Takeda Sponsored Clinical Trial Agreement

Zmluva o klinickom skusani, ktorej
zadavatelom je spolo€énost’ Takeda

A Randomized, Double-Blind, Phase 3 Study
to Evaluate the Efficacy and Safety of
Vedolizumab Intravenous as Maintenance
Therapy in Pediatric Subjects with
Moderately to Severely Active Ulcerative
Colitis Who Achieved Clinical Response
Following Open-Label Vedolizumab
Intravenous Therapy

Takeda Development Center Americas, Inc.
Clinical Protocol No. MLN0002-3024

THIS SPONSORED CLINICAL TRIAL
AGREEMENT (the “Agreement”) is made as of
the last date of signature and effective as set out
in Section 26 below, by and among PPD
Investigator Services LLC, a clinical
research organization having a place of
business at 929 North Front St, Wilmington, NC
28401, USA (“CRQ”), Narodny ustav detskych
chordb , having a place of business at Limbova
1, 833 40 Bratislava, Slovenska republika
(“Institution”) and MUDr. Iveta Cierna, PhD.,

(the “Investigator” and
together with the Institution, the “Site”). For
purposes of this Agreement, each of CRO and
the Site may be referred to as a “Party” and
together as the “Parties.”

Randomizované, dvojito zaslepené klinické
skusanie vo faze 3 na hodnotenie ucéinnosti
a bezpecénosti intravenézne podavaného
vedolizumabu ako udrziavacej lieCby u
pediatrickych pacientov so strednou t'azkou
az tazkou formou aktivnej ulceréznej
kolitidy, ktori dosiahli klinickii odpoved’ po
nezaslepenej intravenéznej lie€be
vedolizumabom

Intravenézna lie¢ba

Takeda Development Center Americas, Inc.
— Cislo klinického protokolu MLN0002-3024

TATO ZMLUVA O KLINICKOM SKUSANI
ZADAVATELA (dalej len ,zmluva®) sa uzatvara
k datumu posledného podpisu a nadobuda
uCinnost tak, ako je ustanovené v niZSie
uvedenom ¢lanku 26, medzi spolo¢nostou PPD
Investigator Services LLC, zmluvnou
vyskumnou organizaciou so sidlom na adrese
929 North Front St, Wilmington, NC 28401, USA
(dalej len ,zmluvna vyskumna organizacia®),
Narodny ustav detskych chordb so sidlom na
adrese Limbova 1, 833 40 Bratislava, Slovenska
republika (dalej len ,institucia“) a MUDr. Iveta
Cierna, PhD.

(dalej len ,skusajuci® a spolu s instituciou ako
,pracovisko®). Na ucely tejto zmluvy sa zmluvna
vyskumna organizacia a pracovisko mozu
jednotlivo oznaCovat ako ,zmluvna strana“ a
spolo¢ne ako ,zmluvné strany®.

RECITALS:

WHEREAS, Takeda Development Center
Americas, Inc. (“Sponsor”) desires to obtain the
services of the Site to conduct a clinical trial on
Sponsor’s investigational drug identified as
Vedolizumab (the “Study Drug”);

UVODNE USTANOVENIA:

TYMTO spoloénost Takeda Development
Center Americas, Inc. (dalej len ,zadavatel™)
vyjadruje vblu obstarat’ si sluzby pracoviska na
vykonanie klinického skuSania sku$aného
produktu zadavatela oznaCovaného ako
vedolizumab (dalej len ,skasany produkt®);
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WHEREAS, Sponsor has designated or may
designate CRO and/or other organization(s)
(collectively, “Designee(s)”) in the performance
of services for Sponsor, and the Site shall permit
such Designee(s) to perform any or all of
Sponsor’s obligations under this Agreement.
With respect to the rights and obligations of the
Sponsor hereunder, CRO is acting by virtue of a
Delegation Letter;

WHEREAS, the Investigator is an employee of
Institution, experienced in the conduct of clinical
research studies in humans, who shall serve as
the principal investigator for the Study (defined
below) as contemplated in Act No 362/2011
Coll., on pharmaceuticals and on amendments
to some related acts, as amended (“Act on
Pharmaceuticals”), Decree No 226/2008 Coll.,
on good clinical practice and detailed conditions
of clinical trials on medicinal products, as
amended (the “Decree”) and Act No 576/2004
Coll., on on health care, services related to the
provision of health care and on the amendment
of certain laws as amended (“Health Care Act”);

TYMTO zadavatel vybral alebo méze vybrat
zmluvnu vyskumnu organizaciu a/alebo inu
organizaciu (organizacie) (dalej spolo¢ne len
.poverena osoba (osoby)‘) na poskytovanie
sluzieb pre zadavatela, a pracovisko povoli
takejto poverenej osobe (osobam) plnit
ktorykolvek alebo vsetky zadavatelove zavazky
vyplyvajuce z tejto zmluvy. Pokial ide o prava a
zavazky zadavatela podla tejto zmluvy, zmluvna
vyskumna organizacia kona na zaklade
splnomocnenia;

TYMTO sku$ajici je zamestnancom institdcie
so skusenostami s vykonavanim vyskumnych
klinickych skusani u fudi, ktory bude plnit
funkciu zodpovedného sku$ajuceho v ramci
tohto klinického skuSania (definované nizsie),
ako sa pojednava v Zakone €. 362/2011 Z. z. o
liekoch a zdravotnickych poméckach a o0 zmene
a doplneni niektorych zakonov v zneni
neskorSich predpisov (dalej len ,zakon o
liekoch®), vo Vyhlaske ¢. 226/2008 Z. z. o
spravnej klinickej praxi a podrobnostiach o
pozZiadavkach na vykonavanie Kklinického
skuSania v zneni neskorsich predpisov (dalej
len ,vyhlaska“) a v Zakona ¢&. 576/2004 Z. z. o
zdravotnej starostlivosti, sluzbach suvisiacich s
poskytovanim zdravotnej starostlivosti a o
zmene a doplneni niektorych zékonov v zneni
neskorSich predpisov (dalej len ,zakon o
zdravotnej starostlivosti®);

WHEREAS, the Site has reviewed sufficient
information regarding the Protocol (defined
below) to evaluate its interest in participating in
the Study, and the Site is equipped to undertake
the Study and desires to perform the Study on
the terms and conditions set forth herein;

WHEREAS the sponsor declares that it is aware
of all its obligations arising from the relevant
legislation, in particular, but not exclusively, the
obligations under the provisions of Section 43(h)
of Act No 362/2011 Coll. on Medicinal Products
and Medical Devices and on Amendments and
Additions to Certain Acts, as amended,

TYMTO pracovisko preskimalo dostatok tdajov
tykajucich sa protokolu (definované niz3ie), aby
vyhodnotilo svoj zadujem o ucast na klinickom
skuSani, pricom pracovisko je vybavené na
vykonavanie klinického sku$ania a vyjadruje
volu vykonavat klinické skuSanie za podmienok
ustanovenych v tejto zmluve;

VZHLADOM NA TO, ze zadavatel vyhlasuije, ze
si je vedomy, vSetkych svojich povinnosti
vyplyvajucich z prislusnych pravnych predpisov,
a to najma, nie viak vyluéne, povinnosti podla
ustanovenia § 43 pismeno h) zakona ¢&.
362/2011 Z. z. o liekoch a zdravotnickych
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NOW, THEREFORE, in consideration of the
mutual covenants and agreements herein, the
Parties, intending to be legally bound, have
entered into this Agreement and do specifically
agree as follows:

poméckach a o zmene a doplneni niektorych
zakonov v zneni neskorsich predpisov,

NA ZAKLADE TOHO vzhladom na vzajomné
dohody a dohovory uvedené v tejto zmluve,
zmluvné strany, ktoré maju v umysle byt pravne
viazané, uzatvorili tito zmluvu, a konkrétne sa
dohodli na nasledovnom:

1. Study Protocol.

A. The Site will conduct the study
entitled “A Randomized, Double-Blind, Phase 3
Study to Evaluate the Efficacy and Safety of
Vedolizumab Intravenous as Maintenance
Therapy in Pediatric Subjects with Moderately to
Severely Active Ulcerative Colitis Who Achieved
Clinical Response Following Open—Label
Vedolizumab Intravenous Therapy” (the “Study”)
at Institution in accordance with the protocol,
incorporated herein by reference (the
“Protocol”). The Protocol sets forth the clinical
research activities and responsibilities to be
undertaken by the Parties. CRO, at the direction
of Sponsor, shall have the right to amend and/or
supplement the Protocol from time to time in
accordance with any/all legal regulations on
written notice to Investigator and/or Institution. If
any term of this Agreement regarding the
medical or scientific conduct of the Study
conflicts with any term of the Protocol, the
Protocol shall control. For all other matters, this
Agreement shall control.

B. If the Investigator determines in
his/her best medical judgment that a deviation
from the Protocol is necessary to eliminate an
apparent immediate hazard to the health or
safety of any subject participating in the Study,
he or she may deviate from the Protocol;
provided, however, that the Investigator shall
immediately notify Sponsor in writing of the facts
giving rise to the need for the deviation and the

1. Protokol klinického skusania.

A. Pracovisko bude vykonavat
klinické skuSanie s nazvom ,Randomizované,
dvojito zaslepené klinické skuSanie vo faze 3 na
hodnotenie ucinnosti a bezpe&nosti
intraven6zne podavaného vedolizumabu ako
udrziavacej lieCby u pediatrickych pacientov so
strednou tazkou az taZkou formou aktivnej
ulceréznej kolitidy, ktori dosiahli  klinicku
odpoved po nezaslepenej intravenoznej lieCbe
vedolizumabom* (dalej len ,klinické skusanie“) v
inStitucii v sulade s protokolom, o ktorom
pojednava tato zmluva (dalej len ,protokol®).
Protokolom sa ustanovuju Cinnosti a zavazky v
ramci klinického skuSania vztahujuce sa na
zmluvné strany. Zmluvna vyskumna organizacia
ma pravo na pokyn zadavatela priebezne menit
alalebo dopifat protokol v sulade s
akymikolvek/vSetkymi pravnymi predpismi na
zaklade pisomného oznamenia skusajucemu
al/alebo institucii. Ak v suvislosti s medicinskym
alebo vedeckym vykonavanim  klinického
skuSania dbjde k rozporu medzi ktorymkolvek
ustanovenim tejto zmluvy a ktorymkolvek
ustanovenim protokolu, bude rozhodovat
protokol. Vo vSetkych ostatnych zaleZitostiach
rozhoduje tato zmluva.

B. Ak skusajuci rozhodne podla svojho
najlepSieho medicinskeho udsudku, ze na
eliminovanie zjavného bezprostredného
ohrozenia zdravia alebo bezpelnosti
ktoréhokolvek u€astnika zuCastriujuceho sa
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alternate procedures followed. Except as
provided for in the previous sentence, the
Investigator shall not amend or deviate from the
Protocol without the prior written approval of
Sponsor.

klinického skuSania je nevyhnutné odklonenie
sa od protokolu, skuSajuci sa méze odklonit’ od
protokolu pod podmienkou, Zze bude
bezodkladne pisomne informovat zadavatela o
skutoCnostiach, ktoré vedu k nutnosti odklonit
sa a prijat alternativne postupy. Okrem
pripadov, o ktorych pojednava predchadzajluca
veta, sku$ajuci nebude bez predchadzajuceho
pisomného suhlasu zadavatela menit protokol
ani sa od neho odklanat.

2, Conduct of Study.

A. The Parties shall, and shall
ensure that their employees and agents shall,
conduct the Study in compliance with (i) all
generally accepted professional standards, (ii)
Good Clinical Practice Guidelines, (iii) the ICH
Harmonized Tripartite Guideline for Good
Clinical Practice (“ICH Guidelines”) (iv) any and
all federal, national, state, local or other
jurisdictional laws, rules, regulations, policies,
guidelines, guidances, and governmental
requirements, including without limitation, the
Act on Pharmaceuticals, the Decree and all
conditions imposed by the respective Ethics
Committee (“EC”) that may be applicable to the
Parties, Study Personnel (defined below),
and/or the Study (collectively, “Applicable Law”).

B. Institution and/or Investigator
may use sub-investigators, other employees of
Institution, and contractors to perform Study-
related services under this Agreement (together
with Investigator, “Study Personnel”). Institution
shall ensure that:

i. All Study  Personnel
perform their Study responsibilities and
fulfill  their obligations under this
Agreement, including adherence to the
Protocol and the Investigator's
instructions;

ii. All Study Personnel have
the necessary licenses and certifications

2, Vykonavanie klinického skusania.
A. Zmluvné strany, ktoré
zabezpecCia, aby rovnako konali aj ich

zamestnanci a zastupcovia, budu vykonavat
klinické skuSanie v sulade so (i) vSetkymi
vSeobecne prijatymi profesionalnymi
Standardmi, (ii) pokynmi tykajucimi sa spravnej
klinickej praxe, (iii) harmonizovanymi
tripartitnymi  smernicami ICH tykajucimi sa
spravnej klinickej praxe (dalej len ,smernice
ICH®) (iv) v8etkymi federalnymi, narodnymi,
Statnymi, miestnymi alebo inymi pravnymi
predpismi jurisdikcie, pravidlami, nariadeniami,
zasadami, pokynmi, usmerneniami a Statnymi
poZiadavkami vratane najma zakona o liekoch,
vyhlasky a v8etkych podmienok uloZenych
prislusnou etickou komisiou (dalej len ,EK®),
ktoré sa mozu vztahovat na zmluvné strany,
skusajuci personal (definované nizSie) a/alebo
klinické skusanie (dalej spolo¢ne len ,prislusny
zakon").

B. Institucia a/alebo skusajuci mézu
vyuzivat  sluzby spoluskusajucich, inych
zamestnancov indtitucie a dodavatefov na
poskytovanie sluzieb v ramci klinického
skuSania na zaklade tejto zmluvy (dalej spolu so
skusajucim len ,skusajuci personal“). Institucia
zabezpedi, aby:

i. cely skuSajuci personal si
plnil svoje povinnosti a zavazky v ramci
klinického skuSania vyplyvajuce z tejto
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as may be required to perform their
Study responsibilities;

iii. Any Study Personnel not
employed by Institution shall comply with
the same terms that bind Investigator
hereunder.

C. Without  limitation  of  the
foregoing, Institution further agrees that, in the
performance of the Study, Institution and
Institution’s employees and agents shall:

i. provide to each potential
subject verbal and written information
about the risks, benefits, and
requirements associated with Study
participation and obtain in advance from
each Study subject a signed and dated
written informed consent form that has
received the favorable opinion of the EC
and prior approval from the Sponsor and
that is consistent with the Protocol and
this Agreement;

ii. obtain the authorization
(either separately or included in the
informed consent), signed by or on
behalf of Study subject permitting the
transfer of health and other personal
information pursuant to Applicable Law;

iii. require that no subject in
the Study may participate concurrently in
any other clinical study in which a study
drug is given. Should Institution or
Investigator become aware of any such
concurrent study participation, it shall
notify Sponsor promptly;

zmluvy vratane dodrziavania protokolu a
pokynov skusajuceho;

ii. cely skuSajuci personal
mal potrebné licencie a certifikaty, ktoré
sa mbzu vyzadovat na plnenie ich
povinnosti v ramci klinického sku$ania;

iii. kazdy c&len skusajuceho
personalu, ktory nie je zamestnany
instituciou, dodrziaval rovnake
podmienky, ktoré zavazuju skusajuceho
na zaklade tejto zmluvy.

C. Bez obmedzenia vysSie
uvedeneho sa indtitucia dalej zavazuje, ze pri
vykonavani klinického skusania institucia a jej
zamestnanci a zastupcovia:

i. poskytnu kazdému
potencialnemu ucastnikovi uUstne a
pisomné udaje o rizikach, prinosoch a
poziadavkach suvisiacich s u¢astou na
klinickom skuSani a vopred ziskaju od
kazdého ucastnika klinického sku$ania

podpisany formular informovaného
suhlasu s vlastnoruéne uvedenym
datumom, ktory ziskal suhlasné

stanovisko EK a predchadzajuci suhlas
zadavatela, a ktory je v sulade s
protokolom a touto zmluvou;

ii. ziskaju
(samostatne alebo Vv ramci
informovaného suhlasu) podpisané
ucastnikom klinického skuSania alebo v
jeho mene, ktoré umozni prenos
zdravotnych a inych osobnych udajov v
sulade s prisluSnym zakonom;

povolenie

iii. budid  pozadovat od
kazdého ucastnika klinického skusSania,
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iv. maintain and prepare
records relating to the Study and
subjects participating in the Study as
specified in the Protocaol;

V. complete all subject case
report forms (“CRFs”) using the form(s)
provided by or on behalf of Sponsor, as
well as complete all other reports
required by the Protocol and Applicable
Law on a timely basis, whether recorded
on paper or in digital format, review the
CRFs to assure their accuracy and
completeness, assist the representatives
and clinical monitors of Sponsor in
promptly resolving any discrepancies or
errors on CRFs, and, provided subject
confidentiality is maintained, assist in
performing audits of original subject
records, laboratory reports, or other raw
data sources for the purpose of verifying
data recorded on the CRFs;

Vi. ensure that all data,
including signatures, supplied to
Sponsor will meet the principles of
ALCOA+ (attributable, complete, legible,
original, accurate, contemporaneous,
permanent, readily retrievable),
and further certify that appropriate
controls are established to mitigate the
risks related to intentional or
unintentional falsification of data and
signatures as required by Applicable
Law;

Vii. cooperate with Sponsor
and its Designee in all of their efforts to
support and monitor the Study, including
without limitation, allowing Sponsor on-
site access to the facilities where the
Study is being conducted and any and all
records and other documents associated
with the conduct of the Study as
reasonably requested by Sponsor ,
providing all requested documentation in

aby sa subeZne nezucasthoval na
ziadnom inom klinickom skusani, v
ktorom sa podava skuSany produkt. Ak
sa institucia alebo skusajuci dozvedia o
akejkolvek takejto subezZnej ucasti na
klinickom skusani, bezodkladne to
oznamia zadavatelovi;

iv. budu viest a pripravovat
zaznamy tykajuce sa  klinického
skuSania a u€astnikov zu€astiujucich sa
klinického skusania, ako je ustanovené v
protokole;

V. budi  vypifat  vSetky
zdznamové formulare ucastnika
klinického skusania (dalej len ,formulare
CRF%) prostrednictvom formularu
(formularov) poskytnutého zadavatefom
alebo v jeho mene, ako aj v€as
predkladat vSetky ostatné spravy
vyZzadované protokolom a prislusnym
zdkonom, ¢&i uZz zaznamenané Vv
papierovej alebo digitalnej forme, budu
kontrolovat  presnost a  Uplnost
vyplnenych formularov CRF, budu
pomahat zastupcom a klinickym
monitorom zadavatela pri
bezodkladnom rieSeni  akychkolvek
nezrovnalosti alebo chyb vo formularoch
CRF za predpokladu, ze sa zachova
dévernost’ ucastnika, budu pomahat’ pri
vykonavani auditov originalov zaznamov
ucastnika, laboratérnych sprav alebo
inych zdrojov nespracovanych udajov s
cielom overit Udaje zaznamenané vo
formularoch CRF;

Vi. zabezpedia, aby vSetky
Udaje vratane podpisov, ktoré budu
poskytnuté zadavatelovi, spifiali zasady
ALCOA+ (pripisatelné, uplné, Citatelné,
pbvodné, presné, sucasné, trvalé, lahko
dostupné), a dalej potvrdzuju, Ze su
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a timely and organized manner, and
keeping Sponsor fully apprised of the
progress of the Study;

viii. record all adverse events
on the Adverse Events page(s) of the
CRFs and report all adverse events and
serious adverse events in accordance
with Applicable Law and the Protocol
and cooperate with Sponsor in
identifying and resolving unexpected
occurrences involving the Study Drug or
its use in the Study;

iX. retain all records relating
to the Study, for the period required by
Applicable Law, and prior to the
Institution or Investigator’s disposition of
any Study records, the Site shall provide
prior written notice to Sponsor, and upon
Sponsor ’'s request and at Sponsor’s
reasonable expense, the Site shall either
retain such Study records for the period
specified by Sponsor or send such
records to Sponsor, as designated by
Sponsor;

X. cooperate  with  and
support the Sponsor with regard to the
relevant applications or communications
with the relevant EC;

Xi. obtain the prior written
approval of CRO and Sponsor and the
favorable opinion of the EC of the
content of any communication soliciting
subjects for the Study (including any
changes), which must comply with
Applicable Law, and of any further
documents related to the Study and

zavedené primerané kontrolné opatrenia
na zmiernenie rizik suvisiacich s
umyselnym alebo neumyselnym
falSdovanim udajov a podpisov, ako si to
vyZaduje prislusny zakon;

Vii. budd spolupracovat so
zadavatelom a nim poverenou osobou
pri vSetkych ich snahach o podporu a
monitorovanie  klinického  skuSania
vratane najma umoznenia zadavatelovi
priameho pristupu do zariadeni, v
ktorych sa vykonava klinické skusanie, a
ku v8etkym zdznamom a inym
dokumentom suvisiacim s vykonavanim
klinického skuSania, ktoré zadavatel
primerane poZzaduje, pricom poskytnu
vSetku poZzadovanu dokumentaciu v€as
a organizovanym  sp6sobom, a
zadavatela budu plne informovat o
pokroku klinického sku$ania;

viii. budu zaznamenavat
vSetky neZiaduce udalosti na strane
(stranach) vo formulari CRF vyhradenej
pre neZiaduce udalosti a hlasit vSetky
neziaduce udalosti a zavazné nezZiaduce
udalosti v sulade s prisluSnym zakonom
a protokolom, a budu spolupracovat’ so
zadavatelom pri identifikacii a rieSeni
neocCakavanych pripadov tykajucich sa
skusaného produktu alebo jeho pouzitia
v klinickom skusant;

iX. budu viest vSetky
zaznamy tykajuce sa  klinického
skuSania po dobu poZadovanu
prislusSnym zakonom, a predtym, ako
indtitucia  alebo  skusajuci budu
disponovat’ s akymikofvek zaznamami
zo skuSania, pracovisko vopred pisomne
upozorni zadavatefa a na Zziadost a
primerané naklady zadavatela bude
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required by the Applicable Law and/or
requested by the EC; and

Xii. conduct the Study solely
at Institution’s facilities; the location for
the conduct of the Study may not be
changed without Sponsor ’s prior written
consent.

D. The Institution further represents
and warrants to Sponsor that:

i neither the Institution, nor
any of the Institution’s employees or
agents performing the Study, (1) are
under any contractual or other
obligations or restrictions that are
inconsistent with the Institution’s
obligations under this Agreement, or
(2) have a financial or other interest in
Sponsor or the outcome of the Study
that might interfere with their
independent judgment, or (3) are under
investigation by any regulatory
authority, for debarment or any action
in relation to clinical research, or (4) are
presently debarred, disqualified, or
deemed ineligible to conduct clinical
research or to receive investigational
drugs or devices as a clinical
investigator under any Applicable Law.
The Institution will notify Sponsor
immediately (a) if Institution, the
Investigator, or any of its employees or
agents become debarred, disqualified,
or deemed ineligible by any court or
regulatory agency, or (b) upon any
inquiry concerning or the
commencement of any debarment or
disqualification proceeding regarding
any such person, the Investigator, or
Institution, together with any other
information known to the Site that is

pracovisko uchovavat takéto zaznamy z
klinického sku$ania po dobu uréenu
zadavatelom alebo tieto zaznamy odosle
zadavatelovi tak, ako to ur¢i zadavatel;

X. budu spolupracovat so
zadavatelom a poskytni mu podporu v
suvislosti s prislusnymi ziadostami alebo
komunikaciou vo vztahu k prislusnej EK;

Xi. ziskaju vopred pisomny
suhlas zmluvnej vyskumnej organizacie
a zadavatela a suhlasné stanovisko EK
k obsahu akejkolvek komunikacie v
zalezitostiach tykajucich sa klinického
skusania (vratane akychkolvek zmien),
ktoré musia byt v sulade s prislusnym
zakonom, a ku vSetkym dalSim
dokumentom suvisiacim s klinickym
skuSanim a pozadovanym prisluSnym
zakonom a/alebo EK; a

Xii. budd vykonavat klinické
skuSanie vyhradne v zariadeniach
institucie, pricom miesto vykonavania
klinického skuSania sa nesmie zmenit
bez predchadzajuceho pisomného
suhlasu zadavatela.

D. Institucia dalej vyhlasuje a

zarucuje zadavatelovi, ze:

i. institucia ani Ziaden z jej
zamestnancov alebo zastupcov
vykonavajucich klinické skusanie, (1)
nie su viazani Ziadnymi zmluvami
alebo inymi  zavazkami  alebo
obmedzeniami, ktoré nie su v sulade so
zavazkami institucie vyplyvajucimi z
tejto zmluvy, a (2) nemaju financny
alebo iny podiel na zadavatelovi alebo
vysledku klinického skuSania, ktory by
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relevant
actions;

to such proceedings or

ii. The Institution shall properly
supervise all persons
performing the Study under
its direction and shall ensure
that such persons comply
with the terms of this
Agreement.

E. In conducting the Study for
Sponsor, the Institution and the Institution’s
employees, agents, and contractors (i) shall not
offer to make, make, promise, authorize or
accept any payment or give anything of value,
including without limitation bribes, either directly
or indirectly to any public official, regulatory
authority or anyone else for the purpose of
influencing, inducing or rewarding any act,
omission or decision in order to secure an
improper advantage, or obtain or retain
business; and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and
regulations. Institution or Investigator shall notify
Sponsor immediately upon becoming aware of
any breach of Institution’s and/or Investigator’s
obligations under this Section.

mohol ovplyvnit’ ich nezavisly usudok,
a (3) neboli predmetom vySetrovania
zo strany ktoréhokolvek regulaéného
organu vo veci vyluCenia alebo
akejkolvek cCinnosti v suvislosti s
klinickym vyskumom, a (4) v su¢asnosti
nie su vyluceni, diskvalifikovani ani
povazovani za nespoésobilych v
suvislosti s vykonavanim klinického
vyskumu alebo s prijimanim skdsanych
produktov alebo zariadeni ako klinicki
skuSajuci na zaklade ktoréhokolvek
prislusného zakona. InStiticia bude
bezodkladne informovat zadavatela (a)
v pripade, ak institucia, skusajuci alebo
ktorykolvek z jej zamestnancov alebo
zastupcov budu vylucéeni,
diskvalifikovani alebo povazovani za
nespodsobilych  ktorymkolvek sudom
alebo regulaénym uradom, alebo (b) v
pripade akéhokolvek, aj zacatého,
vySetrovania v ramci akéhokolvek
konania vedeného voci tejto osobe,
skuSajucemu alebo institucii vo veci

akéhokolvek vylucenia alebo
diskvalifikacie, pricom predlozi
akékolvek dalSie udaje zname
pracovisku tykajuce sa takéhoto
konania;

ii. Indtitucia bude nalezZite
vykonavat dohfad nad vSetkymi
osobami  vykonavajucimi  klinické

sku$anie pod jej vedenim a zabezpedi,
aby tieto osoby dodrziavali zmluvné
podmienky tejto zmluvy.

E. Pri vykonavani klinického
skuSania pre zadavatela instituicia a jej
zamestnanci, zastupcovia a dodavatelia (i)
nebudu Ziadat, poskytovat, slubovat,
schvalovat ani prijimat akukolvek platbu, ani
Cokolvek hodnotné, vratane najma uplatkov, &i
uz priamo alebo nepriamo, vo vztahu Kk
akémukolvek verejnému Cinitelovi,

regulatnému organu alebo akejkolvek ingj
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osobe s cielom ovplyvnit, naviest’ alebo odmenit
akékolvek  konanie, @ opomenutie  alebo
rozhodnutie s ciefom zabezpelit necestnu
vyhodu alebo ziskat’ alebo udrzat’ si zakazku, a
(i) budu dodrziavat vSetky prislusné zakony a
predpisy proti korupcii a Uplatkarstvu. Institicia
alebo  sku$ajuci  bezodkladne  oznamia
zadavatelovi, ak sa dozvedia o akomkolvek
poruSeni zavazkov vyplyvajucich z tohto ¢lanku
pre instituciu a/alebo skusajuceho.

3. Investigator; Replacement.

A. Investigator shall provide
Sponsor with a copy of the Investigator’s current
curriculum vitae.

B. Investigator shall provide
Sponsor with sufficient accurate financial
disclosure information to permit Sponsor to
submit a complete and accurate certification or
disclosure statement as required by Applicable
Law, and will promptly update the information if
any relevant changes occur during the course of
the Study and for one (1) year following
completion or termination of the Study.
Investigator consents to the disclosure by
Sponsor of such financial information to the U.S.
Food and Drug Administration (“FDA”) and, if
required, other regulatory authorities.
Investigator shall cooperate with Sponsor to
provide any additional information required by
the FDA and/or such other regulatory authorities
in connection with the Study.

C. If the Investigator becomes either
unwilling or unable to perform the duties
required by this Agreement, Institution shall
promptly notify Sponsor , and shall cooperate to
find a replacement investigator acceptable to
Sponsor (a “Replacement Investigator”);
provided, however, that the Site shall continue
to be responsible for fulfilling the obligations of
this Agreement until a Replacement Investigator
is appointed. If an acceptable Replacement

3. Skusajuci; nahrada.

A. Skusajuci poskytne zadavatelovi
kopiu svojho aktualneho Zivotopisu.

B. Skusajuci poskytne zadavatelovi
dostatoCne presné majetkové priznanie, ktoré
umozni zadavatelovi predlozit uplné a presné
osvedcCenie alebo zverejnenie, ako to vyZaduje
prisludny zakon, a bezodkladne aktualizuje tieto
Udaje, ak pocas klinického skuSania a v
priebehu jedného (1) roka od dokonéenia alebo
ukonCenia klinického skusania déjde k
relevantnym zmenam. Skusajuci suhlasi s tym,
Ze zadavatel poskytne tieto finan¢né informacie
americkému Uradu pre kontrolu potravin a lie&iv
(dalej len ,urad FDA") a v pripade potreby aj
inym regulacnym organom. SkuSajuci bude
spolupracovat’ so zadavatefom pri poskytovani
akychkolvek dalSich udajov vyZadovanych
uradom FDA a/alebo inymi regulaCnymi organmi
v suvislosti s klinickym skusSanim.

C. Ak sku$ajuci nebude ochotny
alebo schopny plnit si svoje povinnosti
vyZadované na zaklade tejto zmluvy, institacia
to bezodkladne oznami zadavatefovi a bude
spolupracovat  pri  hladani  nahradného
skuSajuceho prijatelného pre zadavatela (dalej
len ,nahradny skusajuci“), priCom pracovisko
bude nadalej zodpovedné za plnenie zavazkov
vyplyvajucich z tejto zmluvy az do menovania
nahradného skusajuceho. Ak sa prijatefny
nahradny skuSajuci nenajde do tridsiatich (30)
dni (alebo do dlh&ej lehoty vzajomne dohodnutej
zmluvnymi  stranami), zmluvna vyskumna
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Investigator is not found within thirty (30) days
(or such longer period as mutually agreed upon
by the Parties)) CRO may terminate this
Agreement in accordance with the terms herein.
If a Replacement Investigator is designated,
such Replacement Investigator shall be bound
by all terms of this Agreement that are applicable
to the Investigator, and the Parties shall amend
this Agreement accordingly.

D. If Sponsor or CRO requests,
Investigator shall attend and participate in an
investigator’'s meeting or other initiation meeting.
Sponsor will reimburse Investigator for
reasonable and necessary travel and lodging
expenses incurred to attend such meeting(s).
The receipts for such meeting(s) must be
submitted to Sponsor or Sponsor's Designee
within sixty (60) days of the date of the meeting.
From time to time Sponsor may take
photographs or create audio and/or, video
recordings in connection with investigator
meetings. Investigator hereby gives Sponsor (or
anyone acting with Sponsors authority)
permission to make, take or create photographs,
video and/or audio recordings and transcriptions
in connection with such meetings or Study
related activities and to use, store, copy, display,
reproduce transmit and publish such records.

organizacia moézZe vypovedat tuto zmluvu v
sulade s jej zmluvnymi podmienkami. Ak bude
vymenovany nahradny  skds$ajuci, tento
nahradny skuSajuci bude viazany vSetkymi
zmluvnymi podmienkami tejto zmluvy, ktoré sa
vztahuju na skuSajuceho, a zmluvné strany tuto
zmluvu nalezite upravia.

D. Na Ziadost zadavatela alebo
zmluvnej vyskumnej organizacie sa skusajuci
zuc€astni na stretnuti skusajuceho alebo na inom
uvodnom stretnuti. Zadavatel uhradi
skuSajucemu primerané a nevyhnutné cestovné
vydavky a naklady na ubytovanie, ktoré mu
vzniknd v suvislosti s u€astou na takomto
stretnuti  (stretnutiach). Prijmové doklady z
takéhoto stretnutia (stretnuti) musia byt
predlozené zadavatefovi alebo nim poverenegj
osobe do Sestdesiatich (60) dni od datumu
stretnutia. Zadavatel si méze niekedy vyhotovit
fotografie alebo zvukové a/alebo video zaznamy
v suvislosti so stretnutiami  skuSajucich.
Skusajuci tymto povoluje zadavatelovi (alebo
komukolvek, kto kona s opravnenim
zadavatela) vyhotovovat fotografie, zvukové
al/alebo video zaznamy a prepisy v suvislosti s
takymito stretnutiami alebo aktivitami
suvisiacimi s klinickym skuSanim a pouZivat,
uchovavat, kopirovat, zobrazovat,
reprodukovat, prenasat a publikovat takéto
zaznamy.

4, Term; Study
Completion/Termination

Initiation;

A. This Agreement shall commence
as of the Effective Date and shall continue until
completion of all obligations herein, including
without limitation receipt by Sponsor of all Study
data and resolution of all corresponding queries
in a form acceptable to Sponsor (“Completion”),
unless otherwise terminated in accordance with
this Agreement.

4. Obdobie platnosti; zacatie klinického
skusania; dokoncéenie/ukoncenie

A. Tato zmluva zacéne platit od
datumu nadobudnutia platnosti a bude platit az
do dokoncenia vSetkych povinnosti podfa tejto
zmluvy vratane najma doru€enia zadavatelovi
vSetkych udajov z Kklinického skuSania a
vyrieSenia vSetkych prislusnych pripomienok vo
forme prijatelnej pre zadavatefa (dalej len

,dokonc€enie®), pokial sa platnost zmluvy
neukondi v sulade s touto zmluvou inak.
B. Zadavatef predlozi

skusqgajucemu koépiu suhlasného stanoviska EK.
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B. The Sponsor shall deliver a copy
of the favorable opinion of the EC to Investigator.
If the favorable opinion of the EC is not obtained,
this Agreement shall be null and void. The Site
shall promptly notify Sponsor if the favorable
opinion of the EC for the Study is lapsed,
suspended, or withdrawn in whole or in part.

C. No subject may be enrolled in the
Study without the Investigator first obtaining an
approved informed consent signed by or on
behalf of each subject and an approved subject
authorization. The Site shall not request an
informed consent from any subject or allow any
subject to participate in the Study prior to the
initiation of the Study in accordance with the
Protocol and the terms of this Agreement.

D. The Site acknowledges that
Sponsor and CRO reserve the right to limit entry
or enrollment of subjects at any time.

Ak nebude ziskané suhlasné stanovisko EK,
tato zmluva bude neplatha a zruSena.
Pracovisko bezodkladne oznami zadavatelovi,
ak suhlasné stanovisko EK ku klinickému
skuSaniu uplne alebo CiastoCne zanikne,
pozastavi sa alebo bude odvolané.

C. Ktorykolvek ucastnik méze byt
zaradeny do klinického skuSania, az ked
skuSajuci ziska od ucastnika alebo jeho
zastupcu podpis schvaleného informovaného
sthlasu a povolenie schvalené ucastnikom.
Pracovisko nebude ziadat od ziadneho
ucastnika informovany suhlas ani nepovoli
ucast ktoréhokolvek u€astnika na klinickom
skuSani pred zacatim klinického skuSania v
sulade s protokolom a zmluvnymi podmienkami
tejto zmluvy.

D. Pracovisko berie na vedomie, ze
zadavatel a zmluvna vyskumna organizacia si
vyhradzuju pravo kedykolvek obmedzit' vstup
alebo zaradovanie uc¢astnikov.

5. Payment Terms and Budget.

A. In consideration for performance
of the Study, Sponsor will compensate
Institution in accordance with the payment terms
and budget set forth in Schedule A attached
hereto and made a part hereof (the “Budget”).
The estimated value of financial payment under
this Agreement shall be approximately EUR
1236 for subject. No other benefits or
compensation, beyond those expressly included
in the Budget, or as otherwise approved by
Sponsor in advance in writing, will be provided
by Sponsor to Institution. Absent a good faith
dispute, payments shall be made by Sponsor or
CRO in accordance with the Budget following
receipt of a detailed invoice from Institution,
which invoice shall be consistent with the
provisions set forth in the Budget. All invoices
will be itemized as set forth in the Budget. Any
expenses, including travel expenses, for which
reimbursement is sought, shall be paid only if (i)

5. Platobné podmienky a rozpocet.
A. Zadavatef bude instituciu
finanCne  kompenzovat za  vykonavanie

klinického skuSania v sulade s platobnymi
podmienkami a rozpoftom ustanovenymi v
Listine A, ktora je pripojena k tejto zmluve a tvori
jej sucast’ (dalej len ,rozpocet’). Odhadovana
suma finan¢nej uhrady podfa tejto zmluvy je
priblizne 1236 EUR za pacienta. Zadavatel
neposkytne institacii Ziadne iné prispevky ani
kompenzacie, okrem tych, ktoré sa vyslovne
uvadzaju v rozpocte alebo ktoré inak zadavatel
vopred pisomne schvali. Ak nedéjde k sporom v
dobrej viere, zadavatel alebo zmluvna
vyskumna organizacia bude poukazovat platby
v sulade s rozpo¢tom po doru€eni podrobnej
faktary instituciou, priCom tato faktura bude v
sulade s ustanoveniami uvedenymi v rozpocte.
Vo vSetkych fakturach sa budu uvadzat’ polozky
tak, ako je ustanovené v rozpocte. VSetky
vydavky vratane cestovnych vydavkov na
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the request for reimbursement for such
expenses is accompanied by original receipts
and (ii) Sponsor has expressly agreed to
reimburse such expenses in writing or in the
Budget. The last payment due will be made by
Sponsor or CRO after the Site completes all of
its obligations hereunder, and Sponsor or CRO
has received all completed CRFs, all
deliverables defined in the Protocol, and all
other data and rights to which Sponsor or CRO
is entitled under this Agreement. The terms of
the Budget may be modified only upon the prior
written consent of the Parties.

B. The Parties acknowledge and
agree that the amounts payable by Sponsor
under this Agreement represent the fair market
value of the covered costs associated with the
Study and no part of any consideration paid
hereunder is a prohibited payment for the
recommending or arranging for the referral of
business or the ordering of items or services; nor
are the payments intended to induce illegal
referrals of business.

C. For all services required under
the Protocol for which Sponsor has agreed to
provide compensation, Sponsor, through CRO,
will be the sole source of compensation. With the
exception of third party payors (e.g. insurers), no
part of the Study shall be conducted with funding
from any third parties, including without
limitation, any government or government
agency funding, without the prior written consent
of Sponsor. Neither Institution nor Investigator
will seek reimbursement from any government
healthcare program or third party payor for
amounts paid by or on behalf of Sponsor, or for
any materials that were provided by or on behalf
of Sponsor at no cost to Institution or
Investigator (such as the Study Drug(s)).

refundovanie budu uhradené iba v pripade, ak
(i) k ziadosti o uhradu tychto vydavkov su
prilozené originaly prijmovych dokladov a (ii)
zadavatel' vyslovne suhlasil s refundovanim
tychto vydavkov pisomne alebo v rozpocte.
Zadavatefl alebo zmluvna vyskumna organizacia
poukaze poslednu splatnd dhradu, ked si
pracovisko splni v8etky svoje zavazky podfa
tejto zmluvy a zadavatel alebo zmluvna
vyskumna organizacia dostane vsetky vyplnené
zaznamove formulare uc€astnika Kklinického
skudania, vsetky dokumenty poZadované
protokolom a vSetky ostatné udaje a prava, na
ktoré ma zadavatel alebo zmluvna vyskumna
organizacia narok na zaklade tejto zmluvy.
Podmienky rozpoc¢tu sa mézu upravovat' iba na
zaklade predchadzajuceho pisomného suhlasu
zmluvnych stran.

B. Zmluvné strany beru na vedomie
a dohodli sa na tom, Ze splatné sumy, ktoré ma
zadavatel uhradit na zaklade tejto zmluvy,
predstavuju  spravodliva  trhovd  hodnotu
uhradzanych nakladov suvisiacich s klinickym
skuSanim, a Ziadna Cast odmeny vyplatenej
podfa tejto zmluvy nie je zakazanou platbou za
odporucanie alebo zabezpecCenie odporucania
zékazky alebo objednania poloziek alebo
sluzieb, ani platbami uréenymi na navadzanie k
nezakonnym odporucaniam zakazky.

C. Pri vSetkych sluzbach
pozadovanych podla protokolu, za ktoré sa
zadavatel  zaviazal  poskytnut  finanénu
kompenzaciu, bude zadavatel prostrednictvom
zmluvnej vyskumnej organizacie jedinym
zdrojom finanénej kompenzacie. S vynimkou
platcov, ktorymi su tretie strany (napr.
poistovatelia), sa Ziadna Cast klinického
skuSania nebude vykonavat s financovanim zo
strany tretich stran, vratane najma financovania
zo strany Statu alebo Statneho uradu, bez
predchadzajuceho pisomného suhlasu
zadavatela. Institucia ani skuSajuci nebudu
poZadovat refundaciu od Ziadneho Statneho
programu zdravotnej starostlivosti ani od platcu,
ktorym je tretia strana, vo vySkach uhradzanych
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D. The Site understands that Sponsor or
CRO will disclose to relevant governmental
authorities the payments made by or on behalf
of Sponsor to the Site under this Agreement, as
well as the purpose and nature of such
payments, to the extent that Sponsor deems
necessary under Applicable Law.

zadavatefom alebo v jeho mene, ani za
akékolvek materialy, ktoré boli inStitucii alebo
skuSajucemu bezplatne poskytnuté
zadavatelom alebo v jeho mene (napriklad
skuSany produkt [produkty]).

D. Pracovisko berie na vedomie, Ze
zadavatel alebo zmluvna vyskumna organizacia
zverejnia relevantnym Statnym organom platby
poukazané pracovisku zadavatelom alebo v
jeho mene na zaklade tejto zmluvy, ako aj ucel
a charakter takychto platieb, a to v rozsahu, v
akom to zadavatel povazuje za nevyhnutné
podla prislusného zakona.

6. Confidentiality.

A. All information (including without
limitation, verbal, written, and electronically
stored or transmitted information), materials,
and documents provided to the Site by or on
behalf of Sponsor in connection with the Study,
including without limitation preclinical data and
CRFs, and Study Results shall be considered
“Confidential Information.” Confidential
Information also includes without limitation, the
Protocol, the Investigators’ Drug Brochure,
Study correspondence, and Study Results;
provided, however, that the Site may use and/or
publish Study Results in accordance with the
terms of this Agreement. The Site hereby agrees
that it: (i) shall maintain in strict confidence all of
the Confidential Information, (ii) shall not
disclose or disseminate Confidential Information
to any third party, (iii) shall not use the
Confidential Information for any purpose other
than the performance of the Study, and (iv) shall
safeguard the Confidential Information using the
same degree of care, but no less than a
reasonable degree of care, as the Site uses to
protect its own confidential information. Such
Confidential Information shall remain the
exclusive confidential and proprietary property
of Sponsor and shall be disclosed only on a
need-to-know basis and only to the Site and the
Site’s employees and agents. The Site agrees to
ensure that each of the Site’s employees and

6. Dovernost’ informacii.

A. VSetky informacie  (vratane
najma ustnych, pisomnych a elektronicky
uchovavanych alebo prenasanych informacii),
materialy a dokumenty poskytnuté pracovisku
zadavatelom alebo v jeho mene v suvislosti s
klinickym skusanim, vratane najma
predklinickych udajov, zaznamovych formularov
uCastnika klinického skuSania a vysledkov z
klinického skuSania, sa budu povazovat za
,doverné udaje“. K dévernym udajom patri
najma protokol, brozira pre skuSajuceho

tykajuca sa sku$aného produktu,
koreSpondencia v ramci klinického skus$ania
avysledky  klinického  skuSania, pricom

pracovisko mbéze pouzivat alalebo publikovat
vysledky klinického skuSania v sulade so
zmluvnymi  podmienkami  tejto  zmluvy.
Pracovisko sa tymto zavazuje, Ze: (i) bude
uchovavat v prisnej tajnosti vSetky déverné
udaje, (ii) nebude zverejniovat’ ani Sirit déverné
Udaje Ziadnej tretej strane, (iii) nebude pouzivat
dbéverné udaje na Ziadny iny ucel, ako je
vykonavanie klinického skuSania, a (iv) bude
chranit dbéverné udaje prinajmenSom s
rovnakym stupfiom ochrany, akym pracovisko
chrani svoje vlastné dbéverné udaje. Tieto
doverné udaje zostanu vyhradnym dévernym a
chranenym vlastnictvom zadavatela a budu
poskytnuté iba v nevyhnutnom rozsahu
pracovisku a jeho zamestnancom a zastupcom.
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agents rendering services hereunder treat the
Confidential Information as confidential
consistent with the terms hereof.

B. The foregoing obligations shall
not apply to Confidential Information that:

i. is or becomes publicly
available through no fault of the Site;

ii. is lawfully disclosed to the
Site by a third party entitled to disclose
such information without any obligation
of confidence;

iii. is already known to the
Site prior to disclosure hereunder, as
shown by the Site’s prior written records;
or

iv. was developed by the
Site without the use of any Confidential
Information, as evidenced by the Site’s
prior written records.

C. In the event that Confidential
Information is required to be disclosed by law or
regulation, the Site shall (i) timely notify Sponsor
and provide Sponsor an opportunity to object to
such disclosure, prior to making any such
disclosure, and (ii) use all reasonable efforts to
limit the disclosure and maintain the
confidentiality of such Confidential Information
to the extent reasonably possible. Sponsor
agrese to respond to such a request in such a
way that the Site meets any statutory or
competent authority-mandated deadlines for the
provision of information.

Pracovisko sa zavazuje zabezpedit, aby kazdy
jeho zamestnanec a zastupca poskytujuci
sluzby na zaklade tejto zmluvy zaobchadzal s
doévernymi udajmi ako s dévernymi v sulade so
zmluvnymi podmienkami tejto zmluvy.

B. VyS§Sie uvedené zavazky sa
nevztahuju na déverné udaje, ktoré:

i. su alebo sa stanu verejne
dostupnymi bez zavinenia zo strany
pracoviska;

ii. su zakonne poskytnuté
pracovisku tretou stranou, ktora je
opravnena poskytovat takéto udaje bez
akejkofvek  povinnosti  zachovavat
mlicéanlivost;

iii. sl uZ zname pracovisku
pred ich poskytnutim na zaklade tejto
zmluvy, ako je to uvedené v
predchadzajucich pisomnych
zaznamoch pracoviska; alebo

iv. boli vyvinuté pracoviskom
bez pouzitia dbvernych udajov, ¢&o
dokazuju  predchadzajuce pisomné

zédznamy pracoviska.

C. V pripade, ak sa vyzaduje
zverejnenie dévernych udajov na zaklade
zakona alebo nariadenia, pracovisko (i) to v€as
oznami zadavatefovi a poskytne zadavatelovi
moznost namietat’ proti takémuto zverejneniu
eSte pred tymto zverejnenim a (i) vynaloZzi
vSetko primerané Usilie na obmedzenie
zverejnenia a zachovanie dbévernosti takychto
dbévernych ddajov v primerane moznom
rozsahu.  Zadavatel sa zavazuje k takejto
Ziadosti vyjadrit tak, aby centrum stihlo vSetky

zakonnom  stanovené alebo  prislusnym
organom nariadené lehoty na poskytnutie
inform&cii.
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D. Upon demand by Sponsor, the
Site shall return all Confidential Information,
including all copies thereof, to Sponsor;
provided, however, that one (1) copy of such
Confidential Information may be retained by
Institution in its confidential files for compliance
purposes only.

D. Na Ziadost’ zadavatela
pracovisko odovzda zadavatelovi vSetky
doverné udaje vratane vdetkych ich Kkopii,

pricom jednu (1) képiu tychto dévernych udajov
mdze institucia uchovavat vo svojich dévernych
spisoch len na ucely dodrziavania predpisov.

7. Data Protection. The Parties agree to | 7. Ochrana osobnych udajov. Zmluvné

the terms and conditions set forth in Schedule B. | strany sa zavazuju dodrziavat zmluvné
podmienky ustanované v Listine B.

8. Use of Study Results. Subject to | 8. Pouzivanie vysledkov klinického

Applicable Law, Sponsor shall have the
unrestricted right to use and publish, any data
and information from the Study without the
consent of Investigator or Institution, provided
that Sponsor maintains subject confidentiality.
The Site will not use data generated during the
Study or results of the Study for any purpose
other than care of a subject, for internal research
purposes, or for publication subject to Article 9,
below. For the avoidance of doubt, internal
research purposes means internal, non-
commercial research activities that are not
funded by a third party (other than a government
agency). The Site shall obtain all legally required
authorizations or other documentation from
Study subjects to allow for disclosures of Study
subjects’ data to Sponsor and its Designee in
accordance with this Agreement.

skdsania. V sulade s prisluSnym zakonom ma
zadavatel neobmedzené pravo pouzivat a
publikovat akékofvek udaje a informacie
klinického sku$ania bez suhlasu skusajuceho
alebo institucie pod podmienkou, Ze zadavatel
zachova dovernost ucastnikov. Pracovisko
nebude pouzivat udaje vytvorené pocas
klinického skuSania ani vysledky klinického
skuSania na Ziadny iny ucel, nez je starostlivost
0 UCastnika, ucely interného vyskumu alebo
publikacie v sulade s nizSie uvedenym ¢lankom
9. Aby nedoSlo k pochybnostiam, ucely
interného  vyskumu  znamenaju  interné,
nekomercné vyskumné aktivity, ktoré nie su
financované tretou stranou (inym ako Statnym
uradom). Pracovisko ziska od uc&astnikov
klinického sku$ania vSetky zakonom
pozadované povolenia alebo inu dokumentaciu,
aby mohlo poskytovat udaje uc€astnikov
klinického skuSania zadavatefovi a nim
poverenej osobe v sulade s touto zmluvou.

9. Ownership of Data; Publication.

A. All data, information, and results
generated during the course of conducting the
Study, including without limitation, the
completed CRFs and any reports prepared by
the Site (collectively the “Study Results”) shall

9. Vlastnictvo udajov; publikacia.

A. VSetky udaje, informacie a
vysledky  vytvorené pocas vykonavania
klinického skusania vratane najma vyplnenych
zaznamovych formularov Uc€astnika klinického
skuSania a akychkolvek sprav vypracovanych

be the sole property of Sponsor. The Site shall | pracoviskom (dalej spolo¢ne len ,vysledky
Takeda Clinical Trial Agreement (Slovak Republic) CRO Inst (Inv) v.13May2020
MLN0002-3024
MUDr. Iveta Cierna, PhD/NUDCH_ Approved for signature PP/04May2022
Page 16 of 48

Zmluva o klinickom skusani Takeda (Slovenska republika) Zmluvna vyskumna organizacia Inst. (skas.) v. 13. maja

2020
MLN0002-3024

MUDr. Iveta Cierna, PAD/NUDCH_Approved for signature PP/04May2022

Strana 16 z 48




have the right to publish or otherwise publicly
disclose the Study Results for its own internal,
bona-fide, academic, non-commercial
purposes, in accordance with the terms of this
article. The medical records or other Source
Documents, as defined by ICH Guidelines, that
support the Study Results shall remain the
property of Institution.

B. If the Study is being conducted
as part of a multi-center clinical trial, the first
publication of the results of the Study shall be in
the form of a multi-center publication authored
by investigators in this Study. However, if a
multi-center publication is not submitted within
eighteen (18) months following Completion or
termination of the Study at all sites, the Site may
publish Institution’s Study Results in accordance
with this article.

i. The Site will provide Sponsor
with a copy of any proposed publication
or presentation for review and comment
at least forty-five (45) days prior to such
presentation or  submission  for
publication. At the expiration of such
forty-five (45) day period, the Site may
proceed with the presentation or
submission for publication unless
Sponsor has notified Investigator or
Institution in writing that such proposed
publication and/or presentation discloses
Confidential Information. Following such
notification, the Site hereby agrees to
make any changes or deletions prior to
publication necessary to prevent
disclosure of Confidential Information
(excluding Study Results). Further, upon
the request of Sponsor, the Site will
delay publication or presentation for an

klinického skusania“) su vyluénym vlastnictvom
zadavatela. Pracovisko ma pravo publikovat
alebo inak zverejnit vysledky klinického
skuSania na svoje vlastné interné, Cestné,
akademické, nekomeréné ucCely v sulade s
podmienkami tohto ¢lanku. Zdravotné zaznamy
alebo iné zdrojové dokumenty, ako je
definované v smerniciach Medzinarodnej rady
pre harmonizaciu, ktoré su podkladom
vysledkov klinického sku$ania, zostavaju
majetkom institucie.

B. Ak sa klinické skusanie vykonava
v ramci multicentrického klinického skuSania,
prva publikacia vysledkov klinického skus$ania
bude vo forme multicentrickej publikacie vydanej
skuSajucimi v ramci tohto klinického skusania.
Ak sa v8ak multicentricka publikacia nepredlozi
do osemnastich (18) mesiacov od dokoncenia
alebo ukoncenia klinického skusania vo
vSetkych  pracoviskach, pracovisko mbéze
publikovat  vysledky klinického sku$ania
dosiahnuté v institucii v sulade s tymto ¢lankom.

i. Pracovisko poskytne
zadavatelovi kopiu kazdej navrhovanej
publikacie alebo prezentacie na kontrolu
a pripomienkovanie najmenej
Styridsatpat (45) dni pred nalezitym
prezentovanim alebo predloZzenim na
publikovanie. Po  uplynuti lehoty
Styridsiatich piatich (45) dni moze
pracovisko pristupit k prezentovaniu
alebo predlozeniu na publikovanie,
pokial zadavatel pisomne neoznamil
skusajucemu alebo institacii, Zze takato
navrhovana publikacia alalebo
prezentacia zverejnuje doverné udaje.
Pracovisko sa tymto zavazuje pred
zverejnenim  vykonat po takomto
oznameni  vSetky zmeny  alebo
vymazania, ktoré su nevyhnutné na
zabranenie  zverejnenia  dOvernych
udajov (okrem vysledkov klinického
skuSania). Okrem toho na Ziadost
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additional ninety (90) days to permit
Sponsor to take necessary actions to
protect its intellectual property interests.

ii. The Site will keep the proposed
publication confidential during the review
periods described herein and will give
due consideration to all comments
provided by Sponsor.

iii Except as otherwise mutually
agreed by the Parties, publications will
be submitted to journals that offer public
availability via Open Access (including
publisher platforms/repositories and self-
archiving). Open Access refers to the
free at point of entry, online availability of
published research output with, where
available, rights of re-use according to
an end user license. Sponsor
encourages the publication using the
Creative Commons Attribution 4.0
generic license (CC-BY 4.0) or
equivalent license whenever possible,
with or without embargo period, over
more restrictive Creative Commons
licenses such as CC-BY-NC, CC-BY-
NC-ND, or others.

iv. Unless otherwise required by the
journal in which the publication appears,
or the forum in which it is made,
authorship  will  comply with the
International Committee of Medical
Journal Editors (ICMJE)
Recommendation for the Conduct,
Reporting, Editing and Publication of
Scholarly Work in Medical journals.
Participation as an investigator, in and of

zadavatela pracovisko odlozi termin
publikovania alebo prezentovania o
dalSich devatdesiat (90) dni, aby
zadavatel mohol prijat  potrebné
opatrenia na ochranu svojich zaujmov
duSevného vlastnictva.

ii. Pracovisko bude uchovavat
navrhovanu publikaciu v dévernosti
pocCas obdobi revizie opisanych v tomto
dokumente a nalezite zvazi vSetky
pripomienky zadavatela.

iii Ak sa zmluvné strany spolo¢ne
nedohodnu inak, publikacie budu
predloZzené Zurnalom, ktoré ponukaju
verejnu  dostupnost  prostrednictvom
otvoreného pristupu (vratane
platforiem/archivov ~ vydavatelov = a
samoarchivacie).  Otvoreny  pristup
znamena  bezplatné  poskytovanie,
internetovu dostupnost publikovanych
vysledkov vyskumu s relevantnymi
pravami opatovného pouzivania podfa
licencie koncového pouZzivatela.
Zadavatel odporuca, aby publikacie mali
podla mozZnosti generickl licenciu
Creative Commons Attribution 4.0 (CC-
BY 4.0) alebo ekvivalentnu licenciu s
obdobim embarga alebo bez neho popri
viac obmedzujucich licenciach Creative
Commons, ako si CC-BY-NC, CC-BY-
NC-ND alebo iné.

iv. Pokial sa nevyzaduje inak v
zurnale alebo vo fére, v ktorom bude
uverejnena publikacia, autorstvo bude
dodrziavat odporucania vydané
Medzinarodnym vyborom redaktorov
lekarskych &asopisov (ICMJE) tykajuce
sa spravania, reportovania, editovania a
publikovania  vedeckej prace Vv
lekarskych Zurnaloch. Ugast v udlohe
skuSajuceho sama osebe neudeluje
Ziadne prava na autorstvo publikacii.
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itself, does not confer any rights to
authorship of publications.

10. Release of Information; Use of Name.
Sponsor may disclose the name of the Site and
shall provide a description of this Study on public
websites (e.g., www.clinicaltrials.gov) consistent
with and as required by Applicable Law. No
Party shall use the name of any other Party in
connection with any advertising or promotion of
any product or service without the prior written
permission of such other Party; provided,
however, that the limitations contained in this
article shall not apply to any documents that may
be necessary or appropriate for Sponsor or the
Site to provide to a federal, state, or local
governmental agency or in scientific publications
and grant applications. Sponsor must approve,
in writing, press statements by Investigator or
Institution or any of their respective employees,
agents, or contractors regarding the Study or the
Study Drug(s) before release of the statements.

10. Poskytovanie informacii; pouzivanie
mena/nazvu. Zadavatel mdze zverejnit nazov
pracoviska a poskytne popis tohto klinického
skuSania na verejne dostupnych webovych
strankach (napr. www.clinicaltrials.gov) v sulade
s prislusnym zdkonom a podfa jeho
poziadaviek. Ziadna zmluvna strana nebude
pouzivat nazov/meno inej zmluvnej strany v

suvislosti s reklamou alebo propagaciou
akéhokolvek produktu alebo sluzby bez
predchadzajuceho pisomného suhlasu

dotknutej zmluvnej strany, priCom obmedzenia
ustanovené v tomto Clanku sa nevztahuju na
akékolvek dokumenty, ktoré mézu byt nutné
alebo nalezité na to, aby ich zadavatel alebo
pracovisko poskytli federalnemu, Statnemu
alebo miestnemu uradu alebo vo vedeckych
publikaciach a Ziadostiach o finan&ny prispevok.
Zadavatel musi pisomne schvalit tlacové
vyhlasenia skusajuceho alebo institucie alebo
ktoréhokolvek z ich zamestnancov, zastupcov
alebo dodavatefov tykajuce sa klinického
skusania alebo skuSaného produktu (produktov)
pred vydanim tychto vyhlaseni.

11. Independent Contractors. In
conducting the Study, the Site will each be
acting as an independent contractor with respect
to Sponsor and its Designee, and not as an
agent, partner, or employee of Sponsor. Neither
Investigator, Institution, nor any of their
respective employees, agents, or contractors,
shall have any authority to make agreements
with third parties that are binding on Sponsor.

11. Nezavisli dodavatelia. Pri vykonavani
klinického sku$ania bude pracovisko konat' ako
nezavisly dodavatel vo vztahu k zadavatelovi a
nim poverenej osobe, a nie ako zastupca,
partner alebo zamestnanec zadavatela.
Skusajuci, ani indtitacia, ani Zziaden z ich
zamestnancov, zastupcov alebo dodavatelov
nema Ziadnu pravomoc uzatvarat zmluvy s
tretimi  stranami, ktoré su zavazné pre
zadavatela.

12. Study Drug. Biological Samples.

A. CRO or another duly authorized
agent of Sponsor, shall make commercially
reasonable efforts to supply Institution or

12. Skusany produkt. Biologické vzorky.
A. Zmluvna vyskumna organizacia
alebo iny nalezite splnomocneny zastupca
zadavatela vynalozi komerCne primerané usilie
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Investigator with sufficient quantities of the
Study Drug in a timely manner, at Sponsor’'s
expense. All drugs/medication supplied by
Sponsor will be used solely in accordance with
the Protocol and may not be used for any other
purposes. The Site shall comply with all laws
and regulations governing the storage,
disposition or destruction of Study Drug(s) and
any other drug(s)/medication provided for the
Study and any instructions from CRO that are
not inconsistent with such laws and regulations.

B. The Site will collect, retain, use
and transfer biological samples (blood, fluid and
tissue samples collected from subjects enrolled
in the Study, including any tangible materials
derived from such samples (collectively,
“Biological Samples”)), only in accordance with

the Protocol and the applicable informed
consent and subject authorization.

C. The Site may collect or reserve
additional quantities of Biological Samples

(“Secondary Biological Samples”) for use in
research not described in the Protocol (“Non-
Protocol Research”), provided that such
collection complies with Applicable Law. The
Site may annotate Secondary Biological
Samples with Study subject demographic
information (e.g., age, gender and clinical
diagnosis). Confidential Information, Study
Results or analyses thereof (such as information
related to administration of, or response to, or
adverse events associated with, the Study Drug)
may be linked to the Secondary Biological
Samples, provided that the provisions of Article
15 shall apply to such Non-Protocol Research.

D. Upon Completion or any
termination of this Agreement, the Site shall

na v€asné dodanie dostatoného mnoZstva
skudaného produktu institucii alebo
skuSajucemu na naklady zadavatela. VSetky
produkty/lieky poskytnuté zadavatelom sa budu
pouzivat vyluéne v sulade s protokolom a
nesmu sa pouzival na ziadne iné ucely.
Pracovisko bude dodrziavat vSetky zakony a
predpisy vztahujuce sa na uchovavanie,
disponovanie alebo likvidaciu sku$aného
produktu (produktov) a akéhokolvek iného
produktu (produktov)/lieku poskytnutého v ramci
klinického sku$ania a v3etky pokyny zmluvne;j
vyskumnej organizacie, ktoré nie su v rozpore s
tymito zakonmi a predpismi.

B. Pracovisko bude odoberat,
uchovavat, pouzivat a prenasat biologické
vzorky (vzorky krvi, tekutin a tkaniv odobraté u
ucastnikov zaradenych do klinického skusania
vratane  vSetkych  hmotnych  materialov
ziskanych z takychto vzoriek [dalej spolo¢ne len
,biologické vzorky“]) iba v sulade s protokolom,
prislusnym informovanym  suhlasom a
ucastnikovym povolenim.

C. Pracovisko méze odobrat’ alebo
uchovavat dodato¢né mnozstva biologickych
vzoriek (dalej len ,sekundarne biologické
vzorky“) na pouZitie vo vyskume, ktory nie je
popisany v protokole (dalej len ,vyskum mimo
protokolu®) pod podmienkou, Ze takyto odber je
v sulade s prislusnym zakonom. Pracovisko
mdze oznalit sekundarne biologické vzorky
demografickymi udajmi ucastnika klinického
skuSania (napr. vek, pohlavie a Kklinicka
diagnoéza). Déverné udaje, vysledky klinického
skuSania alebo ich analyzy (ako su udaje
slvisiace s podavanim sku$aného produktu,
reakciou na skuSany produkt alebo s
neziaducimi  udalostami  suvisiacimi  so
skusanym produktom) mdézu byt prepojené so
sekundarnymi  biologickymi  vzorkami  pod
podmienkou, Ze na takyto vyskum mimo
protokolu sa budu vztahovat ustanovenia
¢lanku 15.
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deliver or dispose of Biological Samples
according to Sponsor’s instructions and any
relevant provisions in the Protocol and
applicable informed consent and shall
immediately cease to use the Study Drug. All
unused Study Drug shall be promptly returned to
Sponsor or, at Sponsor’s written request,
destroyed by the Site with a certificate of
destruction provided to Sponsor.

E.

The Institution will authorize an
employee appropriately qualified to act as the
delegated pharmacist (the  “Delegated
Pharmacist”) to secure proper handling of the
Study Drug and any related medication used in
the Study (including placebo), in accordance
with Protocol, Good Pharmaceutical Practice
and the Decree during the period the Study Drug
is maintained in the pharmacy. Procedures for
handling the Study Drug will be communicated
by a CRO monitor to the Delegated Pharmacist.]

D. Po dokonéeni alebo ukon&eni
tejto zmluvy pracovisko doruci alebo zlikviduje
biologické vzorky podla pokynov zadavatela,
relevantnych ustanoveni protokolu a
prisludného informovaného suhlasu a ihned
prestane pouzivat skusSany produkt. VSetok
nepouzity skusany produkt bude bezodkladne
odovzdany zadavatelovi alebo na pisomnu
ziadost’ zadavatela ho pracovisko zlikviduje a
predlozi zadavatelovi potvrdenie o likvidacii.

E. Institucia poveri
zamestnanca s nalezitou kvalifikaciou konanim
vo funkcii povereného lekarnika (dalej len
.povereny lekarnik®), ktory zabezpeci spravnu
manipulaciu so skusanym produktom a s
kazdym suvisiacim liekom pouzivanym v ramci
klinického sku$ania (vratane placeba) v sulade
s protokolom, spravnou lekarenskou praxou a
dekrétom poCas obdobia  uchovavania
skusaného produktu v lekarni. Postupy tykajuce
sa manipulacie so skuSanym produktom oznami
poverenému lekarnikovi monitorujuca osoba
zmluvnej vyskumnej organizacie.]

13. Inspections,
Monitoring.

Audits, and Study

A. Regulatory Inspection. The Site
shall notify Sponsor and its Designee promptly
of any inquiries, correspondence, or
communications with or from the FDA, the State
Institute for Drug Control or any other
governmental or regulatory authority relating to
the Study. If a regulatory authority requests
permission to or does inspect the Site’s facilities
or research records relating to the Study, the
Site will cooperate with the regulatory authority’s
representative(s) and permit such inspection.
The Site shall provide to Sponsor copies of all
materials that the Site receives, obtains, or
generates in connection with any such

13. InSpekcie, audity a monitorovanie
klinického skusania.

A. inSpekcia zo strany regulacného
organu. Pracovisko bezodkladne oznami
zadavatelovi a nim poverenej osobe kazdé
Setrenie, koreSpondenciu alebo komunikaciu vo
vztahu k Oradu FDA, Statnemu ustavu pre
kontrolu lie€iv a akémukolvek inému Statnemu
alebo regulaénému organu v suvislosti s
Klinickym skuSanim. Ak regulacny organ
pozaduje spristupnenie zariadeni pracoviska
alebo zdznamov v ramci vyskumu suvisiacich s
klinickym skuSanim alebo vykonava v nich
inSpekciu, pracovisko bude spolupracovat so
zastupcom (zastupcami) regulacného organu a
povoli takuto inSpekciu. Pracovisko poskytne
zadavatelovi kopie vSetkych materidlov, ktoré
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inspection or in connection with
communications from regulatory authorities.

any

B. Sponsor Inspection/Audit.

i. The Site agrees to permit
representatives of Sponsor (including
monitors, auditors, and inspectors), upon
reasonable notice and during normal
business hours, to examine (i) the
facilities where the Study is being
conducted, (ii) raw Study Results
including original Source Documents (as
defined by current ICH Guidelines),
regardless of media, if allowed under the
terms of the informed consent, (iii)
Electronic Data Capture (“EDC”)
equipment and/or EDC documentation
system, and (d) any other relevant
information (and to make copies)
necessary for Sponsor to confirm that
the Study is being conducted in
conformance with the Protocol and the
data  protection requirements  of
Schedule B, and in compliance with
Applicable Law.

ii. If any such inspection
discloses any non-compliance with this
Agreement, Sponsor and/or CRO is
entitted to secure compliance or
discontinue shipments of Study Drug(s)
and terminate the Site’s participation in
the Study.

pracovisko dostane, ziska alebo vytvori v
suvislosti s takouto inSpekciou alebo v suvislosti
s akoukolvek komunikaciou s regulaénymi
organmi.

B. InSpekcia/audit Z0

zadavatela.

strany

i. Pracovisko sa zavazuje
povolit zastupcom zadavatela (vratane
monitorov, auditorov a indpektorov) na
zaklade primeraného oznamenia a
pocas beZnej pracovnej doby preskumat’
(i) zariadenia, v ktorych sa vykonava
klinické skuasanie, (ii) nespracované
vysledky klinického skusania vratane
originalov zdrojovych dokumentov (ako
je definované v su€asnych smerniciach
Medzinarodnej rady pre harmonizaciu)
bez ohladu na médium, ak su povolené
podla podmienok informovaného
suhlasu, (iii) vybavenie na elektronické
zaznamenavanie udajov  (Electronic
Data Capture, EDC) al/alebo systém
dokumentacie prostrednictvom EDC, a
(d) vSetky dalSie relevantné udaje (a ich
skopirovanie) potrebné pre zadavatela
na potvrdenie, Ze klinické sku3anie sa
vykonava v sulade s protokolom, s
poZiadavkami na ochranu osobnych
Udajov v Listine B a v sulade s
prislusSnym zakonom.

ii. Ak takato inSpekcia
odhali akékofvek nedodrzanie tejto
zmluvy, zadavatel a/alebo zmluvna
vyskumna organizdcia ma pravo
zabezpecdit dodrziavanie alebo prerusit
dodavanie skusaného produktu
(produktov) a ukondit u€ast’ pracoviska
na klinickom skusani.

14. Termination Prior To Completion.

14. Ukonéenie pred dokonéenim.

Takeda Clinical Trial Agreement (Slovak Republic) CRO Inst (Inv) v.13May2020

MLN0002-3024

MUDir. Iveta Cierna, PhAD/NUDCH_ Approved for signature PP/04May2022

Page 22 0f 48

Zmluva o klinickom skusani Takeda (Slovenska republika) Zmluvna vyskumna organizacia Inst. (skas.) v. 13. maja

2020
MLN0002-3024

MUDr. Iveta Cierna, PAD/NUDCH_Approved for signature PP/04May2022

Strana 22 7 48




A. This Agreement may be A. Tato zmluvu méze ukoncit' uplne
terminated in whole or in part prior to Completion | alebo c¢iastoéne pred dokonéenim pisomnou
upon written notice as follows: vypovedou:

i. by any Party, upon written
notice if (1) the authorization and
approval to conduct the Study is
irrevocably withdrawn by the applicable
health authority or Institution’s EC; or (2)
the Sponsor or Investigator determines
continuation of the Study will
compromise the safety of the Study
subjects and such determination is
based on reasonable medical judgment;

ii. by Sponsor (1) upon
notice if the Investigator is unwilling or
unable to serve as the principal
investigator and the Parties are not able
to agree on a substitute pursuant to the
terms of this Agreement; (2) upon notice
if the Site fails to perform the Study in
accordance with the terms of the
Protocol (excluding permitted deviations
pursuant to the Protocol and under the
terms of this Agreement), or Applicable
Law; or (3) upon thirty (30) days written
notice.

iii. by the Site, upon thirty
(30) days written notice, in the event of a
material breach of this Agreement by
Sponsor or CRO and Sponsor’s failure to
remedy such breach within such thirty
(30) day period.

i. ktorakolvek zmluvna
strana pisomnou vypovedou, ak (1)
prislusny zdravotnicky urad alebo EK
institucie neodvolatelne odvola
povolenie a suhlas na vykonavanie
klinického sku$ania, alebo (2) zadavatefl
alebo skusajuci rozhodne, Ze
pokracovanie klinického skuSania
znamena ohrozenie bezpelnosti
ucastnikov klinického sku$ania, priCom
takéto  rozhodnutie  vychadza z
primeraného medicinskeho usudku;

ii. zadavatel (1) vypovedou,
ak skuSajuci nie je ochotny alebo
schopny plnit funkciu zodpovedného
skuSajuceho a zmluvné strany sa
nedohodnd na nahradnikovi podla
zmluvnych podmienok tejto zmluvy; (2)
vypovedou, ak pracovisko nevykona
klinické  skuSanie v sulade s
podmienkami protokolu (okrem
povolenych odkloneni sa od protokolu a
v sulade so zmluvnymi podmienkami
tejto zmluvy) alebo s prisluSnym
zakonom; alebo (3) pisomnou
vypovedou s tridsat (30) dhovou
vypovednou lehotou.

iii. pracovisko pisomnou
vypovedou s tridsat (30) drovou
vypovednou lehotou v pripade
zavazneého porudenia tejto zmluvy zo
strany zadavatefa alebo zmluvnej
vyskumnej organizacie a ak zadavatel
nenapravi toto porusenie do tychto

tridsiatich (30) dni.

B. In the event of termination of this
Agreement prior to Completion, the Site shall, B. V pripade vypovedania tejto
upon notice of termination, make all reasonable | zmluvy pred dokonfenim pracovisko po
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efforts to minimize incurring further costs. In the
event of such early termination, payments will be
made for all services required by the Protocol
that have been performed up to the effective
date of termination and any reasonable,
documented non-cancelable costs which were
incurred by Institution or Investigator in
connection with the Study as required under the
Protocol and contemplated in the Budget. If the
payments exceed the amount owed for services
performed under the Protocol, Institution shall
promptly return the excess balance to CRO.

C. Immediately upon receipt or
delivery of notice of termination, the Site shall (i)
comply with post-termination procedures
included in the Protocol, if any, and (ii) unless
otherwise directed by Sponsor, cease enrolling
subjects into the Study and cease the Study-
related treatment of subjects already enrolled in
the Study (unless the safety of such enrolled
subjects could be compromised thereby).

D. Upon Completion or termination
of this Agreement for any reason, the Site will
furnish to Sponsor all CRFs, and all Sponsor
materials.  Confidential  Information  and
materials will be returned, at Sponsor’s
instruction, to Sponsor, except for record copies
or samples which the Site is required by law to
retain. Within thirty (30) days of termination of
this Agreement or Completion of the Study
(whichever comes first), Investigator will submit
a final written report of the Study to Sponsor.

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

vypovedani vynalozi maximalne mozné usilie na
minimalizovanie dalSich vydavkov. V pripade
takéhoto  pred€asného  ukonCenia  budu
poukazané platby za vSetky sluzby pozadované
protokolom, ktoré boli poskytnuté do datumu
nadobudnutia platnosti ukon&enia zmluvy, a za
vSetky primerané, zdokumentované
nezruSitelné vydavky, ktoré vznikli institucii
alebo skuSajucemu v suvislosti s klinickym
skuSanim, ako sa vyzaduje podla protokolu a o
ktorych sa pojednava v rozpocte. Ak tieto platby
prekroCia dlznu sumu za sluzby vykonané podfa

protokolu, institucia bezodkladne vrati tento
preplatok zmluvnej vyskumnej organizacii.

C .Ihned po prijati alebo doruceni
vypovede bude pracovisko (i) dodrziavat

postupy po ukonéeni zmluvy uvedené v
protokole, ak také su, a (ii) pokial zadavatefl
neurci inak, prestane zaradovat ucastnikov do
klinického skusania a ukonéi skusanu liec¢bu u
ucastnikov zaradenych do klinického sku$ania

(pokial  to neohrozi bezpe€nost tychto
zaradenych ucastnikov).
D. Po dokoncéeni alebo ukonceni

tejto zmluvy z akéhokolvek dévodu pracovisko
odovzda zadavatelovi v8etky formulare CRF a
v8etky materidly poskytnuté zadavatefom.
Déverné udaje a materidly budd na pokyn
zadavatela odovzdané zadavatelovi s vynimkou
kopii zaznamov alebo vzoriek, ktoré je
pracovisko podla zakona povinné uchovavat.
Do tridsiatich (30) dni od ukoncenia tejto zmluvy
alebo dokoncenia klinického skuSania (podla
toho, €o nastane skér) skuSajuci predlozi
zadavatelovi zavereCnu pisomnu spravu z
klinického skusania.

E. Zadavatefl ani zmluvna
vyskumna organizacia nebudu zodpovedni voci
pracovisku za akukolvek stratu zisku, stratu
prileZitosti alebo iné nasledné Skody.

15. Patent Rights and Inventions.

15. Patentové prava a vynalezy.
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A. It is expressly agreed that no
Party transfers by operation of this Agreement to
any of the other Parties any right in or license to
any patents, copyrights, or other proprietary
right owned as of the Effective Date of the
Agreement or arising outside of the research
conducted under this Agreement.

B. The Site acknowledges that the
idea for the Study was conceived and developed
by Sponsor and that Sponsor approached
Institution and/or Investigator to perform the
Study. The Site will fully and promptly disclose
in writing to Sponsor any inventions and
developments discovered by Institution or
Investigator, any sub-investigator or any of their
respective employees, agents, or contractors in
the conduct of the Study or as a result of using
Confidential Information (collectively
“‘Developments”). Sponsor shall have sole
ownership and rights in any Developments that
relate to the Study Drug(s), including without
limitation, new uses, processes, derivatives,
formulations, or therapeutic combinations, or
markers of Study Drug(s) efficacy or safety or
uses thereof or which utilize Confidential
Information. The Site shall fully cooperate with
Sponsor to vest rights therein in Sponsor and to
obtain patents or other legal protections thereon.

A. Je vyslovne dohodnuté, Zze
ziadna zmluvna strana neprevedie na zaklade
tejto zmluvy na Ziadnu inu zmluvnu stranu
Ziadne pravo ani licenciu vztahujuce sa na
akékolvek patenty, autorské prava alebo iné
vlastnicke prava, ktoré su vo vlastnictve k
datumu nadobudnutia platnosti zmluvy, alebo
ktoré vznikni mimo vyskumu vykonaného na
zaklade tejto zmluvy.

B. Pracovisko berie na vedomie, Ze
pbévodcom a vyvojarom napadu tohto klinického
skuSania je zadavatel, ktory sa obratil na
instituciu a/alebo skuSajuceho, aby vykonali toto
klinické skuSanie. Pracovisko bezodkladne a v
plnom rozsahu pisomne poskytne zadavatelovi
kazdy vynalez a vyvoj, ktorych autorom je
institucia alebo skuSajuci, ktorykolvek
spoluskusajuci alebo ktorykolvek ich
zamestnanec, zastupca alebo dodavatel v
suvislosti s vykonavanim Kklinického skusSania
alebo v désledku pouzivania dévernych udajov
(dalej spoloéne ako ,vyvoje“). Zadavatel ma
vyhradné vlastnictvo a prava na akykolvek vyvoj
tykajuci sa skuSaného produktu (produktov)
vratane najmad novych pouziti, procesov,
derivatov, zloZeni alebo lieCebnych kombinacii
alebo markerov uc€innosti alebo bezpelnosti
skuSaného produktu (produktov) alebo ich
pouZitia, alebo pri ktorych sa vyuzivaju déverné
udaje. Pracovisko bude v plnej miere
spolupracovat so zadavatefom pri prevode
prislusnych prav na zadavatela a pri ziskavani
patentov alebo inych pravnych ochrannych
prostriedkov.

16. Indemnification; Insurance.

A. Sponsor Indemnification.
Sponsor agrees to indemnify, defend and hold
harmless Institution, its trustees, officers,

16. Odskodnenie, poistenie.

A. Odskodnenie Z0 strany
zadavatela. Zadavatel sa zavazuje odSkodnit,
obhajit a uhradit’ Skody institucii, jej spravcom,
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employees, staff, subcontractors, and agents
(“Institution Indemnitee(s)”) against any third
party claim (each, a “Claim”) arising out of: (i) the
negligence or willful misconduct of Sponsor (ii)
any theory of product liability concerning the
Study Drug, or (iii) any side-effect or adverse
reaction, illness, or injury directly resulting from
use of the Study Drug in the Study or a
procedure administered in accordance with the
Protocol, or (iv) use of Study data or the Study
Results. The foregoing indemnity will not apply
to the extent a Claim arises out of: the
negligence, malpractice, or willful misconduct of
any Institution Indemnitee or the failure of any
Institution Indemnitee to adhere to the terms of
this Agreement, the Protocol, or any written
instructions from Sponsor , or to comply with any
Applicable Law or governmental requirements, it
being understood that (x) the administration of
any substance in accordance with the Protocol
and any written instructions of Sponsor shall not
constitute negligence or malpractice for
purposes of this Agreement, and (y) a Protocol
deviation that is medically necessary to protect
the health or safety of a Study subject and is
consistent with prevailing standards of medical
care shall not constitute negligence, willful
misconduct or malpractice by the Institution
Indemnitees.

B. Institution Indemnification.
Institution agrees to indemnify, defend, and hold
harmless the Sponsor, its directors, officers,
employees, staff, and agents (the “Sponsor
Indemnitees”) against any Claim arising out of (i)
the negligence, omission, or willful misconduct
of any Institution Indemnitee or (ii) the failure of
any Institution Indemnitee to adhere to the terms
of this Agreement, the Protocol, or any written
instructions from the Sponsor or its designee, or
to comply with any Applicable Law or
governmental requirements.

uradnikom, zamestnancom, personalu,
subdodavatelom a zastupcom (dalej len
,odSkodhovana osoba (odSkodriované osoby)
inStitucie“) v suvislosti s akymkolvek narokom

tretej strany (dalej jednotlivo len ,narok")
vyplyvajucim z: (i) nedbanlivosti alebo
vedomého  pochybenia  zadavatela (ii)

akejkolvek hypotézy o spolahlivosti produktu v
suvislosti so skuSanym produktom, alebo (iii)
akéhokolvek  vedlajSieho  uc€inku  alebo
neziaducej reakcie, ochorenia alebo ujmy na
zdravi v priamom désledku uzivania skudaného
produktu v ramci klinického sku$ania alebo
procedury vykonanej v sulade s protokolom,
alebo (iv) pouzivania udajov z Kklinického
skusSania alebo vysledkov klinického skuSania.
VySSie uvedené odSkodnenie sa nevztahuje na
rozsah, v akom narok vyplyva z nedbanlivosti,
profesijného pochybenia alebo vedomého
pochybenia ktorejkolvek odsSkodriovanej osoby
inStitucie, alebo ak ktorakolvek odSkodriovana
osoba institucie nedodrzi zmluvné podmienky
tejto zmluvy, protokol, akékolvek pisomné
pokyny zadavatela, akykolvek prislusny zakon
alebo Statnu poziadavku, pricom (x) podavanie
akejkolvek latky v sulade s protokolom a
pisomnymi pokynmi zadavatela nepredstavuje
na ucely tejto zmluvy nedbanlivost ani profesijné
pochybenie, a (y) odchylky od protokolu, ktoré
su z lekarskych dovodov nevyhnutné na
ochranu zdravia alebo bezpecnosti Uastnika
klinického sku$ania a je v sulade s beznymi
Standardmi lekarskej starostlivosti,
nepredstavuje nedbanlivost, vedomé ani
profesijné pochybenie Z0 strany
odSkodriovanych oséb institucie.

B. Odskodnenie zo strany institucie.
Institucia sa zavazuje odSkodnit, obhajit a
uhradit Skody zadavateflovi, jeho riaditelom,
uradnikom, zamestnancom, personalu a
zastupcom (dalej len ,odSkodfiované osoby
zadavatela®) v suvislosti s akymkolvek narokom
vyplyvajucim z (i) nedbanlivosti, opomenutia
alebo vedomého pochybenia ktorejkolvek osoby
institucie alebo (i) ak ktorakolvek
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C. Indemnification Procedure. The
Party or Parties seeking indemnification under
this article shall (i) give written notice to the
indemnifying Party within five (5) business days
after (1) receiving any Claim or (2) learning of
any potential Claim; (ii) permit the indemnifying
Party to assume the defense and/or disposition
of any such Claim or related litigation, provided
that counsel selected by such indemnifying
Party is reasonably acceptable to the Party or
Parties seeking indemnification; and (iii)
cooperate with the indemnifying Party in all
reasonable respects with regard to the defense
of such Claim, with reasonable out-of-pocket
costs of the Party or Parties seeking
indemnification to be reimbursed by the
indemnifying Party. The indemnifying Party
under this article shall not enter into any
settlement agreement with a claimant without
the prior written permission of the Party or
Parties seeking indemnification, which
permission shall not be unreasonably withheld.
The indemnified Party shall have the right to
select and obtain representation by separate
legal counsel, provided that such indemnified
Party shall bear all costs and expense related to
such separate representation.

D. Insurance.

i. Sponsor will provide clinical trial
insurance of liability for damages for the
Investigator and the Sponsor in accordance
with § 43, letter h) Act on Pharmaceuticals. This

odSkodnovana osoba inStitucie nedodrzi
zmluvné podmienky tejto zmluvy, protokol,
akékolvek pisomné pokyny zadavatela alebo
nim poverenej osoby, akykolvek prisludny
zakon alebo Statne poziadavky.

C. Proces odSkodriovania.
Ktorakolvek zmluvna strana domahajica sa
odSkodnenia podla tohto ¢lanku (i) to pisomne
oznami od3kodnujucej zmluvnej strane do
piatich (5) pracovnych dni od (1) dorucenia
akéhokolvek naroku alebo (2) od Casu, ked sa
dozvie o akomkolvek potencialnom naroku; (ii)
umozni odskodhujucej zmluvnej strane ziskat
obhajobu al/alebo urovnanie akéhokolvek
takéhoto naroku alebo suvisiaceho sudneho
sporu za predpokladu, Ze pravny zastupca
vybrany prisluSsnou odS$kodiujucou zmluvnou
stranou je primerane prijatelny pre zmluvnu
stranu domahajucu sa od8kodnenia; a (iii) bude
spolupracovat s odskodriujucou zmluvnou
stranou vo vSetkych primeranych aspektoch vo
veci obhajoby takéhoto naroku, s primeranymi
hotovostnymi  vydavkami  zmluvnej  strany
domahajucej sa odSkodnenia, ktoré ma uhradit
odSkodnujuca zmluvna strana. OdSkodhujuca
zmluvna strana podla tohto &lanku neuzavrie
Ziadnu dohodu o urovnani sporu so Zalobcom
bez predchadzajuceho pisomného suhlasu
zmluvnej strany domahajucej sa odskodnenia,
pricom toto povolenie nebude bezdbvodne
zamietnuté. Odskodfiovana zmluvna strana ma
pravo vybrat si a vyuzit zastupovanie
samostatnym pravnym zastupcom za
predpokladu, Ze takato odSkodnhovana zmluvna
strana uhradi v8etky naklady a vydavky
suvisiace s takymto samostatnym zastupenim.

D. Poistenie.

i. Zadavatel zabezpeCi klinické
skuSanie poistenim zodpovednosti za Skody
spbsobené skuSajucemu a zadavatelovi v
sulade s § 43, pism. h) Zakona o liekoch. Tato

policy duly covers, to the extent required by that | poistka sa naleZite vztahuje v rozsahu
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legislation, compensable death of subject or
compensation of the subject in case of injury
resulting from and sustained in course of
performance of the Study. The sponsor is
required to provide the institution with a copy of
the certificate of insurance. At the same time,
the sponsor declares that all activities and
services that will be performed within the clinical
trial are insured under the above-mentioned
sections.

pozadovanom prislusnou legislativou na
pripady umrtia ucCastnika s narokom na
odskodné alebo na odskodné pre ucastnika v
pripade ujmy na zdravi v dosledku a priebehu
vykonavania klinického skuSania. Zadavatel je
povinny predlozit institucii kopiu poistného
certifikatu. Zadavatel zaroven vyhlasuje, ze
v ramci vy3Sie uvedeného pistenia su poistené
vSetky €innosti a vykony, ktoré sa budu v ramci
klinického sku$ania vykonavat.

17. Subject Injury.

A. Sponsor, through CRO, shall
reimburse Institution for all reasonable and
customary costs incurred by the Site and
associated with the diagnosis of an adverse
event involving the Study Drug(s) or a Protocol
procedure.

B. Sponsor, through CRO, shall
reimburse Institution all reasonable and
customary costs incurred for treatment of a
bodily injury to a subject injured as a direct result
of administration of the Study Drug or
undergoing a Study-related procedure in
accordance with the Protocol. Sponsor shall not
provide payment for costs to the extent that they
are attributable to:

i. the failure of the Site, or any Site
personnel, to adhere to the terms of the
Protocol or any of Sponsor’s written instructions
relative to the use of the Study Drug, or to
comply with applicable FDA or other
governmental requirements, unless such failure
is consistent with generally accepted standards
of clinical research and medical practice relating

17. Ujma na zdravi sposobena
ucastnikovi.

A. Zadavatef prostrednictvom
zmluvnej vyskumnej organizacie refunduje

institucii vSetky primerané a obvyklé vydavky,
ktoré vynaloZi pracovisko, a ktoré suvisia s
diagn6ézou neziaducej udalosti suvisiacej so
skuSanym produktom (produktmi) alebo s
procedurou v ramci protokolu.

B. Zadavatefl prostrednictvom
zmluvnej vyskumnej organizacie refunduje
institucii vSetky primerané a obvyklé vydavky
vynaloZzené na lieCbu telesnej ujmy na zdravi
spbsobenej ucastnikovi v priamom dosledku
podania skusaného produktu alebo podstupenia
procedury v ramci klinického skusania v sulade
s protokolom. Zadavatel nebude refundovat
vydavky spésobené:

i. tym, Ze pracovisko alebo
ktorykolvek Clen personalu pracoviska v
skuSani nedodrzal podmienky protokolu alebo
akékolvek pisomné pokyny zadavatela
tykajuce sa pouzivania skuSaného produktu,
prislusné poziadavky uradu FDA alebo inych
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to the benefit, safety, and well-being of the
Study subjects or is otherwise reasonably
necessary for the safety of such a subject, all as
determined in good faith by the Investigator;

ii. any negligence or wrongful act or
omission, or willful malfeasance, of the Site or
any other Site personnel providing services on
behalf of the Site hereunder; or

iii. the subject’s primary disease or
any concurrent disease not caused by the
administration of the Study Drug in accordance
with the Protocol.

C. The Site represents and warrants that it
will not bill the subject’s insurer for any
costs paid by Sponsor for treatment of an
injury as described above. Sponsor will
not pay for any costs already covered by
a third party.

Statnych uradov, pokial takéto nedodrzanie nie
je v sulade so vSeobecne prijatymi normami
klinického vyskumu a lekarskej praxe v
suvislosti s prinosom, bezpeénostou a zdravim
uCastnikov klinického skuSania alebo je inak
primerane nevyhnutné kvéli bezpecnosti
ucastnika, ak ich za takéto poklada skusajuci v
dobrej viere;

ii. akoukolvek nedbanlivostou,
pochybenim, opomenutim alebo vedomym
poruSenim zakona zo strany pracoviska alebo
ktoréhokolvek clena personalu pracoviska v
skusani poskytujuceho sluzby v mene tohto
pracoviska; alebo

iii. primarnym ochorenim alebo
akymkolvek subeznym ochorenim uc€astnika,
ktoré nie je spdsobené podanim skusSaného
produktu v sulade s protokolom.

C. Pracovisko vyhlasuje a zaruéuje, ze
nebude uctovat poistovatelovi u€astnika
Ziadne vydavky uhradzané zadavatefom
za lieCbu ujmy na zdravi, ako sa popisuje
vySSie. Zadavatel neuhradi Ziadne
vydavky, ktoré uhradza tretia strana.

18. Complete Agreement; Amendment;
Notice. This Agreement represents the entire
understanding between the Parties, and
supersedes all other agreements, express or
implied, between the Parties concerning the
subject matter hereof. This Agreement may not
be amended or modified in any manner except
by a written document signed by authorized
representatives of the Parties. Any notice to be
given hereunder shall be given by personal
delivery, by recognized express courier, or by
registered or certified mail, return receipt
requested. Such notice shall be addressed to a
Party at the address set forth below, except as
set forth in Schedule A. Any Party may change
its address for notice by giving written notice of
such change to the other Parties.

18. Dokoncenie zmluvy; dodatok;
oznamenie. Tato zmluva predstavuje cell
dohodu medzi zmluvnymi stranami a nahradza
vSetky ostatné zmluvy uzavreté vyslovne alebo
implicitne medzi zmluvnymi stranami v suvislosti
s predmetom tejto zmluvy. Tuto zmluvu mozno
pozmerovat alebo modifikovat iba na zaklade
pisomného dokumentu podpisaného
splnomocnenymi zastupcami zmluvnych stran.
Akékolvek oznamenie vydané na zaklade tejto
zmluvy bude doru€ené osobne, schvalenou
kuriérskou sluzbou s expresnym doruenim
alebo doporucenou postou s potvrdenim o prijati
zasielky. Takéto oznamenie bude adresované
zmluvnej strane na nizSie uvedenu adresu s
vynimkou pripadov ustanovenych v Listine A.
Ktorakolvek zmluvna strana m&ze zmenit' svoju
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adresu pre doruCovanie oznameni pisomnym
oznamenim takejto zmeny druhej zmluvne;j
strane.

To CRO/Designee:
PPD Investigator Services LLC, 929 North
Front Street, Wilmington, NC 28401, USA

Attn:

To Institution:

Narodny ustav détskych choréb

Limbova 1, 833 40 Bratislava, Slovenska
republika

Attn: lvana Lisackova

To Investigator:

MUDTr. Iveta Cierna, PhD.

Narodny ustav detskych choréb

Limbova 1, 833 40 Bratislava, Slovenska
republika

Ak je adresatom zmluvna
organizacia/poverena osoba:
PPD Investigator Services LLC, 929 North
Front Street, Wilmington, NC 28401, USA

vyskumna

Do ruk:

Ak je adresatom institucia:

Narodny ustav detskych choréb

Limbova 1, 833 40 Bratislava, Slovenska
republika

Do ruk: lvana Lisackova

Ak je adresatom skusajuci:

MUDr. Iveta Cierna, PhD.

Narodny ustav detskych choréb

Limbova 1, 833 40 Bratislava, Slovenska
republika

19. Binding Effect; Survival of Terms.
This Agreement shall be binding upon and inure
to the benefit of the Parties and their respective
successors and permitted assigns. The rights
and obligations of the Parties which by intent or
meaning have validity beyond termination of this
Agreement (including without limitation, rights
with  respect to ownership, patents,
confidentiality, and indemnification) shall survive
Completion or any termination of this

19. Zavazny ucinok; platnost’ zmluvnych
podmienok. Tato zmluva je zavazna pre
zmluvné strany a ich prisluSnych nastupcov a
povolenych nadobudatelov a je platna v ich
prospech. Prava a zavazky zmluvnych stran,
ktoré na zaklade umyslu alebo vyznamu platia aj
po vypovedani tejto zmluvy (vratane najma prav
tykajucich sa vlastnictva, patentov, dévernosti
udajov a odSkodnenia), zostavaju v platnosti aj
po dokonceni alebo ukonceni tejto zmluvy.
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Agreement. The contract shall enter into force
on the day following the date of its publication in
the Central Register of Contracts.

Zmluva nadobuda ucinnost diiom nasledujucim
po dni jej zverejnenia v centralnom registri
zmluav.

20. Governing Law. This Agreement and all
matters arising out of or relating to this
Agreement shall be governed by, and construed
and enforced in accordance with, the laws of the
Slovak Republic without regard to the conflicts
of law provisions thereof and notwithstanding
any conflict of laws provisions. This is without
prejudice to obligations of the parties with regard
to FDA pursuant to applicable U.S. laws. In the
event of a dispute, the parties agree that the
Slovak courts, namely the general court of the
Institution, shall have jurisdiction.

20. Rozhodné pravo.Tato zmluva a vSetky
zalezitosti vyplyvajuce alebo suvisiace s touto
zmluvou sa budu riadit, vykladat’ a uplatfiovat’ v
sulade so zakonmi Slovenskej republiky bez
ohladu na akékolvek vzniknuté rozpory v
zakonnych ustanoveniach abez ohladu na
kolizne ustanovenia. Tymto nie su dotknuté
zavazky zmluvnych stran v suvislosti s uradom
FDA podla platnych zakonov USA. V pripade
vzniku sporu sa zmluvné strany dohodli, ze je
dana prisludnost slovenskych sudov, ato
vSeobecného sudu institucie.

21. Assignment. Any assignment of this
Agreement or any rights or obligations
hereunder by Investigator or Institution to a third
party shall require the prior written consent of
CRO and Sponsor. Any assignment by CRO to
any third party other than Sponsor or its affiliate
shall require the prior written consent of Sponsor
but shall not require the approval of Institution or
Investigator. Investigator, Institution and CRO
hereby acknowledge that Sponsor may assign
to itself or a third-party responsibility for any or
all of Sponsor's or CRO’s rights and obligations
hereunder by written notice to the Site and CRO.

21. Postupenie. Akékolvek postupenie tejto
zmluvy alebo akychkolvek prav alebo zavazkov
vyplyvajucich z tejto zmluvy skusajucim alebo
instituciou tretej strane sa mdze uskutoCnit’ len
na zaklade predchadzajuceho pisomného
suhlasu zmluvnej vyskumnej organizacie a
zadavatela. Akeékolvek postupenie zmluvnou
vyskumnou organizaciou akejkolvek tretej
strane okrem zadavatela alebo jeho pridruZenej
spoloénosti sa mdze uskutoCnit’ len na zaklade

predchadzajuceho pisomného suhlasu
zadavatela, pricom sa nebude vyzadovat suhlas
intiticie  alebo  skuSajuceho.  Skusajuci,

indtitucia a zmluvna vyskumna organizacia
tymto beru na vedomie, Ze zadavatel modze
postupit sebe alebo tretej strane ktorékolvek
alebo vSetky prava a zavazky zadavatela alebo
zmluvnej vyskumnej organizacie podla tejto
zmluvy pisomnym oznamenim pracovisku a
zmluvnej vyskumnej organizacii.

22 Subcontracting. With Sponsor’s prior
written consent, Institution may subcontract the
performance of certain of its activities under this
Agreement to qualified third parties or use
premises or facilities other than Institution to
perform certain activities under this Agreement,
provided that (i) the performance of activities by

22. Subdodavky. S  predchadzajucim
pisomnym suhlasom zadavatela méze institucia
zmluvne zverit vykonavanie urcitych svojich
¢innosti podla tejto zmluvy opravnenym tretim
stranam alebo vyuzivat priestory alebo
zariadenia inde nez v institucii na vykonavanie
urCitych &innosti podla tejto zmluvy, pricom (i)
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such third parties or at such facilities will comply
with all applicable obligations of this Agreement,
including holding such third parties or facilities to
terms at least as stringent as those to which the
Site is bound hereunder with regard to the
conduct of the Study, including without
limitation, Study Drug(s) use, record retention,
confidentiality, data and publications obligations,
inventions, personal data, and publicity, (i)
Institution remains liable for performance at
such facilities or by such third parties’, and (iii)
neither Investigator nor any sub-investigator has
any direct or indirect financial interest in any
such third parties or facilities.

vykonavanie c¢innosti tymito tretimi stranami
alebo v takychto zariadeniach bude v sulade so
vSetkymi prisluSnymi zavazkami vyplyvajacimi z
tejto zmluvy vratane toho, Ze tieto tretie strany
alebo zariadenia budu spifiat podmienky, ktoré
su prinajmensom rovnako prisne ako
podmienky, ktoré musi dodrziavat pracovisko
na zaklade tejto zmluvy v suvislosti s
vykonavanim klinického skuSania, vratane
najma pouzivania  sku$aného  produktu
(produktov), uchovavania zaznamov, dovernosti
Udajov, zavazkov tykajucich sa udajov a
publikacii, vynalezov, osobnych udajov a
zverejiovania, (i) inStitucia je nadalej
zodpovedna za vykonavanie aktivit v tychto
zariadeniach alebo tymito tretimi stranami, a (iii)
skuSajuci ani Ziaden spoluskusajuci nema
akykolvek priamy alebo nepriamy finanény
podiel na takychto tretich stranach alebo
zariadeniach.

23. Counterparts. This Agreement is
executed in three (3) counterparts of which the
Institution, Investigator and CRO shall each
receive one. Each counterpart shall be deemed
an original, and all of which, when taken
together, will constitute one and the same
instrument. Delivery of an executed counterpart
of a signature page of this Agreement by
facsimile transmission, by electronic mail in
“portable document format” (“.pdf” format), or by
any other electronic means intended to preserve
the original graphic and pictorial appearance of
a document, or by a combination of such means,
shall be as effective as delivery of a manually
executed counterpart of this Agreement.

23. Rovnopisy. Tato zmluva je vyhotovena
v troch (3) rovnopisoch, z ktorych institucia,
skuSajuci a zmluvna vyskumna organizacia
dostanu po jednom. Kazdy rovnopis sa povazuje
za original a vSetky spolo¢ne budu predstavovat
jeden a ten isty dokument. Dorucenie
podpisaného rovnopisu strany s podpisom tejto
zmluvy faxom, elektronickou postou v
.prenosnom formate dokumentu“ (,pdf) alebo
akymkolvek inym elektronickym spdsobom
urCenym na zachovanie originalnej grafiky a

obrazkového vzhladu dokumentu alebo
kombinaciou takychto prostriedkov bude
rovnako uU¢inné ako doruéenie ruéne

podpisaného rovnopisu tejto zmluvy.

24 Force Majeure. If the performance of
this Agreement by Institution or Sponsor is
prevented, restricted, interfered with, or delayed
(either totally or in part) by reason of any cause
beyond the reasonable control of the Parties
(such as acts of God, explosion, disease,
weather, war, terrorism, insurrection, civil strike,

24 Vyssia moc. Ak sa plneniu tejto zmluvy
zabrani, obmedzi, narusi alebo oneskori (Uplne
alebo CiastoCne) zo strany institucie alebo
zadavatela z dovodov, ktoré su mimo
primeranej kontroly tychto zmluvnych stran (ako
su vy8Sia moc, expldzia, ochorenie, pocasie,
vojna, terorizmus, povstanie, obCiansky Strajk,
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riots, or power failure), the Party so affected
shall, upon giving written notice to the other
Party, be excused from such performance to the
extent of such prevention, restriction,
interference, or delay, provided that the affected
Party shall use its best efforts to avoid or remove
such causes of non-performance and shall
continue performance with the utmost dispatch
whenever such causes are removed. For
purposes of this article, a lack of funds shall not
be considered a cause beyond the reasonable
control of the Parties.

nepokoje alebo vypadok elektrického prudu),
dotknutda zmluvna strana bude po pisomnom
oznameni druhej zmluvnej strane
ospravedinena z takéhoto plnenia v rozsahu
daného zabranenia, obmedzenia, naruSenia
alebo oneskorenia, pricom dana zmluvna strana
vynalozi svoje maximalne Usilie na zabranenie
alebo odstranenie takychto pri¢in neplnenia a
bude nadalej plnit zmluvu hned po odstraneni
danych pri¢in. Na ucely tohto d¢lanku sa
nedostatok finanénych prostriedkov nepovazuje
za pri¢inu mimo primeranej kontroly zmluvnych
stran.

25. Discrepancies. In the case of any
discrepancy between the Slovak and the English
versions of the Agreement, the Slovak version
shall prevail.

25. Rozpory. V pripade akéhokolvek
rozporu medzi slovenskou a anglickou verziou
tejto zmluvy bude rozhodovat’ slovenska verzia.

26. Both the Sponsor and the CRO agree that
neither they nor any person authorised by them
will enter into a separate contract relating to this
clinical trial or any part thereof with the
Investigator or any other member of the
Investigator's staff.

26. Zadavatel aj zmluvna vyskumna organizacia
sa zavazuju, Ze oni, ani Ziadna nimi
splnomocnena osoba neuzavru samostatnu
zmluvu tykajucu sa tohto klinického skuSania
alebo jeho Casti so skusajucim alebo inym
¢lenom sku$ajuceho personalu.

27. List of Incorporated Schedules.

A. Budget and Payment Schedule
B. Data Protection Schedule

Remainder of page intentionally left blank

27. Zoznam zahrnutych listin.

A. Rozpocet a harmonogram platieb
B. Ochrana osobnych udajov

Zvysok strany je umyselne ponechany prazdny
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IN WITNESS WHEREOF, the Parties have NA DOKAZ TOHO zmluvné strany uzavreli tato

caused this Agreement to be executed by their zmluvu prostrednictvom svojich
duly authorized representatives as the Effective splnomocnenych zastupcov k vyssie
Date defined above. uvedenému datumu nadobudnutia platnosti.

INSTITUTION / INSTITUCIA

Signature / podpis:

Name / meno: MUDr. Peter Bartori
Title / pozicia: riaditel/ director

Date / datum:

INVESTIGATOR / SKUSAJUCI

Signature / podpis:

Name / meno: MUDTr. Iveta Cierna, PhD.

Date / datum:

PPD Investigator Services LLC

Signature / podpis:

Name / meno: :

Title / pozicia: :

Date / datum:
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Schedule A

Listina A

BUDGET & PAYMENT SCHEDULE Il

ROzZPOCET A HARMONOGRAM PLATIE

SCHEDULE A
PAYMENT SCHEDULE AND BUDGET

LISTINA A
HARMONOGRAM PLATIEB A ROZPOCET

Payment Method: Payments will be made
in EURO by electronic bank transfer

Payments should be made to:

The parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (the
“Payee”):

Sposob platby: Platby budu poukazované v
mene EUR elektronickym bankovym
prevodom

Platby maju byt’ poukazované (komu):

Zmluvné strany sa dohodli, ze nizSie uvedeny
prilemca platby je opravnenym prijemcom
platby v rdmci tejto zmluvy a Ze platby
vyplyvajlce z tejto zmluvy budd poukazované

iba nasledujicemu prijemcovi platby (dalej len
The Payee will also complete required | ,prijemca platby"):
payment information forms, as applicable.
Prijemca platby takisto vyplni pozadované
tlaciva s informaciami o platbe, nakol'ko je to

relevantné.

PAYEE NAME / MENO PRIJEMCU

PLATBY: Narodny ustav detskych choréb

Limbova 1,

PAYEE ADDRESS / ADRESA
PRIJEMCU PLATBY:

833 40 Bratislava, Slovenska republika

PAYEE EMAIL ADDRESS /
EMAILOVA ADRESA PRIJEMCU
PLATBY
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BANK NAME / NAZOV BANKY

BANK ADDRESS / ADRESA BANKY

BANK ACCOUNT NUMBER / CISLO
BANKOVEHO UCTU

ROUTING NUMBER /
SMEROVACIE CISLO

TAX ID NUMBER / DANOVE
IDENTIFIKACNE CisLO

DIC /TAX ID
number
ICO / ID number 00607231

2020848368

In case of changes in the Payee’s address,
Payee is obliged to inform CRO in writing.
The parties agree that in case of changes of
address which do not involve a change of
Payee, tax numbers, or tax exempt status, no
further amendments to the Agreement are
required.

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

If, at Study completion or any termination of
this Agreement, the total amount that CRO
has paid exceeds the amount to which Payee
is entitled hereunder, Payee shall return the
overpayment to CRO within forty-five (45)
business days of receipt of CRO’s written
notification of the amount due.

The parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement. If the Investigator is not the
Payee, then the Payee's obligation to
reimburse the Investigator, based on

V pripade zmien v adrese prijemcu platby je
prijemca platby povinny pisomne to oznamit’
zmluvnej vyskumnej organizacii. Zmluvné
strany sa dohodli na tom, Ze v pripade zmien
v adrese, pri ktorych sa nemeni prijemca
platby, danové identifikacné Cisla, ani
oslobodenie od dane, nie je potrebny
dodatok k zmluve.

Prijemca platby bude mat’ tridsat’ (90) dni od
poukazania konecnej platby na vyrieSenie
akychkol'vek nezrovnalosti v platbach pocas
klinického skusania.

Ak po dokonceni klinického skusSania alebo
akomkol'vek ukonceni tejto zmluvy celkova
suma, ktord uhradila zmluvnda vyskumna
organizacia, prekro¢i sumu, na ktord ma
prijemca platby narok podla tejto zmluvy,
prijemca platby vrati tento preplatok zmluvnej
vyskumnej organizacii do Styridsiatich piatich
(45) pracovnych dni od dorucenia pisomného

oznamenia o diznej sume zmluvnou
vyskumnou organizaciou.
Zmluvné strany sa dohodli na tom, Ze

povereny prijemca platby je opravneny
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Institutional internal guideline, which may
involve different payment amounts and
different payment intervals than the payments
made by CRO to the Payee. Investigator
acknowledges that if Investigator is not
the Payee, CRO will not pay Investigator
even if the Payee fails to reimburse
Investigator.

CRO will reimburse the Payee guarterly within
45 days of the acceptance criteria. The
screening visit will be reimbursed based on
procedures completed; CRO will not reimburse
for any procedures carried out after the
subject has failed screening. All other visits will
be reimbursed on a completed visit per subject
basis in accordance with the attached budget.
Ninety percent (90%) of each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement,
that may be payable under the terms of this
Agreement, will be made based upon prior
month enrollment data confirmed by
completed subject electronic Case Report
Forms (“eCRFs”) after data verification
supporting subject visitation, and/or upon
receipt of a Valid Invoice where required by
region. The balance of monies earned, up to
ten percent (10%), will be pro-rated upon
verification of actual subject visits, and will be
paid by CRO to the Payee upon final
acceptance by Sponsor of all eCRFs pages, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by CRO and/or
Sponsor, the return of all unused supplies to
CRO, and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

prijimat’ vSetky platby za sluzby poskytnuté na
zaklade tejto zmluvy. Ak skusajuci nie je
prijemcom platby, povinnost’ prijemcu platby
poukazovat’ Uhrady skusajucemu, na zaklade
internej smernice Institdcie, ktorda moze
zahfmat' iné sumy platieb a iné intervaly lehoty
splatnosti, nez je to v pripade platieb
poukazovanych zmluvnou vyskumnou
organizaciou prijemcovi platby. Skuasajuci
berie na vedomie, Zze ak skusajuci nie je
prijemcom platby, zmluvna vyskumna
organizacia nebude poukazovat’ platby
skisajucemu, a to ani v pripade, ak
prijemca platby skisajicemu nepoukaze
uhrady.

Zmluvna vyskumna organizacia  bude
poukazovat’ Uhrady prijemcovi platby
stvrtrocne do 45 dni od splnenia kritérii pre
akceptovanie. Skriningova navsteva bude
refundovand na zaklade dokoncenych
proceddr; zmluvna vyskumna organizacia
neuhradi Ziadne procedury vykonané po
neuspesnom skriningu Ucastnika. VSetky
ostatné navstevy budu refundované podla
absolvovanej navstevy Ucastnika v sulade s
prilozenym rozpoctom. Devatdesiat (90 %)
percent kazdej splatnej sumy, ktora moze byt
splatna na zaklade zmluvnych podmienok tejto
zmluvy, vratane akéhokol'vek nelspesného
skriningu, ktory moéze byt splatny podla
zmluvnych podmienok tejto zmluvy, bude

poukazanych na zaklade Udajov zo
zaradovania za predchadzajici mesiac
potvrdenych  vyplnenymi  elektronickymi

zaznamovymi formularmi Ucastnika klinického
skusania (dalej len ,formulare eCRF‘) po
overeni Udajov potvrdzujucich absolvovanie
navstev Ucastnikmi a/alebo po doruceni
platnej faktiry, ak sa to vyzaduje podla
regionu. Zostatok vynaloZenych financnych
prostriedkov do vysky desiatich percent (10
%) bude alikvotne prepocitany po overeni
skutocnych navstev Gcastnikov a zmluvna
vyskumna organizacia ho poukaze prijemcovi

Takeda Clinical Trial Agreement (Slovak Republic) CRO Inst (Inv) v.13May2020
MLN0002-3024
MUDir. Iveta Cierna, PhAD/NUDCH_ Approved for signature PP/04May2022
Page 37 of 48

Zmluva o klinickom skusani Takeda (Slovenska republika) Zmluvna vyskumna organizacia Inst. (skas.) v. 13. maja
2020
MLN0002-3024
MUDr. Iveta Cierna, PAD/NUDCH_Approved for signature PP/04May2022
Strana 37 z 48




platby po kone¢nom prijati zo strany
zadavatela vsetkych stran formularov eCRF,
po vydani vsSetkych objasneni Udajov, po
prijati a schvaleni vsetkych nevyrieSenych
regulatnych  dokumentov na  zaklade
poziadavky zmluvnej vyskumnej organizacie
a/alebo zadavatela, po odovzdani vsSetkych
nepouzitych potrieb zmluvnej vyskumnej
organizacii a po splneni vsetkych ostatnych
prislusnych podmienok ustanovenych v tejto
zmluve.

Pass-Through Payments: Payee will be
reimbursed for approved Study-related pass-
through expenses upon CRO's receipt of an

original complete invoice which includes
Protocol number, Investigator, invoice
number, invoice date, and appropriate

supporting documentation (“Valid Invoice”)
from Payee.

Invoices must be submitted to PPD for
reimbursement at the following address:

PPD Investigator Services LLC,

929 North Front Street,

Wilmington, NC 28401, USA

Email: InvestigatorPayments@ppdi.com

Payee shall submit all final Valid Invoices no
later than thirty (60) days after data
verification and lock.

Screen Failures: Payee will be compensated
for one Screen Failure (as defined below) for
every [ three] subject that is randomized.
Payee will be reimbursed 1252,00 Euro per
Screen Failure based on the ratio above.

For purposes of this Agreement, a Screen
Failure shall mean a subject who (i)
completes the Screening Visit procedures
outlined in the Protocol (including, without

Platby na refundaciu: Prijemcovi platby
budd uhradené schvalené vydavky suvisiace s
klinickym skdsanim urcené na refundaciu po
tom, Co prijemca platby doruéi zmluvnej
vyskumnej organizacii original Uplnej faktury,
v ktorej bude uvedené Cislo protokolu,
skusajuci, Cislo faktury, datum faktiry spolu s
prislusnou podkladovou dokumentaciou (d'alej
len ,platna faktara").

Faktary musia byt predlozené na Uhradu
spolo¢nosti PPD na tuto adresu:

PPD Investigator Services LLC,

929 North Front Street,

Wilmington, NC 28401, USA

Email: InvestigatorPayments@ppdi.com

Prijemca platby predlozi vSetky konecné
platné faktury najneskor do tridsiatich (60) dni
od datumu overenia a uzamknutia Udajov.

Neuspesné skriningy: Prijemcovi platby bude
poskytnutd kompenzacia za jeden nelspesSny
skrining (ako je definované nizsie) za
kazdého randomizovaného Ucastnika.
Prijemcovi platby bude uhradena suma
1252,00 Euro za neuspesny skrining na
zaklade vyssie uvedeného pomeru.

Na Ucely tejto zmluvy bude nelspesny
skrining znamenat’ Ucastnika, ktory (i)
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limitation, the informed consent process) and
(ii) does not enter the run-in period or is not
randomized. To be eligible for reimbursement
of Screening Visit, completed screening eCRF
pages must be confirmed by CRO and any
additional information, which may be
requested by CRO must be submitted to
appropriately document the subject screening
procedures.

absolvuje procedury skriningovej navstevy
uvedené v protokole (vratane najma procesu
ziskavania informovaného suhlasu) a (ii)
nevstupi do Uvodného obdobia ,run-in* alebo
nebude randomizovany. Na vznik naroku na
Uhradu skriningovej navstevy musi zmluvna
vyskumna organizacia potvrdit’ vyplnené
stranky formularu eCRF tykajlce sa skriningu
a musia byt’ predlozené vsetky d'alSie
informacie, ktoré moze zmluvna vyskumna
organizacia pozadovat/, na nalezité
zdokumentovanie skriningovych procedur u
Ucastnika.

Discontinued or Early Termination
Payments: Reimbursement for discontinued
or early termination subjects will be prorated
based on the number of confirmed completed
procedures/visits.

Platby pri preruseni liecby alebo pri
predcasnom ukonceni: Uhrada za
Ucastnikov s prerusenim lieCby alebo
pred¢asnym ukoncenim Ucasti bude alikvotne
prepocitana na zaklade poctu potvrdenych
absolvovanych procedur/navstev.

Study Start-up: A one-time payment, in the
amount of for Study Start-up activities will be
made upon execution of the Agreement and
upon receipt by CRO of Invoice from
Institution.

Pharmacy Set-Up Fee: A one-time
Pharmacy Set-Up payment will be made upon
receipt by CRO of an original Valid Invoice

Spustenie klinického skdsania:
Jednorazova platba za ivodné ¢innosti v ramci
klinického skdsania bude poukazana po
uzavreti zmluvy a po tom, Co institlcia predlozi

zmluvnej vyskumnej organizacii  original
faktiry
Prispevok na zriadenie lekarne:

Jednorazova platba na zriadenie lekarne bude
poukadzana po doruceni zmluvnej vyskumnej
organizacii originalu platnej faktury.

Institutional Review Boards ("IRBs") or
Independent Ethics Committees
(“"IECs") Fees: “"IRB/IEC Fees"” are defined as
the costs charged by the Institution’s IRB/IEC
for the initial and continued review of the
applicable Study materials. Such IRB/IEC can
be “Local” or “Central”.

Poplatky nezavislej etickej komisii
(d’alej len ,NEK") alebo etickej komisii
(d'alej len ,EK"): ,Poplatky NEK/EK" su
definované ako vydavky, ktoré si uctuje
NEK/EK institicie na Gvodni a priebeznu
reviziu prislusnych materidlov ku klinickému
skusaniu. Takato NEK/EK moze byt’ ,miestna®
alebo ,centralna".

Unscheduled Visits:

Neplanované navstevy:
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For purposes of this Agreement, an
“Unscheduled Visit” means a Subject visit
which is not expressly set forth in the schedule
of Study procedures of the Protocol, but that
(i) may be required for the Study as directed
by the Investigator, or (ii) may be related to
an adverse event experienced during the
Study or otherwise required for the Study as
directed by the Investigator, for the health and
welfare of a Study subject. Standard of care
patient visits or procedures that are not
required by the Protocol do not constitute
Unscheduled Visits for purposes of this
Agreement.

Unscheduled Visits will be reimbursed on a per
procedure basis in accordance with the rates
set forth in Schedule A following review and

approval of any information and/or
documentation  required by  Sponsor.
Investigator will endeavor to provide

reasonable advance notice to Sponsor or its
designee and whenever possible, seek
Sponsor’s prior approval before the procedure
is performed. In the event that reimbursement
rates for medically necessary procedures are
not included in Schedule A, the amount of
reimbursement for those procedures will be
reviewed in good faith by Sponsor prior to
Sponsor’s approval or disapproval of the
expenditures, which shall not unreasonably be
withheld or delayed.

To be eligible for payment an itemized original
Valid Invoice must be received by CRO, which
should reference the date of the Unscheduled
Visit and subject number. Reimbursement will
be subject to verification by Sponsor or
designee.

Na Ucely tejto zmluvy ,,neplanovana navsteva"
znamena navstevu Ucastnika, ktord nie je
vyslovne uvedena v harmonograme procedur
v ramci klinického skusania podla protokolu,
ale ktora (i) sa moze vyzadovat' v klinickom
skusani podl'a pokynov skisajuceho, alebo (ii)
moZze suvisiet’ s neziaducou udalostou, ktora
sa vyskytla pocas klinického skusania, alebo sa
inak vyzaduje v Kklinickom skdsani podla
pokynov skusajuceho vzhl'adom na zdravotny
stav Ucastnika klinického skusania. Navstevy
alebo proceddry pacientov v ramci
Standardnej starostlivosti, ktoré sa nevyzaduju
podla protokolu, nepredstavuju na Ucely tejto
zmluvy neplanované navstevy.

Neplanované navstevy budu uhradené podla
jednotlivych proceddr v sulade so sadzbami
ustanovenymi v Listine A po kontrole a
schvaleni akychkol'vek informacii a/alebo
dokumentacie vyzadovanych zadavatelom.
Skdsajuci to podla moznosti v primeranej
lehote vopred oznami zadavatel'ovi alebo nim
poverenej osobe a vzdy, ked' to bude mozné,
najprv poziada zadavatela o schvalenie
procedury pred jej vykonanim. V pripade, ze
sadzby za vydavky na lekarsky nevyhnutné
proceddry nebudld uvedené v Listine A,
zadavatel v dobrej viere preveri vysku Uhrady
za tieto procedury skor, ako schvali alebo
zamietne tieto vydavky, priCom ich Uhradu
bezd6vodne nepozastavi ani neoneskori.

Aby vznikol narok na Uhradu, musi byt
zmluvnej vyskumnej organizacii doruceny
original  platnej faktiry s  podrobne
rozpisanymi polozkami, v ktorej musi byt
uvedeny datum neplanovanej navstevy a Cislo
Ucastnika. Refundaciu musi najprv overit
zadavatel’ alebo poverena osoba.

Final Payment: The final payment to
include the ten percent (10%) withholding
will be payable upon completion of the close-
out visit and upon receipt of the following: (i)

Konecna platba: Konecna platba, ktora
bude zahfnat’ pozastavenych desat’ percent
(10 %), bude splatna po dokonceni
zaverecnej navstevy a po doruceni
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all Study documentation, (ii) the
accountability of any unused Study Drug, (iii)
all completed and correct eCRFs/queries and
(iv) resolution of any clarification requests
made by CRO or Sponsor regarding Study
data or records.

nasledovného: (i) vSetkej dokumentacia
klinického skusania, (ii) zdokumentovania
akéhokol'vek nepouzitého skisaného
produktu, (iii) vSetkych vyplnenych a
spravnych formularov eCRF/pripomienok a
(iv) vyrieSenia akychkol'vek objasneni
tykajlcich sa udajov alebo zaznamov z
klinického skusania pozadovanych zmluvnou
vyskumnou organizaciou alebo zadavatelom.

Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and
Investigator name and site number.

Any expense or cost incurred by Payee in

Upozoriujeme, ze faktiry nebudi
vybavené, ak v nich nebude uvedené
meno zadavatela, Cislo protokolu, meno
skisajuceho a Cislo pracoviska.

VSetky vydavky alebo naklady, ktoré vynalozil

prijemca platby pri plneni tejto zmluvy a ktoré
nie su vyslovne urCené na refundaciu
zmluvnou vyskumnou organizaciou alebo
zadavatel'om na zaklade tejto zmluvy (vratane
jej Listiny A a Listiny A-1), uhradi prijemca
platby.

performing this Agreement that is not
specifically designated as reimbursable by
CRO or Sponsor under the Agreement
(including this Schedule A and Schedule A-1)
is Payee’s sole responsibility.

No Other Additional Funding Requests
Will be Considered Nebudu sa zohl'adiovat’ Ziadne d'alSie

Ziadosti o financné prostriedky.
These amounts include all applicable taxes
and overhead, unless otherwise stated. Pokial' nie je uvedené inak, tieto sumy
zahfhaju vsetky prislusné dane a rezijné
All payments for this Study in accordance naklady.
with the attached Budget will be paid by
Sponsor, through CRO. VSetky platby za toto klinické skusSanie v
sulade s prilozenym rozpo¢tom bude
poukazovat’  zadavatel  prostrednictvom

zmluvnej vyskumnej organizacie.

Listina A-1 k zmluve o klinickom

skasani, ktorej zadavatel'om je
spolocnost’ Takeda

Schedule A-1 to the Takeda Sponsored
Clinical Trial Agreement
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\ The Budget is as follows:

Rozpocet je nasledovny:

Total
Visit in
Euro
Screening visit Ly 1)
+28to -1 1252
Day 1 653
Induction Period Whi2 32/
Wké 327
Wk10 416
Wk14 1506
Wk22 677
Wk30 677
Maintenance Period | Wk38 677
Wk46 627
Wk 54/EQS/ET Visit 1286
Follow Up Safety Visit and LTFU 379
Invoiceable Procedures Unit Cost
Serum Pregnancy Test € 33,00
Urine pregnancy test € 20,00
Simple Telephone Consult/Visit €17,00
Endoscopy: Flexible sigmoidoscopy (includes general anesthesia, recovery
" . €377,00
room and additional supplies)
Caregiver Daily Reimbursement € 23,00
TB Screening (QuantiFERON) € 20,00
TB Skin Test € 8,00
Unscheduled Visit € 275,00
Informed Consent due to age change €21,00
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Total
ite F
Site Fees Cost
Site Start U <
: 1000,00
Pharmacy Fees € 500,00
Lab Start Up € 348,00
Archiving €512,00
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Schedule B

Listina B

DATA PROTECTION SCHEDULE

OCHRANA OSOBNYCH UDAJOV

1. DEFINITIONS

a. The terms “Controller”, “Data Subject”,
“‘Personal Data”, “Processor”, and
“Processing” shall have the same meaning
as in the applicable Data Protection Law.
For avoidance of doubt, applicable Data
Protection Law means all Applicable Laws
in relation to data protection, privacy,
interception and monitoring of
communications, or requirements relating
to the Processing of Personal data,
including but not limited to the General
Data Protection Regulation EU 2016/679.

2. IDENTIFICATION OF THE PARTIES

a. The Institution acts as a Processor for the
Sponsor who acts as a Controller when
the Institution processes coded Personal
Data on behalf of the Sponsor under this
Agreement and in accordance with the trial
Protocol.

b. The Institution is an independent
Controller of Personal Data of patients
participating in the Trial for purposes other
than those listed in Clause 2.a., e.g. the
provision of medical care.

3. PROCESSING OF PERSONAL DATA

1.

a.

2,

a.

DEFINICIE
Pojmy  ,prevadzkovatel®, ydotknuta
osoba®, ,osobné udaje”,
.Sprostredkovatel* a ,spracovavanie® maju

rovnaky vyznam ako v prisluSnom zakone
0 ochrane osobnych udajov. Aby sa
prediSlo pochybnostiam, prislusny zakon
0 ochrane osobnych udajov znamena
vSetky prislusné zakony tykajuce sa
ochrany osobnych udajov, sukromia,
zachytenia a monitorovania komunikacie
alebo poZiadaviek  tykajucich sa
spracovavania osobnych uUdajov vratane
najma vSeobecného nariadenia o ochrane
udajov EU 2016/679.

IDENTIFIKACIA ZMLUVNYCH STRAN

InStitucia kona ako sprostredkovatel pre
zadavatela, ktory kona ako
prevadzkovatel, ked institlcia spracovava
kdédované osobné udaje v mene
zadavatela podfa tejto zmluvy a v sulade
s protokolom skusania.

Institucia je nezavislym prevadzkovatelom
osobnych udajov pacientov
zucastnujucich sa skusania na iné ucely,
ako su ucely uvedené v klauzule 2.a.,
napr. poskytovanie lekarskej starostlivosti.

a. The Processor shall process Personal 3. SPRACOVAVANIE OSOBNYCH
Data only for the purposes of fulfilling UDAJOV
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an obligation under the Agreement.
The Processor may not process or use
coded Personal Data for any purpose
other than as required by the
Agreement and consistent with the
Protocol and instructions provided by
the Sponsor.

4. CROSS-BORDER TRANSFERS

a. The Processor shall not transfer
Personal Data outside the country of
origin unless required to do so
pursuant to the Sponsor’s instructions
or as required by Applicable Law,
provided that the Processor complies
with applicable Data Protection Law
relevant to that transfer.

5. SECURITY

a. The Processor shall implement
appropriate technical and
organizational measures in

compliance with the applicable Data
Protection Law.

6. DATA SUBJECT RIGHTS

a.

The Processor shall respond to requests
from Data Subjects exercising their rights
pursuant to Applicable Law.

In the event the Controller receives such a
request from a Data Subject, the
Controller shall forward the request to the
Processor. The Processor shall respond to
such requests in accordance with
Applicable Law and the Agreement. The
Processor acknowledges that in order to
maintain the integrity of the Study results,
the ability to modify, correct, delete or
otherwise alter the Personal Data may be
limited, as permitted by Applicable Law.

a. Sprostredkovatel

b.

bude  spracovavat
osobné udaje iba na uc€ely splnenia
zavazkov vyplyvajucich z tejto zmluvy.
Sprostredkovatel méze  spracovavat
alebo pouzivat kdédované osobné udaje
iba na ucel vyzadovany touto zmluvou a v

sulade s protokolom a pokynmi
poskytnutymi zadavatelom.
CEZHRANICNE PRENOSY
Sprostredkovatel  nebude prenasat

osobné udaje mimo krajiny povodu, pokial
sa to nevyZaduje na zaklade pokynov
zadavatela alebo prislusného zakona,
pricom sprostredkovatel bude dodrzZiavat
prislusny zakon o ochrane osobnych
udajov tykajuci sa tohto prenosu.

BEZPECNOST

Sprostredkovatel  zavedie  prislusné
technické a organizaéné opatrenia v
sulade s prislusnym zakonom o ochrane
osobnych udajov.

PRAVA DOTKNUTEJ OSOBY
Sprostredkovatel bude odpovedat na
poziadavky dotknutych os6b, ktoré si
uplatiiujud svoje prava v sulade s
prislusSnym zakonom.

V pripade, ak prevadzkovatel dostane
takuto poziadavku od dotknutej osoby,
prevadzkovatel ju postupi
sprostredkovatelovi. Sprostredkovatefl
bude odpovedat’ na takéto poziadavky v
sulade s prislusnym zakonom a zmluvou.
Sprostredkovatel berie na vedomie, Ze s
cielom zachovat integritu vysledkov z
klinického skuSania méze byt moznost
upravit, opravit, vymazat alebo inak
pozmenit osobné udaje obmedzena, ako
to povoluje prislusny zakon.
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7. AUDIT RIGHTS

a. The Controller or any agent,
representative, or third party working
on the Controller's behalf, shall have
the right to audit the Processor during
its normal business hours and on
reasonable notice in order to monitor
compliance with the terms of this
Agreement. The Processor shall fully
cooperate with any such audit. In the
event that any such audit reveals
material gaps or weaknesses in
Processor's security program, the
Controller shall be entitled to terminate
the Agreement. The Processor shall
cooperate with any relevant
government authorities. The
Processor shall promptly notify the
Controller of any inspection or audit by
a government authority concerning
compliance with Applicable Law to the
extent related to the services provided
under this Agreement.

8. DATA PROTECTION ASSISTANCE

a. The Processor must without undue delay,

and in any event within forty-eight (48)
hours, notify the Controller in writing
about:

i. any request for disclosure of Personal

Data processed under the Agreement by
government authorities, unless expressly
prohibited under Applicable Law.

.any finding of a breach of security that

results in accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure of, or access to, Personal Data
transmitted, stored or otherwise
processed by the Processor under the
Agreement (“Data Breach”). Such a
notification from the Processor to the

7.

8.

. 0 kazdej poziadavke Statnych organov

.0 kazdom zisteni porusenia

PRAVA NA AUDIT

a. Prevadzkovatel alebo  akykolvek
poverenec, zastupca alebo ftretia
strana, ktora pracuie v mene
prevadzkovatela, maju pravo vykonat
audit u sprostredkovatela pocas jeho
beznej pracovnej doby a na zaklade
primeraného oznamenia s ciefom
monitorovat dodrZiavanie zmluvnych
podmienok tejto zmluvy.
Sprostredkovatel bude plne sucinny
pri takomto audite. V pripade, ak

takyto audit odhali zavazne
nedostatky alebo slabiny v
bezpednostnom programe

sprostredkovatela, prevadzkovatel je
opravneny vypovedat zmluvu.
Sprostredkovatel bude spolupracovat
so vsetkymi relevantnymi Statnymi
organmi.  Sprostredkovatel  bude
bezodkladne informovat
prevadzkovatela o kazdej inSpekcii
alebo audite zo strany $tatneho
organu, ktory sa tyka dodrzZiavania
prislusného zakona v rozsahu, v akom
sa vztahuje na sluzby poskytované na
zaklade tejto zmluvy.

POMOC PRI OCHRANE OSOBNYCH
UDAJOV

Sprostredkovatel musi bez zbytoéného
omesSkania a vzdy najneskér do
Styridsiatich 6smich (48) hodin pisomne
informovat’ prevadzkovatela:

poskytnut osobné udaje spracovavané
podfa tejto zmluvy, pokial to nie je
vyslovne zakazané prisluSnym zakonom.

zabezpeclenia, ktoré ma za nasledok
nahodné alebo nezakonné znidenie,
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Controller shall be in accordance with the
applicable Data Protection Law.

b. The Processor must reasonably assist
the Controller in meeting any other
obligations under Applicable Law
where the assistance of the Processor
is necessary for the Controller to
comply with its obligations. This
includes, but is not limited to, any
request to provide the Controller with
all necessary information about an
Data Breach under Clause 8.a.ii., all
necessary information for an impact
assessment in accordance with
applicable Data Protection Law,
providing notice to Data Subjects
affected by a Data Breach, and any
information necessary to show that it is
in compliance with this Agreement.

9. SUBPROCESSORS

The Processor may only subcontract
any or all of its processing obligations
under the Agreement in accordance
with the applicable Data Protection
Law and subject to the execution of a
written agreement with substantially
similar obligations as set forth in this
Agreement.

10. CONFIDENTIALTY

a. This Section 10 is without prejudice to the
confidentiality and other obligations in
Section 6 of the Agreement.

b. The Processor shall limit access to
Personal Data to all employees and other
persons it involves in the conduct of the

stratu, zmenu, neopravnené poskytnutie
alebo spristupnenie osobnych udajov
prenasanych, uchovavanych alebo inak
spracovavanych sprostredkovatelom
podla tejto zmluvy (dalej len ,porusenie
ochrany udajov®). Takéto oznamenie
sprostredkovatela prevadzkovatelovi
musi byt v sulade s prisluSnym zakonom
o ochrane osobnych udajov.

b. Sprostredkovatel musi
prevadzkovatelovi primerane
pomahat pri plneni vSetkych ostatnych
zavazkov vyplyvajucich z prislusného
zakona, kedy je pomoc
prevadzkovatela nevyhnutnd na to,
aby si prevadzkovatel splnil svoje
zavazky. To zahffia najma akukolvek
Ziadost o poskytnutie vSetkych
potrebnych udajov o poruseni ochrany
udajov  prevadzkovatelovi  podla
klauzuly 8.a.ii., v8etkych potrebnych
udajov na posudenie dopadu v sulade
s prislusnym zakonom o ochrane
osobnych udajov, oznamenia
dotknutym osobam, ktorych sa
poruSenie ochrany udajov tyka, a
vSetkych nevyhnutnych udajov na
preukazanie kompliancie s touto
zmluvou.

9. POMOCNi SPROSTEDKOVATELIA

Sprostredkovatel mbze  zmluvne
postupit ktorykofvek alebo vSetky
svoje zavazky tykajuce sa
spracovavania udajov podfa tejto
zmluvy iba v sulade s prislusnym
zakonom o ochrane osobnych udajov
a na zaklade uzavretia pisomnej
zmluvy s podstatne podobnymi
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Study for whom access to Personal Data zavazkami, ako su zavazky
is necessary to fulfii the Processor's ustanovené v tejto zmluve.
obligations. The Processor shall ensure
that persons authorised to process the
Personal Data have committed
themselves to confidentiality or are under
an appropriate statutory obligation of
confidentiality.

10. DOVERNOST UDAJOV

a. Tymto clankom 10 nie je dotknuta
dbévernost Udajov ani iné zavazky
ustanovené v ¢lanku 6 tejto zmluvy.

11. PERSONAL DATA OF STUDY STAFF b. Sprostredkovatel obmedzi pristup k
osobnym udajom na vSetkych
zamestnancov a iné osoby, ktorych zapoji
do vykonavania klinického skuSania, pre
ktorych je pristup k osobnym udajom
nevyhnutny na  plnenie  zavazkov
sprostredkovatela. Sprostredkovatefl
zabezpedi, Zze osoby opravnené
spracovavat osobné udaje sa zaviazu
zachovavat dévernost alebo budu
viazané prislusnou zakonnou povinnostou
zachovavat dovernost.

a. Prior to and during the course of the
Study, the Sponsor may request the
collection of Personal Data of the
Institution’s Investigator and Study
Staff (including principal investigator,
sub-investigators, other Institution staff
or personnel involved in the conduct of
the Study). Institution agrees to assist
Sponsor with obtaining any consents,
or providing any notice, as may be
necessary in accordance  with
Applicable Law.

11.  OSOBNE ~ UDAJE
SKUSAJUCEHO PERSONALU

a. Pred Kklinickym skusanim a pocas
klinického skusSania mdze zadavatefl
poziadat o ziskavanie osobnych
Uudajov skudajuceho v intitucii a
personalu klinického skuSania
(vratane zodpovedného skusajuceho,
spoluskusdajucich, iného skusajuceho
personalu alebo personalu
zapojeného do vykonavania klinického
skusania). In&titucia sa zavazuje
pomahat zadavatelovi pri ziskavani
akéhokolvek suhlasu alebo
poskytovani oznameni, nakolko sa to
mdbze vyZadovat v sulade s prisluSnym
zakonom.
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