Takeda Sponsored Clinical Trial Agreement

XXX

Takeda Center Americas, Inc. Clinical
Protocol No. XXX

THIS SPONSORED CLINICAL TRIAL
AGREEMENT (the “Agreement”) entered
iNtO ON ..o , and effective on the
day following the day of its publication in the
Central Register of Contracts of the Slovak
Republic (the “Effective Date”) as set out in
Section 25 below, by and between ICON
Clinical Research Limited, a clinical research
organization having a place of business at
South County Business Park, Dublin 18,
Ireland (“"CRO") and FAKULTNA
NEMOCNICA S POLIKLINIKOU F.D.
ROOSEVELTA BANSKA BYSTRICA, having
a place of business at Namestie L. Svobodu 1,
975 17 Banska Bystrica, Slovak Republic
(“Institution”).  For  purposes of this
Agreement, each of CRO and Institution may
be referred to as a “Party” and together as the
“Parties.”

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 XXX" (the “Study Drug”);

WHEREAS, Sponsor has designated or
may  designate CRO  and/or  other
organization(s) (collectively, "Designee(s)”) in
the performance of services for Sponsor, and
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Zmluva o klinickom skusani, ktorého
zadavatelom je spoloc¢nost Takeda

XXX

Takeda Center Americas, Inc.
Klinicky protokol ¢. XXX

TATO ZMLUVA O ZADANOM
KLINICKOM SKUSANI (dalej len ,zmluva")
uzatvorend  dia e, , S
uc¢innostou driom nasledujucim po dni jej
zverejnenia v Centralnom registri zmldv SR
(dalej len ,datum nadobudnutia Ucinnosti®)
ako je uvedené v Casti 25 nizsie, medzi ICON
Clinical Research Limited, organizaciou
klinického vyskumu, so sidlom na adrese
South County Business Park, Dublin 18, irsko
(dalej len ,,CRO") a FAKULTNA NEMOCNICA
S POLIKLINIKOU F.D. ROOSEVELTA
BANSKA BYSTRICA so sidlom na adrese
Ndmestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovenska republika (dalej len
»zdravotnicke zariadenie™). Na Ucely tejto
zmluvy sa CRO a zdravotnicke zariadenie
mozu uvadzat jednotlivo ako ,zmluvna
strana" a spolo¢ne ako ,zmluvné strany".

ODOVODNENIA:

KEDZE Takeda Development Center
Americas, Inc. (dalej len ,zadavatel™) ma
zaujem o sluzby pracoviska pri vykone
klinického  skusania  skusaného  lieku
zadavatela identifikovaného ako XXX ° (dale]
len ,skdsany liek™);

KEDZE zadavatel ur¢il alebo méze urcit
CRO a/alebo inu organizaciu (spolocne dalej
len ,poverena[-é] osoba[-y]") na vykonavanie
sluzieb pre zadavatela a pracovisko umozni
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the Site shall permit such Designee(s) to
perform any or all of Sponsor's obligations
under this Agreement;

WHEREAS, MUDR. JOZEF BALAZ,
employee of the Institution Fakultna
nemocnica s poliklinikou F.D. Roosevelta
Banska Bystrica, Il. Interna klinika SZU Name
of study site: Fakultnd nemocnica s
poliklinikou F.D. Roosevelta Banska Bystrica,
Gastroenterologicka ambulancia, Namestie L.
Svobodu 1, 97517 Banska Bystrica (the
“Investigator” and together with the
Institution, the “Site”) 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);

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;

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:

1. Study Protocol.

A. The Site will conduct the study
entitled "XXX" (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

-Page 2 of 62-
Takeda Clinical Trial Agreement (Slovakia) CRO Inst v.1June2021
Protocol Number: XXX
P1 Name/Institution Name:Dr. Balaz, FNsP FD Roosevelta, Banskd
Bystrica

takejto(-ymto) poverenej(-ym) osobe(-am)
vykonavat niektoré alebo vsetky povinnosti
zadavatela podla tejto zmluvy;

KEDZE MUDR. JOZEF BALAZ,
zamestnanec zdravotnickeho zariadenia
Fakultnd nemocnica s poliklinikou F.D.

Roosevelta Banska Bystrica, Il. Interna klinika
SZU, , nazov pracoviska skusania : Fakultna
nemocnica s poliklinikou F.D. Roosevelta
Banska  Bystrica, Gastroenterologicka
ambulancia, Namestie L. Svobodu 1, 975 17
Banska Bystrica (dalej len ,skusajuci* a spolu
so zdravotnickym zariadenim ,pracovisko") je
zamestnancom zdravotnickeho zariadenia,
ktory ma skusenosti s vykonavanim klinickych
vyskumnych skusani s [udmi a ktory bude
posobit ako hlavny skusajuci skusania
(definované nizsie);

KEDZE pracovisko preskumalo dostatok
informacii o protokole (definovanom nizsie),
aby mohlo posudit svoj zaujem o uUcast na
skusani, a kedZe pracovisko je vybavené na
vykonanie skuUsania a ma zaujem skusanie
vykonavat za podmienok stanovenych v tejto
zmluve;

NA ZAKLADE TOHO a vzhladom na
vzajomné dohody v tejto zmluve zmluvné
strany s Umyslom pravne sa zaviazat uzavreli
tuto zmluvu a konkrétne sa dohodli takto:

1. Protokol skusania.

A. Pracovisko vykona v
zdravotnickom zariadeni klinické skusanie
snazvom ,XXX" (dalej len ,skiUsanie™) v
sulade s protokolom, ktory je do tejto zmluvy
zacleneny prostrednictvom odkazu (dalej len
~protokol"). V protokole sa stanovuju ¢innosti
klinického vyskumu a povinnosti, ktoré maju
zmluvné strany vykonavat. CRO ma na pokyn
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amend and/or supplement the Protocol from
time to time 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. Institution understands that 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 alternate procedures
followed. Except as provided for in the
previous sentence, Institution understands
that the Investigator shall not amend or
deviate from the Protocol without the prior
written approval of Sponsor.

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, all
conditions imposed by the State Institute for
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zadavatela pravo z ¢asu na ¢as zmenit a/alebo
doplnit protokol na zdaklade pisomného
oznamenia skusajucemu a/alebo
zdravotnickemu zariadeniu. Ak je ktorékolvek
ustanovenie tejto zmluvy tykajuce sa
lekarskeho alebo vedeckého vykonavania

skiSania v rozpore s  ktorymkolvek
ustanovenim  protokolu, rozhodujici je
protokol. Vo vSetkych ostatnych

zalezitostiach ju rozhodujuca tato zmluva.

B. Zdravotnicke zariadenie berie
na vedomie, ze ak skusajuci podla svojho
najlepSieho lekarskeho Usudku zisti, ze na
odstranenie  zjavného  bezprostredného
ohrozenia  zdravia alebo  bezpecnosti
ktoréhokolvek Ucastnika skusania je potrebné
odchylit sa od protokolu, méze sa od neho
odchylit; skusajuci vSak bezodkladne pisomne
oznami zadavatelovi skutocnosti, ktoré viedli
k potrebe odchylky, a pouzité alternativne
postupy. S vynimkou pripadu uvedeného
v predchadzajuce;j vete zdravotnicke
zariadenie berie na vedomie, ze skuSajuci
nesmie zmenit protokol ani sa od neho
odchylit bez predchadzajuceho pisomného
schvalenia zo strany zadavatela.

2. Vykonavanie skusania.

A. Zmluvné strany vykonaju a
zabezpelia, aby ich zamestnanci a
zastupcovia vykonali skusanie v sulade so (i)
vSetkymi vseobecne uznavanymi odbornymi
normami, (i) usmerneniami pre spravnu
klinickd  prax,  (iii)  harmonizovanymi
trojstrannymi usmerneniami ICH pre spravnu
klinicky prax (dalej len ,usmernenia ICH") (iv)
vietkymi federalnymi, narodnymi, Statnymi,
miestnymi alebo inymi zakonmi, pravidlami,
predpismi, politikami, usmerneniami,
smernicami a vladnymi poziadavkami, okrem
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Drug Control (the "SIDC”) and ethics
committee ("EC”) that may be applicable to
the Parties, Study Personnel (defined below),
and/or the Study (collectively, “Applicable
Law").

B. Institution 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 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 all information
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iného vratane vsetkych podmienok ulozenych
Statnym Ustavom pre kontrolu lie¢iv (dalej len
LSUKL") a etickou komisiou (dalej len ,EK™),
ktoré sa mozu vztahovat na zmluvné strany,
personal skusania (definovany nizsie) a/alebo
skusanie (spolocne dalej len ,platné pravne
predpisy").

B. Zdravotnicke zariadenie moze
na vykonavanie sluzieb suvisiacich so
skusanim podla tejto zmluvy vyuzivat
spoluskusajucich, inych  zamestnancov

zdravotnickeho zariadenia a dodavatelov
(spolu so skusajucim dalej len ,personal
skusania"“). Zdravotnicke zariadenie zaisti, ze:

i. Vsetok personal
skusania si plni svoje povinnosti v
ramci skusania a svoje zavazky
vyplyvajuce z tejto zmluvy vratane
dodrziavania protokolu a pokynov
skusajuceho;

i Vsetok personal
skusania ma potrebné licencie a
certifikaty, ktoré sa mézu vyzadovat
na vykonavanie ich povinnosti v ramci
skusania;

iii. Vsetci ¢lenovia
personalu skusania, ktori nie su
zamestnancami zdravotnickeho

zariadenia, musia dodrziavat rovnaké
podmienky, ktoré sU zavdzné pre
skusajuceho podla tejto zmluvy.

C. Bez obmedzenia vyssie
uvedeného zdravotnicke zariadenie dale;
suhlasi s tym, Ze pri vykondvani skusania
zdravotnicke zariadenie a jeho zamestnanci a
zastupcovia:

i. poskytnu kazdému
potencialnemu Ucastnikovi skusania
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required to be provided by Applicable
Law, including 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 (including subject
authorization permitting the transfer
of health and other personal
information pursuant to Applicable
Law) that has received prior approval
from the SIDC, EC and Sponsor and
that is consistent with the Protocol
and this Agreement;

ii. upon the request of
CRO, submit to CRO the Investigator’s
written opinion on the ethics of the
Study before commencing the Study;

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;

iv. maintain and prepare
records relating to the Study and
subjects participating in the Study as
specified in the Protocol;

V. complete all subject
case report forms ("CRFs") using the
form(s) provided by or on behalf of
Sponsor, as well as any other
documents required by the Protocol
and Applicable Law, whether recorded
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vsetky informacie, ktorych
poskytnutie sa  vyZzaduje podla
platnych pravnych predpisov, vratane
Ustnych a pisomnych informacii o
rizikach, prinosoch a poziadavkach
spojenych s UcCastou na skusani, a
vopred ziskaju od kazdého uUcastnika
skusania podpisany a datovany
pisomny formular informovaného
sUhlasu (vratane povolenia Ucastnika
skusania na prenos zdravotnych a
inych osobnych udajov podla platnych
pravnych predpisov), ktory bol vopred
schvaleny SUKL, EK a zadavatelom a
ktory je v sulade s protokolom a touto
zmluvou;

i na Ziadost CRO
predlozia CRO pisomné stanovisko
skusajuceho k etickosti skusania pred
jeho zadatim;

iii. budu vyzadovat, aby sa
ziadny Ucastnik skdsania nemohol
subezne  zUcastiovat na inom
klinickom skusani, v ktorom sa podava
skusany liek. Ak sa zdravotnicke
zariadenie alebo skusajuci dozvedia o
takejto subeznej Ucasti na klinickom
skusani, bezodkladne to oznamia
zadavatelovi;

iv. budu viest a pripravovat
zaznamy tykajuce sa skusania a
ucastnikov skusania, ako je uvedené v
protokole;

V. vyplnia vSetky spravy o
ucastnikoch klinického skusania (dalej
len ,CRF") s pouzitim formulara(-ov)
poskytnutého(-ych) zadavatelom
alebo v jeho mene, ako aj vsetky
ostatné  dokumenty  pozadované
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on paper or in digital format, within
the time periods set out in Protocol
and Applicable Law, 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
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protokolom a platnymi pravnymi
predpismi, ¢i uz zaznamenané v
tlacenej alebo digitalnej podobe, v
lehotach stanovenych protokolom a
platnymi pravnymi predpismi,
skontroluju CRF, aby zabezpedili ich
presnost a  Uplnost,  pomdzu
zastupcom a monitorom klinického
skusania od zadavatela pri okamzitom
rieSeni akychkolvek nezrovnalosti
alebo chyb v CRF a za predpokladu
zachovania ochrany osobnych Udajov
ucastnikov poskytnU sucinnost pri
vykonavani  auditov ~ povodnych
zaznamov Ucastnikov, laboratornych
sprav alebo inych zdrojov
nespracovanych Udajov na Ucely
overenia Udajov zaznamenanych v
CRF;

vi. zabezpecia, aby vsetky
Udaje vratane podpisov, ktoré sa
poskytnU zadavatelovi, spifiali zasady
ALCOA+ (priraditené, uplné,
Citatelné, povodné, presné, aktualne,
trvalé, lahko vyhladatelné), a dalej
potvrdia, Ze sU zavedené vhodné
kontroly na zmiernenie rizik spojenych
s Umyselnym alebo neumyselnym
falSovanim udajov a podpisov, ako to
vyzaduju platné pravne predpisy;

vii. budy spolupracovat so
zadavatelom a nim poverenou osobou
pri vSetkych snahach o poskytnutie
podpory a monitorovanie skusania,
okrem iného vratane umoznenia
pristupu zadavatela na mieste k
zariadeniam, kde sa  skusanie
vykondva, a k vSetkym zdznamom a
inym dokumentom  sUvisiacim s
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requested by Sponsor, providing all
requested documentation in a timely
and organized manner, and keeping
Sponsor fully apprised of the progress
of the Study;

vii. 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, as well as the
identification codes of each subject
and the medical records and other
basic data of each subject, 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 SIDC and
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vykonavanim skusania, ktoré
zadavatel primerane pozaduje, a
vratane v€asného a dobre

zorganizovaného poskytovania
vSetkej pozadovanej dokumentacie a
Uplného informovania zadavatela o
priebehu skusania;

viii.  budu zaznamenavat
vSetky neziaduce udalosti na strane
CRF  vyhradenej pre neziaduce
udalosti a hlasit vSetky neziaduce
udalosti a zavazné neziaduce udalosti
v sulade s platnymi pravnymi
predpismi a protokolom a
spolupracovat so zadavatelom pri
identifikacii a rieSeni neocakavanych
udalosti  suvisiacich so skusanym
liekom alebo jeho pouzitim v skusani;

iX. budu uchovavat vsetky
zaznamy tykajuce sa skusania, ako aj
identifikacné kody kazdého Ucastnika
a zdravotné zaznamy a iné zakladné
Udaje kazdého Ucastnika pocas
obdobia  pozadovaného platnymi
pravnymi predpismi a pred tym, ako
zdravotnicke zariadenie alebo
skusajuci  nalozi s akymikolvek
zaznamami o skusani, pracovisko to
vopred pisomne oznami zadavatelovi
a na ziadost zadavatela a na jeho
primerané naklady pracovisko bud
uchova takéto zaznamy o skusani
pocas obdobia uréeného zadavatelom,
alebo  zasle  takéto  zaznamy
zadavatelovi, podla toho, ako urdi
zadavatel;

X. budu spolupracovat so
zadavatelom a poskytnu mu podporu
v suvislosti s prislusnymi ziadostami
alebo komunikaciou so SUKL a EK,
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EC, including without limitation
provide all assistance needed by CRO
or the Sponsor to duly obtain all
regulatory approvals for the Study, in
particular, the opinion of the
respective EC and authorization of the
Study by the SIDC;

Xi. obtain the prior written
approval of CRO, Sponsor, SIDC and
the EC of any other document
prepared by the Site which is required
by the Applicable Law or requested by
the EC and/or the SIDC. Furthermore,
the Site shall not issue any
communication soliciting subjects for
the Study (including any changes),
without first obtaining the written
approval of CRO or Sponsor, and such
communication must comply with
Applicable Law; 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. for the purpose of the
U.S. Food and Drug Administration
("FDA"), 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
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okrem iného vratane poskytnutia plne;
sucinnosti potrebnej zo strany CRO
alebo zadavatela na riadne ziskanie
vsetkych regulaénych povoleni pre
skusanie, najma stanoviska prislusne;
EK a povolenia skusania zo strany
SUKL;

Xi. ziskaju predchadzajuci
pisomny suhlas CRO, zadavatels,
SUKL a EK s akymkolvek inym
dokumentom pripravenym
pracoviskom, ktory sa vyzaduje podla
platnych pravnych predpisov alebo
ktory pozaduje EK a/alebo SUKL.
Okrem toho pracovisko nesmie vydat

Ziadne oznamenie pozyvajuce
UCastnikov do skusania (vratane
akychkolvek zmien) bez

predchadzajuceho pisomného suhlasu
CRO alebo zadavatela a takéto
oznamenie musi byt v sulade s
platnymi pravnymi predpismi; a

Xii. budu vykonavat
skusanie  vylu¢ne v  priestoroch
zdravotnickeho zariadenia; miesto
vykondvania skuSania sa nesmie
zmenit bez predchadzajuceho
pisomného suhlasu zadavatela.

D. Zdravotnicke zariadenie dalej

vyhlasuje a zaruCuje zadavatelovi, ze:

i. na Uclely amerického
Uradu pre kontrolu potravin a liekov

(dalej len ,FDA") zdravotnicke
zariadenie ani Ziadny zo
zamestnancov  alebo  zastupcov
zdravotnickeho zariadenia

vykonavajucich skusanie (1) nie suU
viazani Zziadnymi zmluvnymi alebo
inymi zavazkami alebo
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(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 relevant to
such proceedings or actions;

il. 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.
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obmedzeniami, ktoré sU v rozpore so
zavazkami zdravotnickeho zariadenia
podla tejto zmluvy, ani (2) nemaju
financny alebo iny podiel v spolo¢nosti
zadavatela alebo zaujem na vysledku
skusania, ktory by mohol ovplyvnit ich
nezavisly Usudok, ani (3) nie sU
vySetrovani  nejakym  regulaénym
organom z dévodu vylucenia alebo
akejkolvek Zaloby v suvislosti s
klinickym vyskumom, ani (4) nie sU v
suCasnosti  vyluceni, diskvalifikovani
alebo povazovani za nespdsobilych
vykonavat klinicky vyskum alebo
prijimat  skisané  lieky  alebo
zdravotnicke pomocky ako klinicky
skusajuci podla akychkolvek platnych
pravnych predpisov. Zdravotnicke
zariadenie bezodkladne informuje
zadavatela (a) ak zdravotnicke
zariadenie, skusajuci alebo
ktorykolvek z jeho zamestnancov
alebo  zastupcov budu vyluceni,
diskvalifikovani alebo povazovani za
nesposobilych  akymkolvek sidom
alebo regulacnym organom, alebo (b)
o akomkolvek vysetrovani alebo zacati
akéhokolvek konania o vylUceni alebo
diskvalifikacii tykajuceho sa
ktorejkolvek takejto osoby,
skusajuceho alebo zdravotnickeho
zariadenia, spolu s akymikolvek
dalSimi informaciami, ktoré s zname
pracovisku a ktoré su relevantné pre
takéto konania alebo zaloby;

ii. Zdravotnicke zariadenie
riadne dohliada na vsSetky osoby
vykondvajuce skusanie pod jeho
vedenim a zabezpeluje, aby tieto
osoby dodrziavali podmienky tejto
zmluvy.
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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 shall
notify Sponsor immediately upon becoming

aware of any breach of Institution’s
obligations under this Section.
F. The Institution shall be
responsible for:
i. obtaining special

personal injury liability insurance as
required by Applicable Law; and

ii. establishing a contact
point where subjects may obtain
further information about the Study.

G. Institution agrees that the
arrangements between CRO and Investigator
concerning the conduct of the Study including
payments due to the Investigator for
performance of the Study, are detailed in a
separate written agreement. In addition,
Institution acknowledges that in accordance
with local law, separate contracts will be
concluded with Study staff and Investigator.
Institution acknowledges that it is anticipated
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E. Pri.  vykonavani  klinického
skiSania  pre  zadavatela  zdravotnicke
zariadenie a personal zdravotnickeho
zariadenia, jeho zastupcovia a dodavatelia
(i) nesmu priamo ¢i nepriamo ponukat,
slubovat, opraviovat ani prijimat Zziadne
platby ani cenné, okrem iného vratane
Uplatkov, Ziadnemu verejnému Cinitelovi,
regulacnému organu ani nikomu inému na
ucel  ovplyviovania,  vyvolania  alebo
odmenenia akéhokolvek jednania,
zanedbania ¢i rozhodnutia s cielom zaistit si
neprimerany vyhodu alebo ziskat alebo
zachovat si zakazky, a (ii) musia dodrzat
vietky platné pravne predpisy a nariadenia
tykajuce sa boja proti korupcii a podplacaniu.
Zdravotnicke zariadenie musi bezodkladne
oznamit zadavatelovi akékolvek jemu zname
informacie tykajuce sa porusenia povinnosti
zdravotnickeho zariadenia podla tejto Casti.

F. Zdravotnicke zariadenie bude
zodpovedné za:

i. ziskanie osobitného
poistenia zodpovednosti za
poskodenie zdravia, ako sa vyzaduje
podla platnych pravnych predpisov, a

ii. vytvorenie kontaktného

miesta, kde mozu Ucastnici ziskat
dalsie informacie o skusani.
G. Zdravotnicke zariadenie

suhlasi s tym, ze dojednania medzi CRO a
skusajucim tykajuce sa vykonavania skusania
vratane platieb splatnych skusajucemu za
vykonanie skuUsania su podrobne uvedené v
samostatnej pisomnej zmluve. Zdravotnicke
zariadenie okrem toho berie na vedomie, ze v
sulade s miestnymi pravnymi predpismi budu
s ¢lenmi personalu skusania a so skusajucim
uzatvorené samostatné zmluvy. Zdravotnicke
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that 3 team members, including Investigator,
will conduct the study. Accurate number and
list, including role of each of team members
will be available in the Investigator’s site file.

3. Investigator; Replacement.

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

B. Institution understands that
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 (2)
year following completion or termination of
the Study. Institution understands that
Investigator consents to the disclosure by
Sponsor of such financial information to the
FDA and, if required, other regulatory
authorities. Institution understands that
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
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zariadenie berie na vedomie, ze sa
predpoklada, Ze skusanie budyu vykonavat 3
Clenovia timu vratane skusajuceho. Presny
pocet a zoznam vratane Ulohy kazdého ¢lena
timu bude k dispozicii v spise pracoviska
skusajuceho.

3. Skusajuci; vymena.

A. Zdravotnicke zariadenie berie
na vedomie, Ze skusSajuci poskytne
zadavatelovi kopiu aktudlneho Zivotopisu
skusajuceho.

B. Zdravotnicke zariadenie berie

na vedomie, Zze skusSajuci poskytne
zadavatelovi dostatok presnych financnych
informacii, aby mu umoznil predlozit Uplné a
presné osvedlenie alebo vyhlasenie o
zverejneni informacii, ako to vyzaduju platné
pravne predpisy, a bezodkladne aktualizuje
informacie, ak sa v priebehu skusania
vyskytnu akékolvek relevantné zmeny, a to
pocas jedného (1) roka od dokoncenia alebo
ukoncenia skuSania. Zdravotnicke zariadenie
berie na vedomie, Ze skusajuci suhlasi s tym,
aby zaddavatel spristupnil tieto financné
informacie Uradu FDA a v pripade potreby aj
inym regulacnym organom. Zdravotnicke
zariadenie berie na vedomie, ze skuSajuci

bude spolupracovat so zadavatelom pri
poskytovani  akychkolvek  dodatocnych
informacii v sUvislosti  so  skuUsSanim,

pozadovanych Uradom FDA a/alebo inymi
regulacnymi organmi.

C. Ak  sa  skuSajuci  stane
neochotnym alebo neschopnym plnit si
povinnosti  vyzadované touto zmluvou,

zdravotnicke zariadenie to bezodkladne
oznami zadavatelovi a bude spolupracovat pri
hladani nahradného skusajuceho prijatelného
pre zadavatela (dalej len ,ndhradny
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Site shall continue to be responsible for
fulfilling the obligations of this Agreement
until a Replacement Investigator is appointed.
If an acceptable Replacement 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. Institution understands that 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. Institution
understands that Investigator 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.
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skusajuci"); avsak za predpokladu, Ze
pracovisko bude nadalej zodpovedné za
plnenie povinnosti vyplyvajucich z tejto
zmluvy, kym nebude vymenovany nahradny
skusajuci. Ak sa do tridsiatich (30) dni (alebo v
dlhsej lehote, na ktorej sa zmluvné strany
vzajomne dohodnu) nendjde prijatelny
nahradny skusajuci, CRO moéze tuto zmluvu
vypovedat v sulade s podmienkami
uvedenymi v tejto zmluve. Ak je urleny
nahradny  skisajuci, takyto  nahradny
skusajuci je viazany vSetkymi podmienkami
tejto  zmluvy, ktoré sa vztahuju na
skusajuceho, a zmluvné strany
zodpovedajucim sposobom tUto zmluvu
zmenia.

D. Zdravotnicke zariadenie berie
na vedomie, ze na ziadost zadavatela alebo
CRO sa skusajuci zU&astni na stretnuti
skusajucich alebo inom Uvodnom stretnuti.
Zadavatel uhradi skusajucemu primerané a
nevyhnutné cestovné a ubytovacie naklady,
ktoré mu vzniknU v suvislosti s ucastou na
takomto stretnuti (stretnutiach). Prijmové
doklady suvisiace s takymto(-ito)
stretnutim(-iami) musia byt predlozené
zadavatelovi  alebo  poverenej  osobe
zadavatela do Sestdesiatich (60) dni od
datumu stretnutia. Zadavatel moze v
suvislosti so stretnutiami skusajucich z casu
na cas vyhotovit fotografie alebo zvukové
ajalebo obrazové zaznamy. Zdravotnicke
zariadenie berie na vedomie, ze skuSajuci
tymto dava zadavatelovi (alebo komukolvek,
kto kona na zaklade poverenia zadavatela)
suhlas na vyhotovenie, zhotovenie alebo
vytvorenie fotografii, videozdznamov a/alebo
zvukovych zaznamov a prepisov v suvislosti s
takymito  stretnutiami alebo  aktivitami
sUvisiacimi so skUSanim a na ich pouzivanie,
uchovavanie, kopirovanie, zobrazovanie,
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E. The Parties acknowledge that
the Sponsor and/or Investigator may have
responsibility under Slovak law to send the
list of insured persons who will be enrolled in
the Study to the subject’s Public Health
Insurer before the commencement of the
Study. In order to maintain medical
confidentiality, the Investigator undertakes
on behalf of the Sponsor to perform that
obligation. Upon the request of a subject’s
Public Health Insurer, the Investigator will
inform the insurer of any adverse reaction
suffered by their insured and will provide
them with Study related data, pertaining to
their insured.

4. Term; Study Initiation;
Completion/Termination
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. The expected time of completion
of the Study under this Agreement is
estimated by the Sponsor to be Nov2027.

B. The Institution understands
that CRO shall deliver copies of the SIDC and
EC approval letters to Investigator. If SIDC or
EC approval is not obtained, this Agreement
shall be null and void. The CRO shall promptly
notify Site if SIDC or EC approval for the
Study is lapsed, suspended, or withdrawn in
whole or in part.

-Page 13 of 62-
Takeda Clinical Trial Agreement (Slovakia) CRO Inst v.1June2021
Protocol Number: XXX
P1 Name/Institution Name:Dr. Balaz, FNsP FD Roosevelta, Banskd
Bystrica

reprodukciu, prenos a zverejiiovanie.

E. Zmluvné strany berd na
vedomie, ze podla slovenskych pravnych
predpisov. moéze byt zadavatel a/alebo
skusajuci povinny zaslat zoznam poistencov,
ktori budU zaradeni do skusania, verejnej
zdravotnej poistovni Ucastnika pred zacatim
skusania. V zaujme zachovania lekarskeho
tajomstva sa skusajuci zavazuje v mene
zadavatela plnit tuto povinnost. Na Zziadost
poistovne verejného zdravotného poistenia
UCastnika  bude  skusajuci  poistoviu
informovat o akejkolvek neziaducej reakcii,
ktora sa vyskytla u poistenca, a poskytne jej
Udaje suvisiace so skusanim, ktoré sa tykaju
jej poistenca.

4. Trvanie; zacatie skusania;
dokoncéenie/ukoncenie skusania
A. Tato zmluva zacina platit od

datumu nadobudnutia Ucinnosti a trva az do
splnenia vsetkych zavazkov podla tejto
zmluvy, okrem iného vratane prijatia vSetkych
Udajov zo skusania zadavatelom a vyriesenia
vsetkych prislusnych otdzok vo forme
prijatelnej pre zadavatela (dalej len
.dokoncenie"), pokial sa tato zmluva
neukonc¢i  inak. Predpokladany termin
ukoncenia klinického skusania podla tejto
zmluvy zadavatel odhaduje na november
2027.

B. Zdravotnicke zariadenie berie
na vedomie, ze CRO dorudi skusajucemui
kopie listov o schvaleni skisania od SUKL a
EK. Ak sa neziska suhlas SUKL alebo EK, tato
zmluva je neplatna a neul¢inna. CRO
bezodkladne informuje  pracovisko, ak
schvalenie skisania zo strany SUKL alebo EK
Uplne alebo ciastocne zanikne, je pozastavené
alebo zrusené.
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C. The Institution understands
that 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. 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.

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”). 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) 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
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C. Zdravotnicke zariadenie berie
na vedomie, ze ziadny Ucastnik nesmie byt
zaradeny do skusania bez toho, aby skusajuci
najprv ziskal schvaleny informovany suhlas
podpisany kazdym Ucastnikom alebo v jeho
mene. Pracovisko nesmie pozadovat od
Ziadneho ucastnika informovany suhlas ani
neumozni ziadnemu UcCastnikovi Ucast na
skusani pred zacatim skusania v sulade s
protokolom a podmienkami tejto zmluvy.

D. Pracovisko berie na vedomie,
ze zadavatel a CRO si vyhradzuju pravo
kedykolvek obmedzit zaradovanie alebo
nabor Ucastnikov.

5. Platobné podmienky a rozpocet.

A. Za vykonanie skusania
zadavatel poskytne zdravotnickemu
zariadeniu odmenu v sulade s platobnymi
podmienkami a rozpoltom uvedenymi v
prilohe A, ktora je sulastou tejto zmluvy
(dalej len ,rozpocet"). Zadavatel neposkytne
zdravotnickemu zariadeniu ziadne iné vyhody
alebo odmenu okrem tych, ktoré su vyslovne
zahrnuté v rozpocte, alebo ktoré zadavatel
vopred pisomne schvalil. Ak ned6jde k sporu v
dobrej viere, zadavatel alebo CRO vykona
platby podla rozpoctu po prijati podrobne;j
faktury od zdravotnickeho zariadenia, ktora
musi byt v sulade s ustanoveniami uvedenymi
v rozpocte. VSetky faktury budu rozpisané
podla poloziek wuvedenych v rozpocte.
Akékolvek vydavky vratane cestovnych
vydavkov, o ktorych ndhradu sa Ziada, sa
uhradia len vtedy, ak (i) k ziadosti o nahradu
takychto vydavkov sU prilozené originaly
prijmovych dokladov a (ii) zadavatel vyslovne
suhlasil s nahradou takychto vydavkov
pisomne alebo v rozpocte. Poslednu splatnu
platbu vykona zadavatel alebo CRO po tom,
ako pracovisko spIni vsetky svoje povinnosti
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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)).
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podla tejto zmluvy a zadavatel alebo CRO
dostane vsetky vyplnené CRF, vsetky vystupy
definované v protokole a vsetky ostatné Udaje
a prava, na ktoré ma zadavatel alebo CRO
narok podla tejto zmluvy. Podmienky
rozpoCtu sa moézu menit len na zaklade

predchadzajuceho pisomného sUhlasu
zmluvnych stran.
B. Zmluvné strany potvrdzuju a

suhlasia s tym, ze sumy splatné zadavatelom
podla tejto zmluvy predstavuju redinu trhovu
hodnotu prislusnych nakladov spojenych so
skusanim a ziadna cast akejkolvek platby
uhradenej podla tejto zmluvy nie je
zakdzanou platbou za odporucanie alebo
sprostredkovanie obchodnej transakcie alebo
objednania poloziek alebo sluzieb; cielom
platieb nie je ani podnietit nezakonné
sprostredkovanie obchodnej transakcie.

C. Pre vsetky sluzby pozadované
v ramci protokolu, pre ktoré zadavatel suhlasil
s poskytnutim odmeny, bude zadavatel
prostrednictvom CRO jedinym zdrojom
odmeny. S vynimkou tretich stran — platitelov
(napr. poistovatelov) sa ziadna cast skusania
nesmie vykonavat s finanénymi prostriedkami
tretich  stran, okrem iného vratane
akychkolvek financnych prostriedkov od statu
alebo Statnych organov, bez
predchadzajuceho pisomného suhlasu
zadavatela. Zdravotnicke zariadenie ani
skusajuci nebudu ziadat nahradu zo ziadneho
Statneho programu zdravotnej starostlivosti
alebo tretostranného platcu za sumy
uhradené zadavatelom alebo v jeho mene, ani
za materialy, ktoré boli zadavatelom alebo v
jeho mene poskytnuté bezplatne
zdravotnickemu zariadeniu alebo
skusajucemu (ako napriklad skusany liek
(lieky)).
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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.

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
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D. Pracovisko berie na vedomie,
Ze zadavatel alebo CRO zverejni prisluSnym
statnym  organom  platby  vykonané

zadavatelom alebo v jeho mene pracovisku na
zaklade tejto zmluvy, ako aj ucel a povahu
tychto platieb, a to v rozsahu, ktory zadavatel

povazuje za potrebny podla platnych
pravnych predpisov.
6. Dovernost.

A. Vsetky informacie (okrem
iného  vratane Ustnych, pisomnych a
elektronicky uchovavanych alebo
prenasanych  informacii), = materidly a
dokumenty poskytnuté pracovisku

zadavatelom alebo v jeho mene v suvislosti so
skusanim, okrem iného vratane
predklinickych Udajov a CRF a vysledkov
skusania, sa povazujt za ,dbverné
informacie". Doverné informacie zahfnaju

okrem iného aj protokol, prirucku pre
skusajuceho k lieku, koreSpondenciu o
skusani a vysledky skusania; avSak za

predpokladu, Ze pracovisko moze pouzit
a/alebo zverejnit vysledky skusania v sulade s
podmienkami tejto zmluvy. Pracovisko tymto
suhlasi, ze: (i) zachova prisnu dovernost
vSetkych dovernych informacii, (ii) nezverejni
ani neposkytne doverné informacie Ziadnej
tretej strane, (iii) nepouzije dbverné
informacie na iny Ucel ako na vykonanie
skusania a (iv) ochrani doverné informacie s
rovnakym (nie vsak s nizsim ako primeranym)
stupnom  starostlivosti, aky pracovisko
pouziva na ochranu vlastnych dovernych
informacii. Takéto dbéverné informacie
zostavaju vylucnym dévernym a chranenym
vlastnictvom zadavatela a budu spristupnené
len na zdklade potreby ich poznania a len
pracovisku a jeho zamestnancom a
zastupcom. Pracovisko sa zavazuje
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Site and the Site’s employees and agents. The
Site agrees to ensure that each of the Site’s
employees and 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.

D. Upon demand by Sponsor, the
Site shall return all Confidential Information,
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zabezpelit, Ze vSetci zamestnanci a
zastupcovia pracoviska, ktori poskytuju
sluzby podla tejto zmluvy, budu zaobchadzat
s dovernymi informaciami ako s dévernymi v
sulade s podmienkami tejto zmluvy.

B. Vyssie uvedené povinnosti sa
nevztahuju na doverné informacie:

i. ktoré boli zverejnené
alebo sa stali verejne dostupnymi bez
zavinenia zdravotnickeho zariadenia;

i. ktoré boli zakonnym
spésobom spristupnené pracovisku
tretou stranou, ktora je opravnena
spristupnit takéto informacie bez
povinnosti zachovavat mlcanlivost;

ii. ktoré boli pracovisku
zndme uz pred zverejnenim podla
tejto zmluvy, ako vyplyva z
predchadzajucich pisomnych
zaznamov pracoviska; alebo

iv. ktoré pracovisko
vyvinulo bez wvyuzitia akychkolvek
dévernych  informacii, ako to
preukazuju predchadzajuce prislusné
pisomné zaznamy pracoviska.

C. V pripade, ze zakon alebo iny
pravny  predpis  vyzaduje  zverejnenie
dévernych informacii, pracovisko je povinné
(i) v€as informovat zadavatela a poskytnut mu
moznost vzniest namietky proti takémuto
zverejneniu  pred jeho uskutocnenim a
(i) vynalozit vSetko primerané Usilie na
obmedzenie zverejnenia a zachovanie
dbvernosti takychto dévernych informacii v
rozsahu, v akom je to primerane mozné.

D. Na ziadost zadavatela vrati
pracovisko zadavatelovi vSetky doverné
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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.
7 Data Protection. The Parties agree to

the terms and conditions set forth in Schedule
B.

8. Use of Study Results. Subject to
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.

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 be the sole property of
Sponsor. The Site shall have the right to
publish or otherwise publicly disclose the
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informacie vratane vsetkych ich kopii; avsak
za predpokladu, Ze jednu (1) kdpiu takychto
doévernych informacii si moze zdravotnicke
zariadenie ponechat vo svojich dovernych
suboroch len na Ucely dodrziavania predpisov.

7. Ochrana udajov. Zmluvné strany
suhlasia s podmienkami uvedenymi v prilohe
B.

8. Pouzitie vysledkov skisSania. V
sulade s platnymi pravnymi predpismi ma
zadavatel neobmedzené pravo pouzivat a
zverejnovat vsetky uUdaje a informacie zo
skusania bez suhlasu skusajuceho alebo
zdravotnickeho zariadenia za predpokladu, ze

zadavatel  zachovd  dovernost  udajov
Ucastnikov. Pracovisko nepouzije Udaje
ziskané pocas skusania alebo vysledky

skusania na iné Uclely ako na starostlivost o
Ucastnika, na interné vyskumné ucely alebo
na zverejnenie podla ¢lanku g nizsie. Aby sa
predislo pochybnostiam, interné vyskumné
UCely znamenaju  interné, nekomercné
vyskumné cinnosti, ktoré nie sU financované
tretou stranou (inou, nez je Statny organ).
Pracovisko ziska od Ucastnikov skusania
vSetky zakonom pozadované povolenia alebo
inuy dokumentaciu, ktora umozni
spristupnenie Udajov Ucastnikov skusania
zadavatelovi a nim poverenej osobe v sulade s
touto zmluvou.

9. Vlastnictvo Udajov; publikovanie.

A. Vsetky Udaje, informacie a
vysledky vytvorené v priebehu vykonavania
skusania, okrem iného vratane vyplnenych
CRF a akychkolvek sprav vypracovanych
pracoviskom (dalej spoloc¢ne len ,vysledky
skusania“), su  vyluénym  vlastnictvom
zadavatela. Pracovisko ma pravo zverejnit
alebo inak verejne spristupnit vysledky
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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
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skiusania na vlastné interné, bona-fide,
akademické, nekomercné Ucely v sulade s
podmienkami tohto ¢lanku.  Zdravotné
zaznamy alebo iné zdrojové dokumenty, ako
su definované v usmerneniach ICH, ktoré
podporuju  vysledky skuUsania, zostavaju
majetkom zdravotnickeho zariadenia.

B. Ak sa skusanie vykonava ako
sucast multicentrického klinického skusania,
prvé zverejnenie vysledkov skuSania sa
uskutocni  vo  forme  multicentrickej
publikacie, ktorej autormi su skusajuci v
tomto klinickom skusani. Ak sa vsak
multicentrickd  publikacia nepredlozi do
osemnastich (18) mesiacov od dokoncenia
alebo ukoncenia skusania na vsetkych
pracoviskach, pracovisko moze zverejnit
vysledky skusania zdravotnickeho zariadenia
v sulade s tymto ¢lankom.

i. Pracovisko  poskytne
zadavatelovi kopiu kazdej navrhovanej
publikacie alebo prezentacie na
preskimanie a pripomienkovanie
najmenej Styridsatpat (45) dni pred

takouto prezentaciou alebo
predlozenim na uverejnenie. Po
uplynuti  tejto  Styridsatpatdnovej

(45) lehoty moze pracovisko vysledky
prezentovat alebo ich predlozit na
zverejnenie, pokial zadavatel pisomne

neoznamil skusajucemu alebo
zdravotnickemu zariadeniu, ze takéto
navrhované  zverejnenie  a/alebo
prezentacia zahfia dbéverné

informacie. Po takomto oznameni sa
tymto pracovisko zavazuje, ze pred
zverejnenim vykonad vsetky zmeny
alebo vymazania potrebné na to, aby
sa zabranilo zverejneniu dovernych
informacii (okrem vysledkov
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publication or presentation for an
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
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skusania). Okrem toho na ziadost
zadavatela pracovisko odlozi
zverejnenie alebo prezentaciu o
dalSich  devatdesiat (9o)dni, aby
zadavatelovi umoznilo prijat potrebné
opatrenia na ochranu jeho zaujmov v
oblasti dusevného vlastnictva.

ii. Pracovisko bude pocas
tu opisanych obdobi na preskumanie
zachovavat dovernost navrhovaného
zverejnenia a nalezite zohladni vsetky
pripomienky zadavatela.

iii. Ak sa zmluvné strany
nedohodny inak, publikacie budu
predkladané do casopisov, ktoré
umoznuju otvoreny pristup verejnosti
(vratane platforiem/Ulozisk vydavatela
a samoarchivacie). Otvoreny pristup
sa vztahuje na bezplatny dostupnost
publikovanych  vystupov  vyskumu
online v mieste vstupu, pripadne s
pravami na opakované pouzitie podla
licencie pre koncového pouzivatela.
Zadavatel podporuje publikovanie s
pouzitim vseobecnej licencie Creative
Commons Attribution 4.0 (CC-BY 4.0)
alebo rovnocennej licencie vzdy, ked
je to mozné, s obdobim embarga
alebo bez neho, namiesto
restriktivnejSich  licencii  Creative
Commons, ako su CC-BY-NC, CC-BY-
NC-ND aleboiné.

iv. Pokial to casopis, v
ktorom sa publikacia objavi, alebo
forum, na ktorom je realizovang,
nevyzaduju inak, autorstvo bude v
sulade S Odporucanim
Medzinarodného vyboru redaktorov
lekarskych casopisov (ICMJE) pre
vedenie, vykazovanie, redigovanie a

-Strana 20 z 62-
Zmluva o klinickom skusani spolocnosti Takeda (Slovensko) medzi
CRO a zdrav. zariadenim v.1 z juna 2021
Cislo protokolu: XXX
Meno hlavného skusajiiceho/nazov zdravotnickeho zariadenia: Dr.
Balaz, FNsP FD Roosevelta, Banskad Bystrica



Publication of Scholarly Work in
Medical journals. Participation as an
investigator, in and of 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.q.,
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.

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.
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publikovanie  vedeckej prace v
lekarskych casopisoch. Samotna ucast
skusajuceho na publikaciach
nezaklada Ziadne prava na autorstvo
publikacii.
10.  Poskytnutie informacii; pouzitie
mena. Zadavatel moZe zverejnit nazov
pracoviska a poskytne opis tohto skusania na
verejnych webovych strankach
(napr. www.clinicaltrials.gov) v sulade s
platnymi pravnymi predpismi a podla ich
poziadaviek. Ziadna zmluvna strana nesmie
pouzivat nazov ktorejkolvek inej zmluvne;
strany v suvislosti s reklamou alebo
propagaciou akéhokolvek produktu alebo
sluzby bez predchadzajuceho pisomného
suhlasu  tejto  inej zmluvnej  strany;
obmedzenia uvedené v tomto ¢lanku sa vsak
nevztahuju na ziadne dokumenty, ktoré moze
byt pre zadavatela alebo pracovisko potrebné
alebo vhodné poskytnut federalnemu,
Statnemu alebo miestnemu vladnemu organu
alebo pouzit vo vedeckych publikaciach a
Ziadostiach o granty. Zadavatel musi pisomne
schvalit tlaCové vyhlasenia skusajuceho alebo
zdravotnickeho zariadenia alebo
ktoréhokolvek z ich prislusnych
zamestnancov, zastupcov alebo dodavatelov
tykajuce sa skusania alebo skusaného lieku
(liekov) pred ich zverejnenim.

11. Nezavisli dodavatelia. Pri realizacii
skusania bude pracovisko konat ako nezavisly
dodavatel vo vztahu k zadavatelovi a nim
poverenej osobe a nie ako zastupca, partner
alebo zamestnanec zadavatela. Ani skusajuci,
ani zdravotnicke zariadenie, ani ziaden z ich
prisluSnych zamestnancov, zastupcov alebo
dodavatelov nema zZiadne opravnenie
uzatvarat dohody s tretimi stranami, ktoré su
zavazné pre zadavatela.
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12.  Study Drug. Biological Samples.

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

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
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12.  Skusany liek. Biologické vzorky.

A. CRO alebo iny riadne
splnomocneny zastupca zadavatela vynalozi
komercne primerané Usilie na véasné dodanie
dostatocného mnozstva skusaného lieku
zdravotnickemu zariadeniu alebo
skusajucemu na naklady zadavatela. Vsetky
lieky dodané zadavatelom sa budu pouzivat
vyluCne v sulade s protokolom a nesmu sa
pouzivat na ziadne iné Ucely. Pracovisko musi
dodrziavat vsetky zakony a predpisy, ktoré

upravuju  uchovavanie, likvidaciu alebo
znicenie lieku(-ov) na ucely skuSania a
akéhokolvek  (akychkolvek) iného(-ych)

lieku(-ov) poskytnutych na Ucely skisania, a
vietky pokyny CRO, ktoré nie suU v rozpore s
tymito zakonmi a predpismi.

B. Pracovisko bude odoberat,
uchovavat, pouzivat a prenasat biologické
vzorky (vzorky krvi, tekutin a tkaniv odobraté
Ucastnikom zaradenym do skuSania vratane
akychkolvek hmotnych materialov ziskanych
z takychto vzoriek [spolocne dalej len
.biologické vzorky"]) len v sulade s
protokolom a prislusnym informovanym
suhlasom.

C. Pracovisko mobze odoberat
alebo rezervovat dalSie mnozstva
biologickych vzoriek (dalej len ,sekundarne
biologické vzorky"™) na pouzitie vo vyskume,
ktory nie je opisany v protokole (dalej len
»Vyskum mimo protokolu"), za predpoklady,
ze takyto odber je v sulade s platnymi
pravnymi predpismi. Pracovisko mdze uviest
k  sekundarnym  biologickym  vzorkam
demografické Udaje Ulastnika skusania (napr.
vek, pohlavie a klinicka diagndza). Doverné
informacie, vysledky skusania alebo ich
analyzy (ako suU informacie tykajuce sa
podavania skusaného lieku, reakcie nan alebo
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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
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.

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 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 inspection or in connection with

any communications from  regulatory
authorities.
B. Sponsor Inspection/Audit.
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neziaducich udalosti suvisiacich so skusanym
liekom) mo6zu byt uvedené pri sekundarnych
biologickych vzorkach za predpokladu, Ze sa
na takyto neprotokolovy vyskum vztahuju
ustanovenia clanku 1s.

D. Po dokonceni alebo
akomkolvek  vypovedani tejto  zmluvy
pracovisko doda alebo zlikviduje biologicke
vzorky podla pokynov zadavatela a vsetkych
prislusnych ustanoveni protokolu a platného
informovaného sUhlasu a okamzite prestane
pouzivat skusany liek. VSetok nepouzity
skusany liek sa  bezodkladne  vrédti
zadavatelovi alebo sa na pisomnu ziadost
zadavatela zni¢i na pracovisku, pricom
zadavatelovi sa poskytne osvedcenie o jeho
zniceni.

13. InSpekcie, audity a monitorovanie
skusania.

A. InSpekcia zo strany
regula¢ného organu. Pracovisko bezodkladne
informuje zadavatela a nim poverenu osobu o
vSetkych otazkach, koreSpondencii alebo
oznameniach zo strany Uradu FDA alebo
akéhokolvek iného Statneho alebo
regulacného organu, ktoré sa tykaju skusania.
Ak regulacny organ poziada o povolenie
vykonat inSpekciu alebo vykona inspekciu v
priestoroch  pracoviska alebo inspekciu
vyskumnych  zaznamov  tykajucich  sa
skusania, pracovisko bude spolupracovat so
zastupcom(-cami) regulacného organu a
umozni  takuto  inSpekciu.  Pracovisko
poskytne  zadavatelovi kopie vsetkych
materialov, ktoré dostane, ziska alebo vytvori
v suvislosti s takouto inSpekciou alebo v
sUvislosti s akymikolvek oznameniami od
regulacnych organov.

B. Kontrola/audit ydo) strany
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14.

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, (i) 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 entitled to secure compliance or
discontinue shipments of Study
Drug(s) and terminate the Site's
participation in the Study.

Termination Prior To Completion.

A. This Agreement may be

terminated in whole or in part prior to
Completion upon written notice as follows:

i. by any Party, upon
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zadavatela.

i. Pracovisko suhlasi s
tym, Ze umozni zastupcom zadavatela
(vratane monitorov, auditorov a
kontroldrov) na zaklade primeraného
oznamenia vopred a pocas beZnej
pracovnej doby preskumat
(i) priestory, v ktorych sa skusanie
vykondva, (ii) nespracované vysledky
skusania vratane originalnych
zdrojovych  dokumentov (ako su
definované v platnych usmerneniach
ICH), bez ohladu na ich nosi¢, ak to
umoznuju podmienky informovaného
suhlasu, (iii) zariadenie na elektronické
zachytavanie udajov (dalej len ,EDC")
a/alebo dokumentacny systém EDC a

(d)  akeékolvek iné relevantné
informacie (a vyhotovenie kopii)
potrebné na to, aby zadavatel

potvrdil, ze skusanie sa vykonava v
sulade s protokolom a poziadavkami
na ochranu Udajov uvedenymi v
prilohe B a v sulade s platnymi
pravnymi predpismi.

i. Ak sa pri takejto
kontrole zisti akykolvek nesulad s
touto zmluvou, zadavatel a/alebo CRO
sU opravneni zabezpecit sulad alebo
prerusit dodavky skusaného lieku
(liekov) a ukoncit Ucast pracoviska na
skusani.

14. Vypovedanie zmluvy pred
dokoncenim.

A. Tuto zmluvu mozno pred
dokoncenim  vypovedat vcelku alebo

CiastoCne na zdaklade pisomného oznamenia

takto:

i ktoroukolvek zmluvnou
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written notice if (1) the authorization
and approval to conduct the Study is
irrevocably ~ withdrawn by  the
applicable  health  authority or
Institution’s IRB/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 and Sponsor’'s failure to
remedy such breach within such thirty
(30) day period.

B. In the event of termination of
this Agreement prior to Completion, the Site
shall, upon notice of termination, make all
reasonable 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
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stranou na zaklade pisomného
oznamenia, ak (1) prislusny
zdravotnicky  organ  alebo  EK
zdravotnickeho zariadenia

neodvolatelne odoberie povolenie a
sUhlas na vykonanie skusania alebo
(2) zadavatel alebo skusajuci urci, ze
pokracovanie skusania ohrozi
bezpecnost Uclastnikov skuUsSania a
takéto rozhodnutie je zalozené na
primeranom lekarskom posudeni;

ii. zadavatelom (1) na
zaklade oznamenia, ak skusajuci nie je
ochotny alebo schopny vykonavat
funkciu  hlavného skusajuceho a
zmluvné strany nie suU schopné
dohodnut sa na nahradnikovi v sulade
s podmienkami tejto zmluvy; (2) na
zaklade oznamenia, ak pracovisko
nevykonava skusanie v sulade s
podmienkami protokolu (s vynimkou
povolenych odchylok podla protokolu
a podla podmienok tejto zmluvy)
alebo platnymi pravnymi predpismi;
alebo (3)na zdklade pisomného
oznamenia tridsat (30) dni vopred.

iii. Pracoviskom na zaklade
pisomného oznamenia tridsat (30) dni
vopred v pripade podstatného
porusSenia tejto zmluvy zo strany
zadavatela a v pripade, ze zadavatel'v
tejto tridsat (30) drovej lehote takéto
porusenie nenapravi.

B. V pripade vypovedania tejto
zmluvy pred jej dokoncenim vynalozi
pracovisko po oznameni o vypovedani zmluvy
primerany sucinnost, aby minimalizovalo
vznik dalSich nakladov. V pripade takéhoto
predcasného ukoncenia sa vykonaju platby za
vSetky sluzby pozadované protokolom, ktoré
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been performed up to the effective date of
termination and any reasonable, documented
non-cancelable costs which were incurred by
Institution 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.

15.  Patent Rights and Inventions.
A. It is expressly agreed that no
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boli  vykonané do datumu Ucinnosti
vypovedania zmluvy, a vsetky primerané,
zdokumentované nezrusitelné naklady, ktoré
vznikli zdravotnickemu zariadeniu v suvislosti
so skusanim, ako sa vyzaduje podla protokolu
a uvadza sa v rozpocte. Ak platby prekrocia
dlznd sumu za sluzby vykonané na zaklade

protokolu, zdravotnicke zariadenie
bezodkladne vrati preplatok CRO.
C. Okamzite po prijati alebo

doruceni ozndmenia o vypovedani zmluvy
musi pracovisko (i) dodrziavat postupy po
vypovedani zmluvy pripadne zahrnuté v
protokole, a (ii) ak zadavatel neurdi inak,
ukoncit zaradovanie Uclastnikov skusania a
ukoncit liecbu suvisiacu so skuUsanim u
Ucastnikov, ktori uz boli do skusania zaradeni
(pokial by tym nemohla byt ohrozena
bezpecnost takychto zaradenych Ucastnikov).

D. Po dokonceni alebo
vypovedani tejto zmluvy z akéhokolvek
dovodu poskytne pracovisko zadavatelovi
vSetky CRF a vsetky materidly zadavatela.
Doverné informacie a materidly budU na
pokyn zadavatela vritené zadavatelovi s
vynimkou koépii zaznamov alebo vzoriek,
ktoré si pracovisko musi ponechat podla
zakona. Do tridsiatich (30) dni od vypovedania
tejto zmluvy alebo dokoncenia skusania
(podla toho, <o nastane skor) predlozi
skusajuci zadavatelovi zaverecnu pisomnu
spravu o skusani.

E. Zadavatel ani CRO nenesy
zodpovednost voci pracovisku za usly zisk,
stratu prilezitosti alebo iné nasledné Skody.

15. Patentové prava a vynalezy.
A. Vyslovne sa dohodlo, Ze Ziadna
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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.

16.  Indemnification; Insurance.

A. Sponsor Indemnification.
Sponsor agrees to indemnify, defend and
hold harmless Institution, its trustees,
officers, employees, staff, subcontractors,
and agents (“Institution Indemnitee(s)”)
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zo zmluvnych stran neprevedie na zaklade
tejto zmluvy na ziadnu z ostatnych zmluvnych
stran ziadne pravo alebo licenciu na
akékolvek patenty, autorské prava alebo iné
vlastnicke prava, ktoré vlastnila k datumu
nadobudnutia UcCinnosti zmluvy alebo ktoré
vznikli mimo vyskumu vykonavaného na
zaklade tejto zmluvy.

B. Pracovisko berie na vedomie,
ze myslienku skusania vymyslel a vypracoval
zadavatel a Ze zadavatel oslovil zdravotnicke
zariadenie a/alebo skusajuceho, aby skusanie
vykonal. Pracovisko v plnom rozsahu a
bezodkladne pisomne oznami zadavatelovi
vSetky vynalezy a vysledky vyvoja, ktoré
zdravotnicke zariadenie alebo skusajuci,
ktorykolvek spoluskusajuci alebo ktorykolvek
z ich prislusnych zamestnancov, zastupcov
alebo dodavatelov objavi pri vykonavani
skusania alebo v dosledku pouzivania
doévernych informacii (dalej spolocne len
.vysledky vyvoja“). Zadavatel ma vyhradné
vlastnictvo a prava na akékolvek vysledky
vyvoja, ktoré sa tykaju skusaného lieku
(liekov), okrem iného vratane novych pouziti,
procesov, derivatov, liekovych foriem alebo
terapeutickych kombinacii, alebo markerov
ucinnosti alebo bezpecnosti skisaného lieku
(liekov) alebo ich pouzitia, alebo ktoré
vyuzivaju doverné informacie. Pracovisko
bude plne spolupracovat so zadavatelom, aby
na vysledky vyvoja zadavatel nadobudol
prava a ziskal na ne patenty alebo inU pravnu
ochranu.

16.  Odskodnenie; poistenie.

A. Odskodnenie zo strany
zadavatela. Zadavatel suhlasi, Ze odskodni a
bude chranit pred Skodou zdravotnicke

zariadenie,  jeho  spravcov, riadiacich
pracovnikov, zamestnancov, pracovnikov,
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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,
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subdodavatelov a zastupcov (dalej len
»,0dskodnovana(-é) strana(-y) zdravotnickeho
zariadenia“) v suvislosti s akymkolvek
narokom tretej strany (dalej len ,narok")
vyplyvajucim z: (i) nedbanlivosti alebo
Umyselného pochybenia zadavatela (ii)
akejkolvek teorie zodpovednosti za produkt
tykajucej sa skusaného lieku alebo (iii)
akéhokolvek vedlajsieho  ucinku  alebo
neziaducej reakcie, choroby alebo poskodenia
zdravia priamo vyplyvajuceho z pouzitia
skusaného lieku v skusani alebo z postupu
vykonaného v sulade s protokolom, alebo (iv)
pouzitia Udajov skusania alebo vysledkov
skusania. VysSie uvedené odskodnenie sa
neuplatiuje v rozsahu, v akom narok vznikol
z: nedbanlivosti, nespravneho postupu alebo
umyselného pochybenia ktorejkolvek
odskodrovane;j strany  zdravotnickeho
zariadenia alebo z nedodrzania podmienok
tejto zmluvy, protokolu alebo akychkolvek
pisomnych pokynov zadavatela alebo z
nedodrzania platnych pravnych predpisov
alebo vladnych poziadaviek odskodnovanou
stranou zdravotnickeho zariadenia, pricom sa
rozumie, ze (x) podanie akejkolvek latky v

sulade s protokolom a akymikolvek
pisomnymi pokynmi zadavatela
nepredstavuje na Uclely tejto zmluvy

nedbanlivost alebo nespravny postup a (y)
odchylka od protokolu, ktora je z lekarskeho
hladiska nevyhnutnd na ochranu zdravia
alebo bezpecnosti UCastnika skusania a je v
sulade s prevladajucimi Standardmi lekarske;j
starostlivosti, nepredstavuje nedbanlivost,
Umyselné pochybenie alebo nespravny
postup zo strany odskodnovanych stran
zdravotnickeho zariadenia.

B. Odskodnenie zo strany
zdravotnickeho  zariadenia.  Zdravotnicke
zariadenie sa zavazuje odskodnit a chranit

-Strana 28 z 62-
Zmluva o klinickom skusani spolocnosti Takeda (Slovensko) medzi
CRO a zdrav. zariadenim v.1 z juna 2021
Cislo protokolu: XXX
Meno hlavného skusajiiceho/nazov zdravotnickeho zariadenia: Dr.
Balaz, FNsP FD Roosevelta, Banskad Bystrica



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.

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
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pred skodou zadavatela, jeho riadiacich
pracovnikov,  Uradnikov, = zamestnancoy,
pracovnikov a  zastupcov (dalej len
»,odskodnované strany zadavatela“) v
suvislosti s akymkolvek narokom
vyplyvajucim z (i) nedbanlivosti, opomenutia
alebo umyselného pochybenia ktorejkolvek
odskodriovane;j strany  zdravotnickeho
zariadenia alebo (ii) nedodrzania podmienok
tejto zmluvy, protokolu alebo akychkolvek
pisomnych pokynov zadavatela alebo nim
poverenej osoby alebo nedodrzania platnych

pravnych  predpisov  alebo  vladnych
poziadaviek.

C. Postup odskodnenia. Zmluvna
strana alebo strany, ktoré ziadaju o

odskodnenie podla tohto ¢lanku, (i) pisomne
oznamia odskodnujucej strane do piatich
(5) pracovnych dni od (1) prijatia akéhokolvek

naroku alebo (2) zistenia existencie
akéhokolvek mozného naroku; (ii) umoznia
odskodnujucej strane prevziat obhajobu
alalebo riesenie akéhokolvek takéhoto

naroku alebo suvisiaceho sudneho sporu za
predpokladu, Ze pravny zastupca vybrany
takouto odSkodnujucou stranou je primerane
prijatelny pre odskodiovanuy zmluvny stranu
alebo strany; a (iii) budu spolupracovat s
odskodiujucou  stranou  vo  vsetkych
primeranych ohladoch, pokial'ide o obhajobu
vo veci takéhoto naroku, pricom primerane
vynalozené naklady odskodrovanej zmluvnej
strany alebo stran uhradi odskodnujuca
strana. OdsSkodnujuca strana nesmie podla
tohto ¢lanku uzavriet akukolvek dohodu o
urovnani sporu so stranou vznasajucou narok
bez predchadzajuceho pisomného suhlasu
zmluvnej strany alebo zmluvnych stran
pozadujucich odskodnenie, pricom ich suhlas
nesmie byt  bezdévodne  odopreny.
Odskodnovana zmluvna strana ma pravo
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separate representation.

D. Insurance.

i. Institution represents
and warrants that it has and will
maintain appropriate insurance , in
accordance with § 79 par. 1 Itr. s) Act
No. 578/2004 Coll. on health care
providers, health care workers,
professional organisations in health
care and on amendment and
supplementation of certain acts, as
amended, with respect to liability it
may have while providing medical
care. This insurance coverage is in
correlation with the applicable laws
and does not include liability insurance
with respect to conducting a Clinical
trial. According to § 79 par. 1 Itr. s) of
the Act No. 578/2004 Coll. on health
care providers, health care workers,
professional organisations in health
care and on amendment and
supplementation of certain acts, as
amended, this insurance coverage
must be valid for the entire length of
the Institution’s provision of medical
care.

ii. The Parties
acknowledge that the Sponsor shall
obtain and maintain a contract of
insurance for subjects against injuries
resulting from the Study conduct in
compliance with the laws of the
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vybrat si a ziskat zastupovanie samostatnym
pravnym zastupcom za predpokladu, Zze
takato odskodriovana strana ponesie vsetky
naklady a vydavky spojené s takym
samostatnym zastupovanim.

D. Poistenie.

i. Zdravotnicke zariadenie
vyhlasuje a zarucuje, Ze ma a bude
mat primerané poistenie, v sulade s
§ 79 ods. 1 pism. s) zakona ¢. 578/2004
Z. z. o poskytovateloch zdravotne;
starostlivosti, zdravotnickych
pracovnikoch, stavovskych
organizaciach v zdravotnictve a o
zmene a doplneni niektorych zakonov
v zneni neskorSich predpisov v
suvislosti so zodpovednostou, ktoru
mo6ze mat pri poskytovani zdravotnej
starostlivosti. Toto poistné krytie je v
korelacii s platnymi zakonmi a
nezahfiia poistenie zodpovednosti za
skodu v suvislosti s vykonavanim
klinického skusania. Podla § 79 ods. 1
pism. s) zadkona ¢. 578/2004 Z. z. O

poskytovateloch zdravotnej
starostlivosti, zdravotnickych
pracovnikoch, stavovskych

organizaciach v zdravotnictve a o
zmene a doplneni niektorych zakonov
v zneni neskorsich predpisov musi byt
toto poistné krytie platné pocas celej
doby poskytovania zdravotnej
starostlivosti zdravotnickym
zariadenim.

ii. Zmluvné strany beru na
vedomie, ze zadavatel uzavrie a bude
udrziavat v platnosti zmluvu o poisteni
Ucastnikov pre pripad poskodenia
zdravia v dobsledku vykonavania
skusania v sulade s pravnymi
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Slovak Republic. A copy of the
Certificate of Insurance is enclosed
hereto as Schedule C.

17.  Subject Injury.

A. Sponsor, through CRO, shall
reimburse Institution for all reasonable and
customary costs incurred by the Institution
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 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;
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predpismi Slovenskej republiky. Kopia
osvedcCenia o poisteni je priloZzena ako

priloha C.
17. Poskodenie zdravia Ucastnika.

A. Zadavatel prostrednictvom
CRO nahradi zdravotnickemu zariadeniu

vSetky primerané a obvyklé naklady, ktoré
vzniknu zdravotnickemu zariadeniu a suvisia s
diagnostikou neziaducej udalosti suvisiacej so
skusanym liekom (liekmi) alebo postupom
podla protokolu.

B. Zadavatel  prostrednictvom
CRO nahradi zdravotnickemu zariadeniu
vietky primerané a obvyklé naklady, ktoré
vznikli v suvislosti s liecbou poskodenia
zdravia Ucastnika, ku ktorému doslo v
priamom doésledku podania skisaného lieku
alebo podstupenia postupu suvisiaceho so
skusanim v sulade s protokolom. Zadavatel
neposkytne Uhradu ndkladov v rozsahu, v
akom su pripisatelné:

i nedodrzaniu

podmienok protokolu alebo
akychkolvek  pisomnych  pokynov
zadavatela tykajucich sa wuzivania

skusaného lieku alebo nedodrzaniu
platnych poziadaviek FDA alebo inych
vladnych  poziadaviek zo strany
pracoviska alebo akéhokolvek
personalu pracoviska, pokial takéto
nedodrzanie nie je v sulade so
vSeobecne uzndvanymi Standardmi
klinického vyskumu a lekarskej praxe
tykajucej sa prinosu, bezpecnosti a
zdravia Ucastnikov skusania alebo nie
je inak primerane nevyhnutné pre
bezpecnost takéhoto ucastnika, to
vSetko podla rozhodnutia skusajuceho
v dobrej viere;

-Strana 31 z 62-
Zmluva o klinickom skusani spolocnosti Takeda (Slovensko) medzi
CRO a zdrav. zariadenim v.1 z juna 2021
Cislo protokolu: XXX
Meno hlavného skusajiiceho/nazov zdravotnickeho zariadenia: Dr.
Balaz, FNsP FD Roosevelta, Banskad Bystrica



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 Institution 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.

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.

-Page 32 of 62-
Takeda Clinical Trial Agreement (Slovakia) CRO Inst v.1June2021
Protocol Number: XXX
P1 Name/Institution Name:Dr. Balaz, FNsP FD Roosevelta, Banskd
Bystrica

i. akejkolvek
nedbanlivosti, nespravnemu Ukonu
alebo opomenutiu alebo Umyselnému
zneuzitiv zo strany pracoviska alebo
ktoréhokolvek clena personalu
pracoviska, ktory poskytuje sluzby v
mene pracoviska podla tejto zmluvy;

alebo

iii. primarnemu ochoreniu
ucastnika alebo akémukolvek
subeznému ochoreniu, ktoré nie je
sposobené podavanim skusaného
lieku v sulade s protokolom.
C. Zdravotnicke zariadenie

vyhlasuje a zaruluje, ze nebude poistovni
Ucastnika Ucltovat ziadne naklady, ktoré
zadavatel zaplatil za liecbu poskodenia
zdravia, ako je opisané vyssie. Zadavatel
nebude hradit Ziadne naklady, ktoré uz
uhradila tretia strana.

18.  Uplna zmluva; zmena; oznamenie.
Tato zmluva obsahuje celd dohodu medzi
zmluvnymi stranami a nahradza vsetky
ostatné dohody, vyslovné ¢i implicitné, medzi
zmluvnymi stranami tykajuce sa predmetne;
veci tejto zmluvy. Tuto zmluvu nemozno
menit alebo dopifiat Ziadnym inym spésobom
nez pisomnym dokumentom podpisanym
opravnenymi zastupcami zmluvnych stran.
Akékolvek ozndmenie, ktoré sa ma podla
tejto zmluvy dorucit, sa doruci osobne,
expresnou  kuriérskou  sluzbou  alebo
doporucenou postou ¢i doporucenou postou s
dorucenkou. Takéto oznamenie sa adresuje
zmluvnej strane na adresu uvedenu nizsie, s
vynimkou pripadov uvedenych v prilohe A.
Kazda zmluvna strana moze zmenit svoju
adresu na dorucovanie oznameni pisomnym
oznamenim o takejto zmene ostatnym
zmluvnym stranam.
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To CRO/Designee/
Oznamenia urcené CRO/poverenej osobe:

ICON Clinical Research
4131 Parklake Ave.
Suite 600

Raleigh, NC 27612
USA

Attn/Do pozornosti: Kimberly Slade, PM

To Institution/Oznamenia uréené
zdravotnickemu zariadeniu:

Fakultna nemocnica s poliklinikou F.D.
Roosevelta Banska Bystrica

Namestie L. Svobodu 1, 975 17 Banska
Bystrica

Attn/Do pozornosti: JUDr. Jana Machajovsa,
Head of legal deprtamnet / vedUca pravneho
oddelenia

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 Agreement.

20.  Governing Law. This Agreement and
all matters arising out of or relating to this
Agreement shall be governed by the laws of
Slovak Republic without prejudice to the FDA
obligations applicable to the parties of this
Agreement pursuant to applicable U.S. law..
In the event of a dispute that cannot be
amicably resolved through negotiation in
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19. Zavaznost; platnost podmienok po
ukonceni platnosti zmluvy. Tato zmluva je
zavazna pre zmluvné strany a prislusnych
nastupcov a  poverenych  postupnikov
zmluvnych stran a sluzi v ich prospech. Prava
a povinnosti zmluvnych stran, ktoré Umyselne
alebo s istym cielom zostavaju v platnosti po
ukonceni platnosti zmluvy (okrem iného
vratane prav tykajucich sa vlastnictva,
patentov,  zachovania  mlcanlivosti  a
odskodnenia), platia aj po ukonceni platnosti
tejto zmluvy.

20. Rozhodné pravo. Tato zmluva a
vSetky zalezitosti vyplyvajuce z tejto zmluvy
alebo s nou suvisiace sa riadia zakonmi
Slovenskej republiky bez toho, aby boli
dotknuté povinnosti uréené uradom FDA,
ktoré sa vztahuju na zmluvné strany tejto
zmluvy podla platnych pravnych predpisov
USA. V pripade vzniku sporu, ktory nie je
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good faith, the parties agree that the Slovak
courts, namely the general court of the
Institution, shall have jurisdiction over legal
proceedings or actions that may be initiated.

21.  Assignment. Any assignment of this
Agreement or any rights or obligations
hereunder by 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. 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. Set-off of claims of the Parties
shall only be possible with the prior written
consent of Institution, which shall not be
unreasonably withheld.

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 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
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mozné vyriesit priatelsky prostrednictvom
rokovania v dobrej viere, sa zmluvné strany
dohodli, Ze na sudne konania alebo Zaloby,
ktoré mozno zacat, je dana prislusnost
slovenskych sudov, a to vSeobecného sudu
institucie.

21.  Postupenie. Akékolvek postUpenie
tejto zmluvy alebo akychkolvek prav alebo
povinnosti vyplyvajucich z tejto zmluvy zo
strany zdravotnickeho zariadenia na tretiu
stranu si vyzaduje predchadzajici pisomny
suhlas CRO a zadavatela. Akékolvek
postUpenie zo strany CRO na akukolvek tretiu
stranu inU, nez je zadavatel alebo jeho
pridruzend  spolocnost,  si  vyzaduje
predchadzajuci pisomny suhlas zadavatela,
ale nevyzaduje si suhlas zdravotnickeho
zariadenia alebo skusajuceho. Zdravotnicke
zariadenie a CRO tymto beru na vedomie, ze
zadavatel moze postupit na seba alebo na
tretiu stranu zodpovednost za niektoré alebo
vietky prava a povinnosti zadavatela alebo
CRO podla tejto zmluvy pisomnym
oznamenim pracovisku a CRO. Zapoditanie
pohladavok zmluvnych stran je mozné len s
predchadzahucim  pisomnym  suUhlasom
zdravotnickeho zariadenia, ktory nebude
bezdbévodne zadrziavany.

22.  Subdodavky. S predchadzajucim
pisomnym  suhlasom zadavatela moze
zdravotnicke zariadenie uzatvarat
subdodavatelské zmluvy na vykon urcitych
svojich  cinnosti podla tejto zmluvy s
kvalifikovanymi tretimi stranami alebo pouzit
na vykon urcitych Cinnosti podla tejto zmluvy
priestory  alebo  zariadenia iné ako
zdravotnicke zariadenie za predpokladu, ze
(i) vykon cinnosti takymito tretimi stranami
alebo v takychto zariadeniach bude v sulade
so vsetkymi prisluSnymi povinnostami tejto
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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, (ii) 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.

23. Counterparts. This Agreement may
be executed in one or more counterparts,
each of which 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.
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, riots, or power failure), the Party
so affected shall, upon giving written notice
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zmluvy vratane toho, ze takéto tretie strany
alebo zariadenia budu dodrziavat podmienky,
ktoré sU minimalne rovnako prisne ako
podmienky, ktorymi je zaviazané pracovisko
podla tejto zmluvy, pokial ide o vykonavanie
skusania, okrem iného vratane pouZzivania
skusanych liekov, uchovavania zaznamov,
dbvernosti, povinnosti tykajucich sa Udajov a
publikacii, vynalezov, osobnych Udajov a
publicity, (ii) zdravotnicke zariadenie zostane
zodpovedné za vykon v takychto zariadeniach
alebo takymito tretimi stranami a (iii) ani
skusajuci, ani ziadny spoluskuUsajuci nema
Ziadny priamy alebo nepriamy financny podiel
v ziadnej z takychto tretich stran alebo
zariadeni.

23.  Vyhotovenia. Tato zmluva sa modze
vyhotovit v  jednom alebo viacerych
rovnopisoch, z ktorych kazdy sa povazuje za
original, pricom spolo¢ne budu predstavovat
jednu a tu istu listinu. Dorucenie podpisaného
rovnopisu podpisovej strany tejto zmluvy
faxom, elektronickou postou vo formate
»-pdf* alebo akymkolvek inym elektronickym
prostriedkom  urenym na zachovanie
povodného grafického a obrazového vzhladu
dokumentu, alebo kombinaciou takychto
prostriedkov, je rovnako UCinné ako
dorucenie rucne podpisaného rovnopisu tejto
zmluvy.

24.  Vyssia moc. Ak je plnenie tejto zmluvy
zo strany zdravotnickeho zariadenia alebo
zadavatela znemozneng, obmedzené,
narusené alebo oneskorené (Uplne alebo
Ciastocne) z dovodu akejkolvek priciny, ktoru
strany nemo6zu primerane ovplyvnit (ako suU
napriklad zivelné pohromy, vybuch, choroba,
pocasie, vojna, terorizmus, povstanie,
obciansky Strajk, nepokoje alebo vypadok
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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.

25. Publication in accordance with Act
no. 211/2000 Coll. on free access to
information and on amendments to certain
laws. Institution, Sponsor and CRO hereby
acknowledge that details of this Agreement
are required to be published pursuant to Act
no. 211/2000 Coll., on the official register:
https://www.crz.gov.sk/central-register-of-
contracts/ ("Contract Registry”).

The Parties agree that no business secrets or
personal information shall be disclosed or
made public as part of such publication. For
the purposes of this Agreement, such
business secrets include but are not limited
to: payment information attached as
Schedule A, the minimum enrollment goal,
expected number of Study subjects enrolled
and the expected duration of the Study. As a
result, the Parties have agreed a version of
this Agreement for publication, in which all
business secrets and personal information
have been redacted. This is attached hereto
as Schedule D (“*Agreed Form”). The Parties
agree that the Institution shall effect the
publication of the Agreed Form on the
Contract Registry within 5 working days of
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elektrickej energie), dotknuta zmluvna strana
bude po pisomnom oznameni druhe;j
zmluvnej strane oslobodena od takéhoto
plnenia v rozsahu takéhoto =zabranenia,
obmedzenia, narusenia alebo oneskorenia za
predpokladu, Ze dotknuta zmluvna strana
vynalozi maximalne Usilie, aby sa vyhla
takymto pri¢cinam neplnenia alebo ich
odstranila, a bude pokracovat v plneni s
maximalnym Usilim, ked budu takéto priciny
odstranené. Na Uclely tohto <¢lanku sa
nedostatok financnych prostriedkov
nepovazuje za pricinu, ktorU strany nemozu
primerane ovplyvnit.

25.  Zverejnenie  podla zakona C.
211/2000 Z. z. o slobodnom pristupe k
informaciam a o zmene a doplneni
niektorych  zakonov. Zdravotnicke
zariadenie, zadavatel a CRO tymto bery na
vedomie, ze Udaje o tejto zmluve sa musia
zverejnit podla zdkona ¢. 211/2000 Z. z. v
Uradnom registri:
https://www.crz.gov.sk/central-register-of-
contracts/ (,register zmluov").

Zmluvné strany sa dohodli, ze v ramci
takéhoto zverejnenia nebudu zverejnené ani
spristupnené Ziadne obchodné tajomstva ani
osobné udaje. Na uUcely tejto zmluvy sa za
takéto obchodné tajomstvo povazuju okrem
iného: informacie o platbach uvedené
vprilohe A,  minimalny  ciel  nabory,
predpokladany pocet Ucastnikov zaradenych
do klinického skisania a predpokladané
trvanie klinického skusania. V désledku toho
sa zmluvné strany dohodli na verzii tejto
zmluvy urlenej na zverejnenie, z ktorej boli
odstranené vsetky obchodné tajomstva a
osobné uUdaje. Tato verzia je pripojend k
tomuto  dokumentu ako priloha D
(,dohodnuta podoba"). Strany sa dohodli, ze
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the Date of Final Signature of this
Agreement. At the time of publication the
Institution will inform CRO / Sponsor of
publishing the Agreement in the Contract
Registry by designating the following email
address: XXX as the email address to which a
notification of publication in the Contract
Registry shall be sent. Should the Institution
fail to publish the Agreed Form of this
Agreement within 5 working days from the
Date of Final Signature, the Sponsor or the
CRO may publish the Agreed Form. The
Parties agree that this Agreement shall not
come into effect until the Agreed Form has
been published in accordance with this clause
(“Effective Date”). In any event, CRO reserve
the right not to provide Study Drug until this
Agreement is published in accordance with
this clause.

In the event that there is a challenge to the
validity of the Agreed Form, once it has been
published, the Parties shall notify each other
as soon as reasonably practicable upon
becoming aware of such challenge and shall
work together to agree a revised version of
the Agreed Form for publication.

In no event shall the Institution publish this
Agreement in any form other than the Agreed
Form, unless agreed in advance in writing
with CRO and Sponsor.

26. List of Incorporated Schedules.
A. Budget and Payment Schedule
B. Data Protection Schedule

C. Sponsor’s Certificate of Insurance

D. Agreed Form of Redacted

Agreement
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zdravotnicke zariadenie zverejni dohodnutu
podobu v registri zmldv do 5 pracovnych dni
od datumu posledného podpisu tejto zmluvy.
V ase zverejnenia bude  zdravotnicke
zariadenie informovat CRO/zadavatela o
zverejneni zmluvy v Registri zmlUv tak, Ze na
nasledujucu e-mailovy adresu: XXX zasle
oznamenie o zverejneni v registri zmlov. Ak
zdravotnicke zariadenie nezverejni
dohodnutyd  podobu tejto zmluvy do
5 pracovnych dni od datumu posledného
podpisu, mbze ju zverejnit zadavatel alebo
CRO. Zmluvné strany sa dohodli, ze tato
zmluva nadobudne Ucinnost az po zverejneni
dohodnutej podoby v sulade s tymto ¢lankom
(dalej len ,datum nadobudnutia Ucinnosti").
CRO si v kazdom pripade vyhradzuje pravo
neposkytnut skusany liek, kym tato zmluva
nebude zverejnena v sulade s tymto ¢lankom.

V pripade, ze dojde k spochybneniu platnosti

dohodnutej podoby po jej zverejneni,
zmluvné strany sa navzijom informuju co
najskér po tom, ako sa o takomto

spochybneni dozvedia, a budu spolupracovat
s cielom dohodnuUt revidovanu verziu
dohodnutej podoby na zverejnenie.
Zdravotnicke zariadenie v ziadnom pripade
nezverejni tuto zmluvu v inej forme, ako je
dohodnutd podoba zmluvy, pokial sa na tom
vopred pisomne nedohodne s CRO a
zadavatelom.

26. Zoznam zaclenenych priloh.

A. Priloha o rozpocte a platbach
Priloha o ochrane Udajov

C. Osvedcenie o poisteni zadavatela

D. Dohodnuta podoba redigovanej
zmluvy
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Remainder of page intentionally left blank Zvysok strany je umyselne ponechany prazdny.
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IN WITNESS WHEREOF, the Parties have NA DOKAZ TOHO zmluvné strany
caused this Agreement to be executed by zabezpedili aby tito zmluvu podpisali ich
their duly authorized representatives as the riadne splnomocneni zastupcovia k datumu
Effective Date defined above. nadobudnutia UCinnosti definovanému vyssie.

Fakultna nemocnica s poliklinikou F.D. Roosevelta Banska Bystrica
By/Podpisuje:
(Signature)/(Podpis)

Name/Meno: Ing. Miriam Lapunikova, MBA
Title/Funkcia: Hospital director/ riaditel nemocnice

ICON Clinical Research Limited
By/Podpisuje:
(Signature)/(Podpis)

Name/Meno: XXX

Title/Funkcia: Senior Study Start-Up Manager
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Schedule A

Priloha A

BUDGET & PAYMENT SCHEDULE

PRILOHA O ROZPOCTE A PLATBACH

Payment Method: Payments will be made
by electronic funds transfer and in accordance
to the terms of this Schedule A to Payee. All
payments for this Study will be paid by
Sponsor, through CRO. All amounts included
within this Schedule A and Exhibit A-1 include
all applicable taxes and overhead, unless
otherwise stated.

Requirements for payment: Payment of
“Site Startup Cost” fee, in the amount included
in Exhibit A-1, will be paid to Payee after
receipt of fully Executed Agreement and
completed Beneficiary Details From.
Otherwise, no other payments will be made to
the Payee until the following are completed:
(1) execution of the Agreement, (2)
submission of all regulatory documents to
CRO, (3) EC approval and (4) CRO receipt of
the completed Beneficiary Details Form.

VAT: All fees are stated on a VAT exclusive
basis. In the following limited circumstances
Value Added Tax or an equivalent sales tax
("VAT") shall be added to any sums stated in
Appendix A-1:
i. Where it is agreed by the
Institution/Investigator and CRO that
VAT is correctly chargeable on the
supply, and
ii. Where the Institution/Investigator has
listed its/his/her VAT number below;
and
iii. Upon receipt of a valid VAT invoice.

All other taxes are included in the sums stated
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Sposob platby: Platby sa uskutocnia
elektronickym prevodom finan¢nych
prostriedkov a v sulade s podmienkami tejto
prilohy A v prospech prijemcu platieb. VSetky
platby pre toto skusanie uhradi zadavatel
prostrednictvom CRO. VSetky sumy uvedené
v tejto prilohe A a prilohe A-1 zahffiaju vSetky
prislusné dane a rezijné naklady, pokial’ nie je
uvedené inak.

Poziadavky na platbu: Platba poplatku za
»Uvodné naklady pracoviska" v sume
uvedenej v prilohe A-1 sa uhradi prijemcovi
platieb po prijati plne podpisanej zmluvy a
vyplneného formuldra s idajmi prijemcu
platieb. Inak prijemcovi platieb nebudu
poukazané Ziadne d'alSie platby, kym nebudu
dokoncené tieto ukony: (1) podpis zmluvy,
(2) predlozenie vsetkych regulacnych
dokumentov zmluvnej vyskumnej organizacii
(CRO), (3) schvalenie etickou komisiou a (4)
prijatie vyplneného formulara s Udajmi
prijemcu platieb zmluvnou vyskumnou
organizaciou.

DPH: Vsetky poplatky st uvedené bez DPH.
V nasledujucich obmedzenych pripadoch sa
dan z pridanej hodnoty alebo ekvivalentna
dan z predaja (dalej len ,DPH") prida ku
vSetkym ciastkam uvedenym v Prilohe A-1:
i. ak sa zdravotnicke zariadenie/skusajuci
a CRO dohodnd, Ze DPH je pri dodani
spravne Uctovang, a

ii. ak zdravotnicke zariadenie/skusajuci
uviedlo/uviedol svoje IC DPH nizSie a

iii. po prijati platnej faktary s DPH.

Vsetky ostatné dane su zahrnuté v sumach
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in Appendix A-1.

Institution/Investigator VAT number: N/A

Payments should be made to: The Parties
agree that the payee designated below and
within the beneficiary details form is the
proper payee for this Agreement, and that
payments under this Agreement will be made
only to the following Payee (the “Payee”):

uvedenych v prilohe A-1.

IC DPH zdravotnickeho
zariadenia/skisajlceho: neuplatfiuje sa

Platby sa maja poukazat: Zmluvné
strany suhlasia, ze prijemca platieb urceny
nizSie a vo formulari s ddajmi prijemcu
platieb je riadnym prijemcom platieb na ucely
tejto zmluvy a ze platby podla tejto zmluvy
sa uskutocnia iba tomuto prijemcovi platieb
(dalej len ,prijemca platieb"):

ADDRESS

Fakultna NAZOV PRIJEMCU Fakultna

nemocnica s PLATIEB: nemocnica s
PAYEE NAME: poliklinikou F.D. poliklinikou  F.D.

Roosevelta Roosevelta Banska

Banska Bystrica Bystrica

I;lamestle L. Svobodu Namestie L. Svobodu 1

. 975 17 Banska ADRESA PRIJEMCU 975 17 Banska Bystrica

PAYEE ADDRESS: Bystrica PLATIEB:

Slovak Republic Slovenska Republika

Attn: xxx do pozornosti: xxx
PAYEE EMAIL EMAILOVA ADRESA

XXX XXX

PRIJEMCU PLATIEB

In case of changes in the Payee’s address or
contact, 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 humbers, or tax-exempt
status, no further amendments to the
Agreement are required.

The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement. If the Investigator is not the

Payee, then the Payee's obligation to
reimburse the Investigator, if any, is
determined by a separate agreement

between Investigator and Payee, which may
involve different payment amounts and
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V pripade zmien v adrese alebo kontaktnych
Udajoch prijemcu platieb je prijemca platieb
povinny pisomne informovat' CRO. Zmluvné
strany suhlasia, ze v pripade zmien adresy,
ktoré nezahfiiaju zmenu prijemcu platieb,
danovych cisel alebo Statitu oslobodenia od
dane, sa nevyzaduju ziadne dalSie zmeny
zmluvy.

Zmluvné strany berl na vedomie, Ze
ustanoveny prijemca platieb je opravneny
prijat’ vSetky platby za sluzby vykonané podla
tejto zmluvy. Ak skusajlci nie je prijemcom
platieb, povinnost’ prijemcu platieb poskytnut’
nahradu skisajucemu (ak taka je) sa urcuje
osobitnou zmluvou medzi skdsSajucim a
prijemcom platieb, ktord& moéze zahfiat
odlisné sumy platieb a odliSné platobné
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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.

Ongoing Payments: CRO will reimburse the
Payee monthly within 45 days of the
acceptance criteria. Institution will not be
reimbursed for any procedures carried out
after the subject has failed screening. All
visits will be reimbursed on a completed visit
per subject basis in accordance with the
attached budget, excluding Study level costs
and invoiceable items listed separately.
Payment will be made based upon prior
month enrollment data confirmed by
completed subject electronic Case Report
Forms (“eCRFs”) after data verification
supporting subject visitation.

When data is reviewed during a scheduled
Site visit by CRO, Investigator shall have all
reasonably available data obtained through
the preceding day complete and ready for
evaluation. CRO reserves the right to
withhold payment for data not available to
CRO within five (5) business days after the
Subject Study visit, except in circumstances
where data is delayed or not received
through no fault of Institution or Investigator,
or in situations beyond the Institution and
Investigator’s control.

Pass-Through/Invoiced Payments:
Payee will be reimbursed for approved Study-
related expenses in the amounts and
frequency included in Exhibit A-1, upon CRO's
receipt of a Valid Invoice from Payee to the

-Page 42 of 62-
Takeda Clinical Trial Agreement (Slovakia) CRO Inst v.1June2021
Protocol Number: XXX
P1 Name/Institution Name:Dr. Balaz, FNsP FD Roosevelta, Banskd
Bystrica

intervaly, nez platby vykonané zo strany CRO
prijemcovi platieb. Skusajuci  berie na
vedomie, ze ak skusajlci nie je prijemcom
platieb, CRO neposkytne platby skdsajucemu,
aj keby prijemca platieb neposkytol nahradu
skusajucemu.

Priebezné platby: CRO bude prijemcovi
platieb poskytovat' nahrady mesacne do 45
dni od splnenia akceptacnych  kritérii.
Zdravotnickemu zariadeniu sa neposkytne
nahrada za Zziadne postupy vykonané po
neuspesnom skriningu Ucastnika.  VSetky
navstevy sa preplatia na baze absolvovanej
navstevy za kazdého Ucastnika v sulade

s prilozenym rozpoctom, s vynimkou
nakladov na drovni skisania
a fakturovatelnych  poloziek  uvedenych

osobitne. Platba sa uhradi na zaklade udajov

0 zaradeni Ucastnikov do skusSania za
predchadzajuci mesiac podlozenych
vyplnenymi  elektronickymi  zaznamovymi

formularmi Gcastnikov skusania (dalej len
~€CRF") po overeni Udajov potvrdzujicom
navstevy Ucastnikov.

Pri kontrole (dajov pocas naplanovanej
navstevy pracoviska zo strany CRO musi mat’
skusajuci vSetky primerane dostupné udaje
ziskané pocas predchadzajuceho dia Uplné a
pripravené na vyhodnotenie. CRO si
vyhradzuje pravo zadrzat' platbu za udaje,
ktoré nie su dostupné pre CRO do piatich (5)
pracovnych dni po navsteve (castnika
v ramci skdsania s vynimkou okolnosti, ked’
sU Udaje oneskorené alebo neprijaté nie
vinou zdravotnickeho zariadenia alebo
skusajuceho, alebo v situaciach, ktoré su
mimo kontroly zdravotnickeho zariadenia a
skusajuceho.

Prefakturované/fakturované platby:
Prijemca platieb dostane nahradu za
schvalené vydavky suvisiace so skdSanim
v sumach a frekvencii uvedenych v prilohe
A-1 po tom, ako CRO dostane platnu faktiru
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address as indicated below.

Screen Failures: Subjects can Screen Fail at
either Vist 1la or Visit 1b. Payee will be
compensated up to 3 Screen Failures (as
defined below). Payee will be reimbursed at
the total cost of the Screening visit (per
Screen Failure) wherein the subject Screen
Fails. Further payment of Screen Failures
shall be subject to written approval of the
Sponsor, but does not require an amendment
to the Agreement. To be eligible for payment
an itemized original Valid Invoice must be
received by CRO.

For purposes of this Agreement, a Screen
Failure shall mean a subject who (i) Screen
Fails at Visit 1a or 1b (ii) completes the
Screening Visit procedures outlined in the
Protocol (including, without limitation, the
informed consent process) and (iii) 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.

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

Disease Exacerbation/Unscheduled
Visits: May be required for the Study as
directed by the Investigator, or may be
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od prijemcu platieb na nizSie uvedenu
adresu.

l:JEastnici s neldspesnym skriningom:
Ucastnici nemusia Uspesne prejst’ skriningom
na navsteve la alebo navsteve 1b. Prijemca
platieb dostane kompenzaciu za maximalne
3 ucastnikov s nelispesnym skriningom
(ako je definované nizSie). Prijemca platieb

dostane nahradu vo vyske celkovych
nakladov na skriningovl navstevu (za
kazdého Ucastnika s neuspesnym

skriningom), pocas ktorej ucastnik neprejde
skriningom Uspesne. DalSia platba za
Ucastnikov s neldspeSnym skriningom bude
podliehat’ pisomnému schvaleniu zo strany
zadavatela, nevyzaduje vSak dodatok
k zmluve. Na vznik opravnenia na Uhradu
musi CRO dostat’ originalnu platni faktdru
S rozpisanymi polozkami.

Na Ucely tejto zmluvy sa za Ucastnika

s neuspesSnym skriningom povazuje Ucastnik,
ktory (i) neprejde Uspesne skriningom na
navsteve 1a alebo 1b, (ii) absolvuje postupy
skriningovej navstevy opisané v protokole
(okrem iného vratane procesu informovaného
suhlasu) a (iii) nie je randomizovany. Na
vzniknutie opravnenia na preplatenie
skriningovej navstevy musi CRO potvrdit’
strany eCRF z absolvovaného skriningu a
akékol'vek dodatocné informacie, ktoré moze
CRO pozadovat, sa musia predloZit’ na
nalezité zdokumentovanie postupov pri
skriningu Ucastnika.

Platby pri preruseni ucasti alebo
predcéasnom ukonceni: Vyska nahrady za
Ucastnikov, ktori prerusia Gcast’ alebo
skusanie ukoncia predcasne, sa vypocita
alikvétne podla poctu potvrdenych
absolvovanych navstev.

Navstevy pri zhorseni
ochorenia/neplanované navstevy: Mozu
sa vyzadovat' pre skusanie podla pokynov
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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 Subject 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
visit basis in accordance with the rates set
forth in Exhibit A-1 following review and
approval of any information and/or
documentation required by Sponsor. Payee
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 Exhibit A-1, 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 for procedures
completed outside of the Unscheduled Visit,
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.

Subject Travel Reimbursement:
Reimbursement for study visit related travel
expenses (i.e., travel/mileage, meals,
parking, etc.) for each completed study visit
will be paid directly to the Subject as
specified in the ICF.

Principal Investigator will reimburse Subject
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skusajuceho alebo sa mézu tykat’ neziaducej
udalosti, ku ktorej doSlo pocas skusania,
alebo sa mézu inak vyzadovat’ pre skusanie
podla pokynov skusajuceho, a to v zaujme
zdravia a blaha Ucastnika skdsSania. Na uUcely
tejto zmluvy navstevy Ucastnikov alebo
postupy Vv ramci Standardnej starostlivosti,
ktoré protokol nevyzaduje, nepredstavuju
neplanované navstevy.

Neplanované navstevy sa preplatia na
zaklade navstev vsllade so sadzbami
uvedenymi v prilohe A-1 po preskimani a
schvdleni  vSetkych  informacii  a/alebo
dokumentov  vyzadovanych zadavatelom.
Prijemca platieb sa bude snazit' poskytnut
zadavatelovi alebo jeho poverenej osobe
oznamenie primerane vopred a vzdy, ked' to
bude mozné, sa pokusi od zadavatela ziskat’
pred vykonanim postupu predchadzajlce
schvdlenie. V pripade, ze sadzby nahrady
lekarsky nevyhnutnych postupov nie su
uvedené v prilohe A-1, vysku nahrady
takychto postupov preskima v dobrej viere
zadavatel’ predtym, nez vydavky schvali alebo
neschvali, pricom to nebude neopodstatnene
odopreté alebo oneskorené.

Na vznik opravnenia na Uhradu za postupy
vykonané mimo neplanovanej navstevy musi
CRO dostat’ origindlnu platnd  faktdru
s rozpisanymi polozkami, na ktorej bude
uvedeny datum neplanovanej navstevy
a Cislo Ucastnika. Nahrada bude podliehat
overeniu zadavatelom alebo jeho poverenou
osobou.

Nahrada cestovnych vydavkov
ucastnika: Nahrada cestovnych vydavkov
suvisiacich s navstevami v ramci skdsSania
(t. j. cestovné/prejdené kilometre, stravné,
parkovné atd.) za kazdi navstevu
absolvovani v ramci skusania sa bude
vyplacat’ priamo Ucastnikovi spdsobom, ako
je uvedené vo formulari informovaného
suhlasu.

Zodpovedny skusSajuci preplati (castnikovi
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for their travel expenses as actually incurred,
and as indicated within the ICF, due to their
participation in the Study. CRO will reimburse
Principal Investigator in accordance with the
up to amounts listed within Exhibit A-1.
Reimbursement to Principal Investigator will
be payable upon receipt of an original,
itemized valid Invoice or adequate proof of
the expenses incurred. No overhead shall be
applied. Subjects must have travelled to site
on visit day to receive reimbursement.

In the event that any subject travel
reimbursement is paid by the CRO to the
Payee but not actually paid to the Subject by
Payee, Payee will promptly refund that
amount to the CRO.

Any Subject who will incur travel expenses
exceeding the above rates per visit must be
approved by Sponsor prior to enrollment into
the Study.

Close-out Fees and Final Payment: All
Close-out fees and any other payments due
will be paid upon completion of the close-out
visit at Site and upon receipt of the following:
(i) all Study documentation, (ii) the
accountability of any unused Study Drug, (iii)
all completed and correct eCRFs/queries, (iv)
resolution of any clarification requests made
by CRO or Sponsor regarding Study data or
records and (v) receipt of Valid Invoice based
upon the rates set forth in Schedule A-1. 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 CRQO’s written
notification of the amount due. Payee will
have thirty (30) days from the receipt of final
payment to dispute any payment
discrepancies during the course of the Study.
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cestovné vydavky, ktoré mu skutocne vznikli
z dovodu jeho Ucasti na skisani a ktoré su
uvedené vo formulari informovaného suhlasu.
CRO vyplati zodpovednému skisajlicemu
nahradu do vysky sum uvedenych v prilohe
A-1. Nahrada zodpovednému skdsajucemu
bude splatna po prijati origindlu platnej

faktary s rozpisanymi  polozkami  alebo
adekvatneho  dokladu o  vzniknutych
vydavkoch. Neuplatnia sa Ziadne rezijné

naklady. Aby Ucastnici ziskali ndhradu, v den
navstevy museli cestovat’ na pracovisko.

V pripade, ze CRO vyplati akikol'vek nahradu
cestovného Ucastnika prijemcovi platieb, ale
UCastnikovi ju prijemca platieb realne
nevyplati, prijemca platieb takdto sumu
promptne vrati CRO.

Kazdého  Ucastnika, ktorému  vzniknu
cestovné vydavky prevysujuce  vySSie
uvedené sadzby za navstevu, musi schvalit’
zadavatel’ pred jeho zaradenim do skdsania.

Poplatky za uzavretie a konecna platba:
Vsetky poplatky za uzavretie a akékol'vek iné
splatné platby budu vyplatené po vykonani
zavereCnej navstevy na pracovisku a po
prijati nasledujuceho: (i) celej
dokumentacie skisania, (ii) evidencie
akéhokol'vek nepouzitého skusaného lieku,
(i) vSetkych vyplnenych a spravnych
eCRF/odpovedi na otdzky, (iv) vyrieSenia
akychkolvek  Ziadosti o objasnenie
predlozenych zo strany CRO alebo zadavatela
v sUvislosti s Udajmi alebo zaznamami zo
skusania a (v) prijati platnej faktary
vychadzajlcej zo sadzieb uvedenych v prilohe
A-1. Ak pri dokonceni skusSania alebo
akomkol'vek ukonceni tejto zmluvy celkova
suma, ktorl CRO uhradila, prevysuje sumu,
na ktorl je prijemca platieb podla tejto
zmluvy opravneny, prijemca platieb preplatok
vrati CRO do Styridsiatich piatich (45)
pracovnych dni od prijatia pisomného
oznamenia od CRO o dlznej sume. Prijemca
platieb bude mat’ tridsat’ (30) dni od prijatia
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Invoices: Invoices should be issued to CRO
and hereafter sent to:

Invoices should clearly identify the following:

e Payee details

¢ Name, phone number and email address
of contact to which queries can be
directed.

e CRO study number
number

e PI Name and Site Number

and/or protocol

e CRO PO number (If Applicable)

e Invoice Number and Date

e Subject number (If applicable) and
description (Visit detail and completion
date, Start up fee, Pharmacy fee etc) of
services

e Any information required under
applicable law to be included on the
invoice submitted by Payee

Invoices shall be addressed to:

ICON Clinical Research Limited
South County Business Park
Leopardstown, Dublin 18
Ireland

Invoices should be submitted by e-mail to the
address below:

By e-mail: ICON Investigator Payments
Group (IPG): xxx
Please note that invoices will not be

processed unless they are sent to this
address and include the details listed above
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konecnej platby na vznesenie namietok
v sUvislosti s pripadnymi platobnymi
nezrovnalostami pocas priebehu skusania.

Faktary: Faktiry treba vystavit CRO a
nasledne zaslat’ (komu):

Vo faktirach maji byt jasne uvedené
nasledujlce informacie:

e Udaje o prijemcovi platby,

e meno, telefénne Cislo a e-mailova adresa
kontaktnej osoby, na ktorl sa mozno
obratit’ s otazkami,

e (Cislo skusania CRO a/alebo dislo
protokolu,
e meno hlavného skusajuceho a dislo
pracoviska,

e (Cislo objednavky CRO (v prislusnych
pripadoch),

e (Cislo a datum faktury,

e (islo ucastnika (v prislusnych pripadoch)
aopis (4daj o navsteve a datum
absolvovania, Uvodny poplatok, poplatok
za lekaren atd'.) sluzieb,

e vSetky informacie, ktoré musia byt podla
platnych pravnych predpisov uvedené na
faktire predloZenej prijemcom platby.

Faktury je potrebné adresovat’:
ICON Clinical Research Limited

South County Business Park
Leopardstown, Dublin 18

Irsko

Faktiry zasielajte e-mailom na nizSie
uvedenu adresu:

E-mailom: ICON Investigator Payments
Group (IPG): xxx

Upozornujeme, ze faktary nebudu

spracované, ak nebudd zaslané na tato
adresu a nebudl obsahovat’' vysSie uvedené
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(“Valid Invoice”). Failure to follow the
requirements may result in delayed payment.

No other Cost: Any expense or cost
incurred by Payee in performing this
Agreement that is not specifically designated
as reimbursable by CRO or Sponsor under
the Agreement (including this Exhibit A and
Exhibit A-1) is Payee’s sole responsibility. No
Other Additional Funding Requests Will
be Considered.

Equipment: The Institution may be supplied
with, if needed: ECG machine with supplies,
eCOA tablets, Heat blocks for TrueCulture,
laptop, ESB (external storage device)
(collectively, “Equipment”). List of equipment
is attached as Exhibit A2

All Equipment shall be provided by the
Sponsor or CRO/vendors contracted by the
Sponsor, and shall remain the sole property
of Sponsor, or CRO /vendor, as the case may
be.

Therefore, it is hereby agreed that such
Equipment shall:

a) be subject to removal at any time upon
the Sponsor's or CRO’s, demand
provided that such removal does not
prevent the Institution from conducting
the Study and carrying out their
obligations under this Agreement;

b) be used only for the purposes of the

Study; and
c) be wused in accordance with any
manuals or instructions while in

possession of the Institution; and

d) be clearly identified as the sole
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Udaje (dalej len ,platna faktura"). Nesplnenie
tychto poziadaviek méze mat’ za nasledok
oneskorenu platbu.

Ziadne iné naklady: Za akékol'vek vydavky
alebo naklady vzniknuté prijemcovi platieb pri
plneni tejto zmluvy, ktoré nie si konkrétne
uvedené ako preplatitelné zo strany CRO
alebo zadavatela podla tejto zmluvy (vratane
tejto prilohy A a prilohy A-1), zodpoveda
vyhradne prijemca platieb. Do dUvahy sa
nebudi brat’ Ziadne iné Ziadosti
tykajuce sa dodatocného financovania.

Vybavenie: Zdravotnickemu zariadeniu
moze byt v pripade potreby dodané: EKG
pristroj s materidlom, eCOA elektronické
zariadenia-tablety,  tepelné  bloky pro
TrueCulture, notebook, ESB (externé ulozné
zariadenie) (spolo¢ne d'alej len ,vybavenie®).
Zoznam vybavenia je prilozeny v Prilohe A2

Vsetko vybavenie poskytne zadavatel' alebo
CRO/dodavatelia zazmluvneni zadavatelom a
zostane vyhradnym vlastnictvom zadavatela
alebo pripadne CRO/dodavatela.

Preto sa tymto dospelo k dohode, Ze takéto
vybavenie:

a) mozno kedykol'vek odstranit’ na ziadost’
zadavatela alebo CRO za predpokladu,
Ze takéto odstranenie nebude branit
zdravotnickemu zariadeniu vykonavat
skusanie a plnit' si svoje povinnosti
podl'a tejto zmluvy;

b) sa bude pouzivat iba na Ucely

skdsania; a

¢) sa bude pouzivat v sulade
s akymikol'vek priruckami alebo
pokynmi, kym bude v drzbe

zdravotnickeho zariadenia; a
d) bude jasne identifikované ako vyhradné
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property of the Sponsor/CRO/vendor,
as applicable, by stating "BELONGS TO
Name of legal owner” in order to notify
any third parties, including creditors,
that the legal owner retains title
thereto.

Institution shall be responsible for the
safekeeping of Equipment while Equipment is
in Institution’s possession. Sponsor, or its
designee, shall be responsible for regular
required maintenance of the Equipment as
per the user’s manual, as well as replacing
parts due to ordinary wear and tear.

During the time Equipment is in the
possession of the Institution, Institution shall
be responsible for any loss of, or damage to
the Equipment (minus ordinary wear and
tear), except to the extent such loss or
damage is due to the acts and/or omissions
of Sponsor and/or CRO. Upon completion or
termination of the Study, CRO or Sponsor,
together with Institution’s assistance shall
arrange the return of all Equipment within
one (1) month of written request to return.

Notwithstanding the foregoing, it is hereby
acknowledged that Institution may be
performing other studies sponsored by
Sponsor that involves the use of Equipment
("Other Takeda Study”). Sponsor shall
provide Equipment for Institution’s use as set
forth in the clinical trial agreement for each
such Other Takeda Study. The parties agree
that the obligations of Institution to return
the Equipment as set forth herein shall not
apply in the event one or more Other Takeda
Study is underway at Institution, or as
otherwise authorized in writing by Sponsor.
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vlastnictvo zadavatela, CRO alebo
pripadne dodavatela uvedenim textu
“PATRI nazov zakonného vlastnika”
s cielom informovat’ akékol'vek tretie
strany vratane veritelov, ze zakonny
vlastnik si nan ponechava vlastnicke
pravo.
Zdravotnicke zariadenie bude zodpovedné za
Uschovu vybavenia, kym bude v drzbe
zdravotnickeho zariadenia. Zadavatel alebo
jeho poverena osoba budu zodpovedni za
pravidelni pozadovanu Udrzbu vybavenia
podla pouzivatel'skej prirucky, ako aj vymenu
dielov z dovodu bezného opotrebovania.

Pokym bude vybavenie v drzbe
zdravotnickeho zariadenia, zdravotnicke
zariadenie bude niest’ zodpovednost' za
akukol'vek stratu alebo poskodenie vybavenia
(bez bezného opotrebovania) s vynimkou
rozsahu, v akom boli takato strata alebo
takéto poskodenie spdsobené konanim
a/alebo opomenutim zo strany zadavatela
a/alebo CRO. Po dokonceni alebo ukonceni
skusania CRO alebo zadavatel’ spolu

s pomocou zdravotnickeho zariadenia
zabezpedia vratenie vSetkého vybavenia do
jedného (1) mesiaca od pisomnej zZiadosti o
vratenie.

Bez ohl'adu na vysSie uvedené sa tymto
uznava, Ze zdravotnicke zariadenie méze
vykonavat' iné skiSania zadané zadavatelom,
ktoré zahrfiaju pouzivanie vybavenia (d‘alej
len ,iné skdsanie spolocnosti Takeda").
Zadavatel' poskytne vybavenie na pouzitie
zdravotnickym zariadenim, ako je uvedené
v zmluve o klinickom skusani, pre kazdé
takéto iné skdsanie spolocnosti Takeda.
Zmluvné strany suhlasia, Ze povinnosti
zdravotnickeho zariadenia vratit’ vybavenie,
ako je uvedené v tomto dokumente, sa
nebudl uplathovat’ v pripade, Ze

v zdravotnickom zariadeni bude prebiehat’
jedno alebo viac inych skusani spolo¢nosti
Takeda, alebo ako inak pisomne povoli
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zadavatel'.

Exhibit A-1 to the Clinical Study Priloha A-1 k zmluve o klinickom
Agreement skasani
The Budget is as follows: Rozpocet je nasledovny:

The anticipated total amount to be paid to Institution for conducting this Study is 5, 011.70
Euro./

Predpokladana celkova suma, ktora sa ma zaplatit institucii za vykonanie tohto klinického
skusania je 5 o011, 70 Euro.
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Exhibit A-2 to the Clinical Study Agreement Priloha A-2 k zmluve o klinickom skuSani

The List of Equipment Zoznam vybavenia

e (Clario - all items to be provided by Clario directly to sites
o Resting12-lead ECG machine w/ Built in Printer (monthly lease)
= Marc 2000 SP9- $2750 USD/2511.02 Euro

o Manufacturer: GE Healthcare
Height: 7.87 inches (200 mm)
Width: 15.35 inches (390 mm)
Depth: 12.99 inches (330 mm)
Weight: Approx. 11.02 Ibs (5 kg) including battery, without paper

o o 0o 0

NOTE:

Shipments will include AC Power or battery, power cable, patient cable, transmission cables, and
appropriate transmission accessory (USB stick or SD Card Reader)

*Disclaimer - EUR values are as at Jan 2, 2024, and subject to conversion rate fluctuations

o Additional Supplies
*  Electrodes

= ECGPaper
= Transmission Accessory
= C(Cables

=  Mac 2000 Patient Cables: 155.23 EUR
=  Manuals

e Signant - all items to be provided by Signant directly to sites
o eCOAtablets
= Slate for EU - TrialSlate Windows: Bluebird ST102- W4LAL (Global) (Android Tablet)
are 758 EUR

=  Provisioned App Device - Handheld: Android: STK X3-SW2-EU - all variants are 374 EUR

NOTE: (Both above-mentioned devices ship with respective charger and power cord)

Contents:
[tem Quantity Full Description of Vendor Part Harmonized Value / Value / Currency
Goods # Tariff No. Currency (EUR)
(USD)
1 1 VWR® Digital Dry 8419.89 600 USD 544 EUR
Block Heaters (120V or 75838-282 or
230V) 838-320
Coun 75030-3
try of Origin: USA
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2 2 VWR Block Module 20- 7616.99 200 USD 182 EUR
Hole, 13 mm 13259-130
Country of Origin: USA
3 1 VWR External Probe 9025.19 200 USD
Kit for Block Heater 11301412 182 EUR
Country of Origin: USA
Total Value/ Currency — 1,000 USD 908 EUR
No Commercial Value — For Customs Purposes Only
Contents:
ltem Quantity Full Description of Vendor Part | Harmonized Value / Value [ Currency
Goods # Tariff No. Currency (EUR)
1 1 MyBlock Dry Bath, 8419.89 600 USD 544 EUR
without block, Dual
Chamber (225V or BSHs5002 or
BSH5o02-E
230V)
Country of Origin: USA
2 2 Custom bIo_ck modules BSWCST- 7616.99 200 USD
Q2zlabsolutions OoLabs 182 EUR
Country of Origin: USA
3 1 Temperature probe 9025.19 200 USD
BSH5000/BSH6000 for 182 EUR
heat block heater BSH-TP2
Country of Origin: USA
Total Value/ Currency — 1,000 USD 908 EUR
No Commercial Value — For Customs Purposes Only

NOTE:

Please note that there may be a time when centrifugation is needed, if the cell layers are disturbed, or not clearly
visible. Sites should already have a centrifuge on hand in my experience.

*Disclaimer — EUR values are as at Jan 2, 2024, and subject to conversion rate fluctuations
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Alimentiv — all items to be provided by Alimentiv directly to sites

o

o

Laptop to sites

e Make: Lenovo
e Model: L14GEN2
e Approximate commercial value: 493.79 EUR

ESD (External Storage Device)

e  Make: Kingston
e  Model: SA400537/120G
e Approximate commercial value: 54.67 EUR

NOTE: Sites are not required to return ESD unless under exceptional circumstances (damage)

Zoznam vybavenia:

Clario - vSetky polozky ma pracoviskam poskytnUt priamo spolo¢nost Clario.

o Pristroj na pokojové 12-zvodové EKG so zabudovanou tladiarfiou (mesacny prenajom)

Marc 2000 SPg —2 511,02 EUR
o Vyrobca: GE Healthcare
Vyska: 7,87 palca (200 mm)
Sirka: 15,35 palca (390 mm)
Hibka: 12,99 palca (330 mm)
Hmotnost: Priblizne 11,02 libry (5 kg) vratane batérie, bez papiera

o O O O

POZNAMKA:

Zdasielky budu obsahovat sietové napdjanie alebo batériu, napajaci kabel, pacientsky kabel,
prenosové kable a prislusné prenosové prislusenstvo (USB klu¢ alebo Citacku SD karty)
*Vyhlasenie o odmietnuti zodpovednosti — Hodnoty v EUR sU platné k 2. januaru 2024
a podliehaju kolisaniu vymenného kurzu.

o Dalsie potreby

Elektrody

Papier na EKG

Prenosové prislusenstvo

Kable

Pacientské kable Mac 2000: 155,23 EUR
Prirucky

Signant — v3etky polozky ma pracoviskam poskytnut priamo spolocnost Signant.
o Tablety eCOA

Slate pre EU — TrialSlate Windows: Bluebird ST102 — W4LAL (Global) (tablet Android)
stoja 758 EUR

Poskytnuté zariadenie s aplikaciou — ru¢né: Android: STK X3-SW2-EU — vSetky varianty
stoja 374 EUR

POZNAMKA: (Obe uvedené zariadenia sa doddvaju s prislusnou nabijatkou a napdjacim

kablom.)
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POZNAMKA:
Pracoviska dostanu bud'tepelny blok VWR, alebo tepelny blok Benchmark, ale nie oba. Planujeme posielat len VWR,
pokial’sa nevyskytnu problémy so zasobami a nebudeme musiet pouZit Benchmark. Spolu so skdmavkami TruCulture
dostany pracoviska aj ventily/piesty Seraplas.

Obsah:

Polozka | Mnozstvo

Uplny opis tovaru

Cislo dielu
dodavatela

Hodnota/mena
(EUR)

Hodnota/m
ena (USD)

Harmonizova
né ¢islo

v colnom
sadzobniku

Digitalne suché
blokové ohrievace
VWR® (120 V alebo
230V)

Krajina povodu: USA

75838-282
alebo 75838-
320

600 USD 544 EUR

8419.89

Blokovy modul VWR
s 20 dierami, 13 mm

Krajina povodu: USA

13259-130

200 USD 182 EUR

7616.99

Suprava vonkajsej
sondy VWR pre
blokovy ohrievac

Krajina povodu: USA

11301-112

9025.19 200 USD

182 EUR

Celkova hodnota/mena —

nie komercna hodnota — len na colné ucely

1000 USD 908 EUR
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Obsah:

Polozka

Mnozstvo

Uplny opis tovaru

Cislo dielu
dodavatela

Harmonizova
né Cislo

v colnom
sadzobniku

Hodnota/mena
(EUR)

Hodnota/m
ena

Suchy kupel
MyBlock, bez bloku,
dvojkomorovy (115 V
alebo 230 V)

Krajina povodu: USA

BSH5o02
alebo

BSHzo02-E

600 USD 544 EUR

8419.89

Prisposobené
blokové moduly
Q2labsolutions

Krajina povodu: USA

BSWCST-
Qz2Labs

7616.99 200 USD

182 EUR

Teplotna sonda
BSH5000/BSH6000
pre tepelny blokovy
ohrievac

Krajina povodu: USA

BSH-TPa

9025.19 200 USD

182 EUR

Celkova hodnota/mena —

nie komercna hodnota — len na colné ucely

1000 USD 908 EUR
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POZNAMKA:
Upozorriujeme, Ze méZe nastat'situdcia, ked bude potrebné odstredenie, ak su vrstvy buniek narusené alebo nie su
jasne viditelné. Podla mojich skusenosti by pracoviskd uz mali mat k dispozicii odstredivku.

*Vyhlasenie o odmietnuti zodpovednosti — Hodnoty v EUR suU platné k 2. januaru 2024 a podliehaju kolisaniu
vymenného kurzu.

Alimentiv — vietky poloZzky ma pracoviskam poskytnUt priamo spoloénost Alimentiv.
o Notebook pre pracoviska
e Znacka: Lenovo
e Model: L14GEN2
e  Priblizna komercna hodnota: 493,79 EUR

o ESD (externé pamatové zariadenie)
e  Znacka: Kingston
e Model: SA400537/120G
e  Priblizna komer¢na hodnota: 54,67 EUR

POZNAMKA: Od pracovisk sa nevyZaduje vratenie ESD, pokial nenastany vynimocné okolnosti (poskodenie).

Additional equipment requested by study site / Dodato¢né vybavenie vyziadané pracoviskom
skusania:

e Oral body Temperature Thermometer (Digital Thermometer For Oral, Underarm or Rectal
use / Teplomer na meranie telesnej teploty ordlne (digitalny teplomer na ordlne, v
podpazusi alebo rektdlne pouzitie

e Temperature loggers (refrigerator- sample storage) - Zaznamniky teploty ( pre chladnicku
— skladovanie vzoriek)
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Schedule B

Priloha B

DATA PROTECTION SCHEDULE

PRILOHA O OCHRANE UDAJOV

Data Protection Requirements

The following terms between Sponsor and
Institution reflect what is agreed between
them, both acting as Data Controllers, to
facilitate the processing and sharing of
Personal Data. The terms define the data

protection principles that Sponsor and
Institution shall adhere to and their
responsibilities to each other.
1. Definitions
The terms “Controller”, “Data
Subject”, “Personal Data”,
“Processor”,  “Processing” and

“Supervisory Authority” shall have
the same meaning as in the applicable
Data Protection Law. For avoidance of
doubt, applicable Data Protection Law
means all Applicable Law 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.

“Security Incident” shall mean any
actual or reasonably suspected
accidental, unlawful or unauthorised
loss, destruction, alteration, access,
use, disclosure of, damage or
corruption to Personal Data Processed
under this Agreement.
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Poziadavky na ochranu udajov

Nasledujuce podmienky medzi zadavatelom a
zdravotnickym zariadenim odrazaju to, co je
medzi nimi dohodnuté, kedZe obaja vystupuju
ako prevadzkovatelia Udajov s ciefom ulahcit
spracovanie a zdielanie osobnych Udajov. V
podmienkach su vymedzené zasady ochrany
Udajov, ktoré =zadavatel a zdravotnicke
zariadenie dodrziavaju, a ich vzajomné
povinnosti.

1. Vymedzenie pojmov

Pojmy ,prevadzkovatel®, ,dotknuta
osoba", ,0sobné Udaje",
»~Sprostredkovatel®, , spracUvanie" a
«dozorny organ“ maju rovnaky
vyznam, ako je vyznam uvedeny
v pravnych predpisoch o ochrane
udajov. Aby sa predislo
pochybnostiam, platnymi pravnymi
predpismi o ochrane Udajov sa
rozumeju  vSetky platné pravne
predpisy tykajice sa ochrany Udajov,
sukromia, odpocuvania a
monitorovania komunikacie alebo
poziadaviek suvisiacich SO
spracovanim osobnych Udajov, okrem
iného vratane vseobecného nariadenia
o ochrane Udajov EU 2016/679.

~Bezpecnostny incident" znamena
akukolvek skutocnu alebo dévodne
predpokladany nahodnu, nezakonnu
alebo neopravnenu stratu, znicenie,
zmenu, pristup, pouzitie, zverejnenie,
poskodenie alebo znehodnotenie
osobnych Udajov spracuvanych podla
tejto zmluvy.
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3-

Identification of the Controllers

2.1.  Sponsor is the Controller for
key-coded Personal Data of Study
subjects collected and transferred by
the Institution in accordance with the
Protocol and the informed consent
form, as approved by the SIDC, EC and
Sponsor; and Personal Data of Study
Personnel collected in accordance
with this Agreement.

2.2. Institution and/or Investigator
is/fare responsible for the collection
(and where applicable, the coding) of
Personal Data under the Study and
act(s) as Controller for medical records
possessed by Institution with respect
to source data and/or Personal Data
disclosed by Data Subjects in the
course of treatment and Personal
Data collected or generated in the
course of the Study for the purpose of
exercising  independent  medical
judgment in line with the Agreement
and Protocol.

Warranties. Fair and Lawful

Processing

3.1.  Sponsor and Institution shall at
all times comply with their respective
obligations under all applicable Data
Protection Law in connection with this
Agreement.

3.2.  Sponsor and Institution shall
not process Personal Data for any
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Identifikacia prevadzkovatelov

2.1.  Zadavatel je
prevadzkovatelom kltcom
kodovanych osobnych udajov
ucastnikov skusania
zhromazdovanych a  prenasanych

zdravotnickym zariadenim v sulade s
protokolom a formularom
informovaného suhlasu, ako ich
schvdlili SUKL, EK a zadavatel; a
osobnych Udajov personalu skusania
zhromazdovanych v sulade s touto
zmluvou.

2.2.  Zdravotnicke zariadenie
a/alebo skusajuci su zodpovedni za
zhromazdovanie (a pripadne
kddovanie) osobnych Udajov v ramci
skusania a vystupuju ako
prevadzkovatel zdravotnych
zaznamov, ktoré ma zdravotnicke
zariadenie k dispozicii, pokial ide o
zdrojové Udaje a/alebo osobné udaje,
ktoré dotknuté osoby poskytli v

priebehu liecby, a osobné uUdaje
zhromazdené alebo vytvorené v
priebehu skusania na Ucely

vykondvania nezavislého lekarskeho
posudenia v sulade so zmluvou a
protokolom.

Zaruky. Spravodlivé a zakonné

spracUvanie

3.1.  Zadavatel a  zdravotnicke
zariadenie suU povinni vzdy dodrziavat
svoje prislusSné povinnosti podla
vSetkych platnych pravnych predpisov
o ochrane Udajov v suvislosti s touto
zmluvou.

3.2. Zadavatel a  zdravotnicke
zariadenie nesmuU spracUvat osobné
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other purpose than those established
under  this  Agreement, unless
authorized or required to do so by
Applicable Law, as required to
establish or defend legal claims, as
authorized by the other, or for
obtaining appropriate consent from
the Data Subject.

3.3.  Investigator/Institution
represents and warrants that it will
provide an appropriate data privacy
notice and obtain appropriate consent
(if legally required) from the Data
Subjects and that such notice (and
consent if appropriate) is in
accordance with language approved
by Sponsor SIDC and EC and allows for
the desired uses of such Personal Data
under this Agreement. Should
Sponsor or Institution learn that it has
provided Personal Data under this
Agreement that may not be shared
pursuant to a consent or notice, it is
responsible for promptly notifying the
other so that the affected Personal
Data under this Agreement can be
deleted, as required.

3.4. Sponsor and Institution shall
ensure that the access to the Personal
Data under this Agreement is limited
to its personnel who need to have
access to it for the performance of the
obligations under this Agreement, and
that such personnel are subject to
confidentiality obligations.

3.5.  Sponsor and Institution shall
each apply appropriate technical and
organisational  security = measures
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Udaje na iné Ucely, nez su stanovené v
tejto zmluve, pokial ich na to
neopravnuju alebo to nevyzaduju
platné pravne predpisy, pokial'to nie je
potrebné na preukdzanie alebo
obhajobu pravnych narokov, pokial'ich
na to neopravnuje druha strana alebo
pokial na to neziskaju prislusny suhlas
od dotknutej osoby.

3.3.  Skusajuci/zdravotnicke

zariadenie vyhlasuje a zaruluje, ze
poskytne prislusné oznamenie o
ochrane osobnych Udajov a ziska
prislusny suhlas (ak sa vyzaduje zo
zakona) od dotknutych os6b a ze
takéto oznamenie (a pripadne suhlas)
je v sulade so znenim schvalenym
zadavatelom, SUKL a EK a umozriuje
pozadované pouzitie takychto
osobnych Udajov podla tejto zmluvy.
Ak sa zadavatel alebo zdravotnicke
zariadenie dozvedia, ze poskytli
osobné Udaje podla tejto zmluvy,
ktoré sa nesmu zdielat na zaklade
stuhlasu  alebo  oznamenia, suU
zodpovedni za to, ze to bezodkladne
oznamia druhej strane, aby sa
dotknuté osobné uUdaje podla tejto
zmluvy mohli podla potreby vymazat.

3.4. Zadavatel a  zdravotnicke
zariadenie zabezpecia, aby pristup k
osobnym udajom podla tejto zmluvy
mali len ich zamestnanci, ktori k nim
potrebuju mat pristup na plnenie
povinnosti podla tejto zmluvy, a aby
sa na tychto zamestnancov vztahovala
povinnost mlcanlivosti.

3.5.  Zadavatel a  zdravotnicke
zariadenie  uplatiuju  primerané
technické a organizacné bezpecnostné
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reflective of current good industry
practice and technological
development to protect Personal Data
under this Agreement against any
Security Incident.

Data Subject Rights

4.1.  Sponsor and Institution agree
that the responsibility for responding
to Data Subject rights requests from
Study subjects falls on the Institution,
and that it will forward any Data
Subject Requests it is unable to
address itself to Sponsor.

4.2.  Sponsor and Institution agree
to cooperate and provide reasonable
assistance as is necessary to each
other to comply with applicable Data
Protection Law, comply with Data
Subject Requests and respond to any
other queries or complaints from Data
Subjects.

Data Retention

Sponsor and Institution agree that
they shall not Process the Personal
Data under this Agreement for longer
than necessary to  fulfil the
responsibilities described in this
Agreement, as outlined by the
Protocol and the applicable informed
consent form, and as required by
Applicable Law.

Transfers

Each of Sponsor and Institution may
transfer the Personal Data under this
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opatrenia, ktoré odrazaju sucasné
osvedcené postupy v odvetvi a
technologicky vyvoj, na ochranu
osobnych udajov podla tejto zmluvy
pred akymkolvek bezpecnostnym
incidentom.

Prava dotknutych osob

4.1. Zadavatel a  zdravotnicke
zariadenie sa dohodli, ze
zodpovednost za odpovede na
ziadosti dotknutych oséb tykajuce sa
prav.  dotknutych  os6b  nesie
zdravotnicke zariadenie a ze vsetky
Ziadosti dotknutych osob, ktoré nie je
schopné  rieSit samo,  postupi
zadavatelovi.

4.2. Zadavatel a  zdravotnicke
zariadenie sa dohodli, Ze budu
navzajom spolupracovat a poskytovat
si primerany pomoc potrebny na
dodrziavanie  platnych  pravnych
predpisov. o  ochrane  Udajov,
vybavovanie ziadosti dotknutych osob
a reagovanie na akékolvek iné otazky
alebo staznosti dotknutych oséb.

Uchovavanie Udajov

Zadavatel a zdravotnicke zariadenie sa
dohodli, Ze nebudu spracuvat osobné
udaje podla tejto zmluvy dlhsie, ako je
potrebné na splnenie povinnosti
opisanych v tejto zmluve, ako je
uvedené v protokole a v prislusnom
formulari informovaného suhlasu a
ako to vyzaduju platné pravne
predpisy.

Prenosy

Zadavatel a zdravotnicke zariadenie
moze preniest osobné Udaje podla
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8.

Agreement to its third parties to the
extent such third parties have a
legitimate need to process the
Personal Data under this Agreement,
provided that such transfers are
subject to appropriate contractual
restrictions and are made in
accordance with Applicable Data
Protection Law. The Sponsor and
Institution shall not disclose or
transfer Personal Data outside the
European Economic Area without
affording adequate protections for
Personal Data in accordance with
applicable Data Protection Law.

Security Incidents

7.1.  In the event Institution suffers
a Security Incident affecting the
Personal Data related to the Study
under this Agreement, Institution shall
ensure it complies with Data
Protection Law, including any
obligations to notify the Supervisory
Authority, Data Subjects, or other
regulatory bodies as required by Data
Protection Law.

7.2. To the extent the Institution
suffers a Security Incident that has an
impact on the Personal Data related to
the Study under this Agreement,
Institution shall promptly notify
Sponsor of such Security Incident and,
in any event, within 48 hours of
discovery of a Security Incident.

Compliance
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tejto zmluvy svojim tretim stranam v
rozsahu, v akom maju tieto tretie
strany opravnenu potrebu spracuvat
osobné Udaje podla tejto zmluvy, za
predpokladu, Ze takéto prenosy
podliehaju  prislusSnym  zmluvnym
obmedzeniam a su vykonané v sulade
s platnymi pravnymi predpismi o
ochrane  Udajov.  Zadavatel a
zdravotnicke zariadenie nezverejnia
ani neprenesU osobné Udaje mimo
Eurdpskeho hospodarskeho priestoru
bez toho, aby poskytli primeranu
ochranu osobnych udajov v sulade s
platnymi  pravnymi  predpismi o
ochrane Udajov.

7. Bezpecnostné incidenty

7.1.  V pripade, ze v zdravotnickom
zariadeni dojde k bezpecnostnému
incidentu, ktory ovplyvni osobné Udaje
sUvisiace so skusanim podla tejto
zmluvy,  zdravotnicke  zariadenie
zabezpedi, aby dodrzalo pravne
predpisy o ochrane Udajov vratane
vsetkych ~ povinnosti  informovat
dozorny organ, dotknuté osoby alebo
iné regulacné organy, ako to vyzaduju
pravne predpisy o ochrane udajov.

7.2. 'V rozsahu, v akom v
zdravotnickom zariadeni dojde k
bezpecnostnému incidentu, ktory ma
vplyv na osobné Udaje suvisiace so
skuSanim  podla  tejto  zmluvy,
zdravotnicke zariadenie bezodkladne
informuje  zadavatela o takomto
bezpecnostnom incidente, a to v
kazdom pripade do 48 hodin od
zistenia bezpec¢nostného incidentu.

8. Sulad s pravnymi predpismi
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Upon  request from  Sponsor,
Institution shall make available all
relevant information necessary to
demonstrate compliance with Data
Protection Law, including but not
limited to a copy of any independent
auditor’s report which relates directly
to Institution’s performance under this
Agreement (to be made not more
than once annually).

Personal Data of Study Personnel

Prior to and during the course of the
Study, the Sponsor may request the
collection of Personal Data of the
Study Personnel. Institution agrees to
assist Sponsor with obtaining any
consents, or providing any notice, as
may be required by Applicable Law.
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Zdravotnicke zariadenie na Zziadost
zadavatela spristupni vsetky
relevantné informacie potrebné na
preukazanie suladu s pravnymi
predpismi o ochrane Udajov, okrem
iného vratane kopie akejkolvek spravy
nezavislého auditora, ktora sa priamo
tyka plnenia tejto zmluvy zo strany
zdravotnickeho zariadenia (uskutocni
sa najviac raz rocne).

9. Osobné Udaje personalu skdsania

Pred zacatim skusania a v jeho
priebehu mdze zadavatel poziadat o
zhromazdovanie osobnych Udajov
personalu  skusania. Zdravotnicke
zariadenie suhlasi s tym, ze bude
zadavatelovi napomocné pri ziskavani
akychkolvek suhlasov alebo
poskytovani akychkolvek oznameni,
ktoré moézu byt vyzadované podla
platnych pravnych predpisov.
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Schedule C

Priloha C

SPONSOR’S CERTIFICATE OF INSURANCE

OSVEDCENIE O POISTENI ZADAVATELA

XXX

Schedule D

Priloha D

AGREED FORM OF REDACTED AGREEMENT TO BE
PUBLISHED IN ACCORDANCE WITH AcT NoO.
211/2000 COLL.

DOHODNUTA PODOBA REDIGOVANEJ ZMLUVY
URCENA NA ZVEREJNENIE PODLA ZAKONA C.

The agreed form of the redacted contract
will be provided separately.

-Page 62 of 62-
Takeda Clinical Trial Agreement (Slovakia) CRO Inst v.1June2021
Protocol Number: XXX
P1 Name/Institution Name:Dr. Balaz, FNsP FD Roosevelta, Banskd
Bystrica

211/2000Z. Z.

Dohodnuta forma redigovanej zmluvy sa
poskytne oddelene.
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