

Subezne podavané lieky a
postupy — pre zakladnu
navstevu OLE

5.12 1.92 1.92 1.28

Patient Travel - Per Visit - for 36
OLE BV/

Cestovné naklady pacienta —
na jednu navstevu — pre
zakladnu navstevu OLE

Physician, Simple - Per Visit | 21.6 80.4
- for O =Ry

Lekar, zakladny poplatok —
na jednu navstevu — pre
zékladnu navstevu OLE

86.4 60.4 86.4 0

12.2 10.4
Study Coordinator, Simple -

Per Visit - for OLE BV/

Koordinator skusania,
zakladny poplatok — na jednu
navstevu — pre zakladnu
navstevu OLE

Physician - per hour - for 17.4 0
special training

0 69.6 69.6 0

IP handling destruction fee/ 38 30.4

Poplatok za odovzdanie
skuSaného lieku na likvidaciu

60.8 22.8 22.8 15.2

Chart Review per patient, per | 11.8 9.44
chart; simple/

Kontrola zdravotného
zaznamu na jedného
pacienta a jeden zaznam;
zakladna

18.88 7.08 7.08 4.72

Pharmacy, Simple (AEP)- 5 0
Per Preparation; dispense
drug/
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Based on concluded contractual relationship between
IQVIA and external service providers, IQVIA will cover
all cost related to additional examinations/

Na zaklade uzatvoreného zmluvného vztahu medzi
spolocnostou IQVIA a externymi poskytovatelmi sluzieb,
spolocnost’ IQVIA pokryje vSetky naklady spojené s dalSimi
vySetreniami.

Additional examinations will be provided by the
following Service Providers:/

Dalsie vysetrenia budu poskytnuté nasledujacimi
poskytovatelmi sluzieb:

MRI examinations/

MRI vySetrenie

MRI, s.r.o. with a registered address at KoSutska
1364, 925 21 Sladkovi¢ovo, Slovak Republic

Local Labs/

Lokalne laboratoria

AnalytX, spol. s.r.o. with a registered address at
Elektrarenska 12092, 831 04 Bratislava, Slovak
Republic

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED
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ZIADNE DALSIE POZIADAVKY NA
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 Stralle 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.

Personal Data may be used by IQVIA, Sponsor and
their Affiliates in accordance with applicable law,
including as set forth below, and for such time as is
reasonably necessary for the following purposes.

A. CATEGORIES OF
PURPOSES OF PROCESSING'

DATA COLLECTED AND

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 trials and/or
statistical analysis;

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

(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);

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

V ramci tohto klinického skusania spolo¢nost
Merck Healthcare KGaA, so sidlom na adrese
Frankfurter StralRe 250, 64293 Darmstadt,
Nemecko (dalej ,zadavatel”) spracovava urcité
osobné udaje personalu zdravotnickeho
zariadenia. V tomto dokumente sU uvedené
informacie pre persondl o spracovavani osobnych
udajov, ako to pozaduju pravne predpisy.

Osobné udaje mozu byt  spolo¢nostou
IQVIA/Zadavatelom a ich pridruzenymi
spoiocnostami  pouzité v sulade s platnymi

zakonmi, vratane ustanoveni uvedenych nizsie, a
to po dobu nevyhnutne potrebnl na nasledujuce
Ucely

A. KATEGORIE ZBIERANYCH UDAJOV A UCEL
SPRACOVAVANIA'

Pred zaciatkom skusania aj po¢as neho bude
zadavatel zbierat osobné Udaje personalu
zdravotnickeho zariadenia. Medzi tieto osobné
Udaje patria mena a kontaktné informacie a mézu
medzi ne patrit pracovné skisenosti, odborna
kvalifikacia, publikacie, zivotopisy, udaje o vzdelani
a informacie o finanénych priznaniach alebo inom
moznom  konflikte zaujmov a o platbach
poukazovanych  podla tejto  zmluvy  so
zdravotnickym  zariadenim. Zadavatel bude
spracovavat' takéto osobné Udaje na nasledujluce
ucely:

(i) vykonavanie Kklinickych skusani
Statisticka analyza,

(ii) preverovanie Statnymi alebo kontrolnymi
Uradmi, zadavatelom, spolo¢nostou IQVIA a ich
zastupcami a dcérskymi spolocnostami,

alebo

(iii) dodrziavanie pravnych predpisov a
poziadaviek kontrolnych uradov,
(iv) zverejnenie na webovej stranke

www.clinicaltrials.gov, dalich verejnych webovych
strankach a verejnych portaloch urcenych pre
klinické dokumenty Europskej liekovej agentiry a
dal$ich prislusnych uradov, ktoré informuju o
kKlinickych  skusaniach,  zuc€astiujucich  sa
skuSajucich a  zodpovedajucich  vysledkoch
skusania (za predpokladu, Ze dana osoba dala svoj
suhlas),

' Legal basis for processing personal data is Art. 6 (1) b) General Data Protection Regulation with the exception of (iv) where Art. 6 (1) a) providi
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 |
b) VSeobecného nariadenia o ochrane osobnych udajov s vynimkou bodu (iv), kde pravny zaklad poskytuje €l. 6 (1) a), a bodov (v), (vi) a (vii), ke
pravny zaklad poskytuje ¢l. 6 (1) f).
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(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.

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

The personnel as the data subjects, are guaranteed
the following rights:

The data subject shall have the right to obtain from the
controller confirmation as to whether or not personal
data concerning him or her are being processed, and,
where that is the case, access to the personal data
and the information in accordance with the Article 15
of the GDPR.

The data subject shall have the right to obtain from the
controller without undue delay the rectification of
inaccurate personal data concerning him or her.
Taking into account the purposes of the processing,
the data subject shall have the right to have
incomplete personal data completed, including by
means of providing a supplementary statement.

The data subject shall have the right to receive the
personal data concerning him or her, which he or she
has provided to a controller, in a structured, commonly
used and machine-readable format and have the right
to transmit those data to another controller without
hindrance from the controller to which the personal
data have been provided in accordance with the
Article 20 of the GDPR.

Sponsor will respond to all legitimate requests for
information about personal data stored and, where
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(v) ulozenie v databazach na ulahlenie
vyberu skusajucich do dalsich klinickych skusani
alebo na inu obchodnu ¢€innost v buducnosti,

(vi) odovzdavanie sprav zo skusania a dalSich
dokumentov sku$ania tretim stranam na vyskumné
GUcely v sulade s povinnostami tykajucimi sa
zodpovedného odovzdavania Gdajov a
transparentnosti,

(vii) dodrziavanie protikorupénych pravnych
predpisov.

B. ODOVZDAVANIE UDAJOV

Zadavatel moéze odovzdavat osobné udaje (i)
poskytovatelom  sluzieb, ktori spracovavaju
osobné udaje v jeho mene a podla jeho pokynov,
(ii)y spolupracujucim partnerom a (iii) dcerskym
spolo¢nostiam skupiny spolo¢nosti zadavatela,
vratane spolupracujucich partnerov a dcérskych
spolo&nosti so sidlom v krajinach mimo EU (dale;
J[retie _krajiny“), pod podmienkou primeranej
ochrany, najméa pouzitia Standardnych zmluvnych
doloziek.

Okrem toho sa osobne udaje mozu odovzdavat
dradom v tretich krajinach, napriklad Uradu pre
potraviny a lieky Spojenych Statov americkych.

C. PRAVA PERSONALU

Personal ako dotknuté osoby maju garantované
nasledujuce prava:

Dotknuta osoba ma pravo ziskat od
prevadzkovatela potvrdenie o tom, ¢&i sa
spracuvaju osobné udaje, ktoré sa jej tykaju, a ak
tomu tak je, ma pravo ziskat pristup k tymto
osobnym Udajom v sulade s ¢lankom 15 GDPR.

Dotknutda osoba ma& pravo na to, aby
prevadzkovatel bez zbytocného odkladu opravil
nespravne osobné Udaje, ktoré sa jej tykaju. So
zretelom na ucely spracuvania ma dotknuta osoba
pravo na doplnenie netplnych osobnych udajov, a
to aj prostrednictvom poskytnutia doplnkového
vyhlasenia.

Dotknuta osoba ma pravo ziskat osobné udaje,
ktoré sa jej tykaju a ktoré poskytla
prevadzkovatelovi, v §truktirovanom, bezne
pouzivanom a strojovo Citatelnom formate a ma
pravo preniest tieto udaje dalsiemu
prevadzkovatelovi bez toho, aby i€
prevadzkovatel, ktorému sa tieto osobné udaje
poskytli a to v stulade s ¢lankom 20 GDPR.

Zadavatel odpovie na v8etky opravnené Ziadosti o
informacie o
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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 privacy@merckgroup.com or at the address
specified above.
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uchovavanych osobnych tdajoch a v relevantnych
pripadoch na vsetky ziadosti o opravu, aktualizaciu
alebo odstranenie osobnych udajov.

Personal sa tiez méze obratit' na zadavatela a
namietat’ proti spracovavaniu osobnych udajov
na ucely uvedené v bodoch (v) a (vi) casti A.

Personal sa v kazdom z tychto pripadov, alebo ak
bude chciet poziadat o koépiu Standardnych
zmluvnych doloziek (v relevantnych pripadoch),
moze obratit na zodpovednu osobu zadavatela na
e-mailovej adrese  privacy@merckgroup.com
alebo na adrese uvedenej vysSie.
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ATTACHMENT C
CONSENT TO PUBLICATION OF PERSONAL DATA ON
CLINICAL TRIAL REGISTERS

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 111, Multicenter, 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

place, date:

'
R
1

Signature:
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PRILOHA C
SUHLAS SO ZVEREJNENIM OSOBNYCH UDAJOV V REGISTROCH
KLINICKYCH SKUSANI

Suhlasim, aby spolo¢nost’ Merck Healthcare
KGaA pre klinické skasanie Multicentricke,
randomizované, dvojito zaslepené, dvojito
maskované skusanie III. fazy v subeinych
skupindach s ucinnou kontrolnou lie¢bou na
vwhodnotenie  ucinnosti a  bezpecnosti
evobrutinibu v porovnani s teriflunomidom u
ucastnikov s relapsujicou sklerozou multiplex
zverejnila moje osobné idaje (funkciu, meno
a priezvisko, kontaktné udaje a informacie
tykajuce sa mojej odbornej kvalifikacie) na
webovej stranke www.clinicaltrials.gov,
d’alSich verejnych webovych strankach a
verejnych portialoch urcenych pre klinické
dokumenty Europskej liekovej agentury a
d’alSich prisluSnych tradov, ktoré informuja
o klinickych skuSaniach, zucastiiujucich sa
skasajucich, personale skasania a
zodpovedajucich vysledkoch skiSania.

Tento suhlas mézem s buduicim t¢inkom
kedykolvek odvolat'.

Miesto, datum

" \l_“ \J"’\&j S

Podpis:
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ATTACHMENT D
EQUIPMENT

All materials and equipment provided
specifically EBA200 Centrifuge 1800 230v in
value of 1071.90 EUROS and 70700R
Cultura M Incubator 230v in value of 286.89
EUROS; (“Equipment”) provided to the
Institution for the period of the study by the
Sponsor or IQVIA/vendors contracted by the
Sponsor shall remain the sole property of
the Sponsor/ IQVIA/vendor, as the case
may be.

The sponsor leaves the equipment to the
Institution for the purposes of this trial at the
Neurological Department of the Institution.

Therefore, it is hereby agreed that such
Equipments shall:

The receipt and handover of the equipment
shall be confirmed by the authorized
representatives of the contracting parties by
signing the handover protocol, which shall
state in particular the condition of the
equipment,

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;

When handing over the equipment for use,
IQVIA will submit instructions in the Slovak
language and provide professional training
for the Investigator and the personnel,

d) shall remain in the same condition,
ordinary wear and tear excepted. As long
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PRILOHA D
VYBAVENIE

Vsetky materialy a vSetko vybavenie a to
konkrétne EBA200 Centrifuga 1800 230v

v hodnote 1071.90 EUR a 70700R Cultura M
Inkubator 230v v hodnote 286.89 EUR (dalej
,vybavenie®) poskytnuté zdravotnickemu
zariadeniu zadavatelom, spolo¢nostou IQVIA
alebo zmluvnymi dodavatelmi zadavatela do
bezplatného uzivania po dobu trvania
skuSania zostavaju vyhradnym vlastnictvom
zadavatela, spolo¢nosti IQVIA alebo
zmluvného dodavatela podla toho, o ktory
pripad pdjde.

Zadavatel prenechava zdravontickemu
zariadeniu vybavenie pre potreby tohto
skusania na Neurologickom oddeleni
zdravotnickeho zariadenia.

Preto sa tymto povazuje za dohodnute, ze
takéto vybavenie:

Prevzatie a odovzdanie vybavenia potvrdia
opravneni zastupcovia zmluvnych stran
podpisom na odovzdavajucom protokole ,

v ktorom bude uvedeny najma stav
vybavenia,

a) sa na poziadanie zadavatela alebo
spolo¢nosti IQVIA mbze z pracoviska
skusania kedykolvek vyzdvihnut za
predpokladu, Ze takéto vyzdvihnutie nebude
pracovisku skusania branit vo vykonavani
skusania a plneni jeho povinnosti podla tejto
zmiuvy,

b) sa bude pouzivat len na tGcely skdsania,
¢) pokial bude v drzbe pracoviska skusania,
bude sa pouzivat v sulade so vSetkymi
priru¢kami a navodmi na pouzitie;

IQVIA pri odovzdani vybavenia do uzivania
predlozi navod v slovenskom jazyku a
zabezpeci odborné zaskolenie skusajuceho
a personalu skusania '

d) zostane v nezmenenom stave s vynimkou
bezného opotrebovania. Pokial bude
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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, together 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.
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vybavenie v drZzbe pracoviska skusania,
pracovisko skusania zodpoveda za jeho
udrzbu a znasa vSetky rizika straty suvisiace
s vybavenim v priebehu vykonavania
skusania,

e) bude zretelne oznacené ako vyhradné
vlastnictvo zadavatela, spolo¢nosti IQVIA
alebo zmluvného dodavatela podla toho, o
ktory pripad pojde, pricom takéto oznacenie
bude zretelne uvadzat, ze ide o ,MAJETOK +
nazov pravoplatného vlastnika“, aby boli
vSetky tretie osoby vratane veritelov
informované, Ze vlastnicky narok na toto
vybavenie zostava u pravoplatného viastnika,
1) po dokoncCeni alebo zastaveni skdsania
zariadi spolo¢nost IQVIA alebo zadavatel v
sucinnosti s pracoviskom skusania vratenie
vSetkého vybavenia poskytnutého pre
sku$anie do 1 (jedného) mesiaca od Ziadosti
o jeho vratenie alebo, ak o to zadavatel alebo
spoloCnost IQVIA pisoinne poZiada, zaiiadi

BlaadAA A nhmviAania v marals e aa
HINVIMAUI \l‘y’uuvulilu v nu_]ul\orounl

realizovatelnom termine.
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