ZMLUVA O KLINICKOM
SKUSANI

CLINICAL STUDY
AGREEMENT

uzatvorena podla § 269 ods. 2 a nasl. zakona &,
513/1991 Zb. Obchodny zakonnik v platnom zneni
(dalej len ,Obchodny zakonnik”) a nariadenim
Eurdpskeho parlamentu a Rady (EU) ¢&. 536/2014
zo 16. 4. 2014, o klinickom sku$ani liekov na
humanne pouZitie, ktorym sa zruSuje smernica
2001/20/ES (dalej len ,Nariadenie”) (dalej len
Zmluva“)

Medzi

concluded pursuant to Section 269 (2) of Act No.
513/1991 Coll., the Commercial Code, as
amended (hereinafter referred to as the
“Commercial Code”) and EU Regulation No
536/2014 of 16 April 2014 on clinical trials on
medicinal products for human use and repealing
Directive  2001/20/EC  ("the  Regulation")
(hereinafter referred to as the “Agreement”)

Between

(1) AstraZeneca AB, 151 85 Sodertalje, Svédsko,
zapisana v Obchodnom registri Svédsko, &.
zapisu: 556011-7482, konajluca prostrednictvom:
AstraZeneca AB, organizaéna zlozka, Mlynské
Nivy 18890/5, 821 09 Bratislava — mestska cast
Ruzinov, ICO: 31802877, DIC: 2021499480, IC
DPH: SK2021499480, zapisana v Obchodnom
registri Mestského sudu Bratislava Ill., odd.: Po,
vloZzka 853/B (dalejlen "Spoloénost™)

(1) AstraZeneca AB, 151 Soédertédlje, Sweden,
registered in the Commercial Register of Sweden,
File No: 556011-7482 acting through AstraZeneca
AB, organizaénda zlozka, Mlynské Nivy 18890/5,
821 09 Bratislava — mesiska ¢ast Ruzinov, |D No.:
31802877, VAT No.: 2021499480, VAT ID No.:
SK2021499480, registered in the Commercial
Register of the Municipal Court Bratislava lll, Sec.:
Po, Insert 853/B (hereinafter referred to as the
"“Company”)

A

(2) Univerzitna nemocnica Martin, sidlom Kollarova
4248/2, 03601 Martin

ICO: 00365327
DIC: 2020598019
IC DPH: SK2020598019,

Zriadena: Rozhodnutim MZ SR o3
MZ SR €.3724/1991-AN-7 zo dha 20.12.1991 v
plathom zneni

konajlica: MUDr. Peter Durny, PhD., MPH- riaditel

(dalej len “Centrum”)

AND

(2) Univerzitnd nemocnica Martin, with its
registered seat at: Kollarova 4248/2, 03601 Martin

ID No.: 00365327
Tax ID: 2020598019
VAT No.: SK2020598019,

established by the decision MZ SR €.3724/1991-
AN-7 of the Ministry of Health of the Slovak
Republic dated 20.12.1991

represented by: MUDr. Peter Durny PhD., MPH -
Director (hereinafter referred to as the “Center”)

A
(3) prof. MUDTr. Ilvana Dedinska, PhD., FERA., ICO:

AND
(3) prof. MUDr. Ilvana Dedinska, PhD., FERA,,

_ B (hereinafter referred to as the “Principal
(dalej len “Hlavny ska3ajuci”) Investigator’)
(Centrum a Hlavny skusajuci spolu d'alej len | (the Center and the Principal Investigator
“Zmluvni partneri”, Spoloénost s Centrom a | hereinafter collectively referred to as the

Hlavnym ska3ajicim spolu dalej len ,Zmluvné
strany")

“Contracting Partners”, the Company with the
Centre and the Principal Investigator hereinafter
collectively referred to as the “Contracting
Parties”)
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Nazov klinického
skusania:
Randomizované, dvojito zaslepene,
placebom kontrolované klinické skusanie
fazy 3 na vyhodnotenie uginnosti

abezpeénosti ravulizumabu u dospelych
pacientov s IgA nefropatiou (IgAN)

Kéd klinického skusania:

ALXN1210-IgAN-320

Cislo centra klinického
skusania:
2686

Clinical Study Name:

A Phase 3, Randomized, Double-Blind, Placebo-
Controlled Study to Evaluate the Efficacy and
Safety of Ravulizumab in Adult Participants with
Immunoglobulin A Nephropathy (IgAN)

Clinical Study Code:

ALXN1210-lgAN-320

Study Site No.:

2686

Preambula

Preamble

VZHIADOM K TOMU, ZE

(a) Spolocnost poziadala Zmluvnych
partnerov, aby vykonali klinické sku3anie so
skaSanym liekom Ultomiris (ravulizumab) (dalgj
len "Skuasany liek") s nazvom IgAN s Eislom
ALXN1210-lgAN-320 (dalej len "Klinické
skusanie"), ktore je blizSie popisané v protokole €.
1, ktory bude Zmluvnym partnerom odovzdany
Spolo¢nostou a ktory moéZe byt Spoloénostou
jednostranne dopliiovany (dalej len "Protokol").

(b) Alexion Pharmaceuticals, Inc., a Delaware
corporation, so sidlom 121 Seaport Blvd, Boston,
MA 02210, USA (,Alexion Pharmaceuticals, Inc.”
alebo ,Zadavatel"), je EU zadavatefom klinického
skusania skusanych liekov Alexion.

(c) Alexion Pharmaceuticals, Inc. poverila
(prostrednictvom spolognosti Alexion Europe SAS)
Spoloénost vykonavanim a riadenim klinickych
skasani liekov Alexion v Slovenskej republike.

(d) S odvolanim sa na pismeno (c) zhora je
Spoloénost opravnena vo svojom mene okrem
iného uzatvarat' a plnit prisludné zmluvy a plinit
ulohy zadavatela klinického skud3ania liekov
Alexion v Slovenskej republike.

WHEREAS,

(a) the Company asked the Contracting Partners
to conduct a clinical study involving the study drug
Ultomiris (ravulizumab) (hereinafter referred to as
the “Study Drug”) named IgAN with the number
ALXN1210-IgAN-320 (hereinafter referred to as
the “Clinical Study”) as described in more detail
in protocol no. 1 which will be provided to the
Contracting Partners by the Company and which
may be unilaterally updated by the Company
(hereinafter referred to as the “Protocol”).

(b) Alexion Pharmaceuticals, Inc., a Delaware
corporation, with its principal place of business at
121 Seaport Blvd, Boston, MA 02210, USA
("Alexion Pharmaceuticals, Inc." or “Sponsor”),
is the EU sponsor of the clinical study of Alexion
study drugs.

(c) Alexion Pharmaceuticals, Inc. has (through
Alexion Europe SAS) appointed the Company to
conduct and manage clinical studies of Alexion
study drugs in the Slovak Republic.

(d) With reference to (c) above, the Company is
authorised to, inter alia, enter into and perform on
its behalf the relevant contracts and fulfil the tasks
of the sponsor of the clinical study of Alexion study
drugs in the Slovak Republic.

2(98)




VZHUADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického sku$ania
podla ich najlepSieho vedomia maju pristup k
pozadovanému poétu subjektov skuSania podla
kritérii pre zaradenie alebo vyradenie tak, ako su
vymedzené v Protokole, a su ochotni Klinické
skusanie vykonat.

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

CL1. - Predmet Zmluvy

Article 1 - Subject of the
Agreement

p ; : 1.1. The subject of the Agreement is the |
1.1. Predmetom tejto. Zmluvy je vykonanie performance of the Clinical Study at the
Klinického ska$ania v Centre a rozdelenie Center and the division of the Clinical
povinnosti suvisiacich s Klinickym skusanim Study-related  obligations among the |
medzi Zadavatela, Spolognost a Zmluvnych Company and the Contracting Partners.
partnerov. Ide o biomedicinsky vyskum This is biomedical research and the
acinnosti  pocas tohto biomedicinskeho activities during this biomedical research
vyskumu  zodpovedaju svojimi correspond to the characteristics of
charakteristickymi  znakmi  poskytovaniu healthcare  provision. This is an
zdravotnej  starostlivosti.  Jedna  sa interventional clinical trial. The subject of
o interven¢né klinické skusanie. Predmetom the Agreement are covenants of the
tejto Zmluvy st zavéazky Zmluvnych partnerov Contracting Partners to conduct the Clinical
tykajuce sa vykonania Klinického ski3ania za Study under the terms and conditions
podmienok dohodnqt?ch v tejto Zmluve a agreed herein and the covenant of the
zavazok Spoloénosti zaistit uhradu odmeny Company to ensure payment of
za §prévne vykonanie Klinického 'skﬁsaﬂia remuneration by the Sponsor for a duly
Zadavatefom. ~ Akekolvek odchylky —od conducted Clinical Study. Any deviations
Protokolu a dodatky k Protokolu, vratane from the Protocol or amendments to the
avsak nielen akéhokolvek vyéet_ro_vania alebo Protocol, including without limitation, any
skusania  dopliujucich  klinickych  &i investigation or evaluation of additional
laboratérnych  parametrov, vyZaduji clinical or laboratory parameters, require
pred‘chadzajum pisomny sthlas Spoloénqsu. the prior written approval of the Company.
Zadavatel prostrednictvom Spolocnosti a The Company on behalf of the Sponsor and
Hlavny skusajuci zabezpecia, aby sa Klinicke the Principal Investigator will ensure that
skusanie vykonavalo v sulade s Protokolom the Clinical Study is conducted in
a zasadami spravnej klinickej praxe. accordance with the Protocol and the
principles of Good Clinical Practice.
1.2. The Clinical Study is performed pursuant to

1.2. Klinické skusanie liekov sa vykonava podla §
29 az 44 zakona €. 362/2011 Z.z. o liekoch a

zdravotnickych poméckach a o zmene a

Sections 29 to 44 Act No. 362/2011 Coll.,
on Pharmaceuticals and medical devices
and on amendments to certain acts

doplneni niektorych zakonov (dalej len (hereinafter the “Pharmaceuticals Act’).
“zakon o liekoch”).
CL.2. - Povinnosti Article 2 - Obligations of
Zmluvnych partnerov the Contracting
Partners
; . o 2.1. The Contracting Partners shall conduct and
2.1, Zmluvni panmlan sa zavazujlu vyko::iat’ a document the Clinical Study in a diligent
zdokumentovat Klinicke skusanie and efficient manner in strict compliance
hospodarne a s nalezitou odbornou with (a) the Protocol; and (b) the terms and

starostlivostou v prisnom sulade s (a)
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Protokolom; a (b) podmienkami tejto Zmluvy;
a (c) etickymi zasadami Helsinskej
deklaracie; a (d) Harmonizovanym
trojstrannym usmernenim ICH pre spravnu
klinickt prax vratane jeho naslednych zmien
a vSeobecne akceptovanymi normami
spravnej klinickej praxe; a (e) vSetkymi
prisludnymi  pravnymi predpismi; a (f)
vSetkymi prikazmi a smernicami prisludnych
organov verejnej moci a spravy, zdravotnych
poistovni a etickej komisie, ak také existuju;
(g) inStrukciou  Spolo&nosti  nazvanej
.Prirucka pre skisajiceho” (Investigator's
Brochure) obsahujicej vietky v sugasnej
dobe zname informacie o produkte / lieku
pouzitom v Klinickom skaSani a jeho
vlastnostiach. Priruc¢ku Spoloénost odovzdala
Hlavnemu  skusajucemu a bude ju
aktualizovat v periodicite vyZadovanej
stavom Klinického skusania alebo stanovej
pravnymi predpismi. Prirucka bude pripojena
k Zakladnému dokumentu  klinického
skusania; (h) so vieobecnymi podmienkami
Spolocnosti (pokial ich Spolognost vydala a
poskytla Centru) o vykonavani Kklinickych
skugani, s vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou. Centrum sa
zavazuje poskytnit primerané zdroje a
vybavenie na vykonavanie Klinickeho
sku$ania.

conditions of this Agreement; and (c) the
ethical principles of the Declaration of
Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical
Practice as amended from time to time as
well as generally accepted standards of
Good Clinical Practice; and (e) all
applicable legal regulations; and (f) all
orders and directives of competent public
administration authorities, health insurance
companies and ethics committee, if any; (g)
an instruction issued by the Company
entitled “Investigator’s Brochure’, which
contains all currently known information on
the product/medication used in the Clinical
Study and on its properties. The Company
provided the Principal Investigator with the
Brochure and shall periodically update the
Brochure as required by the status of the
Clinical Study or set out in the legal
regulations. The Brochure will be appended
to the Clinical trial master file; (h) general
terms and conditions of the Company
(provided that Company has issued them
and submitted them to the Centre) on the
conduct of clinical studies, except for the
conditions modified by this Agreement. The
Center shall provide adequate resources
and facilities for the performance of the
Clinical Study.

2.2. The Clinical Study at the Center shall be
2.2. Klinické skusanie bude v Centre vykonavane conducted underythe supervision of the
pod dohladom Hlavného skusajticeho, ktory Principal Investigator who shall be
zabezpeci, aby sa Klinicke skusanie v Centre responsible that Clinical Study at the Centre
vykonavalo v sulade s poZiadavkami is carried out in accordance with the
Nariadenia. ~ Hlavny  skaSajuci e requirements of the Regulation. The
zodpovednym veducim tymu skusajicich v Principal Investigator is the responsible
pripade, Ze Klinické skusanie je v Centre head of the group of investigators in case
vykonavané viac ako jednym skusajucim the Clinical Study is conducted at the
(dalej len "Skuasajuci”). Hlavny skasajici je Center by several investigators (hereinafter
zodpovedny za celkovi pohodu subjektov referred to as ‘“Investigators”). The
skusania  zucasthujacich sa  Klinickeho Principal Investigator is responsible for the
skuéama_ z hre}c_jlska poskytovania well-being of the Study Subjects
zdravotnickych  sluzieb na  primeranej participating in the Clinical Study in terms of
odbornej drovni. Hlavny skusajuci prideluje professional medical services provided.
dlohy Clenom Studijného timu sposobom, The Principal Investigator assigns tasks to
ktory neohrozuje bezpecnost subjektu alebo Study Site Staff Members in a manner that
spolahlivost a robustnost idajov ziskanych v does not compromise the safety of the
ramci Klinického skusanie v Centre. Study Subject or the reliability and
robustness of the data generated in the

Clinical Trial at the Center.
2.3. The Principal Investigator shall also serve

2.3.

Hlavny skua3ajlici su¢asne bude sluzit pre
Spolognost ako kontaktna osoba v Centre vo
vztahu ku Klinickému skaaniu, pokial nie je
nizSie v tejto Zmluve stanovené inak. Hlavny
skusajuci je zamestnancom Centra. Hlavny
skusajuci bude menom Centra rokovat so
Spolocnostou v zalezitostiach tykajlcich sa
plnenia tejto Zmluvy, vratane poskytnutia
materialov a Skusaného lieku Spolognostou a

as the contact person for the Company with
regard to the Clinical Study at the Center,
unless this Agreement specifies otherwise.
The Principal Investigator is an employee of
the Center. The Principal Investigator shall,
on behalf of the Centre, negotiate with the
Company on matters relating to
performance of this Agreement, including
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odchylenia sa od postupu / parametrov
uvedenych v ¢lanku 1 (Planovany nabor
subjektov sktsania) a &lanku 2 (Zdrojové
Udaje, zaznamy a uchovanie) prilohy &. 6 tejto
Zmluvy.

the provision of materials and the Study
Drug by the Company and deviation from
the procedure / parameters referred to in
Article 1 (Scheduled Recruitment of Study
Subjects) and Article 2 (Source Data,
Records and Preservation) of Annex No. 6
to this Agreement.

24.

Centrum sa zavazuje umoznit a Hlavny
skusajuci sa =zavdzuje zabezpetit, aby
SkuSajici a ostatné osoby zahrnuté do
vgkonévania Klinickeho skusania (dalej len
"Clenovia Studijného timu") konali v stlade
s podmienkami tejto Zmluvy. Zmluvni partneri
nesti zodpovednost za &innost Clenov
Studijného timu. Centrum sa prostrednictvom
Hlavneho skusajuceho zavazuje zabezpedit,
Ze povodni aj novi Clenovia Studijného timu
st riadne preskoleni, kvalifikovani a vzdelani,
obzvlast, ze sa =zdCastiuju v3etkych
Skoliacich stretnuti o Klinickom skugani,
vratane Skoleni na spravnu klinickG prax
vyZzadovanych a zabezpe&ovanych
Spoloénostou (Clenovia studijného timu viak
nemusia $kolenie na spravnu klinicki prax
absolvovat, ak sa preukazu certifikatom z
absolvovaného skolenia spravnej klinickej
praxe nie star§im ako 3 roky odo dia zacatia
Klinického skusania). Spoloénost ma pravo
odmietnut  konkrétnych Clenov $tudijného
timu, ak sa Spoloénost domnieva, Ze nie su
prislusne vzdelani a / alebo kvalifikovani.
Clenovia &tudijného  timu su  jednak
zamestnanci Centra a jednak dal3ie osoby
stojace mimo Centrum, ak budi Hlavnym
skuSajucim zaradené do Studijného timu
(napr. Skusajuci vykonavajlci Ciastkovu cast
Klinického  skuSania mimo  Centrum).
Clenovia $tudijného timu a Hlavny skusajci
sa budd =zdEasthnovat Skoleni, ktoré v
suvislosti s Klinickym skusanim pre tieto
osoby Spolo¢nost zorganizuje a Centrum je
povinné takdato Géast umoZnit. Spoloénost
alebo Alexion Pharmaceuticals, Inc. nahradi
primerané cestovné a ubytovacie naklady
sUvisiace so vzdelavanim podla tohto ¢lanku,
ak to bude potrebné, ale za uast na tomto
vzdelavani nendlezi subjektom ani nikomu
inému na strane Zmluvnych partnerov Ziadna
odmena (s vynimkou odmeny Hlavnému

skusajicemu z titulu jeho prip. role
koordinujiceho skisajuceho).

Hlavny ska3ajuci zabezpe&i preplatenie
nahrad subjektom klinického skuasania;

finanéné prostriedky na tento ucel budu
odovzdané Hlavnému skuSajucemu. O
vyplateni finanénych prostriedkov subjektom
klinického skusania bude viest Hlavny
skusajlci dokumentaciu vo formate, ktory urdi
Spolo€nost; dokumentaciu Hlavny skusajuci

2.4,

The Center shall allow and the Principal
Investigator shall ensure that the
Investigators and other persons involved in
the Clinical Study (hereinafter referred to as
“Study Site Staff Members”) comply with
the terms and conditions of this Agreement.
The Contracting Partners shall be
responsible for activities carried out by
Study Site Staff members. The Center shall
ensure through the Principal Investigator
that original and new Study Site Staff
Members are appropriately trained,
qualified and educated, in particular that
they participate in all training sessions
regarding the Clinical Study, including any
good clinical practice training required and
organized by the Company (Study Site Staff
Members, who have a good clinical practice
certificate that is not older than 3 years as
of the first day of the Clinical Study, are not
required to participate in good clinical
practice training). The Company shall have
the right to reject specific Clinical Study Site
Staff Members, if the Company deems
them not appropriately educated and/or
qualified. Members of the Study Site Staff
are both employees of the Center and other
persons outside the Center if they are
included in the Study Site Staff by the
Principal Investigator (e.g. an Investigator
conducting part of the Study outside the
Center). Study Site Staff Members and the
Principal Investigator shall attend trainings
organized for them by the Company in
connection with the Clinical Study, and the
Center shall allow such persons to attend.
The Company or Alexion Pharmaceuticals,
Inc. 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 on part of
the Contracting Partners for attending such
trainings  (with the exception of
remuneration to the Principal Investigatorin
his potential role of coordinating
investigator).
The Principal Investigator shall, with the
assistance of the Principal Investigator,
reimburse the subjects of the clinical trial;
the funds for this purpose shall be
transferred to the Principal Investigator.
The Main Investigator will keep the
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kedykolvek
Spoloénosti.

na  poziadanie  predlozi

documentation in the format specified by
the Company for the payment of funds to
the clinical trial  subjects; the
documentation will be made available to
the Company Provider at any time upon
request.

L o i 2.5. The Center shall make it possible for the
2.5. Centrum sa zavdzuje umoznit Hlavnému Principal Investigator, Investigators and
skusajucemu, ~ Skusajucim  a Clenom Study Site Staff Members, as required, to
Studijného  timu, zuUcCastiiovat sa podfa participate in Investigators' meetings and
potreby gtrelnutla ) skt_xsajucfch_ a teleconferences held in the course of the
telekonferencii uskutoCniovanych v priebehu Clinical Study to the extent requested by
Klinického skusania v rozsahu pozadovanom the Company.
Spoloénostou.
. . 2.6. Any subcontracting of any of the Center's or
26. Kazdé uzatvorenie subdodavatelskej zmluvy, Principal  Investigator's  renumeration
ktorej predmet plnenia tretej strany sa bude obligations, under this Agreement to a third
tykat kt?rejkcrvek z p_ovinngsti Centra alebo party requires the prior written consent of
platobnych povinnosti  Hlavného the Company. Granting of such consent
skuéajl.'!ceho, na zékl_adg tejto Zmluu{y si shall be within the Company’s sole
vyzaduje predchadzajuci pisomny suhlas discretion. The Sponsor hereby agrees to
Zadavatela alebo Spolocnosti. Udelenie perform a local test of the eGRF and hCG
takéhoto suhlasu je na vyluénom rozhodnuti parameters from serum and a kidney
Zadavatela. Zadavatel / Spoloénost’ dava blopsy Sample through CYTOPATHOS
tymto suhlas na vykonanie lokalneho spol. s.r.0., Kutuzovova 23, Bratislava 831
vySetrenia parametrov eGRF a hCG zo séra 03. The remuneration to be paid by the
ana odber biopsie obliciek Center or a Principal Investigator to a third
prostrednictvom CYTHOPATOS spol. s.r.o., party has already been included in the
sidlom Kutuzovova 23, Bratislava 831 03. remuneration under Art. 4 of this
Odmena, ktorti bude Centrum, alebo Hlavny Agreement. In the case that such
skasajuci platit tretej strane, je uz zahrnuta v Company’s consent is granted, the Center
odmene podla ¢l. 4 tejto Zmluvy. V pripade shall, or the Principal Investigator
udelenia  takchalo suhlasu zo  strany (whichever Contracting Party is paying the
Zadavatela Centrum, alebo Hlavny skuasajuci third party):
(podla toho, ktord zmluvna strana bude platit
tretej strane)
. L. . 2.6.1. make sure that an entity to which it assigns
2.6.1. je povinné zabezpeit u subjektu, na its obligations observes the terms and
ktoreho  svoju  povinnost  prenasa, conditions (a) that are relevant to the nature
dodrziavanie podmienok, (a) ktoré su of requested services and similar to the
vzhfadom k charakteru pozadovanej sluzby terms and conditions of this Agreement,
relevantné a podobne podmienkam tejto including — without limitation - the timelines
Zmluvy vratane, avsak nielen, lehdt na for fulfilling obligations, (b) based on which
pinenie povinnosti, (b) na zaklade ktorych the third party shall assign all rights with
tretia strana postupi vSetky prava k regard to the results of its performance/the
vysledkom svojej Cinnosti /  Klinickeho Clinical Study to the Center or Principal
skdsania na Centrum, alebo Hlavneho Investigator or the Company and (c) based
skusajuceho_, alebo Spolocnost a (c) podfg on which the third party shall allow the
ktorych tretia strana umozni Spoloénqsn Company or third parties contracted by the
alebo tretim stranam Zmluvne opravnenym Company and competent regulatory
Spoloénostou a prisludnym regulagnym authorites to perform  audits and
turadom vykonanie auditov a inSpekcii u inspections at such a third party’ site,
takejto tretej strany, o si¢asne neznamena whereas this shall not limit the Center’s or
obmedzenie povinnosti  Centra,  alebo Principal Investigator's obligations with
Hlavného skdsajiceho vo vztahu k auditom respect to audits and inspections: and
a inpekcie; a
L . , 2.6.2. be responsible for due performance of all
26.2. bude niest zodpovednost za riadne subcontracted duties.
plnenie vsetkych povinnosti, ktoré budu

predmetom subdodavatelskych zmiuv.
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2.7. Zmluvni partneri sa zavazuju vynaloZit vietko

usilie na zaradenie subjektov sku3ania do
Klinického skisania v sllade s poziadavkami
na zaradovanie a lehotami ustanovenymi v
Protokole. Suc¢asné lehoty vztahujuce sa k
vykonavaniu  Klinického  skiSania  su
nasledovné:

2.7

The Contracting Partners agree to make
maximum efforts to enroll Study Subjects in
the Clinical Study in accordance with the
inclusion requirements and timelines set
forth in the Protocol. The current timelines
for conducting the Clinical Study are as
follows:

2T,

Podrobnosti o nabore subjektov skusania,
vr. poétu a lehét, zdznamoch a dalsie pravidla
platné pre Klinické skusanie si uvedené v
prilohe &. 6 tejto Zmluvy. Nabor subjektov
skiSania sa vZdy riadi  aktualnymi
podmienkami Protokolu.

2.71.

Details of recruiting study subjects, incl. the
quantity and deadlines, records and other
rules applicable to the Study are set forth in
Annex No. 6 to this Agreement.
Recruitment of Study Subjects shall always
be governed by current terms and
conditions of the Protocol.

2.7.2. Hlavny skusajuci a Centrum suhlasia, Ze

Spoloénost moéze jednostranne kedykolvek
zmenit po&et subjektov sk3ania, ktorych
Hlavny ska3ajuci do Klinického skdsania
moze zaradit a/alebo ¢asovy harmonogram
naboru, a to prostrednictvom vydania
prislusného pokynu ku Klinickému skusaniu.
Takyto pokyn sa nebude vztahovat na uz
zaradenych subjektov skiSania.

22

The Principal Investigator and Center agree
that the Company may unilaterally change
the number of Study Subjects that the
Principal Investigator shall include in the
Clinical Study and/or the recruitment
timeframe by issuing a relevant instruction
for the Clinical Study. Such an instruction
shall not concern the already included
Study Subjects.

238.

Hlavny ski3ajlci sa zavazuje do Klinického
skuSania =zaradit iba riadne spdsobilé
subjekty skuasania v sulade s Protokolom a
oznamit zaradenie subjektu skiSania do
Klinického skuSania s uvedenim Cisla
rozhodnutia o Klinickom skusani a datumu
zaradenia subjektu skusania do Klinického
skudania zdravotnej poistovni vykonavajlcej
verejné  zdravotné poistenie  subjektu
sku$ania bezodkladne po zaradeni subjektu
skusania do Klinického skdsania v sulade s
ustanovenim § 44 pism. o) zakona o liekoch.

2.8.

The Principal Investigator agrees to include
in the Clinical Study only such Study
Subjects that are duly suitable for the
Clinical Study in compliance with the
Protocol and announce the inclusion of the
Study Subject to the Clinical Study
specifying the decision number of the
Clinical Study and the date of inclusion of
the Study Subject in the Clinical Study to
the health insurance company conducting
the Public Health Insurance of Study
Subject immediately after inclusion of the
Study Subject to Clinical Study in
accordance with the provisions of Section
44 letter o) of the Pharmaceuticals Act.

29.

Zmluvni partneri sa zavazuju zabezpetit, Zze
Klinické skasanie bude vykonavane v stlade
s povolenim vydanym v zmysle Nariadeni
Statnym ustavom pre kontrolu liegiv/etickou
komisii. Zmluvni partneri sa zavazujl
poskytnat Spoloénosti su€innost pri priprave
dokumentov  tykajicich sa  Klinického
skusania a odovzdat Spolocnosti alebo tretej
strane urdenej Spolocnostou bezodkladne
vietky wvyhlasenia potrebné na povolenie
Klinického skusania regulaénymi organmi a /
alebo etickou komisii, vratane avsak nielen (i)
Vyhlasenie o finanénych zaujmoch, (ii) CV a
(iiiy potvrdenie o zodpovedajicom vybaveni
miesta skisania. Zmluvni partneri  sa
zavazuju  zabezpeéit, Ze  poskytnuté
dokumenty tykajice sa Klinického skusania
su Uplné a spravne. Napriklad, Vyhlasenie o
finanénych zaujmoch musi obsahovat vietky
finanéné vztahy medzi Hlavnym sku$ajicim a

2.9.

The Contracting Partners agree to ensure
that the Clinical Study shall be conducted in
compliance with the approval issued under
the Regulation by the State Institute for
Drug Control /ethics committee. The
Contracting Partners agree to cooperate
with the Company in preparing documents
concerning the Clinical Study and to
immediately provide the Company or a third
party specified by the Company with all
declarations necessary for the approval of
the Clinical Study by regulatory authorities
and/or ethics committee, including without
limitation, if applicable, (i) Financial Interest
Declarations, (ii) CVs and (iii) confirmation
of adequate study site facilities. The
Contracting Partners shall ensure that the
provided Clinical Study documents are
complete and correct. For example, the
Financial Interest Declarations shall contain
all financial relations between, and financial
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ktorymkolvek Clenom $tudijného timu, a ich
finanéné  zaujmy, na jednej strane
a Zadavatelom, Spoloénostou alebo
ktoroukolvek spolo&nostou prepojenou so
Zadavatelom, na strane druhej, vratane -
avsak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z
nich od Zadavatela, Spolo¢nosti alebo
ktorejkolvek zo spoloénosti prepojenych so
Zadavatelom za konzultacné ginnosti alebo
iné sluzby nepokryté touto Zmluvou.
Potvrdenia o finanénych zaujmoch budud
podla poZiadavky Spoloénosti v mene
Zadavatela predlozene v priebehu Klinického
skusania, pri jeho zmene a jeden rok po
skonéeni Klinického ska3ania. "Prepojenou
osobou" je akakolvek pravnicka osoba alebo
spolo¢nost, ktora (a) je oviadanou osobou v
zmysle § 66a ods. 1 Obchodného zakonnika,
(b) je ovladajucou osobou v zmysle § 66a ods.
2 Obchodného zakonnika, (¢) je osobou
ovladanou tou istou ovladajlcou osobou, (d)
je ¢lenom tej istej skupiny, alebo (e) ktora
priamo alebo nepriamo, prostrednictvom
jedného alebo viacerych sprostredkovatelov,
vykonava kontrolu, je kontrolovana alebo je
pod spoloénou kontrolou so Zmluvnou
stranou. Vo wvztahu k Spoloénosti je
Prepojenou osobou aj Alexion
Pharmaceuticals, Inc. a spoloénosti zo
skupiny Alexion.

interests of, the Principal Investigator and
any Study Site Staff Member, on one hand,
and the Sponsor, the Company 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, the Company or
any of the Sponsor's affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations shall be submitted in the
course of the Clinical Study, upon a change
in the Clinical Study and one year after
completion of the Clinical Study as the
Company on behalf of the Sponsor may
require. “Affiliate” shall mean any legal
entity or company, which (a) is a controlled
person pursuant to Section 66a para. 1 of
the Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
the Commercial Code, (c) is a person
controlled by the same controlling person,
(d) is a member of the same group, or (e)
which directly or indirectly, through one or
several intermediaries, controls, s
controlled by or is under joint control with a
Contracting Party. With respect to the
Company, Alexion Pharmaceuticals, Inc.
and the Alexion Group companies are also
Affiliates.

2.10.Hlavny ska$ajuci sa zavazuje vietky subjekty
skudania sposobom zodpovedajucim GCP
informovat o cieloch, metoddach,
predpokladanych prinosoch a potencialnych
rizikdch Klinického skusania a o okolnostiach,
za ktorych by ich osobné tdaje mohli byt
spristupnené Spolocnosti, jeho Prepojenym
osobam, prislusnym  organom, tretim
stranam, ktoré poskytuju sluzby Spolo€nosti a
/ alebo etickym komisiam. Hlavny skusajuci
sa zavazuje zabezpecit, Ze subjekty skusania
sa zucastnia Klinického sku3ania aZz potom,
¢o podpidu informovany suhlas subjektu
skusania poskytnuty Spoloénostou. Hlavny
skusajlci uchova original takého suhlasu v
zdravotnickej dokumentécii subjektu
skudania a druhy original odovzda subjektu
klinickeho skudania. Ak subjekt skisania svoj
stuhlas v priebehu Klinického skugania
odvola, Zmluvni partneri nesmu vo vztahu k
tomuto subjektu vykonat Ziadne dalsie
postupy v ramci Klinického skdsania okrem
pripadnych opatreni tykajucich sa dalSieho
sledovania predpisanych Protokolom, s
ktorymi subjekt sku3ania suhlasil. Nasledna
lietba subjektu, ktora nesuvisi s Klinickym
skusanim, je vyhradnou lekarsku
zodpovednostou a pravnou zodpovednostou
Zmluvnych partnerov.

2.10.

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

2.11.Zmluvni partneri sa zavazuju zabezpetit, Ze

subjektom ska§ania zaradenym do Klinického
skudania sa v Centre nebudl podavat iné
neregistrované lieky podla § 46 zakona o
lieskoch a v zmysle Vyhlasky Ministerstva
zdravotnictva SR ¢. 507/2005 Z.z., ktorou sa

upravuju  podrobnosti o  povolovani
terapeutického pouzitia hromadne
vyrabanych liekov, ktore nepodliehaju

registracii, a podrobnosti o ich uhrade na
zaklade verejného zdravotného poistenia, ani
sa nebudu zucéasthovat iného klinického
skasania, pri ktorom by subjekty skuSania
dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinickeho
sku$ania bez predchadzajuceho pisomneho
sthlasu Spolo€nosti.

a2 i

The Contracting Partners shall ensure that
the Study Subjects included in the Clinical
Study do not receive other unregistered
medicinal products according to Section 46
of the 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 Study in which the Study
subjects would use medicinal products not
registered in the Slovak Republic in the
course of the Clinical Study without the prior
written consent of the Company.

2.12.Ak pocas Klinického sku3ania v Centre dojde

k poskodeniu zdravia subjektu skuSania,
Zmluvni partneri sa zavazuji informovat o
kazde] takejto wudalosti Spolognost (i)
zaznamenavat a dokumentovat vsetky
neZiaduce udalosti, pokial nie je v Protokole
alebo inych pokynoch Spolo¢nosti uvedene
inak: a (i) v pripade zavaZnej neZiaducej
udalosti bez zbytoéného odkladu, najneskar
véak do 24 hodin po tom, ako sa o nich
dozvedeli, pokial Protokol nestanovuje, ze v
pripade urgitych zavaznych neziaducich
udalosti sa okamzité hlasenie nevyZaduje.

Povinnost hlasit neziaduce udalosti sa
vztahuje aj na chyby v liecbe, tehotenstvo a
pouzitie, ktoré nie je uvedené v Protokole,
vratane nespravneho pouZitia alebo zneuzitia
produktu.

Ak sa Hiavny sku3ajlci dozvie o zavaznej
neziaducej udalosti, o ktorej sa predpoklada,
Ze pricinne slvisi so Skusanym liekom, a
ktora sa vyskytne po ukoncéeni Klinického
skisania u subjektu lie€eného Hlavnym
skusajucim, Hlavny skusajlci bez zbytocného
odkladu oznami tato zavaznu neZiaducu
udalost Spoloénosti.

Pri urCovani, &i je neZiaduca udalost
neziaducim G&inkom, sa musi zvazit, &i
existuje primerana pravdepodobnost
stanovenia  pri¢innej  suavislosti  medzi

udalostou a Skasanym liekom na zaklade
analyzy dostupnych dokazov.

Zmluvni partneri su si vedomi povinnosti
Spolognosti  oznamovat podozrenie na
neotakavané zavazne nezZiaduce ucinky
prislusnym organom podla ¢lanku 42

212,

If in the course of the Clinical Study at the
Center Study Subjects' health is harmed,
the Contracting Partners shall inform the
Company of any such event (i) record and
document all adverse events, unless
otherwise specified in the Protocol or other
instructions from the Company; and (ii) in
case of any serious adverse event without
undue delay, but no later than 24 hours
after becoming aware of them, unless the
Protocol provides that immediate reporting
is not required for certain serious adverse
events.

The obligation to report adverse events also
applies to medication errors, pregnancy
and uses not specified in the Protocol,
including misuse or abuse of the Product.

If the Principal Investigator becomes aware
of a serious adverse event believed to be
causally related to the Study Drug that
occurs after the completion of the Clinical
Study in a subject treated by the Principal
Investigator, the Principal Investigator shall
report the serious adverse event to the
Company without undue delay.

In determining whether an adverse event is
an adverse reaction, consideration shall be
given to whether there is a reasonable
likelihood of establishing a causal
relationship between the event and the
Study Drug based on an analysis of the
available evidence.

The Contracting Partners are aware of the
obligation of the Company to report
suspected unexpected serious adverse
reactions to the competent authorities
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Nariadenia a zavazuji sa
maximalnu moznu uéinnost.

zabezpedit’

2.13.Zmluvni partneri budd vzdy spolupracovat so

Spolo¢nostou pri jeho hlaseniach v3etkych
podozreniach na neotakdvané zavainé
neziaduce uginkov produktov alebo liekov
SUKL, Etickej komisii, prislusnej zdravotnej
poistovni vykonavajicu verejné zdravotneé
poistenie  subjektu  skdSania, pripadne
prislusnym organom ¢&lenskych Statov, na
ktorych Uzemi sa vykonava multicentrické
klinické skasanie, a v pripade ak to stanovuju
pravne predpisy alebo o to poZiada
Spolo¢nost, poskytnt prisludnym organom aj
pozadované informacie. Zmluvni partneri su
povinni poskytovat Spolo¢nosti stuéinnost s
plnenim povinnosti tykajucich sa hlaseni
neziaducich ucinkov.

2.13.

under Article 42 of the Regulation and
undertake to ensure maximum possible
efficiency.

The Contracting Partners shall always
cooperate with the Company in his reports
of all serious adverse events and
unexpected serious adverse reaction 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
muiticenter Clinical Study, and in case it is
stipulated by the legislation or required by
the Company, will provide to the relevant
authorities also requested information. The
Contracting Partners are obliged to
cooperate with the Company in reporting
adverse effects.

2.14.Zmluvni partneri sa zavazuju bez zbytoéného

odkladu  zodpovedat  vietky  otazky
Spolo¢nosti  alebo  o0séb  poverenych
Spoloénostou tykajice sa dokumentéacie
neZiaducej udalosti. Toto =zahfiia najma
aktivne nasledné sledovanie a objasnenie
prislusnych nezrovnalosti v hlaseniach
neZiaducich udalosti a udalosti tehotenstva.
Na ucel hlasenia neziaducich udalosti a
udalosti tehotenstva su Zmluvni partneri
povinni pouzivat formulare poskytnuté
Spoloénostou, ak také existuju.

2.14,

The Contracting Partners agree to
immediately answer any questions of the
Company or persons authorized by the
Company 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 Company, if applicable.

2.15.Pocas a po skonéeni Klinického skusania sa

zavazuji  Zmluvni  partneri  predloZif
Spolocnosti vsetky dokumenty prijaté od
statnych organov, etickej komisie a/alebo
prislusnych regulacnych organov tykajlce sa
akychkolvek suhlasov alebo povoleni alebo
prislusnej komunikdcie o bezpeénosti vo
vztahu ku Klinickému skasaniu do 24 hodin
od ich obdrzania.

2.15.

During and after completion of the Clinical
Study, the Contracting Partners shall
submit to the Company 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
Study within 24 hours following their
receipt.

2.16.Zmluvni

partneri sa zavazuju pouzivat
Skusany liek vyluéne na ucely vykonavania
Klinickeho skusania a iba spodsobom
Specifikovanym v Protokole. Zmluvni partneri
st zodpovedni za riadne prijimanie,
pouzivanie, nakladanie, skladovanie a
vedenie dokladnej a presne] evidencie
zaobchadzania so Skusanym liekom v
priebehu Klinického sku$ania v sllade s
poZiadavkami spravnej klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju vratit
alebo zabezpedit riadnu likvidaciu
nepouzitého SkuSaného lieku, ak si
Spoloénost likvidaciu vyZiadala (na naklady
Spolocnosti), a tato likvidaciu riadne

2.16.

The Contracting Partners agree to
use the Study Drug exclusively for the
purposes of conducting the Clinical Study
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 Study Drug in
the course of the Clinical Study pursuant
to the requirements of good clinical
practice, good pharmacy practice and the
Protocol. The Contracting Partners agree
to return any unused Study Drug or
properly liquidate any unused Study Drug,
provided that the Company requested
such liquidation (at the expense of the
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zdokumentovat. V pripade naéatého a
nespotrebovaného Skusaného lieku, ktorého
forma podania je infuzia, zaistia Zmluvni
partneri likvidaciu ihned po priprave &i Gprave
Skasaného lieku.

Priprava liekov klinického skisania bude
prebiehat na onkologickom oddeleni Centra,

Company), and properly document such
liquidation. The Contracting Partners shall
immediately liquidate any unfinished or
unused Study Drug administered by
infusion immediately after its preparation
or modification.

The preparation of Study drugs will take
place in oncology department of the
Center.

2.17.Centrum sa

tymto zavdzuje zabezpecit
uskladnenie, pripravu, kontrolu a distribticiu
Skasaného lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vieobecne
zavaznymi pravnymi predpismi a v sulade so
vietkymi ustanoveniami pokynov pre klinické
skasanie liekov Statneho tstavu pre kontrolu
lieCiv. Zmluvni partneri nebudu vyzadovat
zaplatenie Skusaného lieku alebo akejkolvek
sluzby hradenej Alexion Pharmaceuticals,
Inc. podla tejto Zmluvy od subjektu sktigania
alebo od tretej strany, ako je napriklad
zdravotna poistovia.

2.17. The Center hereby agrees to ensure that

the Study Drug is stored, prepared,
inspected and distributed in compliance
with the Protocol, the applicable law and all
provisions of the instructions for the Clinical
Studies issued by the State Institute for
Drug Control. The Contracting Partners
shall not charge any Study subject or third
party, such as a health insurance company,
for the Study Drug or for any services paid
for by the Alexion Pharmaceuticals, Inc.
under this Agreement.

2.18.Centrum sa zavazuje menovat dostatogny

poéet zastupcov, ktori spliaju kvalifikaéné
pozZiadavky na vykon povolania farmaceuta
alebo farmaceutického laboranta v zmysle
zakona ¢. 578/2004 Z.z, o poskytovateloch
zdravotnej starostlivosti,  zdravotnickych
pracovnikoch, stavovskych organizaciach v
zdravotnictve a o zmene a doplneni
niektorych zakonov, v zneni neskor$ich
predpisov a v zmysle nariadenia vlady &.
296/2010 Z.z. o odbornej sposobilosti na
vykon zdravotnickeho povolania, spdsobe

dalsieho vzdelavania zdravotnickych
pracovnikov, sustave $pecializaénych
odborov a sustave certifikovanych

pracovnych <¢innosti, v zneni neskorsich
predpisov. Tito zastupcovia budi zodpovedni
za nakladanie so Skasanym liekom a za
vedenie suvisiacich zaznamov a
dokumentacie. lhned po vymenovani tohto
zastupcu alebo zastupcov, oznami Centrum
Spolo¢nosti pisomne meno a priezvisko
poverenych o0séb spolu s prisludnymi
kontaktnymi informaciami. Tito zastupcovia
budi Clenmi Studijného timu. Centrum sa
zavazuje, Ze jeho lekaref bude v sllade s
nariadenim EU 2016/161 z 2. oktobra 2015
vykonavat overenie ochrannych prvkov a
vyradenie jedineéného identifikatora u liekov
poskytovanych lekarfiou a hradenych
Zadavatelom prostrednictvom Spolo&nosti,
ak tieto lieky (i) budu opatrené ochrannymi
prvkami a (ii) ich jedineény identifikator este
nebude vyradeny. Centrum vyda Subjektom
skiSania sprievodny liek meningokova
vakcina a profylaktické antibiotikd pocas
Klinického sku3ania. Podavanie tohto lieku

2.18.

The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position of
a pharmacist and pharmacist laboratory
assistance pursuant to Act No. 578/2004
Coll., on healthcare providers, healthcare
workers, health organizations, and
amendments to certain acts, as amended,
and 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 Study Drug and for keeping
related records and documentation.
Immediately after the appointment of the
representative(s), the Center shall notify
the Company in writing about the first and
last name and contact details of such
appointees. These representatives will be
members of the Study Site Staff. The
Center undertakes, in accordance with EU
Regulation 2016/161 of 2 October 2015, to
carry out the verification of security features
and the removal of the unique identifier of
drugs provided by the phammacy and
reimbursed by the Company on behalf of
the Sponsor if these drugs (i) are provided
with security features and (i) their unique
identifier is not yet discarded. The Center
will issue meningococcal vaccine and
prophylactic antibiotics to Study Subjects
during the Clinical Trial. The administration
of this medicine to the Trial Subject will be
carried out in accordance with the Protocol.
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Subjektom ski3ania sa bude uskutoériovat v
sulade S Protokolom. Alexion
Pharmaceuticals, Inc. uhradi Centru cenu
tohto lieku vydaného Subjektom skusania
polroéne pozadu s 30-dfiovou splatnostou
faktury, pricom cena nesmie presiahnut sucet
maximalnej ceny wvyrobcu a obchodnych
prirazok stanovenych cenovym predpisom
Ministerstva zdravotnictva. Centrum/Hlavny
skusajuci bude viest zaznamy o tomto lieku
podla poziadaviek Spolo¢nosti. Centrum sa
zavdzuje v sulade s Nariadenim EU 2016/161
z 2. oktébra 2015 wvykonat overenie
ochrannych prvkov a vyradenie jedine¢ného
identifikatora tohto lieku dodaného Centrom a
uhradzaného Alexion Pharmaceuticals, Inc.
za predpokladu, Ze tento liek bude vybaveny
ochrannymi prvkami a jeho jedineény
identifikator eSte nebol vyradeny. Centrum sa
zavazuje zabezpecit oznacenie lieku v stlade
s platnymi predpismi, najma s Clankom 67 a
prilchou VI nariadenia EU €. 536/2014.

Alexion  Pharmaceuticals, Inc.  will
reimburse the Center for the price of this
drug issued by the Trial Subject six months
in arrears with a 30-day invoice due date,
while the price may not exceed the sum of
the manufacturer's maximum price and
trade mark-ups determined by the price
regulation of the Ministry of Health. The
Center/Principal Investigator will maintain
records of this drug as required by the
Company. The Center undertakes, in
accordance with EU Regulation 2016/161
of October 2, 2015, to verify the protective
elements and discard the unique identifier
of this medicine supplied by the Center and
paid for by Alexion Pharmaceuticals, Inc.,
provided that this medicine will be equipped
with protective elements and its unique
identifier has not yet been discarded. The
Center undertakes to ensure the labeling of
the medicine in accordance with applicable
regulations, in particular with Article 67 and
Annex VI of EU Regulation No. 536/2014.

2.19.Hlavny skusajuci sa zavdzuje odoberat

Skasany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdd jednotlivi
navstevu subjektu skusania.

. The Principal Investigator agrees to draw

the Study Drug in compliance with the
Protocol and in doses required for every
visit of the Study Subject.

2.20.Kedykolvek o to Spoloénost poziada,

zavazuju sa Zmluvni partneri podat hlasenie
o postupe v Klinickom skusani v Centre
vratane udajov o zaradovani subjektov
skusania.

. The Contracting Partners agree to report on

the progress of the Clinical Study at the
Center, including information about the
enrolment of Study Subjects, upon the
Company's request.

p_— e

.Hlavny sku3ajlci je povinny zhromazdovat
udaje a vkladat ich do 5 pracovnych dni od
ich vytvorenia do elektronickych
zaznamovych listov (dalej len “CRF") v stlade
s nalezitostami stanovenymi v Protokole.
Hlavny skuiSajici sa zavazuje pravidelne
odovzdavat Spoloénosti CRF a vietku
dokumentaciu vyZzadovanu Protokolom, aby
ich Spolognost mohol priamo alebo
prostrednictvom iného subjektu priebeZne
spracovavat. V pripade omeskania dlhsom
ako 10 pracovnych dni s vkladanim tGdajov je
Spoloénost  opravneny, na  zaklade
pisomného oznamenia doru¢eného
Hlavnému skusajucemu, zastavit
zaradovanie subjektov ski3ania Hlavnym
skusajucim az do doby, kedy bude vkladanie
udajov aktualizované. Pokial bude mat toto
za nasledok omeskanie v zaradovani
subjektov skaania, Spolo€nosti prinaleZia
prava stanovené v &l. 12.4 tejto Zmluvy.
Zmluvni partneri sa zavazuju poskytovat
suCinnost pri bezodkladnom objasnovani
akychkolvek otazok tykajucich sa udajov v
CRF a venovat sa tymto otazkam a
zodpovedat' ich najneskor v lehote 5 (piatich)

. The Principal Investigator must collect data

and enter it 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 Company so that the Company 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 Company shall have the
right by giving written notice to the Principal
Investigator to stop the recruitment of Study
Subjects by the Principal Investigator until
data entering is up to date. If this results in
a delay with recruiting Study Subjects, the
Company shall have the rights set forth in
Article 12.4 of this Agreement. 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 Company may request
answers sooner than that due to key
Clinical Study milestones, such as a clean
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pracovnych dni. Spoloénost méze pozadovat
odpovede aj v kratSom Gasovom useku s
ohfadom na klicové S&tadid Klinického
ska$ania, ako napr. &ista databaza. Zmluvni
partneri sa dalej na Ziadost Spoloénosti
zavazuju poskytovat primeranu suginnost' pri
priprave celkovej spravy o Klinickom skasani.
Centrum zabezpe&i, 2e CRF nebudu
pristupné nikomu inému ako Clenom
Studijného timu a Hlavnému skigajicemu a
pristup k nim, ak budu v elektronickej podobe,
bude chraneny pristupovym menom a heslom
pecifickym pre kazdého z urgenych Clenov
Studijného timu.

database. Furthermore, the Contracting
Partners agree to reasonably assist in
preparing the overall Clinical Study report
upon the Company's request. The Center
shall ensure that CRFs shall not be
available to any persons other than Study
Site Staff Members and the Principal
Investigator and that access to CRFs, if
they are in electronic form, shall be
protected by username and password
specific to each of designated Members of
the Study Site Staff.

2.22 Hlavny sku$ajuci je povinny zabezpedit, ze
vietky CRF poskytnuté Spolognosti su
pravdivo, presne a riadne vyplnené a Ze su
vernym odrazom skutoénych vysledkov
Klinického skusania. Hlavny skusajlci sa tiez
zavazuje odovzdat Spoloénosti  képie
véetkych sprav, vratane vietkych aktualizacii
a zmien, ktoré si vyZiadala eticka komisia,

2.22. The Principal Investigator shall ensure that

all CRFs submitted to the Company are
true, complete, correct and accurate and
reflect the actual results of the Clinical
Study. The Principal Investigator also
agrees to provide the Company with copies
of all reports, including all updates and
changes, that were requested by the ethics
committee.

2.23.Zmluvné strany si uvedomuji povinnost
dodrziavat najma (ale nie vyluéne) ¢lanky 57
a 58 Nariadenia, ktoré upravuju zakladnu
dokumentaciu a jej archivaciu. Centrum sa
zavazuje uchovavat vietku elektronicku aj int
dokumentaciu, vratane zékladného
dokumentu (ako je definovany v ¢&lanku 57
Nariadenia) a zlozky SkaSajluceho, zoznamu
identifikaénych kédov subjektov skiania a
zdravotnej dokumentacie subjektov skisania
vztahujucej sa ku Klinickému skusaniu, ktoré
su vyzadované na zaklade ICH predpisov a
ostatnych prislusnych pravnych predpisov
upravujucich vykonavanie Klinického
skusania, po dlhsej z nasledujicich dvoch
déb: 1) dvadsatpéat (25) rokov od skon&eni
alebo preruseni Klinického skasania alebo 2)
akukolvek dih&iu dobu pre archivaciu
dokumentacie stanovenu prisludnymi
pravnymi  predpismi. Dokumentacia o
Klinickom skusani musi byt uchovavana na
vhodnom mieste a vhodnym spdsobom a
Centrum je povinné viest zaznamy o mieste,
kde je dokumentacia o Klinickom ska3ani
uchovavana, aby tato bola okamzZite k
dispozicii na pozZiadanie povereného
zastupcu  Spoloc¢nosti, etickej komisie,
auditora alebo prisluSnych tatnych organov.
Centrum je povinné Spolo¢nost informovat v
pripade, Ze planuje archivovat dokumentaciu
o Klinickom skusani v inych priestoroch ako
su tie, ku ktorym ma Centrum vlastnicke
alebo iné uzivacie pravo. Obsah Zakladného
dokumentu klinického skdsania sa archivuje
takym spbsobom, aby sa zabezpedilo, Ze je
na poZiadanie lahko dostupny a pristupny
prislusnym organom.
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2.23. The Contracting Parties are aware
of their obligation to comply in particular
(but not exclusively) with Articles 57 and
58 of the Regulation, which govern the
Clinical trial master file and its archiving.
The Center shall keep all electronic and
other documents, including without
limitation, the Clinical trial master file (as
specified in Article 57 of the Regulation)
and the Investigator's files, list of the Study
subjects identification numbers and Study
Subjects health documentation related to
the Clinical Study required by ICH
guidelines and applicable laws regulating
Clinical Study | performance for the longer
of the two following periods: 1) twenty five
(25) years after the end or suspension of
the Clinical Study or 2) any longer
documentation archiving period laid down
in applicable legal regulations. Clinical
Study documentation must be kept in a
suitable location and manner, and the
Center must keep record of the location
where Clinical Study documentation is
stored to ensure that it is readily available
upon the request of the Company's
appointed representative, the ethics
committee, an auditor or competent
authorities. The Center must notify the
Company in the event that the Center
plans to archive Clinical Study
documentation outside of its own
premises to which the Center has
proprietary or other right of use. The
content of the Clinical Trial Master File
shall be archived in such a way as to
ensure that it is readily available and




Zdravotnicka dokumentacia subjektov
skusania vedend Zmluvnymi partnermi sa
archivuje v stlade s vnutrostatnymi pravnymi
predpismi.

accessible to the competent authorities on
request.

Medical records of Trial Subjects
maintained by the Contracting Partners
shall be archived in accordance with
national legislation.

2.24 Zmluvni partneri su si vedomi, ze Spolo¢nost
alebo v jeho mene tretia strana dokladne
monitoruje vykonavanie Klinického skusania
a pravidelne navitevuje Centrum. Zmluvni
partneri sa zavazuju primerane podporovat
tieto monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Spolo¢nosti do
priestorov a k udajom podla potreby a dalej
sa zavazuju spolupracovat so Spoloénostou
alebo prisludnou tretou stranou v tomto
ohlade. Na Ziadost Spolocnosti su Hlavny
skusajuci a Clenovia Studijného timu povinni
sa zucastnit osobnej diskusie.

2.24.

The Contracting Partners understand that
the Company or a third party on behalf of
the Company closely monitors the
performance of the Clinical Study and
regularly visits the Center. The Contracting
Partners agree to appropriately support
such monitoring activities, including without
limitation, by providing the Company's
appointed representative with access to the
facilities and data as necessary and further
agree to cooperate with the Company or the
relevant third party in this regard. The
Principal Investigator and Study Site Staff
Members must participate in personal
discussions upon the request of the
Company.

2.25.Spoloénost a Statne organy, ako je napr. Urad
Spojenych 3tatov americkych pre potraviny a
lieky (dalej len “FDA") maju pravo vykonavat
audit alebo kontrolu zaznamov Zmluvnych
partnerov, ktorychkolvek inych dokumentacii
a priestorov suvisiacich s vykonavanim
Klinického skui$ania, a to kedykolvek v
priebehu a / alebo po dobu 25 rokov po
skonéeni  Klinického skiSania a bez
akychkolvek narokov Zmluvnych partnerov
na zvlastnu finanénd odmenu. Takyto audit
alebo kontrolu je Spoloénost povinny
primerane vopred ohlasit v pripade, Ze je
vykonavany Spoloénostou. Zmiuvni partneri
su povinni poskytovat Spolognosti, nim
poverenym zastupcom alebo vietkym
Statnym organom sucinnost pri plneni ich
tloh v sulade s Protokolom a podniknat
vietky primerane  kroky pozadované
Spoloénostou alebo Statnymi organmi na
ucely odstranenia nedostatkov zistenych
pocas auditu alebo kontroly.

2.25.

The Company and government authorities,
such as for example the United States of
America Food and Drug Administration (the
“FDA") have the right to audit or inspect the
Contracting Partners’ records, any and all
other documentation and the facility relating
to the Clinical Study at any time during the
Clinical Study and/or for another 25 years
after completion of the Clinical Study and
without the Contracting Partners' right to
special payment. The Company must
announce such audit or inspection
sufficiently in advance, provided that it is
carried out by the Company. The
Contracting Partners must assist the
Company, 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 Company or government
authorities to remedy deficiencies noted
during an audit or inspection.

2.26.Zmluvni partneri sa zavazuju, ze pocas a po
dobu 25 rokov od skonéenia Klinického
skisania umozZnia a budl podporovat vietky
kontroly zodpovednych 3tatnych organov bez
akychkolvek narokov na osobitni odmenu &i
nahradu. Zmluvni partneri sG  povinni
informovat Spoloénost o kazde] takejto
kontrole & zamere takuto kontrolu vykonat
ihned potom, ¢o sa o nich dozvedia. Zmluvni
partneri sa zavazuju umoznit, aby Spoloénost
mohla byt pritomna na kazdej kontrole
vykonavanej Statnymi  organmi  alebo
podobnymi indtiticiami. Pred vyjadrenim sa k

2.26.

The Contracting Partners shall, during and
for a period of 25 years after the Clinical
Study, allow and support any inspections of
responsible authorities without any right to
special payment or reimbursement. The
Contracting Partners must inform the
Company about any such inspection or the
intent to conduct such inspection as soon
as they become aware of it. The
Contracting Partners shall allow the
Company to be present at any inspection
conducted by authorities or similar
institutions. Prior to responding to the
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vysledkom takejto kontroly, ak nejaké budu,
st Zmluvni partneri povinni odpoved posudit
a prediskutovat so Spoloénostou. Zmluvni
partneri bez zbytoéného odkladu poskytnu
Spoloénosti kopie akychkolvek zisteni alebo
kontrol zodpovednych uUradov vo vztahu ku
Klinickému ska3aniu.

findings of any such inspection, if any, the
Contracting Partners must review and
discuss such response with the Company.
The Contracting Partners shall promptly
provide the Company with copies of any
findings or inspections of responsible
authorities in relation to the Clinical Study.

2.27.Zmluvni partneri nesma vedome vyuZivat

sluzby, bez ohladu na ich rozsah, Ziadnych
0s0b, ktorym bolo poskytovanie tychto sluzieb
zakazané FDA alebo ktorymkolvek inym
prislusnym organom v priebehu vykonavania
Klinického skusania. Zmluvni partneri dalej
zavazne vyhlasuji, Zze podla ich vedomosti
ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zucastnuju vykonavania Klinického skGsania,
nebolo zakazané vykonavat &innosti, ktoré sa
vykonavané v ramci Klinického skusania, zo
strany FDA alebo iného organu, ani podra ich
najlepsieho vedomia v suicasnosti neprebieha
Ziadne konanie tykajlice sa takéhoto zakazu
vo vztahu k tymto osobam, najmé na zaklade
nasledujucich pravnych predpisov: (i) United
States 21 USC § 335a alalebo (i) Hlavy 21
Code of Federal Regulaton § 312.70.
Zmluvni partneri sa zavadzuju v priebehu
Klinického skusania a po dobu 3 rokov po
jeho ukon&eni ihned informovat Spoloénost,
ak sa dozvedia, Ze sa zacne takéto konanie
vo vztahu k Hlavnému sku3ajicemu, Centru
¢i jeho zamestnancovi. Zmluvni partneri dalej
zaru€ujl a zavazuju sa, Ze podla ich
vedomosti nie su subjektom
predchadzajlcich ani prebiehajucich
vySetrovani, wvyziev, upozorneni alebo
nepodliehaju vykonu rozhodnuti organov
statnej spravy vztahujucich sa ku klinickym
skusaniam, ktoré by neboli oznamené
Spolocnosti. V  pripade, Ze nastane
skutoénost podla predchadzajlcej vety vo
vztahu ku Klinickému -skdsaniu, Zmluvni
partneri to bez zbytoéného odkladu oznamia
Spolognosti.

227

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 Study. 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 Study, have
been prohibited by the FDA or any other
competent authority to perform the
activities that are performed during the
Clinical Study, 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 Study
and for a period of 3 years after its
completion, the Contracting Partners agree
to promptly notify the Company of 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 not the subject of any past
or current investigations, inquiries,
warnings or enforced decisions of public
administration authorities that concern the
Clinical Study and have not been disclosed
to the Company. The Contracting Partners
shall notify the Company of the fact
described in the previous sentence without
undue delay.

2.28.V pripade, Zze Hlavny skdajlci v priebehu

Klinického skusania ukongi pracovnopravny
vztah s Centrom alebo nie je schopny plnit
povinnosti hlavného skusajuceho, Centrum je
povinneé o tejto skutocnosti informovat
Spoloénost bezodkladne potom, ako sa o tom
dozvie, a sGCasne navrhnat riadne
kvalifikovani osobu ako nového hlavného
skdsajluceho. Spoloénost ma pravo podat
namietku voei novému Hlavnému
skusajucemu. Centrum sa zavazuje s
vynalozenim maximalneho usilia poZzadovat
po novom hlavnom skusajucom, aby sa
pisomne zaviazal k dodrZiavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a

2.28.

In the event that the Principal Investigator
terminates his or her employment at the
Center, or is not able to meet obligations of
the principal investigator, the Center shall
inform the Company as soon as it learns
about it and shall propose a duly qualified
person acting as a new principal
investigator. The Company shall have the
right to object to such replacement. The
Center shall make maximum efforts to
require the new principal investigator to
agree in writing to the terms and conditions
stipulated in this Agreement. If the Center
and the Company are unable to agree on
the new principal investigator, the
Company shall have the right to terminate
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Spoloénost nie s schopni dohodnudt sa na
osobe nového hlavného skidsajuceho,
Spolo¢nost je opravnena vypovedat tato
Zmluvu v stlade s &l. 12.5 tejto Zmluvy. Aviak
ak novy hlavny skusajuci vybrany alebo
schvaleny Spoloénostou je ochotny prevziat
tato ulohu a pisomne sa zaviazal k
dodrZiavaniu podmienok dohodnutych v tejto
Zmluve, je Centrum povinné toto akceptovat
a dalej pokracovat v Klinickom sku3ani podla
tejto Zmluvy. Centrum a Hlavny skdSajtci su
povinni bezodkladne pisomne informovat
Spoloénost o vetkych zmenach, ktoré maju
vplyv na dostupnost zdrojov a / alebo Clenov

this Agreement in accordance with Article
12.5. However, if a new principal
investigator selected or approved by the
Company is willing to assume this task and
has made a written commitment to comply
with the terms and conditions agreed in this
Agreement, the Center shall accept this and
continue to conduct the Study under this
Agreement. The Center and the Principal
Investigator must immediately inform the
Company in writing about any and all
changes having an impact on the
availability of resources and/or Study Site
Staff Members conducting the Clinical

Studijného  timu vykonavajucich  Klinické Study.
skusanie.
. L 2.29. The Contracting Partners agree to inform
2.28.Zmluvni partneri sa zavazuju priamo a the Compan (PharmDr.  Zdenko
bezodkladne  informovat ~ Spolognost Nouzovsky, teLlildirecuy and
Dr. Zdenko Nouzovsky, tel. immediately in the case that a Study subject
alebo klorékolvek dalSie osoby participating in the Clinical ~ Study
oznamené Hlavnému skusajlicemu v pripade, announces or opines that his or her health
Ze subjekt skusania zdCasthujuci sa has been damaged due to his or her
Klinického skusania oznami &i vyjadri nazor, participation in the Clinical Study and that
Ze doslo k poSkodeniu jeho zdravia v he/she is therefore entitied to get financial
dosledku Gcasti na Klinickom skuasani, a ze compensation.
ma preto pravo na finanéné odskodnenie.
) - o . .. | 2.30. The Contracting Partners agree to allow
2.30.Zmluvni partneri sa zavazuju umoznit research organizations contracted by the
vyskumnym  organizaciam, ktore = maju Company or any of its Affiliates to exercise
uzatvorenu zmluvu so Spolotnostou alebo any of the Company’s rights and to perform
ktorejkolvek z Prepojenych oséb, aby v mene any of the Company's obligations under this
Spolognosti vykonavali ktorékolvek z prav a Agreement on behalf of the Company,
povinnosti Spolognosti na zaklade takejto provided that they have authorization or a
Zmluvy, v pripade, Ze sa preukaZu poverenim power of attorney to exercise the
Ci plnomocenstvom, z ktorého vyplyva ich Company's rights and to perform the
opravnenie vykonavat prava a povinnosti Company's obligations. The Contracting
Spoloénosti. Zmluvni partneri sa zavézuju Partners agree to cooperate with such
spolupracovat s takymito vyskumnymi research organizations.
organizaciami.
; . o .| 2.31. The Contracting Partners undertake to
2.31.Zmluvni partneri sa zavazuju poskytovat provide medical services to Study Subjects
zdravotne  sluzby subjektom  skisania, whose participation in the Clinical Study
v pripade Giastocného uzatvorenia Klinického closure of the Clinical Study, as well as to
skdsania, a dalej tiez subjektom skiSania subjects included in the post Clinical Study
zaradenym do nasledneho sledovania po follow-up in compliance with ethics rules.
skonCeni Klinického skd$ania, v sdlade s
etickymi pravidlami.
; 3 s .. .. | 232 In the case that the Clinical Study is a
232V pripade, Ze Klinicke skasanie je multicenter Clinical Study and the Principal
multicentricke Klinicke skusanie a Hlavny Investigator assumes the responsibility of a
skasajuci prebera zodpovednost coordinating investigator in addition to his
koordinujuiceho = skusajuceho navySe k or her own obligations under this
povinnostiam, kioré mu ‘vyplyvaju 2z tejto Agreement, the Principal Investigator shall
Zmluvy, Hlavny skasajuci je povinny prevziat assume all obligations set forth in separate
vSetky povinnosti, ktoré su stanovené v agreement.
osobitnej zmluve.
2.33. In the case that the Center, the Principal

2.33.V pripade, Ze pri Klinickom ski$ani pouziva

Centrum, Hlavny sku$ajuci alebo Clenovia
Studijného timu pristrojové vybavenie, ktoré

Investigator or Study Site Staff Members
use in the course of the Clinical Study
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vyZzaduje servis, kalibraciu alebo inti asobitnu
starostlivost, Centrum sa zavazuje udrziavat
také pristrojové vybavenie sposobilé riadnej
prevadzky, o ¢om je povinné Spolo&nosti na
vyZiadanie poskytnut zodpovedajlcu
dokumentaciu.

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 Company
upon the request of the Company.

2.34.Zmluvni partneri tymto vyhlasuju, Ze ich

prislusni  zamestnanci,  pracovnici  &i
zastupcovia, vratane Hlavného skusajiceho
a Clenov Studijného timu, dostatodne
rozumeji  slovenskému, Ceskému a
anglickému jazyku, takze v ramci plnenia tejto
Zmluvy mézu komunikovat a prijimat
akukolvek kore$pondenciu, dokumentaciu &
iné pisomnosti v ktoromkolvek z tychto troch

jazykov. V pripade moZného neporozumenia

konkrétnej casti textu Zmluvni partneri bez
zbyto¢ného odkladu tuto skutoénost oznamia
Spoloénosti a spoloéne potom
nezrozumitelny text objasnia. Zmluvné strany
sa dohodli, Ze akdkolvek korespondencia,
dokumentacia ¢ ind  pisomnost v
ktoromkolvek z vy8Sie uvedenych troch

jazykov bude povazovana za dorudenu

okamihom jej faktického dorucenia, a to bez
ohladu na pripadné vyssie uvedené rieenie
neporozumenia casti textu.

2.34.

The Contracting Partners hereby declare
that their respective employees, workers or
representatives, including Principal
Investigator and Study Site Staff Members,
have sufficient knowledge of Slovak, Czech
and English languages so that for the
purposes of performing this Agreement
they can communicate and receive any
correspondence, documentation or other
documents in any of the three languages. If
a specific part of text is not understandable,
the Contracting Partners shall notify the
Company appropriately without undue
delay and shall jointly clarify the
unintelligible text. The Contracting Parties
agree that any correspondence,
documentation or other document in any of
the above three languages shall be
deemed to have been delivered at the time
of its actual delivery, irrespective of any
potential solution to a misunderstanding of
part of the text.

CL.3. - Povinnosti

Article 3 - Obligations of

Spolocnosti the Company
. . , 3.1. The Company'’s contact persons regarding
3.1. Kontaktnymi osobami Spoloénosti vo vztahu the Clinical Study are:
ku Klinickému skasaniu su:
(PharmDr. Zdenko Nouzovsky, tel. 0903 757 (PharmDr. Zdenko Nouzovsky, tel. 0903
055) alebo ktorékolvek dalSie osoby 757 055) or any other person announced to
oznamené Hlavnemu skusajicemu. the Principal Investigator.
. ; 2 3.2. The Company agrees to provide the
32. SpoloCnost sa  zavazuje  Zmluvnym Contracting Partners with the Study Drug,
partnerom poskytnut bezpla_tne v mnozstve a necessary CRF templates, other
Casovych intervaloch na riadne vykonanie information and other drugs/placebo
Klinického = skasania ~ SkuSany liek, required for the performance of the Clinical
nevyhnutné vzory CRF a dalsie informacie a Study free of charge and in the quantity and
daldie lie¢ivo / placebo vyZadované na frequency necessary for proper
vykonavanie Klinického skusania, napr. performance of the Clinical Study, for
Prirucka skSajuceho a ich zmeny, nove example the Investigator’s Brochure and
verzie ¢i dalSie dokumenty. any updates, new versions or other
documents.
3.3.  The Study Drug (as well as any other drugs,

3.3

Skasany liek (ako aj dalsie liegivo, placebo,
ak je wvyZadované Protokolom) bude
dodavané na nasledujucu adresu:

placebo, if required by the Protocol) shall be
delivered to the following address:
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Univerzitna nemocnica Martin,
Transplantaéné centrum, Kollarova 2, 036 01
Martin

Univerzitna nemocnica Martin,
Transplantacné centrum, Kollarova 2, 036
01 Martin

34.

Skasany liek, nevyhnutné vzory CRF a dalsie
informacie vyzadované na vykonavanie
Klinickeho skuSania paskytnuté Centru su a
zostavaju vlastnictvom Spolognosti.
Spolo¢nost prehlasuje, Ze su splnene vietky
podmienky stanovene prisludnymi pravnymi
predpismi na oznacovanie (vratane na obale),
vyrobu (dovoz) dodavaného Skusaného lieku
a jeho distribtciu do Centra.

3.4.

The Study Drug, necessary CRF templates
and other information required for the
performance of the Clinical Study and
provided to the Center are and shall remain
the Company's property. The Company
declares that all conditions stipulated in
applicable laws regulating labelling
(including on packaging), the production
(import) of the provided Study Drug and the
distribution of the Study Drug to the Center
have been met.

3.5.

Spoloénost  sa  zavazuje  poskytovat
Hlavnému ska8ajicemu  prisludné nove
informacie o bezpecnosti tykajuce sa
Skusaneho lieku bez zbytoéného odkladu.

35.

The Company agrees to provide the
Principal Investigator with new information
regarding the safety of the Study Drug
without undue delay.

3.6.

Spolocnost sa zavazuje poskytnut Zmluvnym
partnerom na ucéely vyhradného pouzitia v
Klinickom skusani, a vybavenie uvedene v
prilche ¢. 5, kde su tiez uvedené blizsie
podmienky poskytnutia a uzivania vybavenia.
Zmluvni partneri poskytnu na ucely Klinického
skusania vybavenie uvedené v prilohe €. 5.
Materialy poskytnuté Zmluvnymi partnermi a
Spoloénostou na ugely Klinického skusania
su uvedené v prilohe €. 5.

3.6.

The Company agrees to provide the
Contracting Partners with for the purposes
of exclusive use in the Clinical Study, and
equipment set forth in Annex No. 5, in which
detail specification of the conditions of its
provision and use of the equipment is given.
For the purposes of the Study, the
Contracting  Partners  shall  provide
equipment listed in Annex no. 5. The
materials provided by the Contracting
Partners and the Company for the purposes
of the Study are listed in Annex No. 5.

Cl.4. - Odmena

Article 4 - Remuneration

4.1.

Spoloénost zabezpedi, Ze Alexion
Pharmaceuticals, Inc. zo svojej pozicie
zadavatela klinického skuSania sa zaviaze
zaplatit Centru a Hlavnému skasajucemu za
riadne vykonané ¢&innosti na zaklade tejto
Zmluvy vratane prevodu prav podla €l. 5 tejto
Zmluvy odmenu vo vyske, spésobom a za
podmienok dohodnutych Zmluvnymi stranami
dalej v tomto élanku Zmluvy a v prilohe €. 1.
Spolocnost pred vystavenim faktury na
Alexion  Pharmaceuticals, Inc.  overi
spravnost fakturovanej ¢&iastky, to isté
obdobne plati pre thradu nakladov podla tejto
Zmluvy, ktoré Centru/Hlavnému skasajlicemu
priamo hradi Alexion Pharmaceuticals, Inc.

Alexion Pharmaceuticals, Inc. sa zavazuje
zaplatit Centru a Hlavnému skusajicemu za
riadne vykonané ¢&innosti na zaklade tejto
Zmluvy, vratane prevodu prav podla ¢l. 5 tejto
Zmluvy odmenu vo vySke, spésobom a za

4.1.

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5 of this Agreement, the
Company shall ensure that Alexion
Pharmaceuticals, Inc. from its position as
the sponsor of the clinical trial, the sponsor
undertakes to provide the Center and
Principal Investigator with remuneration in
the amount, in the manner and under the
terms agreed by the Contracting Parties
below herein and in Appendix 1. Before
invoicing Alexion Pharmaceuticals, Inc. the
Company verifies the correctness of the
invoiced amount; the same applies similarly
to the payment of costs under this
Agreement, which are paid directly to the
Center/Principal Investigator by Alexion
Pharmaceuticals, Inc.

For the activities properly performed based
on this Agreement and for the transfer of
rights under, the Article 5. Alexion
Pharmaceuticals, Inc. agrees to provide the
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podmienck uvedenych v tomto &lanku Zmluvy
av prilohe &. 1. Prislusné ¢asti odmien Centru
a Hlavnému skusajucemu budi Zadavatelom
vyplatené obom Zmluvnym partnerom
oddelene na ich oddelené individualne
bankové uéty. Odmena vyplatena Centru je
vyhradnou koneénou odmenou pre Centrum
a ani hlavny skusajici, ani subjekty skasania,
ani iné tretie strany nemaju narok na nej
participovat.

Center and Principal Investigator with
remuneration in the amount, in the manners
and under the terms stated below herein
and in Appendix 1. The relevant parts of the
remuneration of the Center and the
Principal Investigator shall be paid by the
Sponsor to both Contracting Partners
separately to their separate individual bank
accounts. Remuneration paid to the Center
shall be the exclusive final remuneration for
the Center, and neither the Principal
Investigator, nor the trial subjects, nor other
third parties shall be entitled to participate
init.

. e .. 4.2. Neither the center nor the principal

4.2. Centrum, ani Hlavny skisajlici nemaju narok investigator  are  entitled tg apny

na Ziadnu inu odmenu &i nahradu okrem tych, remuneration or reimbursement other than

ktoré st uvedené v tejto Zmluve alebo v that set forth in this Agreement and its

prilohe ¢. 1 alebo inych zmluvach Appendix 1 or other agreements concluded

uzatvorenych so Spolo&nostou, ibaZe ich with the Company, unless approved in
vopred pisomne schvali Spoloénost. advance by the Company in writing.

4.3. Any remuneration and reimbursement for

4.3

Vietky odmeny a finanéné nahrady, ktoré
maju byt zaplatené Centru alebo Hlavnému
skd3ajucemu, st splatné v lehote 30 dni odo
dna, kedy bude doruéeny spolo¢nosti IQVIA
CTP, ktora bude pre Zadavatela, Alexion
Pharmaceuticals, Inc., procesovat platby
podla tejto Zmluvy, zodpovedajlci dafovy
doklad (faktura) so vSetkymi naleZitostami
podfa prisludnych pravnych predpisov
upravujucich dan z pridanej hodnoty, a to v
prospech bankového Gétu Centra. Platobné
Udaje st uvedené v Prilohe &. 1.

Centrum, pokial je podla tejto zmluvy
prijemcom platby, je opravnené vystavit
véetky faktiry na zaklade podkladu od
Spolognosti  alebo jej splnomocneného
zastupcu, odsuhlaseného Hlavnym
skusajicim. Za def zdanitelného plnenia
povaZujeme posledny denn poskytnutia
sluzby, ktorym sa pre ucely tejto zmluvy
rozumie den odovzdania a prevzatia pisomne
odsuhlasenej vysky cCiastok v ramci tejto
Stadie. Splatnost’ faktlury je 30 dni odo dna
prijatia faktury.

Faktary musia byt zasielané spolonosti
IQVIA CTP s uvedenim &isla protokolu a to na
adresu uvedenu v Prilohe ¢.1 (alebo inu
adresu oznamenu Centru). Odmeny a
finanéné nahrady podra tejto Zmluvy a prilohy
€. 1 (s vynimkou odmien a finan&nych nahrad,
u ktorych je splatnost zvlast upravena v
prilche & 1 Zmluvy) budd Centru a/alebo
Hlavnému sku$ajucemu uhradené takto:
Spétne za bezprostredne uplynulé a doteraz

the Center or Principal Investigator must be
paid within 30 days of the day IQVIA CTP,
which will process payments under this
Agreement for the Principal, Alexion
Pharmaceuticals, Inc., receives a relevant
tax document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center. Payment
details are specified in Annex No. 1. The
Center, if is the payee under this contract,
be entitled to issue all invoices on the basis
of a submission from a Company or its
authorized representative agreed by the
Principal investigator. We consider the date
of the taxable transaction to be the last date
of the supply of the service, which for the
purposes of this agreement means the date
of the transfer and receipt of the amount
agreed in writing in the context of this study.
The invoice shall have a maturity of 30 days
from the date of receipt of the invoice.

Invoices must be addressed to IQVIA CTP,
must include Protocol number, and must be
sent to the address stated in Appendix 1or
another address communicated to the
Center). Any remuneration and
reimbursement based on this Agreement and
Appendix 1 (except for remuneration and
reimbursement, the due date of which is
specified separately in Appendix 1 to the
Agreement) shall be paid to the Center and/or
the Principal Investigator in the following
manner: retroactively for the past and not yet
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nefakturované obdobie vidy za kaZdy
kalendarny polrok Klinického skd3ania si
Centrum, alebo Hlavny skusajuci (podla toho,
kto je prijemcom prisludnej odmeny) spolocne
s Alexion Pharmaceuticals, Inc. alebo so
Spoloénostou navzajom pisomne alebo
formou e-mailu odsuhlasia prehlad poctu,
druhu a im odpovedajuce hodnoty
jednotlivych Ukonov vykonanych Hlavnym
skugajucim a / alebo inymi Clenmi $tudijného
timu, ktoré maju byt podla tejto Zmluvy
Zadavatelom, Alexion Pharmaceuticals, Inc.,
hradené (tzv. navrh faktury), zaslany osobou
poverenou Alexion Pharmaceuticals, Inc.
Tento prehlad musi byt spracovany zvlast
pre kazdy subjekt skG3ania a musi zahfiat
polozkovité vyuctovanie vsetkych navstev,
vySetreni a dalSich sluzieb vykonanych v
prislusnom kalendarnom polroku. Na zéklade
vzajomného odsthlasenia navrhu faktary
vystavi Centrum na zaklade pokynu od
Hlavného skdsajliceho faktiru na odmenu a
pripadné financné nahrady, ktorych jedinym
a kone&nym prijemcom je Centrum. Centrum
faktiru doruéi spolocnosti 1QVIA CTP.
Alexion Pharmaceuticals, Inc. zaplati Centru
ako kone&nému prijemcovi platby na zaklade
riadne vystavenej a riadne dorucenej faktary
prisludni odmenu a pripadné opravnene
fakturované finanéné nahrady za obdobie, pre
ktoré bol predmetny navrh faktary podla tohto
¢lanku odsuhlaseny.

V pripade, Ze spolo¢nost IQVIA CTP nezasle
Hlavnému skasajucemu, ako zmluvnej strane
zodpovednej za kontrolu podkladov ku
fakturacii odmeny prinaleZiacej Centru vy3ssie
uvedeny prehfad (navrh faktury) na
odsthlasenie v lehote 60 dni odo dna
ukon&enia kalendarneho polroka, zasle
Hlavny skuasajuci  spoloénosti 1QVIA CTP
pisomnu vyzvu a ak spoloénost IQVIA CTP
nezasle uvedeny prehlad (navrh faktiary) aniv
lehote 30 dni od dorugenia takejto vyzvy, je
Centrum na zaklade pokynu Hlavneho
skusajuceho opravnené vystavit faktdaru a
Alexion Pharmaceuticals, Inc. je povinny
uhradit Centru odmenu a finanéné nahrady
za vsetky fakturované ukony vykonané v
obdobi kalendarneho polroka, ktoré majui byt
vyplatené Centru.

Platbu odmeny a dalsie platby podla tejto
Zmiluvy Alexion Pharmaceuticals, Inc. zaisti
prostrednictvom spoloénosti  [QVIA CTP,
IQVIA Payments; 1QVIA, 5th Floor; 210
Pentonville Road; King Cross London, N1
9JY; United Kingdom. Faktury na preplatenie
budu zasielané spoloénosti IQVIA CTP e-

invoiced period of each calendar half-year of
the Clinical Study, the Center or Principal
Investigator (depending on who receives the
relevant remuneration) and  Alexion
Pharmaceuticals, Inc or the Company shall
approve in writing or by e-mail an overview of
the number, type and value of individual
activities, which were performed by the
Principal Investigator and/or other Study Site
Staff Members and which are to be paid by the
Sponsor, Alexion Pharmaceuticals, Inc based
on this Agreement (i.e. draft invoice), sent by
a person authorized by Alexion
Pharmaceuticals, Inc. Every overview must be
prepared separately for each Study Subject
and must include an itemized list of all visits,
examinations and other services provided in
the relevant calendar half-year. Based on the
mutually approved draft invoice, the Center
based on instructions from the Principal
Investigator shall issue an invoice for
remuneration and potential reimbursement
where Center is the final recipient and shall
send it to IQVIA CTP. Based on the duly
issued and delivered invoice, Alexion
Pharmaceuticals, Inc. shall pay the Center as
the final recipient of the payment and the
relevant remuneration and potential justified
financial reimbursement for the period for
which the draft invoice has been approved
pursuant to this Article.

In the case that IQVIA CTP does not send to
the Principal Investigator, as the contractual
party responsible for checking the documents
for invoicing the reward belonging to the
Center the aforesaid overview (draft invoice)
for approval within 60 days of the end of the
calendar half-year the Principal Investigator
shall send to IQVIA CTP a written reminder
and if it has not been sent in the aforesaid
overview (draft invoice) within 30 days of
receipt of the reminder, the Center based on
the instruction of the Principal Investigator
shall have the right to issue an invoice and the
Alexion Pharmaceuticals, Inc. shall pay the
Center the remuneration and financial
reimbursement for all invoiced activities
performed during the calendar half-year which
should be paid to the Center.

Payment of remuneration and other payments
under this Agreement by  Alexion
Pharmaceuticals, Inc. will ensure through
IQVIA CTP, IQVIA Payments; IQVIA, 5th Floor;
210 Pentonville Road; King's Cross London,
N1 9JY; United Kingdom. Invoices for
reimbursement will be sent to IQVIA CTP by e-
mail to the address listed in Appendix no. 1 of
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mailom na adresu uvedent v Prilohe &. 1
Zmluvy, ktorad slGzi aj pre pripadné otazky
Centra alebo Hlavného skusajliceho k
platbam, prip. budu nahrané do platobného
portalu uvedeného v Prilohe & 1 Zmluvy.

V pripade, Ze Centrum, alebo Hlavny
skusajuci  zisti, Zze su v prehfade (ndvrhu
faktary) nedostatky, tieto oznami bez
zbytoéného odkladu spolognosti IQVIA CTP,
ktory je povinny ich odstranit. Ak ma
spoloénost' IQVIA CTP zato, Ze v prehlade
(navrhu faktary) Ziadne nedostatky nie su,
oznami toto Centru, alebo Hlavnému
skuZajucemu a to podlfa povahy a druhu
nedostatku. Centrum a Hlavny skusajici a
spolo¢nost IQVIA CTP sa nasledne povinni si
navzajom poskytnat su€innost nevyhnutnt
na odstranenie pripadnych  rozporov.
Neposkytnutie sucinnosti sa povazuje za
nepodstatné porusenie Zmluvy.

Ak neodstrani spoloénost [QVIA CTP
nedostatky v prehfade (navrhu faktary) ani v
lehote 45 dni odo dina doru€enia oznamenia
podfa predchadzajiceho odseku, alebo v tej
istej lehote neoznédmi Centru, alebo
Hlavnému skusajicemu, Ze v prehlfade
(navrhu faktary) Ziadne nedostatky nevidi,
plati, Ze rozhodny pre vystavenie faktary je
prehlad (navrh faktary) v zneni pripomienok
Centra, alebo Hlavného sku3ajuceho na
zaklade ktorého je Centrum opravnené
vystavit fakturu a Alexion Pharmaceuticals,
Inc. je povinna odmenu a finanéné nahrady
za fakturované vykony vykonané v obdobi
kalendarneho golroku Hlavnym skua$ajucim a

the Agreement, which also serves for possible
questions of the Center or the Principal
Investigator regarding payments, or will be
uploaded to the payment portal listed in
Appendix no. 1 of the Agreement.

The Center or Principal Investigator must
immediately report any potential
deficiencies in the overview (draft invoice)
to IQVIA CTP, and IQVIA CTP must
remedy such deficiencies. In the case that
the IQVIA CTP believes that the overview
(draft invoice) has no deficiencies, the
IQVIA CTP shall announce it to the Center
or the Principal Investigator based on the
nature and type of deficiency. The Center
and Principal Investigator and the IQVIA
CTP must then cooperate as necessary to
rectify such discrepancies. Failure to
cooperate shall be considered a minor
breach of this Agreement.

In the case that IQVIA CTP fails to remedy
deficiencies in the overview (draft invoice),
or fails to inform the Center or the Principal
Investigator that the IQVIA CTP believes
that the overview (draft invoice) has no
deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center or Principal
Investigator shall use its version of the
overview (draft invoice), based on which the
Center shall issue an invoice and the
Alexion Pharmaceuticals, Inc. shall have to
pay the remuneration and financial
reimbursement for invoiced activities
performed during the calendar half-year by
the Principal Investigator and/or other
Study Site Staff Members.

! alebo inymi Clenmi Studijného timu Centru
uhradit.
. . 4.4. The Alexion Pharmaceuticals, Inc. As the
Sl ABLR: FHanaouiBEl, S, ek Sponsor, has the right to retain up to 10%
Zadavatel, ma pravo zadrzat az 10% z of the remuneration for a period of calendar
prislusnej sumy odmeny za obdobie year half-year (hereinafter referred to as the
kalendarneho polroka (dalej len "zadrzné’). “Retained Amount’). The Company will
Spolotnost ~ zabezpedi, ze  Alexion ensure that Alexion Pharmaceuticals, Inc.
Pharmaceuticals, Inc. sa zaviaze uhradit wil agree to pay the Center the Retained
Centru zadrzne potom, €o budd predlozene Amount after all relevant CRFs are
vSetky prislusné CRF, budu zodpovedaneé submitted, all questions concerning CRF
véetky otazky s ohladom na data obsiahnuté data are answered and all incorrect or
v tychto CRF a budi odstranené vSetky incomplete data in the database is rectified;
nespravnosll a nedostaty: v udgjoch ‘v the retained amount shall be paid
nasledujicou platbou odmeny. remuneration.
4.5. Unless otherwise stated in this Agreement,

4.5.

Pokial tato Zmluva neustanovi inak, véetky
sumy uvedené v tejto Zmluve a v ich prilohach
su uvedené bez DPH. Ak niektoré platby za
sluzby podliehaju DPH, Alexion

no amounts specified in this Agreement and
its Appendices include VAT. In the case
that any payment for services is subject to
VAT, the Alexion Pharmaceuticals, Inc.
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Pharmaceuticals, Inc. zaplati prisludnt sumu
DPH vo vyske podla pravnych predpisov
ucinnych ku diu uskutoénenia zdanitelného
plnenia, ktorym je den vzajomného
odsthlasenia navrhu faktary, najneskér vsak
posledny defi druheho kalendarneho mesiaca
po skongeni daného fakturaéného obdobia

(pozri wvy33ie) na zaklade prislusného
danového dokladu (faktuary), ktora bude
spifiat  vsetky naleZitosti  predpisané

prislusnymi pravnymi predpismi. Centrum
nesie zodpovednost za uhradenie vSetkych
ostatnych dani v suvislosti s platbami na
zaklade tejto Zmluvy, u ktorych je jedinym a
koneénym prijemcom.

shall pay the relevant VAT amount
stipulated in legal regulations effective as of
the date of taxable supply which is the date
when the draft invoice is reconciled,
however, no later than the last day of the
second calendar month after the given
billing period is terminated (see above)
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
other taxes with respect to the payments
made in accordance with this Agreement in
which the Center is the sole and final
payee.

) L oL . 4.6. The Contracting Partners understand that
4.6. Zmluvni partneri su si vedomi, Ze Alexion Alexion Pharmaceuticals, Inc.may disclose
Pharmaceutlcals, I_nc. moze zverejnit na on the central website any payment and
centrglne'J \yfabovej 'S.tranke pleatby‘ a iné any transfer of value relating to research
plnenia tykajuce sa vyskumu a vyvoja, 4j. (1) and development, i.e. (1) payments made
platby ~vykonané zo strany  Alexion by Alexion Pharmaceuticals, Inc.under this
Pharmaceuticals, Inc. na zaklade tejto Zmluvy Agreement and (2) any cost of
a (2) vsetky vydavky na ubytovanie, sivisiace accommodation, refreshment and travel of
vydavky na obcerstvenie a na dopravu the Contracting Partners, which Alexion
Zmluvnych — partnerov,  ktoré  Alexion Pharmaceuticals, Inc.covers under this
Pharmaceuticals, Inc. uhradi na zaklade tejto Agreement and (3) any congress
Zmluvy a _(;3) "é?lky kongresove registracné registration, participation or similar fees,
poplatky, ucastnicke poplatky alebo obdobné which Alexion Pharmaceuticals, Inc.covers
poplatky, ktoré Alexion Pharmaceuticals, Inc. under this Agreement, all this in an
uhradi na zaklade tejto Zmluvy, a to anonymized way, i.e. on aggregated level.
anonymnym sposobom, Y. na agregovanej Alexion Pharmaceuticals, Inc.must report
UI‘O\_f‘I"II.'NeXIOﬂ Pharmac:euucals. !nc, je dalej all cost of promotion, marketing, pecuniary
povinny reportovat vSetky vydavky na and non-pecuniary compensation to the
propagaciu, marketing a na pehazné a National Center of Health Information
nepefiazné plnenia na Narodné centrum according to Act Nol. 362/2011 Call. on
zdravotnickych informacii podfa zakona &. Drugs and Medical Devices.
362/2011 Z. z. o liekoch a zdravotnickych
pomockach.
) N . , . . .| 47. All payments to Study Subjects shall be
4.7. Vsetky penazné plnenia subjektu skusania su

vyplacané Hlavnym skuSajucim v sulade s
touto Zmluvou a Protokolom. Pravidla pre
vyplacanie su blizsie upravené v prilohe €. 1
k tejto Zmluve.

made by the Principal Investigator in
compliance with this Agreement and the
Protocol. Payment rules are specified in
detail in Appendix 1 to this Agreement.

CL.5. - Prava k vysledkom

Article 5 - Rights to Results

5.1.

Zadavatelovi patria vyhradné prava ku
vietkym vysledkom, udajom, zisteniam,
objavom, vynalezom a S3pecifikaciam, bez
ohladu na to ¢i su spdsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli,
boli vytvorené, odvodené, vyprodukovaneg,
objavené, vymyslené alebo inak urobené
Centrom, Hlavnym skudSajicim a/alebo
Clenmi $tudijného timu v suvislosti s
vykonavanim Klinického skusania (dalej len
“Vysledky”). Zmluvni partneri tymto vopred
postupuju vSetky svoje majetkové prava k

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,
conceived, derived, produced, discovered,
invented or otherwise made by the Center,
the Principal Investigator and/or Study Site
Staff Members in connection with
conducting the Clinical Study (hereinafter
referred to as “Results”). The Contracting
Partners hereby assign all of their
proprietary rights to Results to the Sponsor
in advance and the Company on behalf of
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Vysledkom na Zadavatela a Spolognost tieto
postlipene prava menom Zadavatela prijima.
Odmena za tento prevod je uz zahrnuta v
odmene Zmluvnych partnerov podra él. 4 tejto
Zmluvy. Zmluvné partneri neziskavaju k
Vysledkom plnenim tejto Zmluvy Ziadne

the Sponsor accepts such assigned rights.
The royalty fee for this assignment is
already included in the remuneration to the
Contracting Partners under Article 4 -of this
Agreement. The Contracting Partners shall
not acquire any rights to Results by

prava. performing this Agreement.
) . 5.2.  All medical records and original source
52. Vselky zdravotnicke —dokumentacie a documents shall remain the property of the
poxfodna zdrojova dokumentéacia ‘zostanu Center; however, the Company on behalf of
majetkom Centra; avsak, Spolonost menom the Sponsor shall be permitted to use them
Zadavatela je opravnena ich pouZit' v sulade in accordance with this Agreement and
s touto Zmluvou a na zaklade suhlasu, ktory based on the consent of Study Subjects.
ur!eha subjekty skusania. Spristupnenie Disclosure of Results to any subject,
Vyslequv akemukolvek subjektu, vratane including a contracted research
Zmll._wlnej vyskumnej _organizécie Ci etickej organization,  ethics committee  or
komisie alebo regulainého organu nebude regulatory authority, shall not be deemed as
povazpvané za udelenie vlastnickeho prava k granting the property right to such
tymto informaciam tychto subjektov. information to these entities.
) 5.3. To the extent intellectual property rights to
53. V ro'zsahu. v akom prava duée_vnéhlo Results are not assignable, the Sponsor is
viastnictva k Vysledkom nie sa prevoditelné, hereby granted by the Contracting Partners
udefuji tymto Zmluvni partneri Zadavatelovi an exclusive, worldwide, sub-licensable,
vyhradnu, neodvolatelni v mieste a Case time-unlimited and irrevocable license for
neobmedzent licenciu s pravom udelovat unlimited use of these Results. The
sublicencie, a to na vietky sposoby pouzitia Sponsor is not obliged to use the license.
tychto Vysledkov. Zadavatel nie je povinny The royalty fee for this license is already
licenciu vyuzit. Odmena za tuto licenciu je uz included in the remuneration of the
zahruta v odmene Zmliuvnych partnerov Contracting Partners under Article 4 of this
podra cl. 4 tejto Zmluvy. Centrum sa zavazuje Agreement. The Center shall make
vyvinut maximalne usilie na to, aby skuto&ni maximum efforts so that the actual owners
v?aslnici tychto prav dusevného vlastnictva, of the intellectual property rights, i.e.
tj. zamestnanci Centra a / alebo employees of the Center and/or involved
zainteresované tretie strany, umoznili Centru third parties, allow the Center to grant the
udelit vy3sie uvedenu licenciu Zadavatelovi. aforementioned license to the Sponsor.
. ) S 5.4. To eliminate any doubts, an invention that
5.4. Pre odstranenie pochybnosti plati, Ze is an improvement, a new use or a new
vynalezy, ktore st vylepseniami, alebo novym drug form of the Study Drug shall be the
pouzitim ¢ novymi liekovymi formami sole property of the Sponsor.
Skasaného lieku su vyluénym viastnictvom
Zadavatela.
; o - 5.5. The Contracting Partners agree to ensure
5.5. Zmluvni partneri sa zavazuju zabezpegit, Ze that all Results (hereinafter the
vsetky Vysledky (dalej len “Vynalezy”), “Inventions”) achieved by employees of
dosiahnuté zamestnancami Centra alebo the Center or other parties included in the
inymi  stranami  zahrnutymi  Zmiuvnymi Clinical Study by the Contracting Partners
partnermi  do  vykonavania  Klinickeho shall be reported to the Company without
skiSania, budt bezodkladne oznamené undue delay.
Spoloénosti.
5.6. The Sponsor, the Company or any of their

5.6.

Zadavatel, Spoloénost alebo ktorakolvek s
nimi Prepojend osoba su opravneni podat
prihnlasku patentu pre tieto Vyndlezy vo
svojom mene alebo v mene urlengj tretej
strany, na vlastné naklady, s uvedenim mena
vynalezca (-ov) v prihladke patentu. Zmluvni
partneri sa zavazuju podpisat a zabezpedit,
aby zamestnanci Centra a daliie subjekty
zahrnuté Zmluvnymi partnermi do
vykonavania Klinického sku$ania podpisali
vSetky listiny a poskytli také svedectva, aké

Affiliates shall have the right to file a patent
application for such Inventions on its behalf
or on behalf of a designated third party and
at its own expense, with the inventor(s)
named in the patent application. The
Contracting Partners agree to sign and to
get employees of the Center and other
parties involved in the Clinical Study by the
Contracting Parties to sign all documents
and give such testimony as the Sponsor or
the Company deems necessary for filing a
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Zadavatel alebo Spolocnost uzna za
potrebné na ucel podania prihlasky patentu a
ziskania patentu s cielom ochranit opravnené
zaujmy Zadavatela tykajice sa dudevného
vlastnictva, ktoré wvznikni v suvislosti s
Klinickym skuganim.

patent application and for obtaining a
patent in order to protect Sponsor's
intellectual property interests arising from
the Clinical Study.

. . 5.7. The Sponsor, the Company and their
5.7. Zadavatel, Spoloc¢nost aich Prepojené osoby Affiliates may utilize, reproduce and
moZu uzivat, rozmnoZovat a prevadzat transform anonymized
anonymizovane radiologicke / diagnosticke radiological/diagnostic images made in the
snimky zhotovené v priebehu Klinickeho course of the Clinical Study, to the extent
skusania v rozsahu uvedenom v specified in the informed consent, for all
informovanom suhlase na vsetky ucely, purposes, scientific and/or commercial, in
vedecké alalebo komeréné, v akfzjkoruek any form and by any means, electronic or
podobe ~a  akymkolvek  sposobom, mechanical, including making photocopies,
elektronickym alebo mechanickym, vratane electronic recordings (e.g. on CD-ROM),
vyhotovovania  fotokopii, elektronickych micro-copies, or by any data storage and
zéznamov (napr. na CD-ROM), mikro-kopii, retrieval systems, including data banks and
alebo prostrednictvom systemov the Internet. The Contracting Partners
databank a internetu. Na tento cel udefuju worldwide and irevocable license, with the
miestom neobmedzeni a neodvolatelnu Affiliates, for the use of aforementioned
licenciu, vratane prava udelit sublicencie images. The royalty fee for this license is
Prepojenym osobam Zadavatela, na uzivanie already included in the remuneration of the
Zmluvnych partnerov podla &l. 4 tejto Zmluvy, Agreement concluded between
alebo podla separatnej zmluvy uzatvorenej Sponsor/Company and Principal
medzi Zadavatelom/Spolocnostou a hlavnym Investigator. In the case that the Center or
skusajucim.. Ak nie st Centrum alebo Hlavny the Principal Investigator is not the owner of
skusajuci viastnikmi prav k tymto snimkam, these rights to such images, the Center
Centrum a/alebo Hlavny skusajuci sa and/or the Principal Investigator agree to
zavazuju zabezpedit, aby skutoCny vlastnik ensure that the actual owner of these rights,
tychto prav, tzn. zamestnanci Centra a/alebo i.e. employees of the Center and/or third
tretie osoby zahrnute do vykonavania parties involved in the Clinical Study, allow
Klinického skusania, umoznili Zmluvnym the Contracting Partners to grant the
partnerom udelit vy$sie uvedenu licenciu aforementioned license to the Sponsor.
Zadévaterm{i, Zmluyni partneri_ potvrdzujl], Ze The Contracting Partners confirm that all
véetky takéto snimky budu ziskané so such images shall be obtained with Study
sihlasom  subjektu  obsiahnutom v Subjects’ consent which is included in the
informovanom  sthlase, a Ze nebudd informed consent and shall not contain any
obsahovat Ziadne informacie, information, through which the relevant
prostrednictvom  ktorych by ~mohol byt Study Subject could be identified.
identifikovany konkrétny subjekt skisania.
| 5.8. The Company on behalf of the Sponsor
5.8. Spolo¢nost menom Zadavatela udeluje provides the Contracting Partners with a

Zmluvnym partnerom nevyhradnu licenciu k
Vysledkom vytvorenym v Centre na interné
nekomeréné vyskumné a vzdelavacie Ucely
pri  dodrzani podmienok  zachovania
dovernosti a podmienok pre publikovanie,
ktoré su obsiahnuté v tejto Zmluve. Tato
licencia neopravnuje k udelovaniu
akychkolvek sublicencii.

non-exclusive license to Results created at
the Center for internal non-commercial
research and educational purposes,
subject to confidentiality and publication
terms specified in this Agreement. Such
license does not allow for granting any sub-
licenses.
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CL.6. - Zachovavanie
dovernosti

Article 6 - Confidentiality

6.1.

Zmluvni partneri sa zavazuju zaobchadzat so
vietkymi informaciami oznacenymi ako
"Doéverné” a prijatymi od Zadavatela alebo
Spoloénosti alebo v jeho mene alebo od
Prepojenych oséb Zadavatela v stvislosti s
Klinickym  skusanim, Skusany liekom,
Protokolom alebo touto Zmluvou a s
Vysledkami (dalej len ,Déverné informacie")
prisne ddverne. Zmluvné strany sa zarovef
dohodli, Ze s0 Zmluvni partneri povinni
zaobchadzat ako s daovernymi aj s tymi
informaciami, ktoré sice ako ,Déverné" nie su
oznacené, ale moézu byt povaZované za
Déverné informacie, a to na zaklade ich
povahy alebo podmienok, ktoré sa vztahovali
k ich poskytnutiu alebo spristupneniu, vratane
vietkych udajov tykajlicich sa Klinického
sktsania, udajov pre vnlutornu potrebu, alebo
informacii vytvorenych na zaklade Klinického
skidania, a to napriklad vratane Protokolu,
stboru informacii pre skusajiceho &i
predbeznych vysledkov Klinického sktsania:
taketo informacie patria tiez medzi Doverné
informacie. Zmluvni partneri sma pouzivat
Doverné informacie iba na tcely plnenia tejto
Zmluvy a zavézuju sa nespristupnit takéto
Doverné informacie ziadnej tretej strane
mimo stran poverenych Zadavatelom alebo
Spolognostou bez predchadzajliceho
pisomného sahlasu Zadavatela alebo
Spoloénosti. Zmluvni partneri sa zavazuju
umoznit’ pristup k dévernym informaciam len
osobam, ktoré sa s Dovernymi informaciami
maji  potrebu  zoznamovat na Gcel
poskytovania sluzieb na zaklade tejto Zmluvy,
a aj to len vtedy, ak tieto osoby boli
Zmluvnymi partnermi preukazatelne
zaviazané k reSpektovaniu podmienok aspor
tak prisnych, ako s podmienky podla tohto
Elanku 6.

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, the Company or any
of its Affiliates in relation to the Clinical
Study, the Study Drug, the Protocol or this
Agreement as well as Results (hereinafter
referred to as “Confidential Information”).
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 Study,
information for internal use only or
information created based on the Clinical
Study, for example including the Protocaol,
the dataset for the investigator or
preliminary results of the Clinical Study;
such information is considered as the
Confidential Information. The Contracting
Partners may use Confidential Information
only for the purposes of performing this
Agreement and agree not to disclose such
Confidential Information to any third party
other than parties authorized by the
Sponsor or the Company without the
Sponsor or the Company’s prior written
consent. The Contracting Partners agree to
provide access to Confidential Information
only to persons that need to know
Confidential Information for the purpose of
providing services based on this
Agreement and only if such persons are
provably bound by the Contracting Partners
to observe conditions that are at least as
stringent as the conditions under this Article
6-.

6.2.

Povinnost na zachovavanie dévernosti sa
nevztahuje na tie pripady, ked Zmluvni
partneri sU opravneni publikovat Déverné
informacie v sulade s €l. 7.

6.2.

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

6.3.

Pojem Déverné informacie, ako je pouzZivany
v tejto Zmluve, sa nevztahuje na udaje a
informacie, pri ktorych mézu Zmluvni partneri
preukazat, Ze (i) nimi Centrum alebo Hlavny
skusajuci  disponovali  bez  povinnosti
zachovavat o nich mi€anlivost v ¢ase, ked im
boli  spristupnené Zadavatelom alebo
Spolo¢nostou alebo jeho Prepojenymi

6.3.

The term Confidential Information, as used
in this Agreement, does not apply to data
and information when the Contracting
Partners can prove that such data and
information (i) is 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 the Company or
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osobami, alebo menom niektorych z nich, (ii)
st alebo sa stanu su¢astou verejnych
informacii  inak ako konanim alebo
opomenutim Centra alebo  Hlavného
skusajuceho, (iii) ich Centrum alebo Hlavny
skudajuci pravom nadobudli od tretej strany,
ktora nie je voéi Zadavatelovi alebo
Spolognosti alebo ich Prepojenym osobam
viazana  vyslovnou alebo  implicitnou
povinnostou mié¢anlivosti, alebo (iv) boli
vytvorené nezavisle Centrom alebo Hlavnym
skusajucim bez odkazovania sa na Déverné
informdcie alebo ich pouzitie.

any of its Affiliates, (ii) is or shall 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) has
been legally acquired by the Center or the
Principal Investigator from a third party not
bound to the Sponsor or the Company or
their Affiliates by an explicit or implied
confidentiality obligation or (iv) is created
independently by the Center or the Principal
Investigator ~ without  reference  to
Confidential Information or its use.

. . , . .| 6.4. Furthermore, the Contracting Partners may
6.4. NavySe sU Zmluvni partneri opravneni disclose Confidential Information to the
spristupnit Doéverné informacie v takom extent as may be required by law or an
rozsahu, v akom je takéto zverejner)ie enforceable  court  order,  provided,
vyzadované zakonom alebo vykonatelnym however, that the Contracting Partners give
sudnym rozhodnutim, avsa}k za podmlen‘ky, the Company reasonable advance notice
ze Zmluvni partneri o tejto skutoCnosti v and cooperate with the Company to seek a
primeranom ¢asovom predstihu informuju protective order or any other appropriate
Spolotnost a na jej ziadost s fiou budu remedy upon the request of the Company.
spolupracovat v snahe dosiahnut opatrenia The Contracting Partners agree to make
na ucely ochrany alebo iného primeraného maximum reasonable efforts to ensure
pravneho prostriedku. Zmluvni partneri sa confidential treatment of any Confidential
zavazuju vyvinut vSetko primerané usilie, aby Information that shall be disclosed.
zabezpe€ili déverné zaobchadzanie s
ktoroukolvek z Dovernych informacii, ktora
bude spristupnena.
. ) . o o 6.5. This confidentiality obligation and the
6.5. Tieto povinnosti zachovauat_ mléanll_\_;ost a prohibition to use Confidential Information
zakaz pouZivania Dévernych |nformé1‘cn gudfa as specified in this Agreement shall remain
tejto Zmluvy zostani v platnosti a po in effect even after this Agreement is
skonceni tejto Zmluvy. terminated.
. . o . .| 8.86. The Contracting Partners agree to liquidate
6.6. Zmluvni partneri sa zavazuju na Ziadost and delete any Confidential Information in
Spolocnosti zlikvidovat a zmazat Doverné their possession or to retum it to the
informacie, ktorymi disponuju alebo ich vratit Company upon the request of the
Spolocnosti. Company.
. ; 6.7. All pre-existing agreements regarding the
6.7. VSetky dohody existujuce pred uzavretim confidentiality obligation with regard to the
tejto Zmluvy, ktoré sa tykaju povinnosti Clinical Study shall be superseded by this
zachovévat miéanlivost vo vztahu ku Agreement.
Klinickému ska3aniu, sa nahradzaju touto
Zmluvou.
B . L | 8.8. The Company agrees not to disclose any
6.8. Spoloénost sa  zavazuje zachovavat fact that the Center designates as
micanlivost o skutoénostiach, ktoré Centrum confidential.
oznati ako skutotnosti doverne.
CL.7. - Publikovanie, Article 7 - Publication,
tlacoveé spravy a verejne Press Releases and
oznamenia Public Announcements
< . L o 7.1. Al Clinical Trial data or results resulting
7.1. Vietky data Klinického skusania alebo

vysledky vyplyvajuce z vykonavania tohto
Klinického skuSania budu povaZovane za

from the conduct of this Clinical Trial shall
be considered Confidential Information and
shall not be used for the commercial benefit
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Déverné informacie a nebude mozné ich
pouZit ku komerénému prospechu Centra
alebo Hlavného sku3ajuceho. Poskytovatel a
Hlavny ski$ajuci sthlasia, Ze Zadavatel bude
mat pravo prvej publikacie vysledkov
Klinického skusania, ktora ma byt spolo&nou
multicentrickou publikéciou vysledkov
Klinického skusania vykonanou
Zadavatelom. Bez ohladu na vy3sie uvedené
moéZe po prvom zverejneni Centrum a/alebo
Hlavny sku3ajici zverejnit data alebo
vysledky Klinického sk(3ania, a to za
predpokladu, Ze Centrum a/alebo Hlavny
skusajuci predlozi navrhovanu publikéciu
alebo prezentaciu Zadavatelovi na kontrolu
aspon 3Sestdesiat (60) dni pred datumom
navrhovanej publikacie alebo prezentacie.
Zadavatel moéZe z navrhovane] publikacie
odstranit akékolvek Ddverné informacie a
informéacie, ktoré st povaZované za dévemné
alalebo chranené, iné ako s data alebo
vysledky Klinického skisania. Na poZiadanie
moZe byt zverejnenie alebo prezentacia
odlozena az o dalsich Sestdesiat (60) dni, aby
bolo Zadavatelovi umoznené domahat sa
opravnych  prostriedkov  alebo  podat
patentovd prihlagku. Ak v8ak multicentricka
publikacia nebude predloZena do
osemnastich (18) mesiacov po ukon&eni,
opusteni alebo zru$eni Klinického skusania
vo vsetkych miestach (centrach) Klinického
skuSania. alebo Zadavatel potvrdi, Ze Ziadna
multicentrickd publikacia Klinického skusania
nebude, Centrum afalebo Hlavny skuasajuci
bude méct zverejnit vysledky Klinického
skusania podliehajice pravam Zadavatela,
ako je uvedené v tejto Zmluve. Centrum
a Hlavny skusajuci sthlasia, Ze
material/informacie tykajuce sa Klinického
ski3ania nebudd publikovat inak ako
v sulade s tymto ¢lankom 7.

of the Center or the Principal Investigator.
The Sponsor and the Principal Investigator
agree that the Sponsor shall have the right
to the first publication of the results of the
Clinical Trial, which shall be a joint
multicenter publication of the results of the
Clinical Trial conducted by the Sponsor.
Notwithstanding the foregoing, after initial
publication, the Center and/or the Principal
Investigator may publish the data or results
ofthe Clinical Trial, provided that the Center
and/or the Principal Investigator submits
the proposed publication or presentation to
the Sponsor for review at least sixty (60)
days prior to the date proposed publication
or presentation. The Sponsor may remove
from the proposed publication any
Confidential Information and information
that is considered confidential and/or
proprietary, other than Clinical Trial data or
results. Upon request, publication or
presentation may be delayed for up to an
additional sixty (60) days to allow the
Sponsor to seek remedies or file a patent
application. However, if the multicenter
publication is not submitted within eighteen
(18) months after the termination,
abandonment or cancellation of the Clinical
Trial at all sites (centers) of the Clinical
Trial, or the Sponsor confirms that there will
be no multicenter publication of the Clinical
Trial, the Center and/or the Principal
Investigator may publish the results of the
Clinical Trial subject to the rights of the
Principal as stated in this Agreement. The
Center and the Principal Investigator agree
not to publish material/information related
to the Clinical Trial other than in accordance
with this Article 7.

7.1.1. Zmluvni partneri sa zavazuju poskytovat
Spolocnosti vietky navrhy na publikovanie
alebo Ustne prezentacie tykajuce sa
Klinickeho skuSania alebo Skusaného lieku
alebo Vysledkov (dalej len "Publikacie")
najmenej 3estdesiat (60) dni pred
zamyslanym predloZenim alebo prezentaciou
Publikacie, aby ich Spolognost mohol
skontrolovat.

. The Contracting Partners agree to provide

the Company with all proposed publications
or oral presentations relating to the Clinical
Study or the Study Drug or Results
(hereinafter refered to as  the
“Publication”) at least sixty (60) days prior
to the intended submission or presentation
of the Publication in order to allow the
Company to review it.

7.1.2. Pokial Spoloénost neoznami Zmluvnym
partnerom v ramci lehoty 45 dni odo dina, ked
mu bola doruc¢ena zamyslana Publikacia,
Zmluvni partneri sa zavazuju pripomenat
Spoloc¢nosti predpokladany datum Publikacie.
Zmluvni partneri nie st opravneni publikovat
Publikacie  bez  vyslovného  suhlasu
Spoloé&nosti.

.If the Company does not notify the

Contracting Partners within 45 days of the
Company's receipt of the intended
Publication, the Contracting Partners agree
to remind the Company of the intended date
of the Publication. The Contracting
Partners are not allowed to publish
Publications without the explicit consent of
the Company.
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7.1.3. Zmluvné strany beri na vedomie a
stihlasia, Ze v pripade multicentrickych Studii
sa Vysledky Klinického skasania publikuju iba
prostrednictvom koordinacie S0
Spoloénostou na Ugel kombinovania
vysledkov zo vietkych centier zucastnenych
Klinického sku3ania. Zmluvni partneri sd
opravneni publikovat Vysledky ich Centra za
podmienky, Ze celkové wvysledky neboli
publikované do 18 mesiacov od dokonéenia
Klinického skusania, a stiéasne za podmienky
postupovania v stlade s podmienkami
stanovenymi v tomto €lanku 7.

T

The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Clinical Study are published
only through coordination with the
Company in order to combine the results of
all centers participating in the Clinical
Study. The Contracting Partners may
publish Results of their Centers on the
condition that overall results are not
published within 18 months of the
completion of the Clinical Study, subject to
the compliance with the terms set forth in
this Article 7 -.

7.1.4. Spolo¢nost a Zmluvni partneri sa zavazuju
prediskutovat vetky rozdiely v nazoroch na
zamy3lany obsah Publikacie s cielom najst
rieSenie uspokojivé pre Spolognost aj pre
Zmluvnych  partnerov.  Spoloénost  je
opravneny navrhnat  akékolvek zmeny
Publikacie, ktoré odévodnene povazuje za
potrebné na vedecke ucely. Zmluvni partneri
sa zavazuju, Ze implementacia takychto
odporticanych zmien nebude bezdovodne
odmietnuta.

. The Company 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 Company and the
Contracting Partners. The Company may
recommend any changes in the
Publication,  which  the  Company
reasonably deems necessary for scientific
purposes. The Contracting Partners agree
that the implementation of such
recommended changes shall not be
unreasonably refused.

7.1.5. Ak moZno ofakavat, Ze takato Publikacia
by mohla mat neziaduci ucinok na
zachovanie dévernosti  ktorejkolvek z
Dévernych informacii Spoloénosti, Zmluvni
partneri sa zavazuji zabranit takejto
Publikacii, ibaze by predmetna Déverna
informacia nemohla byt vymazana z
Publikacie bez ujmy vedeckej spravnosti
Publikacie.

. If such Publication is expected to have an

adverse effect on the confidentiality of any
of the Company's Confidential Information,
the Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the
Publication without detriment to the
scientific correctness of the Publication.

7.1.6. Ak by Publikacia z pohladu Spolognosti
mohla mat neziaduci G&inok na schopnost
ziskat patentovi ochranu pre ktorykolvek
Vynalez, Spoloénost ma pravo pozadovat
odklad Publikacie na primerant dobu na ucel
pripravy a podania ziadanej patentovej
prihlasky Spoloénostou alebo v jeho mene,
avsak tato doba nesmie presiahnut Sest (6)
mesiacov od datumu, kedy bola Spolo¢nosti
Publikacia doru¢ena na kontrolu. Spoloc¢nost
ma pravo pozadovat dalsi odklad Publikacie,
ak patentova prihlagka bola podana a ak
prihladka s pravom prednosti je nedplna a v
ramci 1 roka od podania prihladky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentove] prihlasky. V tomto
pripade ma Spolotnost pravo pozadovat
odklad akejkolvek Publikacie az do doplnenia
prihlasky s pravom prednosti. Spoloénost
nebude zakazovat' Publikaciu v pripade, ked
informacia, ktora je spdsobila byt predmetom
patentovej ochrany, bola z planovangj
Publikacie odstranena.

. If the Publication may - in the Company's

view - have an adverse effect on the ability
to obtain patent protection for any
Invention, the Company 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
Company; such period, however, may not
to exceed six (6) months from the day the
Company receives the intended Publication
for review. The Company may request a
further delay of the Publication in the case
that the patent application has been filed
and the priority application is incomplete,
and the subject-matter must be additionally
specified in the application within a 1 year.
In such case, the Company has the right to
request a postponement of any Publication
until the priority application is completed.
The Company shall not prohibit the
Publication if the patentable information is
removed from the planned Publication.
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7.1.7. Zmluvni partneri sa zavazuju zahrnit do

kazdej Publikacie ustanovenia informujuce,
Ze vytvorenie UGdajov bolo podporené
Spoloénostou a stiéasne sa Zmluvni partneri
zavazuju informovat o svojej miere
angazovanosti na Klinickom skuasani i na
prospechu, ktory im z Klinického skusania
plynul. Autorstvo a uznanie za vedecké
publikovanie musia byt v sulade s jednotnymi
poZiadavkami na  rukopisy vydanymi
Medzinarodnym vyborom redaktorov
lekarskych ¢asopisov - ICMJE (Uniform
Requirements for Manuscripts).

7.1.7. The Contracting Partners agree to include

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

T2,

Zmluvni partneri sa zavazuji zaviazaf
rovnakymi povinnostami a poziadavkami na
publikovanie, ktoré su stanovené v &l. 7.1 tiez
vietkych Clenov studijného timu.

7.2.

The Contracting Partners agree to impose
the same obligations and requirements for
publications as set forth in Article 7.1 on all
Study Site Staff Members.

7.3

Povinnosti stanovené v &l. 7.1 zostani v
platnosti dalSich dvadsatpat (25) rokov po
ukonéeni tejto Zmluvy.

7.3.

The obligations set forth in Article 7.1 shall
remain in effect for another twenty-five (25)
years after termination of this Agreement.

7.4.

Spolo¢nost je opravneny zverejnit vysledky
Klinického skusania spésobom, ktory uzna za
vhodny, a to ako po celt dobu trvania tejto
Zmluvy, tak aj po jej ukonceni, dalej je
Spolognost opravneny umiestnit informacie o
Klinickom sku3ani a o Vysledkoch na internet,
napr. na stranky www.ClinicalTrials.gov
a/nebo https://clinicaltrials.gov/ (zverejnenie
registra) a na stranky pre zverejnenie
vysledkov, na firemné stranky Spolo&nosti
(zverejnenie registra a vysledkov) a v
ktorejkolvek databaze afalebo v registri v
stlade s pravnymi predpismi a s prisludnymi
normami vo vztahu k rozsahu, forme a
obsahu.

7.4.

The Company may publish Results of the
Clinical Study in any manner it deems
appropriate, both during, and after
termination of this Agreement; the
Company may also post information about
the Clinical Study and Results on the
Internet, e.g. on www.ClinicalTrials.gov
andfor hitps://clinicaltrials.gov/ (register
posting) and on websites for results
posting, on the Company's company
website (register and results posting) and in
any other database and/or registry as
required by law in accordance with
applicable standards regarding the scope,
form and content.

7.5.

Zmluvni partneri sa zavazuju nepublikovat
Ziadne tlaCoveé spravy alebo iné verejné
oznamenia o Klinickom skusani, Vysledkoch
Klinického sku$ania a/alebo Skisanom lieku
bez predchadzajiuceho pisomného suhlasu
Spolo¢nosti, s  vynimkou  opravnene
uverejnenych a  verejne  dostupnych
informacii.

7.5.

The Contracting Partners agree not to
publish any press release or other public
announcements about the Clinical Study,
Results of the Clinical Study and/or the
Study Drug without the Company's prior
written consent, except for justifiably
disclosed and publicly available
information.

7.6.

Nazov Zadavatela/Spolo¢nosti nesmie byt
pouzivany v ziadnom reklamnom alebo inom
materiali Zmluvnych partnerov bez
predchadzajiceho pisomneho schvalenia
Zadavatelom/Spoloénostou.

7.6.

The name of the Sponsor/Company may
not be used in any advertising or any other
material of the Contracting Partners without
the Sponsor's/Company’s prior written
authorization.
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CL.8. - Zodpovednost a

Article 8 - Liability and

odskodnenie Indemnity
. . .| 81. The Contracting Partners agree to
8.1. Zmluvni partneri sa zavdzuju Spolocnosti indemnify the Company for any damage
nahrgdit‘ ujmu (vrétan_e ujmy_ nemg}etkc_wej a (including non-pecuniary damage and
smrti subjektu skiSania) vzniknutej z dovodu death of Study Subject) incurred as a result
()  nedbanlivého  alebo  umyselneho of (i) a negligent or willful illegal act or
protipravneho konania alebo opomenutia a / omission andlor (i) a breach of any
alebo (i) porusenia ktorejkolvek z povinnosti obligations assumed under this Agreement
prijatych na zaklade tejto Zmluvy ako aj (iii) as well as (iii) breach of legal regulations by
porusenia pravnych predpisov ktorymkolvek either of them or any employee of the
z niCh‘ alebo klor)"mkol'veknzo zamestnancov Center or persons taking part in performing
Centra alebo osobami, ktoré  budu this Agreement. Claim for damages does
participovat na plneni tejto Zmluvy. Narok na not arise, or arises only in a proportional
nahradu $kody nevznikd, pripadne vznika len amount, if health-related harm (including
v pomernej vy$ke, ak ujma na zdravi (vratane death) occurs due to the fault or
smrti) bola sposobena zavinenim & contributory fault of the Study Subject or
spoluzavinenim subjektu skusania ¢&i jeho his/her legal representative, also due to
zakonného zastupcu, €o aj z nedbanlivosti. negligence.
8.2. The Company ensures that the Sponsor
8.2. Spoloc’:n.ost' zabezpe€i, Ze Zadavatel budg must indemnify the Contracting Partners
Zmluvnym partnerom (Centrum alebo Hiavny (hereinafter the Center and the Principal
skasajuci ~ dalej oznacovani len Investigator collectively referred to as the
ujmu (vratane ujmy ’nemajetkqve;lvrozsa’hu. non-pecuniary damage) to the extent to
v akom je voti nim na prislusnom stde which a Study Subject or other persons
subjektom skusania alebo inymi, na to podia authorized by law successfully claims in
platnych pravnych predpisov opravnenymi particular damage to health (including
osobami, Gspes$ne uplatneny najméa narok na death) as a result of using the Study Drug
nahradu ujmy na zdravi (vratane smr) or any clinical intervention or procedure as
vzniknutej z dévodu uzivania Skusaneho specified in the Protocol at a competent
lieku alebo akehokolvek vykonu alebo court of justice, provided that such damage:
postupu vykonaného na subjekte skusania
podla poziadaviek Protokolu, a to za
podmienky, Ze tato ujma:
. 8.2.1. does not arise from the failure of the
8.2.1. nevznikla z dovodu, Ze Odskodnovana Indemnified Party to comply with (a) the
slfana nekonala v sulade (a) s podmienkami terms of this Agreement; and/or (b) the
tejto Zmluvy; a/alebo (b) Protokolom; a/alebo Protocol, and/or (c) all applicable laws and
(c) vsetkymi prisluSnymi pravnymi predpismi regulations governing the performance of
a ‘pravfdlami upra\{ujl’mimi vykonavanie the Clinical Study, andfor (d) safety
Klinického skasania;  a/alebo  (d) measures and written instructions of the
bezpecnostnymi opatreniami a pisomnymi Sponsor, the Company or their Affiliates;
pokynmi Zadavatela, Spolo¢nosti alebo ich and/or
Prepojenych osdb; a/alebo
. R . . 8.2.2. does not arise from a negligent or willful
alebo umyselného protipravneho konania Party; and/or
alebo opomenutia Odskodnovanej strany;
a/alebo
; . ; p .| 8.2.3. is not fully covered by insurance taken out
823. nie je plne hradena z poistenia in compliance with applicable laws for the
dohodnutého v sulade s pravnymi predpismi benefit of the Indemnified Party.
v prospech Odskodnovanej strany.
8.3. If the Indemnified Party incurs damage

8.3. Dalej plati. ze ak vznikne taka ujma iba sdasti
z dévodov na strane Odskodnovanej strany

due to reasons as specified in Article 8.2.1
or 8.2.2 only in part, the Indemnified Party
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uvedenych v ¢&l. 821, alebo 8.22, shall be entitled to indemnification from the
Odskodriovanej strane vznika narok na Sponsor or the Company to the extent to
nahradu ujmy vodi Zadavatelovi alebo which the reasons indicated in Article 8.2.1
Spolo¢nosti v rozsahu, v akom vznikla $kodu andfor 8.2.2. did not contribute to the
mimo dévodov uvedenych v ¢&l. 8.2.1 a/alebo damage.
8.2.2.
. . . 8.4. The Contracting Partners shall not be
8.4. Pravo Zmluvnych partnerov na nahradu ujmy entitled to indemnification under Article 8.2
podfa ¢l. 8.2 dalej nevznikne a Zadavatel ani and the Sponsor nor the Company shall not
Spoloénost nebudu mat povinnost nahradu provide indemnification, with the exception
ujmy poskytnit, s vynimkou ods. 8.4.3, len v of Paragraph 8.4.3only to the extent, in
rozsahu, v ktorom bude mat porusenie which the breach of Contracting Partners
hiektorej z nizSie uvedenych povinnosti zo have to any of the following obligations and
strany Zmluvnych partnerov negativny vplyv such breach has a negative impact on the
na moznost Uspesne sa branit proti possibility of successful defense against
uplatnenému naroku na nahradu ujmy: the lodged claim:
2 3 o oo 8.4.1. The Contracting Partners agree to notify the
8.4.1. Zmluvni partneri sa zavazuju pisomne Company in writng and as much as
informovat’ Spoloénost o kazdom naroku possible of a claim and/or lawsuit according
alalebo  zalobe v maximalnom moznom to these provisions on indemnification
rozsahu, podrfa tychto ustanoveni o nahrade within two (2) working days of learning
ujmy, a to do dvoch (2) pracovnych dni odo about such a claim or lawsuit and
dha, ked sa o nich dozvedia, a sucasne sa concurrently agree to allow the Company to
zavazuyu = umoznit ~ Spolodnosti,  aby approve all acts and defense against such
schvalovala vSetky Gkony a obranu proti takto a claim or lawsuit, including the right to
uplatnenému naroku alebo Zalobe vratane make a decision on dispute settlement; and
rozhodovania o urovnani sporu; a
. | 8.4.2. The Contracting Partners must cooperate
8.4.2.  Zmluvni partneri su povinni spolupracoyat with the Sponsor, the Company and require
so Zadavatelom, Spolocnostou a ich their employees to cooperate and its
pravnymi zastupcami a poistovatelmi pri attorneys and insurers in the defense of
obrane proti takému naroku alebo Zalobe, a such a claim or lawsuit; and ensure similar
zabezpecit' takuto spolupracu zo strany cooperation on part of their employees; and
svojich zamestnancov; a
. . , .| 8.4.3. The Contracting Partners must not
8.4.3. Zmluvni partneri nesmu uznat ani recognize or seftle any such claim or
uspokojit Ziadny takyto narok mimo alebo v lawsuit without the prior written consent of
rami sudneho konania bez the Company on behalf of the Sponsor.
predchadzajliceho  pisomného  suhlasu
Spoloénosti menom Zadavatela.
8.5. The Company ensures that the Sponsor will
8.5. Spolotnost zabezpeCi, ze Zadavatel bude be obliged to indemnify the Indemnified
Odskodriovanej strane povinny nahradit ujmu Party for health damage (including death) to
na zdravi (vratane smrti), ktora vznikla Study Subject he or she incurs as a result
subjektu skuSania vyhradne v doésledku of using the Study Drug applied in the
uzivania Ska3aného lieku pouzitého v ramci Clinical Study provided that such claim was
Klinického skuSania a to za predpokladu, Zze not due to a breach of the Contracting
narok nevznikol v désledku porusenia Partners’ obligations.
povinnosti Zmluvnych partnerov.
L9, -~ POIStErile Article 9 - Insurance
.| 91. The Company shall be responsible for
9.1. Spolognost zodpoveda za zabezpecenie taking out insurance for the purposes of the
poistenia na ucel Klinickeho skusania v Clinical Study in compliance with applicable
sulade s prislusnymi pravnymi predpismi. Na legal regulations. For these purposes, the
tento ucel Spolocnost prehlasuje, ze Company represents and warrants that it
zabezpecila poistenie  zodpovednosti  za took out liability insurance for himself, the
Skodu pre seba, Hlavného skusajuceho a Principal Investigator and the Study Site
cleny Studijného timu pre pripad drazu Staff Members in the event of injury to the
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subjektu ski3ania v dosledku vykonavania
Klinického skiania po cely ¢as vykonavania
Klinického sku3ania (vratane nemajetkovej
ujmy, okrem nemajetkovej ujmy spbsobenej
porusenim prav na ochranu osobnosti &i
mena, wurazkou na cti ohovaranim,
Sikanovanim, obtaZovanim, nerovnakym
zaobchadzanim & inymi  spdsobmi
diskriminacie), prostrednictvom ktorého je
zabezpecené aj odskodnenie v pripade smrti
subjektu skuSania alebo v pripade ujmy
vzniknutej na zdravi subjektu sku3ania v
désledku vykonavania Klinického skusania v
sulade s § 29n odst. 3 zakona o liekoch a v
stlade s ustanovenim § 43 pism. H) zakona
o liekoch. Pre wvyliéenie pochybnosti
Spoloénost a Zmluvni partneri vyhlasuju, zZe
poistenie podla tohto odseku nenahradza
poistenie vztahujuce sa k aktivitam, ktoré
nesuvisia s Klinickym skasanim, napr. beZzné
poskytovanie zdravotnych sluzieb.

Study Subject as a result of the conduct of
the Clinical Study at all times during the
conduct of the Clinical Study (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 Study
Subject or damage to health to a Study
Subject due conducting the Clinical Study
pursuant to Section 29n point 3 and Section
43 point H of Pharmaceuticals Act. In order
to eliminate any doubts, the Company and
the Contracting Partners represent and
warrant that this insurance does not replace
insurance covering activities which are not
related to the Clinical Study, e.g. a regular
provision of medical services.

CL.10. - Ochrana a
spristupnenie osobnych
udajov

Article 10 - Personal Data
Protection and
Disclosure

10.

—_

.Zmluvni partneri su si vedomi, Ze Zadavatel

alebo tretia osoba Zadavatelom poverena
budu vkladat Vysledky Klinického skusania a
véetky spravy suvisiace s  Klinickym
skasanim, zaznamy o Skoleniach v mieste
realizacie Klinického skisania a vystupy z
akychkolvek auditov vykonanych
Zadavatelom alebo v jeho mene podlia
pravidiel spravnej klinickej praxe alebo
in3pekcii do internych elektronickych databaz
Zadavatela a/ alebo tretich oséb poverenych
Zadavatelom. V ramci tejto spravy udajov
moézZu byt v sulade s poZiadavkami pravidiel
spravnej klinickej praxe a prisludnych
pravnych predpisov na useku ochrany
Osobnych udajov uchovavané, spracivane a
pouzité Zadavatelom, jeho Prepojenymi
osobami a poverenymi tretimi stranami
Osobné udaje Hlavného skusajiceho, ako su
meno, priezvisko a adresa, datum narodenia,
dalej kontaktné uGdaje (e-mail, telefénne
cislo), finanéné zaujmy podfa Potvrdenia o
finanénych zaujmoch a udaje o poskytnutych
platbach alebo prevodoch hodnét, a dalej tiez
tie isté Osobné udaje inych zamestnancov
Centra, Clenov Studijného timu a ich
zaangaZovanie v Klinickom skugani a vystupy
auditov vykonanych Zadavatelom podla
pravidiel spravnej Kklinickej praxe alebo
inspekcii (dalej len ,Udaje”) a pravnych

10.1. The Contracting Partners understand that
the Sponsor or a third party authorized by
the Sponsor shall enter Results of the
Clinical Study, all reports related to the
Clinical Study, site-training records and
outcomes of all audits performed by, or on
behalf of, the Sponsor of 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 (date of birth, contact data
(e-mail, phone number) and financial
interests according to the Financial
Interests Declaration, as well as data on
payments or transfer of value as well as
certain personal data of other employees of
the Center, Study Site Staff Members and
their involvement in the Clinical Study 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 be stored, processed
and used by the Sponsor, its Affiliates and
authorized third parties in compliance with
good clinical practice rules and applicable
personal data protection laws. The
Sponsor, Alexion Pharmaceuticals, Inc.

32 (98)




predpisov vztahujucich sa k ochrane
Osobnych (dajov. Alexion Pharmaceuticals,
Inc., ako Zadavatel, bude poskytovat tieto
Udaje externym verejnym databazam, ako je
napr. clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade prisludnych pravnych
predpisov tiez organom verejnej moci. Udaje
budu spracovévané pre plnenie pravnych
povinnosti Alexion Pharmaceuticals, Inc., ako
Zadavatela, a pre manaZzment Klinickych
skasok. Udaje budi spracovavané po dobu
neurcitd, najdihsie vSak do naplnenia uéelu.

shall provide Data to extemnal 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, Alexion
Pharmaceuticals, Inc., legal obligations and
for the management of Clinical Studies.
Data shall be processed for an indefinite
period of time, however, no longer than until
the purpose, for which it is processed, is
fulfilled.

10.2.Zmluvni partneri sa zZavazuju zabezpeéit, ze
do vykonavania Klinického sku3ania nebudu
zaangaZované Ziadne fyzické osoby, kym
tieto osoby neudelia sthlas so spractvanim
svojich Osobnych udajov v rozsahu podla
prilohy €. 2 tejto Zmluvy a kym Zmluvni
partneri nezasli tento suhlas Zadavatelovi
prostrednictvom Spoloénosti.

10.2.

The Contracting Partners agree not to
enroll any natural persons in the Clinical
Study until such persons grant their consent
to the processing of their personal data to
the extent specified in Appendix 2 to this
Agreement and until the Contracting
Partners send such consents to the
Sponsor through the Company.

10.3.Zmluvni partneri sa zavdzuji bezodkladne a
pisomne  informovat  Spolonost o
akomkolvek  poruZeni  ustanoveni o
bezpecnosti Osobnych Udajov, v kaZzdom
pripade’ vdak najneskér do 72 hodin od
okamihu, ked sa o takom porudeni dozvie,
pricom Spolo¢nost’ bude mat z tejto lehoty
k dispozicii 36 hodin.

10.3.

The Contracting Partners agree to inform
the Company in writing about any breach of
personal data protection provisions without
undue delay; however, no later than 72
hours after they become aware of such
breach while the Company shall have 36
hours of this time period.

10.4.Zmluvni partneri a Spoloénost sa zavazuju
dodrziavat zasady micanlivosti vo vztahu k
subjektom skul$ania a po celt dobu konat' v
sulade s prisludnymi pravnymi predpismi na
Useku ochrany osobnych Gdajov, najmi s
Nariadenim Eurépskeho parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych oséb pri spractvani osobnych
tdajov a volnom pohybe tychto Gdajov a o
zruSeni smernice 95/46/ES (vSeobecné
nariadenie o ochrane osobnych tidajov) (dalej
len ,GDPR"), dalej so zakonom ¢&. 18/2018
Z.z. o0 ochrane osobnych (dajov a 0 zmene a
doplneni niektorych zakonov v platnom zneni
a v sulade s prislusnymi pokynmi Statneho
ustavu pre kontrolu lie€iv, najma pokynom MP
131/2018, ak sa uplatni.
Na uely akéhokolvek odovzdania osobnych
udajov mimo Eurépskeho hospodarskeho
priestoru, a to do krajiny, ktori Eurépska
komisia nepovazuje za dostato¢ne chraniace
osobné udaje, Centrum a Spoloénost riadne
uzavru prislusné Standardné zmluvné dolozky
Europskej komisie v zneni neskorSich zmien,
Ktoré su uvedené na oficidlnej webovej
stranke Eurépskej tnie (v ¢ase podpisu tejto
zmluvy tu: https://eur-
lex.europa.eu/eli/dec_impl/2021/914/0j;
Zmluvné strany berd na vedomie, Ze v
budicnosti mézu byt prisludné Standardné

10.4.

The Contracting Partners and the Company
agree to adhere to the principles of
confidentiality in relation to Study Subjects
and at all times work in accordance with
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) (hereinafter referred to as the
“GDPR"), 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, if applicable.
For the purposes of any transfer of
personal data outside the European
Economic Area, namely to a country that
the European Commission does not
consider sufficiently protective of personal
data, the Center and the Contracting
Company shall properly conclude the
relevant standard contractual clauses of the
European Commission, as amended, which
are listed on the official website of the
European Union (at the time of signing this
contract here: https:/feur-
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zmluvné dolozky Eurépskej komisie uvedene
na inej adrese oficialneho webu Eurdpskej
unie).

lex.europa.eu/eli/dec_impl/2021/914/0j;
The contracting parties acknowledge that in
the future the relevant standard contractual
clauses of the European Commission may
be listed on another address of the official
website of the European Union).

10.5.Definicie na Ggely spractivania osobnych

udajov podra tejto Zmluvy:

,Osobné udaje* su akékolvek informacie
tykajuce sa identifikovanej alebo
identifikovatelnej fyzickej osoby (,Dotknuta
osoba"); identifikovatelna fyzicka osoba je
osoba, ktord je moZné identifikovat, priamo
alebo nepriamo najmd odkazom na
identifikator, ako je meno, identifikacné ¢islo,
lokalizaéné udaje, online identifikator alebo
odkazom na jeden &i viaceré prvky, ktoré su
Specifické pre fyzicku, fyziologicku, geneticku,
mentalnu, ekonomicku, kultrnu  alebo
socialnu identitu tejto fyzickej osoby.

.Porusenie ochrany osobnych tdajov" je
porudenie bezpecnosti, ktoré vedie K
nahodnému alebo nezakonnemu zniceniu,
strate, zmene alebo neopravnenému
poskytnutiu Osobnych udajov, ktore sa
prenasajl, uchovavajl alebo inak spracivaju,
alebo neopravneny pristup k nim.

,Porudenie vyzadujice oznamenie" |e
Porudenie ochrany osobnych udajov v
stvislosti s akymikolvek Osobnymi Gdajmi
subjektov skusania alebo Clenov $tudijného
timu, ktore su spracivane v suvislosti s touto
Zmluvou a je pravdepodobné, Ze toto
poru$enie predstavuje ohrozenie prav a
slobdd Dotknutej osoby.

JPoziadavka Dotknutej osoby" znamena
poziadavku subjektov skusania a Clenov
Studijneho Timu uplatnent v suvislosti so
spracivanim ich Osobnych udajov v
suvislosti s touto Zmluvou.

JPlatbou alebo Inou finanénou nahradou*
sa rozumie priamy alebo nepriamy prenos
cohokolvek hodnotného, &i uZ v hotovosti
alebo v naturdlidach v suvislosti s vyvojom
alebo  predajom lie€ivych  pripravkov.
JHodnotou® sa rozumie stanovitelna
ekonomicka hodnota na otvorenom trhu.
Priama Platba alebo Ina finanéna nahrada je
talten vykonanaly priamo platcom v prospech
prijemcu. Nepriama Platba alebo Ina finanéna
nahrada je ta/ten vykonavana tretou stranou
v mene platcu v prospech prijemcu, kde
identita platcu je prijemcovi znama alebo nim
moze byt identifikovana.

10.5. Definitions for the processing of personal

data under this Agreement

Personal Data 'means information relating to
an identified or identifiable natural person
("Data Subject"); identifiable natural person is
a person who can be identified, directly or
indirectly, in particular by reference to an
identifier such as name, identification number,
location data, online identifier or by reference
to one or several elements specific for a
physical, physiological, genetic, mental the
economic, cultural or social identity of that
private individual.

"Breach of Private Data Protection" means
a breach of security resulting in accidental or
unlawful destruction, loss, alteration or
unauthorized disclosure of Personal Data that
is transmitted, stored or otherwise processed,
or unauthorized access to it.

“Breach Requiring Notification” means a
breach of personal data protection in respect
of any Personal Data of study subjects or
Members of the Study Site Staff that is
processed under this Agreement and is likely
to constitute a threat to the rights and
freedoms of Data Subjects.

"Data Subject Requirement" means a
Requirement of study subjects and Members
of the Study Site Staff applied to the
processing of their Personal Data in according
to this Agreement.

“Payment or other financial
compensation” 'means the direct or indirect
transmission of any valuable item, whether in
cash or in kind, in connection with the
development or sale of medicinal products.

»Value" means a determinable economic
value in an open market. The direct payment
or other financial compensation is the one
made directly by a payer in favour of a
beneficiary. Indirect Payment or Other
financial compensation is that made by a third
party on behalf of the payer for the benefit of
the recipient and the payer's identity is known
to or can be identified by the recipient.
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10.6.V  ramci Klinického skasania  je
prevadzkovatelom Osobnych tdajov subjektu
skasania, Hlavného skusajiceho a Clenov
Studijného timu Alexion Pharmaceuticals,

Inc., ako Zadavatel, Alexion
Pharmaceuticals, Inc. (ako Zadavatel a
prevadzkovatel), poveril Spolo¢nost

spracuvanim  Osobnych  ddajov  (ako
sprostredkovatel) v Slovenskej republike.
Okrem toho budu Osobné udaje pre
Spolo¢nost spractvat
PharmaceuticalsZmluvni partneri ako
sprostredkovatelia. Kazda Zmluvna strana
bude zodpovedna za svoje vlastné
spractvanie Osobnych Gdajov a zabezpedi,
aby sa Osobné udaje tykajuce sa subjektov
skusania, Hlavného skusajiceho afalebo
Clenov $tudijného timu  zhromazdovali,
uchovavali, prenasali a poskytovali v stlade
so vietkymi platnymi nadnarodnymi a
narodnymi pravnymi predpismi o ochrane
Osobnych udajov a touto Zmluvou. Zmluvné
strany sa zavazuju prijat také opatrenia, aby
nemohlo déjst k neopravnenému alebo
nahodnému pristupu k Osobnym udajom, k
ich zmene, zniceniu &i strate, neopravnenym
prenosom, Kk ich inemu neopravnenému
spracuvaniu, ako aj k inému zneuZitiu
Osobnych tdajov.

10.6.

As part of the Clinical Study the Alexion
Pharmaceuticals, Inc. as the Sponsor is the
operator of the Personal Data of the study
subject, the Principal Investigator and the
Study Site Staff Members. Alexion
Pharmaceuticals, Inc. (as the Sponsor and
processor), entrusted the Company with
the processing of Personal Data (as a
controller) in the Slovak Republic. In
addition, they will process Personal Data for
the Company As regards the Sponsor
Personal Data will continue to be processed
by Contracting Partners as intermediaries.
Each Party shall be responsible for its own
processing of Personal Data and shall
ensure that Personal Data relating to study
subjects, Principal Investigator and / or
Study Site Staff Members is collected,
stored, transmitted and provided in
accordance with all applicable
supranational and national legislation on
protection. Personal Data and this
Agreement. The Parties undertake to take
such measures to prevent unauthorized or
accidental access to, alteration, destruction
or loss of Personal Data, unauthorized
transmission, other unauthorized
processing and other misuse of Personal
Data.

10.7.Alexion Pharmaceuticals, Inc.uréuje ugely a | 10.7.

prostriedky spractivania Osobnych (dajov.
Zmluvni partneri stihlasia, Ze budud spracivat
Osobné udaje na zaklade zdokumentovanych
inStrukcii Zadavatela.

Zmluvni partneri budu spracivat Osobné
udaje za ucelom plnenia tejto Zmluvy, a to v
stlade s prisludnymi pravnymi predpismi
a touto Zmluvou.

Alexion Pharmaceuticals, Inc. determines
the purposes and means of Personal Data
processing. The Contracting Partners
agree to process the Personal Data on the
basis of documented instructions of the
Sponsor.

The Contracting Partners shall process
Personal Data for the purpose of
performing this Agreement, in accordance
with applicable law and this Agreement.

10.8.Zmluvni partneri budt spracuvat Osobné | 10.8.

(idaje tychto Dotknutych oséb:
1) subjektov skugania

2) Hlavného skusajuceho, Clenov studijného
timu.

The Contracting Partners shall process
Personal Data of the below Data Subjects

1) Study subjects

2) Principal Investigator, Members of the
Study Site Staff

10.9.Zmluvni partneri budd spracuvat Osobné | 10.9.

udaje subjektov skuSania v nasledujicom
rozsahu, v sulade s platnymi pravnymi
predpismi:

1) Identifikacné udaje (meno a priezvisko)
2) Datum narodenia

3) Kontakiné udaje

The Center and Principal Investigator shall
process Subjects’ Personal Data to the
extent as required by Applicable Laws:

1) Identification Data (name and surname)
2) Date of birth
3) Contact data

4) Specific category of Personal Data —
anamnesis, medication and results of all
examinations.




{_ 4) Osobitné kategorie Osobnych udajov -
udaje o anamnéze, uzZivanych liekoch a
vysledkoch vietkych vysetreni.

10.10. Zmluvni partneri budd tiez spracivat
Udaje Hiavného skusajuceho a Clenov
Studijného timu podla ¢lanku 10.1.

10.10.The Contracting Partners shall also
process Data of the Principal Investigator
and Members of the Study Site Staff in
accordance with Article 10.1.

10.11. Spracivanie Osobnych uGdajov bude
zahfiat najma zhromaZdovanie Osobnych
udajov, spractvanie Osobnych u(dajov v
elektronickej databaze Klinického ska3ania,
pripravu dokumentacie vykazov a hlaseni
vyplyvajlucich zo zakona, prenos Osobnych
udajov  Statnym organom a  dalSim
opravnenym osobam. Osobné udaje
subjektov sku3ania budd Spolotnosti a
nasledne  Zadavatelovi  poskytnuté v
zakodovanej podobe. Spracivanie bude
prebiehat automatizovane i manualne.

10.11.Personal Data processing shall include, in
particular, the collection of Personal Data,
processing of Personal Data in the
electronic database of the Clinical Study,
preparation of statements and reports
required by law, transfer of Personal Data
to state authorities and other authorized
persons. The study subjects' personal data
will be provided to the Company and
subsequently to the Sponsor in encrypted
form. The processing shall be done both
automatically and manually.

10.12. Spracuvanie Osobnych udajov bude
prebiehat po dobu uginnosti tejto Zmluvy.
Zmiluvni partneri ukonéia spracivanie v den
splnenia tejto Zmluvy alebo jej ukoncenia.
Tymto nie su dotknuté povinnosti Zmluvnych
partnerov uchovavat spracivané Osobné
tdaje podla prislusnych pravnych predpisov,
ako pripadnych Prevadzkovatelov.

10.12.Personal Data processing shall be carried
out for the term of this Agreement. The
Contracting Partners shall terminate the
processing on the date of completion or
termination of this Agreement which is
without prejudice to the obligations of the
Contracting Partners as potential Data
Controllers to keep the processed Personal
Data in accordance with Applicable Laws.

10.13. Zmluvné strany musia zabezpedit
dodrziavanie vhodnych technickych a
organizaénych bezpeénostnych opatreni

pre ochranu Osobnych udajov Dotknutych
0s6b, ktoré spracuvaju v suvislosti s touto
Zmluvou.

10.13.The Contracting Parties shall maintain
appropriate technical and organisational
security measures to protect the Personal
Data of Data Subjects they process in
relation to this Agreement.

10.14. Centrum vymenuje kontaktnt osobu, ktora
bude odpovedat na vsetky poZiadavky
subjektov skugania a Clenov $tudijného timu
uplatnené v suvislosti so spracuvanim ich
Osobnych udajov v suvislosti s touto Zmluvou
(,Poziadavky Dotknutych oséb®). Centrum
informuje  Spoloénost apoZiada ju o
asistenciu pri odpovedani na Poziadavku
Dotknutej oscby iba v pripade, Ze nebude
schopné zodpovedat Poziadavku Dotknutej
osoby bez informacii, ktoré mdZe poskytnut
iba Zadavatel alebo Spolog¢nost. Pokial je
potrebné, aby Zadavatel alebo Spolo¢nost
poskytliinformacie Centru, Centrum informuje
Spoloénostdo 3 dni od prijatia PozZiadavky
Dotknutej osoby. Za tychto okolnosti
Spoloénost musi spolupracovat s Centrom,
v stlade s prislusnymi zakonmi jej poskytnut
pozadované informacie a spravit prisludné
kroky, aby umoznil Centru odpovedat na
Poziadavku Dotknutej osoby. Centrum
poskytne Zadavatelovi alebo Spolo¢nosti na

10.14.The Centre shall appoint a contact person
to respond to all Requests of Data Subjects
and Members of the Study Site Staff they
may have as for the processing of their
Personal Data in connection with this
Agreement. (‘Requests of Data
Subjects”). The Centre shall inform the
Company and request its assistance in
responding to a Data Subjects’ Request
only to the extent that they are unable to
manage and respond to the Data Subjects’
Request without information which could
only be provided by the Sponsor or
Company. If the Sponsor or Company
needs to provide information to the Centre,
the latter (Centre) shall inform the Sponsor
or Company within 3 days upon receiving
the Data Subjects’ Request. Under such
circumstances, the Company shall
cooperate with the Centre and shall provide
it with, subject to Applicable Laws, the
requested information and undertake any
reasonable actions to enable the Centre to
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zaklade opravnenej Ziadosti akékolvek
informacie a spravi akékolvek kroky alebo
poskytne Zadavatelovi alebo Spolodnosti
asistenciu, ktori bude Zadavatel alebo
Spoloénost pripadne vyZadovat, za uéelom
zodpovedania PoZiadavky Dotknutej osoby.,

respond to the Data Subjects’ Request. The
Centre shall, upon the reasonable request
by the Sponsor or Company, provide the
Sponsor or Company with any information,
undertake any actions or provide
assistance to the Sponsor or Company as
may be required by the Sponsor or
Company to respond to a Data Subjects'
Request.

10.15. V pripade Porusenia vyZadujuceho
oznamenie, Centrum musi bez zbyto&ného
odkladu, a to najneskér do 72 hodin po tom,
€o sa o tejto skuto€nosti dozvedelo, oznamit
poruSenie  ochrany Osobnych udajov
prislusnému dozornému organu. Pokial toto
Porusenie vyZadujlice oznamenie
predstavuje pre Dotknuté osoby vysoké
riziko, potom Centrum informuje tiez tieto
Dotknuté osoby, avSak iba v pripade, Ze
Centrum neprijalo  G&inné technické a
organizaéné bezpecnostné opatrenia, ktoré
by zabezpegili, Ze riziko pravdepodobne uz
nebude mat désledky. Centrum oznami
Spoloénosti akékolvek Porusenie vyZzadujuce
oznamenie podla ¢l. 10.3.

10.15.1f a Breach requiring notification occurs, the

Centre must notify the relevant supervisory
authority without undue delay and at the
latest within 72 hours after having become
aware of such breach. If such Reportable
Breach poses a high risk to the affected
individuals (Data Subjects), then the Centre
shall also inform them, unless they have put
in place effective technical and
organizational protection measures that
ensure that the risk is no longer likely to
materialize. The Centre shall notify the
Company of any Reportable Breach in
accordance with Article 10.3.

10.16. Osobné Gdaje mézu byt poskytované iba
zabezpedenym  spdsobom.  Spologénost
poZiada o spractvanie Osobnych dajov
preukazatelnym spdésobom (pisomne alebo
e-mailom) a v neodkladnych pripadoch Ustne
a nasledne tato Ziadost potvrdi pisomne
alebo e-mailom.

10.16.The Personal Data may be handed over in

a secured manner only. The Company shall
ask for Personal Data processing in a
provable manner (in writing or by email) and
in urgent situations orally, while
subsequently confirming such request in
writing or by email.

10.17. Spoloénost ma pravo pravidelne Ziadat
informécie o stave ochrany Osobnych tdajov
od Zmluvnych partnerov, najma o zmenach v
procesoch a systéemoch spractvania
Osobnych udajov a o bezpeénostnych
incidentoch tykajucich sa Osobnych udajov.
Spolocnost tiez mdéze vykonavat pravidelné
kontroly u Zmluvnych partnerov.

10.17.The Company is entitled to demand

regularly information on the state of
protection of the Personal Data from the
Contracting Partners, particularly about
changes in the processes and systems of
the Personal Data processing and about
security incidents related to the Personal
Data. The Company may also carry out
regular inspections at the Contracting
Partners.

10.18. Zmluvni partneri sa zavazuju, Zze budu
spracuvat Osobné Udaje len na zaklade
pokynov Spoloénosti a pri spracivani budu
dodrziavat postupy a sposoby spracuvania
stanovene touto Zmluvou, vratane
dodrZiavania vietkych potrebnych
bezpecnostnych opatreni. V pripade, Zze budu
poskytovat Osobné udaje Spoloénosti, musi
byt toto poskytnutie zabezpeéené.

10.18.The Contracting Partners undertake to

process the Personal Data only based on
the Company's instructions and to observe
in the processing the means and methods
of the processing stipulated in this
Agreement, including observation of any
and all the necessary security measures. In
the case of sending Personal Data to the
Company, it must be handed over in a
secured manner.

10.19. Zmluvni partneri sa zavazuju, Ze umoznia
Zadavatelovi alebo Spolo¢nosti alebo ich
poverenemu auditorovi vykonavat audity
a inSpekcie spractivania Osobnych Gdajov u
Zmluvnych partnerov a poskytnu
Zadavatelovi alebo Spolo€nosti vietky

10.19.The Contracting Partners undertake to

enable the Sponsor or Company, or an
auditor appointed thereby, to carry out
audits and inspections regarding the
processing of the Personal Data at the
Contracting Partners and to provide the
Sponsor or Company with any and all

37 (98)




informacie, ktoré su potrebné na splnenie
povinnosti podlfa prislusnych  pravnych
predpisov. Zmluvni partneri maju tiez
povinnost viest zaznamy o ¢&innostiach
tykajticich sa spractivania Osobnych udajov

information that is necessary to meet the
obligations under the relevant legal
regulations. The Contracting Partners are
also obliged to keep records on the
processing activities with respect to the

podla tejto Zmiuvy. processing of the Personal Data under the
Agreement.

5 : ; s .| 10.20.The Contracting Partners must inform the

10.20. Zmluvni  parneri musia informovat Sponsor or Company that it is not possible

Zadavatela alebo Spolocnost, Ze nie je
mozné splnit'ich Ziadost, ak by bola v rozpore
s ustanovenim tejto Zmluvy alebo prislusnymi
pravnymi predpismi.

to meet its request, provided that such
request is contrary to the provisions of the
Agreement or the relevant legal
regulations.

10.21. Zmluvni partneri sa zavazuju, Ze nezapoja
do spractvania Osobnych udajov Ziadneho

10.21.The Contracting Partners undertake not to
involve in the processing of the Personal
Data any other processors without a prior

dalsieho sprostredkovatela bez consent of the Company.
predchadzajliceho sthlasu Spolognosti.
. . . 10.22.The Contracting Partners shall apply
10.22. Zmluvni  partneri  prijmd  rovnake security measures to Personal Data not
bezpecnostné  opatrenia na  ochranu worse than those they apply to Personal
Osobnych udajov, aké pouzivaju pri Data they process as Controllers.

osobnych Gdajoch, ktoré spractvaju ako
Prevadzkovatelia.

10.23. Zmluvni partneri sa zavéazuji prijat najma
tieto bezpeénosiné opatrenia: zabezpedit
priestory, v ktorych sa  spracuvaju
a uchovavaju Osobné udaje, chranit pristup
do informaénych systémov, v ktorych su
spractivané Osobné udaje, uréit poverenych
zamestnancov na spracuvanie Osobnych
tdajov, iba tito zamestnanci st opravneni na
pristup a spracuvanie Osobnych udajov v
sulade s ustanoveniami tejto Zmluvy, pouéit o
povinnosti  zachovavat  mi¢anlivost o
Osobnych udajoch a o bezpeénostnych
opatreniach svojich zamestnancov a dalsie
osoby, ktoré v ramci plnenia zakonom
stanovenych  opravneni a  povinnosti
prichadzaju do styku s Osobnymi tdajmi u
Zmluvnych partnerov, pravidelne $kolit
svojich zamestnancov v oblasti ochrany
Osobnych ddajov a testovat ich znalosti, v
pripade Ze ich zamestnanci porusia
povinnosti pri spractuvani Osobnych tdajov,
vySetrit vietky okolnosti, pravidelne testovat
a hodnotit aé&innost zavedenych technickych
a organizacnych opatreni pre zaistenie
bezpecnosti spractivania Osobnych udajov,
prijat  pripadné dodato¢né technické
opatrenia  v3eobecne uznavane  ako
bezpe€nostné opatrenie pre spraclvanie
Osobnych udajov.

10.23.The Contracting Partners undertake to
take, in particular, the following security
measures: to protect the premises, in which
the Personal Data is processed and stored,
to protect the access to IT systems, in
which the Personal Data is processed, to
appoint authorized employees to process
the Personal Data — only they will be
authorized to access and process the
Personal Data in accordance with the
provisions of the Agreement, to advise
employees and other persons, who get in
contact with the Personal Data at the
Contracting Partners within the fulfilment of
the authorizations and  obligations
stipulated by the law, on the confidentiality
obligation regarding the Personal Data and
on security measures, to train regularly their
employees on protection of the Personal
Data and to test their knowledge, to
investigate all circumstances in case of
breach of obligations in processing the
Personal Data by their employees, to test
and evaluate regularly the efficacy of the
implemented technical and organizational
measures in order to ensure the Personal
Data processing security, to take possible
other technical measures generally
recognized as the security measures for the
used method of processing of the Personal
Data.

10.24. Zmluvné strany sa od3kodnia, budi sa
branit a vzajomne sa zabezpecia v suvislosti
s akymikolvek zavazkami, narokmi, stratami,
sudnymi spormi, rozsudkami a primeranymi
pravnymi poplatkami vyplyvajucimi

10.24.The Contracting Parties shall indemnify,
defend, and hold each other harmless from
and against any and all liabilities, claims,
losses, suits, judgments, and relevant legal
fees arising from any breach, negligent act,
error or omission of relevant Personal Data
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z akéhokolvek porudenia, nedbalosti, chyby
alebo opomenutia prislusnych zavazkov
v suvislosti s ochranou Osobnych Gdajov
podla tejto Zmiuvy, ktorych sa dopusti ina
Zmluvna strana, jej zamestnanci alebo
subdodavatelia.

protection obligations under this Agreement
by the other Party, its staff or
Subcontractors.

10.25. Zmluvni partneri zabezpecia, aby bol
akykolvek zber, nakladanie, presun a drzanie
Biologickych materialov v ramci Klinického
skadania vykonavany v sulade s Protokolom,
informovanymi suhlasmi subjektov skusania a
prislusnymi predpismi a takym spésobom,
aby bola po celli dobu zaistena bezpetnost,
integrita, kvalita a identita Biologickych
materialov.

10.25.The Contracting Partners shall ensure that
any collection, handling, transportation and
retention of Biological Materials in
connection with the Study is carried out in
accordance with the Protocol, the informed |
consents of study subjects, and all
Applicable Laws and in such a way as to
ensure that the security, integrity, quality
and identity of the Biological Materials is
maintained at all times.

CL.11. - Trvanie Zmluvy

Article 11 - Term of the
Agreement

11.1.Tato Zmluva nadobuda platnost dfiom jej
podpisania vietkymi zmluvnymi stranami  a
ucinnost dnom nasledujicim po dni jej
zverejnenia v zmysle § 47a ods. 1 zdkona &.
40/1964 Zb. ObcCiansky zakonnik v zneni
neskordich predpisov v centralnom registri
zmliv na www.crz.gov.sk, nakolko ide o
povinne zverejiiovanlt zmluvu v zmysle § 5a
ods. 1 zakona €. 211/2000 Z. z. o slobodnom
pristupe k informaciam v zneni neskor§ich
predpisov a skonéi dihom kedy (a) bude
dokoncena celkova sprava o  Klinickom
skisani, alebo (b) bude vykonana posledna
platba Spolo¢nostou, pricom rozhodujtca je
ta z tychto skutocnosti, ktora nastane neskor.

Predpokladany termin skoncenia zmluvy je 12-
Mar-2032.

11.1. This Agreement ends on the date when (a)
the final report on the Clinical Study is
finalized, or (b) the last payment is made
by the Company; the decisive factor shall
be which of the above events occurs later
This Agreement shall enter into force on
the date of its signature by all Contracting
parties. The effective date of this
Agreement is the day following the date of
its publication in the register of contracts at
www.crz.gov.sk. in accordance with the
provision of Section 47 (1) of the Civil
Code no. 40/1964 Coll., as amended, and
Section 5a (1) of the Act no. 211/2000
Coll., as amended.

This Agreement ends on the date when (a)
the final report on the Clinical Study is
finalized, or (b) the last payment is made
by the Company; the decisive factor shall
be which of the above events occurs later.

The expected contract termination date is
12-Mar-2032.

11.2.Centrum sa zavazuje uverejnit tito Zmluvu v
registri zmlav alebo na svojej internetovej
stranke bezodkladne po jej uzavreti a o tomto
uverejneni informovat Spoloénost. V pripade
uverejnenia na internetovej stranke Centra
poskytne Centrum potvrdenie o tomto
uverejneni v sulade s platnou legislativou.

11.2. The Centre undertakes to publish this
Agreement in the register of contracts or on
its website immediately after it is concluded
and to notify the Company of this
publication. If the Agreement is published
on the Centre's website, the Centre shall
provide a confirmation of such publication
in accordance with the Applicable Laws.

11.3.Prava a povinnosti Spolo¢nosti a Zmluvnych
partnerov stanovené v tejto Zmluve, ktoré
vzhladom na svoju povahu maju pretrvat aj

. The rights and obligations of the Company
and the Contracting Partners that are set
forth in this Agreement and by nature are to
survive this Agreement (including rights

po skonceni tejto Zmiuvy (vratane prav s with respect to ownership, Inventions,
ohfadom  na  vlastnictvo,  Vynalezy, confidentiality, publication, anti-bribery,
zachovavanie  miéanlivosti,  publikacie,
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protikorupénych ustanoveni, zodpovednosti a
odskodnenie), zostavaju v platnosti aj po
skonceni tejto Zmluvy.

liability and indemnification) shall remain in
effect even after this Agreement is
terminated.

CL.12. - Ukon&enie

Article 12 - Termination

12.1.Bez ohladu na akékolvek iné pravo ukongit
tato Zmluvu, ktoré moze byt stanovené v tejto
Zmluve alebo wvyplyva zo v3eobecne
zavaznych pravnych predpisov, Spoloénost
ma pravo ukondit tito Zmluvu kedykolvek aj
bez uvedenia dévodu na zaklade pisomnej
vypovede s tridsatdnovou (30) vypovednou
dobou. Vypovedna doba zaéne plynut prvym
dnom mesiaca nasledujicom po mesiaci, v
ktorom bola pisomna vypoved doruena
ostatnym Zmluvnym stranam. lhned po
doruceni pisomnej vypovede tejto Zmluvy
druhe] zmluvne] strane na  zaklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny skusajuci zavazuju (i)
zastavit nabor a zaradovanie subjektov
skusania do Klinického skusania, (i) zastavit’
vykonavanie vSetkych postupov, u uz
zahrnutych jedincov skdsania, a to v miere, v
akej to dovoluje lekarske hladisko, a (iii)
zdrzat sa v maximalnej] moZne] miere
vytvérania dalSich nakladov a vydavkov. V
pripade, Ze Centrum alebo Spolo€nost
oznami, ze vypovedna doba v dizke tridsiatich
(30) dni je nedostatoine dlha doba na
vyhodnotenie rizik pre zaradené subjekty
skusania, ktorym sa podava Skusany liek,
budd Zmluvné strany spolupracovat na tom,
aby bola bezpetne ukoncena liecba tychto
subjektov skisania tymto Skasanym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom pripade nebude zavazok
Spolocnosti dodavat Skusany liek podia tejto
Zmluvy trvat dihsie ako primerant dobu.

12.1. Notwithstanding any other termination right

set forth in this Agreement or in the
applicable  generally  binding legal
regulations, the Company reserves the
right to terminate this Agreement at any
time without giving a reason based on a
thirty-day (30) written notice. The notice
period begins on the first day of the month
following the month in which the written
notice is delivered to the other Contracting
Parties. Immediately upon receipt of the
wriften 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
Study Subjects in the Clinical Study, (i)
cease all procedures to the extent medically
permissible on Study Subjects already
enrolled in the Clinical Study and (iii) refrain
as much as possible from incurring
additional costs and expenses. In the case
that the Center or the Company announces
that the thirty-day notice does not provide
enough time to evaluate risks for enrolled
Study Subjects who receive the Study
Drug, the Contracting Parties shall
cooperate so that the treatment of the Study
Subjects with the Study Drug is safely
terminated during a mutually agreed period
of time; however, the Company shall not be
required to provide the Study Drug based
on this Agreement for an unreasonable
period of time.

12.2.Zmluvni partneri a Spolo¢nost, kazdy z nich,
maju pravo ukoncit tito Zmluvu s okamzitym
ucinkom  formou  pisomnej  vypovede
dorucenej druhej Zmluvnej strane v pripade,
ze vykonavanie Klinického skusania v Centre
musi byt ukoncene z lekarskych alebo
etickych dévodov. Uginky takejto vypovede
nastanu dnom jej dorucenia poslednej zo
Zmluvnych  stran.  Ukonéenie  Zmluvy
Zmluvnymi partnermi podla predchadzajlcej
vety je Hlavny skasajuci povinny vopred
prekonzultovat so Spolo¢nostou. lhned po
doruceni pisomnej vypovede tejto Zmluvy
druhej zmluvnej strane na zaklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny sku$ajici zavazuja (i)
zastavit nabor a zaradovanie subjektov
skusania do Klinického skdsania, (ii) zastavit

12.2. The Contracting Partners and the Company

each has the right to terminate this
Agreement with immediate effect by giving
a written notice to the other party in the
case that the Clinical Study at the Center
needs to be terminated due to medical or
ethical reasons. Such termination becomes
effective on the date of the receipt of a
written notice 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 Company
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
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vykonavanie vSetkych postupov, u uZ
zahrnutych subjektov skdgania, a to v miere,
v akej to dovoluje lekarske hladisko, a (i)
zdrzat sa v maximalnej moZnej miere
vytvarania daldich nakladov a vydavkov.
Zmluvné strany buda spolupracovat na tom,
aby bola bezpetne ukonéena lie¢ba
subjektov skdsania Ska3anym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom pripade nebude zavazok
Spoloénosti dodavat Skusany liek podra tejto
Zmluvy trvat dih$ie ako primerant dobu. Bez
ohladu na predchadzajice ustanovenie, v
pripade kritickych alebo dolezitych zisteni v
ramci auditu alebo in3pekcie tykajlcich sa
spravnej klinickej praxe, dohfadu nad liekmi
alebo regulacnych zalezitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
préava, bezpecénost, alebo celkovi pohodu
subjektov  skuasania alebo ktoré moézZu
predstavovat potencialne riziko pre verejné
zdravie alebo ktoré moézu mat za nasledok
neprijatelnost udajov z Klinického skusania
alebo ktoré predstavuju vaZne porusenie
prisludnych pravnych predpisov a pravidiel,
ma Spolognost pravo (podla svojej volby): (a)
s okamzitym tuc¢inkom docasne zastavit nabor
subjektov skusania, kym nebudi predmetné
zistenia uplne posidené, alebo (b) s
okamzitym Géinkom pisomne vypovedat tito
Zmluvu.

Study Subjects in the Clinical Study, (i)
cease all procedures to the extent medically
permissible on Study Subjects already
enrolled in the Clinical Study and (iii) refrain
as much as possible from incurring
additional costs and expenses. The
Contracting Parties shall cooperate so that
the treatment of the Study Subjects with the
Study Drug is safely terminated during a
mutually agreed period of time; however,
the Company shall not be required to
provide the Study Drug based on this
Agreement for an unreasonable period of
time. Without prejudice to the foregoing, in
the event of critical or important findings
arising 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 Study Subjects or
that may pose a potential risk to public
health or that may render Clinical Study
data inadmissible or that seriously violate
applicable legal regulations and rules, the
Company reserves the right (at its own
discretion) to temporarily stop the
recruitment of Study Subjects  with
immediate effect until the relevant findings
are fully assessed or to terminate this
Agreement with immediate effect by a
written notice.

) . ) 12.3. In the case that any authorization or
12.3.V pripade, Ze ktorékolvek z povoleni alebo consent necessary for conducting the
suhlasov. potrebnych na wvykonavanie Clinical Study is (i) finally rejected or (i)
Klinického ski3ania je (i) pravoplatne withdrawn, this Agreement shall be
zamietnuté alebo (ii) pravoplatne zrusene, automatically terminated on the day of
skonéi tato Zmluva automaticky diiom receipt of notification (decision) of such final
dorucenia oznamenia (rozhodnutia) o rejection or withdrawal.
takomto pravoplatnom zamietnuti alebo
pravoplatnom zruseni.
12.4. In the case that the Company reasonably

12.4 Ak sa Spolocnost primerane domnieva, Ze
Zmluvni partneri nebudu schopni zacat nabor
alebo plnit svoje povinnosti tykajuce sa
naboru v ramci dohodnutej lehoty alebo
Zmluvni partneri tieto povinnosti nesplnia
(najmd ak v stanovene] lehote nebude
zaradeny do Klinického skusania Ziadny
subjekt skugania), ma Spoloénost pravo na
zaklade oznamenia doru¢eného Zmluvnym
partnerom (a) s okamzitym Gcinkom zniZit
pocet subjektov skusania, ktori sa maju
zaradit do Klinického skaSania; alebo (b)
predizit dobu naboru; alebo (c) ukonéit tuto
Zmluvu vypovedou. Podfa pismena c) moze
Spolo¢nost pisomne vypovedat Zmluvu s
okamzitym Gc€inkom, avsak len ak vopred
pisomne upozornil Zmluvnych partnerov na
ich ome&kania s naborom subjektov ski3ania
a poziadal ich o napravu v dodatoénej
primeranej lehote pétnastich (15) dni, a

believes that the Contracting Partners shall
be unable to start recruitment or to fulfil their
recruitment obligations by the agreed
deadline or the Contracting Partners shall
not meet these obligations (particularly if no
study subject is enrolled in the Study by the
specified deadline), the Company shall
have the right, by sending a written notice
to the Contracting Partners, to (a) decrease
with immediate effect the number of Study
Subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), the Company
may terminate this Agreement by a written
notice with immediate effect, provided that
the Company informs the Contracting
Partners about their delay with recruiting
Study Subjects in writing beforehand and
asked them to remedy this delay within an
additional reasonable time-limit and the
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Zmluvni partneri ani v takej dodatoénej lehote
napravu neurobia. Zmluvni partneri musia byt
o mozZnosti Spoloénosti vypovedat tuto
Zmluvu s okamzitym G&inkom v pripade, ak
Zmluvni partneri nezjednaju napravu ani v
dodatoéne stanovene] lehote, nalezite
pisomne poucéeni.

Contracting Partners failed to remedy this
delay within such additional reasonable
time-limit. The Contracting Parties must be
duly informed in writing about the
Company's possibility to terminate this
Agreement with immediate effect if the
Contracting Parties do not remedy the
situation even within an additional period of
time.

12.5.V pripade podla ¢l. 2.28 je Spolocnost
opravnena tito Zmluvu ukonéit vypovedou ku
diu dorucenia vypovede Centru. V pripade,
Ze Hlavny skuasajuci a Spolo€nost maju
zaujem pokratovat v  spolupraci pri
vykonavani Klinického skiSania v inom
zdravotnickom  zariadeni, Centrum sa
zavazuje poskytnit sucinnost pri prevedeni
relevantnych ddajov, informacii a materialu,
ktoré nie su viastnictvom Centra, v prospech
nového centra, a umoznit ucast subjektov
skusania v Klinickom skdsani v inom centre,
to isté plati, ak v Centre nebude moZné v
Klinickom skusani pokracovat a Spolo€nost
bude chciet v Klinickom skasani so subjektmi
skusania pokracovat v inom centre prip. aj s
inym hlavnym skasajtcim.

12.5.

In the case according to Article2.28, the
Company may terminate this Agreement as
of the day of delivery of the termination
notice to the Center. In the case that the
Principal Investigator and the Company
wish to continue to cooperate with regard to
the Clinical Study in another medical
facility, the Center agrees to cooperate with
transferring relevant data, information and
materials that are not owned by the Center
to such a medical facility and to enable
study subjects to participate in the Clinical
Study in a different Centre; the same shall
apply if it is not possible to continue the
Study and the Company wishes to continue
in conducting the Clinical Study with the
study subjects in another Centre or with
another Principal Investigator as the case
may be.

12.6.V pripade, Ze poéas auditu alebo inSpekcie
regulacnych organov bude zistené porusenie
ustanoveni tejto Zmluvy alebo Protokolu zo
strany Centra alebo Hlavného sku3ajuceho
(alebo nedodrzanie ustanoveni tejto Zmluvy
zo strany ktoréhokolvek iného Clena
Studijného timu), ma Spolo€nost pravo tato
Zmluvu pisomne vypovedat s okamzitou
uginnostou, pricom Gginky takejto vypovede
nastanu dnom jej dorucenia poslednej zo
Zmluvnych stran.

12.6.

In the case that an audit or inspection of
supervising authorities discovers a breach
of this Agreement or the Protocol on the
part of the Center or the Principal
Investigator (or failure of a Member of the
Study Site Staff to observe the provisions of
this Agreement), the Company shall have
the right to terminate this Agreement by a
writen notice with immediate effect, and
such termination becomes effective on the
date of its delivery to the last of the
Contracting Parties.

12.7.Alexion Pharmaceuticals, Inc. je povinna
uhradit vsetky dlzné c¢iastky za riadne
poskytnuté sluzby Zmluvnymi partnermi na
zaklade tejto Zmluvy a naklady, ktoré im
oddvodnene vznikli, oboje za dobu do dna
dorucenia vypovede alebo v pripade
ukoncenia tejto Zmluvy podla ¢€l. 12.1 do
posledného diia vypovednej lehoty alebo v
pripade ukoné&enia tejto Zmluvy podra €l. 12.3
do dna dorucenia pravoplatného zamietnutia,
mechanizmus pre vyplaty odmeny podla él.
4.3 sa uplatni primerane. Ak Centrum
preukazatelne obdrzalo vy$siu sumu odmeny
a nakladov, na ktoré mu podla skutoéne
vykonanych &innosti vznikol narok v sulade s
touto Zmluvou, Centrum sa prisludny rozdiel
zavazuje zaplatit spat Alexion
Pharmaceuticals, Inc. bez zbytoéného
odkladu.

12.7.

The Alexion Pharmaceuticals, Inc. must
pay all outstanding amounts for the
services properly provided by the
Contracting Partners based on this
Agreement and all reasonably incurred
costs both for a period up to the date of the
receipt of a notice or, in the case that this
Agreement is terminated pursuant to
Article12.1, as of the last day of the
termination period or, in the case that this
Agreement is terminated pursuant to Article
12.3, by the date of receipt of the final
rejection; mechanism for paying
remuneration under Art. 4.3shall apply
similarly. In the case that the Center
provably receives a higher amount of
remuneration and costs to which it is
entitled because of the activities carried out
in accordance with this Agreement, the
Center shall refund the appropriate amount
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to Alexion Pharmaceuticals, Inc. without
undue delay.

12.8.Pri skonéeni Zmluvy sa Zmluvni partneri
zavazuju  vratit  Spolo€nosti  vietok
nespotrebovany material a predmety, ktoré im
boli poskytnuté v suvislosti s Klinickym
skusanim, a to najneskor do fridsiatich (30)
pracovnych dni od datumu ukonéenia
Zmluvy.

12.8.

Upon termination of this Agreement, the
Contracting Partners shall return to the
Company all unused materials and items
provided to the Contracting Partners in
relation to the Clinical Study within thirty
(30) working days of the day of termination
of this Agreement.

CL.13. - Rdzne ustanovenia | Article 13 - Miscellaneous

131
13.1.Uzatvorenie tejto Zmluvy nie je podmienené

Ziadnym  existujicim  alebo  budicim
obchodnym wvztahom medzi Zmluvnymi
partnermi a Spolo€nostou ani Ziadnym
obchodnym rozhodnutim, ktoré Zmluvni
partneri urobili alebo urobia voci Spolo¢nosti
alebo vyrobkom obchodovanym
Spoloénostou.

. The conclusion of this Agreement is not

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

13.2.Na wylicenie pochybnosti Zmluvné strany
vyhlasuju, Zze vo vietkych pripadoch ked tato
Zmluva odkazuje na Zmluvnd vyskumnu
organizaciu, kona tato Zmluvna vyskumna
organizacia vylucne pod svojim menom a ako
zastupca Spolonosti a nie je Zmluvnou
stranou tejto Zmluvy.

13.2.

To eliminate any doubts, the Contracting
Parties represent and warrant that a
research organization referred to in this
Agreement act in its name and as a
representative of the Company and is not a
contracting party to this Agreement.

13.3.Zmluvni partneri sa zavazuju plnit svoje
povinnosti podla tejtoc Zmluvy spésobom,
ktory bude v sulade s prislusnymi pravnymi
predpismi zameranymi proti korupcii a
podplacaniu a v sulade s prilohou &. 3.
Zmluvni partneri zavazne vyhlasuju, ze v
suvislosti s Klinickym skuanim neposkytli ani
neposkytnt Zziadnu platbu ani prospech,
priamo alebo nepriamo, uradnej osobe,
zakaznikom, obchodnym partnerom,
odbornikom v zdravotnictve ani Ziadnej inej
osobe na Gcel ziskania nedovoleného
prospechu alebo nekalej obchodnej vyhody,
nebudd  ovplyviiovat  rozhodovanie v
stkromnej ani verejnej sfére, predpisovanie,
ani nebudu nikoho podnecovat k porusovaniu
profesiinych  povinnosti alebo pravidiel.
Zmluvni partneri sa zavazuju bezodkladne
pisomne oznamit  Spolo¢nosti  kazde
podozrenie ¢&i zistené poruienie vyssie
uvedenych zasad v suvislosti s obchodnou
ginnostou Spolo€nosti a budld v tychto
pripadoch spolupracovat so Spolo&nostou pri
presetreni takej zalezZitosti.

13.3.

The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws and in compliance with
Appendix 3. The Contracting Partners
represent and warrant that in connection
with the Clinical Study 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 Company in writing any
suspected or detected violation of the
above principles in connection with the
Company's business activity and, in such
cases, shall cooperate with the Company in
investigating the matter.

13.4.Zmluvné strany vyhlasuja, Zze nemaju v
sicasnosti uzatvorenu Ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo plnenie povinnosti voci Spologénosti
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The Contracting Parties 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 Company




zavazuju po celu dobu priebehu Klinického
skusania ziadnu takato zmluvu neuzavriet ani
Ziadny takyto zavazok neprijat. Hlavny
skusajuci ruéi za to, ze ziadny z Clenov
Studijného timu nema v saéasnej dobe
uzatvorena Ziadnu takato Zmluvu, a zavazuje
sa zabezpeéit, ze ziadny z Clenov §tudijného
timu takato zmluvu neuzavrie.

based on this Agreement and agree not to
enter into any such agreement or accept
any such obligation in the course of the
Clinical Study. The Principal Investigator
warrants that no Member of the Study Site
Staff is presently under any such
agreement and agrees to ensure that no
Member of the Study Site Staff shall enter
into any such agreement.

. . . . 13.5. This Agreement represents an entire
13.5.Tato Zmluva obsahuje upIné dojednanie o agreement about the subject-matter hereof
predmete Zmiuvy a vSetkych nalezitostiach, and all matters that the Contracting Parties
ktoré Zmluvné strany mali a chceli v Zmluve should have had and wished to negotiate
dojednat, a ktoré povazuji za ddlezite. herein and which they consider important.
Sucasne Zmluvné strany Ivyhlasuju, Z2e si The Contracting Parties represent and
vzajomne oznamili vSetky informacie, ktore warrant that they provided to each other all
povazuji za dolezité a podstatné na information they consider important and
uzatvorenie tejto Zmluvy. substantial for entering into this Agreement.
) - 13.6. The Contracting Parties do not wish to have
13.6.Zmluvné strany prejavili volu neuplatiovat any of their rights and obligations implied
akekolvek prava a povinnosti Zmluvnych from current or future practice established
stran vyvodené 2 doterajsej alebo buducej between them or from usages observed in
praxe zavedenej medzi nimi alebo zvyklosti general or in the industry related to the
udrziavanych vseobecne & v - odvetvi subject-matter of this Agreement, unless
tykajicom sa predmetu plnenia tejto Zmluvy, explicitly agreed in the Agreement.
pokial tato Zmluva neustanovuje inak.
L . ) 13.7. Each Contracting Party shall act as an
13.7.Kazda zo Zmluvnych stran kona ako independent entity and shall not be deemed
nezévisly_ subjekt a na Ziadne Ucely nie je v for any purposes to be a partner, agent,
postaveni  partnera,  sprostredkovatela, employee or representative to the other
zamestnanca ani zastupcu druhej Zmluvne; Contracting Party; this is without prejudice
strany; postavenie Hlavného skusajuceho to the position of the Principal Investigator
ako zamestnanca Centra tym nie je dotknuté. as an employee of the Centre.
) o 13.8. The Company shall have the right to assign
13.8.Spolotnost ma pravo postapit tito Zmluvu this Agreement, in whole or in part, to any
uplne alebo scasti na ktortikolvek zo svojich of its Affiliates. Save for the foregoing,
P_repojgnych 0s6b. Okrem vy3sie uvedeného neither Party may assign its rights or
nie je Ziadna zo Zmluvnych stran opravnena obligations under this Agreement, in whole
postupit svoje prava a / alebo povinnosti or in part, to a third party without the prior
Uplne ani scasti na ftretiu stranu bez written consent of the other Contracting
predchadzajiceno ~ pisomného  sihlasu Parties. This Agreement is binding for all
ostatnych Zmluvnych stran. Tato Zmluva Contracting Parties as well as their legal
zavzuje Zmluvneé strany, ako aj ich pravnych successors and parties to which the rights
nastupcov a osoby, na ktoré budd prava a and obligations of the Contracting Parties
zdvazky Zmuvnych siran: v stlade s ymio shall be assigned in compliance with this
¢lankom postupene. Article.
13.9. The invalidity or unenforceability of a

13.9.Neplatnost alebo nevymahatelnost
konkrétneho ustanovenia tejto Zmluvy nema
vplyv na platnost ostatnych ustanoveni.
Zmluvné strany sa zavdzuji nahradil
neplatné a nevymahatelné ustanovenie
platnym a vymahatelnym ustanovenim, podla
potreby, ktorym bude ¢o moZno najblizsie
dosiahnuty Umysel, ktory strany mali v ¢ase
uzavretia tejto Zmluvy.

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 wvalid or enforceable
provision that shall correspond as much as
possible to the intent of the Parties at the
time they entered into this Agreement.

13.10. Jednostranné vzdanie sa prava alebo tichy
stihlas alebo neuspesné dovolania sa
porudenia ktoréhokolvek ustanovenia tejto
Zmluvy Zmluvnou stranou nezaklada

13.10.A unilateral waiver of a right or
acquiescence or unsuccessful appeal to a
breach of any provision of this Agreement
by either Contracting Party shall not
establish a unilateral waiver of such right
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jednostranné vzdanie sa prava v suvislosti s
akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmluvy.

with respect to any subsequent breach of
any provision of this Agreement.

13.11. Ukon urobeny voéi Centru sa povaZuje za
riadne  urobeny aj wvoéi  Hlavnému
skasajucemu, resp. Clenom $tudijného timu.

13.11. All actions taken with respect to the Center
shall be deemed as actions taken with
respect to the Principal Investigator or
Members of the Study Site Staff as well.

13.12. Zmluvné strany sa dohodli, Ze tato Zmluva
mbzZze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzostupne ocislovanych dodatkov
podpisanych vietkymi Zmluvnymi stranami.
Zmluvné strany nemusia uzavriet dodatok k
tejto Zmluve v pripade tzv. nepodstatnych
zmien Protokolu. Nepodstatnou zmenou
Protokolu sa pritom rozumie taka zmena
Protokolu, ktorda nemeni rozsah & spdsob
vykonavania uUkonov (najma vySetrenie)
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
s ucéinné dnom ich doruéenia Centru.

13.12.The Contracting Parties agree 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 Study and
has no impact on remuneration for
performing the Clinical Study 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.

13.13. Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa v
sulade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli, Ze
ich zavazkovy vztah upraveny touto Zmluvou
sa bude riadit Obchodnym zakonnikom.
Zmluvné strany sa dalej dohodli, Ze v3etky
spory vzniknuté z tejto Zmluvy budui riesené
vecne a miestne prisludnymi  sudmi
Slovenskej republiky.

13.13.This Agreement is made and governed by
the Slovak law, The Contracting parties, in
accordance with the provision of Section
262 para. 1 and 2 of the 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.

13.14. Tato Zmluva je vyhotovena v slovenskom
a v anglickom jazyku, pricom Zmluvné strany
povaZzuju obe jazykové verzie za rovhocenné,
aviak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmluvné
strany dohodli, Ze prednost ma slovenska
verzia Zmluvy. Tato Zmluva a vietky jej
prilohy predstavuji tplnt dohodu Zmluvnych
stran o predmete tejto Zmluvy, ak nevyplyva
zo Zmluvy vyslovne inak.

13.14.This Agreement has been drawn up in the
Slovak and English languages, and the
Contracting Parties consider both language
versions to be equal; however, in case of
any interpretation discrepancy between the
individual versions, the Slovak version shall
prevail as agreed by the Contracting
Parties. This Agreement and all its
Appendices represent an entire agreement
of the Contracting Parties with respect to
the subject-matter of this Agreement unless
expressly stipulated otherwise in the
Agreement.

Cl.14. - Prilohy

Article 14 - Appendices

Nasledujuce prilohy tvoria neoddelitelna sucast
tejto Zmluvy, pokial nie je v tejto Zmluve stanovené
inak:

The following Appendices constitute an integral
part of this Agreement, unless set forth otherwise
herein:
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Priloha €. 1: Finanéné podmienky

Priloha €. 2: Suhlas so spracivanim osobnych
udajov

Priloha €. 3: Protikorupéné pravidla

Priloha €. 4: Dodatoéné sluzby koordinujuceho
Skudsajuceho

Priloha ¢&. 5: Podmienky poskytnutia vybavenia a
materialov

Priloha €. 6: Nabor, zaznamy a dalsie pravidla

Appendix 1: Financial Terms

Appendix 2: Consent to Personal Data Processing
Appendix 3: Anti-Bribery Rules

Appendix 4: Additional Services of the
Coordinating Investigator

Appendix 5: Conditions for
Materials Provision

Equipment and

Appendix 6: Recruiting, Records and Other Rules
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PRILOHA €. 1 - FINANCNE PODMIENKY/APPENDIX NO. 1 - FINANCIAL CONDITIONS

Odmena Centru v &lanku 1 Prilohy &. 1 je vyhradnou koneénou odmenou pre Centrum a
ani Hlavny skuasajuci, ani Subjekty skusania, ani iné tretie strany nemaju narok na nej
participovat'.

The Center's remuneration in Article 1 of Annex 1 shall be the exclusive final remuneration
for the Center, and neither the Principal Investigator, the Trial subjects nor any other third
party shall be entitled to participate.

Odmena Hlavnému skusajicemu v élanku 2 Prilohy €. 1 je vyhradnou admenou Hlavného
skusajlceho a neprinalezi Centru.

Cast odmeny Hlavného skusajliceho méze byt uhradena clenom Timu klinického
skusania, ak o to Hlavny skus$ajlci pisomne poZiada. V takom pripade na zaklade
pisomnej Ziadosti Hlavného skisajuceho poukaze Zadavatel Cast odmeny Hlavného
skudajuceho podlia ¢lanku 10 a tejto Prilohy B na bankovy Géet priamo ¢lenom Timu
klinického skusania za predpokladu, ze Hlavny skusajlci predlozii pred vykonanim tejto
Uhrady:

informaciu o presnegj vyske platieb a Udaje o bankovych Gctoch prislusnych ¢lenov Timu
klinického skusania,

pisomny suhlas prisludnych &lenov Timu klinického ski3ania s vykonanim Uhrady a so
spracovanim ich osobnych udajov za tymto U€elom Spoloénostou alebo Zadavatelom,

informaciu élenom Timu klinického skusania o spracovani ich Osobnych tdajov za tymto
uéelom Spoloénostou alebo Zadavatelom.

The Principal Investigator's remuneration in Article 2 of Annex 1 is the Principal
Investigalor's sole final remuneration and does not belong to the Center.

Part of the reward of the Principal Investigator may be paid to the members of the Clinical
Trial Team if so requested in writing by the lead investigator. In such a case, upon written
request of the Principal Investigator, the Sponsor shall direct the part of the main
investigator's remuneration pursuant to Article 10 and this Annex B to the bank account
directly to the members of the Clinical Trial Team, provided that the Principal Investigator
submits before this reimbursement:

« information on the exact amount of payments and bank account details of the relevant
members of the Clinical Trial Team,

written consent of the relevant members of the Clinical Trial Team to make a payment
and to process their personal data for this purpose by the Company or the Sponsor,

« inform members of the Clinical Trial Team of the processing of their Personal Data for
this purpose by the Company or the Sponsor.
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1. ODMENA CENTRU/ CENTER RENUMERATION
ROZPOCTOVE TABULKY/ BUDGET TABLES:

Alexion Pharmaceuticals, Inc. zaplati Centru za kazdy subjekt skiSania, ktory dokonci
Klinické skusanie v stlade s nizsie uvedenou tabulkou.

Alexion Pharmaceuticals, Inc. will pay the Center for each Study Subject who completes a
Clinical Trial in accordance with the table below.

1.1. Odmena za jeden subjekt skiSania/ Reward for one study subject

Visit 1/ screening 190 EUR

Visit 2/ screening 100 EUR

Visit 3/randomization 210 EUR

Visit 4 150 EUR |
Visit 5 155 EUR |
Visit 6 165 EUR

Visit 7 155 EUR

Visit 8 210 EUR

Visit 9 150 EUR

Visit 10 210 EUR

Visit 11 150 EUR

Visit 12 165 EUR

Visit 13 150 EUR

Visit 14 165 EUR

Visit 15 150 EUR

Visit 16 150 EUR

Visit 17 195 EUR

Visit 18 85 EUR
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Visit 19 150 EUR
Visit 20 100 EUR
Visit 21 85 EUR
Visit 22 80 EUR
Visit 23 85 EUR
Visit 24 80 EUR
Visit 25 120 EUR
Visit 26 80 EUR
Visit 27 85 EUR
Visit 28 80 EUR
Visit 29 85 EUR
Visit 30 80 EUR
Visit 31 B 52 EUR - 1

Spolocnost’ Alexion Pharmaceuticals, Inc. bude opravnena nezaplatit' ziadnu finanénu
Ciastku Subjektu klinického skusania, ktorych tidaje o navstevach budd nelplné alebo u
ktorych ,ustal kontakt” v dosledku akéhokolvek porusenia zo strany Centra alebo Hlavného
skusajuceho pri plneni ich zavazkov podia tejto Zmluvy.

Odmena nebude poskytnuta za tie zaradené Subjekty skusania, ktoré nespinaji vietky
zaradovacie a vyradovacie kritéria, ani nebude Centru, alebo Hlavnému skusajucemu
poskytnuta odmena v pripade porusenia Protokolu, pokial Spolo€nost nerozhodne inak.
Alexion Pharmaceuticals, Inc. preplati Centru podmienené vySetrenia uvedené v tabulke
nizsie.

Alexion Pharmaceuticals, Inc. shall be entitled to withhold compensation in respect of Study
Subjects whose visit data is incomplete or ‘lost to follow-up’ as a result of any failure by the
Center or the Principal Investigator to comply with their obligations under this Agreement.

The remuneration will not be provided for those Study Subjects that do not meet all the
inclusion and exclusion criteria, nor will the Center or Principal Investigator be rewarded in
the event of a breach of the Protocol, unless the Company decides otherwise. Alexion
Pharmaceuticals, Inc. shall reimburse the Center for the conditional examinations listed in
the table below.
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1.2. PODMIENENE VYSETRENIE - ODMENA CENTRU [/ CONDITIONAL
PROCEDURES - CENTER RENUMERATION

Nasledujuce naklady na podmienené vysetrenia nebudu duplikovat' vySetrenia hradené v
ramci rozpo¢tu na jeden subjekt skigania a budi preplatené na ,zaklade skutocnych priamych
nakladov" (pass-through basis) po obdrzani faktiry vo vyske, ako je uvedené v tabulke. Na
ziskanie naroku na finanénu odmenu je nutné, aby boli na fakture uvedené tieto informacie:
nazov vysetrenia, datum poskytnutej sluzby a €islo Subjektu skusania, pricom musi byt faktara
predlozena spolu s dodatoénymi informaciami, ako modze Spolo¢nost poZadovat pre
zdokumentovanie vysetrenia.

The following conditional procedures costs will not duplicate procedures covered in the per
Study subject budget and will be reimbursed on a pass-through basis upon receipt of invoice
at amount indicated in the below table. To be eligible for payment, the procedure, date of
service and subject number must be included on the invoice and submitted along with any
additional information which may be requested by the Company to appropriately document the
procedure(s).

Podmienené vysetrenie/Conditional procedures Naklady / Cost
Biopsia obliciek/ Kidney biopsy 300 EUR
Neplanovana navsteval Unscheduled visit 60 EUR

1.3. OSTATNE POPLATKY: NEPROCEDURALNE NAKLADY / OTHER FEES: NON-
PROCEDURAL COSTS:

Alexion Pharmaceuticals, Inc. dodatoéne poskytne Centru finanénu nahradu za cinnosti
uvedené v nasledujltcej tabulke.

Alexion Pharmaceuticals, Inc. shall additionally compensate the Center for the activities set
out in the table below.

Cinnost/ Activity Finan¢éna nahrada/ Compensation
Start-up Fee */ 3000 EUR
Close-out Fee **/ 500 EUR

Odmena pre Ustav klinickej biochémie 400 EUR

*/ Spolo¢nost/Zadavatel a Centrum sa dohodli na jednorazovom nenavratnom poplatku 3 000
EUR (intervenéné klinické skusanie) za administrativno-pravne naklady spojené s klinickym
skudanim. Tato platba bude uhradena Zadavatelom na zaklade faktury vystavenegj Centrom
do 10 dni od podpisu zmluvy s lehotou splatnosti 30 dni od jej vystavenia;

**/ Spoloénost/Zadavatel a Centrum sa dohaodli na vyplateni jednorazoveho nenavratného
poplatku vo vySke 500 EUR za aktivity spojené s uzavretim centra klinického skasania (Close-
out Fee). Zadavatel sa zavazuje vyplatit' tento poplatok do 30 dni od datumu zatvaracej
navstevy (close-out visit),
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*/The Company / Sponsor and the Center have agreed on a one-time non-refundable fee of 3
000 EUR (Intervention Clinical Trial) for the administrative costs related to the clinical trial. This
payment shall be made by the Sponsor on the basis of an invoice issued by the Center within
10 days of the signature of the contract and shall be due within 30 days of its issue;

**/ The Company / Sponsor and the Center agreed to pay a one-off non-refundable fee of
500 EUR for the activities related to the closure of the Site (Close-out Fee). The Sponsor
undertakes to pay this fee within 30 days from the date of the close-out visit.

1.4. UHRADA NAKLADOV NA VAKCINU/ANTIBIOTIKA /| REIMBURSEMENT OF
VACCINE/ANTIBIOTIC COSTS

Naklady na vakciny a antibiotikd budu uhradené na baze skutoénych priamych nakladov
(pass-through basis) po obdrzani faktur a dokumentacie tretich stran. Na fakture musia byt
uvedene Cisla Subjektov skusania a datum procedury. Za spravnost predloZzenych faktur, za
kontrolu dokumentacie tretich stran a za jej postipenie Spoloénosti alebo Zadavatelovi
zodpoveda hlavny skusajuci.

Vaccine and antibiotic costs will be reimbursed on a pass-through basis after receipt of third-
party invoices and documentation. The numbers of the Subjects and the date of the
procedure must be indicated on the invoice. The Principal Investigator is responsible for the
correctness of submitted invoices, for checking third-party documentation and for forwarding
it to the Company or the Sponsor.

VAKCINA/VACCINATION NAKLADY/COSTS
meningokova vakcina / meningococcal | Podla ¢lanku 2.18 / According to article 2.18
vaccine

profylakticke antibiotika / prophylactic
antibiotics
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2. ODMENA HLAVNEMU SKUSAJUCEMU / PRINCIPAL INVESTIGATOR
RENUMERATION

ROZPOCTOVE TABULKY/ BUDGET TABLES:

Alexion Pharmaceuticals, Inc. zaplati Hlavnému skusajicemu za kazdy Subjekt skisania,
ktory dokonéi Klinické skusanie v sulade s niZsie uvedenou tabulkou.

Alexion Pharmaceuticals, Inc. will pay the Principal Investigator for each Study Subject
who completes a Clinical Trial in accordance with the table below.

Odmena za jeden subjekt skusanial Reward for one trial subject

Visit 1/ screening 760 EUR i
Visit 2/ screening 390 EUR l
Visit 3/randomization 830 EUR !
Visit 4 605 EUR
Visit 5 620 EUR
Visit 6 665 EUR
Visit 7 620 EUR
Visit 8 835 EUR
Visit 9 605 EUR
Visit 10 835 EUR
Visit 11 605 EUR
Visit 12 665 EUR
Visit 13 605 EUR
Visit 14 665 EUR
Visit 15 605 EUR
Visit 16 605 EUR
Visit 17 779 EUR
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Visit 18 340 EUR
Visit 19 590 EUR
Visit 20 405 EUR
Visit 21 340 EUR |
Visit 22 320 EUR |
Visit 23 340 EUR
Visit 24 320 EUR
Visit 25 465 EUR
Visit 26 320 EUR
Visit 27 345 EUR
Visit 28 320 EUR
Visit 29 345 EUR
Visit 30 - 320 EUR
Visit 31 205 EUR

2.1. PODMIENENE VYSETRENIE - ODMENA HLAVNEMU SKUSAJUCEMU /
CONDITIONAL PROCEDURES — PRINCIPAL INVESTIGATOR RENUMERATION

Nasledujice naklady na podmienené vysetrenia nebudu duplikovat vySetrenia hradené v
ramci rozpoCtu na jeden subjekt ski8ania a budu preplatené na ,zaklade skutocnych priamych
nakladov® (pass-through basis) po obdrzani faktary vo vyske, ako je uvedené v tabulke. Na
ziskanie naroku na finanént odmenu je nutné, aby boli na faktire uvedené tieto informacie:
nazov vySetrenia, datum poskytnutej sluzby a ¢islo Subjektu skisania, pricom musi byt faktdra
predlozena spolu s dodatoénymi informaciami, ako méze Spolocnost pozZadovat pre
zdokumentovanie vySetrenia. Za spravnost’ vystavenia faktar, za spravnost vySky naroku na
finanénu odmenu a za odoslanie faktdr zodpoveda Hlavny skusajuci.

The following conditional procedures costs will not duplicate procedures covered in the per
Study Subject budget and will be reimbursed on a pass-through basis upon receipt of invoice
at amount indicated in the below table. To be eligible for payment, the procedure, date of
service and subject number must be included on the invoice and submitted along with any
additional information which may be requested by the Company to appropriately document the
procedure(s). The Principal Investigator is responsible for the correctness of submitted
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invoices, for checking third-party documentation and for forwarding it to the Company or
Sponsor.

Podmienené vySetrenie/Conditional procedures Naklady / Cost
Biopsia obliciek/Kidney biopsy 1200 EUR
Neplanovana navsteva/Unscheduled visit 240 EUR

Spoloénost Alexion Pharmaceuticals, Inc. bude opravnena nezaplatit' Ziadnu finanénu
Giastku Subjektu klinického skusania, ktorych tdaje o navstevach budi netplné alebo u
ktorych ,ustal kontakt’ v désledku akéhokolvek porusenia zo strany Centra alebo Hlavného
skusajlceho pri plneni ich zavazkov podla tejto Zmluvy.

Centrum, alebo Hlavny sku$ajuci nedostane ziadnu finanénu Ciastku pri poruseni ustanoveni
Protokolu, pokial Spolo¢nost neurci inak.

Alexion Pharmaceuticals, Inc. shall be entitled to withhold compensation in respect of
Participants whose visit data is incomplete or ‘lost to follow-up’ as a result of any failure by
the Center or the Principal Investigator to comply with their obligations under this Agreement.

The Center or Principal Investigator will not receive any financial amount in case of violation
of the provisions of the Protocol, unless the Company determines otherwise.

3. PLATOBNE PODMIENKY / PAYMENT TERMS

Alexion Pharmaceuticals, Inc. uskutoéni platbu prijemcovi prostrednictvom spoloénosti
IQVIA CTP v polroénych intervaloch na zaklade dokonéenej navstevy Subjektu klinického
skusania v sulade s prilozenym rozpoétom. Osemdesiat percent (80 %) kazdej platby,
vratane Ciastky za pripadné zlyhanie skriningu, ktora je splatna podla podmienok tejto
Zmluvy, bude vykonané na zaklade Udajov za predchadzajuci polrok, udaje o zapojeni do
Klinického ski$ania budu potvrdené prostrednictvom CRF Subjektov klinického skisania
obdrzanych z Miesta klinického skus$ania, sved€iacich o navstevach Subjektov klinického
skusania.

Zvysok sumy az do vysky dvadsiatich percent (20 %) bude Umerne rozdeleny po overeni
skutoénych navstev Subjektu klinického skisania a bude vyplateny spolocnostou Alexion
Pharmaceuticals, Inc. prostrednictvom spoloénosti IQVIA CTP prijemcovi platby po
koneénom schvaleni véetkych stranck CRF zo strany Spolo¢nosti, po objasneni vietkych
dat, prijati a schvaleni vietkych zostavajucich regulaénych dokumentov podla poziadaviek
Spolocnosti, vrateni vsetkych nepouZitych dodavok Spolo€nosti/predajcovi a po splneni
vsetkych dalSich prislusnych podmienck stanovenych v Zmluve,

Rutinné naklady (vratane, nie v8ak vyhradne, poloziek alebo sluzieb, ktoré su obvykle
poskytované bez Klinického skusania), ktoré moZno pokryt zdravotnym poistenim
prislusného Subjektu klinického skusania (alebo jeho ekvivalentom), nebudui hradene podla
tejto Zmluvy. Ulohou Centra/Hlavného skusajuceho je zhodnotit, ktoré naklady je mozné
pokryt zdravotnym poistenim prislusného Subjektu klinického skuSania (alebo jeho
ekvivalentom).
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Prijemcovi platby bude zaslany predbezny (proforma) prehlad, ktory obsahuje dokonéené
navstevy Subjektu klinického skusania a stvisiace platby za dané obdobie. Prijemca platby
vystavi faktaru na spoloénost' Alexion Pharmaceuticals, Inc., ktorej obsah bude zodpovedat
prehladu.

Pre fakturaciu podmienenych vysetreni nebude poskytnuty Ziadny prehlad.

Faktlry budu splatné do 30 dni odo dna, ked IQVIA CTP dostane riadnu faktiru vystavenua
na Alexion Pharmaceuticals, Inc., vratane akejkolvek prislusnej podkladovej dokumentacie.

IQVIA CTP, on behalf of Alexion Pharmaceuticals, Inc., will administer payment to the Payee
each half-year on a completed visit per subject basis in accordance with the attached budget.
Eighty percent (80%) of each payment due, including any Screening Failure that may be
payable under the terms of this Agreement, will be made based upon prior half-year,
enroliment data confirmed by subject CRFs received from the Site supporting subject
visitation.

The balance of monies earned, up to twenty percent (20%), will be pro-rated upon verification
of actual subject visits, and will be paid by IQVIA CTP to the Payee, administered by IQVIA
CTP upon final acceptance by the Company of all CRFs pages, all data clarifications issued,
the receipt and approval of any outstanding regulatory documents as required by the
Company, the return of all unused supplies to the Company/Sponsor, and upon satisfaction
of all other applicable conditions set forth in the Agreement.

Routine costs (including but not limited to items or services that are typically provided absent
a clinical trial) eligible for coverage by the respective Subject’s health insurance (or
equivalent) are not payable under this Agreement It is the responsibility of the
Center/Investigator to self-assess which costs are eligible for coverage by the respective
Subject’s health insurance (or equivalent).

A proforma statement, which contains the completed subject visits and associated payments
for the period, will be sent to the Payee. The Payee will raise an invoice to match the
statement.

For invoicing of conditional procedures and ad-hoc costs no proforma will be provided.

Invoices will be payable within 30 days from the date of receipt by IQVIA CTP of the invoice,
including any applicable back-up documentation.

4. SPORY VO VECI PLATIEB / PAYMENT DISPUTE

Pocas Klinickeho skusania bude mat prijemca platby tridsat’ (30) dni od prijatia poslednej
platby na vznesenie namietok ohladom akychkolvek platobnych nezrovnalosti.

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

5. MINIMALNY CIEL NABORU / MINIMUM ENROLMENT GOAL

Centrum a Hlavny skusajuci berti na vedomie, Zze minimalny cielovy pocet zaradeni
Subjektov klinickeho skusania je jeden Subjekt skisania, pricom vynalozi maximalne usilie
na dosiahnutie tohto ciela v primeranom ¢ase po zacati Klinického ski$ania v Mieste
klinického skiSania. Ak sa nepodari tento pocet dodrzat, méze Spolocnost znovu zvazit
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vhodnost Miesta klinického skusania pre jeho zaradenie do Klinického skisania. Spolo¢nost
ma pravo zaradovanie Subjektov klinického skusania kedykolvek obmedzit.

Center acknowledges that Site's minimum enrollment goal is 1 subject and that Site will use
best efforts to reach the enrollment goal within a reasonable time after commencement of the
Study at Site. If Site fails to adhere to this principle the Company may reconsider Site’s
suitability to continue participation in the Study. The Company has the right to limit enroliment
at any time.

6. PRERUSENIE ALEBO PREDCASNE UKONCENIE /| DISCONTINUED OR EARLY
TERMINATION

Finan¢na kompenzacia za prerusené alebo pred¢asne ukonené zapojenie Subjektov
klinického ski3ania bude vyplatena v pomere k pottu potvrdenych dokonéenych navstev.

Reimbursement for discontinued or early termination subjects will be prorated based on the
number of confirmed completed visits.

7. ZLYHANIE SCREENINGU (SCREENING FAILURE)

Zlyhanie skriningu bude hradené vo vyske iastky za skriningova navstevu uvedenu v
rozpoétovej tabulke, pricom maximalne bude uhradenych pat' (5) Screening Failure, pokial
Spoloénost nerozhodne inak. Pre uplatnenie naroku na preplatenie skriningovej navstevy je
nutné Spoloénosti predlozit CRF s vyplnenymi strankami CRF uréenymi pre zaznamy zo
skriningu spolu s dalsimi informaciami, ktore si SpoloZnost médze vyZiadat za ucelom
nalezitého zdokumentovania procedur Subjektu klinickeho skudania.

Screen failures will be reimbursed at the amount of a screening visit present in the budget
table, not to exceed five (5) screen failure(s) paid, unless otherwise approved by the
Company. To be eligible for reimbursement of a screening visit, completed CRF pages must
be submitted to the Company along with any additional information, which may be requested
by the Company to appropriately document the subject screening procedures.

8. NEPLANOVANE NAVSTEVY /| UNSCHEDULED VISITS

Platby za neplanované navstevy budd uhradené podia dokonéeného postdenia vo vyske
uvedenej v rozpodtovej tabulke pre ,Podmienené vysetrenia“ za kazdl vykonanu proceduru
po obdrzani faktury. Na faktire musia byt uvedené &isla Subjektov klinického skusania a
datum procedury.

Payment for unscheduled visits will be reimbursed per assessment completed, in the amount
indicated under the budget table for “Conditional Procedures” for each procedure performed,
upon receipt of invoices. Study Subject numbers and procedure date must be included on
the invoice.

9. KOMPENZACIA SUBJEKTU KLINICKEHO SKUSANIA | SUBJECT TRAVEL
EXPENSES

Hlavny skusajici sa zavazuje vyplacat Subjektom skaS$ania menom a na ucet Alexion
Pharmaceuticals, Inc. finanéni nahradu za kazdu Studijnd osobnu navstevu v mieste
klinického skusania vo vyske 40 EUR ako kompenzaciu cestovnych vydavkov, alebo vyplati
Ciastku pokryvajucu dolozené primerané naklady spojené s cestovanim alebo zabezpecenim
dopravy Subjektu skisania do miesta klinického skisania. Za nepohodlie a ¢as straveny v
Mieste klinického skisania potas planovanej Studijnej navstevy vyplati Subjektu skddania
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tiez sumu 40 EUR. Za nepohodlie spojené s 24-hodinovym zberom moéu vyplati Subjektu
skusania 20 EUR za kazdy takyto zber.

Financne prostriedky odovzda na tento ucel Hlavnému skusajucemu IQVIA CTP, a to na
zaklade vystavenej faktury bezhotovostne na bankovy uget SK67 1100 0000 0026 1623
4701; tieto finanéné prostriedky zostavaju majetkom Alexion Pharmaceutical, Inc. az do ich
odovzdania Subjektu skusania.

Hlavny skusajaci vydctuje prevzaté financné prostriedky vzdy k 31.12. kalendarneho roka
alebo kedykolvek inokedy, ak bude na to vyzvany Spoloénostou.

O wvyplateni finanénych prostriedkov Subjektom skusania povedie Hlavny skusajlci
dokumentaciu vo formate, ktory uréi Spolo¢nost; dokumentaciu Hlavny skusajuci kedykolvek
na poziadanie predlozi Spolo¢nosti.

V pripade, ze dojde k zmenam uvedenych pravidiel pre nahrady poskytované Subjektom
skusania, ktoré vyzaduju ich zahrnutie do zmeny informovaného suhlasu, bude sa vodéi
Subjektu skdsania podla zmenenych pravidiel postupovat od okamihu, ked takato zmena
informovaného suhlasu bude schvalena Etickou komisiou. Spoloénost tato zmenu
Informovaného suhlasu (zmeneny informovany suhlas) odovzda Hlavnému skusajicemu a
Subjekt tuto zmenu informovaného suhlasu (zmeneny informovany suhlas) podpise.
Prisluény dodatok k tejto Zmluve reflektujici tito zmenu méze potom byt uzavrety az
dodatoéne, avéak bez zbytocného odkladu.

The Principal Investigator undertakes to pay the Subjects for the trial in the name and to the
account of Alexion Pharmaceuticals, Inc. financial compensation for each study in-person
visit to the clinical trial site in the amount of EUR 40 as compensation for travel expenses, or
will pay an amount covering documented reasonable costs associated with travel or
transportation of the Subject of the Trial to the clinical trial site. For the discomfort and time
spent at the Clinical Trial Site during the planned study visit, the Trial Subject will also be paid
EUR 40. For the inconvenience associated with the 24-hour urine collection, the Trial Subject
will be paid EUR 20 for each such collection.

IQVIA CTP will hand over the funds to the Principal Investigator for this purpose, based on
the issued invoice, without cash to bank account SK67 1100 0000 0026 1623 4701 ; these
funds remain the property of Alexion Pharmaceutical, Inc. until they are handed over to the
Subject.

The Principal Investigator always accounts for the funds received on 31.12. calendar year or
at any other time, if invited by the Company.

The Principal Investigator will keep documentation on the disbursement of funds to the
Subjects in the format determined by the Company; Principal Investigator shall submit the
documentation to the Company at any time upon request.

In the event that there are changes to the stated rules for reimbursements provided by the
Subject, which require their inclusion in the change of informed consent, the Subject will be
treated according to the changed rules from the moment when such a change to the informed
consent is approved by the Ethics Committee. The Company will hand over this change to
the Informed Consent (amended informed consent) to the Principal Investigator and the
Subject will sign this change to the informed consent (amended informed consent). The
relevant amendment to this Agreement reflecting this change can then be concluded
subsequently, but without unnecessary delay.

10. INFORMACIE O PRIJEMCOVI PLATBY — CENTRUM / PAYEE DETAILS - CENTER
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Platby budu vykonané na zaklade faktur vystavenych Centrom, v zmysle tejto zmluvy a jej
priloh (alebo po obdrzani inej dokumentéacie odsuhlasenej Spoloénostou preukazujlucej, ze
prislusna €innost bola dokonc¢ena) na nizsie uvedené Ucty:

Payments will be made against invoices issued by the Center in terms of this contract and its
annexes (or receipt of such other documentation evidencing that the relevant activity has
been completed) to the following accounts:

Zmluvny prijemca platby/ Contract
Payee

Nazov, meno prijemcu platby / Payee
Name

(Musi byt totoZné ako nazov/meno
uvedené v Zmluve/ Must match name
in the contract) Univerzitna nemocnica Martin

Adresa prijemcu platby / Payee
Address

Kollarova 4248/2 03601 Martin

DIC/ VAT/Tax ID

(DIC musi patrit prijemcovi platby,
Tax |D must exactly match the payee
name ) 2020598019

Bankové spojenie/ Banking Information:

Nazov banky / Bank Name Statna pokladnica
Ulica, kde banka sidli / Bank Street Radlinského 6929/32
Mesto / Bank City Bratislava

Krajina / Bank State/Province Slovensko

Postové smerovacie Cislo banky /
Bank Postal Code 81005

Krajina, kde banka sidli / Bank
Country Slovensko

Mena Gétu, vktorej bude platba EUR
prevedena / Receiving Account

58 (98)



Currency

IBAN

Swift Code (8 alebo 11 znakov / 8 or
11 Characters) SPSRSKBA

Ak dohodnuta mena platby nezodpoveda Vasmu bankovému Gétu, pravdepodobne bude
potrebneé uviest sprostredkujicu banku. Podrobnosti vam oznami vas finanény ustav.
Pokial je vyzadovana sprostredkujtica banka, uvedte nazov banky, pripadne éislo Gétu,
a SWIFT kod sprostredkujucej banky spolu so véetkymi dalsimi pozadovanymi
bankovymi pokynmi pre pefnazny prevod.

If the contracted Payment Currency does not match your bank account, you may need
to provide an Intermediary Bank. Please contact your Financial institution for details. If
an Intermediary bank is required, please provide Bank Name, Account Number if
applicable and SWIFT Code of Intermediary Bank along with all other required Wire
instructions.

Kontaktné udaje / Contact Information

Meno prijemcu zasielajuceho faktary
/ Name of recipient sending invoices Fakturacia nezdravotnych ¢innosti

Tel. €. a emailova adresa / Phone
number & Email 043 4203 601, studia@unm.sk

Preferovany jazyk / Language
Preference slovencina

Meno prijemcu platby, ktorému
bude zaslané oznamenie o platbe a
podrobné udaje / Name of payment

recipient to receive payment Fakturacia nezdravotnych &innosti
notification and details

Tel. €. 2 emailova adresa / Phone
number & Email 043 4203 601, studia@unm.sk

Preferovany jazyk / Language
Preference slovencina

V pripade zmien adresy prijemcu alebo bankovych Udajov je prijemca platby povinny
informovat' IQVIA CTP pisomne na adrese IQVIA Payments; IQVIA, 5th Floor; 210 Pentonville
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Road; King Cross London, N1 9JY; United Kingdom a navys$e poskytnut tieto informéacie
prostrednictvom podpisaného formulara na e-mail: emea@ctp.solutions.igvia.com.

Zmluvné strany sa dohodli, Ze v pripade zmien adresy alebo bankovych Udajov, ktoré
nezahfnaju zmenu prijemcu platby, danovych &isel/idajov alebo status oslobodenia od dane,
nie su vyzadované Ziadne dal$ie dodatky Zmluvy.

In case of changes in the Payee’s address or bank details, Site Is obliged to inform IQVIA CTP
in writing on adress IQVIA Payments; IQVIA, 5th Floor; 210 Pentonville Road, King Cross
London, N1 9JY: United Kingdom and in addition to provide this information via signed form to
email to: emea@ctp.solutions.igvia.com.

The parties agree that in case of changes in address or bank details which do not involve a
change of Payee, tax numbers, or tax exempt status, no further amendments are required.

S cielom predist pochybnostiam Alexion Pharmaceuticals, Inc. ani IQVIA nebude zodpovedna
za platbu/odvod akychkolvek dani v suvislosti s platbami vykonanymi alebo zadrzanymi
Centrom alebo Hlavnym skisajicim komukolvek z jeho personalu.

For the avoidance of doubt, neither Sponsor nor IQVIA shall be responsible for the payment
of any taxes in relation to payments made or withheld by Center or Investigator to any of their
respective personnel.
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11. INFORMACIE O PRIJEMCOVI PLATBY — HLAVNY SKUSAJUCI /| PAYEE DETAILS -
PRINCIPAL INVESTIGATOR

Platby bud( vykonané na zaklade faktar vystavenych Hlavnym skasajicim v zmysle tejto
zmluvy a jej priloh (alebo po obdrzani inej dokumentacie odsthlasenej Spolo&nostou
preukazujucej, Ze prislusna ¢innost bola dokoncena) na nizsie uvedené Ucty:

Payments will be made against invoices issued by the Principal Investigator in terms of this
contract and its annexes (or receipt of such other documentation evidencing that the relevant
activity has been completed) to the following accounts:

Zmluvny prijemca platby/ Contract
Payee

Nazov, meno prijemcu platby / Payee
Name

(Musi byt totozné ako nazov/meno
uvedené v Zmluve/ Must match name
in the contract) prof. MUDr. Ivana Dedinska, PhD., FERA

Adresa prijemcu platby / Payee
Address

DIC/ VAT/Tax ID

(DIC musi patrit prijemcovi platby,
Tax ID must exactly match the payee
name )

Bankové spojenie/ Banking Information:

Nazov banky / Bank Name

Ulica, kde banka sidli / Bank Street

Mesto / Bank City

Krajina / Bank State/Province

Postové smerovacie cislo banky /
Bank Postal Code
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Krajina, kde banka sidli / Bank
Country

Mena Gctu, vktorej bude platha
prevedena / Receiving Account
Currency

IBAN

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

Ak dohodnuta mena platby nezodpoveda Vasmu bankovému Uctu, pravdepodobne bude
potrebné uviest’ sprostredkujucu banku. Podrobnosti vam oznami vas finanény ustav.
Pokial je vyzadovana sprostredkujica banka, uvedte nazov banky, pripadne Cislo Gctu,
a SWIFT kod sprostredkujicej banky spolu so vSetkymi daldimi poZadovanymi
bankovymi pokynmi pre penazny prevod.

If the contracted Payment Currency does not match your bank account, you may need
to provide an Intermediary Bank. Please contact your Financial institution for details. If
an Intermediary bank is required, please provide Bank Name, Account Number if
applicable and SWIFT Code of Intermediary Bank along with all other required Wire
instructions

Kontaktné tdaje / Contact Information

Meno prijemcu zasielajuceho faktiry
/ Name of recipient sending invoices prof. MUDr. Ivana Dedinska, PhD., FERA

Tel. ¢. a emailova adresa / Phone
number & Email

Preferovany jazyk / Language
Preference slovencina

Meno prijemcu platby, ktorému
bude zaslane oznamenie o platbe a
podrobné udaje / Name of payment

recipient to receive payment prof. MUDT. Ivana Dedinska, PhD., FERA
notification and details

Tel. €. a emailova adresa / Phone
number & Email

Preferovany jazyk [/ Language
Preference slovencina
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V pripade zmien adresy prijemcu alebo bankovych Udajov je prijemca platby povinny
informovat IQVIA CTP pisomne na adrese IQVIA Payments; IQVIA, 5th Floor; 210
Pentonville Road: King Cross London, N1 9JY; United Kingdom a navy$e poskytnut tieto
informacie prostrednictvom podpisaného formulara na e-mail:
emea@ctp.solutions.iqvia.com.

Zmluvné strany sa dohodli, Ze v pripade zmien adresy alebo bankovych tdajov, ktoré
nezahffaji zmenu prijemcu platby, dafovych cisel/idajov alebo status oslobodenia od
dane, nie st vyzadované zZiadne dalSie dodatky Zmluvy.

In case of changes in the Payee’s address or bank details, Site is obliged to inform IQVIA
CTP in writing on adress IQVIA Payments; IQVIA, 5th Floor, 210 Pentonville Road; King
Cross London, N1 9JY: United Kingdom and in addition to provide this information via signed
form to email to: emea@ctp.solutions.igvia.com.

The parties agree that in case of changes in address or bank details which do not involve a
change of Payee, tax numbers, or tax exempt status, no further amendments are required.

S cielom predist pochybnostiam Alexion Pharmaceuticals, Inc. ani IQVIA nebude
zodpovedna za platbu/odvod akychkolvek dani v stvislosti s platbami vykonanymi alebo
zadrzanymi Centrom alebo Hlavnym skasajicim komukolvek z jeho personalu.

For the avoidance of doubt, neither the Company nor IQVIA CTP shall be responsible for
the payment of any taxes in relation to payments made or withheld by Center or Principal
Investigator to any of their respective personnel.

12. FAKTURY

Akékolvek vydavky alebo naklady vzniknuté Centru, alebo Hlavnému skusajucemu pri
pineni tejto Zmluvy, ktoré nie su vyslovne oznacené ako nahraditelné/refundovatelne zo
strany Alexion Pharmaceuticals, Inc. podla Zmluvy (vratane tohto rozpocCtu a
Harmonogramu platieb) su vyhradnou zodpovednostou Centra, alebo Hlavného
skasajlceho.

Platby bude vykonavat Alexion Pharmaceuticals, Inc. prostrednictvom spolocnosti IQVIA
CTP na zaklade rozpoétu na Uhradu, frekvencie platieb a na zaklade platobnych podmienok,
ako je uvedené vyssie. Platby budl vykonané iba po obdrzani zodpovedajlcich faktir,
vratane podkladovej dokumentacie, v stanovenej mene, ako nizsie uvedené. Faktary budu
splatné do 30 dni odo dia, ked IQVIA CTP dostane riadnu faktaru vystavend na Alexion
Pharmaceuticals, Inc., vratane prislusnej podkladovej dokumentacie.

Faktury za akékolvek dodato¢né platby v porovnani s platbami uvedenymi v tejto Zmluve (1
dodatogné thrady) musia byt tiez vystavené na Alexion Pharmaceuticals, Inc. a zaslané
spoloénosti IQVIA CTP a schvalené Spolocnostou / Zadavatelom.

Any expense or cost incurred by Center or Center or Principal investigator in performing this
Agreement that is not specifically designated as reimbursable by the Alexion
Pharmaceuticals, Inc. under the Agreement (including this Budget and Payment Schedule)
is Center's or Principal Investigator's sole responsibility.
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Payments will be issued by IQVIA CTP on behalf of the Alexion Pharmaceuticals, Inc. based
on Visit Budget, payment frequency and payment terms as described above. 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 IQVIA CTP of the invoice, including any applicable back-up
documentation.

Invoices for any additional payments to those stated in this agreement (i.e., additional
reimbursements) must also be in name of Alexion Pharmaceuticals, Inc. sent to IQVIA CTP
and approved by Sponsor / Company.

Vsetky faktury budu vystavené nasledujucim sposobom / All invoices shall be raised in the
following manner: :

Faktury na tarchu / Invoices to be billed to:
Alexion Pharmaceuticals, Inc 121 Seaport Blvd Boston, MA 02210, USA

DIC/ Tax ID : 85-4136092

Faktury, ktoré bude vystavovat’ Hlavny skusajlci (vratane zalohovych) budu / Invoices that
will be issued by the Principal Investigator (including back-up) should be:

nahrané priamo do platobného portalu, https://ctp.solutions.iqvia.com (preferovany sposob
& najvyhodnejsie) ALEBO |/ wuploaded directly to the payments portal,
https://ctp.solutions.iqvia.com (preferred method & most expedient) OR

predloZené elektronicky/ submitted electronically to: emea@ctp.solutions.igvia.com

Faktiry musia obsahovat’ nasledujlice tdaje:

o Uplny nazov/meno prijemcu platby a tel.é.

o Datum vystavenia faktury

o Cislo faktury

o Nazov/meno prijemcu platby (musi byt zhodné s prijemcom platby uvedenym v CTA)
o Ciastka na uhradu

o Uplny zoznam a popis poskytnutych sluzieb bude prilohou fakttry

o Cislo klinického skusania:

o Nazovimeno Zadavatela
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o Faktary by mali byt vytlatené na hlavicékovom papieri Hlavného skusajuceho

S vynimkou datumu navitev a identifikacného ¢isla Subjektov Klinického skusSania
zapojenych do Klinického ska$ania nesmu faktiry a sprievodna dokumentacia obsahovat
Ziadne osobné identifikaéné (idaje Subjektov klinického skusania vratane, ale nie vylucne,
mena alebo priezviska Subjektov klinického skui$ania, inicialy, datum narodenia, adresy,
¢isla telefonu , éisla pasu, e-mailovej adresy alebo Udaje o kreditnej karte. Ak faktiry alebo
akakolvek sprievodna dokumentacia obsahuju tieto identifikatné Udaje, ktoré uvadzaju viac
ako datum navstevy a identifikaéné &isla Subjektov klinického skusania, bude o tom Alexion
Pharmaceuticals, Inc. prostrednictvom spoloénosti IQVIA CTP informovat prijemcu platby.
Prijemca platby potom bude musiet znovu odoslat opravend faktiru a sprievodnu
dokumentaciu, ktora nebude obsahovat ziadne osobné identifikacné tdaje okrem datumu
navstevy a identifikacného Cisla Subjektov klinického skisania.

The following information should be included on the invoice:

o} Complete payee name, address and phone number

o Invoice Date

o Invoice Number

o} Payee Name (must match Payee indicated in CTA)

o Payment Amount

o Complete description of services rendered will be a annex to the invoice
(o) Study Number:

o Sponsor Name

0] Invoices should be printed on Principal Investigator letterhead

With the exception of visit dates and Subject identification number of participating
subjects, invoices and any accompanying documentation must not include any
personally identifying information of any Subject, including but not limited to Subject
first or last name, initials, date of birth, address, telephone, passport number, email
address, or credit card information. If invoices or any accompanying documentation
do contain this identifying information that exceeds visit dates and Subject
identification numbers tom Alexion Pharmaceuticals, Inc. through IQVIA CTP will
notify Payee. Payee will need to resubmit a redacted invoice and accompanying
documentation that does not include any additional personally identifying information
besides visit dates and Subject identification number of any Subject.
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PRILOHA C. 2 - VYHLASENIE CLENOV STUDIJNEHO TiMU, SUHLAS SO SPRACUVANIM
OSOBNYCH UDAJOV /| APPENDIX NO. 2 - STATEMENT OF THE MEMBERS OF THE
STUDY TEAM, CONSENT TO THE PROCESSING OF PERSONAL DATA

Study Team Statement

Study Code ALXN1210-IgAN-320

Study Site
Number 2860

VYHLASENIE CLENOV STUDIJNEHO TiMU, SUHLAS SO SPRACUVANIM
OSOBNYCH UDAJOV | STATEMENT OF THE MEMBERS OF THE STUDY TEAM,
CONSENT TO THE PROCESSING OF PERSONAL DATA

Nizsie uvedene osoby maju zaujem spolupracovat’ na klinickom skusani humanneho
lieku ALXN1210-IgAN-320 ako Clenovia $tudijného timu, resp. ako Hlavny skdsajuci
("Clenovia"). Za tymto G&elom Clenovia vyhlasuju, Z2e ber( na vedomie a vyslovne
suhlasia s nasledujlicimi skuto¢nost'ami, pravami a povinnostami vyplyvajucimi z
ucasti na klinickom skusani ALXN1210-IgAN-320 ("Klinické skusanie")

The persons listed below are interested in collaborating on the clinical trial of the human
drug ALXN1210-IgAN-320 as members of the study team, or as Principal Investigator
("Members"). To this end, Members declare that they acknowledge and expressly agree
to the following facts, rights and obligations resulting from participation in the
ALXN1210-1gAN-320 clinical trial ("Clinical Trial"):

A. Zavazok mléanlivosti / Confidentiality

1. Vramci pripravy a v priebehu Studie budu Clenovia prijimat od spolognosti AstraZeneca
AB (151 85 Sédertalje, Svédsko, zapisana v Obchodnom registri Svédsko, & zapisu:
556011-7482, konajuca prostrednictvom: AstraZeneca AB, organizaéna zlozka,
Mlynské Nivy 18890/5, 821 09 Bratislava — mestska ¢ast Ruzinov, ICO: 31802877, DIC:
2021499480, IC DPH: SK2021499480, zapisana v Obchodnom registri Mestského stidu
Bratislava |ll, odd.: Po, vloZzka 853/B) ("Spolocnost™) isté informacie tykajluce sa
Klinického skusania ("Déverné informéacie") a je potrebné zabezpetit, aby Clenovia
dodrziavali dévernost’ Dévernych informacii.

As part of the preparation and during the course of the Study, the Members will receive
from AstraZeneca AB (151 85 Sdédertdlje, Sweden, registered in the Swedish
Commercial Register, registration no.: 556011-7482, acting through: AstraZeneca AB,
organizational unit, Mlynské Nivy 18890/5 , 821 09 Bratislava — RuZinov district, 1D
number: 31802877, VAT number: 2021499480, VAT number. SK2021499480,
registered in the Commercial Register of the Municipal Court Bratislava lll, section: Po,
insert 853/B) ("Company") certain information regarding Clinical Trial ("Confidential
Information") and it is necessary to ensure that Members maintain the confidentiality of
Confidential Information.

2. Doverné informacie zahfnaju vSetky doverné informacie, ktoré budli v akejkolvek
podobe, priamo alebo nepriamo, poskytnuté Spoloénostou alebo jej pridruzenymi
spoloénostami Clenom, teda okrem iného: (i) skutoénost, ze sa uskutoénia rokovania
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ohladom Gé&asti Clenov na priprave a realizacii klinickych skusani AstraZeneca, a stav
tychto rokovani; (i) akékolvek ddverné informacie, data alebo nazory vyjadrené
Spoloénostou, vratane akychkolvek informacii tykajucich sa obchodnych praktik,
planov alebo vztahov Spolo¢nosti &i jej pridruzenych spolo¢nosti, alebo akychkolvek jej
produktov, postupov, operacii alebo dusevného viastnictva; (iii) informacie tykajice sa
klinickych skusani sponzorovanych AstraZeneca a skuSanych liekov AstraZeneca
(okrem iného Zakladného dokumentu klinického skdsanie); (iv) akékolvek informacie
alebo analyzy Gerpajuce z Dovernych informéacii; a (v) akékolvek dalsie informacie
alebo materiély, ktoré Spolo¢nost' oznaci ako doverné.

Confidential information includes all confidential information that will be provided in any
form, directly or indirectly, by the Company or its affiliates to the Member, i.e., among
others: (i) the fact that negotiations will take place regarding the participation of
Members in the preparation and implementation of AstraZeneca clinical trials , and the
status of these negotiations; (i) any confidential information, data or opinions expressed
by the Company, including any information relating to the business practices, plans or
relationships of the Company or its affiliates, or any of its products, practices, operations
or intellectual property; (iii) information relating to AstraZeneca-sponsored clinical trials
and AstraZeneca investigational drugs (including, but not limited to, the Clinical Trial
Background Document); (iv) any information or analysis based on Confidential
Information: and (v) any other information or materials designated as confidential by the
Company.

Clenovia budu s Dévernymi informaciami vzdy zaobchadzat ako s dovernymi a budu
ich uchovavat v bezpedi a chranit pred zneuzitim. Bez predchadzajiceho pisomneho
sthlasu Spolo&nosti Clenovia nebudu: (i) pouzivat Déverné informécie inym spdsobom
ako k priprave a (Casti na Klinickom skusani; (i) publikovat, poskytovat' alebo
zverejnovat Déverné informacie akejkolvek tretej strane; (iii) kopirovat' Doverné
informacie Spoloénosti, ak to nebude nevyhnutne potrebné pre naplnenie Gcelu
Klinického skusania; alebo (iv) vyzradit, ze existuje akykolvek vztah medzi Clenmi a
Spoloénostou.

Members shall at all times treat Confidential Information as confidential and shall keep
it safe and secure against misuse. Without the prior written consent of the Company,
Members shall not: (i) use the Confidential Information in any way other than to prepare
for and participate in the Clinical Trial; (ii) publish, provide or disclose the Confidential
Information to any third party; (iii) copy the Confidential Information of the Company,
unless it is absolutely necessary to fulfill the purpose of the Clinical Trial; or (iv) disclose
that any relationship exists between Members and the Company.

Clenovia Spoloénost okamzite informujt o akejkolvek strate alebo vyzradeni Dovernych
informacii a budu konat' podla primeranych pokynov Spoloénosti, aby sa minimalizovali
nasledky takejto skutoénosti.

Members shall immediately notify the Company of any loss or disclosure of Confidential
Information and shall act in accordance with the Company's reasonable instructions to
minimize the consequences of such fact.

Zavazok micanlivosti bude trvat’ po dobu 10 rokov od datumu podpisu tohto vyhlasenia
(prip. do doby, kedy nadobudne ué&innost samostatna zmluva o Klinickom skusani
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uzavreta medzi Hlavnym skusajucim a Spoloénostou, ktora bude obsahovat zavazky
Hlavneho skusajuceho vo veci poskytnutia a ochrany Dévernych informacii minimalne
v rozsahu danom tymto vyhlasenim). Ukonéenie trvania zavazku miléanlivosti nema
vplyv na uplatnenie akychkolvek prav Spolo¢nosti vzniknutych za jeho trvania.

The obligation of confidentiality will last for a period of 10 years from the date of signing
this statement (or until the time when a separate Clinical Trial contract concluded
between the Principal Investigator and the Company enters into force, which will contain
the obligations of the Principal Investigator regarding the provision and protection of
Confidential Information at least to the extent given by this declaration). Termination of
the duration of the confidentiality obligation does not affect the exercise of any rights of
the Company arising during its duration.

Po ukonceni Klinického ski$ania alebo na Ziadost’ Spoloénosti Clenovia tplne ustant
v uzivani Dovernych informacii (ak nebude uzivanie Dévernych informacii zo strany
Clenov nutné pre plnenie samostatnej zmluvy o Klinickom skusani uzatvorenej medzi
Hlavnym skusajticim a Spolognostou). Clenovia ihned: (i) vratia alebo na zaklade volby
Spolocnosti znic¢ia vSetky Doéverné informacie a vsetky dokumenty a materialy
obsahujuce Déverné informacie; a (i) vynalozia primerané usilie na to, aby vymazali
vsetky Doverné informacie zo svojich pocitatovych systémov. Clenovia si vdak mozu
uchovat' tie Déverné informacie, ktoré im predpisuje uchovat’ zékon, alebo kde je to pre
Clenov nevyhnutné, aby mohli dokazat, ze splnili svoje povinnosti ulozené tymto
vyhlasenim. Na Doverné informacie, ktoré si Clenovia ponechaji podia
predchadzajlcej vety, sa aj nadalej vztahuje toto vyhlasenie.

After the end of the Clinical Trial or at the request of the Company, the Members shall
completely stop using the Confidential Information (unless the use of the Confidential
Information by the Members is necessary for the performance of a separate contract on
the Clinical Trial concluded between the Principal Investigator and the Company).
Members shall immediately: (i) return or, at the Company's option, destroy all
Confidential Information and all documents and materials containing Confidential
Information; and (ii) use reasonable efforts to delete all Confidential Information from its
computer systems. However, Members may retain that Confidential Information that
they are required to retain by law or where it is necessary for Members to demonstrate
that they have met their obligations under this statement. Confidential Information
retained by Members pursuant to the preceding sentence shall continue to be subject
to this statement.

Povinnost' mi¢anlivosti sa nebude vztahovat' na informéacie, ktoré su: (i) vieobecne
dostupné verejnosti, pokial sa tak nestalo nasledkom nedodrZania povinnosti
micanlivosti zo strany Clenov; (i) obdrzané od tretej strany, ktora bola opravnena ich
zverejnit; (i) vlastnictvom Clenov (s plnymi pravami na zverejnenie) pred ich
poskytnutim zo strany Spolo¢nosti; alebo (iv) vyvinuté nezavisle Clenmi alebo pre
Clenov bez vyuzitia Dévernych informacii.

The obligation of confidentiality shall not apply to information that is: (i) generally
available to the public, unless this has occurred as a result of failure to comply with the
obligation of confidentiality on the part of the Members; (ii) received from a third party
that was authorized to disclose them; (iii) owned by Members (with full rights of
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10.

11.

publication) prior to their provision by the Company; or (iv) developed independently by
or for Members without the use of Confidential Information.

Clenovia mézu poskytnut Déverné informacie tym z oséb pre nich &innych (napr.
Zamestnancom, konzultantom a profesionalnym poradcom ("Opravnené osoby"),
ktoré tieto Doverné informécie potrebuju poznat kvéli Klinickému skusaniu, ak Clenovia:
(i) tieto Opravnené osoby informuju o dévernej povahe Dévernych informacii predtym,
nez im ich poskytnu; a (ii) zabezpedi, Ze véetky tieto Opravnené osoby budu dodrziavat
dovernost vsetkych tychto Dévernych informacii v rozsahu podia tohto vyhlasenia.
Clenovia ponest zodpovednost za akékolvek nepovolené vyuzitie alebo poskytnutie
Dévernych informacii ktoroukolvek z Opravnenych osob tak, ako by sa toho dopustili
sami.

Members may disclose Confidential Information to those on their behalf (e.g.,
employees, consultants and professional advisors ("Authorized Persons") who need to
know this Confidential Information for the Clinical Trial, if the Members: (i) notify such
Authorized Persons of the confidential nature of the Confidential Information before
providing it to them; and (ii) ensure that all such Authorized Persons maintain the
confidentiality of all such Confidential Information to the extent of this statement.
Members shall be responsible for any unauthorized use or disclosure of the Confidential
Information by any Authorized Person as they would have done it themselves.

Clenovia mézu poskytnt Déverné informacie v nevyhnutnom rozsahu opravnenému
subjektu, ak im to uklada zakon alebo pravoplatné rozhodnutie sudu alebo iného
prisludného $tatneho organu, vzdy vsak pod podmienkou, ze: (i) o tomto poskytnuti
uvedomi SpoloZnost vopred, a ak to nie je mozné, ihned po ich poskytnuti; a (i) vyhovie
primeranym pokynom Spolo¢nosti, aby urobili pravne dostupné kroky na odmietnutie
alebo obmedzenie poziadaviek na poskytnutie Dévernych informacii (na naklady
Spolo¢nosti).

Members may provide Confidential Information to the necessary extent to an authorized
entity if required by law or a valid decision of a court or other competent state authority,
but always under the condition that: (i) the Company is informed of this provision in
advance, and if it is not possible, immediately after their provision; and (ii) comply with
Company's reasonable instructions to take legally available steps to refuse or limit
requests to provide Confidential Information (at Company's expense).

Vsetky prava k Doévernym informaciam a ich vilastnictvo (vratane vsetkych prav
dusevného vlastnictva) zostanu vyhradnym vlastnictvom Spolocnosti alebo jej
poskytovatelov licencie k predmetu Doévernych informacii. Spolocnost Clenom
neudeluje ohladne Dévernych informacii Zziadne prava okrem tych popisanych v tomto
vyhlaseni.

All rights to and ownership of the Confidential Information (including all intellectual
property rights) shall remain the exclusive property of the Company or its licensors with
respect to the subject of the Confidential Information. The Company does not grant
Members any rights with respect to the Confidential Information other than those
described in this statement.

Spoloénost’ neposkytuje Ziadnu zaruku ohladom Doévernych informécii, ich presnosti
alebo Uplnosti, a rovnako tak Spolo¢nost, jej pridruzené spolocnosti a osoby pre
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1.

Spolo¢nost’ ¢inné neprijimaju ziadnu zodpovednost' voéi Clenom za presnost alebo
uplnost' akychkolvek Dévernych informacii alebo za nazory, omyly, vynechanie alebo
chybné vyroky obsiahnuté v Dévernych informaciach.

The Company makes no warranty as to the Confidential Information, its accuracy or
completeness, and likewise the Company, its affiliates and persons acting for the
Company do not accept any liability to the Members for the accuracy or completeness
of any Confidential Information or for opinions, errors, omissions or misstatements
contained in the Confidential Information.

12. Clenovia berd na vedomie a sUhlasia, Ze samotna nahrada Skody by nebola
dostatoCnou napravou porudenia akejkolvek ich povinnosti vyplyvajlicej zo zavazku
mi¢anlivosti, a Ze bez toho, aby boli dotknuté akékolvek dalsie prava alebo prostriedky
obrany Spolocnosti, bude Spoloénost' opravnena urobit’ akékolvek kroky na ochranu
svojich zaujmov v suvislosti s Ddvernymi informaciami, vratane podania navrhu na
neodkladné alebo zabezpectovacie opatrenie.

Members acknowledge and agree that damages alone would not be a sufficient remedy
for a breach of any of their confidentiality obligations and that, without prejudice to any
other rights or remedies of the Company, the Company shall be entitled to take any
action to protect their interests in connection with the Confidential Information, including
filing a proposal for an urgent or protective measure.

B. Suhlas so spracovanim osobnych Gdajov / Consent to the processing of
personal data

Prevadzkovatel: Clenovia, ako Dotknuté osoby, bert na vedomie a dobrovolne sthlasia
s tym, Ze na zaklade ich G€asti na Klinickom skusani je pre spoloénost AstraZeneca AB,
zapisanu vo Svédsku pod ¢. 556011-7482, so sidlom v S-151 85 Sédertalje, Svédsko, ako
pre prevadzkovatela, nevyhnutné spracivat niektoré ich osobné Udaje v zmysle
prislusénych ustanoveni o ochrane osobnych Udajov a prislusnych predpisov Eurépskej
Unie, najma podla nariadenia (EU) €. 2016/679, Vseobecné nariadenie o ochrane
osobnych tdajov (GDPR).

Operator: Members, as Affected Persons, acknowledge and voluntarily agree that, based
on their participation in the Clinical Trial, AstraZeneca AB, registered in Sweden under no.
556011-7482, with registered office in S-151 85 Sédertélje, Sweden, as for the operator, it
is necessary to process some of their personal data in accordance with the relevant
provisions on the protection of personal data and the relevant regulations of the European
Union, in particular according to Regulation (EU) no. 2016/679, General Data Protection
Regulation (GDPR).

Kontaktné tidaje: V pripade akychkolvek otazok ohladne spractvania osobnych tdajov
mézu Clenovia kontaktovat' spoloénost AstraZeneca AB ako prevadzkovatela osobnych
Udajov prostrednictvom stranky www.astrazenecapersonaldataretention.com.

Contact information: In case of any questions regarding the processing of personal data,
Members can contact AstraZeneca AB as the controller of personal data via the website
www.aslrazenecapersonaldataretention.com.
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Ugel spraciivania a kategérie osobnych tidajov: Na Gcely pripravy, implementacie
Klinického skusania a Géasti Clenov na Klinickom ski$ani, a tiez pre proces vyberu
pracoviska pre budice Klinické skuSania bude spolocnost AstraZeneca AB ako
prevadzkovatel spractvat tieto osobné tdaje Clenov (dalej len "Osobné tidaje"), ktoré jej
Clenovia dobrovolne poskytnu:

titul, meno, priezvisko;
predchadzajlca / su¢asna funkcia;
datum narodenia;

adresa bydliska;

adresa do zamestnania;

telefonne Eislo, fax a e-mail;
bankové spojenie;

profesijny zivotopis;

pocet odbornych publikacii a ¢lankov,

predchadzajice skusenosti v oblasti klinickych skusSani a absolvované Skolenia v
oblasti klinickej praxe,

Udaje ohladom naboru subjektov skusania (pocet subjektov skiSania zaclenenych
Clenmi do Stadie):

informacie o dodrziavani pravidiel spravnej klinickej praxe (GCP) vratane pripadov ich
porusenia;

ak sa na Klinické skusanie vztahuje pravna uprava USA ohladom majetkového
priznania (US Financial Disclosure regulation), Clenovia musia oznamit' pripadny
majetkovy podiel v akejkolvek spolo¢nosti v skupine AstraZeneca. Tato oznamovacia
povinnost sa vztahuje aj na majetkové podiely manzela / manzelky a nezaopatrenych
deti Clenov. V tomto pripade Clenovia potvrdzuju, ze suhlas so spractvanim tychto
osobnych Gdajov udeluju aj za manzela / manzelku a / alebo zavislé deti a Ze su k
udeleniu tohto stihlasu opravneni. Spolotnost’ AstraZeneca AB bude vy$Sie uvedené
Osobné udaje v nevyhnutnom rozsahu spractvat’ aj pre naborovu ¢innost pre Gcely
klinického skusania (vratane pripadného zverejnenia kontaktnych tdajov v tlagi alebo
na internete), podporu zZiadosti o schvélenie skimaného lieku, vyskum tykajuci sa
vyvoja farmaceutickych pripravkov, diagnostiky alebo zdravotnickych pomocok a pre
pripadni u&ast Clenov na dalSich klinickych pokusoch s humannymi liekmi
AstraZeneca.

Purpose of processing and category of personal data: For the purposes of
preparation, implementation of the Clinical Trial and participation of the Members in
the Clinical Trial, as well as for the process of selecting a workplace for future Clinical
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Trials, AstraZeneca AB as the operator will process the personal data of the Members
(hereinafter referred to as "Personal Data "), which the Members voluntarily provide to
it:

- title, name, surname;

* previous / current function;

* date of birth;

* residential address;

= work address;

« telephone number, fax and e-mail;

* bank connection;

« professional resume;

= number of professional publications and articles;

« previous experience in the field of clinical trials and completed training in the field of
clinical practice;

* data regarding the recruitment of Study subjects (number of Study subjects included
by Members in the Study),

« information on compliance with the rules of good clinical practice (GCP), including
cases of their violation;

« if the Clinical Trial is subject to US Financial Disclosure regulation, Members must
declare any ownership interest in any company in the AstraZeneca group. This
notification obligation also applies to the property shares of the spouse and dependent
children of Members. In this case, the Members confirm that they also grant consent to
the processing of this personal data for their spouse and/or dependent children and
that they are authorized to grant this consent. AstraZeneca AB will also process the
aforementioned Personal Data to the necessary extent for recruitment activities for the
purposes of clinical trials (including possible publication of contact details in the press
or on the Internet), support of the application for the approval of the researched drug,
research related to the development of pharmaceutical preparations, diagnostics or
medical devices and for possible participation of Members in further clinical trials with
AstraZeneca human medicines.

4. Pravny zaklad spractivania: Osobné udaje budl vyhotovované a nasledne $irené na
zéklade suhlasu Clenov, ktory moze byt kedykolvek odvolany pisomne alebo e-mailom
prostrednictvom uvedenych kontaktnych udajov. Odvolanim sdhlasu nie je dotknuta
zakonnost predchadzajuceho spracuvania. Poskytnutie Osobnych (dajov je Uplne
dobrovolné. S odmietnutim udelenia sthlasu alebo jeho odvolanim nie st spojené Ziadne
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negativne désledky pre prisluéného Clena. Clenovia su si vdak vedomi toho, ze bez
udelenia a trvania sthlasu nie je mozné vykonavat funkciu Clena.

Legal basis of processing: Personal data will be prepared and subsequently disseminated
based on the consent of the Members, which can be revoked at any time in writing or by
e-mail via the specified contact details. Revocation of consent does not affect the legality
of previous processing. Providing Personal Data is completely voluntary. There are no
negative consequences for the relevant Member with the refusal to grant consent or its
revocation. Members are aware, however, that without the granting and duration of consent
it is not possible to perform the function of a Member.

Doba uchovavania Osobnych udajov: Osobné udaje budl uchovavané / spractvané v
listinnej podobe a vo forme databazy na datovom nosici po dobu vykonavania Klinickeho
sklsania a po dobu nevyhnutne nutni k dosiahnutiu dalich ucelov po skonéeni Klinického
skusania (maximalne véak po dobu tridsiatich rokov), pricom Spoloénost zabezpedi podla
vSetkych prislusnych ustanoveni o ochrane osobnych tdajov a prislusnych predpisov
Eurépskej Unie a v stlade s vnutornymi predpismi, aby predmetné Osobné udaje nemohli
byt zneuzité, najma tym, Ze prijme adekvatne organizacné a technické opatrenia na
zabezpectenie Osobnych udajov a umozni pristup k Osobnym Udajom iba opravnenym
osobam (napr. povereni zamestnanci prevadzkovatela / sprostredkovatela, osoby
zUcastnujuce sa Klinického sktsania a prislusné Statne organy).

Period of storage of Personal Data: Personal data will be stored/processed in written form
and in the form of a database on a data carrier for the duration of the Clinical Trial and for
the period necessary to achieve other purposes after the Clinical Trial has ended (but for
a maximum period of thirty years), whereby the Company will ensure, in accordance with
all relevant provisions on the protection of personal data and relevant regulations of the
European Union and in accordance with internal regulations, that the Personal Data in
question cannot be misused, in particular by adopting adequate organizational and
technical measures to secure Personal Data and enable access to Personal Data only to
authorized persons (e.g. authorized employees of the operator / intermediary, persons
participating in the Clinical Trial and relevant state authorities).

Prijemcovia Osobnych tidajov a prenos Osobnych tdajov do tretich krajin: Clenovia
dalej suhlasia, Ze Osobné Udaje budu odovzdavané do zahranicia, a to nielen do krajin
Europskej Unie a Eurdpskeho Hospodarskeho Priestoru, ale aj do tretich krajin, vratane
tych, ktorych uroven pravnej ochrany osobnych Gdajov nemusi zodpovedat pravnej (prave
Slovenskej republiky, resp. Europskej Unie. Prijemcovia Osobnych udajov v zahranici
budu (okrem spoloénosti AstraZeneca AB) skusajuci (lekari) zG¢astiujuci sa na Klinickom
skadani, dalej regulaéné a kontrolné urady prisludnej krajiny, Contract Research
Organisations (CRO), externi dodavatelia piniaci tlohy v ramci Klinického skusania, ktori
budu zaviazani k adekvatnej ochrane Osobnych tdajov a spractvaniu Osobnych udajov
iba na uvedené udely, a zamestnanci spolo¢nosti zo skupiny AstraZeneca Group. Pokial
budu Osobné (daje odovzdavané do krajin mimo EU, zaisti AstraZeneca AB aj v tomto
pripade primerant Groven ochrany Osobnych udajov Clenov v silade s GDPR, napriklad
tak, ze prijemca tychto udajov bude viazany Standardnymi zmluvnymi dolozkami EU na
ochranu osobnych tdajov. Zoznam spolognosti v skupine AstraZeneca je k dispozicii na
‘hitp://www.astrazeneca.com/.
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Recipients of Personal Data and transfer of Personal Data to third countries: Members
further agree that Personal Data will be transferred abroad, not only to the countries of the
European Union and the European Economic Area, but also to third countries, including
those whose level of legal protection personal data may not correspond to the legislation
of the Slovak Republic, or of the European Union. Recipients of Personal Data abroad will
be (with the exception of AstraZeneca AB) investigators (doctors) participating in the
Clinical Trial, further regulatory and control authorities of the relevant country, Contract
Research Organizations (CRO), external contractors performing tasks within the Clinical
Trial, who will be obliged to adequate protection of Personal Data and processing of
Personal Data only for the stated purposes, and employees of AstraZeneca Group
companies. If Personal Data will be transferred to countries outside the EU, AstraZeneca
AB will also in this case ensure an adequate level of protection of Members' Personal Data
in accordance with the GDPR, for example by making the recipient of this data bound by
standard EU contractual clauses for the protection of personal data. A list of AstraZeneca
Group companies is available at ‘http.//www.astrazeneca.com/'.

Prava Clenov: Clenovia majd pravo na pristup k Osobnym dajom. Spoloénost Clenom
kedykolvek poskytne na zaklade pisomnej ziadosti, alebo na zaklade kontaktovania
studijneho monitora informacie o Osobnych udajoch o nich spractvanych, vratane
aktualneho zoznamu krajin, do ktorych st odovzdavané ich Osobné udaje. Clenovia maj
pravo na opravu Osobnych udajov alebo vymazanie (ak bude odvolany suhlas a nebude
existovat’ iny pravny dovod pre uchovanie prislusnych Osobnych Udajov alebo uplynie
doba uchovavania), pripadne na obmedzenie spractvania na prenos Osobnych Udajov k
inému spravcovi. V pripade, ze ddjde pri spractvani Osobnych udajov k porugeniu
povinnosti vyplyvajucich z prislusnych predpisov o ochrane osobnych Gdajov a GDPR,
maju ¢lenovia pravo Ziadat' o vysvetlenie a odstranenie nevyhovujuceho stavu, vratane
opravy Osobnych udajov, pripadne mézu zZiadat' nahradu vzniknutej ujmy. Vsetky Ziadosti
¢lenov budli podavané prostrednictvom uvedenych kontaktnych udajov. Clenovia maju
dalej pravo kedykolvek sa obratit’ so svojim podnetom alebo staznostou na Urad na
ochranu osobnych tdajov (https:/dataprotection.gov.sk/uoou/).

Members' Rights: Members have the right to access Personal Data. The Company will
provide Members at any time, based on a written request or by contacting the study
monitor, information about Personal Data processed about them, including an up-to-date
list of countries to which their Personal Data is transferred. Members have the right to
correct or delete Personal Data (if consent is revoked and there is no other legal reason
for the retention of the relevant Personal Data or the retention period expires), or to limit
processing to the transfer of Personal Data to another administrator. In the event that
during the processing of Personal Data there is a violation of the obligations arising from
the relevant regulations on the protection of personal data and the GDPR, members have
the right to request an explanation and elimination of the unsatisfactory state, including the
correction of Personal Data, or may request compensation for the resulting damage. All
member requests will be made through the contact details provided. Furthermore,
members have the right to contact the Office for the Protection of Personal Data
(https://dataprotection.gov.sk/uoou/) at any time with their initiative or complaint.

Clenovia tymto potvrdzujd, ze budd informovat’ Spoloénost v pripade zmeny Osobnych
udajov.
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Members hereby confirm that they will inform the Company in the event of a change in
Personal Data.

C. Ugast' na stretnuti skasajlcich / Attendance at the investigators' meeting

Clenovia stéasne berd na vedomie a suhlasia, Ze mozu byt prizvani k tcasti a zapojeniu
sa do stretnutia / konferencii tykajucich sa Klinického skusania s tym, Ze za ucast alebo
zapojenie sa do takych stretnuti / konferencii im nebude poskytnuta Ziadna odmena, ale
ak to bude u&elné a ospravedinitelné, Spoloénost/Zadavatel im zabezpeéi vhodné
hotelové ubytovanie, ob&erstvenie a dopravu na a zo stretnutia / konferencie alebo im
poskytne primeranu nahradu na zaklade doloZzenych vydavkov za hotelové ubytovanie,
stravu a dopravu. Spoloénost/Zadavatel nebude hradit’ vydavky oséb, ktore sa stretnutia /
konferencie nezuéastiuji alebo ktoré Clenov sprevadzaju.

Members simultaneously acknowledge and agree that they may be invited to attend and
participate in the meeting / conferences related to the Clinical Trial, provided that no
remuneration will be provided to them for attending or participating in such meetings /
conferences, but if will be expedient and justifiable, the Company/Contractor will provide
them with suitable hotel accommodation, refreshments and transport to and from the
meeting/conference or provide them with adequate compensation based on documented
expenses for hotel accommodation, meals and transport. The Company/Contractor will not
cover the expenses of persons who do not participate in the meeting/conference or who
accompany the Members.

Ak je to potrebné, Clenovia ziskaju vsetky potrebné suhlasy s GEastou na stretnuti /
konferencii od 0séb, u ktorych st zamestnani alebo pre ktoré su cinni.

If necessary, Members will obtain all necessary consents to participate in the meeting /
conference from the persons with whom they are employed or for whom they are active.

Clenovia potvrdzuju, Ze Ugast na akychkolvek stretnutiach / konferenciach nie je
zamyslana ako stimul Clenov k tomu, aby odporucali, predpisovali, kupovali, dodavali
alebo objednavali akékolvek vyrobky Spolocnosti, ani ako odmena za taketo konanie.

Members confirm that participation in any meetings / conferences is not intended as an
incentive for Members to recommend, prescribe, purchase, supply or order any products
of the Company, nor as a reward for such action.

Ak bude pozadované, aby Clenovia plnili dalsie tlohy nad ramec Uloh potrebnych pre
vykonanie Klinického skasania, budi podmienky a povinnosti tykajuce sa poskytovania
tychto sluzieb predmetom samostatnej zmluvy.

Clenovia svojim podpisom potvrdzuji, ze sa s obsahom vyhlasenia riadne zoznamili,
rozumeji mu a slobodne suhlasia so vSetkymi pravami a povinnostami z neho
vyplyvajucimi.

If the Members are required to perform additional tasks beyond the scope of the tasks

necessary for conducting the Clinical Trial, the conditions and obligations regarding the
provision of these services will be the subject of a separate contract.
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With their signature, members confirm that they have properly familiarized themselves with
the content of the declaration, understand it and freely agree to all rights and obligations
arising from it.
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Clenovia
Meno, priezvisko, titul

Funkcia

Nazov a adresa
pracoviska

Datum

Podpis

Komentar

[Hlavny skusajuci]
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PRILOHA C. 3 - PROTIKORUPCNE PRAVIDLA / ANTI-CORRUPTION RULES

1.

1.1

1.2

1.3

1.4

PRAVIDLA SPRAVANIA, TRANSPARENTNOST, PROTIUPLATKARSKE A
PROTIKORUPCNE USTANOVENIA A KONFLIKT ZAUJMOV | RULES OF
CONDUCT, TRANSPARENCY, ANTI-BRIBERY AND ANTI-CORRUPTION
PROVISIONS AND CONFLICT OF INTEREST

Zmluvné strany zabezpecia, ze ony samy ani nikto z ¢lenov ich manazmentu i
zamestnancov, priamo ani nepriamo, neponuknu, nerealizuju, neprijmu ani nebudu
pozadovat Ziadne platby alebo prevody hodnét v prospech &i od Ziadnej Uradnej alebo
akejkolvek inej osoby, ktora ma ovplyvnit alebo by sa mohlo mat' za to, ze ovplyviuje
akekolvek rozhodnutia za Ucelom ziskat alebo si udrzat obchod, ziskat neprimeranu
vyhodu alebo spésobit, aby takato uradna alebo ind osoba vykonavala funkciu v
rozpore s akymkolvek zakonom, pravidlom ¢&i predpisom, okrem iného vratane
Uplatkov, provizii a odmien za urychlenie vybavenia.

The conltracting parties ensure that they themselves and none of their management or
employees, directly or indirectly, will not offer, make, accept or demand any payments
or transfers of value to or from any official or any other person who is supposed to
influence or would could be considered to influence any decisions in order to obtain or
retain business, obtain an undue advantage, or cause such official or other person to
perform a function in violation of any law, rule or requlation, including but not limited to
bribes, kickbacks and rewards for speeding up equipment,

Centrum a Hlavny skusajuci vyhlasuju, Zze sa Centrum ani Hlavny skusajuci ani ziadny
z Clenov studijného timu nedopustili Ziadneho konania, ktoré malo alebo by mohlo mat
za nasledok odstdenie za trestny €in, ani nie su v stucasnej dobe vyliéeni z ucasti na
Klinickom skusani, nie je im pozastavené pravo na Ucast' na nom a ani inak nie st
nespodsobili zucastnit' sa Klinického skusania a / alebo vladnych zdravotnickych
programov v akomkolvek State. Centrum a Hlavny skusajuci bud( Spoloénost
okamzite informovat v pripade, Ze sa dozvedia o tom, Ze Centrum &i Hlavny skasajlci
&i niektory Clen $tudijného timu s0 vySetrovani akymkolvek regulaénym Gradom.

The Center and the Principal Investigator declare that neither the Center nor the
Principal Investigator nor any of the Study Team Members have committed any conduct
that has or could result in a criminal conviction, nor are they currently disqualified from
participating in the Clinical Trial, no have their right to participate in it suspended and
are not otherwise ineligible to participate in the Clinical Trial and/or government health
programs in any state. The Center and the Principal Investigator will immediately notify
the Company if they become aware that the Center or the Principal Investigator or any
Study Team Member is under investigation by any regulatory authority.

Centrum a Hlavny skuasajuci potvrdzuju, Zze Spolo¢nost moze (kde to pozaduju
prislusne pravne predpisy alebo kde je to vhodné) zverejnit' sihrnné informacie (t.].
Informacie, ktoré neobsahuju identifikéaciu Centra ani Hlavného skusajuceho) o
Klinickom skusani vratane odmien alebo prevodov hodndt poskytnutych v stvislosti s
Klinickym ski$anim centram a Hlavnym skasajuacim (a Clenom studijnych timov).

The Center and the Principal Investigator acknowledge that the Company may (where
required by applicable law or where appropriate) disclose aggregate information (i.e.
Information that does not identify the Center or the Principal Investigator) about the
Clinical Trial, including rewards or transfers of value provided in connection with Clinical
trial centers and Principal Investigators (and Study Team Members).

Centrum a Hlavny skusajuci vyhlasuju, ze Hlavny skusajuci ani akykolvek Clen
Studijného timu nema protichodné zavazky ¢i zakonné prekazky a/ alebo nema ziadne

finanéné, zmluvné ani akékolvek iné zaujmy na vysledku Klinického skusania, ktoré by
mohli zasahovat' do implementacie Klinického skusania alebo ktoré by pravdepodobne
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1.5

mohli mat vplyv na spolahlivost, spravnost a ucelenost' udajov vytvorenych
v Klinickom skusani. Centrum a Hlavny skdsajuci bude bezodkladne informovat
Spolo¢nost, akonahle sa dozvie o existencii akéhokolvek takéhoto zavazku, prekazky
Ci zaujmu (vratane finanénych doh6d a zaujmov medzi Hlavnym ska$ajicim a
Spolo¢nostou).

The Center and the Principal Investigator declare that the Principal Investigator or any
Member of the Study Team has no conflicting obligations or legal obstacles and/or has
no financial, contractual or any other interest in the outcome of the Clinical Trial that
could interfere with the implementation of the Clinical Trial or that would likely could
have an impact on the reliability, correctness and completeness of the data created in
the Clinical Trial. The Center and the Principal Investigator will promptly notify the
Company upon becoming aware of the existence of any such obligation, impediment
or interest (including financial agreements and interests between the Principal
Investigator and the Company).

Ak pocas trvania Zmluvy alebo do dvoch rokov od jej ukonéenia Hlavny skusajici (i) sa
pripoji k alebo bude mat' Géast’ v akomkolvek organe, ktory stanovuje liekopisy alebo
pripravuje klinické smernice alebo (i) ma alebo bude mat Gc¢ast na akomkolvek
rozhodnuti alebo odporac€ani tykajlicom sa prijatia akychkolvek produktov Spolo¢nosti
alebo Prepojenych 0séb na klinické pouzitie v akomkolvek zdravotnickom zariadeni,
bude Hlavny sku$ajuci informovat taky organ o existencii a charaktere Zmluvy a bude
dodrZiavat povinnosti a postupy tykajuce sa poskytnutia informacii stanovené takymto
organom.

If, during the duration of the Agreement or within two years of its termination, the
Principal Investigator (i) joins or participates in any body that establishes
pharmacopoeias or prepares clinical guidelines or (i) has or will participate in any
decision or recommendation regarding acceptance of any products of the Company or
Affiliates for clinical use in any healthcare facility, the Principal Investigator will inform
such authority of the existence and nature of the Agreement and will comply with the
disclosure obligations and procedures established by such authority.
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PRILOHA C. 4 - DODATOCNE SLUZBY KOORDINUJUCEHO SKUSAJUCEHO/ APPENDIX
NO. 4 - ADDITIONAL SERVICES OF THE COORDINATING INVESTIGATOR

Nie je predmetom tejto Zmluvy o klinickom skuasani. Medzi Spolocnostou a Hlavnym
skusajucim ako narodnym koordinatorom bude uzatvorena osobitna zmluva o koordinovani
klinického ski3ania v Slovenskej republike.

Not the subject of this Clinical Trial Agreement. A separate agreement on clinical trial
coordination in the Slovak Republic will be concluded between the Company and the Principal
Investigator as the national coordinator.
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PRILOHA C. 5 - PODMIENKY POSKYTOVANIA VYBAVENIA A MATERIALOV / APPENDIX
NO. 5 - CONDITIONS OF SUPPLY OF EQUIPMENT AND MATERIALS

A - Materialy poskytnuté Centrom / Materials provided by the Center:

Mimo iny potrebny material poskytne Centrum najma.

* Spotrebny material na podanie Skusaného lieku v stlade s Protokolom a
indtrukciami zo strany Spoloénosti.

Among other necessary materials, the Center will provide in particular.

+ Consumables for administering the Study Drug in accordance with the Protocol
and instructions from the Company.

B - Vybavenie poskytnuté Centrom / Equipment provided by the Center:

Mimo iné potrebné vybavenie poskytne Centrum najma;

« Chladni¢ka 2-8 °C pre uchovanie Skusaného lieku s platnou kalibraciou a
elektronickym systémom monitoracie teploty, alebo aspon s dennou monitoraciou
teploty pomocou min/max teplomera,

* Mraznicka na teplotu -20°C, alebo -70°C pre uchovanie biologického materialu s
platnou kalibraciou a elektronickym systémom monitorovania teploty, alebo s
dennou monitoraciou teploty pomocou min/max teplomera,

= Centrifiga pre spracovanie biologickych vzoriek podla $pecifikacie manualu pre
centralne laboratérium,

+ 12-zvodove EKG,

+ Kalibrovany teplomer na meranie telesnej teploty, ak je to potrebné,
« Standardné zariadenie na meranie krvného tlaku a pulzu,

* Vaha,

* VySkomer,

* Pulzny oxymeter,

« Kalibrovana infuzna pumpa ,

« Laminarny box ,

» WiFi alebo dostatoény signal mobilného operatora (pre odosielanie dat z ePRO),
» Pocitac s pripojenim k vysokorychlostnému internetu,

* Defibrilator a zakladné resuscitaéné pomocky.

In addition to other necessary equipment, the Center will provide in particular:

« Refrigerator 2-8 °C for storing the Study drug with a valid calibration and an electronic
temperature monitoring system, or at least with daily temperature monitoring using a
min/max thermometer,

+ A freezer at a temperature of -20°C or -70°C for the preservation of biological material with
valid calibration and an electronic temperature monitoring system, or with daily temperature
monitoring using a min/max thermometer,

« Centrifuge for processing biological samples according to the specification of the manual for
the central laboratory,

» 12-lead ECG,
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= Calibrated thermometer to measure body temperature, if necessary,

* Standard device for measuring blood pressure and pulse,

+ Weight,

* Altimeter,

* Pulse oximeter,

« Calibrated infusion pump,

* Laminar box,

« WiFi or a sufficient mobile operator signal (for sending data from ePRO),
* A computer with a high-speed Internet connection,

« Defibrillator and basic resuscitation equipment.

C - Materialy poskytnuté Spoloénost'ou / Materials provided by the Company:

« Formulare Informacii pre Ugastnikov a informovaného stihlasu,
» Kartiéka s podakovanim pre Ugastnikov,
» Material na odber a odoslanie biologického materidlu do centralneho laboratéria,

* VVybavenie pre 24-hodinovy zber moéu vratane prepravného chladeného boxu/tasky s
detailnymi instrukciami pre Ucastnikov

+ Kalibrovany teplomer na meranie teploty v mieste uchovania biologického materialu, ak je
to potrebneé,

+ Kalibrovany teplomer na meranie teploty v mieste skladovania Skusaného lieku, ak je to
potrebneé,

+ Spotrebny material na podanie Skusaného lieku v stlade s Protokolom a instrukciami zo
strany Spolo¢nosti, ak bude potrebny.

« Information for Participants and informed consent forms,
» Thank you card for Participants,
« Material for collection and sending of biological material to the central laboratory,

» Equipment for 24-hour urine collection, including a refrigerated transport box/bag with
detailed instructions for Participants

« Calibrated thermometer to measure the temperature in the place of storage of biological
material, if necessary,

* Calibrated thermometer to measure the temperature in the place of storage of the Study
Drug, if necessary,

« Calibrated thermometer for measuring the temperature in the place of storage of the Study
Drug,

» Consumables for administering the Study Drug in accordance with the Protocol and
instructions from the Company, if necessary.

D - Vybavenie poskytnuté Spolocnost'ou / Equipment provided by the Company:
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+ Elektronické zariadenie (tablet) na vypihanie dotaznikov eCOA/ePRO vratane
manualu

+ Electronic device (tablet) for filling out eCOA/PRQO questionnaires, including a
manual

Clanok 1/ Article 1

1.

Spolo¢nost prenechava za podmienok dohodnutych nizie Centru bezodplatne na
dohodnutli dobu do uzivania tento pristroj / tieto pristroje:

Under the conditions agreed below, the company transfers this device / these devices to
the Center free of charge for the agreed period until use:

Oznacenie Vyrobca Vyrobné Eislo Sériové cislo
pristroja

o (a) << >> << >> << >> << >>

(b) << >> << >> << >> << >>

(dalej spolo¢ne len "Pristroje").

2. Spoloénost' prenechava Centru Pristroje vratane ich sucasti a prislusenstva na Ucely

1

splnenia povinnosti Centra podla zmluvy. Prenechanie Pristrojov Spolo¢nostou Centru a
ich riadne pouZivanie Centrom je nutnou podmienkou pre riadne vykonanie Klinickeho
skusania, ktoré je predmetom zmluvy.

(hereinafter collectively only "Devices").

The Company transfers the Devices, including their parts and accessories, to the Center
for the purpose of fulfilling the Center's obligations under the contract. The transfer of the
Devices by the Company to the Center and their proper use by the Center is a necessary
condition for the proper performance of the Clinical Trial, which is the subject of the contract.

Clanok 2/ Article 2

Centrum pisomne potvrdi Spolocnosti prevzatie Pristrojov vratane stcasti a prislusenstva
v Protokole o odovzdani a prevzati Pristrojov.

The Center shall confirm in writing to the Company the acceptance of the Devices, including
parts and accessories, in the Protocol on the handover and acceptance of the Devices.

. Spolocnost’ prehlasuje, Zze Pristroje st podla vyrobcom dodanej dokumentacie sposobilé

na riadne uzivanie potrebné na vykonanie Klinického skusania a ich stav zodpoveda
prisludnym pravnym predpisom. Spoloénost’ dalej prehlasuje, Ze Pristroje spinaju podia
vyrobcom dodanej dokumentacie technické pozZiadavky stanovené prislusnymi predpismi a
Ze bol pri posudeni zhody Pristrojov dodrzany stanoveny postup uvadzania Pristrojov na
trh podla prislusnych pravnych predpisov.

The Company declares that, according to the documentation supplied by the manufacturer,
the Devices are suitable for proper use necessary for the Clinical Trial and their condition
corresponds to the relevant legal regulations. The Company further declares that, according
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to the documentation supplied by the manufacturer, the Devices meet the technical
requirements established by the relevant regulations and that the established procedure for
placing the Devices on the market according to the relevant legal regulations was followed
when assessing the conformity of the Devices.

. Centrum prehlasuje a potvrdzuje, Ze spolu s Pristrojmi obdrzalo od Spolo¢nosti kompletny
navod na obsluhu Pristrojov a bolo Spoloénostou riadne poucené o pouZivani Pristrojov.
Centrum prehlasuje, Zze jeho zamestnanci / spolupracujlice osoby, ktori budl s Pristrojmi
pracovat, st oboznameni s pravidlami riadneho a bezpeného pouzivania a riadnej udrzby
Pristrojov a s bezpecnostnymi pravidlami, ktoré sa musia zachovavat' pri praci s Pristrojmi.

The Center declares and confirms that, together with the Devices, it received a complete
instruction manual for the use of the Devices from the Company and was properly instructed
by the Company on the use of the Devices. The Center declares that its employees /
cooperating persons who will work with the Devices are familiar with the rules of proper and
safe use and proper maintenance of the Devices and with the safety rules that must be
observed when working with the Devices.

. Centrum je povinné riadne Pristroje pouZivat a udrziavat ich v sulade s navodom na
pouzitie a umoznit’ Spolo¢nosti obnovu prisludnych vyhlaseni, certifikatov, atestov a inych
overeni potrebnych pre pouzivanie Pristrojov. Centrum je povinné zabezpecit' riadnu beznt
Gdrzbu podla navodu pre Pristroje. Spolo¢nost' zabezpeéi vo vztahu k Pristrojom ich
potrebné opravy a dodrzanie vyrobcom predpisanej frekvencie revizii, servisu, kalibracie a
obdobnych ukonov. Naklady na riadnu a ucelni obnovu, overenie, opravy, nie bezZnu
udrzbu, revizie, servis a kalibraciu Pristrojov ponesie Spoloénost, okrem pripadov
vyvolanych poskodenim, zni¢enim alebo stratou Pristrojov v ddsledku umyslu i
nedbanlivosti Centra ¢i osdb pre neho &innych alebo oséb, ktorym Centrum umoznilo
pristup k Pristrojom; v takom pripade tieto naklady hradi Centrum. Naklady na beznu
adrzbu Pristrojov hradi Centrum.

The Center is obliged to properly use the Devices and maintain them in accordance with
the instructions for use and to allow the Company to renew the relevant declarations,
certificates, attestations and other verifications necessary for the use of the Devices. The
Center is obliged to ensure proper routine maintenance according to the instructions for the
Devices. In relation to the Devices, the Company will ensure their necessary repairs and
compliance with the frequency of revisions, servicing, calibration and similar operations
prescribed by the manufacturer. The Company shall bear the costs of proper and purposeful
restoration, verification, repairs, non-routine maintenance, revisions, service and calibration
of the Devices, except in cases caused by damage, destruction or loss of the Devices as a
result of the intent or negligence of the Center or persons working for it or persons to whom
the Center has enabled access to the Devices; in that case, these costs are covered by the
Centre. The costs of routine maintenance of the Devices are covered by the Center.

. Centrum je povinné oznamit Spolocnosti bez zbytoéného odkladu vietky informacie
ohladne nefunkénosti, znienia, straty alebo poskodenia Pristrojov, ako aj potreby vietkych
oprav, obnovy a nie beznej udrzby Pristrojov.

The Center is obliged to notify the Company without undue delay of all information regarding
non-functionality, destruction, loss or damage of the Devices, as well as the need for all
repairs, restoration and non-routine maintenance of the Devices.

. Centrum sa touto zmluvou zavazuje zaistovat nalezity servis, opravy a nie beznt udrzbu
iba prostrednictvom Spolo¢nosti alebo subjektov, ktore Spolo€nost’ uréi alebo vopred
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odsuhlasi. Pri poruseni tohto ustanovenia je Centrum povinné naklady na servis ¢i opravy
hradit' zo svojho a zodpoveda za pripadnt ujmu, ktora by tymto na Pristrojoch vznikia.

With this contract, the Center undertakes to ensure proper service, repairs and not routine
maintenance only through the Company or entities that the Company designates or
approves in advance. In the event of a violation of this provision, the Center is obliged to
cover the costs of service or repairs from its own funds and is responsible for any damage
that may be caused to the Devices,

7. Centrum je povinné Pristroje riadne pouzivat a udrziavat v sllade s navodom na ich
obsluhu. Centrum je povinné Pristroje chranit pred poskodenim, stratou, odcudzenim alebo
znicenim. Centrum je povinné viest predpisané zédznamy o pristrojoch a dbat’ pri tom na
pripadné pokyny Spolo¢nosti.

The Center is obliged to properly use and maintain the Devices in accordance with their
operating instructions. The Center is obliged to protect the Devices from damage, loss, theft
or destruction. The center is obliged to keep the prescribed records of the devices and to
pay attention to any instructions of the Company.

8. Centrum nie je opravnené prenechat' Pristroje na uzivanie tretej osobe.
The Center is not authorized to leave the Devices for use by a third party.

9. Centrum je povinné Pristroje vratit Spolo¢nosti v stave, v akom ich do uzivania prevzalo, s
prihliadnutim na €as zodpovedajlci ich riadnemu uzivaniu a beznému opotrebeniu pri
riadnej udrzbe.

The Center is obliged to return the Devices to the Company in the condition in which it
received them for use, taking into account the time corresponding to their proper use and
normal wear and tear during proper maintenance.

10.Centrum je povinné Pristroje pouzivat' vyhradne pre potreby Klinického sku$ania podla
Zmluvy.

The Center is obliged to use the Devices exclusively for the needs of the Clinical Trial
according to the Contract.

11.Centrum sa zavazuje umoznit’ Spolocnosti pristup do priestoru, v ktorom su Pristroje
umiestnené, za ucelom kontroly, & Centrum uZiva Pristroje riadne. Spolo¢nost je
opravnena tato kontrolu uskutoénit v obvyklych prevadzkovych hodinach Centra, ak nehrozi
nebezpeéenstvo z omeskania.

The Center undertakes to allow the Company access to the space where the Devices are
located, in order to check whether the Center is using the Devices properly. The company
is entitled to carry out this inspection during the usual operating hours of the Center if there
is no risk of delay.

12.Centrum sa zavazuje nevykonavat ziadne zmeny na Pristrojoch. Ak Centrum tento zavézok
porusi, uvedie Pristroje bez zbytoéného odkladu do pdvodného stavu na svoje naklady,
pricom zodpoveda za ujmu spdsobenu Spolo¢nosti.

The Center undertakes not to make any changes to the Devices. If the Center violates this
obligation, it will restore the Devices to their original condition without undue delay at its
own expense, while being responsible for the damage caused to the Company.
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13.Centrum vrati Spoloénosti Pristroje vratane sucasti a prisluSenstva na vyzvu Spolocnosti
v flou stanovenej primeranej lehote. Centrum vrati Pristroje v rovnakom mieste, v ktorom
od Spoloénosti Pristroje prevzalo, pokial Spoloénost’ nevyzve Centrum na vratenie
Pristrojov na inom mieste.

The Center shall return the Devices, including parts and accessories, to the Company at
the request of the Company within a reasonable period of time determined by it. The Center
will return the Devices at the same location where it received the Devices from the
Company, unless the Company requests the Center to return the Devices at a different
location.
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Vzor Protokolu o odovzdani a prevzati Pristrojov / Template of the Protocol on
handover and acceptance of Devices

PROTOKOL O ODOVZDANI A PREVZATI PRISTROJOV / PROTOCOL ON HANDOVER
AND ACCEPTANCE OF DEVICES

Spolocnost odovzdal diia << >> a Centrum ten isty def prevzalo v sulade so Zmluvou o
klinickom skus$ani zo diia << >> (dalej len ako "Zmluva") Pristroje:

The Company handed over on << >> and the Center took over on the same day in
accordance with the Clinical Trial Agreement dated << >> (hereinafter referred to as the
"Agreement") Devices:

oznacenie pristroja / name of the vyrobné/ sériové cislo /
device production/serial number
(a) << B Sl
(b) < B < Do

Terminy uvedené s pociatoénym velkym pismenom v tomto protokole maju rovnaky
vyznam, ktory je definovany v Zmluve.

Capitalized terms in this protocol have the same meaning as defined in the Agreement.

Spoloénost’ dalej Centru odovzdal navody na obsluhu k vSetkym Pristrojom. Centrum bolo
informované o uzivani Pristrojov a s pravidlami bezpeénosti prace s Pristrojmi.

Spolu s Pristrojmi Centrum dalej prevzalo << >>.

The Company also handed over to the Center the operating instructions for all the Devices.
The Center was informed about the use of the Devices and the safety rules for working with
the Devices.

Together with Devices, the Center further took over << >>.

Tento protokol sa spisuje v dvoch vyhotoveniach, jedno vyhotovenie dostane Spoloénost a
Jedno Centrum.

This protocol is written in two copies, one copy will be given to the Company and one to the
Center.

V Bratislave dna/ In Bratislava on << ==
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Spoloénost/Company: ___ Centrum/Center:_

Podpis/Signature Podpis/Signature

Meno/Name Meno/Name

Funkcia/Title Funkcia/Title Hlavny skusajuci,
na zaklade
splnomocnenia /

Principal investigator
based on PoA

Hore uvedené Pristroje Centrum vratilo a Spolo€nost prijal spat' dha << >> v << >>,

Pristroje  boli vratené vratane navodov na obsluhu v tomto stave:

The above-mentioned Devices were returned by the Center and accepted back by the
Company on > at >,

The devices were returned, including the operating instructions, in the following condition:

Spolu s Pristrojmi Spolo¢nost dalej prevzal spat’ << >>.

Together with the Devices, the Company was further taken back << >>.
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PRILOHA C.6 - NABOR, ZAZNANY A DALSIE PRAVIDLA / APPENDIX 6 —
RECRUITMENT, RECORDS AND OTHER RULES

1. PLANOVANY NABOR SUBJEKTOV SKUSANIA/ PLANNED RECRUITMENT OF

TRIAL SUBJECTS

Adresa centra klinického skiisania /
Clinical trial adress

Predpokladany pocet subjektov
zaradenych do Klinického skusania/
Estimated number of subjects included
in the Clinical Trial:

Predpokladany pocet
randomizovanych subjektov
zaradenych do Klinického skasania/
Estimated number of subjects included
in the Clinical Trial:

Predpokladany datum zaradenia
prvého subjektu do Klinického
skusanial Expected date of inclusion
of the first subject in the Clinical Trial:

Predpokladany datum zaradenia
posledného subjektu do Klinického
skiusanial/ Expected date of inclusion
of the last subject in the Clinical Trial:

Predpokladany datum dokonéenia
Klinického skisanie poslednym
subjektom/  Estimated date of
completion of the Clinical Trial by the
last subject:

Univerzitna nemocnica Martin, Transplantaéné
centrum, Kollarova 2, 036 01 Martin

10

do 60 dni po tom, ¢o Hlavny skis$ajuci dostane
pisomny sdhlas Spolo¢nosti k zaradeniu prvého
subjektu skusania do Klinického skusania.
within 60 days after the Principal Investigator
receives written approval from the Company to
enroll the first subject in the Clinical Trial.

16Jul2027

30Sep2031

2. ZDROJOVE DATA, ZAZNAMY A UCHOVANIE / SOURCE DATA, RECORDS AND

RETENTION

2.1. Elektronicky zaznam dat z Klinického ski$ania do internetového formulara
(,WBDC*) a elektronicky systém pre zaznam dat pacientom (ePRO) / Electronic
Clinical Trial Data Entry into Internet Form ("WBDC") and Electronic Patient Data

Entry System (ePRO)

Na zaznam dat z klinického ski8ania sa pouzije elektronicky systém (eCRF) RAVE.
Vsetky informacie (vratane odpovedi na otazky a vratane komentarov) budu zadané v
anglickom jazyku. Informacie vlozené do eCRF musia byt konzistentné s informaciami
v zdrojovej dokumentacii. Data pre kazdého Ugastnika klinického skugania budu
vloZzené do elektronického formulara ,Case Report Form" (,eCRF") do 5 pracovnych
dni s vynimkou hlasenia zavaznych neziaducich prihod, ktora by mala byt dokoncena

do 24 hodin.
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The RAVE electronic system (eCRF) will be used to record clinical trial data. All
information (including answers to questions and including comments) will be entered
in English. The information entered in the eCRF must be consistent with the information
in the source documentation. Data for each Clinical Trial Participant will be entered into
the electronic "Case Report Form" ("eCRF") within 5 business days, with the exception
of serious adverse event reporting, which should be completed within 24 hours.

Otazky na data budl zodpovedané do 5 pracovnych dni. Hlavny skusajici bude
pravidelne revidovat data v eCRF a bude zaznamenavat' potvrdenie o revizii v sulade
s instrukciami pre eCRF. Casové limity na zodpovedanie tychto otazok sa mézu v éase
interim-analyzy alebo pred uzavretim databazy skrétit. Informacie slvisiace s
SAEs/AEs alalebo s endpointmi budl hlasené v stlade s Protokolom klinického
skdsania.

The RAVE electronic system (eCRF) will be used to record clinical trial data. All
information (including answers to questions and including comments) will be entered
in English. The information entered in the eCRF must be consistent with the information
in the source documentation. Data for each Clinical Trial Participant will be entered into
the electronic "Case Report Form” ("eCRF") within 5 business days, with the exception
of serious adverse event reporting, which should be completed within 24 hours.

2.2. WBDC, ePRO alalebo iné pristupové prvky systému / WBDC, ePRO and/or other
system accessors

Pristup k elektronickym systémom pouzivanym v Klinickom ska$ani bude striktne
obmedzeny na tie osoby (Tim klinického skusania, zamestnanci Spoloénosti, zamestnanci
centra pre spracovanie dat, Subjektov skuSania - v zavislosti od systému), ktoré boli
adekvatne vyskolené. Kazdy pouzivatel bude mat prideleny pristup k systému iba pre
vlastné potreby. Pristupové kédy/tokeny a hesla su uréené len pre osobné vyuzitie
anemozno ich zdielat' s ostatnymi. Elektronicky podpis, pokial je pouzity, je pravne
zavazny ekvivalent vlastnoruéného podpisu.

Access lo the electronic systems used in the Clinical Trial will be strictly limited to those
persons (Clinical Trial Team, Company employees, data processing center employees,
Trial Subjects - depending on the system) who have been adequately trained. Each user
will be assigned access to the system only for their own needs. Access codes/tokens and
passwords are for personal use only and may not be shared with others. An electronic
signature, if used, is the legally binding equivalent of a handwritten signature.

2.2.1. ePRO skolenie pre Subjektov sktiSania / ePRO training for Study Subjects

Hlavny skusajci a/alebo Tim klinického ska$ania je zodpovedny za vyskolenie Ugastnikov
skii$ania pre pouZivanie systému ePRO. Skolenie bude zdokumentované nalv
v Studijnych zaznamoch Ué&astnika skG$ania a personal centra klinického skusania
zodpoveda za to, Ze pacient vie zariadenie pohodine pouzivat.

The Principal Investigator and/or Clinical Trial Team is responsible for training Trial
Participants to use the ePRO system. The training will be documented on/in the Study
Participant's study records, and the clinical trial center staff is responsible for ensuring that
the patient knows how to use the device comfortably.

Je ddlezite, aby Hlavny skusajuci a Clenovia Timu klinickeho skusania riadne vykonavali
Skolenia Uéastnikov Kklinického skusania, kontrolovali dodrziavanie predpisov a poziadavky
na preskumanie dat. Skolenie Uéastnikov klinického skusania ma prebiehat presne
v stlade s indtrukciami, ktoré boli poskytnuté dodavatelom sluzby ePRO. Personal centra
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klinického skusania zodpoveda za kontrolu databdzy StudyWorks raz tyzdenne, ato za
ucelom zistenia, ¢i Ucastnici klinického skusania vyplinaju elektronické dotazniky. Personal
klinického skuSania musi dodavatela sluzby informovat o akychkolvek chybach pri
prideleni elektronického zariadenia, ako a o ukonéeni pouZivania elektronického
zariadenia, a to cestou predlozZenia formulara o oprave dat, ktory bol dodavatelom sluzby
na tento ucel pripraveny.

Itis important that the Principal Investigator and members of the Clinical Trial Team properly
conduct training of Clinical Trial Participants, monitor regulatory compliance and data review
requirements. The training of Clinical Trial Participants must be carried out exactly in
accordance with the instructions provided by the ePRO service provider. The staff of the
clinical trial center is responsible for checking the StudyWorks database once a week, in
order to determine whether the Clinical Trial Participants are filling out the electronic
questionnaires. Clinical trial personnel must inform the service provider of any errors in the
allocation of the electronic device, as well as the termination of use of the electronic device,
by submitting a data correction form prepared by the service provider for this purpose.

2.2.2. Postup zalohovania pri nedostupnosti systému / Backup procedure in
case of system unavailability

Ak nie je systém WBDC dostupny/funkény, véetky Udaje budu zaznamenavané vo forme
papierovych zaznamov. Akonahle bude systém znovu dostupny/funkény, je nasledne
potrebné vsetky tdaje ihned zaznamenat’ do systému.

If the WBDC system is not available/functional, all data will be recorded in the form of paper
records. As soon as the system is available/functional again, all data must be recorded in
the system immediately.

V pripade nedostupnosti systému WBDC sa na zaznamenanie zavaznych neziaducich
udalosti (SAE) pouzije ,Serious Adverse Event Form" ulozeny v ,Investigator Study File®
(ISF), pricom ¢asovy limit na hlasenie SAE ostava rovnaky (Hlavny Skusajuci/Clenovia
timu klinického sku$ania hlasifia SAE prisludnému zastupcovi AstraZeneca do 24 hodin
od momentu, kedy sa o danej udalosti dozvedelli). VSetky vysSie udaje je potrebné
nasledne zadat' do systému, akonahle bude systém znovu dostupny/funkény.

In case of unavailability of the WBDC system, the "Serious Adverse Event Form" stored in
the "Investigator Study File" (ISF) will be used to record serious adverse events (SAEs),
while the time limit for reporting SAEs remains the same (Principal Investigator/Clinical
Trial Team Members report SAE to the relevant representative of AstraZeneca within 24
hours from the moment when he/she learned about the given event). All the above data
must be subsequently entered into the system as soon as the system is available/functional
again.

V pripade, Ze sa pouzije formular ,Serious Adverse Event Form", kompletne vyplneny
formular a relevantna dokumentacia sa faxuje prislusnému zastupcovi AstraZeneca ihned,
najneskér do 24 hodin.

If the Serious Adverse Event Form is used, the fully completed form and relevant
documentation shall be faxed to the relevant AstraZeneca representative immediately,
within 24 hours at the latest.

V pripade nedostupnosti internetového systému IWRS (Interactive Web Response
System) sa pouzije telefonicky systém IVRS (Interactive Voice Response System). V
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pripade nefunkénosti obidvoch systémov Hlavny sku$ajdci/Clenovia Timu klinického
skusania hlasifia tato skutocnost prislusnému zastupcovi AstraZeneca.

In case of unavailability of the Internet system IWRS (Interactive Web Response System),
the telephone system IVRS (Interactive Voice Response System) will be used. In the event
of non-functionality of both systems, the Principal Investigator/Clinical Trial Team members
report this fact to the relevant AstraZeneca representative.

2.3. Zaznamy a dokumenty / Records and documents
2.3.1. Zdravotna dokumentacia / Medical documentation

Zdravotna dokumentacia (nemocni¢na/ambulantna) kazdého Subjekta skusania by mala
obsahovat informacie, ktoré su ddlezité pre bezpeénost’ Subjekta ski3ania a pokracujucu
zdravotnu starostlivost, a dalej by mala umozfovat, aby boli data délezité pre Klinické
skusanie overitelné. Pre dosiahnutie tohto ciela bude zdravotna dokumentéacia (na
papierovom nosi¢i alebo v elektronicke] podobe) kazdeho Subjekta skusania jasne
opisovat aspori:

e Ze sa Subjekt skusania zucastnuje Klinického skusania, t.j. vratane uvedenia
zaradujuceho a/alebo randomizacného kodu a kodu Klinického skasania alebo ingj
identifikacie Klinického skusania;

e Ze boli prakticky/rodinny lekar azdravotna poistoviia Subjekta skdSania
informovani o U¢asti Subjekta skdsania v Klinickom skisani;

e datum ziskania informovaného suhlasu;
s splnenie kritérii pre G¢ast v Klinickom skasani;

» ochorenia (prekonané aj si¢asné; ako skiumané ochorenie, tak aj ostatné, pokial
je to relevantné),

e ukonéené osetreniel/liecenie z dovodu Gcasti na Klinickom skusani;

e poskytnutd starostlivost vratane Skusaneho lieku, zmeny v lie€be v priebehu
Klinického skusania a datumov tychto zmien

s vietky navstevy v zdrav. zariadeni pocas Klinického skusania, vratane navstev iba
na Ucely Klinického skusania;

e klinicky vyznamné vysledky fyzikalnych vySetreni a pozorovani,

¢ zavazne NeZiaduce udalosti, Zavazne neZiaduce udalosti a Inych bezpecnostnych
hlaseni vratane skusania pri¢innej suvislosti;

s datum a dovod predéasného ukonéenia uzivania Skusaného lieku alebo datum
ukon€&enia uzivania Skusaného lieku;

» informacie o predavkovani, ak sa vyskytlo;

e datum a dévod, ak je znamy, v pripade odvolania informovaného suhlasu;
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e datum a dovod vyradenia Subjekta skisania;
e <<dalum a dovod odslepenia liecby, ak sa vyskytlo>>
e <<ipformacia o tehotenstve, ak sa vyskytlo>>

* datum, kedy bola zdravotna poistovia Subjektu informovana o ukonéeni jeho
ucasti v Klinickom skusani;

e dalsie informacie podla lokalnych poziadaviek a praxe; napr. identifikacné udaje
poskytovatela zdravotnej starostlivosti,

The medical record (hospital/outpatient) of each Subject should contain information that is
important to the Subject's safety and continued health care, and should further allow data
important to the Clinical Trial to be verifiable. In order to achieve this goal, the medical
documentation (on paper or in electronic form) of each Subject will clearly describe at least:

* that the Subject participates in the Clinical Trial, i.e. j. including the inclusion and/or
randomization code and the Clinical Trial code or other identification of the Clinical
Trial;

« that the Subject's general practitioner/family doctor and health insurance company
were informed about the Subject's participation in the Clinical Trial;

» date of obtaining informed consent;
» meeting the criteria for participation in the Clinical Trial;

- diseases (overcome and current; both the researched disease and others, if
relevant);

+ completed treatment/treatment due to participation in a Clinical Trial;

* the care provided, including the Study Drug, changes in treatment during the Clinical
Trial and the dates of these changes

« all visits to health. facilities during the Clinical Trial, including visits for Clinical Trial
purposes only;

» clinically significant results of physical examinations and observations;

* serious Adverse Events, Serious Adverse Events and Other Safety Reports,
including causality testing;

* date and reason for early termination of use of the Study Drug or date of termination
of use of the Study Drug;

« information on overdose, if it has occurred;
= date and reason, if known, in case of withdrawal of informed consent;

+ date and reason for exclusion of the Study Subject
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« date and reason for treatment unblinding, if it occurred >

« information about pregnancy, if it has occurred >

- the date when the Subject's health insurance company was informed of the
termination of its participation in the Clinical Trial;

+ additional information according to local requirements and practice; e.g. identification
data of the health care provider.

Spolocnost ma pravo zhodnotit' platnost elektronickeého systemu pouzivaného pre
zdravotné zaznamy s cielom zaistit' riadne overenie zdrojovych dat (,SDV").

Pokial je zdravotnicka dokumentacia vedena elektronicky:

Nie je treba vytladit' zdravotnicku dokumentaciu, pokial je tato vedena v sulade s
poziadavkami spravnej klinickej praxe. Monitor skusania, auditor a inSpektor
spravnej Klinickej praxe SUKL musi mat do elektronickej zdravotnickej
dokumentacie pristup, ktory Spolo¢nost zabezpedi v zmysle ustanovenia § 25, ods.
1, pism. c.) a ods. 2 zdkona ¢. 576/2004 Z.z., o zdravotnej starostlivosti, sluzbach
sUvisiacich s poskytovanim zdravotnej starostlivosti a o zmene a dopineni
niektorych zakonov.

V pripade nevalidovanej elektronickej zdravotnickej dokumentacie, ktora umoznuje
retrospektivne zmeny a nesplnuje poziadavky spravnej klinickej praxe, budu vietky
navstevy v priebehu Klinického skasania vytlatené, datované a podpisane.
Sucastou dokumentacie budu aj relevantné €asti zdravotnicke] dokumentacie pred
zacatim Klinického skusania, aby bolo mozné overit' spinenie vdetkych vstupnych
a vylucovacich kritérii.

If the medical documentation is kept electronically:

* There is no need to print medical documentation, as long as it is kept in accordance
with the requirements of good clinical practice. The trial monitor, auditor and
inspector of correct clinical practice of SUKL must have access to the electronic
medical documentation, which the Company will ensure in accordance with the
provisions of § 25, par. 1, letter ¢c.) and para. 2 of Act no. 576/2004 Coll., on health
care, services related to the provision of health care and on amendments to certain
laws.

* In the case of unvalidated electronic medical documentation that allows
retrospective changes and does not meet the requirements of good clinical practice,
all visits during the Clinical Trial will be printed, dated and signed. The
documentation will also include the relevant parts of the medical documentation prior
to the start of the Clinical Trial, in order to verify that all entry and exclusion criteria
have been met.

2.3.2. Zaznamy o Subjektovi skisania ako zdrojovy dokument / Trial Subject

records as a source document

Nasledujlce udaje mézu byt priamo zaznamenané v CRF a nemusia byt uvedené
v zdravotnickej dokumentacii Ugastnika skusania (elektronicky/papierovy CRF =
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zdrojovy dokument) za predpokladu, Ze st data zaznamenané do CRF okamzite.
Specifikujte prosim v tejto €asti alebo pridajte prilohu, kde budd uvedené zdrojové
data., napr. :

Demograficke tdaje pacienta (pohlavie, rasa, etnicka prislugnost)

The following data may be directly recorded in the CRF and need not be included
in the Subject's medical record (electronic/paper CRF = source document) provided
that the data is recorded in the CRF immediately. Please specify in this section or
add an attachment where the source data will be listed, e.g. :

Patient demographics (gender, race, ethnicity)

2.3.3. Miesto uchovania zdrojovych dokumentov / Source document storage
location

Co su zdrojové dokumenty a ich umiestnenie bude zdokumentované v dokumente Source
Data Assessment.

What the source documents are and their location will be documented in the Source Data
Assessment document.

2.3.4. Elektronické informacie o zdravotnom stave ziskané priamo od Subjektov
skisania (ePRO) - zdrojové udaje / Electronic information on health status
obtained directly from Subjects of examination (ePRO) - source data

ePRO zdrojové data su zaznamenané elektronicky v centrélnej databaze poskytovatela
sluZieb ePRO a su dostupné pre kontrolu a udrziavanie pocas Klinického skisania. Hlavny
skusajuci kontroluje data a musi autorizovat' vsetky zmeny dat v ePRO.

ePRO source data is recorded electronically in the ePRO service provider's central
database and is available for review and maintenance during the Clinical Trial. The
principal investigator controls the data and must authorize all data changes in ePRO.

2.4. Uchovanie Zakladného dokumentu klinického skusania / Retention of the
Clinical Trial Master File

Zakladny dokument klinického sku$ania sa bude udrzZiavat' pocas Klinického skusania
a nasledne po Ukonéeni klinického skusania sa bude archivovat podfia ¢l. 2.23 v sulade
s touto Zmluvou.

Ak bude pre Klinické skusanie pouzivany systém WBDC a ePRO, poskytne Spolo¢nost
Hlavnemu sksajucemu kopie elektronickych ePRO dotaznikov a CRF/Case Report Forms
Centra klinického sku$ania a data s tym spojené (,End of Study Data®). Hlavny skusajuci
je zodpovedny za uchovavanie dat v stlade s Prislusnymi predpismi a internymi postupmi
pre archivaciu elektronickej dokumentacie, pricom pristup k datam a ich &itatelnost’ sa
bude pravidelne kontrolovat. Rovnako ako pri inej dokumentacii klinickeho skusania sa
data budl uchovavat na bezpeénom mieste, aby sa zabranilo pred¢asnému alebo
nahodnému zni¢eniu. Data budlu povazované za sucast dokumentacie Hlavného
skusajuceho ku Klinickému skusaniu (ISF), ale mézu byt uchovavané oddelene.

Dodavatel ePRO sluzby poskytne Hlavnému skusajucemu CD alebo DVD s findlnymi
zamknutymi datami, ktoré bude uloZzené v ISF.
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Clinical Trial Master File of the clinical trial will be maintained during the Clinical Trial and
subsequently after the End of the Clinical Trial it will be archived according to Art. 2.23 in
accordance with this Agreement.

If the WBDC and ePRO system will be used for the Clinical Trial, the Company will provide
the Principal Investigator with copies of the electronic ePRO questionnaires and CRF/Case
Report Forms of the Clinical Trial Center and the related data ("End of Study Data"). The
Principal Investigator is responsible for data storage in accordance with the Relevant
Regulations and internal procedures for archiving electronic documentation, while access
to the data and its readability will be regularly checked. As with other clinical trial
documentation, the data will be stored in a secure location to prevent premature or
accidental destruction. The data will be considered part of the Principal Investigator's
Clinical Trial (ISF) documentation, but may be kept separately.

The ePRO service provider will provide the Principal Investigator with a CD or DVD with the
final locked data, which will be stored in the ISF.

2.5. Zaobchadzanie so Skusanym liekom / Handling of the Study Drug

Skusané lieky sa musia uskladiovat na vhodnom, bezpe¢nom mieste s obmedzenym
pristupom za podmienok uvedenych Protokole, v Prirucke pre skusajuceho a na etiketach
Skasaného lieku. Akékolvek odchylenie sa od odportcani, ako skladovat' Skisané lieky,
by malo byt zdokumentované spolu s odévodnenim a popisom vykonanych opatreni.

Study drugs must be stored in a suitable, secure place with limited access under the
conditions specified in the Protocol, in the Investigator's Brochure and on the labels of the
Study drug. Any deviation from the recommendations on how to store Study drugs should
be documented together with a justification and a description of the measures taken.

Hlavny skusajuci alebo nim povereny €Elen Timu klinického sku$ania zodpoveda za
sledovanie a zaznamenavanie teploty kontinualnym min./max. teplomerom s frekvenciou
kazdy pracovny den na mieste, kde sa skladuje Skusany liek s pouzitim Tabulky
sledovanych tepldt (,Temperature Monitoring Log"). Nespotrebované a uZ vratené
Skusané lieky musia byt skladované osobitne.

The Principal investigator or a member of the Clinical Trial Team authorized by him is
responsible for monitoring and recording the temperature with a continuous min./max. by
a thermometer with a frequency of every working day at the place where the Study drug is
stored using the table of monitored temperatures ("Temperature Monitoring Log"). Unused
and already returned Study drugs must be stored separately.

Hlavny skis$ajlici zodpoveda za vedenie presnych zéznamov o vydani a vrateni Skisanych
liekov a Spolo€nost’ poskytne na tento ucel vhodné formulare. Vydaj Skasanych liekov
Subjektom skiSania sa musi zaznamenat v (elektronickom) Zaznamovom formulari
pacienta. Kazdy nahodne alebo umyselne zniceny Skusany liek musi byt zaevidovany a
vhodnym spésobom zdokumentovany. Nezrovnalosti medzi vydanymi a vratenymi
mnozstvami by sa mali vysvetlit.

The Principal Investigator is responsible for keeping accurate records of the issuance and
return of Investigational Medicines, and the Company will provide appropriate forms for this
purpose. Dispensing of Study Drugs to Subjects must be recorded in the (electronic)
Patient Record Form. Every accidentally or intentionally destroyed Study Drug must be
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registered and documented in an appropriate way. Discrepancies between quantities
issued and returned should be explained.

Dodrziavanie tejto povinnosti by mal Hlavny skusajuci/povereny élen Timu klinického
skusania pravidelne kontrolovat a diskutovat o iom s Subjektom skusania.

Compliance with this obligation should be regularly reviewed and discussed with the
Subject by the Principal Investigator/designated member of the Clinical Trial Team.

Hlavny Skd$ajuci si ponecha nespotrebované Skasané lieky a prazdne balenia vratené
Subjektmi do momentu ich kontroly monitorom. Monitor zodpoveda za kontrolu mnoZstiev
vydanych, vratenych a nespotrebovanych Skusanych liekov u jednotlivych Subjektov
predtym, ako su skusané produkty vratené Spoloénosti alebo Alexion Pharmaceuticals,
Inc. podla pokynov Spoloénosti.

The Principal Investigator will keep the unconsumed Study drugs and empty packages
returned by the Subjects until they are checked by the monitor. The Monitor is responsible
for checking the quantities of issued, returned and unused Study drugs for individual
Subjects before trial products are returned to the Company or Alexion Pharmaceuticals,
Inc. according to the instructions of the Company.

2.6. Odslepenie lieéby v naliehavych pripadoch / Unblinding of treatment in urgent
cases

Individualne kody skutotnej lie€by, pridelené randomizaciou, budl dostupné Skusajlcim
alebo lekarnikovi skusajuceho centra cez IWRS. Kod by nemal byt poruSeny okrem
naliehavych medicinskych pripadov, ktoré by vyzadovali znalost randomizacnej lie¢by na
poskytnutie vhodnej starostlivosti o pacienta. Lekar je povinny odslepenie ihned hlasit
spoloénosti AstraZeneca, bez toho, aby odhalil, aku liecbu pacient dostava. Postupy pre
odslepenie skutocnej lie€by su k dispozicii podla Protokolu.

Individual actual treatment codes assigned by randomization will be available to the
Investigator or trial center pharmacist through IWRS. The code should not be violated
except in medical emergencies that would require knowledge of the randomization
treatment to provide appropriate patient care. The doctor is required to report unblinding
to AstraZeneca immediately, without disclosing what treatment the patient is receiving.
Procedures for unblinding the actual treatment are available per Protocol.
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Zadavatell/ Snonsor Centrum/ Center

Miesto/ P | Miesto/ Place /7 ’9 R ’77%/
12 NOV 2024

Datum/ Dé o

Meno|

MUDr. vatanma wrazgajova
Funkcia/ Position:

Country Head CZ&SK (na —
zaklade plnej moci) Riaditel

Ja, prof. MUDr. Ivana Dedinska, PhD., FERA ako zodpovedny skdsajdci tohto klinickeho
skusania, tymto potvrdzujem, Ze som bol oboznameny s protokolom a vEetkymi dokladmi,
ktoré poskytol Zadavatel/Spoloénost' na vykonanie skusania, a Ze som bol oboznameny s
vyssie uvedenym obsahom tejto zmluvy. Suhlasim so svojim poverenim ako osoby
zodpovedného skusajluceho a budem postupovat v sllade s protokolom, s obsahom tejto
zmluvy a so zakonom &. 362/2011 Z. z. a ostatnymi prislu$nymi pravnymi predpismi. Dale;]
suhlasim, Zze zabezpec&im, aby personal Skusania a vietci spoluskusajlci boli informovani
o povinnostiach podla tejto Zmluvy. TaktieZz suhlasim so zberom, pouzitim a prenosom
mojich osobnych Udajov v rozsahu stanovenom touto Zmluvou.

Me, prof. MUDr Ivana Dedinska, Ph.D., FERA, as a responsible investigator for this clinical
trial, hereby certify that | have been informed of the protocol and all documents provided
by the Sponsor/Company for the conduct of the trial and that | have been informed of the
above-mentioned content of this contract. | agree with my mandate as the person
responsible investigator and will proceed in accordance with the Protocol, content of this
contract and with Act No. 362/2011 Coll. and other relevant legislation. Furthermore, | shall
ensure that the test staff and any co-investigators are made aware of their obligations
under this Agreement. | also agree with the collection, use and transmission of personal
data to the extent specified in this Agreement.

Hlavny skusajuci/ Principal |nvestigator

Miesto/ Place HAKT I
Datum/ Date 4?3 11 224

Meno a priezvisko/ Name: prof. MUDr. Ivana De
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