ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zadkona ¢.
513/1991 Zb., Obchodny zakonnik, v platnom
zneni (dalej len ,obchodny z&konnik”), tato Zmluva
o klinickom skus$ani (dalej len ,zmluva)

sa uzatvara medzi:
Biogen Idec Research Limited, so sidlom na

adrese Innovation House, 70 Norden Road,
Maidenhead, Berkshire SL6 4AY, Spojené
kralovstvo

(dalej len ,zadavatel™)
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 1., oddiel: Sro, vl.¢:
69023/B v zastlpeni: MVDr. Jarmila Wagnerova,
na zaklade splnomocnenia zo dia 26.2.2021

Narodny Ustav reumatickych choréb
Nabreze |.Krasku 4, Piestany,92112 Slovenska
republika

(dalej len ,pracovisko skusania“’)
MUDr. Olga Lukacova,

Reumatologicka ambulancia
(dalej len “zodpovedny skasajici”)

PhD s pracoviskom

(pracovisko skuSania a zodpovedny skusSajuci
spolu dalej len ako ,zmluvni partneri’, zadavatel
s CRO, pracoviskom sku$ania azodpovednym
skusajucim spolu dalej len ako ,zmluvné strany")

Preambula

Zadavatel poziadal zmluvnych partnerov, aby
vykonali klinické skaSanie: Randomizované,
dvojito  zaslepené, placebom kontrolované,
multicentrické, slvislé skuSanie pozostavajlce z 2
Casti — Casti A (2. faza) a ¢asti B (3. faza) — na
vyhodnotenie uc€innosti a bezpe&nosti BIIBO59 u
UCastnikov s aktivnym subakutnym alebo
chronickym kutannym lupusom erythematosus so
systémovymi prejavmi alebo bez nich, priéom
UCastnici su refraktérni na lieCbu antimalarikami
alebo ju netolerujd (AMETHYST) (dalej len
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CLINICAL TRIAL AGREEMENT

concluded pursuant to Section 269 (2) of Act no.
513/1991 of Coll.,, the Commercial Code, as
amended (hereinafter referred to as the
“Commercial Code”) this Clinical Trial Agreement
(the “Agreement”) is,

made by and between:

Biogen Idec Research Limited, having a place of
business at Innovation House, 70 Norden Road,
Maidenhead Berkshire SL6 4AY, U.K

(hereinafter referred to as the “Sponsor”)
and .

IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04 Bratislava,
Slovak Republic (“IQVIA” or “CRO"), Organisation
No: 45942269, Filed in the Companies register of
the District Court Bratislava |, section: Sro, File no:
69023/B  represented by MVDr. Jarmila
Wagnerova, on the base of Power of attorney
issued on 26.2.2021

And

Narodny Ustav reumatickych choréb

Nabreze I.Krasku 4, Piestany,92112 Slovenska
republika

(hereinafter referred to as the “Center”)

and

Olga Lukacova, Md, PhD with working place
Reumatologicka ambulancia (hereinafter referred
to as the “Principal Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor with the
CRO, Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Parties”)

Preamble .

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial: “A 2-Part
Seamless Part A (Phase 2)/Part B (Phase 3)
Randomized, Double-Blind, . Placebo-Controlled,
Multicenter Study to Evaluate the Efficacy and
Safety of BIIB0O59 in Participants with Active
Subacute Cutaneous Lupus Erythematosus and/or
Chronic Cutaneous Lupus Erythematosus with or
without Systemic Manifestations and Refractory
and/or Intolerant to Antimalarial Therapy
(AMETHYST)" (hereinafter referred to as the
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,klinické skasanie"), blizSie opisané v protokole
€. 230LE301, ktory bude zmluvnym partnerom
odovzdany zadavatelom a ktory moéze byt
zadavatelom jednostranne doplfiovany (dalej len

~protokol").

Zmluvni partneri disponuju znalostami,
skusenostami a zdrojmi potrebnymi na vykonanie
klinického skuSania, podla ich najlepsieho

vedomia maju pristup k pozadovanému poctu
UCastnikov skusania podla kritérii pre zaradenie
alebo vyradenie tak, ako sU vymedzené v
protokole, a st ochotni klinické skusanie vykonat.

Zadavatel uzatvoril samostatnu zmluvu s klinickou
vyskumnou organizaciou (CRO) o poskytovani
podpornych sluzieb, ktoré maju zadavatelovi
ulah¢it dozor nad sku$anim, monitorovanie a
riadenie skusania v sulade s ¢astou 312.52 hlavy
21 Zbierky federalnych nariadeni (CFR) Spojenych
Statov americkych a touto zmluvou. Zadavatel
poveril CRO vybavovanim komunikacie medzi
zadavatelom, pracoviskom skusania
a zodpovednym skuSajucim v suvislosti so
skiSanim a touto zmluvou a po pisomnom
vyrozumeni pracoviska skuSania a zodpovedného
skusajuceho méze zadavatel urCit' dalSie takéto
organizacie, aby CRO nahradili alebo s nou
spolupracovali pri vykonavani tychto sluzieb pre
zadavatela, a pracovisko skuSania a zodpovedny
skusajuci maju takymto dalSim organizaciam
umoznit' vykonavat ktorékolvek alebo vSetky
povinnosti zadavatela podla tejto zmluvy.

Cl. 1 - Predmet zmluvy

1.1 Predmetom tejto zmluvy je vykonanie
klinického skiSania na pracovisku skisania a
rozdelenie povinnosti suvisiacich s klinickym
skiSanim medzi zadavatela, CRO a
zmluvnych partnerov. Predmetom tejto zmluvy
sU zavazky zmluvnych partnerov tykajice sa
vykonania klinického skusania za podmienok
dohodnutych v tejto zmluve a zavazok CRO na
zaklade splnomocnenia od zadavatela k
Uhrade odmeny za spravne vykonanie
klinického skusania. Akékolvek odchylky od
protokolu a dodatky k protokolu, najma
akykolvek vyskum alebo hodnotenie dalSich

klinickych & laboratérnych  parametrov,
vyZzaduju predchadzajuci pisomny suhlas
zadavatela.

1.2 Klinické skusanie liekov sa vykonava podia §
29 aZ 44 zékona &. 362/2011 Z. z. o liekoch a
zdravotnickych poméckach a o zmene a doplneni
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“Clinical Trial") as described in more detail in
protocol no. 230LE301 which will be provided to
the Contracting Partners by the Sponsor and which
may be unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Clinical Trial, have - to the best
of their knowledge - access to the required number
of trial subjects based on the inclusion or exclusion
criteria as laid down in the Protocol and are willing
to conduct the Clinical Trial.

Sponsor has entered into a separate agreement
with CRO to provide support services to facilitate
Sponsor’s oversight, monitoring, and
administration of the Study in accordance with 21
CFR Part 31252 and with this Agreement;
Sponsor has authorized CRO to handle Sponsor
communications with the Center and the Principal
Investigator with respect to the Clinical Trial and
this Agreement; and, upon written notice to
Institution and Investigator, Sponsor may
designate other such organizations to replace or
work with CRO in the performance of such
services for Sponsor, and Institution and Principal
Investigator shall permit such other organizations
to perform any or all of Sponsor’s obligations under
this Agreement;

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the Center
and the division of Clinical Trial-related
obligations among the Sponsor, CRO and the
Contracting Partners. The subject of the
Agreement are covenants of the Contracting
Partners to conduct the Clinical Trial under the
terms and conditions agreed herein and the
covenant of the CRO on behalf of Sponsor to
pay remuneration in consideration for the
Clinical Trial. Any deviations from the Protocol
or amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or laboratory
parameters, require the prior written approval
of the Sponsor.

1.2 The Clinical Trial is performed pursuant to

Sections 29 to 44 of No. 362/2011 Coll., on
pharmaceuticals and medical devices and on
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niektorych zakonov (dalej len “zakon o liekoch”),
prislusnych  pravnych predpisov a nariadeni
platnych v Slovenskej republike.

Cl. 2 - Povinnosti zmluvnych partnerov

21 Zmluvni partneri sa zavazuju vykonat a
zdokumentovat’ klinické skusanie hospodarne
a s nalezitou odbornou starostlivostou v
prisnom sulade s (a) protokolom; a (b)
podmienkami tejto zmluvy; a; a (c)
Harmonizovanym trojstrannym usmernenim
ICH pre spravnu Klinickl prax, vratane jeho
naslednych zmien a vS§eobecne
akceptovanymi normami spravnej Kklinickej
praxe; a (d) vSetkymi prisluSnymi pravnymi
predpismi; a (e) vSetkymi prikazmi a
smernicami prislusnych organov verejnej moci
a spravy, zdravotnych poistovni a etickych
komisii, ak také existuju; (f) inStrukciou
zadavatela nazvanou ,Priruc¢ka skusajiceho”
(Investigator’s Brochure), obsahujucou vsetky
v sUCasnosti zname informacie o
produkte/lieku pouzitom v skuSani a jeho
vlastnostiach. Priru¢ku zadavatel odovzdal
zodpovednému skuSajucemu a bude ju
aktualizovat' v periodicite vyZzadovanej stavom
skuSania alebo stanovej pravnymi predpismi.
Prirucka bude pripojena k dokumentacii
skuSania; (g) so vSeobecnymi podmienkami
zadavatela (pokial ich zadavatel vydal a
poskytol pracovisku sku$ania) o vykonavani
klinickych  skaSani, s vynimkou tych
podmienok, ktoré su modifikované touto
zmluvou. Pracovisko sku$ania sa zavazuje
poskytnut' primerané zdroje a vybavenie na
vykonavanie klinického sku$ania

2.2 Klinické skuSanie sa bude na pracovisku
skuSania vykonavat pod dohladom
zodpovedného  skuSajuceho,  ktory je
zodpovedny za jeho riadny priebeh.
Zodpovedny skusSajuci je zodpovedny za
celkovi  pohodu  ucastnikov  skuSania
zUCastiujucich sa na klinickom skusani z
hladiska poskytovania zdravotnickych sluzieb
na primeranej odbornej Urovni. Zodpovedny
skdSajuci  zodpovedd za  vykonavanie
klinického ski$ania a za vSetky osoby, ktoré
pracuju na klinickom skisani ako zamestnanci
pracoviska skusania.

2.3 Zodpovedny skusajuci su¢asne moéze sluzit
pre zadavatela ako kontaktna osoba na
pracovisku skusania vo vztahu ku klinickému
skuSaniu, pokial' nie je nizSie v tejto zmluve
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amendments to certain acts (hereinafter the
“Pharmaceuticals Act"), applicable law and
regulation.

Article 2 — Obligations of the Contracting
Partners

2.1 The Contracting Partners undertake to

conduct and document the Clinical Trial
economically and with due professional care in
strict accordance with (a) the Protocol; and (b)
the terms of this Agreement; and (c) the
Harmonized Tripartite ICH Guideline on Good
Clinical Practice, including its subsequent
amendments, and generally accepted
standards of good clinical practice; and (d) any
applicable law; and (e) all orders and directives
of the relevant public authorities and
administrations, health insurers and ethics
committees, if any; (f) an instruction from the
Sponsor called the "Investigator's Brochure"
containing all currently known information
about the product / medicinal product used in
the Study and its properties. The handbook
was handed over by the Sponsor to the
Principal Investigator and will be updated in the
periodicity required by the status of the Clinical
Trial or stipulated by legal regulations. The
manual will be attached to the Clinical Trial
documentation; (g) the General Terms and
Conditions of the Contracting Authority (if
issued by the Contracting Authority and
provided to the Center) for the conduct of
clinical trials, with the exception of those
conditions which are modified by this
Agreement. The Center is committed to
providing adequate resources and equipment
to conduct the Clinical Trial.

2.2 The Clinical Trial at the Center shall be

conducted under the supervision of the
Principal Investigator who shall be responsible
for due course of the Clinical Trial. The
Principal Investigator is responsible for the
well-being of the trial subjects participating in
the Clinical Trial in terms of professional
medical services provided. The Principal
Investigator is responsible for the performance
and execution of the Clinical Trial and all those
who are assigned to work on the Clinical Trial
as employees of the Center.

2.3 The Principal Investigator may also serve as

the contact person for Sponsor with regard to
the Clinical Trial at the Center, unless this
Agreement specifies otherwise. The Principal
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stanovené inak. Zodpovedny skusajdci
vykonava klinické skuSanie v rédmci svojho
pracovného pomeru na pracovisku skusania.

2.4 Pracovisko skusania umozni a zodpovedny
skusajlci zabezpeci, aby zodpovedny skusajlci a
dalSie osoby zapojené do klinického skusania
(dalej len ,Elenovia timu klinického skusania“)
dodrziavali podmienky tejto zmluvy. Pracovisko
skuSania prostrednictvom zodpovedného
skusajuceho zabezpecti, aby pdévodni a novi
Clenovia timu klinického sku$ania boli primerane
vyskoleni, kvalifikovani a vzdelani, najma aby sa
zUcCastnili na vsetkych Skoleniach tykajucich sa
klinického skusania, vratane akéhokolvek skolenia
o spravnej Kklinickej praxi, ktoré pozaduje a
organizuje zadavatel. (Clenovia timu klinického
skusania, ktori maju osvedCenie o spravnej
klinickej praxi, ktoré nie je k prvému driu klinického
skusania starsie ako 3 roky, sa nemusia zucastnit
na Skoleni spravnej klinickej praxe). Na zaklade
primeraného  predchadzajiceho  pisomného
upozornenia, zadavatel ma pravo odmietnut
niektorého ¢lena timu klinického sklsania za
predpokladu, Ze tento nespina troveri kvalifikacie,
ktora sa primerane vyzaduje na vykonavanie
klinického skusania v sulade s podmienkami tejto
zmluvy; alebo inak poruSil podstatni povinnost
obsiahnutd v zmluve. Clenovia timu klinického
skuSania st zamestnancami pracoviska skusania.
Clenovia timu klinického skusania a zodpovedny
skusajuci sa zucastnia na Skoleniach, ktoré pre
nich organizuje zadavatel v suvislosti s klinickym
skdSanim, a pracovisko ski$ania umozni takymto
osobam ucCast. Zadavatel uhradi primerané
cestovné naklady a naklady na ubytovanie, ak sa
to vztahuje na skolenia podla tohto ¢lanku, ale
Ucastnikom ani inym osobam za uc¢ast' na takychto
Skoleniach nebude poskytnuta ziadna odmena.
2.5 Na zaklade osobitnej Ziadosti zadavatela
vymenoval zadavatel nezavisly subjekt
poskytujuci sluzby (dalej len ,poskytovatel
domacej zdravotnej starostlivosti“), ktory na
zaklade dohody so zodpovednym skusajucim,
pracoviskom  skuSania a zadavatelom
poskytne potrebné zdravotné sestry klinického
skuSania na podporu klinického skusania.
Tento vztah sa riadi tymito podmienkami:

(i) Zadavatel poveril poskytovatela domacej
zdravotnej  starostlivosti  prostrednictvom
pravne vymahatelnej pisomnej zmluvy, ktora
vyZaduje, aby  poskytovatel = domacej
zdravotnej starostlivosti dodrziaval protokol a
plnil poziadavky platnych pravnych predpisov
pri schvalovani, menovani a uvadzani takychto
sestier klinického sku$ania do praxe, ako aj pri
plneni ich povinnosti.
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Investigator shall conduct the Clinical Trial as
part of his or her employment at the Center.

2.4 The Center shall allow, and the Principal
Investigator shall ensure that the Principal
Investigator and other persons involved with
the Clinical Trial (hereinafter referred to as
“Clinical Trial Team Members”) comply
with the terms and conditions of this
Agreement. The Center shall ensure through
the Principal Investigator that original and
new Clinical Trial Team Members are
appropriately  trained, qualified and
educated, in particular that they participate in
all training sessions regarding the Clinical
Trial, including any good clinical practice
training required and organized by the
Sponsor (Clinical Trial Team Members, who
have a good clinical practice certificate that
is not older than 3 years as of the first day of
the Clinical Trial, are not required to
participate in good clinical practice training).
Subject to reasonable prior notice, the
Sponsor may dismiss a Clinical Trial Team
Member provided the latter does not meet
the level of qualification that is reasonably
required to conduct the Clinical Trial in
accordance with the terms hereof; or has
otherwise breached a material obligation
contained in the Agreement. Clinical Trial
Team Members are employees of the
Center. Clinical Trial Team Members and the
Principal Investigator shall attend trainings
organized for them by the Sponsor in
connection with the Clinical Trial, and the
Center shall allow such persons to attend.
The Sponsor shall reimburse reasonable
travel and accommodation costs, if
applicable, related to the trainings under this
article, but no remuneration shall be provided
to participants or any other persons for
attending such trainings.

2.5 Subject to a specific request by Sponsor,
Sponsor has appointed an independent
service provider entity, (“Home HealthCare
Provider”), to provide necessary Clinical Trial
nurse(s), as agreed by the Principal
Investigator, the Center and the Sponsor, to
support the Clinical Trial.  The following
terms shall govern the relationship:

(i) Sponsor has engaged Home HealthCare
Provider through a legally enforceable,
written agreement that requires Home
HealthCare Provider to adhere to the
Protocol and comply with the requirements of
applicable laws and regulations in their
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2.6 Pracovisko skuSania sa zavazuje umoznit

2.7

(i) Zadavatel sa zavazuje odskodnit
pracovisko  skuSania a zodpovedného
skusajuceho v sulade s Uplnymi podmienkami
¢lanku 8 tejto zmluvy za naroky vyplyvajlice z
nedbanlivosti alebo Umyselného pochybenia
zdravotnych sestier klinického skisania alebo
poskytovatela domacej zdravotnej
starostlivosti pri poskytovani sluzieb podrobne
uvedenych v tejto zmluve.

(i) Ugastnikom klinického skusania, ktori
nebudu schopni pricestovat na pracovisko
skuSania a podstupit na fiom protokolom
poZadované postupy pridelené zodpovednym
skdSajucim, budlu takéto zdravotné sestry
klinického skGSania pomahat tym, ZzZe tito
Ucastnici klinického skusania absolvuji takéto
postupy doma.

(iv) Kazda zdravotnd sestra klinického
skusania bude pod dohladom zodpovedného
skuSajuceho, kym bude pracovisku skiSania
pomahat s vyssie uvedenymi postupmi, podfa
poZiadaviek platnych pravnych predpisov.
Pracovisko skiSania sa zavézuje bezodkladne
informovat zadavatela, ak sa dozvie, Ze
niektora zdravotna sestra klinického sku$ania
nedodrzala protokol alebo platné pravne
predpisy.

(v) Zdravotné sestry klinického skusania
zostanu zamestnancami poskytovatela
domacej zdravotnej starostlivosti a
nenadobudn(, ani sa nebude predpokladat, Zze
nadobudli, akykolvek zamestnanecky vztah
s pracoviskom sku$ania, zodpovednym
sku$ajlcim, zadavatelom alebo CRO. Platby
za zdravotné sestry klinického skisania bude
poukazovat' poskytovatel domacej zdravotnej
starostlivosti a pracovisko skusania ani CRO
nebudid mat v suavislosti s akymikolvek
takymito platbami Ziadne povinnosti.

zodpovednému skuSajicemu a ¢lenom timu
klinického sku$ania zUcCastriovat sa podla

potreby na stretnutiach skusajlcich
a telekonferenciach, uskuto€hovanych v
priebehu klinického sklSania v rozsahu

pozadovanom zadavatelom.

Kazdé uzatvorenie subdodavatelskej zmluvy
s trefou stranou na ktortkolvek z povinnosti
pracoviska skuSania podla tejto zmluvy
vyzaduje predchadzajuci pisomny suhlas
zadavatela. Udelenie takéhoto sthlasu je na
vyluénom rozhodnuti zadavatela. V pripade

approval, appointment and deployment of
such Clinical Trial nurse(s), as well as the
duties performed by them;

(ii) Sponsor agrees to indemnify the
Center and Principal Investigator, in
accordance with the full terms and conditions
of Article 8 of the Agreement, against claims
resulting from the negligence or wilful
misconduct of the Clinical Trial nurse(s) or
Home HealthCare Provider in the provision
of the services detailed herein.

(iii) The Clinical Trial nurse(s) shall
assist Clinical Trial subjects unable to travel
to the Center for the provision of Protocol
required procedures delegated by the
Principal Investigator, by completing such
procedures at the Clinical Trial subject's
home.

(iv) Each Clinial Trial nurse shall be
under the supervision of Principal
Investigator, while assisting the Center with
the above procedures, as required by
applicable laws and regulations. The Center
agrees to promptly notify Sponsor if it
becomes aware that a Clinial Trial nurse has
failed to adhere to the Protocol or applicable
laws and regulations.

(v) The Clinical Trial nurse(s) shall
remain employee(s) of Home HealthCare
Provider and shall not assume, or be
deemed to have assumed, any employment
relationship with the Center, Principal
Investigator, Sponsor or CRO. Payment for
the Clinical Trial nurse(s) will be performed
by Home HealthCare Provider and neither
Center nor CRO shall have any obligation
with regard to any such payments.

The Center shall make it possible for the
Principal Investigator and Clinical Trial Team
Members, as required, to participate in
investigator meetings and teleconferences
held in the course of the Clinical Trial to the
extent requested by the Sponsor.

Any subcontracting of any of the Center’s
obligations under this Agreement to a third
party requires the prior written consent of the
Sponsor. Granting of such consent shall be
within the Sponsor's sole discretion. If
applicable, in the case that such Sponsor’s
consent is granted, the Center shall:
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udelenia takéhoto suhlasu zo strany
zadavatela pracovisko skdsania:

2.71je povinné zabezpedit, aby takito
subdodavatelia dodrziavali podmienky, (a)
ktoré st vzhladom k charakteru pozadovanej
sluzby relevantné a podstatne podobné
podmienkam tejto zmluvy, najma vratane
lehét na plnenie povinnosti a ustanoveni o
ochrane ddvernych informacii uvedenych v
tejto zmluve, (b) na zaklade ktorych tretia
strana postupi vSetky prava k vysledkom
svojej Cinnosti/skuSania zadavatelovi a (c)
podla ktorych tretia strana umozni
zadavatelovi alebo tretim stranam zmiluvne
opravnenym zadavatelom a prislusnym
kontrolnym dradom vykonanie auditov a
inSpekcii u takejto tretej strany, ¢o st¢asne
neznamena obmedzenie povinnosti
pracoviska sku$ania vo vztahu k auditom a
inSpekciam; a

2.7.2 bude niest pInd zodpovednost za riadne
plnenie vSetkych povinnosti, ktoré budu
predmetom subdodavatelskych zmliv.

2.8 Zmluvni partneri sa zavazuju vynalozit véetko
primerané Usilie na zaradenie Uucastnikov
skusania do klinického skusania v sllade s
poziadavkami na zaradovanie a lehotami
ustanovenymi v protokole. Sucasné lehoty
vztahujuce sa k vykonavaniu klinického
skuSania su nasledujlce:

2.8.1 Predpokladany zaciatok naboru Géastnikov
skiSania je  februar 2022 ajeho
predpokladané ukoncenie je jul 2026 . Nabor
GCastnikov skusania sa vzdy riadi aktualnymi
podmienkami protokolu.

2.8.2 Zodpovedny skuSajuci a pracovisko
skiSania suhlasia, Ze zadavate] moze
jednostranne na zaklade predchadzajuceho
upozornenia kedykolvek zmenit pocet
UCastnikov  skudSania, ktorych  moéze
zodpovedny sku$ajuci do skiSania zaradit
alebo c¢asovy harmonogram naboru, a to
prostrednictvom vydania prislusného pokynu
ku klinickému skdsaniu. Takyto pokyn sa
nebude vztahovat na uz zaradenych
U€astnikov skusania.

29 Zodpovedny skaSajaci sa zavazuje do
klinického skuSania zaradit iba objektivne
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2.7.1 make sure that such

subcontractors observe the terms and
conditions (a) that are relevant to the
nature of requested services and
substantially similar to the terms and
conditions of this Agreement, including
— without limitation - the timelines for
fulfilling obligations and the
confidentiality provisions herein, (b)
based on which the third party shall
assign all rights with regard to the
results of its performance/the Clinical
Trial to the Sponsor and (c) based on
which the third party shall allow the
Sponsor or third parties contracted by
the Sponsor and competent regulatory
authorities to perform audits and
inspections at such a third party’ site,
whereas this shall not limit the Center’s
obligations with respect to audits and
inspections; and

2.7.2 befully liable for due performance of all

subcontracted duties.

The Contracting Partners agree to use
their commercially reasonable efforts to
enroll trial subjects in the Clinical Trial in
accordance with the inclusion requirements
and timelines set forth in the Protocol. The
current timelines for conducting the Clinical
Trial are as follows:

2.8.1 Recruitment of trial subjects is

expected to begin on February 2022
and to be completed by July 2026.
Recruitment of trial subjects is always
governed by current terms and
conditions of the Protocol.

2.8.2 The Principal Investigator and Center

agree that the Sponsor may with prior
reasonable notice unilaterally change
the number of trial subjects that the
Principal Investigator shall include in
the Clinical Trial and/or the recruitment
timeframe by issuing a relevant
instruction for the Clinical Trial. Such
an instruction shall not concern the
already included trial subjects.

2.9 The Principal Investigator agrees to include

in the Clinical Trial only such trial subjects
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spOsobilych Gc¢astnikov skusania v sulade s
protokolom a oznamit zaradenie ucastnika
skusania do klinického skusania s uvedenim ¢isla
rozhodnutia o klinickom skdsani a datumu
zaradenia uCastnika skuSania do klinického
skuSania zdravotnej poistovni, vykonavajlcej
verejné zdravotné poistenie Ucastnika skiSania,
bezodkladne po zaradeni Gc¢astnika skidsania do
klinického skuSania v sulade s ustanovenim § 44
pism. 0) zakona o liekoch a akymikolvek dal$imi
prislusnymi pravnymi predpismi a nariadeniami
platnymi v Slovenskej republike.

2.10 Zmluvni partneri sa zavazuju zabezpecit, ze
klinické skisanie bude vykonavané v sulade s
povolenim alebo suhlasom k ohlaseniu vydanym
Statnym ustavom pre kontrolu liegiv a suhlasmi
prisluSnych etickych komisii. Zmluvni partneri sa
zavazuju poskytnat zadavatelovi sucinnost pri
priprave dokumentov tykajucich sa klinického
skuSania a odovzdat zadavatelovi alebo tretej
strane uréenej zadavatelom bezodkladne vsetky
vyhlasenia potrebné na povolenie klinického
skUSania kontrolnymi Gradmi a/alebo etickymi
komisiami, najma@ vratane (i) vyhlaseni o
finanénych zaujmoch, (ii) zivotopisov a (iii)
potvrdenia o zodpovedajucom vybaveni miesta
skdSania. Zmluvni partneri sa zavazujl
zabezpecit, aby poskytnuté dokumenty tykajuce
sa klinického skusania boli Uplné a spravne.
Napriklad vyhlasenia o finanénych zaujmoch
musia obsahovat' vSetky finan¢né vztahy medzi
zodpovednym skusajlucim a ktorymkolvek ¢lenom
timu klinického skasania a ich finanéné zaujmy, na
jednej strane a zadavatelom alebo ktoroukolvek
jeho pridruzenou spolo¢nostou na strane druhej,
najma vratane odmeny alebo iného finanéného
prospechu prijatého kazdym z nich od zadavatela
alebo ktorejkolvek z jeho pridruzenych spolo¢nosti
za konzultagné ¢innosti alebo iné sluzby nepokryté
touto zmluvou. Vyhlasenia o finanénych zaujmoch
by mali byt predlozené v priebehu klinického
-skusania, pri jeho zmene a jeden rok po skonéeni
klinického skusania.

,Pridruzenou spolocnost'ou" je akakolvek
pravnicka osoba alebo spolo¢nost, ktora
priamo alebo nepriamo kontroluje niektora
zmluvnu stranu, je fou kontrolovana alebo je s
riou pod spoloénou kontrolou za predpokladu,
Ze ,kontrola“ znamena vlastnictvo viac nez 50
% inej pravnickej osoby alebo pravomoc
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that are objectively suitable for the Clinical
Trial in compliance with the Protocol and
announce the inclusion of the trial subject to
the Clinical Trial specifying the decision
number of the Clinical Trial and the date of
inclusion of the trial subject in the Clinical
Trial to the health insurance company
conducting the Public Health Insurance of
trial subject promptly after inclusion of the
trial subject to Clinical Trial in accordance
with the provisions of Section 44 letter o) of
the Pharmaceuticals Act and any other
applicable law and regulation in Slovak
Republic.

2.10 The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted in
compliance with the approval or consent with
notification issued by the State Institute for
Drug Control and approvals of the competent
ethics committees. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the Clinical
Trial and to immediately provide the Sponsor
or a third party designated by the Sponsor
with all declarations necessary for the
approval of the Clinical Trial by regulatory
authorities and/or  ethics committees,
including without limitation, if applicable, (i)
Financial Interest Declarations, (ii) resumes
and (iii) confirmation of adequate trial site
facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between,
and financial interests of, the Principal
Investigator and any Clinical Trial Team
Member, on one hand, and the Sponsor or
any of the Sponsor’s affiliates, on the other
hand, including - but not limited to -
remuneration or other financial benefits
received by each of them from the Sponsor
or any of the Sponsor's affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations should be submitted in the
course of the Clinical Trial, upon a change in
the Clinical Trial and one vyear after
completion of the Clinical Trial.

“Affiliate” shall mean any legal entity or
company, that directly or indirectly is
controlled by, controls or is under common
control with a Contracting Party, provided
that “control” shall mean ownership as to
more than 50% of another legal entity or the
power to direct decisions of another legal
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usmerfiovat' rozhodnutia inej pravnickej osoby
vratane pravomoci riadit' vedenie a stratégiu
inej pravnickej osoby, ¢ uz z dévodu
vlastnictva, na zaklade zmluvy alebo inak.

2.11 Zodpovedny skusajlci sa zavazuje vSetkych
Ucastnikov sku$ania zodpovedajiucim spdsobom
informovat' o cieloch, metédach, predpokladanych
prinosoch a potencialnych rizikach klinického
skiSania a o okolnostiach, za ktorych by ich
osobné udaje mohli byt  spristupnené
zadavatelovi, jeho pridruzenym spolo¢nostiam,
kompetentnym dradom, tretim stranam, ktoré
poskytuju sluzby zadavatelovi a/alebo etickym
komisiam. Zodpovedny skaS$ajluci sa zavazuje
zabezpecit, Ze UCastnici skiSania sa nezuc¢astnia
na klinickom skdSani skor, nez podpisSu
informovany suhlas ucastnika skusania
poskytnuty zadavatelom. Zodpovedny skusajlci
uchova original takého suhlasu v zdravotnej
dokumentacii UG€astnika skuSania. Ak ucastnik
skuSania svoj suhlas v priebehu klinického
skiSania odvola, zmluvni partneri nesmu vo
vztahu k tomuto U€astnikovi vykonat' ziadne dalSie
postupy v ramci klinického skusSania, okrem
pripadnych opatreni tykajucich sa dalSieho
sledovania predpisanych protokolom, s ktorymi
Ucastnik skaSania vopred suhlasil. Nasledna
lie€ba uCastnika skusania, ktora priamo alebo
nepriamo nesuvisi s klinickym skdsanim, je
vyhradnou lekarskou zodpovednostou a pravnou
zodpovednostou zmluvnych partnerov.

2.12 Zmluvni partneri sa zavazuju zabezpecit, ze
UCastnikom skuSania zaradenym do klinického
skusania sa nebudl podavat' iné neregistrované
lieky podla § 46 zakona o liekoch a v zmysle
Vyhlasky Ministerstva zdravotnictva SR ¢.
507/2005 Z.z., ktorou sa upravuju podrobnosti o
povolovani terapeutického pouzitia hromadne
vyrabanych liekov, ktoré nepodliehaju registracii, a
podrobnosti o ich Uhrade na zaklade verejného
zdravotného poistenia, ani sa nebudu zucastriovat
na inom klinickom skusani, v ktorom by G¢astnici
skuSania dostavali v Slovenskej republike
neregistrovany liek v priebehu klinického skisania
bez predchadzajiuceho pisomného sthlasu
zadavatela.

2.13 Ak pocas klinického skiSania na pracovisku
skuSania dojde k posSkodeniu zdravia Ucastnika
skuSania, zmluvni partneri sa zavazuju informovat'
o kazdej takejto udalosti zadavatela (i) v pripade
zavazného neziaduceho UcCinku, zavaznej
neziaducej udalosti a/alebo v pripadoch
tehotenstva, ak sa vztahuju, najneskér do 24
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entity, including the power to direct
management and policies of another legal
entity, whether by reason of ownership, by
contract or otherwise.

211 The Principal Investigator agrees to inform
all trial subjects of the aims, methods,
expected benefits and potential risks of the
Clinical Trial and the circumstances under
which their personal data might be disclosed
to the Sponsor, its Affiliates, competent
authorities, third parties providing services
for the Sponsor and/or ethics committees.
The Principal Investigator agrees to ensure
that the trial subjects shall not participate in
the Clinical Trial until after they have signed
their informed consent provided by the
Sponsor. The Principal Investigator shall
keep the original copy of such consent in the
trial subjects’ medical records. If such
consent is revoked in the course of the
Clinical Trial, no further Clinical Trial-related
procedures may be performed by the
Contracting Partners with regard to the
respective trial subject, except for any
Clinical Trial-related follow-up monitoring laid
down in the Protocol and consented to
beforehand by the trial subject. Subsequent
treatment of the trial subject, which is not
directly or indirectly connected to the Clinical
Trial, lies in the sole medical responsibility
and legal liability of the Contracting Partners.

2.12 The Contracting Partners shall ensure that
the trial subjects included in the Clinical Trial
do not receive other unregistered medicinal
products according to Section 46 of
Pharmaceuticals Act and within the meaning
of Decree of Ministry of Health of the SR no.
507/2005 Coll.,, regulating details on
authorization of the therapeutic use of mass-
produced medicines which are not subject to
registration and details of their payment on
the basis of public health insurance, nor shall
they participate in any other clinical trial in
which the trial subjects would use medicinal
products not registered in the Slovak
Republic in the course of the Clinical Trial
without the prior written consent of the
Sponsor.

2.13 If in the course of the Clinical Trial at the
Center trial subjects' health is harmed, the
Contracting Partners shall inform the
Sponsor of any such event (i) in case of any
serious adverse effect and/or serious
adverse events and/or, if applicable, in case
of pregnancy, within 24 hours at the latest
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hodin a (ii) v pripade neziaduceho Gc€inku a/alebo
zavaznej neziaducej udalosti bezodkladne v ramci
lehdt stanovenych v protokole a inych pokynoch
danych zadavatelom o hlaseni Udajov tykajucich
sa bezpecnosti. Sucastou takého hlasenia musi
byt tiez posudenie pri¢innej suvislosti. O
akomkolvek inom po$kodeni zdravia U¢astnikov
skusania alebo akomkolvek zavaznom poruseni
protokolu alebo pokynov spravnej klinickej praxe,
musia zmluvni partneri informovat’ zadavatela bez
zbyto¢ného odkladu. Zmluvni partneri budu vzdy
spolupracovat so zadavatelom pri jeho hlaseniach
vS8etkych zavaznych neziaducich udalosti a
podozreni na neziaduce Uc€inky produktov alebo
liekov SUKL, Etickej komisii, prislusnej zdravotnej
poistovni  vykonavajucu verejné zdravotné
poistenie  ucastnikov  skiSania, pripadne
kompetentnym Uradom c¢lenskych Statov, na
ktorych Gzemi sa vykonava multicentrické klinické
skuSanie, a v pripade, Zze to stanovuji pravne
predpisy alebo o to poziada zadavatel, poskytnu
prislusnym organom aj pozadované informacie.
Zmluvni  partneri s  povinni  poskytovat
zadavatelovi sucinnost s plnenim povinnosti
tykajucich sa hlaseni neziaducich u&inkov.

214  Zmluvni partneri sa zavazuji bez
zbyto¢ného odkladu zodpovedat' vSetky otazky
zadavatela alebo 0s6b poverenych
zadavatelom tykajice sa dokumentacie
neziaducej udalosti. Toto zahfiia najma aktivne
dalSie sledovanie a objasnenie prisluSnych
nezrovnalosti v  hlaseniach neziaducich
udalosti a wudalosti tehotenstva. Na Gcel
hldsenia neziaducich udalosti a udalosti
tehotenstva su zmluvni partneri povinni
pouzivat formulére poskytnuté zadavatelom,
ak take existuju.

215 Pocas klinického skisSania apo jeho
skoneni sa zmluvni partneri zavazuju
predloZit zadavatelovi vSetky dokumenty
prijaté od Statnych organov, etickych komisii
alalebo  prislusnych  kontrolnych  dradov
tykajuce sa akychkolvek suhlasov alebo
povoleni alebo komunikacie o bezpecnosti vo
vztahu ku klinickému skusaniu do 24 hodin od
ich prevzatia.

216  Zmluvni partneri sa zavazuju pouzivat
skusany liek vyluéne na ucCely vykonavania
klinického skiSania a iba spbsobom
$pecifikovanym v protokole. Zmluvni partneri
siU zodpovedni za riadne prijimanie,
pouzivanie, zaobchadzanie, skladovanie a
vedenie dbokladnej a presnej evidencie o
zaobchadzani so skiSanym liekom v priebehu
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and (ii) in case of any adverse effect and/or
serious adverse event immediately within the
timelines specified in the Protocol and other
instructions on safety-related data reporting
provided by the Sponsor. Such reporting
must also include an assessment of
causality. Any other harm to health of trial
subjects or any serious breach of the
Protocol or good clinical practice guidelines
must be reported to the Sponsor without
undue delay.. The Contracting Partners will
always cooperate with Sponsor in its reports
of all serious adverse events and adverse
effect suspected of products or medicines to
SUKL, the Ethics Committee, the relevant
health insurance company performing public
health insurance of Study Subjects, or the
competent authorities of the Member States
in whose territory is performed the
multicentre Clinical Trial, and in case it is
stipulated by the legislation or required by
Sponsor, will provide to the relevant
authorities also requested information. The
Contracting Partners are mandated to
cooperate with Sponsor with the reporting of
adverse effects.

214 The Contracting Partners agree to
promptly answer any questions of the
Sponsor or persons authorized by the
Sponsor regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For
the purposes of adverse event and
pregnancy reporting, the Contracting
Partners must use the forms provided by the
Sponsor, if applicable.

2.15 During and after completion of the Clinical
Trial, the Contracting Partners shall submit to
the Sponsor all documents received from
authorities, ethics committee/s, and/or
competent regulatory authorities regarding
any consent or authorization or safety-
related communication with respect to the
Clinical Trial within 24 hours following their
receipt.

2.16 The Contracting Partners agree to use the
Investigational medicinal product exclusively
for .the purposes of conducting the Clinical
Trial and only as specified in the Protocol.
The Contracting Partners are responsible for
the proper receipt, use, handling, storage
and keeping detailed and accurate records of
handling of the Investigational medicinal
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klinického skusania v sllade s poziadavkami
spravnej klinickej praxe, spravnej lekarenskej
praxe a protokolom. Zmluvni partneri sa
zavazuju vratit alebo zabezpedit riadnu
likvidaciu nepouzitého skusaného lieku, ak si

zadavatel likvidaciu vyziadal (na naklady
zadavatela), a tuto likvidaciu riadne
zdokumentovat. V pripade nacatého a

nespotrebovaného skusaného lieku, ktorého
forma podania je inflzia, zaistia zmluvni
partneri likvidaciu ihned po priprave ¢i Uprave
skusaného lieku.

2.17 Pracovisko skusSania sa tymto zavazuje
zabezpecit uskladnenie, pripravu, kontrolu a
distribGciu  skuSaného lieku v salade s
protokolom, ako aj v sulade s platnymi
pravnymi predpismi a vSetkymi pokynmi pre
klinické ski$ania liekov Statneho Ustavu pre
kontrolu lie€iv. Zmluvni partneri nebudu
vyZadovat zaplatenie ska$aného lieku alebo
akejkolvek sluzby hradenej zadavatelom podla
tejto zmluvy od ucastnika skusania alebo od

tretej strany, ako je napriklad zdravotna
poistoviia.
2.18 Pracovisko skuSania sa zavazuje

menovat' dostatocny pocet zastupcov, i ktori
budi zodpovedat za spravne uskladnenie
skuSaného produktu, v zmysle nariadenia viady
€. 296/2010 Z.z. o odbornej spésobilosti na
vykon zdravotnickeho povolania, spésobe
dalsieho vzdelavania zdravotnickych
pracovnikov, sustave $pecializaé¢nych odborov
a sustave certifikovanych pracovnych ¢innosti,
v zneni neskorsich predpisov. Tito zastupcovia
budi zodpovedni za zaobchadzanie so
skiSanym liekom a za vedenie slvisiacich
zaznamov a dokumentacie. lhned po
vymenovani tohto zastupcu alebo zastupcov,
oznami pracovisko skUSania zadavatelovi
pisomne meno a priezvisko poverenych osdb
spolu s prisluSnymi kontaktnymi informaciami.

219  Zodpovedny skaSajuci sa zavazuje
odoberat skiSany liek v stlade s protokolom, a
to v davkovani potrebnom pre kazdu jednotlivi
navstevu Ucastnika skusania.

2.20 Kedykolvek o to zadavatel poziada, zavazuiju
sa zmluvni partneri podat hlasenie o postupe
klinického skuSania na pracovisko skusania,
vratane Uudajov o zaradovani ucastnikov
skuSania.
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product in the course of the Clinical Trial
pursuant to the requirements of good clinical
practice, good pharmacy practice and
Protocol. The Contracting Partners agree to
return any unused Investigational medicinal
product or properly discard any unused
Investigational medicinal product, provided
that the Sponsor requested such disposal (at
the expense of the Sponsor), and properly
document the same. The Contracting
Partners shall immediately discard any
unfinished or unused Investigational
medicinal product administered by infusion
immediately after its preparation or
modification.

217 The Center hereby agrees to ensure that
the Investigational medicinal product is
stored, prepared, inspected and distributed
in compliance with the Protocol, the
applicable law and all instructions for the
clinical trials of drugs issued by the State
Institute for Drug Control. The Contracting
Partners shall not charge any trial subject or
third party, such as a health insurance
company, for the Investigational medicinal
product or for any services paid for by the
Sponsor under this Agreement.

2.18 The Center agrees to appoint a sufficient
number of representatives who will be
responsible for handling with study drug,
within the Government Decree no. 296/2010
Coll. on the professional competence for the
performance of the medical profession, on
the training method of health workers, on the
system of specialized branches and on the
system of certified work activities, as
amended. These representatives shall be
responsible for handling the Investigational
medicinal product and for keeping related
records and documentation. Immediately
after the appointment of the
representative(s), the Center shall notify the
Sponsor in writing about the first and last
name and contact details of such appointees.

2.19 The Principal Investigator agrees to draw
the Investigational medicinal product in
compliance with the Protocol and in doses
required for every visit of the trial subject.

2.20 The Contracting Partners agree to report
on the progress of the Clinical Trial at the
Center, including information about the
enrolment of trial subjects, upon the
Sponsor’s request.
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221 Zodpovedny

skiSajuci  je  povinny
zhromazdovat' udaje a vkladat ich do 5
pracovnych dni od ich vytvorenia do
elektronickych  pacientskych zaznamovych
harkov] (dalej len “CRF”) v sullade s
nalezitostami  stanovenymi v  protokole.
Zodpovedny skusajlci sa zavazuje pravidelne
odovzdavat zadavatelovi CRF a vsetku
dokumentéciu vyzadovanu protokolom, aby ich
zadavatel mohol priamo alebo prostrednictvom
iného subjektu priebezne spracovavat. V
pripade omeskania dlh§om ako 10 pracovnych
dni s vkladanim Udajov je zadavatel opravneny,
na zaklade pisomného oznamenia doruéeného

zodpovednému skusajucemu, zastavit'
zaradovanie ucastnikov skusania
zodpovednym  skdSajucim  dovtedy, kym

nebude vkladanie udajov aktualizované. Pokial
bude mat toto za nasledok omeskanie v
zaradovani Ucastnikov ski$ania, zadavatelovi

prinaleZzia prava stanovené v ¢l. 12.4 tejto -

zmluvy. V lehote 5 pracovnych dni po liecbe
posledneho z ugastnikov skusania musi byt
dokoncené vloZenie vsetkych zostavajlcich
CRF, a suvisiaca dokumentacia ako aj
nepouzitt CRF v listinnej podobe, ak sa
vztahuju, sa musia odovzdat zadavatelovi
alebo na poziadanie zadavatela zlikvidovat.
Zmluvni partneri sa zavazuju poskytovat
suCinnost pri  bezodkladnom objasfovani
akychkolvek otazok tykajlcich sa udajov v CRF
a venovat sa tymto otazkam a zodpovedat' ich
najneskor v lehote 5 (piatich) pracovnych dni.
Zadavatel] méze pozadovat odpovede aj v
kratS8om ¢asovom Useku s ohladom na kltu&ove
stadia klinického skusania, ako je napr. &ista
databaza. Zmluvni partneri sa dalej na ziadost
zadavatela zavazuju poskytovat primeranu
sucinnost’ pri priprave celkovej spravy o
klinickom  skd$ani. Pracovisko skuU$ania
zabezpeci, ze CRF nebudu pristupné nikomu
inému, ako ¢lenom timu klinického sku$ania a
zodpovednému skusajucemu a pristup k nim,
ak budu v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

2.21 The Principal Investigator must collect
data and enter them within 5 working days of
their generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in
the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
documentation required in the Protocol to the
Sponsor so that the Sponsor could process
them directly or through another entity on a
continuous basis. In case of a delay with data
entering for more than 10 working days, the
Sponsor shall have the right by giving written
notice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date.
If this results in a delay with recruiting trial
subjects, the Sponsor shall have the rights
set forth in Article 12.4 of this Agreement.
Within five working days of the last trial
subject’s treatment, all outstanding CRFs
must be entered and related documentation
as well as unused paper CRFs, if applicable,
must be forwarded to the Sponsor or
destroyed upon the Sponsor’s request. The
Contracting Partners agree to assist in
promptly clarifying any questions concerning
CRF data and to address and answer such
questions within five (5) working days. The
Sponsor may request answers sooner than
that due to key Clinical Trial milestones, such
as a clean database. Furthermore, the
Contracting Partners agree to reasonably
assist in preparing the overall Clinical Trial
report upon the Sponsor’'s request. The
Center shall ensure that CRFs shall not be
available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they
are in electronic form, shall be protected by
username and password.

2.22 The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor are
complete and accurate and reflect the actual
results of the Clinical Trial. The Principal
Investigator also agrees to provide the
Sponsor with copies of all reports, including

222 Zodpovedny skUSajuci je  povinny
zabezpelit, aby vSetky CRF poskytnuté
zadavatelovi boli Uplne a riadne vyplnené a
zohladnovali  skutoéné vysledky klinického
skuSania. Zodpovedny skusajlci sa tiez zavézuje
odovzdat' zadavatelovi kdpie vsetkych sprav,

vratane vSetkych aktualizacii a zmien, ktoré si all updates and changes, that were

vyZiadala eticka komisia. requested by the ethics committee.

223 Pracovisko skUSania sa zavazuje | 2.23 The Center undertakes to keep all
uchovavat' vSetku elektronicki aj inu electronic and other documents, including

dokumentéaciu, najmé vratane informovaného without limitation, Clinical Trial subjects’
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suhlasu ucastnikov klinického skisania, CRF, informed consent, CRFs, source documents

zdrojovej dokumentacie a zlozky skisajuceho, and the investigator’s files, list of the trial
zoznamu identifikaénych kodov uéastnikov subjects identification numbers and trial
skiSania a  zdravotnej dokumentacie subjects health documentation related to the
UCastnikov skudSania vztahujucej sa ku Clinical Trial required by ICH guidelines and
klinickému skaSaniu, ktorej uchovavanie applicable laws regulating Clinical Trial
vyZaduju smernice ICH predpisov platné performance for the longer of the two
pravne predpisy upravujlice vykonavanie following periods: 1) twenty-five (25) years
klinického  skuSania, po¢as dlhsej z after the end or suspension of the Clinical
nasledujlcich dvoch lehét: 1) dvadsatpat’ (25) Trial or 2) any longer documentation
rokov po skon&eni alebo preruseni klinického archiving period laid down in applicable legal
skiSania alebo 2) akéhokolvek dlhsieho regulations (“Archiving Period”). The Center
obdobia na  archivaciu dokumentacie agrees that during the Archiving Period all
stanoveného prisluSnymi pravnymi predpismi Clinical Trial related documents, where
(dalej len ,obdobie archivacie“). Pracovisko legally applicable and permitted, will be
skiuSania akceptuje, Ze pocas obdobia archived centrally at a global vendor
archivacie sa vSetky dokumenty suvisiace s identified by the Sponsor. The Center agrees
klinickym skusanim (ak to bude pravne mozné to reach out to
a povolené) buda archivovat centralne u ISFarchival.Biogen@iqvia.com mailbox to
globalneho dodavatela, ktorého uréi zadavatel. initiate shipment of the applicable Clinical
Pracovisko skuSania sa zavazuje zaslanim Trial related documents by the end of the
spravy na adresu Clinical Trial at the Center..
ISFarchival.Biogen@iqgvia.com iniciovat’

odoslanie prislusnych dokumentov suvisiacich
s klinickym skdSanim do konca klinického
skuSania na pracovisku skusania.

2.24 Zmluvni partneri su si vedomi, ze zadavatel | 2.24 The Contracting Partners understand that

alebo v jeho mene tretia strana dokladne the Sponsor or a third party on behalf of the
monitoruje vykonavanie klinického skusania a Sponsor closely monitors the performance of
pravidelne navstevuje pracovisko skuSania. the Clinical Trial and regularly visits the
Zmluvni partneri sa zavazuju primerane Center. The Contracting Partners agree to
podporovat' tieto monitorovacie aktivity, najma appropriately support such monitoring
poskytnutim pristupu poverenému zastupcovi activities, including without limitation, by
zadavatela a/alebo CRO do priestorov a k providing the Sponsor's and/or CRO'’s
Udajom podla potreby a dalej sa zavazuju appointed representative with access to the
spolupracovat so  zadavatelom  alebo facilities and data as necessary and further
prisludnou tretou stranou v tomto ohlade. Na agree to cooperate with the Sponsor or the
Ziadost zadavatela alebo CRO su zodpovedny relevant third party in this regard. The
skusajuci a ¢lenovia timu klinického skusania Principal Investigator and Clinical Trial Team
povinni sa zu¢astnit na osobnych rozhovoroch. Members must participate in personal
discussions upon the request of the Sponsor
or CRO.

2.25 Zadavatel a §tatne organy, ako je napr. Urad | 2.25 The Sponsor and government authorities,
pre potraviny a lieky Spojenych Statov such as for example the United States of
americkych (dalej len “FDA"), maju pravo America Food and Drug Administration (the
vykonavat' audit alebo kontrolu zaznamov “FDA”) have the right to audit or inspect the
zmluvnych partnerov, a vSetkej dalsej Contracting Partners’ records, any and all
dokumentacie a priestorov slvisiacich s other documentation and the facility relating
vykonavanim klinického skudSania, a to to the Clinical Trial at any time during the
kedykolvek v priebehu klinického sklS$ania Clinical Trial and/or for another 25 years after
alalebo pocas dalSich 25 rokov po dokonceni completion of the Clinical Trial and without
klinického skusania a bez akychkolvek narokov the Contracting Partners’ right to special
zmluvnych partnerov na osobitni odmenu. payment. The Sponsor must announce such
Takyto audit alebo kontrolu je zadavatel audit or inspection sufficiently in advance,
povinny primerane vopred ohlasit' v pripade, Ze provided that it is carried out by the Sponsor.
je vykonavany zadavatelom. Zmluvni partneri The Contracting Partners must assist the
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su povinni poskytovat zadavatelovi, nim
poverenym zastupcom alebo vSetkym Statnym
organom sucinnost pri plneni si svojich Gloh v
sllade s protokolom a podniknit vsetky
primerané kroky pozadované zadavatelom
alebo Statnymi organmi na Ucely odstranenia
nedostatkov zistenych pocas auditu alebo
kontroly.

2.26  Zmluvni partneri sa zavazuju, ze pocas

klinického skuSania a po jeho skonceni
umoznia a budu podporovat vSetky kontroly
zodpovednych  Statnych  organov bez
akychkolvek narokov na osobitni odmenu ¢&i
nahradu. Zmluvni partneri sda  povinni
informovat’ zadavatela a alebo CRO o kazdej
takejto kontrole ¢&i zamere takuto kontrolu
vykonat ihned potom, ¢o sa o nich dozvedia.
Zmluvni partneri sa zavazuji umoznit, aby
zadavatel mohol byt pritomny na kazdej
kontrole vykonavanej Statnymi organmi alebo
podobnymi institGciami. Pred vyjadrenim sa k
vysledkom takejto kontroly, ak nejaké budu, su
zmluvni partneri povinni odpoved posudit a
prediskutovat so zadavatelom. Zmluvni
partneri bez zbytocného odkladu poskytnu
zadavatelovi kopie akychkolvek zisteni alebo
kontrol zodpovednych Uradov vo vztahu ku
klinickemu skusaniu.

2.27  Zmluvni partneri nesmu vedome vyuzivat

sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorej bolo poskytovanie tychto sluzieb
zakazané FDA alebo ktorymkolvek inym
kompetentnym Gradom v priebehu vykonavania
klinického skuSania. Zmluvni partneri dalej
vyhlasuju a zarucuju, Zze podla ich vedomosti
ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zucastnuju na vykonavani klinického skusania,
nebolo zakazané vykonavat Cinnosti, ktoré su
vykonavané pocas skusania, zo strany FDA
alebo iného kompetentného dradu, ani podla
ich najlepSieho vedomia v st¢asnosti voci nim
neprebieha Ziadne konanie tykajuce sa
takéhoto  zakazu, najmd@ na zaklade
nasledujucich pravnych predpisov: (i) ¢lanku
335a Hlavy 21 Zbierky zakonov Spojenych
Statov americkych a/alebo (ii) ¢lanku 312.70
Hlavy 21 Zbierky federalnych nariadeni
Spojenych Statov americkych. Zmluvni partneri
sa zavazuju v priebehu klinického skusania a
poas 3 rokov po jeho ukonéeni ihned
informovat' zadavatela, ak sa dozvedia, Ze sa
zatne takéto konanie vo vztahu Kk
zodpovednému  skdSajicemu, pracovisku
skuSania ¢&i jeho zamestnancom. Zmluvni
partneri dalej vyhlasuju a zarucuju, ze podlaich

Sponsor, its designated representatives or
all government authorities in performing their
tasks pursuant to the Protocol and take any
and all reasonable actions requested by the
Sponsor or government authorities to
remedy deficiencies noted during an audit or
inspection.

2.26 The Contracting Partners shall, during and

after the Clinical Trial, allow and support any
inspections of responsible authorities without
any right to special payment or
reimbursement. The Contracting Partners
must inform the Sponsor and CRO about any
such inspection or the intent to conduct such
inspection as soon as the Sponsor learns
about it. The Contracting Partners shall allow
the Sponsor to be present at any inspection
conducted by authorities or similar
institutions. Prior to responding to the
findings of any such inspection, if any, the
Contracting Partners must review and
discuss such response with the Sponsor.
The Contracting Partners shall promptly
provide the Sponsor with copies of any
findings or inspections of responsible
authorities in relation to the Clinical Trial.

2.27 The Contracting Partners may not

knowingly use the services, regardless of
their volume, of any person prohibited to
provide such services by the FDA or any
other competent authority in the course of the
Clinical Trial. Furthermore, the Contracting
Partners represent and warrant that, as far
as they know, neither them nor their
employees, agents or representatives, who
are involved in the Clinical Trial, have been
prohibited by the FDA or any other
competent authority to perform the activities
that are performed during the Clinical Trial,
nor that they are currently, to the best of their
knowledge, the subject of proceedings
concerning such prohibition by the FDA or
any other authority, in particular on the basis
of following legislative acts (i) United States
21 U.S.C. Section 335a and (ii) Title 21 Code
of Federal Regulation, Section 312.70.
During the Clinical Trial and for a period of 3
years after its completion, the Contracting
Partners agree to promptly notify the
Sponsor about any such proceedings
initiated against the Principal Investigator,
the Center or its employees. Furthermore,
the Contracting Partners represent and
warrant that, as far as they know, they are
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vedomosti nie su predmetom predchadzajucich
ani  prebiehajucich  vySetrovani, vyziev,
upozorneni alebo nepodliehajd  vykonu
rozhodnuti organov Statnej spravy vztahujucich
sa ku klinickym skuSaniam, ktoré by neboli
oznamené zadavatelovi. V pripade, Ze nastane
skutocnost podla predchadzajlicej vety vo
vztahu ku klinickému ska$aniu, zmluvni
partneri to bez zbytocného odkladu oznamia
zadavatelovi.

2.28 V pripade, Z2e zodpovedny skusajaci v
priebehu klinického skusania ukongi
pracovnopravny vztah S pracoviskom
skiSania, pracovisko je povinné o tejto
skutonosti informovat zadavatela a CRO
bezodkladne potom, ako sa o tom dozvie, a
suc¢asne navrhnut' riadne kvalifikovanu osobu
ako nového zodpovedného skuSajlceho.
Zadavatel ma pravo podat namietku vo i
novému zodpovednému skuSajucemu.
Pracovisko skiSania sa zavazuje pozadovat od
nového zodpovedného sku$ajuceho, aby sa
pisomne zaviazal dodrziavat podmienky
stanovené v tejto zmluve. Ak pracovisko
skuSania a zadavatel nie su schopni dohodndut
sa na osobe nového zodpovedného
skusajuceho, alebo ak novy zodpovedny
skusajuci nie je ochotny zaviazat' sa dodrziavat
podmienky stanovené v tejto zmluve, zadavatel
je opravneny vypovedat' tuto zv sulade s ¢l.
12.5 tejto zmluvy. Pracovisko skuSania a
zodpovedny skdSajlci su povinni bezodkladne
pisomne informovat zadavatela o vsetkych
zmenach, ktoré maju vplyv na dostupnost
zdrojov alebo ¢lenov timu klinického skisania
vykonavajucich klinické skusanie.

d

229 Zmluvni partneri sa zavazuju priamo a
bezodkladne informovat zadavatela v pripade, ze
U€astnik skusania zu€astfujuci sa na klinickom
skiSani oznami ¢&i vyjadri nazor, ze doslo k
poskodeniu jeho zdravia v désledku ucasti na
klinickom sku$ani, a Zze ma preto narok na
finanéné odskodnenie.

2.30  Zmluvni partneri sa zavazuju umoznit
vyskumnym  organizaciam, ktoré majd
uzatvorend zmluvu so zadavatelom alebo
ktoroukolvek z jeho pridruzenych spolo¢nosti,
aby si v mene =zadavatela uplatiiovali
ktorékolvek z prav a vykonavali ktorékolvek z
povinnosti zadavatela na zaklade tejto zmluvy,
v pripade, ze sa preukazu poverenim i
splnomocnenim, z ktorého vyplyva ich
opravnenie uplatiovat’ si prava a vykonavat
povinnosti zadavatela. Zmluvni partneri sa
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not the subject of any past or current
investigations,  inquiries, warnings or
enforced decisions of public administration
authorities that concern the clinical trial and
have not been disclosed to the Sponsor. The
Contracting Partners shall notify the Sponsor
about the fact described in the previous
sentence without undue delay.

2.28 In the event that the Principal Investigator
terminates his or her employment at the
Center, the Center shall inform the Sponsor
and CRO as soon as it learns about it and
shall propose a duly qualified person acting
as a new principal investigator. The Sponsor
shall have the right to object to such
replacement. The Center shall require the
new principal investigator to agree in writing
to the terms and conditions stipulated in this
Agreement. If the Center and the Sponsor
are unable to agree on the new principal
investigator or if the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
the Sponsor shall have the right to terminate
this Agreement in accordance with Article
12.5. The Center and the Principal
Investigator must immediately inform the
Sponsor in writing about any and all changes
having an impact on the availability of
resources and/or Clinical Trial Team
Members conducting the Clinical Trial.

2.29 The Contracting Partners agree to inform
the Sponsor,
directly and immediately in the case that a
trial subject participating in the Clinical Trial
announces or opines that his or her health
has been damaged due to his or her
participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation.

2.30 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor or any of its Affiliates to exercise
any of the Sponsor’s rights and to perform
any of the Sponsor’s obligations under this
Agreement on behalf of the Sponsor,
provided that they have authorization or a
power of attorney to exercise the Sponsor’s
rights and to perform the Sponsor’s
obligations. The Contracting Partners agree
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zavazuju spolupracovat ] takymito
vyskumnymi organizaciami.

2.31 V zakonnom a kontrolnymi dradmi
pozadovanom rozsahu a v sUlade s
podmienkami informovaného sUhlasu sa
zmluvni  partneri  zavazuju  poskytovat
odévodnene pozadované zdravotné sluzby
ucastnikom skusania, ktorych Gcast na
klinickom skisani sa eSte neskoncila, v pripade
¢iastocneho uzatvorenia klinického skisania, a
dalej tiez ucastnikom zaradenym do dalSieho
sledovania po skonceni klinického skusania.

232 V pripade, Z2e v priebehu klinického
skuSania pouziva pracovisko skusSania,
zodpovedny skus$ajaci alebo ¢lenovia timu
klinického skuSania pristrojové vybavenie,
ktoré vyzaduje servis, kalibraciu alebo inu
osobitnu starostlivost, pracovisko skisania sa
zavazuje udrziavat také pristrojové vybavenie
sposobilé riadnej prevadzky, o ¢om je povinné
zadavatelovi na  vyziadanie  poskytnut
zodpovedajucu dokumentaciu.

Cl. 3 - Povinnosti zadavatela

3.1 Kontaktnymi osobami zadavatela vo
vztahu ku klinickému skisaniu su:

Biogen MA Inc.
225 Binney Street
Cambridge, MA 02142

Do pozornosti: vykonny viceprezident, hlavny
pravny riaditel

Telefén: (617) 679-2000
Fax: (617) 679-3112

S kopiou na:

Biogen Idec Research Limited
Innovation House,

70 Norden Road,
Maidenhead,

Berkshire SL6 4AY

Spojené kralovstvo
Do pozornosti: podnikovy pravnik
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to cooperate with such research
organizations.

2.31 To the extent, legally and regulatorily
required and in accordance with the terms of
the informed consent, the Contracting
Partners undertake to provide reasonably
required medical services to trial subjects
whose participation in the Clinical Trial has
not yet ended, in the case of a partial closure
of the Clinical Trial, as well as to subjects
included in the post Clinical Trial follow-up.

2.32 In the case that the Center, the Principal
Investigator or Clinical Trial Team Members
use in the course of the Clinical Trial devices
that require servicing, calibration or any other
special care, the Center agrees to maintain
such devices in due operational condition
and to provide relevant documentation
thereof to the Sponsor upon the request of
the Sponsor.

Article 3 — Obligations of the Sponsor

3.1 The Sponsor’s contact persons regarding
the Clinical Trial are:

Biogen MA Inc.
225 Binney Street
Cambridge, MA 02142

Attention: Executive Vice President, Chief Legal
Officer

Telephone: (617) 679-2000
Facsimile: (617) 679-3112

With a copy to:

Biogen Idec Research Limited
Innovation House,

70 Norden Road,
Maidenhead,

Berkshire SL6 4AY

United Kingdom
Attn: Corporate Counsel
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Kontaktna adresa CRO:

Nazov: IQVIA RDS Slovakia, s.r.o.
Adresa: Vajnorska 100/B, 831 04
Slovenska republika

Bratislava,

alebo ktorékolvek dalSie osoby oznamené
zodpovednému skusajlicemu.

3.2Zadavatel sa zavazuje zmluvnym partnerom
poskytovat bezplatne a v mnozstve a frekvencii
potrebnej na riadne vykonavanie klinického
skuSania skusany liek, potrebné vzorové CRF,
dalSie informacie a dalsie lieky/ placebo
potrebné na vykonavanie klinického skds$ania,
napr. Prirucku skusajuceho.

3.3 Skasany liek (ako aj iné lieky, placebo, ak
je vyzadované protokolom) bude dodavané na
nasledujdcu adresu: Reumatologicka ambulancia
a Narodny Ustav reumatickych choréb

3.4 Skusany liek, potrebné vzorové CRF a dalsie
infformécie vyzadované na vykonavanie
klinického skuSania poskytnuté pracovisku

skiSania sU a zostavaju vlastnictvom
zadavatela. Zadavatel prehlasuje, ze su
splnené  vSetky podmienky  stanovené

prisludnymi pravnymi predpismi na vyrobu
(dovoz) dodavaného skusaného lieku a jeho
distriblciu na pracovisko skisania.

3.5 Zadavatel sa zavazuje poskytovat
zodpovednému skusajucemu nové informacie
tykajuce sa bezpecnosti skiSaného lieku bez
zbyto¢ného odkladu.

Cl. 4 - Odmena

4.1CRO sa v mene zadavatela zavazuje zaplatit
pracovisku skuSania za riadne vykonané
¢innosti na zaklade tejto zmluvy, vratane
prevodu prav podla ¢l. 5 tejto zmluvy, odmenu
vo vySke, spdsobom a za podmienok
uvedenych v tomto ¢lanku zmluvy a v Prilohe €.
1.

4.2Zmluvni partneri nemaju narok na ziadnu ind
odmenu ¢i nahradu okrem tych, ktoré su
uvedene v tejto zmluve a jej Prilohe €. 1, alebo
v inych  zmluvach  uzatvorenych so
zadavatelom, pokial ich zadavatel vopred
pisomne neschvalil.

The CRO'’s contact information are:

Name: IQVIA RDS Slovakia, s.r.o.
Address: Vajnorska 100/B, 831 04
Slovak Republic

Bratislava,

or any other person announced to the Principal
Investigator.

3.2 The Sponsor agrees to provide the
Contracting Partners with the Investigational
medicinal  product, necessary CRF
templates, other information and other
drugs/placebo required for the performance
of the Clinical Trial free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Trial, for
example the Investigator’s Brochure.

3.3 The Investigational medicinal product (as
well as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address: Reumatologicka ambulancia a Narodny
ustav reumatickych chordob

3.4 The Investigational medicinal product,
necessary CRF templates and other
information required for the performance of
the Clinical Trial and provided to the Center
are and shall remain the Sponsor’s property.
The Sponsor declares that all conditions
stipulated in applicable laws regulating the
production (import) of the provided
Investigational medicinal product and the
distribution of the Investigational medicinal
product to the Center have been met.

3.5 The Sponsor agrees to provide the Principal
Investigator with new information regarding
the safety of the Investigational medicinal
product without undue delay.

Article 4 - Remuneration

4.1 For the activities properly performed based

on this Agreement and for the transfer of

rights under Article 5 of this Agreement, the

CRO on behalf of the Sponsor agrees to

provide the Center with remuneration in the

amount, by means and under the terms

stated below herein and in Appendix 1.

Remuneration conditions and payment to the

The Contracting Partners are not entitled to

any remuneration or reimbursement other

than that set forth in this Agreement and its

Appendix 1 or other agreements concluded

with the Sponsor, unless approved in

advance by the Sponsor in writing.

4.2
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4.3VSetky platby aodmeny sa pracovisku
skuSania uhradia v lehote 60 dni od datumu
prevzatia prislusnej faktury, ktora musi splfiat
vSetky ndlezitosti stanovené v prislusnych
pravnych predpisoch upravujucich dan z
pridanej hodnoty.

Ako variabilny symbol bude pouzité cislo faktury
pracoviska skiSania na zaklade odsuhlasenych
podkladov doru¢enych na pracovisko skdsania.

Platby budd realizované v penaznej mene EURO
a vsSetky pripadné bankové poplatky znasa
zadavatel. :

Pokial sa nedohodne inak, bude za preberanie
faktdar pracoviska skuSania a spracovanie platieb
zodpovedat CRO. VSetky otazky tykajuce sa faktur
pracoviska skuSania alebo platieb sa majd
adresovat’ CRO na kontaktné udaje uvedené v
Prilohe ¢. 1.

V pripade, ze CRO neza$le pracovisku skusania
vy8Sie uvedeny prehlad (navrh faktary) na
odsuhlasenie v lehote 30 dni odo dfia ukonéenia
kalendarneho polroka, zasle pracovisko skisania
CRO upomienku, a ak CRO nezasle uvedeny
prehlad (navrh faktury) ani v lehote 30 dni od
dorucenia takejto vyzvy, je pracovisko skiSania
opravnene vystavit faktaru a CRO je povinna
uhradit' pracovisku skdSania odmenu a financéné
nahrady za vSetky fakturované ¢innosti vykonané
v obdobi kalendarneho polroka zodpovednym
skuSajucim alebo inymi €lenmi timu klinického
skusania.

Pracovisko skuSania bude vSetky pripadné
nedostatky v prehlade (navrhu faktary) urychlene
hlasit CRO, a CRO je povinna ich odstranit. Ak ma
CRO zato, ze v prehlade (navrhu faktlry) ziadne
nedostatky nie su, oznami to pracovisku skisania.
Pracovisko ski$ania a CRO su nasledne povinni
si navzajom poskytnat' sucinnost' nevyhnutnd na
odstranenie takychto rozporov.

Ak CRO neodstrani nedostatky v prehlade (navrhu
faktiry) ani v lehote 45 dni odo dna dorucenia
oznamenia podla predchadzajuceho odseku,
alebo v tej istej lehote neoznami pracovisku
skusania, ze v prehlade (navrhu faktiry) ziadne
nedostatky nevidi, pracovisko skuSania pouzije
svoju verziu prehladu (navrhu faktiry), na zaklade
ktorého vystavi faktdru a CRO je povinna uhradit
odmenu a finan¢né nahrady za fakturované
¢innosti vykonané v obdobi kalendarneho polroka
zodpovednym skuSajucim a/alebo inymi ¢lenmi
timu klinického skusania.

4.3
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Any payment and reimbursement will be paid
to the Center 60 days from the date of receipt
of the applicable invoice, which shall meet all
requirements stipulated in applicable laws
regulating value-add tax.

The invoice number of the Center will be
used as a variable symbol on the basis of
agreed documents delivered to the Center.

Payments will be made in EURO currency
and all potential bank fees are borne by the
Sponsor.

CRO will receive the Center invoices and
process payments unless otherwise agreed.
Any queries regarding Center invoices or
payments should be directed to CRO. at the
contact details outlined in Appendix 1.

In the case that the CRO does not send the
Center the aforesaid overview (draft invoice)
for approval within 30 days of the end of the
calendar half a year the Center shall send the
CRO a written reminder and if the CRO does
not send the aforesaid overview (draft
invoice) within 30 days of receipt of the
reminder, the Center shall have the right to
issue an invoice and the CRO shall pay the
Center the remuneration and financial
reimbursement for all invoiced activities
performed during the calendar half a year, by
the Principal Investigator and/or other
Clinical Trial Team Members.

The Center will promptly report any potential
deficiencies in the overview (draft invoice) to
the CRO, and the CRO must remedy such
deficiencies. In the case that the CRO
believes that the overview (draft invoice) has
no deficiencies, the CRO shall announce it to
the Center. The Center and the CRO must
then cooperate as necessary to rectify such
discrepancies.

In the case that the CRO fails to remedy
deficiencies in the overview (draft invoice), or
fails to inform the Center that the CRO
believes that the overview (draft invoice) has
no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version of
the overview (draft invoice), based on which
the Center shall issue an invoice and the
CRO shall have to pay the remuneration and
financial reimbursement for invoiced
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4.4CRO ma pravo zadrzat az 10 % z prislusnej
sumy odmeny za obdobie kalendarneho
polroka (dalej len "zadrzné"). CRO sa zavazuje
uhradit’ pracovisku sku$ania zadrzné potom, ¢o
budu predlozené vsetky prislusné CRF, budu
zodpovedané vsetky otazky s ohladom na data
obsiahnuté v tychto CRF a budi odstranené
vSetky nespravnosti a nedostatky v tdajoch v
databaze.

4.5Pokial tato zmluva neustanovi inak, vSetky
sumy uvedené v tejto zmluve a v jej prilohach
su uvedené bez DPH. Ak niektoré platby za
sluzby podliehaju DPH, CRO zaplati prislusnu
sumu DPH vo vyske podla pravnych predpisov
ucinnych ku dnu uskuto€nenia zdanitelného
plnenia na zaklade prislusného dariového
dokladu (faktury), ktora bude spinat vsetky
nalezitosti predpisané prislusnymi pravnymi
predpismi.  Pracovisko sku$ania nesie
zodpovednost za  uhradenie  vSetkych
ostatnych dani v suvislosti s platbami na
zaklade tejto zmluvy.

4.6 Zmluvni partneri s si vedomi, Ze
zadavatel mézZe zverejnit na centralnej webovej
stranke https:/clinicaltrials.gov/ v§etky platby a iné
plnenia tykajuce sa vyskumu a vyvoja, t. j. (1)
platby vykonané zo strany zadavatela na zaklade
tejto zmluvy a (2) vSetky vydavky na ubytovanie,
obcerstvenie a cestovanie zmluvnych partnerov,
ktoré zadavatel uhradi na zaklade tejto zmluvy a
(3) vSetky kongresové registraéné poplatky,
Ucastnicke poplatky alebo obdobné poplatky, ktoré
zadavatel uhradi na zaklade tejto zmluvy, a to
anonymnym spdsobom, t. j. na Ghrnnej Grovni.
Tieto informacie mézu byt tiez publikované ako
stcast' tejto zmluvy v registri zmlUv na zaklade §
5a a § 5b zakona ¢. 211/2000 Z.z., o slobodnom
pristupe k informaciam a o zmene a doplneni
niektorych zakonov v zneni zakona ¢. 546/2010
Z.z. (zakon o slobode informacii) . Bez ohladu na
vySSie uvedené moze zadavatel zverejnit' prevod
akejkolvek hodnoty poskytnutej v ramci tejto
zmluvy.

4.7Vetky platby pre U(€astnikov skuSania ma
pracovisko skiSania vyplacat' v sulade s touto
zmluvou a protokolom. Pravidla na vyplacanie
su blizSie upravené v Prilohe ¢&. 1 tejto zmluvy.

Cl. 5 - Prava k vysledkom

activities performed during the calendar half
an year by the Principal Investigator and/or
other Clinical Trial Team Members.

The CRO has the right to retain up to 10% of
the remuneration for the calendar half a year,
(hereinafter referred to as the “Retainer”).
The CRO agrees to pay the Center the
Retainer after all relevant CRFs were
submitted, all questions concerning CRF
data were answered, and all incorrect or
incomplete data in the database were
rectified.

4.4

4.5 Unless otherwise stated in this Agreement,
no amounts specified in this Agreement and
its Appendices include VAT. In the case that
any payment for services is subject to VAT,
the CRO shall pay the relevant VAT amount
stipulated in legal regulations effective as of
the date of taxable supply based on the
relevant tax document (invoice) that shall
meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other tax
with respect to the payments made based
on this Agreement.

4.6 The Contracting Partners understand that
the Sponsor may disclose on the central
website of the https://clinicaltrials.gov/ any
payment and any transfer of value relating to
research and development, i.e. (1) payments
made by Sponsor under this Agreement and
(2) any cost of accommodation,
refreshments and travel of the Contracting
Partners, which Sponsor covers under this
Agreement and (3) any congress registration
or participation fees or similar fees, which
Sponsor covers under this Agreement, all
this in an anonymized way, ie. on
aggregated level. This information may also
be disclosed as a part of this Agreement in
the Agreements Register pursuant to section
5a and section 5b of Act No. 211/2000 Coll.,
on free access to information and on
amendments to certain acts, as amended by

Act No. 546/2010 Coll. (Freedom of
Information  Act). Notwithstanding the
aforementioned, the Sponsor may also

disclose any transfer of value under this
Agreement.

Payments to trial subjects shall be made by
the Center in compliance with this
Agreement and the Protocol. Payment rules
are specified in detail in Appendix 1 to this
Agreement.

Article 5 — Rights to Results

4.7
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5.1Zadavatelovi patria vyhradné prava ku vSetkym

vysledkom, Gdajom, zisteniam, objavom,
vynalezom a $pecifikaciam, bez ohladu na to,
¢i st patentovatelné alebo nie, ktoré vznikli, boli

5.1

The Sponsor shall own the exclusive rights to
all results, data, findings, discoveries,
inventions and specifications, whether
patentable or not, that were originated,

vytvorené, odvodené, vyprodukované, conceived, derived, produced, discovered,
objavene, vynajdené alebo inak uskutocnené invented or otherwise made by the Center,
pracoviskom skuSania, zodpovednym the Principal Investigator and/or Clinical Trial

skuajucim a/alebo ¢&lenmi timu klinického
skuSania v suvislosti s vykonavanim skisania,
skusanym liekom alebo dovernymi
informaciami (dalej len “vysledky”). Zmluvni
partneri tymto vopred postupuju vSetky svoje
majetkove prava k vysledkom na zadavatela a
zadavatel tieto postupené prava prijima. Kazda
vztahujuca sa odmena za tento prevod je uz
zahrnuta v odmene zmluvnych partnerov podla
¢l. 4 tejto zmluvy. Zmluvni partneri neziskavaju
k vysledkom plnenim tejto zmluvy Ziadne
prava.

strany sa dohodli, Ze vynalezy, ktoré su
vylep§enim, novou lieCebnou indikaciou,
novym davkovanim alebo novou liekovou
formou skusSaného lieku st  vyluénym
vlastnictvom zadavatela.

Team Members resulting from the Clinical
Trial, Investigational Medicinal Product, or
Confidential Information (hereinafter referred
to as “Results”). The Contracting Partners
hereby assign all of their proprietary rights to
Results to the Sponsor in advance and the
Sponsor accepts such assigned rights. Any
applicable royalty fee for this assignment is
already included in the remuneration of the
Contracting Partners under Article 4 of this
Agreement. The Contracting Partners shall
not acquire any rights to Results by
performing this Agreement.

5.2V8etky zdravotné zaznamy a originalne | 5.2 All medical records and original source
zdrojové dokumenty zostavaju majetkom documents shall remain the property of the
pracoviska skuSania; zadavatel je vSak Center; however, the Sponsor shall be
opravneny ich pouzit' v stlade s touto zmluvou permitted to use them in accordance with
a na zaklade suhlasu ucastnikov skus$ania. this Agreement and based on the consent of
Spristupnenie vysledkov akémukolvek trial subjects. Disclosure of Results to any
subjektu, vratane zmluvnej vyskumnej subject, including a contracted research
organizacie, etickej komisie alebo kontrolného organization, ethics committee or regulatory
Uradu nebude povaZované za udelenie authority, shall not be deemed as granting
vlastnickeho prava k tymto informaciam tychto the ownership of such information to these
subjektov. entities.

5.3V rozsahu, v akom prava duSevného | 5.3 To the extent intellectual property rights to
vlastnictva k vysledkom nie su prevoditelné, Results are legally not assignable, the
udeluju tymto zmluvni partneri zadavatelovi Sponsor is hereby granted by the
vyhradna, neodvolatelni v mieste a Case Contracting Partners  an exclusive,
neobmedzenu licenciu s pravom udelovat worldwide, sub-licensable, time-unlimited
sublicencie, a to na vSetky spdsoby pouzitia and irrevocable license for unlimited use of
tychto vysledkov na akykolvek zakonny ucel. these Results for any lawful purpose. The
Naklady za tato licenciu su uz zahrnuté v cost of this license is already included in the
odmene zmluvnych partnerov podla ¢l. 4 tejto remuneration of the Contracting Partners
zmluvy. Pracovisko skuSania sa zavazuje under Article 4 of this Agreement. The
vyvinut maximalne Usilie na to, aby skuto¢ni Center shall make maximum efforts so that
vlastnici tychto prav duSevného vlastnictva, t. j. the actual owners of the intellectual property
zamestnanci pracoviska sk(Sania alebo rights, i.e. employees of the Center and/or
zainteresované tretie  strany, umoznili involved third parties, would allow the Center
pracovisku skuSania udelit’ vyssie uvedenu to grant the aforementioned license to the
licenciu zadavatelovi. Sponsor.

5.4Aby nedoSlo k pochybnostiam, zmluvné | 5.4 For avoidance of any doubts, the Contracting

Parties agree that an invention that is an
improvement, a new treatment indication, a
new posology or a new drug galenic of the
Investigational medicinal product shall be the
sole property of the Sponsor.
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vyuzivat, reprodukovat a transformovat
anonymizované radiologické/diagnostické
snimky zhotovené v priebehu klinického
skusania v rozsahu uvedenom v informovanom
suhlase na vSetky ucely, vedecké alalebo
komercné, v akejkolvek podobe a akymkolvek
sposobom, elektronickym alebo mechanickym,
vratane vyhotovovania fotokopii,
elektronickych zaznamov (napr. na CD-ROM),
mikroképii, alebo prostrednictvom systémov
uchovavania a obnovovania Udajov, vratane
databaz a internetu. Na tento Ucel udeluju
zmluvni  partneri  zadavatelovi vyhradnu,
miestom neobmedzend, bezplatnu a
neodvolatelnu licenciu, vratane prava udelit
sublicencie pridruzenym spolo¢nostiam
zadavatela a vyskumnym spolupracovnikom,
na pouzivanie vysSie uvedenych snimok.
Naklady za tato licenciu sU uz zahrnuté v
odmene zmluvnych partnerov podla ¢l. 4 tejto
zmluvy. Ak nie su pracovisko skusania alebo
zodpovedny skuasajaci vliastnikmi prav k tymto

5.5Zmluvni partneri sa zavazuju zabezpecit, ze | 5.5 The Contracting Partners agree to ensure
vSetky vysledky dosiahnuté zamestnancami that all Results made by employees of the
pracoviska skiSania alebo inymi stranami Center or other parties included in the
zapojenymi zmluvnymi partnermi do Clinical Trial by the Contracting Partners
vykonavania  klinického skusania, budu shall be disclosed and reported to the
bezodkladne oznamené zadavatelovi. Sponsor without undue delay.

5.6Zadavatel alebo ktorakolvek jeho pridruzena | 5.6 The Sponsor or any of its Affiliates shall have
spolo¢nost’ st opravneni podat patentovu the right to file a patent application for such
prihlaSku na tieto vynalezy vo svojom mene Inventions under its own name or under the
alebo v mene urCenej tretej strany, na viastné name of a designated third party and at its
naklady, s wuvedenim mena vynalezcu own expense, with the inventor(s) named in
(vynalezcov) v patentovej prihlaske. Zmluvni the patent application. The Contracting
partneri zabezpecia, aby vSetci zamestnanci Partners shall ensure that all Contracting
zmluvného partnera a jednotlivi subdodavatelia Partner employees and individual
(dalej len ,personal“) boli zamestnani za subcontractors (“Personnel”) are employed
podmienok, za ktorych vSetky prava dusevného on terms under which all intellectual property
vlastnictva vytvorené alebo vyprodukované rights created or produced by such
takymto personalom zmluvného partnera budd Contracting Partner Personnel shall vest in
patrit’ zadavatelovi a ktorych sa — v rozsahu the Sponsor and which -to the extent
povolenom prislusnymi zakonmi - vzdava permitted under applicable law- waive any
vSetkych moralnych prav vyplyvajicich z moral rights arising out of such intellectual
takychto prav duSevného vlastnictva. Zmluvni property rights. The Contracting Partners
partneri su povinni (a zabezpeCia, aby aj shall (and shall ensure that the Contracting
personal zmluvného partnera a vsetci Partner Personnel and any contractors shall)
dodavatelia boli povinni) dodrziavat odsek comply with Clause 13.17 in order to perfect,
13.17 s cielom zdokonalit, potvrdit, confirm, formalise or achieve the assignment
formalizovat alebo dosiahnut postipenie of all intellectual property rights in the
vSetkych prav duSevného vlastnictva na Results.
vysledky.

5.7Zadavatel a jeho pridruzené spolo¢nosti mézu | 5.7 The Sponsor and its Affiliates may utilize,

reproduce and transform anonymized
radiological/diagnostic images made in the
course of the Clinical Trial, in compliance
with the provisions of the informed consent
and to the extent specified in the informed
consent, for any scientific and/or commercial
purposes, in any form and by any means,
electronic or mechanical, including making
photocopies, electronic recordings (e.g. on
CD-ROM), micro-copies, or by any data
storage and retrieval systems, including data
banks and the Internet. The Contracting
Partners hereby grant to the Sponsor an
exclusive, worldwide royalty free and
irrevocable license, with the right to grant a
sublicense to the Sponsor's Affiliates and
research collaborators, for the use of
aforementioned images. The cost of this
license is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. In the case
that the Center or the Principal Investigator is

snimkam, pracovisko skusania a/alebo not the owner of these rights to such images,
zodpovedny skusajlci zabezpeci, aby skutoény the Center and/or the Principal Investigator
vlastnik tychto prav, tzn. zamestnanci will procure that the actual owner of these

pracoviska skUSania a/alebo tretie osoby

rights, i.e. employees of the Center and/or

SVK_en_CTA INST_Sponsored Clinical Trial Agreement Institution
Biogen_19June2022 project code NZA71096
230LE301_Olga Lukacova, MD, NURCH

Page 20 of 48



zapojené do vykonavania klinického skdsania,
umoznili zmluvnym stranam udelit' vy$sie
uvedenu licenciu zadavatelovi. Zmluvni
partneri potvrdzuji, Zze vSetky takéto snimky
budl ziskané so sthlasom G¢astnika skusania,
ktory pracovisku ski$ania odovzda zadavatel a
Ze nebudu obsahovat Ziadne informacie,
prostrednictvom ktorych by bolo mozné zistit
totoZnost daného ucastnika skisania.

5.8Zadavatel udeluje zmluvnym partnerom
nevyhradnd, odvolatelnt, obmedzent licenciu
na pouzivanie vysledkov vytvorenych na
pracovisku skusSania na interné nekomeréné
vyskumné a vzdelavacie ucely pod
podmienkou dodrzania povinnosti tykajlicich sa
zachovania dbévernosti a nepouzivania
a vSetkych obmedzeni, ktoré si obsiahnuté v
tejto zmluve. Tato licencia neopraviiuje na
prevod, prenos alebo udelovanie sublicencii.

5.9 V ramci klinického sku$ania moze zadavatel
poskytnut pracovisku skusania a
zodpovednému skuSajucemu sthrn vysledkov
klinického skusania alebo vysledkov z dal$ich
skusani, napisany spésobom, ktory je vhodny
pre laika. Pracovisko skiSania a zodpovedny
skusajuci sa zavazuju véas odovzdat' tieto
vysledky  svojim  G¢astnikom  klinického
skudania alebo ich opatrovatelom v sulade s
poziadavkami miestnych pravnych predpisov a
etickych komisii.

Cl. 6 - Zachovavanie dévernosti

6.1 Zmluvni partneri sa zavazuju zaobchadzat'
ako s prisne dévernymi so vSetkymi informaciami
oznaCenymi ako "dbéverné" a prijatymi od
zadavatela alebo v jeho mene, alebo od
pridruzenych spolo¢nosti zadavatela v suvislosti s
klinickym skGSanim, skuasanym liekom, CREF,
protokolom alebo touto zmluvou a vysledkami
(dalej len ,doverné informacie"). Doverné
informacie su, stavaju sa a zostavaju vlastnictvom
zadavatela. Zmluvné strany sa zarovei dohodli, Ze
sU zmluvni partneri povinni zaobchadzat' ako s
dévernymi aj s tymi informaciami, ktoré sice ako
.doéverné® nie su oznacené, ale moézu byt
povazované za déverné informacie, a to na
zaklade ich povahy alebo podmienok, ktoré sa
vzt'ahovali k ich poskytnutiu alebo spristupneniu,
vratane vSetkych Udajov tykajlcich sa klinického
skuSania, udajov len na interné pouzitie, alebo
informacii vytvorenych na zaklade klinického
sku$ania, a to napriklad vratane protokolu, stiboru
informéacii pre skuSajiuceho ¢&i predbeznych
vysledkov skuSania. Zmluvni partneri pouzivaju
déverné informacie iba na ucely plnenia tejto
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third parties involved in the Clinical Trial, will
grant the Contracting Partners the right to
license the aforementioned license rights to
the Sponsor. The Contracting Partners
warrants that all such images shall be
obtained with trial subjects’ consent that shall
be submitted to the Center by the Sponsor
and that the images shall not contain any
information, through which the relevant trial
subject could be identified.

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive, revocable,
limited license to use the Results created at
the Center for internal non-commercial
research and educational purposes, subject to
confidentiality and non-use obligations and all
restrictions specified in this Agreement. Such
license does not allow for granting any
transfer, assignment or sub-licenses.

5.9 As part of the Clinical Trial, Sponsor may
provide the Center and Principal Investigator
with @ summary of the Clinical Trial results
and/or results from other trials written in a
manner that is suitable for a lay person. The
Center and Principal Investigator agree to
share these results with their Clinical Trial
subjects and/or caregivers in a timely manner
in accordance with local legal and IRB/EC
requirements.

Article 6 — Confidentiality
6.1 The Contracting Partners agree to treat as
strictly confidential all information marked as
“Confidential” and received from or on behalf
of the Sponsor or any of its Affiliates in
relation to the Clinical Trial, the
Investigational medicinal product, CRFs, the
Protocol or this Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). Confidential Information is,
shall become and shall remain the property
of the Sponsor. The Contracting Parties
agree that the Contracting Partners must

also treat as strictly confidential any
information that is not marked as
“Confidential” but can be considered

Confidential Information based on its nature
or conditions under which it was provided or
disclosed, including any data concerning the
Clinical Trial, information for internal use only
or information created based on the Clinical
Trial, for example including the Protocol, the
dataset for the investigator or preliminary
results of the Clinical Trial. The Contracting
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zmluvy a nespristupnia takéto déverné informéacie
Ziadnej tretej strane, pokial to vopred nepovoli
zadavatel. Zmluvni partneri mézu umoznit' pristup
k dévernym informaciam len osobam, ktoré sa s
dévernymi informaciami maju potrebu oboznamit
na Ucely poskytovania sluzieb na zaklade tejto
zmluvy, a aj to len vtedy, ak tieto osoby st viazané
povinnostami micanlivosti a nepouZivania, ktoré
nie s menej prisne ako tie, ktoré st uvedené v
tejto zmluve.

6.2 Povinnost zachovavania doévernosti sa
nevztahuje na tie pripady, ked st zmluvni
partneri opravneni publikovat déverné
informacie v sulade s &l. 7.

6.3 Pojem dbéverné informécie, ako je pouzivany
v tejto zmluve, sa nevztahuje na Udaje a
informacie, pri ktorych mézu zmluvni partneri
preukazat, Ze (i) nimi pracovisko ski$ania
alebo zodpovedny skusajlci disponovali bez
povinnosti zachovavat' ich dévernost' v gase,
ked im boli spristupnené zadavatelom, jeho
pridruzenymi  spolo¢nostami, alebo v
zastupeni niektorych z nich, (ii) st alebo sa
stanu sucast'ou verejnych informacii inak ako
konanim alebo opomenutim pracoviska
skusania alebo zodpovedného skusajlceho,
(i) ich pracovisko skuSania alebo
zodpovedny skusajuci legalne nadobudli od
tretej strany, ktora nie je voéi zadavatelovi
alebo jeho pridruzenym spoloénostiam
viazana vyslovnou ani predpokladanou
povinnostou zachovavania dévernosti, alebo
(iv) boli vytvorené nezavisle pracoviskom
skusania alebo zodpovednym skd3ajlicim
skuSajucim bez odkazovania sa na déverné
informacie alebo ich pouzitie.

6.4 NavySe sU zmluvni partneri opravneni
spristupnit déverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo vykonatelnym
sudnym rozhodnutim, av8ak za podmienky,
ze zmluvni partneri budl o tejto skuto&nosti
v primeranom €asovom predstihu pisomne
informovat' zadavatela a na jeho Ziadost' s
nim budd spolupracovat na ziskani
ochranného sudneho prikazu alebo iného
primeraného opravného prostriedku.
Zmluvni partneri sa zavazuju vyvinut' vietko
primerané Usilie, aby zabezpecili déverné
zaobchadzanie s ktoroukolvek z dévernych
informacii, ktora ma byt spristupnena.

SVK_en_CTA INST_Sponsored Clinical Trial Agreement Institution
Biogen_19June2022 project code NZA71096
230LE301_Olga Lukacova, MD, NURCH

6.2

6.3

6.4

Partners shall only use Confidential
Information for the purpose of performance of
this Agreement and will not disclose
Confidential Information to any third party
unless otherwise permitted to do so
beforhand by the Sponsor. The Contracting
Partners may only provide access to
Confidential Information to persons that have
a need to know of the Confidential
Information for the purpose of providing
services based on this Agreement and only if
such persons are bound by confidentiality
and non-use obligations which are no less
stringent than the ones contained herein.

The confidentiality obligation shall not apply
as long as the Contracting Partners have the
right to publish Confidential Information in
accordance with Article 7.

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor or any of its Affiliates, (ii) are or
become a part of public information by
means other than by an act or omission on
the part of the Center or the Principal
Investigator, (iii) were legally acquired by the
Center or the Principal Investigator from a
third party not bound to the Sponsor or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Center or the Principal
Investigator without reference to Confidential
Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the
extent required by law or an enforceable
court order, provided, however, that the
Contracting Partners shall give the Sponsor
reasonable advance notice and shall
cooperate with the Sponsor to seek a
protective order or any other appropriate
remedy upon the request of the Sponsor. The
Contracting Partners agree to make
maximum reasonable efforts to ensure
confidential treatment of any Confidential
Information that shall be disclosed.
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6.5

6.6

6.7

6.8

71

7.1.1 Zmluvni partneri sa zavazuju poskytovat

7.1.2 Pokial

Tieto povinnosti zachovavania dbévernosti a
zakazu pouzivania dévernych informacii
podla tejto zmluvy zostavaju platné a uc¢inné
aj po ukonceni tejto zmluvy.

Zmluvni partneri sa zavazujli na Ziadost
zadavatela zlikvidovat a vymazat déverné
informacie, ktorymi disponuju alebo ich vratit
zadavatelovi.

VSetky dohody existujuce pred uzavretim
tejto zmluvy, ktoré sa tykaja povinnosti
zachovavania ddévernosti vo vztahu ku
klinickému sku$aniu, sa nahradzaji touto
zmluvou a len pokial sa tykaju klinického
skusania.

Zadavatel sa  zavazuje  zachovavat
mi€anlivost o  skutoCnostiach,  ktoré
pracovisko skuSania oznaci ako déverné.

Cl. 7 - Publikovanie, tlacové spravy a
verejné oznamenia

Zadavatel uznava zaujem zmluvnych
partnerov. na nekomerénom vedeckom
publikovani vysledkov, bez ohladu na to, d&i
vysledok klinického skUs$ania je pozitivny
alebo negativny. S ohladom na opravnené
zaujmy zadavatela sa zmluvni partneri
zavazuju dodrziavat' nasledujlice povinnosti
a podmienky na publikovanie:

zadavatelovi vSetky navrhy na publikovanie
alebo verejné prezentacie tykajlice sa
klinického skuSania alebo skisaného lieku
alebo vysledkov (dalej len "publikacie")
najmenej Sestdesiat (60) dni pred
zamySlanym podanim do tlate alebo
prezentaciou publikacie, aby ich zadavatel
mohol posudit.

zadavatel neposkytne zmluvnym
partnerom vyrozumenie do 45 dni odo dna,
ked mu bola doruéenad zamyslana
publikacia, zmluvni partneri sa zavazuju
pripomenit zadavatelovi predpokladany
datum publikacie. Zmluvni partneri nie s
opravneni  uverejnit  publikacie  bez
vyslovného suhlasu zadavatela.

7.1.3 Zmluvné strany berd na vedomie a suhlasia,

Ze v pripade multicentrickych skusani sa

6.5

6.6

6.7

6.8

This confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in
effect even after this Agreement is
terminated.

The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the Sponsor
upon the request of the Sponsor.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Clinical Trial shall be superseded by this
Agreement and only with regard to the
Clinical Trial.

The Sponsor agrees to not disclose any fact
that the Center designates as confidential.

Article 7 — Publication, Press Releases and

71

7:1:1

Public Announcements

The Sponsor acknowledges the interest of
the Contracting Partners in the non-
commercial scientific publication of Results,
regardless of whether the outcome of the
Clinical Trial is positive or negative.
Considering the Sponsor's reasonable
interests, the Contracting Partners agree to
comply with the following publication
obligations and terms:

The Contracting Partners agree to provide
the Sponsor with all proposed publications or
public presentations relating to the Clinical
Trial or the Investigational medicinal product
or Results (hereinafter referred to as the
“Publication”) at least sixty (60) days prior to
the intended submission or presentation of
the Publication in order to allow the Sponsor
to review it.

If the Sponsor does not notify the Contracting
Partners within 45 days of the Sponsor's
receipt of the intended Publication, the
Contracting Partners agree to remind the
Sponsor of the intended date of the
Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and
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agree that, in case of multi-center studies,
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vysledky klinického skisania publikuju len v
koordinacii so zadavatelom, aby sa mohli
skombinovat  vysledky zo  vSetkych
pracovisk zucastiujucich sa na klinickom
skiSani. Zmluvni partneri st opravneni
publikovat' vysledky ich pracoviska skusania
za podmienky, ze celkové vysledky neboli
publikované do 18 mesiacov od dokoncéenia
klinického skuSania, a sucasne za
podmienky postupovania v sulade s
podmienkami stanovenymi v tomto ¢lanku.

7.1.4 Zadavatel a zmluvni partneri sa zavazuju

prediskutovat' v8etky rozdiely v nazoroch na
zamyslany obsah publikacie s cielom najst
rieSenie uspokojivé pre zadavatela aj pre
zmluvnych  partnerov.  Zadavatel je
opravneny navrhnuat akékolvek zmeny
publikacie, ktoré odévodnene povazuje za
potrebné na vedecké ucely. Zmluvni partneri
sa zavazuju, zZe implementacia takychto
odporu¢anych zmien nebude bezdévodne
odmietnuta.

7.1.5 Ak mozno o¢akavat, ze takato publikacia by

mohla mat' neziaduci vplyv na zachovanie
dovernosti  ktorejkolvek z  dbvernych
informacii zadavatela, zmluvni partneri sa
zavéazuju zabranit' takejto publikacii, pokial
tieto doverné informacie nemozno z
publikacie odstranit alebo ich cenzurovat
bez toho, aby to negativne ovplyvnilo
vedeckl spravnost publikacie. Ak sa
zmluvné strany nezhodnu na bezchybnosti
publikacie alebo na tom, ¢&i su urcité
informacie sucastou dévernych informacii
spolo¢nosti Biogen, zmluvné strany sa v
dobrej viere stretni a prediskutuja tato
zaleZitost' s cielom pokusit’ sa vyriesit' spor
formou zmieru.

7.1.6 Ak by publikacia z pohladu Zadavatela

mohla mat neziaduci vplyv na schopnost
ziskat' patentovu ochranu pre ktorykolvek
vynalez, zadavatel ma pravo pozadovat
odklad publikacie na primerané obdobie na
Ucel pripravy a podania ziadanej patentovej
prihlasky zadavatelom alebo v jeho mene,
toto obdobie v§ak nesmie presiahnut Sest' (6)
mesiacov od datumu, kedy bola zadavatelovi
publikacia  doru¢ena na  posudenie.
Zadavatel ma pravo pozadovat dals$i odklad
publikacie, ak patentova prihlaska bola
podana a ak prihlaska s pravom prednosti je
nelplna, a v priebehu roka, v ktorom sa na
nu vztahuje pravo prednosti, musi byt do
Ziadosti doplneny predmet patentovej

Results of the Clinical Trial are published
only through coordination with the Sponsor in
order to combine the results of all centers
participating in the Clinical Trial. The
Contracting Partners may publish Results of
their Centers on the condition that overall
results were not published within 18 months
of the completion of the Clinical Trial, subject
to the compliance with the terms set forth in
this Article.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Sponsor’s Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the  Confidential
Information can be removed or redacted from
the Publication without detriment to the
scientific correctness of the Publication. If the
parties disagree on the accuracy of a
Publication or whether certain information is
part of Biogen Confidential Information, the
parties shall meet and discuss the matter in
good faith to attempt to amicably resolve the
dispute.

If the Publication may - in the Sponsor’s view
- have an adverse effect on the ability to
obtain patent protection for any Invention, the
Sponsor may request a delay of the
Publication for a reasonable period of time in
order to enable the preparation and filing of
any desired patent application by, or on
behalf of, the Sponsor; such period, however,
may not to exceed six (6) months from the
day the Sponsor received the intended
Publication for review. The Sponsor may
request a further delay of the Publication in
the case that the patent application has been
fled and the priority application is
incomplete, and the subject-matter must be
added to the application during the priority
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prinlaSky. V tomto pripade ma zadavatel

year. In such case, the Sponsor has the right

pravo pozadovat odklad akejkolvek to request a postponement of any Publication
publikacie az do doplnenia prihlasky s until completion of the priority application.
pravom prednosti. Zadavatel nebude The Sponsor shall not prohibit the Publication
zakazovat publikaciu v pripade, ze if the patentable information was removed

patentovatelna informacia bola z planovane;j
publikacie odstranena.

7.1.7 Zmluvni partneri sa zavazuju zahrnat do

7.2

7.3

kazdej publikacie ustanovenia informujuce,
Ze vytvorenie Udajov bolo podporené
zadavatelom a sucasne sa zmluvni partneri
zavazuju informovat’ o svojom zapojeni do
Klinického skuSania a prospechu, ktory im z
klinického skusania plynul. Autorstvo a
uznanie za vedecké publikacie ma byt v
sulade s jednotnymi poziadavkami na
rukopisy  (Uniform  Requirements  for
Manuscripts) vydanymi  Medzinarodnym
vyborom redaktorov lekarskych ¢asopisov
(ICMJE).

Zmluvni partneri sa =zavdzuju zaviazat
rovnakymi povinnostami a poziadavkami na
publikovanie, ktoré su stanovené v ¢l. 7.1 aj
vSetkych ¢lenov timu klinického sktsania.

Povinnosti stanovené v ¢l. 7.1 zostavaju
platné a ucinné dalSich patnast (15) rokov po
predéasnom ukoneni alebo po vyprSani
tejto zmluvy.

from the planned Publication.

7.1.7 The Contracting Partners agree to include in

7.2

7.3

every Publication information that the
creation of data was supported by the
Sponsor as well as information about their
involvement in the Clinical Trial and their
benefits from the Clinical Trial. Authorship
and acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts
issued by the International Committee of
Medical Journal Editors (ICMJE).

The Contracting Partners agree to impose
the same obligations and requirements for
publications as set forth in Article 7.1 on all
Clinical Trial Team Members.

The obligations set forth in Article 7.1 shall
remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.

7.4 Zadavatel je opravneny zverejnit vysledky | 7.4 The Sponsor may publish Results of the
klinického skusania spésobom, ktory uzna za Clinical Trial in any manner it deems
vhodny, a to tak po€as trvania tejto zmluvy, appropriate, both during, and following
ako aj po jej ukonceni, zadavatel je tiez termination of this Agreement; the Sponsor
opravneny umiestnit' informacie o klinickom may also post information about the Clinical
skusani a vysledkoch na internet, napr. na Trial and Results on the Internet, e.g. on
stranky www.ClinicalTrials.gov (zverejnenie www.ClinicalTrials.gov (register posting) and
v registri) a na stranky pre zverejnenie on websites for results posting, on the
vysledkov, na firemné stranky zadavatela Sponsor’s company website (register and
(zverejnenie v  registri  a zverejnenie results posting) and in any other database
vysledkov) a v ktorejkolvek inej databaze and/or registry required by laws in
alalebo v registri v sltlade s pravnymi accordance with applicable standards
predpismi a s prisluSnymi  normami regarding scope, form and content.
tykajucimi sa rozsahu, formy a obsahu.

7.5 Zmluvni partneri sa zavazuju nepublikovat | 7.5 The Contracting Partners agree not to

Ziadne tlacové spravy alebo iné verejné
oznamenia o klinickom skusani, vysledkoch
klinického skiSania a/alebo ski$anom lieku
bez predchadzajuceho pisomného suhlasu
zadavatela, s vynimkou informacii, ktoré su
uz verejne dostupné na  stranke
www.clinicaltrials.gov alebo na akademicke;
webovej stranke zdravotnickeho zariadenia,
na ucely zaradovania a informovanosti o

publish any press release or any other public
announcements about the Clinical Trial,
Results of the Clinical Trial and/or the
Investigational medicinal product without the
Sponsor's prior written consent, except for
information already publicly available on
www.clinicaltrials.gov or the academic
website of the Institution for purposes of
enrollment and awareness of the Study itself
as previously approved by Sponsor.
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samotnom skdSani, tak ako bolo v minulosti
schvalené zadavatelom.

7.6 Nazov zadavatela nesmie byt pouzivany v | 7.6 The name of the Sponsor may not be used in
Ziadnom reklamnom alebo inom materiali any advertising or any other material of the
zmluvnych partnerov bez predchadzajuceho Contracting Partners without the Sponsor's
pisomného schvalenia zadavatelom. prior written authorization.

Cl. 8 - Zodpovednost a odskodnenie Article 8 — Liability and Indemnity

8.1 Zmluvni partneri sa zavazuju zadavatelovi | 8.1 The Contracting Partners agree to indemnify
nahradit' $kodu (vratane nemajetkovej ujmy the Sponsor for any damage (including non-
a smrti UCastnika skuSania) vzniknutl z pecuniary damage and death of trial subject)
dévodu (i) nedbanlivého alebo Umyselného incurred as a result of (i) a negligent or
konania alebo opomenutia ¢i umyselného intentional act or omission or wilful
pochybenia alalebo (ii) poruSenia - misconduct to act and/or (ii) a breach of any
ktorejkolvek z povinnosti prijatych na obligations assumed under this Agreement
zaklade tejto zmluvy ako aj (iii) porusenia as well as (iii) breach of applicable laws or
platnych pravnych predpisov ktorymkolvek z regulations by either of them or any
nich, alebo ktorymkolvek zo zamestnancov employee of the Center or contractors used
pracoviska skuSania alebo dodavatelov, for the purposes of this Agreement.
vyuZivanych na ucely tejto zmluvy.

8.2 Zadavatel sa zavazuje nahradit skodu | 8.2 The Sponsor agrees to indemnify the
zmluvnym partnerom (pracovisko skisania a Contracting Partners (hereinafter the Center
zodpovedny skusajuci dalej spolo¢ne and the Principal Investigator collectively
oznacovani len ako "odSkodnovana referred to as the “Indemnified Party”) for a
strana") v pripade naroku Ucastnika trial subject claim that the Investigational
skusania, ked skusany liek alebo akykolvek medicinal product or any clinical intervention
klinicky zasah alebo postup vyzadovany or procedure required by the Protocol has
protokolom bezprostredne a priamo spésobil proximately and directly caused bodily injury
uimu na zdravi alebo smrt' uvedeného or death to the said trial subject, provided
UCastnika skuSania, za predpokladu, Zze that such trial subject claim:
takyto narok ucastnika skusania:

8.2.1 nevznikol z dévodu, Ze odSkodnovana | 8.2.1did not arise from the failure of the
strana nekonala v sulade (a) s podmienkami Indemnified Party to comply with (a) the
tejto zmluvy; alebo (b) protokolom; alebo (c) terms of this Agreement; and/or (b) the
vSetkymi prisluSnymi pravnymi predpismi a Protocol, and/or (c) all applicable laws and
pravidlami upravujucimi vykonavanie regulations governing the performance of the
klinického skusania; alalebo (d) Clinical Trial, and/or (d) safety measures and
bezpe€nostnymi opatreniami a pisomnymi written instructions of the Sponsor or its
pokynmi zadavatela alebo jeho pridruzenych Affiliates; and
spolo¢nosti; a

8.2.2 nevznikol z dbvodu nedbalého alebo | 8.2.2 does not arise from a negligent or intentional
Uumyselného konania alebo opomenutia ¢i act or omission or wilful misconduct to act of
Umyselného  pochybenia od$kodnovane; the Indemnified Party; and
strany; a

823 nie je plne hradena z poistenia | 8.2.3 is not fully covered by insurance taken out
dohodnutého v sulade s pravnymi predpismi in compliance with applicable laws for the
v prospech odSkodfiovanej strany. benefit of the Indemnified Party;

8.2.4 Odskodnovana strana, ktora ziada o | 824 The Indemnified Party seeking
odSkodnenie, podnikne vSetky primerané indemnification shall take all reasonable
opatrenia na znizenie sumy pozadovanej v steps to mitigate the amount of any claim
ramci akéhokolvek vzneseného naroku na for indemnification.
odskodnenie.
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8.3 V pripade, ze takato Skoda vznikne iba s€asti {3 In the case that such damage incurs only in part

z dovodov na strane odSkodrovanej strany
uvedenych v ¢l 821, alebo 822,
odSkodiiovanej strane vznikd narok na
nahradu $kody od zadavatela v tom rozsahu,
v ktorom ddvody uvedené v ¢&l. 8.2.1 alebo
8.2.2 neprispeli k vzniku tejto Skody.

8.4 Pravo zmluvnych partnerov na nahradu | 8.4
Skody podla ¢l. 8.2 nevznikne a zadavatel
nebude mat povinnost nahradu Skody
poskytnut, s vynimkou ods. 8.4.3, ak zmluvni
partneri porusia niektoru z nizSie uvedenych
povinnosti, pricom takéto porusSenie ma
negativny vplyv na moznost UspesSnej
obhajoby proti vznesenému naroku:

8.41 Zmluvni partneri sa zavazujiu pisomne [8.4.1
informovat zadavatela o kazdom naroku
alalebo zalobe v maximalnom moznom
rozsahu, podfa tychto ustanoveni o nahrade
Skody, a to do 5 dni odo dna, ked sa o nich
dozvedia, a umoznit Zadavatelovi, aby
schvaloval vSetky ukony a obhajobu proti
takémuto naroku alebo Zalobe, vratane
rozhodovania o ich urovnani; a

8.4.2 Zmluvni partneri su povinni spolupracovat so |8.4.2
zadavatelom a jeho pravnymi zastupcami a
poistovatelmi pri obhajobe proti takému
naroku alebo Zalobe, a pozadovat takuto
spolupracu aj od svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmu uznat ani urovnat |8.4.3
Ziadny takyto narok ani Zzalobu bez
predchadzajuceho  pisomného  suhlasu
zadavatela.

due to reasons on the part of the Indemnified
Party as specified in Article 8.2.1 or 8.2.2, the
Indemnified Party shall be entitled to
indemnification from the Sponsor to the
extent to which the reasons indicated in
Article 8.2.1 and/or 8.2.2 did not contribute to
the damage.

The Contracting Partners shall not be entitled
to indemnification under Article 8.2 and the
Sponsor shall not provide indemnification,
with the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the
following obligations, provided such breach
has a negative impact on the possibility of
successful defense against the lodged claim:

The Contracting Partners agree to notify the
Sponsor in writing and as much as possible
about a claim and/or lawsuit according to
these provisions on indemnification within 5
days of learning about such a claim or lawsuit
and to allow the Sponsor to approve all acts
and defense against such a claim or lawsuit,
including the right to decide on its settlement;
and

The Contracting Partners must cooperate
and require its employees to cooperate, with
the Sponsor and its attorneys and insurers in
the defense of such a claim or lawsuit; and

The Contracting Partners may not recognize
or settle any such claim or lawsuit without the
prior written consent of the Sponsor.

8.5 Zadavatel je od$kodrfiovanej strane povinny 8.5 The Sponsor shall indemnify the Indemnified

nahradit’ Skodu za kazdy narok ucastnika
skuSania, ktory utrpel ujmu na zdravi alebo
smrt’ v désledku uzivania ski$aného lieku
pouzitého v ramci klinického skisania a to za
predpokladu, Ze narok nevznikol v désledku
poruSenia povinnosti zmluvnych partnerov
uvedenych vysSie.

Party for any trial subject claim that he/she
incurred bodily injury or death as a result of
using the Investigational medicinal product
used in Clinical Trial, provided that such
claim was not due to a breach of the
Contracting  Partners’ obligations as
identified above.

8.6 Zadavatel v najvacSom rozsahu, povolenom | 8.6 To the fullest extent permitted under applicable

prisluSnymi  pravnymi  predpismi,  nenesie
zodpovednost' za ziadne (i) nahodné skody, (ii)
nasledné skody, (iii) nepriame Skody, (iv) osobitné
Skody, (v) stratené obchodné prilezitosti, (vi)
stratené alebo predpokladané Uspory, (vii) usly
zisk, (viii) stratené Udaje, (ix) stratené dobré meno
alebo (x) naroky tretich stran (okrem tych, ktoré su
uvedené v tomto ¢l. 8), ¢i uz predvidatelné alebo
nepredvidatelné, ktoré vznikli  z klinického

SVK_en_CTA INST_Sponsored Clinical Trial Agreement Institution
Biogen_19June2022 project code NZA71096
230LE301_Olga Lukacova, MD, NURCH

law, Sponsor shall not be liable for any (i)
incidental damages, (i) consequential
damages, (iii) indirect damages, (iv) special
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anticipated savings, (vii) lost profits, (viii) lost
data, (ix) lost goodwill, or (x) third party
claims (except for those set forth under this
section 8), whether foreseeable or not,
arising out of or in connection with the
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skdSania alebo tejto zmluvy ¢&i v stvislosti s nimi,
aj ked bol zadavatel o moznosti takychto $kod
informovany, vedel o nich alebo o nich mal vediet,
a bez ohladu na formu konania, ¢i uz na zaklade
zmluvy alebo protipravneho konania, vratane
nedbanlivosti a objektivnej zodpovednosti.

8.7 Obmedzenie zodpovednosti: V najvacsom
rozsahu  povolenom  prislusSnymi  pravnymi
predpismi, a bez ohladu na formu konania, & uz
na zaklade zmluvy alebo protipravneho konania,
vratane nedbanlivosti a objektivnej zodpovednosti,
celkova zodpovednost zadavatela, ak sa vztahuje,
za akékolvek a vSetky naroky, ktoré vznikli z
klinickeho skusania alebo tejto zmluvy &i
v suvislosti s nimi, nepresiahne celkové poplatky
(bez dani) zaplatené zadavatelom za poslednych
dvanast (12) mesiacov.

8.8 Ni¢ v tejto zmluve nevyluGuje ani nijakym
sposobom neobmedzuje zodpovednost zmluvnej
strany za (i) podvod; (ii) smrt' alebo ujmu na zdravi
0s6b spbsobent jej nedbanlivostou; (iii) porusenie
akejkolvek povinnosti, pokial ide o vlastnicke
pravo vyplyvajlce zo zékona; alebo (iv) aktkolvek
zodpovednost v rozsahu, v akom ju nemozno
vylucit alebo obmedzit' na zaklade platného prava.

89. CRO vyslovne odmieta akukolvek
zodpovednost' v suvislosti so skusanym liekom,
vratane zodpovednosti za akykolvek narok
vyplyvajlci bdo) zdravotného problému
spésobeného alebo Gdajne  spdsobeného
akymikolvek  postupmi  klinického skusania
spojeného s takymto produktom, okrem pripadov,
ked je takato zodpovednost spdésobena
nedbanlivostou, Umyselnym pochybenim alebo
porusenim tejto zmluvy zo strany CRO.

Cl. 9 - Poistenie

9.1 Zadavatel uzatvara poistenie na Ucely
klinického sktsania v stlade s prislusnymi
pravnymi predpismi. Na tieto ucely zadavatel
uzatvori poistenie zodpovednosti zadavatela
a pracoviska skuSania za Skodu (vratane
nemajetkovej ujmy, okrem nemajetkove;
ujmy spdsobenej poruSenim prav na ochranu

osobnosti ¢ mena, urdzkou na cti
ohovaranim, S$ikanovanim, obtazovanim,
nerovnakym zaobchadzanim ¢&i  inymi

spdsobmi diskriminacie), vratane nahrady
8kody v pripade smrti u¢astnika sku$ania
alebo ujmy na zdravi Uc¢astnika ski8ania v
désledku vykonavania klinického skuania
podla § 43 pism. h) bod 3 zakona o liekoch.
Zadavatel uzatvara poistenie zodpovednosti
pracoviska skuSania za skodu, ktora moze

Clinical Trial or the Agreement even if
Sponsor has been advised, knew, or should
have known, of the possibility of such
damages and regardless of the form of
action, whether in contract or in tort, including
negligence and strict liability.

8.7 Liability Limitation: To the fullest extent
permitted under applicable law, and
regardless of the form of action, whether in
contract or in tort, including negligence and
strict liability, Sponsor’s total liability, if any,
for any and all claims arising out of or in
connection with the Clinical Trial or the
Agreement shall not exceed the total fees
(excluding taxes) paid by Sponsor over the
last twelve (12) months.

8.8 Nothing in this Agreement shall exclude or in
any way limit a Contracting Party’s liability for
(i) fraud; (ii) death or personal injury caused
by its negligence; (iii) breach of any
obligation as to title implied by statute; or (iv)
any liability to the extent the same may not
be excluded or limited as a matter of
applicable law.

8.9 CRO expressly disclaims any liability in
connection with the Investigational medicinal
product, including any liability for any claim
arising out of a condition caused by or
allegedly caused by any Clinical Trial
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 CRO.

Article 9 — Insurance
9.1 Sponsor takes out insurance for the
purposes of the Clinical Trial in compliance
with applicable legal regulations. For these
purposes, Sponsor will take out insurance of
liability of the Sponsor and the Center for
damage (including the non-pecuniary
damage, with the exception of non-pecuniary
damage caused by violation of personality or

name protection rights, by defamation,
slander, bullying, harassment, unequal
treatment or by any other way of

discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Clinical
Trial performance pursuant to Section 43,
letter h) point 3 of Pharmaceuticals Act.
Sponsor takes out insurance of liability of the
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10.1

10.2

byt spdsobena Ucastnikovi skusania podla §
43 pism. h) bod 4 zakona o liekoch. Aby
nedoSlo k pochybnostiam, zmluvné strany
potvrdzuji a suhlasia, Ze toto poistenie
nenahradza poistenie pokryvajluce &innosti,
ktore nesuvisia s klinickym skusanim, napr.
bezné poskytovanie zdravotnickych sluzieb.

Cl. 10 - Ochrana a spristupnenie
osobnych udajov

Zmluvni partneri su si vedomi, Ze zadavatel
alebo tretia osoba zadavatelom poverena
budu vkladat' vysledky klinického ski$ania a
vSetky spravy suvisiace s  klinickym
skddanim, zaznamy o $koleniach v mieste
realizacie klinického sku$ania a vystupy z
akychkolvek auditov vykonanych
zadavatelom alebo v jeho mene do internych
elektronickych databdz zadavatela a/alebo
tretich o0sbb poverenych zadavatelom
v sulade s pravidlami spravne;j klinickej praxe
alebo poZiadavkami inSpekcii. V ramci tejto
spravy Udajov moéZe osobné Udaje
zodpovedného skusajuceho, ako si meno
a priezvisko, adresa, finanéné zaujmy podla
vyhlasenia o finanénych zaujmoch, ako aj
osobné udaje  uGastnikov  klinického
sku$ania, inych zamestnancov pracoviska
skusania, ¢lenov timu klinického skusania a
ich zapojenie do klinického skiSania a
vystupy auditov vykonanych zadavatelom
podla pravidiel spravnej klinickej praxe alebo
inSpekcii (dalej len ,udaje’) a pravnych
predpisov. o ochrane osobnych (dajov
spracovavat zadavatel, jeho pridruzené
spoloCnosti a opravnené tretie strany v
sulade s poziadavkami pravidiel spravnej
klinickej praxe a prisluSnych pravnych
predpisov o ochrane osobnych udajov. .
Zadavatel bude poskytovat tieto Gdaje
externym verejnym databazam, ako je napr.
clinicaltrials.gov a v nevyhnutnom rozsahu
na zaklade prislu$nych pravnych predpisov
tiez organom verejnej moci. Udaje sa budu
spracovavat na Ucely plnenia si pravnych
povinnosti zadavatela a na ucely klinickych
skidani. Udaje sa budi spracovavat
dovtedy, kym bude pretrvavat ucel, na ktory
sa spracovavaju.

Zmluvni partneri sa zavazuju nezaradit do
klinického skisania Ziadne fyzické osoby,
kym tieto osoby jednoznaéne neudelia
informovany sthlas so spracovanim svojich
osobnych Gdajov v rozsahu uvedenom v

Prilohe ¢. 3 tejto zmluvy a kym zadavatel

Centre for damage that may be caused to the
trial subject pursuant to Section 43 letter h)
point 4 of Pharmaceuticals Act. To eliminate
any doubts, the Parties acknowledge and
agree that this insurance does not replace
insurance covered activities which are not
related to the Clinical Trial, e.g. a regular
provision of medical services.

Article 10 — Personal Data Protection and

10.1

10.2
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Disclosure

The Contracting Partners understand that
the Sponsor or a third party authorized by the
Sponsor shall enter Results of the Clinical
Trial, all reports related to the Clinical Trial,
site-training records and outcomes of all
audits performed by, or on behalf of, the
Sponsor into internal electronic databases of
the Sponsor and/or third parties authorized
by the Sponsor in compliance with good
clinical practice rules or inspections. As part
of such data management, the personal data
of the Principal Investigator, such as first and
last name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
the Clinical Trial subjects, other employees of
the Center, Clinical Trial Team Members and
their involvement in the Clinical Trial and
outcomes of audits performed by the
Sponsor in compliance with good clinical
practice rules or inspections (hereinafter
referred to as “Data”) and personal data
protection laws may processed by the
Sponsor, its Affiliates and authorized third
parties in abidance with good clinical practice
rules and directly applicable personal data
protection laws. The Sponsor shall provide
Data to external public databases, such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to
government authorities. Data shall be
processed for the purposes of compliance
with the Sponsor’s legal obligations and for
the purpose of the Clinical Trials. Data shall
be processed for so long the purpose for
which  they are processed remains
outstanding.

The Contracting Partners agree not to enroll
any natural persons in the Clinical Trial until
such persons unambiguously grant their
informed consent to the processing of their
personal data to the extent specified in
Appendix 3 to this Agreement and until the
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nedostane kopie takéhoto vyslovného

informovaného suhlasu.
10.3 Zadavatel a zmluvni partneri sa zavazuju
bezodkladne pisomne informovat druht
zmluvna stranu o akomkolvek poruseni
ustanoveni o ochrane osobnych Udajov, v
kazdom pripade v$ak najneskdr do
Styridsatosem (48) dni od zistenia takéhoto
porusenia.
10.4 Zmluvni partneri a zadavatel sa zavazuju
konat v sulade s prisluSnymi pravnymi
predpismi o ochrane osobnych Udajov,
najma Nariadenim Eurépskeho parlamentu a
Rady (EU) 2016/679 z 27. aprila 2016 o
ochrane fyzickych o0s06b pri spracovani
osobnych udajov a volnom pohybe tychto
GUdajov a o zruSeni smernice 95/46/ES
(vSeobecné nariadenie o ochrane osobnych
Udajov (GDPRY)), zakonom ¢. 18/2018 Z.z. o
ochrane osobnych Udajov a o zmene a
doplneni niektorych zakonov v platnom zneni
a v sllade s prislusnymi pokynmi Statneho
ustavu pre kontrolu lie€iv, najma pokynom
MP 131/2018.

Cl. 11 - Trvanie zmluvy

11.1 Tato zmluva nadoblda platnost diiom jej
posledného podpisu a Ucinnost difiom
nasledujacim po jej poslednom

podpise/diiom nasledujicim po zverejneni
zmluvy v Centralnom registri zmllv (dalej len
,2datum acinnosti*) v zmysle § 47a ods. 1
zakona €. 40/1964 Zb. Obciansky zakonnik
v zneni neskorSich predpisov v centralnom
registri zmlav na www.crz.gov.sk, nakolko ide
o povinne zverejiovanu zmluvu v zmysle §
5a ods. 1 zakona ¢ 211/2000 Z. z.
o slobodnom pristupe k informaciam v zneni
neskor§ich predpisov. Uginnost zmluvy
vyprSi dnom, kedy (a) bude dokoncena
zaverecna sprava o klinickom skisani, alebo
(b) bude CRO vykonana posledna platba,
pricom rozhodujuca je ta z tychto skuto¢nosti
a) alebo b), ktora nastane neskor.

11.2 Prava a povinnosti zadavatela, CRO a
zmluvnych partnerov, ktoré maju pretrvat' aj
po ukonceni tejto zmluvy (najma vratane prav
tykajucich  sa  vlastnictva, vynalezov,
zachovavania dovernosti, publikacii,
protikorupénych ustanoveni, zodpovednosti
a odskodnenia), zostavaju v platnosti aj po
ukonéeni platnosti alebo uplynuti G¢innosti
tejto zmluvy.

Cl. 12 - Ukonéenie
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Sponsor receives copies of such express
informed consent.
10.3 The Sponsor and Contracting Partners agree
to inform the other party in writing about any
breach of personal data protection provisions
without undue delay; however, no later than
48 hours from discovering such breach.

10.4 The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data, and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation (GDPR)), the Act. No. 18/2018
Coll. on Protection of Personal Data and on
Amendments to Certain Laws, as amended
and relevant guidelines of the State Institute
for Drugs Control, in particular guideline MP
131/2018, as applicable.

Article 11 — Term of the Agreement

11.1 This Agreement shall become valid upon the
last signature hereof , and shall enter into force
and effect as of the date following last signature/
date following the publication of the Agreement
into the Central Register of Contracts (the
“Effective Date”), in accordance with Section
47a(1) of Act 40/1964 of the Collection of Laws
(Coll.), the Civil Code, as amended, in the central
register of contracts on www.crz.gov.sk for it is a
compulsorily published Agreement under Section
5a(1) of Act 211/2000 Coll.,, the Freedom of
Information Act, as amended. This Agreement
shall then expire on the day (a) the final Clinical
Trial report is finalised, or (b) the final payment by
the CRO is made whichever a) or b) is the latest.

11.2 The rights and obligations of the Sponsor,
CRO and the Contracting Partners which are
intended to survive (including, without
limitation, rights with respect to ownership,
Inventions, confidentiality, publication, anti-
bribery, liability and indemnification) shall
survive any termination or expiration of this
Agreement.

Article 12 — Termination
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121

12.2

Bez ohladu na akékolvek iné pravo ukoncit
tito zmluvu dostupné v tejto zmluve alebo
inak podla zakona, si zadavatel a CRO
vyhradzuju pravo ukon¢it tuto zmluvu
kedykolvek aj bez uvedenia dévodu, na
zaklade pisomnej vypovede s tridsatdnovou
vypovednou lehotou. Vypovedna lehota
zatne plynat prvym dhom mesiaca
nasledujiceho po mesiaci, v ktorom bola
pisomna vypoved doru¢ena ostatnym
zmluvnym stranam. Ihned po doruceni
pisomnej vypovede druhej zmluvnej strane
na zaklade ktoréhokolvek ustanovenia tejto
zmluvy, sa pracovisko skuSania a
zodpovedny skusajlci zavazuju (i) zastavit
nabor a zaradovanie Ucastnikov do
klinického skusania, (ii) zastavit vykonavanie
vSetkych postupov u uZ zaradenych do
klinického skasania v rozsahu, v ktorom je to
medicinsky pripustné, a (iii) v maximalnej
moznej miere sa vyhnat vzniku dalSich
nakladov a vydavkov. V pripade, Ze
pracovisko skUSania alebo zadavatel
oznami, Ze vypovedna lehota v dizke
tridsiatich dni neposkytuje dostatok ¢asu na
vyhodnotenie rizik  pre  zaradenych
UCastnikov sk(Sania, ktorym sa podava

skusany liek, budd zmluvné strany
spolupracovat na tom, aby sa liecba
UCastnikov skusania skuSanym liekom

bezpe¢ne ukoncila v priebehu vzéjomne
dohodnutého obdobia, od zadavatela sa
v8ak nema pozadovat, aby dodaval skasany
liek podla tejto zmluvy poc€as neprimerane
dlhého obdobia.

Zmluvni partneri a zadavatel maju kazdy
samostatne pravo ukondit tuto zmluvu s
okamzitym  uCinkom formou pisomnej
vypovede doruc¢enej druhej zmluvnej strane
v pripade, Ze vykonavanie klinického
skuSania na pracovisku sku$ania sa musi
ukonéit z medicinskych alebo etickych
dévodov. Uginky takejto vypovede nastanu
diiom jej doru€enia poslednej zo zmluvnych

stran.  UkonCenie  zmluvy  zmluvnymi
partnermi podla predchadzajucej vety musi
zodpovedny skuSajuci vopred

prekonzultovat so zadavatelom a CRO.
Ihned po doruceni pisomnej vypovede
druhej zmluvnej strane na zaklade
ktoréhokolvek ustanovenia tejto zmluvy, sa
pracovisko sku$ania a zodpovedny skisajlci
zavazuju (i) zastavit nabor a zaradovanie
UCastnikov do klinického skuSania, (ii)
zastavit' vykonavanie vsetkych postupov u
UCastnikov uz zaradenych do klinického

121

12.2
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Notwithstanding any other termination right
available in this Agreement or otherwise at
law, the Sponsor and CRO reserve the right
to terminate this Agreement at any time
without cause with a thirty-day prior written
notice to that effect. The notice period will
begin from the first day of the month following
the month during which the written notice
was dispatched to the other Contracting
Parties. Immediately upon receipt of the
written notice by other Contracting Party
based on any provision of this Agreement,
the Center and the Principal Investigator
agree to (i) cease recruiting and enrolling trial
subjects in the Clinical Trial, (i) cease all
procedures to the extent medically
permissible on trial subjects already enrolled
in the Clinical Trial and (iii) refrain as much
as possible from incurring additional costs
and expenses. In the case that the Center or
the Sponsor announces that the thirty-day
notice does not provide enough time to
evaluate risks for enrolled trial subjects who
receive the Investigational medicinal product,
the Contracting Parties shall cooperate so
that the treatment of the trial subjects with the
Investigational medicinal product would be
safely terminated during a mutually agreed
period of time; however, the Sponsor shall
not be required to provide the Investigational
medicinal product based on this Agreement
for an unreasonable period of time.

The Contracting Partners and the Sponsor
each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case
that the Clinical Trial at the Center needs to
be terminated due to medical or ethical
reasons. Such termination becomes
effective on the date of its receipt by the last
of the Contracting Parties. The Principal
Investigator must consult termination of this
Agreement by the Contracting Partners
under the previous sentence with the
Sponsor and CRO beforehand. Immediately
upon receipt of the written notice by other
Contracting Party based on any provision of
this Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting and
enrolling trial subjects in the Clinical Trial, (ii)
cease all procedures to the extent medically
permissible on trial subjects already enrolled
in the Clinical Trial and (iii) refrain as much
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skiSania vrozsahu, vktorom je to
medicinsky pripustné, a (iii) v maximalnej
moznej miere sa vyhnut vzniku dalich
nakladov a vydavkov. Zmluvné strany budu
spolupracovat’ na tom, aby sa liecba
UCastnikov skuSania skusanym liekom
bezpec¢ne ukonéila v priebehu vzajomne
dohodnutého obdobia, od zadavatela sa
v8ak nema pozadovat, aby dodaval skisany
liek podla tejto zmluvy po¢as neprimerane
dlhého  obdobia. Bez ohladu na
predchadzajuce ustanovenie, v pripade
kritickych alebo dbélezitych zisteni v ramci
auditu alebo inSpekcie tykajlcich sa spravne;j
klinickej praxe, dohladu nad liekmi alebo
zalezitosti savisiacich s kontrolnymi tradmi,
praxe alebo postupu, ktoré maju nepriaznivy
vplyv na prava, bezpecnost, alebo celkovu

as possible from incurring additional costs
and expenses. The Contracting Parties shall
cooperate so that the treatment of the ftrial
subjects with the investigational medicinal
product would be safely terminated during a
mutually agreed period of time; however, the
Sponsor shall not be required to provide the
Investigational medicinal product based on
this Agreement for an unreasonable period
of time. Without prejudice to the foregoing, in
the event of critical or important findings from
an audit or inspection related to good clinical
practice, pharmacovigilance or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or well-
being of trial subjects or that may pose a
potential risk to public health or that may
render Clinical Trial data inadmissible or that

pohodu  ucastnikov  skusania, mozu violate applicable legal regulation and rules,
predstavovat' potencialne riziko pre verejné the Sponsor reserves the right (at its own
zdravie, mézu mat za  nasledok discretion) to temporarily stop the

neprijatelnost’ udajov z klinického sklsania
alebo predstavuju porusenie prislusnych
pravnych predpisov a pravidiel, si zadavatel
vyhradzuje pravo (podla svojho uvazenia) s
okamzitym ucinkom doc¢asne zastavit nabor
ucastnikov skusania, kym nebudu
predmetné zistenia Uplne posudené alebo s
okamzitym uc¢inkom pisomne vypovedat' tuto
zmluvu.

recruitment of trial subjects with immediate
effect until the relevant findings are fully
assessed or to terminate by written notice
this Agreement with immediate effect.

12.3 V pripade, Ze ktorékolvek z povoleni alebo | 12.3 In the case that any authorization or consent
stihlasov  potrebnych na vykonavanie necessary for the performance of the Clinical
klinického skuSania je (i) pravoplatne Trial is (i) finally rejected or (ii) withdrawn,
zamietnuté alebo (ii) pravoplatne zrusené, this Agreement shall be automatically
skon¢i tato zmluva automaticky driom terminated on the day of receipt of
doruenia oznamenia (rozhodnutia) o notification (decision) of such final rejection

12.4

takomto pravoplatnom zamietnuti alebo

pravoplatnom zruseni.

Ak sa zadavatel odévodnene domnieva, Ze
zmluvni partneri nebudu schopni zacat
nabor alebo si plInit' svoje povinnosti tykajlce
sa naboru v ramci dohodnutej lehoty, ma
zadavatel pravo na zaklade oznamenia
doru¢eného zmluvnym partnerom (a) s
okamzitym u€inkom znizit' poc¢et Gcastnikov
skusania, ktori sa maju zaradit’ do klinického
skugania; alebo (b) predizit lehotu naboru;
alebo (c) ukongit tuto zmluvu vypovedou.
Podla pismena c) mbze zadavatel pisomne
vypovedat zmluvu s okamzitym ucinkom,
avSak len ak vopred pisomne upozornil
zmluvnych partnerov na ich omeskanie s
naborom Uc¢astnikov skusania a poziadal ich
0 napravu tohto omeskania do dalSieho
primeraného terminu, a zmluvni partneri toto
omeskanie nenapravia ani do tohto dal$ieho

12.4

or withdrawal.

In the case that the Sponsor reasonably
believes that the Contracting Partners are
unable to start recruitment or to fulfil their
recruitment obligations by the agreed
deadline, the Sponsor shall have the right, by
sending written notice to the Contracting
Partners, to (a) decrease with immediate
effect the number of trial subjects to be
recruited; or (b) extend the recruitment
deadline; or (c) terminate this Agreement.
According to (c), the Sponsor may terminate
this Agreement by written notice with
immediate effect, provided that the Sponsor
informed the Contracting Partners about their
delay with recruiting trial subjects in writing
beforehand and asked them to remedy this
delay within an additional reasonable time-
limit and the Contracting Partners failed to
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primeraného terminu. Zmluvné strany musia remedy this delay within such additional

byt nalezite pisomne informované o reasonable time-limit. The Contracting

moznosti zadavatela vypovedat' tuto zmluvu Parties must be duly informed in writing

s okamzitym ucinkom v pripade, Ze zmluvné about the Sponsor’s possibility to terminate

strany tato situaciu nenapravia ani this Agreement with immediate effect if the

v priebehu dalSej lehoty. Contracting Parties do not remedy the
situation even within an additional period of
time.

12.5 V pripade, Ze zadavatel neschvali nového | 12.5 In the case that the Sponsor does not
zodpovedného skusajlceho podla ¢l. 2.27 approve a new principal investigator
alebo sa tento novy zodpovedny skdsajuci pursuant to Article 2.27 or a new principal
pisomne nezaviaze k povinnostiam podla investigator does not accept in writing the
tejto zmluvy, zadavatel je opravneny tito obligations under this Agreement, the
zmluvu ukonéit' vypovedou ku driu dorucenia Sponsor may terminate this Agreement as of
vypovede pracovisku skusania. V pripade, the day of receipt of the termination notice to
Ze zodpovedny skusajlici a zadavatel maju the Center. In the case that the Principal
zaujem pokracovat v spolupraci pri Investigator and the Sponsor wish to
vykonavani klinického skiSania v inom continue to cooperate with regard to the
zdravotnickom zariadeni, pracovisko Clinical Trial in another medical facility, the
skuSania sa zavazuje poskytnut' sucinnost Center agrees to cooperate with transferring
pri prenose relevantnych adajov, informacii a relevant data, information and materials that
materidlov, ktoré nie su vlastnictvom are not owned by the Center to such a
pracoviska skuSania, do takéhoto medical facility.
zdravotnickeho zariadenia.

12.6V pripade, Ze po€as auditu alebo inSpekcie | 12.6 In the case that an audit or inspection of
kontrolnych dradov bude zistené porusenie supervising authorities discovers a breach of
ustanoveni tejto zmluvy alebo protokolu zo this Agreement or the Protocol on the part of
strany pracoviska skuSania alebo the Center or the Principal Investigator (or
zodpovedného skusSajuceho (alebo failure by any Clinical Trial Team Members to
nedodrzanie ustanoveni tejto zmluvy zo observe the provisions of this Agreement),
strany ktoréhokolvek iného ¢&lena timu the Sponsor shall have the right to terminate
klinického skdSania), ma zadavatel pravo tuto this Agreement by written notice with
zmluvu pisomne vypovedat s okamzitou immediate effect, and such termination
ucinnost'ou, pricom Uginky takejto vypovede becomes effective on the date of its receipt
nastanu driom jej doru€enia poslednej zo to the last of the Contracting Parties.
zmluvnych stran.

12.7 CRO je povinna uhradit’ v8etky dlzné sumy | 12.7 The CRO must pay all outstanding amounts
za sluzby riadne poskytnuté zmluvnymi for the services properly provided by the
partnermi na zaklade tejto zmluvy a naklady, Contracting Partners based on this
ktoré im odévodnene vznikli, ku dnu Agreement and all reasonably incurred
doruenia vypovede, alebo v pripade costs, as of the day of receipt of the notice or,
ukonéenia tejto zmluvy podla ¢l. 12.1, k in the case that this Agreement is terminated
poslednému dru vypovednej lehoty, alebo v pursuant to Article 12.1, as of the last day of
pripade ukoncenia tejto zmluvy podla ¢l. the termination period or, in the case that this
12.3, ku dru doruCenia  pravoplatného Agreement is terminated pursuant to Article
zamietnutia. Ak  pracovisko  skuSania 12.3, as of the day of receipt of the final
preukazatelne prevzalo vy$Sie sumy platieb, rejection. In the case that the Center provably
nez su sumy splatné za skuto¢ne vykonané received higher payments than the payments
prace podla tejto zmluvy, pracovisko due according to the work actually performed
skuSania sa zavazuje vratit rozdiel based on this Agreement, the Center shall
zadavatelovi bez zbyto¢ného odkladu. refund the balance to the Sponsor without

undue delay.

12.8 Pri skonceni zmluvy sa zmluvni partneri | 12.8 Upon termination of this Agreement, the
zavazuju  vratit  zadavatelovi  v$etok Contracting Partners shall return to the
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13.1

nespotrebovany materidl a predmety, ktoré
im boli poskytnuté v slvislosti s klinickym
skasanim, a to najneskér do tridsiatich (30)
pracovnych dni od datumu ukondenia
zmluvy.

Cl. 13 - Rézne ustanovenia

Uzatvorenie tejto zmluvy nie je podmienené
Ziadnym  existujucim  alebo  buducim
obchodnym vztahom medzi zadavatelom a
zmluvnymi partnermi, ani Ziadnym
obchodnym rozhodnutim, ktoré zmluvni
partneri urobili alebo urobia voéi zadavatelovi
alebo produktom obchodovanym
zadavatelom.

13.2 Zmluvni partneri sthlasia stym, Ze budu

pinit svoje povinnosti podla tejto zmluvy
spésobom, ktory bude v sulade s
prislusnymi pravnymi predpismi
zameranymi proti korupcii a podplacaniu.
Zmluvni partneri vyhlasuju a zaruéuju, ze v
suvislosti s klinickym ska$anim neposkytli
ani neposkytnu ziadnu platbu ani vyhodu,
priamo alebo nepriamo, Statnym
predstavitelom, zakaznikom, obchodnym
partnerom, zdravotnickym pracovnikom ani
Ziadnym inym osobam na Ucel ziskania
nedovoleného prospechu alebo nekalej
obchodnej vyhody, nebudli ovplyviiovat
rozhodovanie v sukromnej ani verejnej
sfére, nebudlu ovplyviiovat predpisovanie,
ani nebudd nikoho podnecovat k
poruSovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sihlasia s tym,
ze  bezodkladne pisomne oznamia
zadavatelovi a CRO akékolvek podozrenie
Ci zistené poruSenie vys$sie uvedenych
zasad v suvislosti s obchodnou &innostou
zadavatela a v takychto pripadoch budu
spolupracovat so zadavatelom a CRO pri
prevereni danej zalezitosti. Zmluvni partneri
suhlasia s tym, Ze poplatky, ktoré maju byt
zaplatené v sllade s touto zmluvou,
predstavuju spravodlivi kompenzéaciu za
sluzby, ktoré maju poskytovat, a ze poplatky
splatné zmluvnym partnerom nebudt mat'
vplyv na Usudok zmluvnych partnerov,
pokial' ide o poradenstvo a starostlivost' o
pacientov. Zmluvni partneri vyhlasuji a
zarucuju, Ze platby alebo hodnotné polozky
prijaté v sulade s touto zmluvou alebo v
suvislosti so skuSanim neovplyvnia Ziadne
rozhodnutie, ktoré moze pracovisko
skusania, jeho spravcovia, funkcionari alebo
riaditelia, zodpovedny sku$ajlci alebo

Sponsor all unused materials and items
provided to the Contracting Partners in
relation to the Clinical Trial within thirty (30)
working days of the day of termination of this
Agreement.

Article 13 — Miscellaneous

13.1The conclusion of this Agreement is not

contingent on any existing or future business
relationship between the Sponsor and the
Contracting Partners or on any business
decision that the Contracting Partners made
or shall make with respect to the Sponsor or
the products sold by the Sponsor.

13.2The Contracting Partners agree to perform

their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption  laws. The  Contracting
Partners represent and warrant that in
connection with the Clinical Trial they did not
provide and shall not provide any payment or
benefit, directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other persons
in order to secure an improper benefit or
unfair business advantage, shall not influence
private or official decision-making, shall not
influence prescribing and shall not instigate
anyone to breach professional duties or rules.
The Contracting Partners agree to
immediately report to the Sponsor and CRO
in writing any suspected or detected violation
of the above principles in connection with the
Sponsor’s business activity and, in such
cases, shall cooperate with the Sponsor and
CRO in reviewing the matter. The Contracting
Partners agree that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be provided
by them, and that the fees payable to the
Contracting Partners will not influence
Contracting Partners s judgment with respect
to advice to and care of patients. The
Contracting Partners represent and warrant
that payments or items of value received
pursuant to this Agreement or in relation to the
Study will not influence any decision that
Center, its trustees, officers or directors,
Principal Investigator or any payee under this
Agreement may make in order to assist
Sponsor or CRO to secure an improper
advantage or obtain or retain business. The
Contracting Partners agree that they will not
bill trial subjects, insurers or government
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ktorykolvek prijemca platby podla tejto
zmluvy vykonat, aby pomohol zadavatelovi
alebo CRO zabezpecit si nenalezitu vyhodu
alebo ziskat' ¢i udrzat' si obchodnt &innost.
Zmluvni partneri stihlasia s tym, Ze nebudu
uctovat U€astnikom skusania,
poistovatelom alebo vliadnym agentiram
sluzby alebo vydavky vzniknuté pri
vykonavani skd$ania, za ktoré dostali alebo
dostand kompenzaciu od CRO alebo
zadavatela.

13.3Zmluvné strany vyhlasuju a zaruéuju, e
nemaju v sucasnosti uzatvorenu Ziadnu
zmluvu ani zavazok, ktorych plnenie by
negativne ovplyvnilo plnenie povinnosti vogi
zadavatelovi alebo CRO na zaklade tejto
zmluvy a suCasne sa zavazuji pocas
priebehu klinického skusania Ziadnu takuto
zmluvu neuzavriet ani Ziadny takyto zavézok
neprijat. Zodpovedny .skusajlci ruéi za to, ze
Ziadny z ¢lenov timu Klinického skusania
nema v sucasnosti uzatvorenu ziadnu takuto
zmluvu, a zavazuje sa zabezpedit, Zze ziadny
z Clenov timu klinického ski$ania takuto
zmluvu neuzavrie.

13.4Tato zmluva obsahuje Uplné dojednanie o
predmete zmluvy a vSetkych zalezitostiach,
ktoré zmluvné strany potrebovali a chceli v
zmluve dojednat, a ktoré povazuju za
dolezite. Suc¢asne zmluvné strany vyhlasuju a
zaruCuju, Ze si vzajomne oznamili vsetky
informéacie, ktoré povazuji za délezité a
podstatné na uzatvorenie tejto zmluvy.

13.5Zmluvné strany prejavili vélu neuplatiiovat
akeékolvek prava a povinnosti zmluvnych
stran vyvodené z doterajSej alebo buducej
praxe zavedenej medzi nimi alebo zvyklosti
dodrZiavanych vo v§eobecnosti ¢i v odvetvi
tykajicom sa predmetu plnenia tejto zmluvy,
pokial sa v tejto zmluve vyslovne nedohodne
inak.

13.6 Kazda zo zmluvnych strdn kona ako
nezavisly subjekt a na ziadne ucely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani zastupcu druhej zmluvnej strany.

13.7 Zadavatel bude mat' pravo postupit' celu tito
zmluvu alebo jej €ast' ktorejkolvek zo svojich
pridruzenych  spolo¢nosti. Na Ziadost
zadavatela, CRO méze postupit tuto zmluvu
zadavatelovi alebo tretej strane a CRO
nebude zodpovedat za Ziadne zavazky alebo
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agencies for services or expenses incurred in
performance of the study for which they have
or will receive compensation from CRO or
Sponsor.

13.3The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations with
respect to the Sponsor or CRO based on this
Agreement and agree not to enter into any
such agreement or accept any such obligation
in the course of the Clinical Trial. The Principal
Investigator warrants that no Clinical Trial
Team Member is presently under any such
agreement and agrees to ensure that no
Clinical Trial Team Member shall enter into
any such agreement.

13.4This Agreement represents an entire
agreement about the subject-matter hereof
and all matters that the Contracting Parties
were and wished to negotiate herein and
consider important. The Contracting Parties
represent and warrant that they provided to
each other all information they consider
important and substantial for entering into this
Agreement.

13.5The Contracting Parties do not wish to have
any of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or
in the industry related the subject-matter of
this Agreement, unless explicitly agreed in the
Agreement.

13.6 Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposes as a partner, agent,
employee or representative to the other
Contracting Party.

13.7 The Sponsor shall have the right to assign
this Agreement, in whole or in part, to any of
its Affiliates. Upon Sponsor's request, CRO
may assign this Agreement to Sponsor or to
a third party, and CRO shall not be
responsible for any obligations or liabilities
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povinnosti vyplyvajuce z tejto zmluvy, ktoré
vzniknd po datume postipenia, a zmluvni
partneri  tymto  suhlasia s takymto
postipenim. Nadobudatel bude o takomto
postupeni bezodkladne informovat’
zmluvnych  partnerov. Okrem  vysSie
uvedeného Ziadna zo zmluvnych stran
neméze postupit svoje prava alebo
povinnosti vyplyvajlice z tejto zmluvy, Gplne
alebo Cciastoéne, na ftretiu stranu bez
predchadzajuceho  pisomného  suhlasu
ostatnych zmluvnych stran. Tato zmiuva je
zavazna pre vSetky zmluvné strany, ako aj
ich pravnych nastupcov a zmluvné strany, na
ktoré prechadzaji prava a povinnosti
zmluvnych stran v sulade s tymto ¢lankom.

13.8 V pripade, ze (i) je potrebné vykonat postupy

alebo poskytnut zdravotné sluzby (testy) na
pracovisku skUS$ania z doévodu zhorSenia
zdravotného stavu Uc€astnika klinického
skuSania v suvislosti so sku$anim (zavazna
neziaduca reakcia na produkt alebo zavazna
neoCakavana neziaduca udalost po pouziti
produktu v zmysle ICH-GCP) a (ii) tieto
sluzby nie su hradené zo zdravotného
poistenia Gcastnika klinického skusania ani
ich nepreplaca narodny poskytovatel
zdravotnej starostlivosti, pracovisko
skiSania alebo zodpovedny skusajdci
vystavi fakturu splatni zadavatelom podla
ustanoveni ¢lanku 8 tejto zmluvy za naklady
na poskytnutu lekarsku pomoc, vypocitané
na zaklade platného cennika pracoviska
skiSania alebo ako priebezne preplacant
sumu, ktora je podrobne rozpisana v doklade
o zaplateni a fakture, a to vratane nakladov
na hospitalizaciu alebo jej predizenie.

Neplatnost  alebo  nevymahatelnost
konkrétneho ustanovenia tejto zmluvy nema
vplyv na platnost ostatnych ustanoveni.
Zmluvné strany sa zavazuju nahradit
neplatné a nevymahatelné ustanovenie
platnym a vymahatelnym ustanovenim,
podla potreby, ktorym bude ¢&o mozno
najbliz8ie dosiahnuty umysel, ktory strany
mali v ase uzavretia tejto zmluvy.

13.12 Jednostranné vzdanie sa prava alebo tichy

sthlas alebo nelspesné dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
zmluvy  zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v sQvislosti s
akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto zmluvy.

under this Agreement that arise after the date
of the assignment, and the Contracting
Partners hereby consent to such an
assignment. The Contracting Partners will be
given prompt notice of such assignment by
the assignee. Save for the foregoing, neither
Party may assign its rights or obligations
under this Agreement, in whole or in part, to
a third party without the prior written consent
of the other Parties. This Agreement is
binding for all Parties as well as their legal
successors and parties to which the rights
and obligations of the Contracting Parties
shall be assigned in compliance with this
Article.

13.8 In case (i) procedures must be performed or

medical services (tests) provided at the
Center due to study-related deterioration of a
clinical trial subject’s health (serious adverse
reaction to the product or serious unexpected
adverse event following the use of the
product within the meaning of the ICH-GCP)
and (ii) these are not covered by either the
clinical trial subject's health insurance or
reimbursable by the national health provider,
the Center or Principal Investigator will issue
an invoice payable by the Sponsor subject to
the provisions of Article 8 of this Agreement,
for the costs of medical assistance provided,
calculated on the basis of the Center’s
existing price list or a pass-through amount
that is detailed by supporting receipt and
invoice, and including the costs of
hospitalisation or extension thereof.

The invalidity or unenforceability of a
particular provision of this Agreement shall
not prejudice the validity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable
provision with a valid or enforceable
provision that shall correspond as much as
possible to the intent of the Contracting
Parties at the time they entered into this
Agreement.

13.12 A unilateral waiver of a right or acquiescence

or failure to claim a breach of any provision
of this Agreement by either Contracting Party
shall not establish a unilateral waiver of such
right with respect to any subsequent breach
of any provision of this Agreement.
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13.13 Pokial nie je v tejto zmluve dohodnuté inak,

povazuje sa za kontaktnu osobu pracoviska
skuSania: hlavny skuasajuci. VSetky kroky
podniknuté voéi pracovisku skisania sa
povazuju za kroky podniknuté aj vodi
zodpovednému skuSajicemu, resp. ¢lenom
timu klinického skusania.

13.14 Zmluvné strany sa dohodli, Ze tato zmluva

méze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzostupne ocislovanych dodatkov
podpisanych vSetkymi zmluvnymi stranami.
Zmluvné strany nemusia uzavriet dodatok k
tejto zmluve v pripade tzv. nepodstatnych
zmien protokolu. Nepodstatnou zmenou
protokolu sa pritom rozumie takda zmena
protokolu, ktora nemeni rozsah ¢i spdsob
vykonavania Ukonov (najma vySetreni)
vykonavanych zmluvnymi partnermi v ramci
klinického skisania a nema teda akykolvek
vplyv na vySku odmeny za vykonavanie
Klinického skusania ¢i inej ceny uvedenej v
tejto zmluve. Nepodstatné zmeny protokolu
st uginné dfiom ich doru¢enia pracovisku
skusania.

13.15 Tato Zmluva je vytvorena a riadi sa

slovenskym pravom. Zmluvné strany sa v
sulade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonnika vyslovne dohodli, ze
ich zavazkovy vztah upraveny touto zmluvou
sa bude riadit Obchodnym zakonnikom.
Zmluvné strany sa dalej dohodli, Zze vsetky
spory vzniknuté z tejto zmluvy budu rieSené
vecne a miestne prislusSnymi  sudmi
Slovenskej republiky.

13.16 Tato zmluva je vyhotovena v slovenskom a v

anglickom jazyku, pre pripad vykladovych
nezrovnalosti medzi jednotlivymi verziami sa
zmluvné strany dohodli, Zze prednost ma
slovenska verzia zmluvy. Tato zmluva a
vSetky jej prilohy predstavuju Uplni dohodu
zmluvnych stran o predmete tejto zmluvy.

13.17 Kazda zmluvna strana vykona akykolvek

Ukon a podpiSe akykolvek dokument, ,alebo
si zariadi a obstara vykonanie akéhokolvek
Ukonu alebo podpisanie akéhokolvek
dokumentu, ktory od nej odbévodnene
pozaduje akakolvek ind zmluvna strana na
implementaciu a dosiahnutie plnej Gcinnosti
podmienok tejto zmluvy.

13.13 Unless otherwise agreed in this Agreement,
the Center’s contact person shall be principal
investigator. All actions taken with respect to
the Center shall be deemed as actions taken
respect to the Principal Investigator or
Clinical Trial Team Members as well.

13.14 The Contracting Parties have agreed that this
Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered
amendments signed by all Contracting
Parties. The Contracting Parties are not
obliged to execute an amendment to this
Agreement in case of so-called minor
changes in the Protocol. A minor change in
the Protocol means a change in the Protocol
that does not change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Clinical Trial and has no impact on
remuneration for performing the Clinical Trial
or on any other prices specified in this
Agreement. Minor changes in the Protocol
shall come into effect on the day of their
delivery to the Center.

13.15 This Agreement is construed and governed
by the Slovak law. The Contracting Parties,
in accordance with the provision of Section
262 para. 1 and 2 of Commercial Code,
expressly agree that their contractual
relationship regulated by this Agreement
shall be governed by the Commercial Code.
The Contracting Parties have further agreed
that any dispute arising from this Agreement
shall be decided by materially and locally
competent courts of the Slovak Republic.

13.16 This Agreement has been drawn up in the
Slovak and English language, in case of any
interpretation discrepancy between the
versions, the Slovak version shall prevail.
This Agreement and all of its Appendices
represent an entire agreement of the
Contracting Parties with respect to the
subject-matter of this Agreement.

13.17 Each Party shall do and execute or arrange
and procure for the doing and executing of,
any act and/or document reasonably
requested of it by any other Party to
implement and give full effect to the terms of
this Agreement.

Cl. 14 - Prilohy Article 14 - Appendices
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PRILOHA €. 1 FINANCNE PODMIENKY APPENDIX 1 FINANCIAL TERMS
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PRIiLOHA €. 2

VYHLASENIE SKUSAJUCEHO A VYHLASENIE O
OCHRANE OSOBNYCH UDAJOV

Skasanie ¢.: Randomizované, dvojito
zaslepené, placebom kontrolované,
multicentrickeé, slvislé sklsanie

pozostavajlice z 2 ¢asti — Casti A (2. faza) a
casti B (3. faza) — na vyhodnotenie
ucinnosti a bezpeénosti BIIB059 u
ucastnikov s aktivnym subakatnym alebo
chronickym kutannym lupusom
erythematosus so systémovymi prejavmi
alebo bez nich, priéom uéastnici su
refraktérni na lieCbu antimalarikami alebo
ju netoleruju (AMETHYST), 230LE301

Ja, zodpovedny skui$ajuci tohto klinického
skdSania (opisaného v zmluve o klinickom
skusani, ku ktorej je tato Priloha pripojena
(dalej len zmluva)), tymto Zadavatelovi
zaistujem a zaru¢ujem nasledujuce:

(a) Slobodné vykonavanie klinického
skusania. Na tomto klinickom skugani
sa mézem slobodne zucastnit' a nemam
Ziadne povinnosti voci akejkolvek tretej
strane, ktoré by mi branili alebo ma
obmedzovali  pri plneni mojich
povinnosti uvedenych v tejto zmluve.

Predchadzajlica ucast’ na klinickom
vyskume. Nie som Uéastnikom
Ziadneho spravneho konania ani
vysetrovania zo strany akéhokolvek
kompetentného Uradu alebo inych
kontrolnych dradov. Ziadne tdaje, ktoré
som vytvoril(-a) v predchadzajlcich
klinickych skusSaniach, neboli
zamietnuté z dévodu pochybnosti o ich
presnosti alebo preto, ze boli vytvorené
podvodom.

(c) Personal. Na vykonavanie klinického
skusania vyuzijem len riadne
kvalifikovany a sklseny personal
[vratane, v pripadoch uvedenych v
Clanku 2.5 tejto zmluvy, d&lenov
personalu, ktorych vymenuje nezavisla
pravnicka osoba na riadenie pracoviska
skusania], a vetok tento personal bude
pracovat pod mojim dozorom a
kontrolou.

Podniknem vSetky kroky, aby sa vetkym
Clenom  persondlu, vratane personalu
vymenovaneho podla ¢lanku 2.5 tejto zmluvy

APPENDIX 2

INVESTIGATOR STATEMENT AND PRIVACY NOTICE

Study No.: “A 2-Part Seamless Part A (Phase
2)/Part B (Phase 3) Randomized, Double-Blind,
Placebo-Controlled, Multicenter Study to
Evaluate the Efficacy and Safety of BIIB059 in
Participants with Active Subacute Cutaneous
Lupus Erythematosus and/or Chronic
Cutaneous Lupus Erythematosus with or
without Systemic Manifestations and Refractory
and/or Intolerant to Antimalarial Therapy
(AMETHYST)”, 230LE301

I, the Principal Investigator in the Clinical Trial (as
described in the clinical trial agreement to which this
Appendix is attached (the Agreement)) hereby
ensure and warrant to Sponsor as follows:

(a) Freedom to Perform the Clinical Trial. | am
free to participate in the Clinical Trial and owe
no obligations to any third party that might
prevent or restrict my performance of the
obligations specified in this Agreement.

(b)  Clinical Research History. | am not involved
in any regulatory litigation or investigation by
any Competent Authority or other regulatory
authorities. No data produced by me in any
previous clinical study has been rejected
because of concerns as to its accuracy or
because it was generated by fraud.

(c) Staff. | shall use only properly qualified and
experienced personnel [including, in those
cases contemplated under Article 2.5 hereof,
staff members appointed through
independent site management entities,] to
carry out the Clinical Trial, and all such .
personnel shall work under my supervision
and control.

[I shall take all steps to allow requisite access of the
Clinical Trial site, as needed, to all members of the
staff, including Staff appointed, under Article 2.5
hereof, through independent site management
entities.]

(d) Insurance. | carry medical liability insurance
(or the Center carries medical liability
insurance covering me) and will provide
details and evidence of my coverage to the
Sponsor upon request.

(e) Financial Interests. | certify that neither |, nor
my spouse or any dependent children, have
entered into and | will not enter into any
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nezavislou pravnickou osobou na riadenie
pracoviska skus$ania, podla potreby umoznil
nevyhnutny pristup na pracovisko klinického
skusania.

(d) Poistenie. Mam uzatvorené poistenie
profesionalnej zodpovednosti lekarov a
inych  zdravotnickych  pracovnikov
(alebo ma takéto poistenie, ktoré
pokryva aj mfa, uzatvorené pracovisko
skiSania) a na poziadanie poskytnem
zadavatelovi podrobnosti a doklady o
mojom poistnom kryti.

(e) Finanéné zaujmy. Potvrdzujem, Ze ani
ja, ani méj manzelsky partner a moje
vyzivované deti nemame SO
zadavatelom uzatvorené a
neuzatvorime Ziadne finanéné dohody,
ani nemame u zadavatela Ziadne
finanéné zaujmy, ktoré by podliehali
povinnosti zverejnenia podla hlavy 21,
ciastky 54 CFR, a to menovite: (i)
hodnota odmeny, ktord ja, moj
manzelsky  partner alebo  moje
vyzivované deti pripadne dostaneme,
nembéze byt ovplyvnena vysledkom
klinického skusania (ako je definované v
hlave 21, Ciastke 54.2(a) CFR), (ii) ja,
mdj manZelsky partner ani moje
vyZivované deti nemame na skusanych
liekoch  Ziadny vlastnicky podiel
chraneny autorskymi pravami (ako je
definované v hlave 21, Ciastke 54.2(c)
CFR), (iii) ani vyznamn(a kapitalovu
ucast' u zadavatela (ako je definované v
hlave 21, Ciastke 54.2(b) CFR) a (iv) ja,
méj] manzelsky partner ani moje
vyZivované deti sme od zadavatela
neprijali ziadne vyznamné platby (ako je
definované v hlave 21, Ciastke 54.2(f)
CFR). Rozumiem, ze pokial ide o
odseky (iii) a (iv), takéto zakazy sa
vzt'ahuju na obdobie, v priebehu ktorého
klinické skuSanie vediem, a na obdobie
jedného (1) roka po dokonéeni
klinického skusania. Zavazujem sa, ze
budem zadavatela ihned informovat, ak
sa dozviem o existencii takychto
finan&nych dohdd alebo podielov.
VSetky prislu§né ustanovenia hlavy 21,
Ciastky 54 CFR, ktoré su uvedené
vyS8ie, su k dispozicii na webovej
stranke FDA (www.fda.gov)

(f) Iné =zaujmy. Informoval(-a) som
zadavatela o vSetkych osobnych
priamych i nepriamych alebo
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financial arrangements with the Sponsor, nor
do | hold financial interests in the Sponsor that
are required to be disclosed pursuant to 21
CFR Part 54, namely: (i) the value of
compensation, if any, which | and my spouse
and dependent children receive could not be
affected by the outcome of the Clinical Trial
(as defined in 21 CFR 54.2(a)), (ii) | and my
spouse and dependent children do not have a
proprietary interest protected by copyright in
the Products being tested (as defined in 21
CFR 54.2(c)), (iii) or a significant equity
interest in the Sponsor (as defined in 21 CFR
54.2(b)) and (iv) | have not, and my spouse or
dependent children have not, been the
recipient of significant payments from the
Sponsor (as defined in 21 CFR 54.2(f)). As
regards subparagraphs (i) and (iv) |
understand that such prohibitions relate to the
period in the course of which | carry out the
Clinical Trial and for one (1) year following
completion of the Clinical Trial. | undertake to
inform the Sponsor immediately upon learning
of the existence of any such financial
arrangements or interests.

All relevant provisions of the 21 CFR 54 stated
above are available on the FDA website

(www.fda.gov)

Other Interests. | have disclosed to the
Sponsor any personal direct or indirect
commercial or other interests with respect to
the Product, any Material or relating to the
conduct of the Clinical Trial, | myself or
members of my family or any other persons
depending on me may have.

Privacy Notice

The Sponsor collects information about you directly
from yourself and third parties in order to comply
with our legal, tax, administrative and accounting
obligations in relation to the services that you
provide in connection with this Agreement. The
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obchodnych ¢&i inych zaujmoch, pokial
ide o produkt, material ¢&i iné zaujmy
tykajuce sa klinického skuSania, ktoré
moézem mat ja, moja rodina alebo iné
osoby, ktoré st odo mna zavislé.

Vyhlasenie o ochrane osobnych udajov
Zadavatel zbiera informacie o vas priamo od
vas a od tretich stran, aby dodrzal svoje
pravne, danové, administrativne a uctovné
povinnosti  tykajuce sa sluzieb, ktoré
poskytujete v suvislosti s touto zmluvou. Medzi
osobné udaje, ktoré o vas mdzeme zbierat
patria:

(i) kontaktné Udaje (napriklad e-
mailovd adresa, telefénne
Cislo a adresa pracoviska),

(ii) akademické a profesijné
informacie (napriklad
podrobnosti o odbornosti a

Specializacii, dosiahnutom
vzdelani a priprave,
doterajsich odbornych

¢innostiach a odbornej praxi
alebo opravneniach),
finanéné udaje na Uucely
odmien alebo Uhrad
(napriklad Gdaje o bankovom
Ucte).

(iif)

Opravnenym  zaujmom  zadavatela je
spracovavat vase osobné udaje s cielom: (a)
riadit nas obchodny vztah s vami, (b)
vyhodnotit vasu profesijni minulost na ucely
nasej nalezitej starostlivosti ako zodpovednej
spolo¢nosti a (c) poukazat vam odmenu alebo
Uhradu za vase sluzby. V niektorych pripadoch
je potrebné spracovavat vase osobné udaje,
aby sme splnili svoje zakonné povinnosti.

Zadavatel mézZe angazovat poskytovatelov
sluzieb, aby mu pomahali pri riadeni ¢innosti
tykajucich sa spracovavania osobnych udajov
(znamych ako sprostredkovatelia osobnych
Udajov). Patria medzi nich spolo¢nosti, ktoré
zadavatelovi pomahaju pri organizacii a
riadeni klinického skusania.

Zadavatel moze tiez vaSe osobné udaje
odovzdavat dalSim spolo¢nostiam zo skupiny
spolo¢nosti zadavatela na ucely uvedené v
tomto Vyhlaseni o ochrane osobnych Gdajov,
vratane spolo¢nosti Biogen, Inc., 225 Binney
Street, Cambridge, MA 02142, Spojené Staty
americké a Biogen International GmbH,
Landis & Gyr-Strasse 3, 6300 Zug,
Svajgiarsko.

Personal Data that we may collect about you
includes:

(i) contact details (such as email
address, telephone number and
business address);

(ii) academic and professional
information (such as field of
expertise  and specialisation,

academic background and training,
previous professional activities and
professional practicing or licencing
details); and

financial details for compensation
or reimbursement purposes (such
as bank account details).

It is in the Sponsor’s legitimate interest to process
your Personal Data to: (a) manage our business
relationship with you; (b) evaluate your professional
history for our due diligence purposes as a
responsible company; and (c) compensate or
reimburse you for your services. In some cases, it is
necessary to process your Personal Data in order to
comply with our legal obligations.

(iif)

The Sponsor may engage service providers to assist
it in the administration of its data processing
activities (known as Data Processors). These
include the companies which assist the Sponsor
with the organization and management of the
Clinical Trial.

The Sponsor may also share your Personal Data
with other companies in the Sponsor group for the
purposes described in this Privacy Notice including
Biogen, Inc., 225 Binney Street, Cambridge, MA
02142, USA and Biogen International GmbH, Landis
& Gyr-Strasse 3, 6300 Zug, Switzerland.

These transfers may include transfers outside of
your country to countries, including the United
States of America, which do not implement an
adequate level of protection for your Personal Data
under your national or under EU Union Data
Protection Law. The Sponsor takes appropriate
steps to ensure your data is adequately protected if
transferred to such countries. Switzerland is a
country deemed to provide an adequate level of data
protection under its Data Protection Laws by the
European Commission.

The Sponsor has put into place appropriate
technical and organizational security measures to
minimize the risk of unauthorized or unlawful
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Tento prenos moéze zahfhat prenos mimo
vasej krajiny do krajin, vratane Spojenych

Statov  americkych, ktoré  neposkytuju
primeranu uroven ochrany osobnych udajov
podla vaSich vnutrostatnych  pravnych

predpisov o ochrane osobnych Udajov alebo
podla pravnych predpisov o ochrane
osobnych udajov Eurdpskej tnie. Ak sa vase
osobné Udaje prenest do tychto krajin,

zadavatel podnikne nalezité kroky, aby
zabezpe€il primerant  ochranu  vasich
osobnych udajov. Svajéiarsko povazuje

Eurépska komisia za krajinu, ktora podla
svojich pravnych predpisov o ochrane
osobnych udajov poskytuje primerana uroven
ochrany osobnych Udajov.

Zadavatel zaviedol vhodné technické a
organizatné bezpecnostné opatrenia na
minimalizovanie rizika neopravneného alebo
nezakonného odovzdavania alebo pristupu k
osobnym (dajom, alebo ich nahodnej alebo
nezakonnej straty, zniCenia, zmeny alebo
poskodenia. Ked osobné Udaje zostavaju v
systémoch zadavatela, vzdy sa na ne
vztahuju bezpecnostné opatrenia uvedené v
tomto Vyhlaseni o ochrane osobnych Udajov,
a ked sa spracovavaju v systémoch inych
stran, zadavatel zaru€uje, ze s takymito
stranami  sU  uzavreté  zmluvy, ktoré
zabezpecuju, Ze aj tato tretia strana ma
zavedené dostato¢ne bezpecnostné
opatrenia, napriklad Standardné zmluvné
dolozky schvalené Europskou komisiou alebo
zmluvy o prenose osobnych Udajov medzi
spolo¢nostami, ktoré su v sulade s normami
EU o prenose osobnych tidajov.

Zadavate] moéze zbierat, pouzivat a
odovzdavat vaSe osobné udaje tretim stranam
(napriklad vnutroStatnym a medzinarodnym
kontrolnym Uradom vratane kompetentnych
uradov a dafovych uradov), ak to povazuje za
potrebné na UcCely dodrziavania platnych
pravnych predpisov, na ochranu Zzivotne
délezitych zaujmov akejkolvek osoby alebo v
pripadoch, ked je potrebné uplatiovat,
preukazovat alebo branit zakonné prava
zadavatela. Ak nejaka tretia strana ziska cely
obchodny podiel zadavatela alebo jeho
podstatnu €ast' &i jeho aktiva, mézu sa vase
osobné udaje odovzdat' v suvislosti s tymto
predajom.

Na zaklade vaSej Ziadosti vam zadavatel
poskytne zoznam vsSetkych prijemcov vasich
osobnych udajov alebo kopie kazdej zmluvy o

disclosure or access to, or accidental or unlawful
loss, destruction, alteration or damage to your
Personal Data. While it remains in the Sponsor’s
systems, the security measures outlined in this
Privacy Notice shall always apply and when
processed in other parties’ systems, the Sponsor
ensures agreements are in place with such parties
that ensure the third party also has adequate
security measures in place such as Standard
Contractual Clauses approved by the European
Commission or inter-company data transfer
agreements that conform to EU standards for data
transfers.

The Sponsor may collect, use and disclose your
Personal Data to third parties (such as national and
international regulatory authorities  including,
competent authorities and tax authorities) where it
considers this necessary for compliance with
applicable laws, to protect the vital interests of any
person, or where necessary to exercise, establish or
defend the Sponsor's legal rights. If a third party
acquires all or a material part of the Sponsor's
business or assets, then your Personal Data may be
disclosed in connection with that sale.

Upon your request, the Sponsor will provide you with
a list of all recipients of your Personal Data and/or
copies of any data transfer agreement with
recipients outside the European Economic Area.

We retain your information for no longer than is
necessary for the purposes for which it is collected.
In some cases, we may retain your Personal Data
for a longer period in order to comply with our legal
obligations.

You may contact the Sponsor at any time if you
would like to access your Personal Data or require
information about the Personal Data that is held
about you (such as the source of the Personal Data).
You may object to the processing of your Personal
Data for legitimate reasons and you may also
request the correction or erasure of it. You may also
request the data portability of your information.
Please note that some of these rights are limited by
applicable Data Protection Law and that we have the
right to collect, process and hold your Personal Data
to perform our legal obligations. You may, should
you feel it necessary, lodge a complaint with your
local data protection authority if you feel your privacy
rights have been infringed.
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ustanovenia zmluvy, najma povinnosti
tykajice sa neodovzdavania informacii,
vlastnictva objavov a vynalezov a publikécii,
uvedené v zmluve.

Datum

MUDr. Lukacova PhD

Podpis

PRILOHA C. 3 -
KORUPCIA
Pracovisko ski$ania, zodpovedny skusajlci,
Clenovia timu klinického skU$ania a vsSetky
dalSie osoby, ktoré prispievaju k vykonavaniu
klinického sku$ania (dalej len ,strany
klinického skG$ania®) musia v priebehu
klinického sku$ania za kazdych okolnosti
dodrziavat protikorupény zakon Spojeného
kralovstva z roku 2010 (dalej len
«protikorupény zakon"), zakon Spojenych
statov americkych o zahrani¢nych korupénych
praktikach z roku 1977 (dalej len ,FCPA") a
véetky dalSie platné pravne predpisy
namierené proti Gplatkarstvu a korupcii (dalej
spolo¢ne len ,platné protikorupéné pravne

predpisy”).

UPLATKARSTVO A

Strany klinického skdsania su
oboznamit sa s ustanoveniami platnych
protikorupénych  pravnych predpisov a
dodrziavat ich. Nasledujuci text ma poskytnut
len suhrn zakladnych zasad, ktoré su
zakladom protikorupéného zakona a FCPA.
(A) Strany klinického sku$ania musia za
kazdych okolnosti konat' ¢estne a poctivo a
dodrziavat najvyssie etické normy.

povinné

(B) Strany klinického skus$ania nesmu
ziadnej osobe poukazat, poskytnat ani
ponuknut' Ziadnu platbu, dar alebo iny
prospech ¢i vyhodu na tcely:

(i) zaistenia Si nenalezitej
vyhody alebo

(ii) nabadania prijemcu alebo inej

osoby na konanie alebo nekonanie v rozpore
s ich povinnostami alebo zodpovednostou
(alebo s cieflom odmenenia takéhoto konania).
Tento zékaz plati za kazdych
okolnosti a vo vsSetkych situaciach. Aby sa
prediSlo akymkolvek pochybnostiam, plati v
styku s ,verejnymi predstavitelmi® aj so
zamestnancami a zastupcami komerénych
firiem.
(C) Zvlastnu pozornost' je v8ak potrebné
venovat stykom s verejnymi predstavite/mi.
Strany klinického sku$ania nesmu poukazat',
poskytnut’" ani ponuknut ziadnu platbu, dar

APPENDIX 3- BRIBERY AND CORRUPTION

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

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

(A) The Clinical Trial Parties must at all times
act with integrity and honesty and comply with the
highest ethical standards.

(B) The Clinical Trial Parties must not make,
give, or offer any payment, gift or other benefit or
advantage to any person or the purposes of:

() securing any improper advantage;
or

(i) inducing the recipient or another
person to do or omit to do any act in violation of their
duties or responsibilities (or for the purposes of
rewarding such conduct).

This restriction applies at all times and in all
contexts. For the avoidance of any doubt, it applies
both to dealings with "public officials" and to
dealings with employees and agents of commercial
enterprises.

(C) Nevertheless, particular care must be
exercised with dealings with public officials. The
Clinical Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage for the
purposes of influencing any act or decision of a
public official (or inducing such official to use their
influence with another person, entity or government
instrumentality or to affect or influence any act or
decision of such other person, entity or government
instrumentality).

(D) The term "Public Official" includes any
person acting on behalf of any government
department, agency or instrumentality or any state-
owned or controlled enterprise. By way of example,
this includes health care professionals employed by
a state- or local municipality-run hospital or clinic,
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alebo iny prospech ¢&i vyhodu s cielom
ovplyvnenia akehokolvek konania alebo
rozhodnutia verejného predstavitela (alebo
nabadania takéhoto predstavitela, aby vyuzil
svoj vplyv na inG fyzickG alebo pravnickl
osobu ¢&i Statnu institaciu alebo ovplyvnil ¢i

zasiahol do akéhokolvek konania alebo
rozhodnutia takejto inej fyzickej alebo
pravnickej osoby &i Statnej institucie).

(D) Pojem ,verejny predstavitel* zahffia

kazdu osobu konajicu v mene akéhokolvek
ministerstva, vladneho uradu alebo institucie
alebo Statom vlastneného ¢&i kontrolovaného
podniku. To  zahffia napriklad aj
zdravotnickych pracovnikov zamestnanych v
nemocniciach alebo zdravotnickych
zariadeniach prevadzkovanych Statom alebo
obcami a zastupcov verejnych
medzinarodnych organizacii.
(E) Strany klinického skaSania nesmu
poukazat, odovzdat ani ponukat ziadnu
platbu, dar alebo iny prospech ¢&i vyhodu
akejkolvek osobe, ak maju vedomost alebo
podozrenie, ze tieto finanéné prostriedky, dar
alebo iny prospech €i vyhoda sa cCiasto¢ne
alebo Uplne, priamo alebo nepriamo pouziju v
rozpore s vy$sie uvedenymi ¢élankami (B) a
(C). -
(F) Strany klinického ski$ania vytvoria a
budu viest' G¢tovné knihy, zapisy a zaznamy,
ktoré budd do primeranych podrobnosti,
presne a poctivo zachytavat vsetky ich
transakcie s aktivami a prerozdelovanie aktiv.
(G) Strany klinického sku$ania vytvoria a
budi udrziavat systém internej Uctovnej
kontroly postacujuci na to, aby poskytol
primerané zaruky dodrzania nasledujucich
podmienok:

(i) transakcie sa vykonavaju v
sulade so vSeobecnymi alebo S$pecidlnymi
povereniami vedenia;

(ii) transakcie sa podla potreby
zaznamenavajl tak,
(N aby umoznovali

pripravovat finanéné vykazy v sulade so
vS§eobecne uznavanymi Uctovnymi zasadami a
dalsimi kritériami platnymi pre takéto vykazy a

(mn aby umoznovali viest

evidenciu aktiv;

(iii) pristup k aktivam je povoleny
len v sulade so vS8eobecnymi alebo
Specialnymi povereniami vedenia;

(iv) zaznamenana evidencia aktiv
sa v primeranych intervaloch porovnava s
existujucimi (realnymi) aktivami a v pripade
akychkolvek nezrovnalosti sa podniknu
primerané opatrenia.

and representatives  of international

organizations.

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

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

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

public

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

(ii) transactions recorded as

necessary

are

) to permit preparation of
financial statements in conformity with generally
accepted accounting principles or any other criteria
applicable to such statements, and

(1

to maintain accountability
for assets;

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

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

A. PAYEE DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made by the clinical research organization
appointed by Sponsor in relation to the Trial
(the "CRO") only to the following payee
(“Payee”):

Contract Payee

PRILOHA A
ROzZPOCET A PLATOBNA SCHEMA

A. UDAJE 0 PRIJEMCOVI PLATIEB

Zmluvné strany potvrdzuju, Ze nizsie uvedeny
prijemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a Ze platby podla tejto
zmluvy bude poukazovat' klinicka vyskumna
organizacia vymenovana zadavatelom, v
sUvislosti so sku$anim (dalej ,CRO") len
nasledujucemu prijemcovi platieb (dalej
.prijemca platieb"):

Payee Name Narodny Ustav reumatickych choréb

(Must match name in the contract)

Payee Address Nébre?e I.Krasku 4, Piestany,92112 Slovenska
republika

VAT/Tax ID

(Tax ID must exactly match the payee

name indicated above, or tax exempt

when applicable) na

Banking Information:

Bank Name Statna pokladnica
Bank Street Radlinského 32
Bank City Bratislava

Bank State/Province

Slovak Republic

Bank Postal Code

810 05

Bank Country

Slovak Republic

Receiving Account Currency Euros
IBAN SK85 8180 0000 0070 0028 5239
Swift Code (8 or 11 Characters) SPSRSKBA

Ifthe 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

Contact Information

Name of recipient sending invoices

Slavka Podolska

slavka.podolska@nurch.sk

Phone number & Email

033/7969110
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Language Preference

Slovak

Name of payment recipient to receive
ayment notification and details

Slavka Podolska

slavka.podolska@nurch.sk

Phone number & Email

033/7969110

Language Preference

Slovak

In case of changes in the Payee’s bank details,
Payee must inform the CRO in writing by
sending an email to
emea@ctp.solutions.iqvia.com. The parties
agree that in case of changes in bank details
which do not involve a change of Payee/Bank
Account Name or change of country location of
bank account, no further amendments are
required.

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

Principal Investigator or Staff acknowledges
that, the CRO will not pay Principal Investigator
or Staff even if the Payee fails to reimburse
Principal Investigator or Staff and the Parties
understand and agree that to the extent that
Sponsor and/or CRO make payments to the
Payee, any disputes related to the distribution
of such payments among Principal Investigator
or Staff shall be settled among such parties
without any involvement of Sponsor and/or
CRO.

B. PAYMENT TERMS

CRO, will administer payment to the Payee
bianually, for the services it has provided in the
previous six (6) months], to Sponsor’s and/or
CRO’s satisfaction, in accordance with the
budget and milestone schedule as set out
below and in respect of Trial Subjects
participating in the Trial. Each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement, will
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V pripade zmeny Udajov o bankovom spojeni
prijemcu platieb je prijemca platieb povinny
pisomne o tom informovat CRO zaslanim e-
mailu na adresu
emea@ctp.solutions.igvia.com. Zmluvné
strany sa dohodli, Ze v pripade zmeny Udajov o
bankovom spojeni, ktoré sa netykaju zmeny
mena a priezviska alebo ndzvu prijemcu
platieb/bankového uétu alebo zmeny krajiny, v
ktorej je vedeny bankovy Ucet, sa nepozaduju
Ziadne dalSie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany
prijemca platieb je opravneny prijimat’ vetky
platby za sluzby vykonané pod'a tejto zmluvy.

Zodpovedny  skus$ajlci alebo personal
akceptuje, ze CRO im nebude poukazovat
ziadne platby ani v pripade, ak si prijemca
platieb vo&i nim nesplni svoje platobné
povinnosti, a zmluvné strany sa dohodli a
suhlasia, ze v rozsahu, v ktorom Zadavatel
alebo CRO poukazuje platby prijemcovi
platieb, sa vSetky spory suvisiace s distribticiou
takychto platieb zodpovednému skugajucemu
alebo personalu urovnaji medzi tymito
stranami  bez  akéhokolvek  zapojenia
Zadavatela alebo CRO.

B. PLATOBNE PODMIENKY

CRO bude spracovavat platby a poukazovat'
ich prijemcovi platieb polroéne za sluzby
poskytnuté v predchadzajucich Sest (6)
mesiacov, k spokojnosti zadavatela alebo
CRO, v sulade s rozpoétom a rozvrhom
vykonov, ako je uvedené nizsie, a vzhladom na
subjekty zucastnujuce sa na skusani. Kazda
platba, ktorda moéze byt splatna podla
podmienok tejto zmluvy, vratane platieb za

DOVERNE
Strana 2 z 20

SVK_en_CTA INST_Sponsored Clinical Trial Agreement Institution

Biogen_19June2022 project code NZA71096
230LE301_Olga Lukacova, MD, NURCH



be made based upon prior 6 months’
completed CRFs received from the Center and
Principal Investigator.

Final payment will be paid by the CRO to the
Payee 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 the CRO
and/or Sponsor, the return of all unused
Material and/or Equipment to the CRO and/or
Sponsor, and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

All taxes and any other fees, expenses or
costs, including but not limited to, the
remuneration of all Staff incurred by Payee in
performing this Agreement that is not
specifically designated as reimbursable by
CRO or Sponsor under the Agreement
(including this Budget and Payment Schedule)
is Payee's sole responsibility unless otherwise
agreed by the parties in a written amendment
to the Agreement.

Major, disqualifying Protocol violations are not
payable under this Agreement.

All payments for this Trial in accordance with
the attached budget will be administered by
CRO and paid by the CRO electronically.

Upon request by the Center, the budget will be
evaluated by the Center and Sponsor at 24, 48
and 72 months following the Agreement
effective date. Such review may result in a
request to increase the trial budget which will
be agreed between the parties. Negotiation for
this potential increase will be in good faith and
will be based on the fair market value
assessed by the time of the review. Increases
are not guaranteed. It is expressly
acknowledged and agreed by the parties that
the number of Trial Subjects shall not be a
factor in determining whether or not an
increase is agreed. Payment for any agreed
amended amount will not commence until an
amendment to the Agreement is completed
and signed by all parties.
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neuspesné vstupne vySetrenia, sa poukaze na

zaklade vyplnenych harkov CRF  za
predchadzajlucich 6 mesiacovprevzatych od
pracoviska skisania a zodpovedného
skuSajuceho.

Poslednu platbu uhradi CRO prijemcovi platieb
po koneé&nom prevzati véetkych stranok CRF a
v8etkych vydanych vysvetliviek k (dajom
zadavatela, po prevzati a schvéleni vSetkych
chybajucich dokumentov pre kontrolné urady
pozadovanych CRO alebo zadavatela, vrateni
vSetkych  nepouzitych  materidlov  alebo
vybavenia CRO alebo zadavatela a po splneni
vSetkych dalSich podmienok uvedenych v tejto
zmluve.

Za vSetky dane a iné platby, vydavky alebo
naklady, najmé& odmeny vsetkému personalu,
ktoré vzniknu prijemcovi platieb pri pineni tejto
zmluvy a ktoré nie su vyslovne schvalené na
preplatenie CRO alebo zadavatelom podla
tejto zmluvy (vratane tohto rozpoctu a platobne;j
schémy), zodpovedd vyhradne prijemca
platieb, ak sa zmluvné strany nedohodnt inak
v pisomnom dodatku tejto zmluvy.

Zavazné, diskvalifikujice porusenia protokolu
nie su podla tejto zmluvy splatné.

VSetky platby za toto skiusanie podla
pripojeného rozpoctu spracuje CRO a uhradi
ich elektronickym bankovym prevodom.

Na zaklade ziadosti centra, centum a zadavatel
prehodnotia rozpocet klinického skusania po
2448 a 72 mesiacoch od nadobudnuia
ucinnosi  Zmluvy.Vysledkom prehodnotenia
mdze byt poziadavka na navysenie rozpoctu
klinickeho skuSania, na ktorom sa strany
dohodnu. Vyjednavanie o potencidlnom
zvySeni rozpoCtu sa budu uskutocrovat v
dobrej viere, a ich zakladom bude spravodliva

trhova odmena v ¢ase uskutoéiiovania
prehodnotenia. ZvySenie sa nezaruéuje.
Zmluvné strany vyslovne uvadzaju a

potvrdzuju, ze pocet subjektov v skiani, nie je
rozhodujucim faktorom pre navys$enie roypoctu
klinického sk(Sania. NavySena platba sa
neuskutocni, pokial nepride k uzatvoreniu
Dodatku k Zmluve o klinickom ska$ani a tento
nebude riadne podpisany zmluvnymi stranami.
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C. PAYMENT DISPUTE

Payee will have thirty (30) days from the
receipt of final payment letter to dispute any
payment discrepancies during the course of
the Trial.

D. MINIMUM ENROLLMENT GOAL

The Center shall endeavour to enroll two (2)
evaluable Trial Subject(s) in the Trial and that
Center will use best efforts to reach the
enrollment goal within a reasonable time after
commencement of the Trial at Center. If Center
fails to adhere to this principle Sponsor may
reconsider Center’'s suitability to continue
participation in the Trial.

This is a competitive enrollment Trial and
Sponsor or CRO will notify Center to cease
Trial Subject enrollment if appropriate overall
study enrollment has been obtained.

E. DISCONTINUED OR EARLY TERMINATION

In the event that a Trial Subject withdraws or is
withdrawn from the Trial for reasons beyond
the Center's or the Principal Investigator's
control, payment will be made pro rata based
on the number of visits completed by the Trial
Subject in accordance with the Protocol. In
order for payment to be issued, all data up to
the time of that Trial Subject's withdrawal from
the Trial must have been submitted to and
accepted by Sponsor and CRO.

F. INVOICES

CRO will receive Payee invoices and process
payments unless otherwise agreed. Any
queries regarding payee invoices or payments
should be directed to CRO at the contact
details outlined in this Schedule A.

Payments will be issued by CRO based on
Budget Tables, payment frequency and
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C. PLATOBNE NEZROVNALOSTI

Proti akymkolvek platobnym nezrovnalostiam,
ktoré sa vyskytnu v priebehu skisania, méze
prijemca namietat do tridsiatich (30) dni od
prijatia poslednej platby.

D. MINIMALNY NABOROVY CIEL

Pracovisko skuSania sa bude usilovat zaradit
do skuSania 2 (dva) hodnotitelné subjekty
skiSania a vyvinie maximalne Usilie na
dosiahnutie naborového ciela v primeranom
Case po zacati skusSania na pracovisku
skuSania. Ak pracovisko skuSania tato zasadu
nedodrzi, zadavatel moéze prehodnotit
vhodnost dal$ej uCasti pracoviska skisania na
skusani.

Ide o skusanie s konkurenénym spdsobom
zaradovania a ak sa dosiahne prislusny
celkovy  poCet zaradenych  subjektov,
zadavatel alebo CRO oznamia pracovisku
skusania, aby ukongilo zaradovanie subjektov
skuSania.

E. PREDCASNE VYRADENIE ALEBO
VYSTUPENIE
V pripade, ze niektory subjekt skusania

pred€asne vystlpi zo skusania alebo z neho
bude vyli¢eny z dbévodov, ktoré st mimo
kontroly pracoviska skusania alebo
zodpovedného skiSajuceho, Uhrada za dany
subjekt sa vyplati pomernym spésobom na
zéklade poctu absolvovanych navstev v sulade
s protokolom. Platba sa méze poukazat len
potom, ako sa zadavatel a CRO odoslali v§etky
Udaje subjektu skisania zozbierané do terminu
jeho vystupenia alebo vyluéenia zo skisania a
ako ich schvalila zadavatel a CRO.

F. FAKTURY

Pokial sa nedohodne inak, bude za preberanie
faktur prijemcu platieb a spracovanie platieb
zodpovedat CRO. VSetky otazky tykajlce sa
faktur prijemcu platieb alebo samotnych platieb
sa maju adresovat CRO pomocou kontaktnych
udajov uvedenych v tejto Prilohe A.

Platby bude poukazovat CRO na zaklade
rozpocCtovych- tabuliek, frekvencie platieb a
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payment terms as outlined in this Schedule A.
Payments will be made only upon receipt of
corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable
within 30 days from the date of receipt by CRO
of the invoice, including any supporting
documentation.

Invoices for any additional payments to those
stated in this Agreement (i.e., additional
reimbursements) must also be sent to CRO
and approved by Sponsor. Payments for visits
do not require an invoice unless otherwise
indicated in the Agreement or communication
is provided that an invoice is necessary. . All
invoices shall be raised in the following
manner:

Invoices to be billed to:

IQVIA RDS Inc. Care of: IQVIA Clinical
Trials Payments

Invoices to be sent to:

Email original invoices, including backup, to:
emea@ctp.solutions.iqvia.com

Emailed invoices and backup are preferred. In
the event invoices in hard copy need to be
sent, please send to the following address:

IQVIA Clinical Trial Payments

210 Pentonville Rd, King Cross
London N1 9JY

Attn: IQVIA Clinical Trial Payments

Email: emea@ctp.solutions.iqvia.com

The following information should be included
on the invoice:
o PRINCIPAL INVESTIGATOR name

o0 Invoice Date
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platobnych podmienok, ako sa uvadza v tejto
Prilohe A. Platby sa poukazu az po prevzati
zodpovedajucich faktir, vratane sprievodnej
dokumentacie, v ur¢enej mene, ako sa uvadza
nizSie. Faktary budu splatné do 30 dni od
datumu, kedy CRO prevezme faktiru vratane
vSetkej sprievodnej dokumentacie.

Faktury za vSetky dalSie platby navySe k tym,
ktoré su uvedené v tejto zmluve (t. j. dalSie
uhrady), sa tiez musia zaslat CRO a musi ich
schvalit zadavatel.  Uhrady za navstevy
nevyzaduju vystavenie faktury, pokial nie je v
zmluve uvedené inak alebo pokial sa
neposkytne oznamenie, Ze faktura je potrebna.
Vsetky faktury sa musia vystavit nasledujicim
spésobom:

Faktury sa maju vystavit na nasledujucu
fakturaénu adresu:

IQVIA RDS Inc. Do pozornosti: IQVIA
Clinical Trials Payments

Faktury sa maju _odoslat’ na nasledujicu
dorucovaciu adresu:

Originaly  faktdr, vratane sprievodnej
dokumentacie, odoslite e-mailom na adresu:
emea@ctp.solutions.igvia.com.

Uprednostiuju sa faktury a zalohy odoslané e-
mailom. Ak bude potrebné zaslat faktary v
tlacenej podobe, zaslite ich na nasledujucu
adresu:

IQVIA Clinical Trial Payments
210 Pentonville Rd, King Cross
London N1 9JY
Do pozornosti:
Payments
E-mail: emea@ctp.solutions.iqvia.com

IQVIA Clinical Trial

Na fakture musia byt uvedené nasledujice
Gdaje:

o Meno a priezvisko ZODPOVEDNEHO
SKUSAJUCEHO
o Datum faktury
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o0 Invoice Number
o Payee/Site Name and Number (must
match Payee indicated in CTA)

Sponsor Name

Protocol Number

Payment Amount

Complete description of services
rendered/details of expense(s)

O o0oo0oo

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trials
Payments at emea@ctp.solutions.igvia.com.

Invoices for Trial Subject related
Conditional procedure/Non-procedure
costs must also include the Trial Subject
number/unique identifier, visit number, and
visit date. No additional Trial Subject
identifying information other than Trial
Subject number/unique identifier should be
included in the invoices or supporting
documentation provided by the Center.
After receipt and verification,
reimbursement for invoices will be
included with the next regularly scheduled
payment for Trial Subject activity.

G. SCREENING FAILURE

A Screen Failure is defined as a Trial Subject
who had met all eligibility requirements for
participation in the Trial according to the
inclusion and exclusion criteria specified by the
Protocol, but who was ultimately deemed
ineligible to participate in the Trial based upon
the results of labs or other procedures which
were received prior to randomization.
Reimbursement will not be made for Trial
Subjects incorrectly randomized.

CRO will reimburse Payee at the amount
indicated in the screening visit(s) of the
attached budget, for confirmed screen failures
over the duration of the Trial.

Completed screening data entry must be
submitted to the CRO along with any additional
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o Cislo faktury

0 Meno a priezvisko alebo nazov a &islo
prijemcu platieb/pracoviska skdsania
(musi sa zhodovat' s prijemcom platieb
uvedenym v zmluve o klinickom
skusani)

Nazov zadavatela

Cislo protokolu

Suma na thradu

Uplny opis poskytnutych
sluzieb/podrobnosti o nakladoch

O O 0o

VSetky otazky tykajlce sa faktdr a platieb sa
maju adresovat priamo oddeleniu platieb za
klinické skusania spolo¢nosti IQVIA na adresu
americas@ctp.solutions.iqvia.com.

Faktary za naklady na postupy vykonavané
podla potreby/naklady netykajice sa
postupov, suvisiace so subjektmi skiSania,
musia obsahovat' aj cislo alebo iny
jednoznacny identifikator subjektu
skdsSania, €islo navstevy a datum navstevy.
Vo faktarach ani v  sprievodnej
dokumentacii, ktoré poskytne pracovisko
skusania, nemaja byt okrem ¢&isla alebo
iného jednoznaéného identifikatora
subjektu skusania uvedené ziadne dalsie
identifikacné Udaje subjektu skis$ania. Po
prevzati a overeni sa Uhrada faktur zahrnie
do najblizSej planovanej pravidelnej platby
za aktivitu subjektov skasania.

G. NEUSPESNE VSTUPNE VYSETRENIA

Neuspesné vstupné vySetrenia st definované
ako subjekt skGSania, ktory splnil vsetky
pozZiadavky na u€ast v skusani podlia
vstupnych a vylucovacich kritérii uvedenych v
protokole, avSak nakoniec sa povazoval za
nespifajlci podmienky skisania na zaklade
vysledkov laboratérnych vySetreni alebo
dalSich postupov, ktoré sa vykonali pred
randomizaciou. Za nespravne randomizované
subjekty skiSania sa neposkytne Uhrada.

Pocas trvania skisania CRO uhradi prijemcovi
platieb  potvrdené neulspesné  vstupné
vySetrenia vo vySke uvedenej za vstupnu
navstevu v prilozenom rozpoéte.

CRO je potrebné zaslat vyplnené udaje zo
vstupnych vySetreni spolu so véetkymi dalsimi
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information, which may be requested by the
CRO to appropriately document the Trial
Subject screening procedures.

To be eligible for reimbursement of a screening
visit specific screening information needs to be
entered into the Interactive Response System
“IxRS” along with any additional information,
which may be requested by the CRO to
appropriately document the Trial Subject
screening procedures.

H. TRIAL SUBJECT REIMBURSEMENT AND
DEPENDANT CARE REIMBURSEMENT

Stipends, meals, and travel related
reimbursements to Trial Subjects will be made
directly to the Trial Subject by Greenphire, a
third-party provider engaged by Sponsor
according to their separate agreement.

In the event the reimbursement cannot be
made by Greenphire (e.g., Trial Subject
refusal), CRO, will reimburse Payee, who will
be responsible for reimbursing the Trial
Subject. Such costs will be reimbursed to
Payee upon receipt by CRO of invoice and
supporting documentation.  Invoices must
contain the following information in order for
payment to be issued: Trial Subject
number/unique identifier, applicable visit
number, reimbursement type and amount
paid. No additional Trial Subject or identifying
information  other than Trial  Subject
number/unique identifier should be included in
the invoices provided by the Site.

All Trial Subject reimbursements will be made
in accordance with the Trial Subject signed ICF
and this Agreement.

Trial Subject Travel

Reasonably incurred costs for Trial Subject
travel will be reimbursed, up to a maximum of
40€ per on site Protocol required visit and
unscheduled visits. The amount specified in
the clause herein may be increased by prior
written approval from Sponsor to provide for
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informaciami, ktoré méze CRO pozadovat, aby
dostatocne zdokumentovala vstupné
vySetrenia subjektu skusania.

Aby vznikol narok na uhradu za vstupnu
navstevu, musia sa do systému interaktivnej
odpovede (dalej ,IxXRS") zadat konkrétne tdaje
zo vstupnych vySetreni spolu so vsetkymi
dalSimi informaciami, ktoré méze CRO
pozadovat, aby nalezite zdokumentovala
vstupné vySetrenia subjektu skasania.

H. UHRADA NAKLADOV SUBJEKTU
SKUSANIA A ﬂHRAQA NAKLADOV PRI
STAROSTLIVOSTI O ZAVISLU OSOBU

Prispevky, stravné a nahrady suvisiace s
cestovanim subjektov ski$ania bude priamo
subjektom sku$ania poukazovat spolo¢nost

Greenphire, externy poskytovatel, ktorého
zadavatel angazoval podla samostatnej
zmluvy.

Ak naklady nebude méct’ uhradit spoloénost
Greenphire (napr. v pripade odmietnutia zo
strany subjektu skisania), CRO uhradi naklady
prijemcovi platieb, ktory bude zodpovedat za
Uhradu nakladov subjektu skuSania. Takéto
naklady sa prijemcovi platieb uhradia potom,
ako CRO prevezme faktiry a sprievodnu
dokumentaciu. Aby sa mohla poukazat platba,
faktiry musia obsahovat nasledujuce
nalezitosti. Cislo alebo iny jednoznaény
identifikator subjektu skusania, Cislo prislusnej
navstevy, druh Uhrady a suma. Vo faktdrach,
ktoré poskytne pracovisko sku3ania, nemaja
byt okrem Cisla alebo iného jednoznaéného
identifikatora  subjektu sku$ania uvedené
Ziadne dalSie identifikaéné udaje subjektu
skuSania.

VSetky Uhrady subjektom skusania sa budu
poukazovat v sulade s informovanym
stihlasom podpisanym subjektom skusania a
touto zmluvou.

Cestovné naklady subjektu skisania

Primerané cestovné naklady subjektu ski$ania
sa uhradia v maximalnej vyske 40€ za jednu
navstevu pracoviska skusania podla protokolu
a neplanované navstevy. Sumu uvedenu v

tomto Clanku je mozné navysit po
predchadzajucom pisomnom schvaleni
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the specific circumstances of a particular Trial
Subject.

Trial Subject Travel for Dependant Care

Reasonably incurred costs for Trial Subject
dependant travel will be reimbursed, up to a
maximum of 40€per on site Protocol required
visit and unscheduled visits. Trial Subject
dependant travel will be reimbursed only if the
Trial Subject incurs additional dependant
travel costs separate from the Trial Subject
travel costs (eg own bus or train ticket). The
amount specified in the clause herein may be
increased by prior written approval from
Sponsor to provide for the specific
circumstances of a particular Trial Subject.

Trial Subject Meals

Reasonably incurred costs for Trial Subject
meals will be reimbursed up to a maximum of
10€ per meal, per on site Protocol required visit
up to two (2) meals per patient per visit/day.
The amount specified in the clause herein may
be increased by prior written approval from
Sponsor to provide for the specific
circumstances of a particular Trial Subject.

Covid 19 testing performed off site

At the request of the Principal Investigator, the
Trial Subject may be requested to perform a
COVID 19 test prior to a visit. Should any Trial
Subject choose to perform a test locally (i.e. off
site), such test will be re-imbursed as pass
through cost upon presentation of receipts and
submission of invoice, up to 44€ per test.

The amount specified in the clause herein may
be increased by prior written approval from
Sponsor to provide for the specific
circumstances of a particular Trial Subject.
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zadavatela, aby sa zohladnili 3pecifické
okolnosti konkrétneho subjektu skusania.

Cestovné naklady pri starostlivosti o
subjekt skiiSania ako o zavislu osobu

Primerané cestovné naklady pri starostlivosti o
subjekt skUSania ako o zavisli osobu sa
uhradia v maximalnej vyske 40€ za jednu
navstevu pracoviska skusania podla protokolu
a neplanované navstevy. Cestovné naklady pri
starostlivosti o subjekt skusania ako o zavislu
osobu sa uhradia len vtedy, ak subjektu
skusania vzniknu dodatocné cestovné naklady
Vv suvislosti so starostlivostou on ako o zavislu
osobu, ktoré si oddelené od cestovnych
nakladov subjektu skaSania (napr. vilastny
cestovny listok na autobus alebo vlak). Sumu
uvedenu v tomto ¢lanku je mozné navysit po
predchadzajucom pisomnom schvaleni
zadavatela, aby sa zohladnili $pecifické
okolnosti konkrétneho subjektu skuasania.

Stravné naklady subjektu skusania

Primerané stravné naklady subjektu skusania
sa uhradia v maximalnej vyske 10€ za jedno
jedlo a navstevu pracoviska ski$ania podla
protokolu a najviac dve (2) jedla na jedného
pacienta za jednu navstevu/deri. Sumu
uvedenu v tomto ¢lanku je mozné navysit' po
predchadzajucom pisomnom schvaleni
zadavatela, aby sa zohladnili $pecifické
okolnosti konkrétneho subjektu skusania.

Testovanie na COVID-19 vykonavané mimo
pracoviska skusania

Na Ziadost zodpovedného skusajliceho mozu
subjekt skliSania poziadat, aby pred navstevou
podstupil test na COVID-19. Ak sa subjekt
skuSania rozhodne podstupit test lokalne (t. j.
mimo pracoviska sk($ania), takéto testy sa
budi uhradzat ako priebezné naklady po
predlozZeni dokladov a faktury, vo vyske najviac
44€ na jeden test.

Sumu uvedenu v tomto ¢&lanku je mozné
navysit po predchadzajicom pisomnom
schvaleni zadavatelom, aby sa zohladnili
Specifické okolnosti  konkrétneho subjektu
skusania.
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Trial Subject Hotel

Reasonably incurred costs for Trial Subject
hotel will be reimbursed up to a maximum of
115€ per night, per on site Protocol required
visit. The amount specified in the clause herein
may be increased by prior written approval
from Sponsor to provide for the specific
circumstances of a particular Trial Subject.

L EC/IRB/IEC FEES

EC/IRB/IEC costs will be reimbursed on a
pass-through basis, to the Center, upon receipt
of a formal invoice issued by the EC/IRB/IEC
and are not included in the attached Budget.
Any subsequent re-submissions or renewals,
upon approval by the CRO and Sponsor, will
be reimbursed upon receipt of appropriate
documentation.

IRB costs will be reimbursed directly to the IRB
by CRO on a pass-through basis upon receipt
of invoice and are not included in the attached
Budget. Any subsequent re-submissions or
renewals, upon approval by CRO and
Sponsor, will be reimbursed upon receipt of
invoice.

J. EQUIPMENT

Sponsor/CRO/vendor as the case may be, will
provide equipment required to be used in the
Trial, to the Center and/or Principal
Investigator as identified and agreed with the
Center and/or Principal Investigator before the
start of the study (“Equipment’). If Equipment
is provided for use in the conduct of the Trial,
the Center and/or Principal Investigator shall
be responsible for the security and proper care
and use of such Equipment during the course
of the Trial. Center and/or Principal
Investigator shall also ensure that such
Equipment is utilized solely in support of the
Trial and that only authorized Staff under the
direction and supervision of the Principal
Investigator shall manipulate such Equipment
during the Trial.
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Naklady subjektu ski$ania na ubytovanie

Primerané naklady subjektu skuSania na
ubytovanie sa uhradia v maximalnej vyske
115€ za jednu noc a navstevu pracoviska
skiSania podla protokolu. Sumu uvedenu v
tomto Clanku je mozné navysit po
predchadzajucom pisomnom schvaleni
zadavatelom, aby sa zohladnili 3pecifické
okolnosti konkrétneho subjektu skdsania.

. PLATBY NEZAVISLYM ETICKYM KOMISIAM

Naklady tykajlice sa nezavislych etickych
komisii sa budu priebezne uhradzat pracovisku
skuSania po prevzati riadne] faktary od
nezavislej etickej komisie a nie st zahrnuté v
pripojenom rozpocte.  VSetky nasledujuce
podania alebo prediZenia platnosti sa po
schvaleni zo strany CRO a zadavatela budu
uhradzat' po prevzati prisludnej dokumentacie.

Naklady tykajuce sa nezavislych etickych
komisii bude CRO priebezne uhradzat priamo
etickej komisii po prevzati faktiry a nie su
zahrnuté v pripojenom rozpoéte. Vsetky
nasledujlice podania alebo prediZenia platnosti
sa po schvaleni zo strany CRO a zadavatela
budl uhradzat po prevzati fakttry.

J. VYBAVENIE

zadavatel/CRO/dodavatel, podla toho, o ktory
pripad pdjde, poskytne pracovisku sku3ania
alebo zodpovednému skusajicemu vybavenie,
ktoré sa ma pouzivat v ski§ani, ako sa uréilo a
dohodlo so pracoviskom skusania alebo
zodpovednym skusajlicim pred zadiatkom
skusania (dalej ,vybavenie“). Ak sa vybavenie
poskytne na pouzivanie pri vykonavani
skiSania,  pracovisko  ski8ania  alebo
zodpovedny sklSajluci bude zodpovedat za
zabezpecenie takéhoto vybavenia a jeho
nalezitd adrzbu a pouzivanie v priebehu
skiSania.  Pracovisko  sk($ania  alebo
zodpovedny skuSajuci tiez zabezpedi, ze
takéto vybavenie sa bude pouzivat vyhradne
pri podpore skuSania a Ze s takymto
vybavenim bude pocas ski$ania manipulovat
len opravneny personal pod vedenim a
dohladom zodpovedného skusajlceho.
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Sponsor will require that the Center and/or
Principal Investigator return the Equipment, in
its original condition (less reasonable and
normal wear and tear, as applicable) to the
vendor or another designated entity upon
completion of the Trial. Center will ensure that
any equipment provided to Trial Subjects will
be returned to Sponsor/CRO/vendor as
appropriate. Sponsor or CRO will coordinate
the shipment and return of such Equipment
with Center. Sponsor and/or vendor will
provide insurance coverage for transit of the
Equipment back to the vendor or other
designated entity. Sponsor reserves the right
to withhold final payment from Center until all
such Equipment has been returned.

Sponsor and/or CRO will not be liable for any
fees related to Equipment, incurred by the
Center, unless such fees have been approved
in advance and in writing by Sponsor or CRO.

K. BUDGET TABLE(S)

Al visit payments noted below include
reimbursement for all Trial procedures and
associated Staff time on the Trial, including
that of the Principal Investigator and study
coordinator.

Planned Trial Subject Visits for Part A:

Po dokonceni skusania bude zadavatel od
pracoviska skuSania alebo zodpovedného
skusajuceho pozadovat vratenie vybavenia v
jeho pévodnom stave (primerané a bezné
opotrebovanie podla situacie je prijatelné)
dodavatelovi alebo inej poverenej pravnickej
osobe. Pracovisko ski$ania zabezpeci, aby sa
vSetko vybavenie poskytnuté subjektom
skusania nalezite vratilo zadavatelovi
CRO/dodavatelovi. Zadavatel alebo CRO
bude koordinovat  prepravu  takéhoto
vybavenia a jeho vratenie s pracoviskom
skuSania. Zadavatel alebo dodavatel poskytnu
poistné krytie na prepravu vybavenia spat
dodavatelovi alebo inej poverenej pravnickej
osobe. Zadavatel si vyhradzuje pravo
nepoukazat pracovisku skusania poslednu
platbu, kym sa vSetko takéto vybavenie nevrati.

Zadavatel ani CRO nebude zodpovedat za
Ziadne platby suvisiace s vybavenim, ktoré
vzniknl pracovisku skusania, pokial takéto
platby neboli vopred a pisomne schvalené
zadavatelo, alebo CRO.

K. ROZPOCTOVE TABULKY

Vsetky platby za navstevy uvedené nizsie
zahffaju uhradu vSetkych postupov skusania a
suvisiaceho Casu vynaloZzeného na skusanie
personalom vratane zodpovedného
skuSajluceho a koordinatora skusania.

Planované navstevy subjektov skusania v

(paid via CRF):

casti A (prepldcané prostrednictvom CRF):

Visit / Navsteva 5. %
za navstevu

Visit Payment* / Platba

suvisiace s podavanim
skisaného lieku*

Screening Visit /
Vstupna navsteva 876 €
Baseline Visit/Week 0 /
Zakladna navsteval/o.
tyzden 828 €
Week 2 / 2. tyzden

U28 €
Week 4/ 4. tyzden

565 €
Week 8/ 8. tyzden

622 €
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Week 12 / 12. tyzden

110 €

526 € 17 €
Week 16 / 16. tyzden

775 € 17 €
Week 20 / 20. tyzdei

U557 € 17 €
Week 24 / 24. tyzden

789 € U7 €
Week 26 / 26. tyzden

U28 € U7 €
Week 28 / 28. tyzden

565 € U7 €
Week 32 / 32. tyzden

576 € 17 €
Week 36 / 36. tyzden

526 € 17 €
Week 40 / 40. tyzden

760 € 17 €
Week 44 / 44. tyzden

441 € 17 €

Week 48/End of]
Treatment / 48.

tyzden/koniec liecby 652 €

Week 52 /End of Study /
52. tyzden/koniec

kGsSania 789 €

Safety Follow-up Week 4
4. tyzden
bezpec¢nostného

kontrolného obdobia 120 €

Safety Follow-up Week 8
8. tyzden
bezpecnostného

kontrolného obdobia 365 €

Safety Follow-up Week
12/ 12. tyzden
bezpecnostného

kontrolného obdobia 568 €

Safety Follow-up Week
16 Telephone Call /
Telefonat v 16. tyzdni
bezpecnostného

kontrolného obdobia 79 €

Safety Follow-up Week
20 Telephone Call /
Telefonat v 20. tyzdni
bezpeénostného

kontrolného obdobia 79 €

Safety Follow-up Week
24 | 24, tyzden
bezpeénostného

kontrolného obdobia 675 €
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otal per Trial Subject
payment*™ | Celkova
platba na jeden subjekt
kasania** 2,689 € 32 € 68 €

Conditional Trial Subject Visit for Part A Navstevy subjektov skusania
(paid via CRF): vykondvané podl'a potreby v éasti A

(preplacané prostrednictvom CRF):

AdministrationPhotography
Conditional  Visits | PolozkyRelated Items* /

N konvané isit Amount*
avstevy — vykonavane,, nsystevu*

podla potreby s

Early Termination Visit
Navsteva po predcasnom
ukoné&eni 759 €
Unscheduled Visit
Neplanovana navsteva 269 €
Labcorp visit at Trial
Subjects Home (Dosing
Visits Only)(Applicable
Only to, Week 8, Week 12,
Week 20, Week 32, Week
36, Week 44) / Navsteva
doma u subjektu skisania
zabezpedovana
spolo¢nostou Labcorp (len
navdtevy s podavanim
lieku) (vztahuje sa len na
8., 12., 20., 32., 36. a 44.
tyzderi) 117 €
Off-site Visit performed by
site (Applicable Only to|
Week 8, Week 12, Week
20, Week 32, Week 36,
Week 44) / Navsteva mimo,
pracoviska skusania
vykonavana pracoviskom
skusania (vztahuje sa len
na 8., 12., 20., 32,, 36. a
44. tyzden) U170 €

Note: To be eligible for reimbursement for Poznamka: Aby vznikol narok na dhradu
the above conditional Trial Subject Visits, za vysSie uvedené navstevy subjektov
completed CRF pages must be submitted to  skusania vykonavané podia potreby, je
CRO along with any additional information potrebné zaslat CRO vyplnené stranky
which may be requested by CRO to CRF a vSetky dalSie informacie, ktoré
appropriately document the visit. mdze CRO pozadovat, aby nalezite
zdokumentovala navstevu.
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Planned Trial Subject Visits for Part B: Planované navstevy subjektov
(paid via CRF): skusania v _éasti B (prepldcané
prostrednictvom CRF):

Visit Payment* /

Visit / Navsteva Platba za navstevu*

suvisiace s podavanim
skasaného lieku*

Screening Visit / Vstupna
navsteva 787 €

Baseline Visit/Week 0
Zakladna navsteval0. tyzden|768 €
Week 2 / 2. tyzden

104 €
Week 4 / 4. tyzden

565 €
Week 8 / 8. tyzden

622 €
Week 12/ 12. tyzden

‘ 526 €

Week 16 / 16. tyzden

715 €
Week 20 / 20. tyzden

141 €
Week 24 / 24. tyzden

729 €
Week 26 / 26. tyzdei

U12 €
Week 28 / 28. tyzden

565 €
Week 32/ 32. tyzden

576 €
Week 36 / 36. tyzden

526 €
Week 40 / 40. tyzden

715 €
Week 44 / 44. tyzden

141 €
Week 48/End of Treatment
48. tyzden/koniec lie¢by 552 €

Week 52 /End of Study / 52.
tyzderi/koniec skiisania 729 €
Safety Follow-up Week 4/ 4.
tyzden bezpecnostného
kontrolného obdobia 120 €
Safety Follow-up Week 8 / 8.
tyzden bezpecnostného,
kontrolného obdobia 365 €
Safety Follow-up Week 12 /
12. tyzden bezpeénostného
kontrolného obdobia 568 €
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Safety Follow-up Week 16
Telephone Call / Telefonat v
16. tyzdni bezpeénostného
kontrolného obdobia 79 €
Safety Follow-up Week 20
Telephone Call / Telefonat v
20. tyzdni bezpe¢nostného
kontrolného obdobia 79 €
Safety Follow-up Week 24 |
24. tyzden bezpecnostného
kontrolného obdobia 675 €
Total per Trial Subject|
payment** /| Celkova platbal1

na jeden subjekt skisania**[12,259 €

pacienta (nezahfaju ziadnu z nizSie uvedenych navstev vykonavanych podla potreby).

Conditional Trial Subject Visit for Part B Navstevy subjektov skusania
(paid via CRF): vykondvané podla potreby v casti B

(preplacané prostrednictvom CRF):

P AdministrationPhotography
Conditional Visits L. elated* | PolozkyRelated Items* |/
Navstevy vykonévanév's't,A.mou':t* /' Sumalyyisiace s podavanimPolozky

podla potreby ga navstevu skusaného lieku* slvisiace s
otografiami*

Early Termination Visit
Navsteva po predéasnom
ukoné&eni 699 €
Unscheduled Visit
Neplanovana navsteva 69 €
Labcorp visit at Trial
Subjects Home (Dosing
Visits Only)(Applicable
Only to Week 8, Week 12,
Week 20, Week 32, Week
36, Week 44) / Navsteva
doma u subjektu skisania
zabezpetovana
spolo¢nostou Labcorp (len
navstevy s podavanim
lieku) (vztahuje sa len na
8., 12., 20., 32., 36. a 44.
tyzden) 117 €
Off-site Visit performed by,
site (Applicable Only to
Week 8, Week 12, Week
20, Week 32, Week 36,
Week 44) / NavSteva mimo
pracoviska skusania
vykonavana pracoviskom
[skuSania (vztahuje sa lend57 €

Biogen - IQVIA Global Financial Appendix template —04 December 2019 DOVERNE
Strana 14 z 20

Form No: CS_PI_QWA07744_031_V07

230LE301

SVK_en_CTA INST_Sponsored Clinical Trial Agreement Institution

Biogen_19June2022 project code NZA71096

230LE301_Olga Lukacova, MD, NURCH



na 8., 12., 20., 32., 36. a
4. tyzderi)

Note: To be eligible for reimbursement for the
above conditional Trial Subject Visits,
completed CRF pages must be submitted to
CRO along with any additional information
which may be requested by CRO to
appropriately document the visit.

Conditional and Repeat Procedures/Non-

Poznamka: Aby vznikol narok na uhradu za
vy$88ie uvedené navstevy subjektov skisania
vykonavané podla potreby, je potrebné zaslat
CRO vyplnené stranky CRF a vsetky dalsie
informacie, ktoré méze CRO pozadovat, aby
nalezite zdokumentovala navstevu.

Ndklady na postupy vykondvané podla

procedure Costs for Part A and Part B (paid

potreby a opakované postupy/nakilady

via CRF):

netykajice sa postupov v éasti A a B

(preplacané prostrednictvom CRF):

Item Payment / Platba za

Item / Polozka polozku

Punch biopsy of skin (including simple closure, when performed) single
lesion / Biopsia koze priebojnikom (vratane jednoduchého uzavretia, ak sa
vykonava), jedna lézia

262€

Local Biopsy Pathology Level Il - Surgical pathology, gross and microscopic
examination: Includes examination and reporting Skin Biopsy / Patolégia
biopsie urovne Il v miestnom laboratériu — chirurgicka patoldgia,
makroskopické a mikroskopické vySetrenie: zahffia vy$etrenie a spravu z
biopsie koze

45€

Central Biopsy Pathology - Lab handling and/or shipping of specimen(s) /
Patologia biopsie v centrdlnom laboratériu — beZna manipulacia so

- L , : . 13€
vzorkami v laboratériu alebo odosielanie vzoriek

Chest Xray, single view (country specific where mandated by local
regulation) / Rontgen hrudnika, jeden pohlad (3pecifické pre danu krajinu,
ak to vyzaduju miestne predpisy)

41€

Interpretation and Report: Chest Xray single view (country specific where
mandated by local regulation) / Interpretacia a sprava: réntgen hrudnika,
jeden pohlad (Specifické pre danu krajinu, ak to vyZaduju miestne predpisy)

13€

Follow-up physical examination; includes medical history; weight; height;
one set of vital signs / Kontrolna lekarska prehliadka, zahffia osobnu

79€
anamnézu, hmotnost, vysku, jeden sutbor vysetreni Zivotnych funkcii

CLASI (clinician administered) / CLASI (vykonavané lekarom) 17€

CLA-IGA-R (Cutaneous Lupus Activity of Principal Investigator's Global
Assessment - Revised) / CLA-IGA-R (kozna aktivita lupusu na zaklade

8€
celkového hodnotenia zodpovednym sku3ajucim — revidovana verzia)

SLEDAI-2K / SLEDAI-2K o4€

SFI/SFI o4e
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CGA of SLE (VAS) (Clinician Global Assessment) / CGA SLE (VAS)

(celkové hodnotenie lekarom) 7€
QuantiFERON-TB Gold test - Local lab test only / Test QuantiFERON-TB 39¢€
Gold — len vySetrenie v miestnom laborat6riu

T-SPOT - Local lab test only / T-SPOT - len vySetrenie v miestnom 15€

laboratoriu

NOTE: The above conditional procedure/non-
procedure costs may be repeated as necessary and
defined by the Protocol.

POZNAMKA: Vyssie uvedené néklady na postupy
vykonavané podla potreby/naklady netykajlice sa
postupov sa mézu podla potreby a definicie v

protokole uplatnit opakovane.

Conditional _and _Repeat Procedures/Non-

Ndklady na postupy vykondvané podla potreby a

procedure Costs for Part A and Part B (paid via opakované

postupy/naklady _netykajuce

invoice):

postupov v casti A a B (prepldcané na zaklade

faktury):

Item / Polozka

Item Payment Platba za
polozku in € currency

rSDV Consent / Suihlas so vzdialenym overovanim zdrojovych dokumentov

22

Genomics Consent; DNA consent / Suhlas s farmakogenomickym
vyskumom, suhlas s odberom vzorky na analyzu DNA

22

Future Scientific Research ICF / Informovany suhlas s buducim vedeckym
vyskumom

22

Photography Consent / Stihlas s fotografiami

22

Blood draw (Lupus-specific Autoantibodies; Complement C3/C4; anti-
dsDNA; C-reactive protein; ESR; blood RNA; DNA sample if applicable;
serum biomarker samples; serum virology; TB test; CD 19 B cell counts if
applicable; hematology; blood chemistry; coagulation; anticardiolipin, lupus
anticoagulant, haptoglobin, BILAG 2004 Associated Laboratory test; Ig
(Total, 1gG, IgA, IgM); hydroxychloroquine level; Quantiferon,
immunoglobulin serum for vaccine-related immunoglobulin titers; FSH and
serum pregnancy; if applicable; Anti- BIIB059 antibodies ), SARS-COV-2
testing - Central lab (for repeat testing) / Odber krvi (autoprotilatky Specifické
pre lupus, komplement C3/C4, anti-dsDNA, C-reaktivny protein, ESR, RNA
z krvi, v relevantnych pripadoch vzorka DNA, vzorky na vySetrenie
biomarkerov v sére, sérova virolégia, vySetrenie TBC, v relevantnych
pripadoch pocet buniek CD 19 B, hematoldgia, biochémia, koagulacia,
antikardiolipin, lupusovy antikoagulant, haptoglobin, laboratérne vysetrenie
spojene s BILAG 2004, Ig (celkovy, IgG, IgA, IgM), hladina
hydroxychlorochinu, Quantiferon, imunoglobulin v sére na Ucely
imunoglobulinovych titrov stvisiacich s vakcinou, v relevantnych pripadoch
FSH a tehotensky test zo séra, protilatky proti BIIB0O59), vy$etrenie na virus
SARS-COV-2 — centréalne laboratérium (na opakované vysetrenia)

15

Urine collection (urine drug screen; urinalysis; urine protein-creatinine ratio;
urine pregnancy) - Central lab (for repeat testing during screening) / Odber

sa
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mocu (vySetrenie navykovych latok v moci, analyza mocu, pomer proteinov
a kreatininu v moci, tehotensky test z moc€u) — centralne laboratérium (na
opakované vysSetrenia po€as vstupnych vysetreni)

Urine pregnancy, gonadotropin chorionic (hCG) (BetahCG); qualitative -
Local lab (as needed per local regulations or repeat if required / Tehotensky
test z mocu, choriovy gonadotropin (hCG) (beta hCG), kvalitativny test — | 17
miestne laboratérium (podla potreby na zaklade miestnych predpisov alebo
v pripade potreby zopakujte)

Lab handling and/or shipping of specimen(s) to Central Lab for repeat testing
/ Bezna manipulacia so vzorkami v laboratériu alebo odosielanie vzoriek do | 14
centralneho laboratéria na opakované vySetrenia

Urinalysis, by dip stick or tablet reagent for bilirubin, glucose, hemoglobin,
ketones, leukocytes, nitrite, pH, protein, specific gravity, urobilinogen, any
number of these constituents; automated, with microscopy - Local lab (for
repeat if required) / Analyza moéu pomocou indikatorového papierika alebo 13
tabletovej reagencie — bilirubin, glukéza, hemoglobin, ketdony, leukocyty,
dusitany, pH, proteiny, hustota, urobilinogén, lubovolny pocet tychto
parametrov, automatizovana, mikroskopicky — miestne laboratérium (na
opakované vySetrenia v pripade potreby)

Diagnostic EULAR/ACR SLE 2019 Criteria / Diagnostické kritéria

EULAR/ACR SLE 2019 13

Hydroxychloroquine (Local Lab for Part B only) / Hydroxychlorochin (miestne 26
laboratérium len v ¢asti B)

COVID-19 testing - Local lab (For repeat testing at PI discretion after
screening during scheduled visits) / VySetrenie na COVID-19 — miestne 50
laboratérium (na opakované vysSetrenia podla uvazenia zodpovedného
skuSajuceho po vstupnych vysetreniach po€as planovanych navstev)

Central Lab Collection of SARS-CoV-2 of samples from ear, throat, nose,
nares, sputum by swab (when not performed at a scheduled visit) / Odber
vzoriek na vySetrenie SARS-CoV-2 v centralnom laboratériu z ucha, hrdla, | 7
nosa, nosnych dierok a sputa vyterom (ak sa nevykona na planovanej
navsteve)

Central Lab Preparation SARS-CoV-2, shipping, handling and collection of
samples from throat, nose, nares, sputum by swab (when not performed at a
scheduled visit) / Priprava vzoriek na vySetrenie SARS-CoV-2 v centralnom 11
laboratériu, odosielanie vzoriek, manipulacia so vzorkami a odber vzoriek z
ucha, hrdla, nosa, nosnych dierok a sputa vyterom (ak sa nevykona na
planovanej navsteve)

Physician Rater Training per hour — up to 4 raters per site / up to 4.5 hours 86
each rater

Chart review to identify potential Trial Subjects (per chart), up to 50 charts

. 46
per site
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Staff Travel Reimbursement Expenses for Patient Home Visit - Per Visit
(including Unscheduled Visits, w8, w12, w20, w32, w36, w44) / Uhrada
cestovnych vydavkov personélu pri doméacej navsteve pacienta — na jednu
navstevu (vratane neplanovanych navstev a 8., 12., 20., 32., 36. a 44.
tyzdna)

28

Study Coordinator Time for Travel (up to 3 hours) for Patient Home Visit -
Per Visit (including Unscheduled Visits, w8, w12, w20, w32, w36, w44) / Cas
koordinatora skusania na cestovanie (najviac 3 hodiny) pri domacej naviteve
pacienta — na jednu navstevu (vratane neplanovanych navstev a 8., 12., 20.,
32., 36. a 44. tyzdna)

31

Off-site Visit for Study Coordinator - Per Hour (observation 1 hour post dosing
at w8, w12, w20, w32, w36, w44 only) / Navsteva mimo pracoviska skiigania
pre koordinatora skiSania — hodinova sadzba (pozorovanie 1 hodinu po

31

podani davky lenv 8., 12, 20., 32., 36. a 44. tyzdni)

Note: The above conditional procedure/non-
procedure costs will be reimbursed on a pass-
through basis upon receipt of an invoice.
Please refer to Section F above for invoicing
requirements.

L. ADDITIONAL APPLICABLE FEE(S)

Initial Trial Start- Up Payment

One time Start-up payment 1000€ covering
initial costs borne by the Center with respect of
the Trial will be paid to the Center upon
execution of this Agreement, upon CRO's
receipt of a correct and itemized invoice.

Poznamka: VysSie uvedené naklady na
postupy vykonavané podla potreby/naklady
netykajuce sa postupov sa budd uhradzat
priebezne po prevzati faktiry. PozZiadavky na
fakturaciu st uvedené v casti F vyssie.

L. DALSIE RELEVANTNE PLATBY

Uvodna platba na rozbeh skasania

Po podpisani tejto zmluvy a potom, ako CRO
prevezme spravnu a na polozky rozpisant
faktiru, sa pracovisku skiSania poukaze
jednorazova platba vo vy$ke 1000€ na rozbeh
skusania pokryvajuca pociatocné naklady,
ktoré vzniknu pracovisku sku$ania v stvislosti
so skuSanim.

Additional fees
Dry Ice - Per Sample 13€
Therapeutic, prophylactic or  diagnostic
injection (BIIB059); subcutaneous “if | 37€
administered by site staff”
Off-site Visit for Study Coordinator - Per Hour
(observation 1 hour post dosing at w8, | 31€
w12,w20, w32,w36,w44 only )
The following Center costs will be paid upon Po prevzati  faktiry a  sprievodnej

receipt of invoice and supporting

documentation from Center:

Study Coordinator Training
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dokumentacie sa pracovisku ski3ania uhradia
nasledujuce naklady:

Skolenie koordinatora sksania
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The Center may invoice for Study Coordinator
Training in the amount of 31€ per hour,
inclusive of overhead, up to a maximum of one
and a half (1.5) hours per Study Coordinator
and up to a maximum of two (2) Study
Coordinators. Amounts exceeding this
maximum will require prior Sponsor written
pre-approval in order to be eligible for
payment. In the case where the Center and the
Study Coordinator(s) have participated in the
230LE303/304 (Topaz) study, and the same
person will perform the Photography
assessment in 230LE301 the Photography
(Canfield) training will not need to be repeated
and the Center will not be eligible for the
Photography (Canfield) training fee. The Study
Coordinator Training fee will be made payable
to the Center upon CRO's receipt of a correct
and itemized invoice and documentation of
hours spent performing the training.

The payment will be made to the Payee
outlined in the Center contract once the Center
provides the supporting documentation (i.e. the
pre-screening log including an anonymized list
of patients covered in the chart review and if
not eligible the reason why and if eligible follow
up action specified).

Pharmacy set up fee

One time payment in amount of 800€ borne by
the Center with respect of the Trial will be paid
to the Center upon execution of this
Agreement, upon CRO's receipt of a correct
and itemized invoice.

IP dosing visit — Only available if site opts
in for Home visits

For visits requiring IP dosing and when a site
opts in for home visits with trained Health Care
Professional(s), one (1) Emergency kit will be
re-imbursed to the site up-front plus one (1)
additional kit per every Trial Subject enrolled
and each time a kit is used and needs to be
replaced. Costs of the Emergency kit will be
reimbursed on a pass-through basis upon
receipt of a formal invoice and are not included
in the attached Budget.

Biogen - IQVIA Global Financial Appendix template —04 December 2019

Form No: CS_PI_QWA07744_031_V07
230LE301

Pracovisko ski$ania méze fakturovat' $kolenie
koordinatora sku$ania vo vyske 31€ za jednu
hodinu vratane prevadzkovych nakladov,
najviac v8ak jeden a pol (1,5) hodiny na
jedného koordinatora ski$ania a najviac za
dvoch (2) koordinatorov skus$ania. Sumy
presahujice toto maximum budd spinat
podmienky na Ghradu len v pripade, ak sa
ziska predchadzajiuce pisomné schvalenie
zadavatela. Ak sa pracovisko sku$ania a
koordinator alebo koordinatori  skusania
zucastnili na skisani 230LE303/304 (Topaz) a
ta istd osoba bude posudzovat fotografie v
skasani 230LE301, S$kolenie tykajiuce sa
fotografii (Canfield) nebude potrebné opakovat
a pracovisko skusania nebude spifiat
podmienky na UGhradu platby za 3kolenie
tykajuce sa fotografii (Canfield). Platba za
Skolenie  koordinatora  skiSania  bude
pracovisku skisania splatna potom, ako CRO
prevezme spravnu a na polozky rozpisanu
fakturu a dokumentaciu o hodinach stravenych
absolvovanim skolenia.

Platba sa prijemcovi platieb uvedenému v
zmluve s pracoviskom skUSaniapoukaze
potom, ako pracovisko sku$ania poskytne
sprievodni dokumentaciu (t. j. evidenciu
vedenu pred vstupnymi vySetreniami vratane
anonymizovaného zoznamu pacientov, na
ktorych sa analyza zdravotnej dokumentacie
vztahuje, a uvedenia dovodu, ak pacient
nespifia podmienky, a dalieho postupu, ak
pacient podmienky spifia).

Platba za zriadenie lekarne

Po podpisani tejto zmluvy a potom, ako CRO
prevezme faktiru, sa pracovisku skusania
poukaze jednorazova platba na za vedenie
lekarne vo vyske 800 € pracovisku skusania v
suvislosti so skusanim.

Navsteva s podavanim skasaného lieku — k
dispozicii len v pripade, ak sa pracovisko
skisania rozhodne pre domace navstevy

V pripade navstev, na ktorych je potrebné
podavanie skus$aného lieku, a ked sa
pracovisko skuSania rozhodne pre domace
navstevy S vyuzitim vyskolenych
zdravotnickych  pracovnikov, pracovisku
skuSania sa vopred uhradi jedna (1) slprava
pre nudzové situacie a jedna (1) dalSia
sUprava na kazdy zaradeny subjekt skusania
sa uhradi vZdy, ked sa slprava pouzije a bude
potrebné ju vymenit. Naklady na stpravu pre
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M. Archiving Requirements Document
storage fee

The Center acknowledges that all Trial-related
documents, where legally applicable and
permitted, will be archived centrally at global
vendor identified by Sponsor for twenty five
(25) years. The Center agrees to reach out to
ISFarchival.Biogen@iqvia.com mailbox to
initiate the shipment of the applicable Trial-
related documents by end of the Trial at
Center.
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nudzove situacie sa budd uhradzat' priebezne
po prevzati riadnej faktiry a nie s zahrnuté v
pripojenom rozpocte.

M. Poziadavky na archivaciu, poplatok
za archivaciu

Pracovisko skuSania akceptuje, Ze vsetky
dokumenty tykajice sa ski$ania (ak to bude
pravne mozné a povolené) sa budu centralne
archivovat dvadsat'pat (25) rokov u globalneho
dodavatela, ktorého urci zadavatel.
Pracovisko sku$ania sa zavazuje, 2e do konca

skG8ania na pracovisku skUSania bude
napisanim na e-mailovu adresu
ISFarchival.Biogen@igvia.com iniciovat

zaslanie prisluSnych dokumentov tykajdcich sa
skdSania. Pracovisku ski$ania za tdto &innost
bude patrit' polatok v sume 500€, jednorazova
platba vyplatend po skonceni sku$ania ako
posledna platba.
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