Takeda Sponsored Clinical Trial Agreement

“A Phase 3, Prospective, Randomized, Open-
label, Adaptive Group Sequential, Multicenter Trial
with Blinded Endpoint Assessment to Evaluate the

Efficacy and Safety of TAK-330 for the Reversal
of Direct Oral Factor Xa Inhibitor-induced

Anticoagulation in Patients Requiring Urgent

Surgery/Invasive Procedure”

Takeda Development Center Americas, Inc.,
Clinical Protocol No. TAK-330-3001

THIS SPONSORED CLINICAL TRIAL
AGREEMENT (the “Agreement”) is made as of
the last date of signature (“Date of Final
Signature”) and effective as set out in Section 26
below, by and among

IQVIA RDS czech republic s.r.o, a clinical
research organization having a place of business
at Pernerova 691/42 186 00 Praha 8,
represented by #E ERTE !
(“CRO”),

x:l;._-ﬁ.l-*-"\l' |.‘k. -J:

AND

Fakultni nemocnice v Motole, state budgetary
organization, having aplace of business at
V Uvalu 84, 105 06 Praha 5, Czech Republic,
Identification number: 00064203, Tax
identification number: CZ00064203, represented

by , based on
a mandate, (“Institution”), through its
representative,

AND

I born on 15 Feb

1960 (the “Investigator” and together with the
Institution, the “Site”). For purposes of this
Agreement, each of CRO and the Site may be
referred to as a “Party” and together as the
“Parties.”
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Smilouva o provadéni klinického hodnoceni,
jehoz zadavatelem je spole¢nost Takeda

~Prospektivni, randomizované, oteviené,
multicentrické klinické hodnoceni faze 3
s adaptivnim skupinovym sekven&nim
usporadanim a zaslepenym hodnocenim cilovych

parametrd posuzujici t€innost a bezpecnost

pfipravku TAK-330 podavaného k reverzi
antikoagulagniho u€inku vyvolaného pfimym
peroralnim inhibitorem faktoru Xa u pacientt
podstupujicich urgentni chirurgicky/invazivni

zakrok*

Takeda Development Center Americas, Inc.,
klinicky protokol ¢. TAK-330-3001

TATO SMLOUVA O PROVADENI KLINICKEHO
HODNOCENI (dale jen ,Smlouva®) je uzaviena
k datu podpisu posledni ze Stran (dale jen
,Datum posledniho podpisu®) a je u€inna tak, jak
je stanoveno v €lanku 26 niZze, mezi spole¢nosti

IQVIA RDS Czech Republic, s.r.o., klinickou
vyzkumnou organizaci se sidlem na adrese
Pernerova 691/42, 186 00 Praha 8, zastoupena

DS EIRARA  (Ge Jer
A
Fakultni nemochice v Motole, statni

pfispévkova organizace, se sidlem V Uvalu 84,

105 06 Praha 5, Ceska republika, Identifikaéni
Gislo: 00064203, Danové identifikaéni ¢islo:
CZ00064203, zastoupena

, ha zakladé

povéfeni (dale jen ,Poskytovatel zdravotnich

sluzeb® nebo jen “Poskytovatel”)

A

I ciatum narozeni

dne 15.2.1960 (dale jen ,Zkou3ejici“ a spole¢né s
Poskytovatelem déle jen ,Misto provadéni
klinického hodnoceni“). Pro ucely této Smlouvy
mohou byt CRO a Misto provadéni klinického
hodnoceni oznacovani jednotlivé jako ,Smluvni
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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 TAK-
330 (Human prothrombin complex [Factors I,
VI, IX, and X]) (the “Study Drug”);

WHEREAS, Sponsor has designated CRO or may
designate other organization(s) (collectively,
“‘Designee(s)”) in the performance of services for
Sponsor, and the Site shall permit such
Designee(s) to perform any or all of Sponsor’s
obligations under this Agreement. With respect to
the rights and obligations of the Sponsor
hereunder, CRO is acting by virtue of a
Delegation Letter;

WHEREAS, the Investigator is an
employee of Institution, experienced in the
conduct of clinical research studies in humans,
who shall serve as the principal investigator for
the Study (defined below) as contemplated in Act
No 378/2007 Coll., on pharmaceuticals and on
amendments to some related acts, as amended
(“Act on Pharmaceuticals”), Decree No 463/2021
Coll., on detailed conditions for conducting clinical
trials of medicinal products for human use (the
“Decree”) and Act No 372/2011 Coll., on health
services and the terms and conditions of the
provision thereof (“Health Services Act”);

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:
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strana“ a spole¢né jako ,Smluvni strany®.

UVODNIi USTANOVEN:I:

Spoleénost Takeda  Development  Center
Americas, Inc. (,Zadavatel®) si preje ziskat sluzby
Mista provadéni klinického hodnoceni za ucelem
provedeni klinického hodnoceni Zadavatelova
zkoumaného pfipravku oznacovaného jako TAK-
330 (lidsky protrombinovy komplex [Faktory
I, VII, IX a X]) (,Hodnoceny pfipravek®);

Zadavatel povéfil CRO nebo pfipadné povéri dalsi
organizaci (organizace) (spole¢né ,Povéfena
osoba (Povéfené osoby)“) provadénim sluzeb pro
Zadavatele  a Misto provadeéni klinického
hodnoceni umozni této Povéfené osobé (osobam)
vykonavat veSkeré povinnosti Zadavatele
vyplyvajici ztéto Smlouvy. Co se tyCe prav
a povinnosti Zadavatele ztéto Smlouvy, CRO
jedna na zakladé Zmochujiciho prohlaseni;

ZkouSejici je zaméstnancem
Poskytovatele, ktery ma praxi v provadéni
vyzkumnych  Kklinickych  hodnoceni u lidskych
subjektl a ktery bude v této Studii plsobit jako
hlavni zkousejici (definovany nize) v souladu se
zakonem ¢ 378/2007 Sb., olécivech
a o zménach nékterych souvisejicich zakont, ve
znéni pozdéjSich predpisu (dale jen ,Zakon
o léCivech”), vyhlaskou €. 463/2021 Sb., o blizSich
podminkach provadéni klinického hodnoceni
humannich  l1é€ivych  pfipravkl, ve znéni
pozdéjsich predpist (dale jen ,Vyhlaska”), a dale
vsouladu se zakonem ¢&. 372/2011 Sb.,
o zdravotnich  sluzbach a podminkach jejich
poskytovani (,zakon o zdravotnich sluzbach”);

Misto provadéni klinického hodnoceni
pfezkoumalo dostate¢né mnozstvi informaci
tykajicich se Protokolu (definovaného nize) za
ucelem vyhodnoceni svého zajmu o ufast na
Studii a zjistilo, ze Misto provadéni klinického
hodnoceni je vybaveno k tomu, aby mohlo Studii
provadét, aze si pfeje Studii provadét za
podminek stanovenych touto Smlouvou;

Po zvazeni vzajemnych zavazki a dohod
uvedenych vtéto Smlouvé uzaviely Smluvni
strany s umyslem vstoupit do zavazného pravniho
vztahu tuto Smlouvu a vyslovné se dohodly takto:

-Page 2 of 45-



1. Study Protocol.

A. The Site will conduct the study entitled “A
Phase 3, Prospective, Randomized, Open-
label, Adaptive Group Sequential, Multicenter
Trial with Blinded Endpoint Assessment to
Evaluate the Efficacy and Safety of TAK-330
for the Reversal of Direct Oral Factor Xa
Inhibitor-induced Anticoagulation in Patients
Requiring Urgent Surgery/Invasive Procedure”
(the “Study”) at Institution in accordance with the
protocol, incorporated herein by reference (the
“Protocol”). The Protocol sets forth the clinical
research activities and responsibilities to be
undertaken by the Parties. CRO, at the direction
of Sponsor, shall have the right to amend and/or
supplement the Protocol from time to time in
accordance with any/all legal regulations on
written notice to Investigator and/or Institution. If
any term of this Agreement regarding the medical
or scientific conduct of the Study conflicts with any
term of the Protocol, the Protocol shall control. For
all other matters, this Agreement shall control.

B. If the Investigator determines in his/her
best medical judgment that a deviation from the
Protocol is necessary to eliminate an apparent
immediate hazard to the health or safety of any
subject participating in the Study, he or she may
deviate from the Protocol; provided, however, that
the Investigator shall immediately notify Sponsor
in writing of the facts giving rise to the need for the
deviation and the alternate procedures followed.
Except as provided for in the previous sentence,
the Investigator shall not amend or deviate from
the Protocol without the prior written approval of
Sponsor.

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, (ii) the ICH Harmonized Tripartite
Guideline for Good Clinical Practice (“ICH
Guidelines”) (iv) any and all federal, national,
state, local or other jurisdictional laws, rules,
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1. Protokol klinického hodnoceni.

A. Misto provadéni klinického hodnoceni
bude provadét studii s nazvem ,Prospektivni,
randomizované, otevrené, multicentrické
klinické hodnoceni faze 3 s adaptivnim
skupinovym sekvenénim usporadanim a
zaslepenym hodnocenim cilovych parametri k
vyhodnoceni  uc¢innosti a  bezpecnosti
pripravku TAK-330 poddvaného k reverzi
antikoagulaéniho ucinku vyvolaného pfimym
peroralnim inhibitorem faktoru Xa u pacienti
podstupujicich urgentni chirurgicky / invazivni
zakrok (dale jen ,Studie”) u Poskytovatele
v souladu s protokolem, jenZ je souléasti této
Smiouvy (dale jen ,Protokol“). Protokol uvadi
¢innosti a povinnosti v klinickém vyzkumu, které
budou Smluvni strany provadét a které na sebe
berou. CRO bude mit na pokyn Zadavatele pravo
Protokol upravovat a/nebo doplhovat v souladu
s veSkerymi pravnimi predpisy atyto Upravy
a/nebo doplnéni oznamovat Zadavateli a/nebo
Poskytovateli. Ocitne-li se nékterd z podminek
této Smlouvy ohledné Iékafskych nebo védeckych
postupll pfi provadéni Studie v rozporu s jakoukoli
podminkou Protokolu, uréujici je to, co je uvedeno
v Protokolu. Ve v8ech ostatnich ohledech bude
rozhodujici tato Smlouva.

B. Pokud ZkouS$ejici na zakladé sveého
nejlepSiho Iékafského uUsudku rozhodne, Ze
odchylka od Protokolu je nutna, aby se zabranilo
zjevnému bezprostfednimu ohrozeni bezpecnosti
nékterého ze subjektl ucastnicich se Studie,

muze se od Protokolu odchylit, ovéem za
podminky, Ze bude Zadavatele neprodlené
pisemné informovat o skuteCnostech, které

potfebu odchylky zapfi€inily, a o alternativnich
postupech, jez nasledné pouzil. Kromé pfipadu
uvedenych v pfedchozi vét€ nesmi ZkousSejici
Protokol upravovat ani se od néj odchylovat bez
pfedchoziho pisemného souhlasu Zadavatele.

2, Provadéni Studie.
A. Smluvni strany budou Studii provadét
vsouladu s (i) vSemi obecné pfijimanymi

profesionalnimi standardy, (ii) pravidly spravné
klinické praxe; (iii) harmonizovanou trojstrannou
smeérnici pro spravnou klinickou praxi pfijaté
Mezinarodni konferenci pro harmonizaci (ICH)
(dale jen ,Pravidla ICH®); (iv)s veSkerymi
federalnimi, narodnimi, statnimi, mistnimi i dalSimi
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regulations, policies, guidelines, guidances, and
governmental requirements, including without
limitation, the Act on Pharmaceuticals, the Decree
and all conditions imposed by the respective
Ethics Committee (“EC”) that may be applicable to
the Parties, Study Personnel (defined below),
and/or the Study (collectively, “Applicable Law”).

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

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

ii. All Study Personnel have the necessary
licenses and certifications as may be required to
perform their Study responsibilities;

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

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

employees and agents shall:

i. provide to each potential subject verbal
and written information about the risks, benefits,
and requirements associated with  Study
participation and obtain before its commencement
from each Study subject a signed and dated
written informed consent form that is consistent
with the Protocol and this Agreement;

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

iii. require that no subject in the Study may
participate concurrently in any other clinical study
in which a different study drug is given. Should
Institution or Investigator become aware of any
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zakony, pravidly, pfedpisy, postupy, metodikou,

smérnicemi avladnimi pozadavky, zejména
Zakonem o léCivech, VyhlaSkou a vedkerymi
podminkami stanovenymi pfisluSnou etickou

komisi (,EK*), které mohou platit pro Smluvni
strany, Studijni personal (definovany nize) a/nebo
Studii (spole¢né ,Platné zakony*) a zajisti, aby tak
Cinili i jejich zaméstnanci a zastupci.

B. Poskytovatel a/nebo ZkouSejici mohou
k provadéni sluzeb souvisejicich se Studii na
zdkladé této Smlouvy vyuZivat spoluzkousejici,
dal§i zaméstnance Poskytovatele a dodavatele
(spole¢né se ZkouSejicim dale  ,Studijni
personal®). Poskytovatel zajisti, aby:

i vSichni ¢lenové Studijniho personalu plnili
své povinnosti ve Studii asvé zavazky ztéto
Smlouvy véetné dodrzovani Protokolu a pokynu
Zkousejiciho;

ii. vSichni ¢lenové Studijniho personalu méli
potfebné licence a certifikace, jez mohou byt
k pInéni jejich povinnosti ve Studii vyZadovany;

iii. kazdy c¢len Studijniho personalu, ktery
neni zaméstnan Poskytovatelem, splfioval stejné
podminky, které podle této Smlouvy zavazuji
ZkouSejiciho.

C. Aniz by byla omezena vySe uvedena
ustanoveni, Poskytovatel dale souhlasi s tim, Ze
pfi provadéni Studie ZkouSejici a zaméstnanci
a zastupci Poskytovatele:

i budou poskytovat kazdému potencialnimu
subjektu Ustni a pisemné informace o rizicich,
pfinosech a pozadavcich spojenych s ucasti ve
Studii apfed jejim zahgjenim od kazdého
subjektu Studie ziskaji podepsany a datem
opatfeny  pisemny formulaf  informovaného
souhlasu, ktery bude v souladu s Protokolem
a touto Smlouvou;

ii. ziskaji svoleni (samostatné nebo jako
soucast Informovaného souhlasu) podepsané
kazdym subjektem nebo jeho jménem umoznujici
pfedavani zdravotnich a dalSich osobnich udajd
v souladu s Platnymi zakony;

iii. budou vyZadovat, aby se Zadny subjekt
Studie nemohl sou€asné uc&astnit jiného klinického
hodnoceni, v némzZ je podavan jiny hodnoceny
pfipravek. Pokud by se Zdravotnické zafizeni
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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 complete all other
reports required by the Protocol and Applicable
Law on a timely basis, whether recorded on paper
or in digital format, review the CRFs to assure
their accuracy and completeness, assist the
representatives and clinical monitors of Sponsor
in promptly resolving any discrepancies or errors
on CRFs, and, provided subject confidentiality is
maintained, assist in performing audits of original
subject records, laboratory reports, or other raw
data sources for the purpose of verifying data
recorded on the CRFs;

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

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

viii. record all adverse events on the Adverse
Events page(s) of the CRFs and report all adverse
events and serious adverse events in accordance
with Applicable Law and the Protocol and
cooperate with Sponsor in identifying and
resolving unexpected occurrences involving the
Study Drug or its use in the Study;
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a Zkousejici o takové sou€asné ucasti v jiné studii

dozvédéli, museji neprodlené uvédomit
Zadavatele;
iv. budou uchovavat a vypracovavat

zaznamy tykajici se Studie a subjektl, které se
Studie ucastni, tak, jak to stanovuje Protokol;

V. budou vyplhovat vSechny zaznamy
subjektu hodnoceni (,CRF®) pomoci formulare
(formulard) poskytnutych Zadavatelem nebo jeho
jménem ivesSkeré dalSi zpravy pozadované
Protokolem nebo Platnymi zakony, pofizované
v tisténé nebo digitalni podobé, kontrolovat CRF,
aby zajistili jejich spravnost a uplnost, pomahat
zastupclm a klinickym monitorGm Zadavatele pfi
rychlém feSeni ve3kerych nesrovnalosti nebo
chyb v CRF a pfi zachovani ddvérnosti subjektu
pomahat s provadénim auditd  puvodnich
zaznaml subjektu, laboratornich zprav nebo
jinych zdroju nezpracovanych udajli za ucelem
oveéfeni udaji zaznamenanych v CRF;

Vi. zaijisti, aby veskeré udaje véetné podpisu
pfedavané Zadavateli splfiovaly principy ALCOA+
(pfisouditelné, upIné, citelné, plGvodni, spravné,
soucasné, trvalé, snadno vyhledatelné), a dale
prokazi, e je zavedena nalezZita kontrola ke
zmirnéni rizik souvisejicich s umysinym nebo
nedmysinym padélanim udaja a podpist, jak to
vyZaduji Platné zakony;

Vii. budou spolupracovat se Zadavatelem
ajeho zastupcem ve vSech ¢&innostech na
podporu a sledovani Studie, zejména tim, Zze
Zadavateli umozni pfistup na pracovisté
v zafizenich, kde se Studie provadi, a k veSkerym
zadznamim adal$im dokumentim spojenym
s provadénim Studie, které budou duvodné
pozadovany Zadavatelem, a poskytovat veSkerou
pozadovanou dokumentaci v€asné a piehledné,
aby byl Zadavatel stale pIné obeznamen
s pribéhem Studie;

viii. budou zaznamenavat vSechny nezadouci
pfihody na strankach formulafe CRF tykajicich se
nezadoucich pfihod a hlasit v8echny nezadouci
pfihody a zavazné nezadouci pfihody v souladu
s Platnymi  zakony, ¢&asti smérnicemi GCP
a s Protokolem a spolupracovat se Zadavatelem
pfi zjiStovani afedeni neocekavanych udalosti
tykajicich se Hodnoceného pfipravku a jeho
pouzivani ve Studii;
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iX. retain all records relating to the Study for
twenty five (25) years from the end of the Study
(the "Archiving Period"). Upon expiration of the
Archiving Period, the Site shall send such records
to the Sponsor for continued retention as required
at Sponsor’s expense.

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

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

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

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

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

regulatory agency, or (b) upon any inquiry
concerning or the commencement of any
debarment or disqualification  proceeding

regarding any such person, the Investigator, or
Institution, together with any other information
known to the Site that is relevant to such
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iX. budou uchovavat vsechny zaznamy
tykajici se Studie dvacet pét (25) let od ukon&eni
klinického hodnoceni (dale jen ,Doba archivace®).
Po uplynuti Doby archivace za8le Misto provadéni
klinického hodnoceni tyto zaznamy Zadavateli k
dalSimu uchovavani podle potfeby a na naklady
Zadavatele.;

X. budou spolupracovat se Zadavatelem
a poskytnou mu pomoc ohledné zadosti nebo pfi
komunikaci s pfislusnou EK;

Xi. opatfi si pfedchozi pisemny souhlas CRO
a Zadavatele k obsahu jakéhokoli oznameni
k naboru subjektti do Studie (v€etné pfipadnych
zmeén), jez musi byt v souladu s Platnymi zakony,
a k veskerym dalSim dokumentim souvisejicim se
Studii a vyzadovanym Platnymi zakony a/nebo
pozadavky EK; a

Xii. budou Studii provadét  vyhradné
v zafizenich Poskytovatele; misto provadéni
Studie se nesmi zménit bez pfedchoziho

pisemného souhlasu Zadavatele.

D. Poskytovatel dale prohladuje a zavazuje
se Zadavateli, ze:

i Poskytovatel ani Zadny z jeho
zaméstnanc nebo zastupcl, ktefi  Studii
provadeéji, (1) nepodléhaji zadnym smluvnim nebo
jinym zavazkim ¢&i omezenim, jez jsou v rozporu
s povinnostmi Poskytovatele na zakladé této
Smlouvy, ani (2) nemaji financni nebo jiny zajem
u Zadavatele nebo na vysledku Studie, ktery by
mohl branit jejich nezavislému usudku, ani (3) Ze
zadnym kontrolnim dfadem, nebylo zahajeno

vySetfovani, jehoz vysledkem muze byt
prohlaseni nezpusobilosti k vykonu ¢innosti nebo
jakdkoli  opatfeni v souvislosti s klinickym

vyzkumem, nebo (4) nejsou v soucasné dobé
zbaveni pfislusného opravnéni, diskvalifikovani
nebo prohlaSeni nezpusobilymi k provadéni
klinického vyzkumu ¢&i pfijimani hodnocenych
pfipravkll nebo prostfedkd jako kliniéti zkousejici

lékafi podle veskerych Platnych  zakon(.
Poskytovatel Zadavatele neprodlené uvédomi,
jestlize (a) ZkouSejici, Poskytovatel, nebo

kterykoli z jeho zaméstnancl ¢&i zastupct budou
zbaveni pfislusného opravnéni, diskvalifikovani
nebo prohlaSeni  nezplsobilymi  kterymkoli
soudem nebo kontrolnim Gfadem, nebo (b) po
obdrZeni dotazu tykajiciho se zahajeni jakéhokoliv
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proceedings or actions;

ii. The Institution shall properly supervise all
persons performing the Study
under its direction and shall ensure that such

persons comply with the terms of this
Agreement.
E. In conducting the Study for Sponsor, the

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

3. Investigator; Replacement.

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

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

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
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takového vyluCovaciho fizeni tykajiciho se

kterékoli ztéchto osob, ZkouSejiciho nebo
Poskytovatele spolu s veSkerymi informacemi
ohledné vyluCovaciho fizeni nebo postupl

zbaveni opravnéni, jez budou Mistu provadéni
klinického hodnoceni znamy;

ii. Poskytovatel bude provadét fadny dohled
nad vSemi osobami provadéjicimi Studii

pod jeho vedenim a zajisti, aby tyto osoby
dodrzovaly podminky této Smlouvy.

E. Pfi provadéni Studie pro Zadavatele
Poskytovatel ani jeho zaméstnanci, zastupci
asmluvni dodavatelé (i) nebudou nabizet,

poskytovat, slibovat, schvalovat ani pfijimat Zadné
platby ani poskytovat cokoli hodnotného, zejména
uplatky, pfimo ani nepfimo Zzadnému vefejnému
Ciniteli, kontrolnimu ufadu ani nikomu jinému
s cilem ovlivnit, vyvolat nebo poskytnout odménu
za jakykoli uUkon, opomenuti jednat nebo
rozhodnuti za dCelem ziskani neopravnéné
vyhody nebo =ziskani ¢i udrzeni si obchodni
pfilezitosti a (ii)) budou dodrZzovat vSechny
pfislusné zakony a pfedpisy proti korupci
a Uplatkéarstvi. Poskytovatel nebo ZkouSejici jsou
povinni Zadavatele okamzité informovat, jakmile
se dozvédi o jakémkoli poruseni svych zavazku
podle tohoto Clanku.

3. Nahrada zkousejiciho.

A. ZkouSejici predlozi Zadavateli kopii svého
aktualniho zivotopisu.

B. ZkouSejici poskytne Zadavateli
dostatecné a spravné informace o finan€nich
vztazich, aby Zadavateli umoznil podani uplné
a spravné certifikace nebo prohlaseni
o zpfistupnéni  informaci vyzadované podle
Platnych zakonl a informace bude neprodlené
aktualizovat, pokud béhem Studie apo dobu
jednoho (1) roku od dokon&eni nebo ukonéeni
Studie dojde k néjakym vyznamnym zménam.
ZkouSejici souhlasi stim, aby Zadavatel
poskytoval tyto finan¢ni informace americkému
Ufadu pro kontrolu potravin aléciv (dale jen
,FDA®) av pfipadé potfeby dalsim kontrolnim
Gradam. ZkouSejici bude se Zadavatelem
spolupracovat pfi poskytovani veSkerych dalSich
informacich poZadovanych ze strany FDA a/nebo
dalSich kontrolnich Ufadd v souvislosti se Studii.
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C. If the Investigator becomes either
unwilling or unable to perform the duties required
by this Agreement, Institution shall promptly notify
Sponsor , and shall cooperate to find a
replacement investigator acceptable to Sponsor (a
“Replacement Investigator”); provided, however,
that the Site shall continue to be responsible for
fulfilling the obligations of this Agreement until a
Replacement Investigator is appointed. If an
acceptable Replacement Investigator is not found
within thirty (30) days (or such longer period as
mutually agreed upon by the Parties), CRO may
terminate this Agreement in accordance with the
terms herein. If a Replacement Investigator is
designated, such Replacement Investigator shall
be bound by all terms of this Agreement that are
applicable to the Investigator, and the Parties
shall amend this Agreement accordingly.

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

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.
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C. V pfipadé, Ze ZkouSejici nebude ochoten
nebo se stane nezplsobilym plnit povinnosti
vyZzadované touto Smlouvou, Poskytovatel o této

skute€nosti neprodlené vyrozumi Zadavatele
abude snim spolupracovat na nalezeni
nahradniho  Zkou$ejiciho  pfijatelného  pro

Zadavatele (,Nahradni zkousejici), avSak s tim,
ze Misto provadéni klinického hodnoceni bude
nadale vazano vSemi zavazky a podminkami
plynoucimi ztéto Smlouvy do jmenovani
Nahradniho zkouSejiciho. Pokud pfijatelny
Nahradni zkouSejici nebude nalezen do fficeti
(30) dna (nebo do uplynuti delSi doby vzajemné
odsouhlasené Smluvnimi stranami), mGze CRO
tuto Smlouvu v souladu s podminkami, jez
Smlouva stanovuje, ukong€it. V pfipadé jmenovani
Nahradniho  zkou$ejictho  bude  Nahradni
zkoudejici vadzan vSemi podminkami této
Smlouvy, které plati pro Zkousejiciho, a Smluvni
strany patficnym zpUisobem Smlouvu upravi.

D. Pokud oto Zadavatel nebo CRO
pozadaji, ZkouSejici se bude uc&astnit schlzky
zkouSejicich nebo jiné zahajovaci akce.
Zadavatel v souvislosti s tim proplati
ZkouSejicimu opravnéné vzniklé a pfiméfené
cestovni vydaje a ubytovani. Stvrzenky
dokladajici naklady spojené s témito schlizkami
museji byt pFedloZzeny Zadavateli nebo jim
povéfenému zastupci ve Ihité Sedesati (60) dnd
ode dne konani pfedmétné schlzky. Zadavatel
mulze prilezitostné v souvislosti se schlizkami
zkousejicich pofizovat fotografie nebo zvukoveé
a/nebo videozaznamy. ZkouSejici timto dava
Zadavateli (nebo osobam jednajicim z povéfeni
Zadavatele) povoleni k pofizovani nebo vytvareni

fotografii, videozaznamd a/nebo zvukovych
zaznam( a pfepist v souvislosti s takovymi
schizkami nebo s ¢innostmi souvisejicimi  se
Studii  a k pouzivani, ukladani, kopirovani,

zobrazovani, reprodukci pfenosu a zvefejfiovani
takovych zaznamd.

4, Termin zahajeni Studie;
dokonceni/ukonceni
A. Tato Smlouva nabyde uginnosti

k Datu ucinnosti a bude trvat az do dokonceni
vSech povinnosti, jez z ni vyplyvaji, zejména do
obdrzeni v3ech Studijnich dat Zadavatelem a do
vyfeSeni vSech odpovidajicich dotazi formou
pfijatelnou pro Zadavatele (,Dokonéeni“), pokud
nebude Smlouva ukonéena zjinych ddvodd na
zakladé jejich podminek.
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B. Sponsor  shall obtain  the
favorable opinion of the EC. If the favorable
opinion of the EC is not obtained, this Agreement
shall be null and void. Sponsor shall promptly
notify the Site if the favorable opinion of the EC for
the Study is lapsed, suspended, or withdrawn in
whole or in part.

C. No subject may be enrolled in the
Study without the Investigator first obtaining an
approved informed consent signed by each
subject or by its legal representative. 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 enroliment
of subjects at any time.

E. The estimated duration of the Study is from
. The estimated
number of subjects enrolled at the Site is [}.

5. Payment Terms and Budget.

A. In consideration for performance of the
Study, Sponsor will compensate Institution in
accordance with the payment terms and budget
set forth in Schedule A attached hereto and made
a part hereof (the “Budget”). The estimated value
of financial payment under this Agreement shall
be approximately CZK 161674,5. 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)

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
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B. Zadavatel obstara souhlasné
stanovisko EK. Pokud souhlasné stanovisko EK
ziskano nebude, tato Smlouva bude neplatna od
sameého pocatku. Zadavatel bez zbyteéného
odkladu vyrozumi Misto provadéni klinického
hodnoceni, jestlize souhlasné stanovisko EK
zcela nebo zCasti zanikne, bude pozastaveno
nebo zruseno.

C. Do Studie nesmi byt zafazen
Zadny subjekt, aniz by si Zkousejici nejprve opatfil
schvéleny informovany souhlas podepsany
kazdym subjektem nebo jeho zakonnym
zastupcem. Misto  provadéni  klinického
hodnoceni nebude od Zadného subjektu

pozadovat informovany souhlas, ani neumozni
zadnému subjektu uc€astnit se Studie dfive, nez
bude Studie zahajena v souladu s Protokolem
a podminkami této Smilouvy.

D. Misto provadéni klinického hodnoceni
bere na védomi, ze Zadavatel a CRO si vyhrazuiji
pravo kdykoli omezit vstup nebo zafazeni
subjektd.

E. Predpokladana doba Studie je od
. Pfedpokladany
poCet zafazenych subjektd v Misté provadeni
klinického hodnocem’jei

5. Platebni podminky a rozpocet.
A. Na zakladé provadéni Studie Zadavatel
odmeéni Poskytovatele v souladu s platebnimi

podminkami  arozpoltem  pfipojenym  jako
Priloha A tvofici souCast Smlouvy (,Rozpocet®).
Odhadovana hodnota finanéniho plnéni na
z4kladé této Smlouvy bude pfiblizné 161 674,5
K&. Zadavatel nebude Poskytovateli poskytovat
Zadné dalsi vyhody ani odmény kromé téch, které
jsou vyslovné zahrnuty do Rozpoctu nebo jinak
pfedem pisemné schvaleny Zadavatelem.
Nedojde-li ke sporu bona fide, uhradi platby
Zadavatel nebo CRO v souladu s Rozpoétem po

obdrzeni podrobné faktury od Poskytovatele,
pficemz tato faktura musi byt v souladu
s ustanovenimi stanovenymi v Rozpoctu.

VSechny faktury budou rozepsany do polozek, jak
je stanoveno v Rozpoctu. Veskeré vydaje vetné
cestovnich vydajl, za néz se pozaduje nahrada,
budou uhrazeny pouze pokud (i) bude Zadost
o Uhradu téchto vydaji dolozena originaly uc¢tenek
a (i) Zadavatel pisemné vyslovné souhlasil
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Sponsor has expressly agreed to reimburse such
expenses in writing or in the Budget. The last
payment due will be made by Sponsor or CRO
after the Site completes all of its obligations
hereunder, and Sponsor or CRO has received all
completed CRFs, all deliverables defined in the
Protocol, and all other data and rights to which
Sponsor or CRO is entitled under this Agreement.
The terms of the Budget may be modified only
upon the prior written consent of the Parties.

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

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

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.

Sponsor and CRO acknowledge that the
Institution, as a state-funded organization, is
obliged to provide information upon request of a
third party in accordance with Act No. 106/1999
Coll., on free access to information.
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s Uhradou téchto vydaji v Rozpoétu. Posledni
platba splatna na zakladé Studie bude provedena
Zadavatelem nebo CRO poté, co Misto provadéni
splni v8echny své =zavazky ztéto Smlouvy
a Zadavatel nebo CRO obdrzi vSechny vyplnéné
CRF, veSkera plnéni definovana v Protokolu
avSechny dalSi udaje aprava, na néz ma
Zadavatel nebo CRO podle této Smlouvy narok.
Podminky Rozpoltu mohou byt upraveny jen
s pfedchozim pisemnym souhlasem Smiluvnich
stran.

B. Smluvni strany proto berou na védomi
asouhlasi stim, Ze Castky vyplacené
Zadavatelem na zakladé této Smlouvy pfedstavuji
realnou trzni hodnotu hrazenych nakladd
spojenych se Studii a zadna ¢ast jakékoli uhrady
vyplacené na zakladé této Smlouvy neni
zakazanou platbou za doporueni nebo
zprostfedkovani obchodu nebo objednani zbozi
nebo sluzeb a platby nejsou uréeny ke snizeni
ilegalnich zprostfedkovani obchodu.

C. Za veSkeré sluzby pozadované podle
Protokolu, za néZ se Zadavatel =zavazal
poskytnout Uhradu, bude provadét platby
vyhradné Zadavatel prostfednictvim  CRO.
S vyjimkou platcdt z Fad tfetich  stran
(napr. pojistoven) nebude bez pfedchoziho
pisemného souhlasu Zadavatele Zzadna c&ast
Studie provadéna za financovani od jakychkoli
tfetich stran, mimo jiné od statnich instituci nebo
Urfadl.  Poskytovatel ani ZkouSejici nebudou
zadat o Uhradu z jakéhokoli statniho programu
zdravotni péCe nebo od platce tfeti strany za
Castky vyplacené Zadavatelem nebo jménem
Zadavatele nebo za  jakékoli  materidly
poskytované Poskytovateli nebo ZkouSejicimu
zdarma Zadavatelem nebo jménem Zadavatele
(napfiklad Hodnoceny pfipravek).

D. Misto provadéni klinického hodnoceni
rozumi abere na védomi, Ze Zadavatel nebo
CRO budou pfislusnym statnim aradiim sdélovat,
jaké &astky byly Zadavatelem nebo jeho jménem
Mistu provadéni klinického hodnoceni podle této
Smlouvy vyplaceny, jakoz i uCel a povahu téchto
plateb, vrozsahu, ktery bude Zadavatel
povazovat podle Platnych zakon( za nezbytny.

Zadavatel a CRO berou na védomi, Ze
Poskytovatel zdravotnich sluZzeb jakozto statni
pfispévkova organizace, je povinen na dotaz tfeti
osoby poskytnout informace podle zakona C¢.
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6. Confidentiality.

A. All  information  (including  without
limitation, verbal, written, and electronically stored
or transmitted information), materials, and
documents provided to the Site by or on behalf of
Sponsor in connection with the Study, including
without limitation preclinical data and CRFs, and
Study Results shall be considered “Confidential

Information.” Confidential Information also
includes without limitation, the Protocol, the
Investigators’ Drug Brochure, Study

correspondence, and Study Results; provided,
however, that the Site may use and/or publish
Study Results in accordance with the terms of this
Agreement. The Site hereby agrees that it: (i)
shall maintain in strict confidence all of the
Confidential Information, (ii) shall not disclose or
disseminate Confidential Information to any third
party, (iii) shall not use the Confidential
Information for any purpose other than the
performance of the Study, and (iv) shall safeguard
the Confidential Information using the same
degree of care, but no less than a reasonable
degree of care, as the Site uses to protect its own
confidential information. Such Confidential
Information shall remain the exclusive confidential
and proprietary property of Sponsor and shall be
disclosed only on a need-to-know basis and only
to the Site and the Site’s employees and agents.
The Site agrees to ensure that each of the Site’s
employees and 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;

. 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

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
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106/1999 Sb.,, o svobodném pfistupu k

informacim.

6. Davérnost.

A. VeSkeré informace (zejména  Ustni,
pisemné a elektronicky = uchovavané nebo
pfedavané informace), materialy a dokumenty

poskytnuté Mistu provadéni klinického hodnoceni
Zadavatelem nebo jeho jménem v souvislosti se
Studii, zejména preklinické Gdaje a CRF
a vysledky Studie budou povazovany za ,Davérné

informace*. K divérnym informacim patfi
zejména  Protokol,  Pfirucka  zkouS$ejiciho
k hodnocenému pfipravku, Studijni

korespondence a vysledky Studie, av3ak s tim, Ze
Misto provadéni klinického hodnoceni mize
pouzivat a/nebo zverfejriovat vysledky Studie

v souladu s podminkami této Smlouvy. Misto
provadéni  klinického hodnoceni se timto
zavazuje, ze: (i) bude zachovavat pfisnou

divérnost vsech Duavérnych informaci, (ii) nebude
sdélovat ani Sifit DGvérné informace zadné treti
strané, (iii) nebude Duavérné informace pouzivat
k Zadnému jinému Uc€elu nez k provadéni Studie
a (iv) zabezpe€¢i Duavérné informace nejméné
stejnou mérou,  jako normalné  chrani
a zabezpecCuje své vlastni divérné informace.
Tyto D0vérné informace zlstanou vyhradnim
davérnym a chranénym vlastnictvim Zadavatele
a budou sdélovany pouze na zakladé zasady
potfebnych znalosti a pouze pro Misto provadéni
klinického hodnoceni ajeho zaméstnance
a zastupce. Misto  provadéni klinického
hodnoceni se zavazuje, Ze zajisti, aby kazdy
zjeho zaméstnancl a zastupcl poskytujicich
sluzby podle této Smlouvy zachazel s Davérnymi

informacemi  jako s ddvérnymi v souladu
s podminkami této Smiouvy.
B. Vy8e uvedené povinnosti se nebudou

vztahovat na Davérné informace, které:

i jsou nebo se stanou vefejné
znamymi bez zavinéni Mista provadéni klinického
hodnoceni;

ii. jsou legalné zpfistupnény Mistu
provadéni trfeti stranou opravnénou takové
informace zpfistupnit bez zavazku mi&enlivosti;

iii. jsou jiz Mistu provadéni
klinického hodnoceni znamy pfed zpfistupnénim
na zakladé této Smlouvy, jak prokazuji dfivéjsi
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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 prior to
making any such disclosure and provide Sponsor
an opportunity to object to 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, 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
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pisemné doklady Mista provadéni klinického

hodnoceni;

iv. byly Mistem provadéni
vypracovany bez pouziti jakychkoli Duavérnych
informaci, jak prokazuji dfivéjSi pisemné doklady
Mista provadéni;

C. V pfipadé, Zze zpfistupnéni Duvérnych
informaci bude vyzadovano zakonem nebo
predpisem, Misto provadéni klinického hodnoceni
(i) pfed tim, nez se toto zpfistupnéni uskutecni,
v€as vyrozumi Zadavatele a poskythne mu
prilezitost vznést proti tomuto zpfistupnéni
namitky, a (ii) vynaloZi vedkeré pfiméfené Usili na
omezeni zpristupnéni a zachovani duvérnosti
téchto Dlvérnych informaci v pfiméfené mozném
rozsahu.

D. Na vyzadani Zadavatele vrati Misto
provadeéni klinického hodnoceni vSechny Davérné
informace vcetné jejich kopii Zadavateli, avSak
stim, Ze jednu (1) kopii téchto Duvérnych
informaci si bude moci ponechat Poskytovatel ve
svych duvérnych slozkach vyhradné za ucelem
vyhovéni zakonnym povinnostem.

7. Ochrana adaji. Smluvni strany souhlasi
s podminkami uvedenymi v Pfiloze B.

8. Pouziti Vysledkil Studie. Pri dodrzeni
Platnych zakon(l bude mit Zadavatel neomezené
pravo vyuzivat a zvefejnovat veskeré udaje
ainformace ze Studie, ato ibez souhlasu
ZkousSejiciho nebo Poskytovatele, stim, ze
Zadavatel zachova dUvérnost Udaja subjektd.
Misto provadéni klinického hodnoceni nebude
udaje ziskané b&hem Studie ani vysledky Studie
pouzivat kjinym ucellm nez k péci o subjekty
a k internim vyzkumnym ucéelim nebo k publikaci
na zakladé Clanku 9 nize. Aby se prede$lo
pochybnostem, interni vyzkumné ucely znamenaji
interni, nekomeréni Cinnosti, které nejsou
financovany tfeti stranou (kromé statnich organu).
Misto provadéni klinického hodnoceni od
Subjektd  studie ziska vesSkera zakonem
pozadovana opravnéni nebo jinou dokumentaci,
aby bylo mozné zpfistupnit idaje Subjektl studie

Zadavateli ajeho =zastupci v souladu s touto
Smlouvou
9. Vlastnictvi udajl, Publikace.
A. Veskeré udaje, informace
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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 Study
Results for its own internal, bona-fide, academic,
non-commercial purposes, in accordance with the
terms of this article. The medical records or other
Source Documents, as defined by ICH Guidelines,
that support the Study Results shall remain the
property of Institution.

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

i. The Site will provide Sponsor with a copy
of any proposed publication or presentation for
review and comment at least forty-five (45) days
prior to such presentation or submission for
publication. At the expiration of such forty-five (45)
day period, the Site may proceed with the
presentation or submission for publication unless
Sponsor has notified Investigator or Institution in
writing that such proposed publication and/or
presentation discloses Confidential Information.
Following such notification, the Site hereby agrees
to make any changes or deletions prior to
publication necessary to prevent disclosure of
Confidential  Information  (excluding  Study
Results). Further, upon the request of Sponsor,
the Site will delay publication or presentation for
an 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.
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a vysledky ziskané bé&hem provadéni Studie,
zejména vyplnéné CRF aveSkeré zpravy
vypracované Mistem provadéni klinického
hodnoceni (spole¢né ,Vysledky studie®) budou
neprodlené poskytovany Zadavateli. Misto
provadéni klinického hodnoceni bude mit pravo
publikovat nebo jinak vefejné zpfistupnit Vysledky
studie pro své vlastni interni, bona fide,
akademické, nekomercéni uUcely v souladu
s podminkami tohoto ¢lanku. Zdravotni zaznamy
nebo jiné Zdrojové dokumenty tak, jak jsou
definovany smérnicemi ICH, jez jsou podkladem
pro Vysledky studie, zlstanou vlastnictvim
Zdravotnického zafizeni.

B. Pokud je Studie provadéna
vramci multicentrického klinického hodnoceni,
bude prvni  zvefejnéni  vysledkl  Studie
uskuteénéno formou multicentrické publikace,
jejimiz autory budou zkouSejici ve Studii. Pokud
vSak nebude multicentricka publikace predlozena
do osmnacti (18) mésicd od dokonceni ¢&i
ukonéeni Studie ve vSech centrech, mize Misto
provadéni klinického hodnoceni zvefejnit vysledky
Studie u Poskytovatele v souladu s timto ¢lankem.

i Misto provadéni klinického hodnoceni
bude Zadavateli predkladat k posouzeni
a pfipominkovani v kopii veSkeré materialy
navrhované k publikaci nebo prezentaci nejméné
Ctyficet pét (45) dnu pred takovou prezentaci
nebo odevzdanim k publikovani. Po uplynuti této
Ih(ty Ctyficeti péti (45) dnl mize Misto provadéni
klinického hodnoceni pfistoupit k prezentaci nebo
odevzdani téchto materiald k publikovani, ledaze
Zadavatel ZkouSejicimu nebo Poskytovateli
pisemné& ozndmi, Ze touto navrhovanou publikaci
a/nebo prezentaci dojde k prozrazeni Duvérnych
informaci. Misto provadéni klinického hodnoceni
se timto zavazuje, Ze po tomto oznameni provede
jesté pred publikaci vesdkeré upravy ¢&i vypusténi,
aby prozrazeni Duvérnych informaci (kromé
Vysledkll studie) zabranilo. Misto provadéni
klinického hodnoceni dale na Zadost Zadavatele
odlozi publikaci nebo prezentaci az o devadesat
(90) dnG, aby Zadavateli umoznilo pfijmout
opatieni nezbytna k ochrané jeho prav dusevniho
vlastnictvi.

ii. Misto provadéni klinického hodnoceni
zachova b&hem doby posuzovani popsané v této

Smlouvé davérnost navrhované publikace
a patficné zohledni v8echny pfipominky
Zadavatele.
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iii Except as otherwise mutually agreed by
the Parties, publications will be submitted to
journals that offer public availability via Open
Access (including publisher platforms/repositories
and self-archiving). Open Access refers to the free
at point of entry, online availability of published
research output with, where available, rights of re-
use according to an end user license. Sponsor
encourages the publication using the Creative
Commons Attribution 4.0 generic license (CC-BY
4.0) or equivalent license whenever possible, with
or without embargo period, over more restrictive
Creative Commons licenses such as CC-BY-NC,
CC-BY-NC-ND, or others.

iv. Unless otherwise required by the journal
in which the publication appears, or the forum in
which it is made, authorship will comply with the
International Committee of Medical Journal
Editors (ICMJE) Recommendation for the
Conduct, Reporting, Editing and Publication of
Scholarly Work in Medical journals. Participation
as an investigator, in and of itself, does not confer
any rights to authorship of publications.

10. Release of Information; Use of Name.
Sponsor may disclose the name of the Site and
shall provide a description of this Study on public

websites (e.g., www.clinicaltrials.gov,
http://www.sukl.cz/modules/evaluation/ and
http://clinicaltrialsregister.eu/),) 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.
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iii. Pokud se Smluvni strany nedohodnou
jinak, budou publikace predkladany casopisiim,
které nabizeji vefejnou dostupnost
prostfednictvim principu otevieného pfistupu
(Open Access) (vCetné vydavatelskych
platforem/ulozist  a autoarchivace).  Otevreny
pfistup znamena online dostupnost publikovanych
vysledkl vyzkumu, které jsou v misté vstupu
zdarma, a tam, kde je to mozné, poskytuji pravo

na dalsSi wuziti vsouladu slicenci koncového
uzivatele. Zadavatel doporuCuje publikovani
pomoci obecné pouzitelné licence Creative

Commons Attribution 4.0 (CC-BY 4.0) nebo
obdobné licence, pokud je to mozné, s obdobim

embarga nebo bez né&j, prostfednictvim
restriktivngjSich  licenci  Creative = Commons,
napfiklad CC-BY-NC, CC-BY-NC-ND, nebo
dalSich.

iv. Pokud nebude mit Casopis, vnémz se
publikace objevi, nebo férum, kde bude

pfedstavena, jiné pozadavky, budou se otazky
autorstvi fidit podle Doporu€eni pro provadéni,
hlaseni, editaci a publikaci rukopist v odbornych
Casopisech Mezinarodnim vyboru pro editor(
lékafskych ¢Casopisl (ICMJE). Samotna UucCast
v roli zkoudejiciho nikomu sama o sobé& neudéluje
pravo na autorstvi publikaci.

10. Sdélovani adaju, pouziti jména.
Zadavatel smi zvefejnit nazev Poskytovatele
a uvést popis této Studie na vefejné pfistupnych
webovych strankach (napf. www.clinicaltrials.gov,
http://www.sukl.cz/modules/evaluation/ a
http://clinicaltrialsregister.eu/), pokud to bude
v souladu s poZadavky Platnych zakon(. Zadna
Smluvni strana nesmi pouzit jméno/nazev druhé
Smluvni strany v souvislosti s reklamou nebo
propagaci jakéhokoli produktu & sluzby bez
pfedchoziho pisemného souhlasu pfislusné druhé
Smluvni strany; omezeni obsazena v tomto
¢lanku vSak neplati pro zadné dokumenty, u nichz
muaze byt pro Zadavatele nebo Misto provadéni
nezbytné ¢&i vhodné je predlozit predlozeni
federalnimu, statnimu nebo mistnimu Ufadu nebo
je uvést vramci védeckych publikaci a pfi
Zadostech o grant. Zadavatel je povinen
schvalovat pisemné tiskové zpravy Zkousejiciho
nebo  Zdravotnického  zafizeni &  jejich
zaméstnancu, zastupcl nebo  smluvnich
dodavatell tykajici se Studie nebo Hodnoceného
pfipravku (pfipravkl) jesté pred tim, nez budou
tyto zpravy zvefejnény.
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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.

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, by arranging for
the distribution of the shipment of the Study Drug
to the Institution’s pharmacy, where the
pharmacist shall receive and inspect the shipment
like any other shipment (i.e., if it is not damaged,
in the case of special transport requirements, if
those requirements have been met), and
acknowledge receipt of the shipment.

The Investigator then collects the Study Drug on
request and is fully responsible for them.

The Sponsor shall notify the pharmacy within 3
working days prior to delivery when the shipment
will be handed over to the pharmacy either by
email or by telephone to the pharmacist in charge
of the pharmacy. Disposal of unused medicines
shall be at the Sponsor's own expense.

The Sponsor shall arrange delivery to the address
of the Hospital Pharmacy of the Motol Hospital, V
Uvalu 84, 150 06 Prague 5, the Czech Republic
and mark it with the name of the employee
appropriately qualified to act as the delegated
pharmacist (the “Delegated Pharmacist’), as
authorized by the Institution to secure proper
handling of the Study Drug and any related
medication used in the Study (including placebo),
in accordance with Protocol, Good
Pharmaceutical Practice and the Decree during
the period the Study Drug is maintained in the
pharmacy.

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
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1. Nezavislost smluvnich stran. Pri
provadéni Studie bude Misto provadéni klinického
hodnoceni vuéi Zadavateli ajeho zastupci
vystupovat jako nezavisly smluvni dodavatel,
a nikoli jako zastupce, partner & zaméstnanec
Zadavatele. ZkouSejici, Poskytovatel ani zadny
z jeho zaméstnancu, zastupcl nebo smluvnich
dodavatelll nebudou opravnéni uzavirat s tfetimi
stranami zadné dohody, které by byly pro
Zadavatele zavazné.

12 Hodnoceny  pfipravek. Biologické
vzorky.
A. CRO nebo jiny fadné opravnény zastupce

Zadavatele vynalozi ekonomicky pfiméfené usili,
aby Poskytovateli nebo Zkousejicimu v€as dodali
dostate¢né mnozstvi hodnoceného pripravku na
naklady Zadavatele tim, ze zajisti distribuci zasilky
hodnoceného pripravku do  Iékarny
Poskytovatele zdravotnich sluzeb, kde je Iékarnik
pfevezme a zkontroluje jako jiné zasilky (tzn.
neni-li  poSkozena, v pfipadé zvlastnich
pozadavkd na transport, byly-li tyto pozadavky
dodrzeny), a pfijem zasilky potvrdi.

Nasledné si na Zadanku ZkouSejici hodnocené
pfipravky vyzvedne a je za né plné zodpovédny.

Zadavatel je povinen oznamit do 3 pracovnich
dnl pfed dodanim, kdy bude zasilka do Iékarny
pfedana budto emailem nebo telefonicky lékarnou
povéfenému farmaceutovi. Likvidaci nevyuzitych
Iékl si Zadavatel zajisti na vlastni naklady.

Zadavatel zajisti dodavku na adresu: Nemocniéni
lékarna FN Motol, V Uvalu 84, 150 06 Praha 5,
Ceska republika a oznadi ji jménem zaméstnance
s pfisluSsnou kvalifikaci pro vykon funkce
povéfeného farmaceuta (dale jen "Povéreny
farmaceut"), povéfeny Poskytovatelem k zajisténi
fadného nakladani se hodnocenym pfipravkem a
vSemi souvisejicimi IéCivy pouzivanymi ve Studii
(v€etné placeba) v souladu s Protokolem,
Spravnou lékarenskou praxi a Vyhlaskou po
dobu, kdy je hodnoceny pfipravek uchovavan v
Iékarné.

VeSkeré 1éky/léCivé pfipravky dodavané
Zadavatelem  budou  pouZivany  vyhradné
v souladu s Protokolem a nesméji byt pouzivany
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shall comply with all laws and regulations
governing the storage, disposition or destruction
of Study Drug(s) and any other drug(s)/medication
provided for the Study and any instructions from
CRO that are not inconsistent with such laws and
regulations.

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

C. The Site may collect or reserve additional
quantities of Biological Samples (“Secondary
Biological Samples”) for use in research not

described in the Protocol (“Non-Protocol
Research”), provided that such collection
complies with Applicable Law. The Site may

annotate Secondary Biological Samples with
Study subject demographic information (e.g., age,
gender and clinical diagnosis).  Confidential
Information, Study Results or analyses thereof
(such as information related to administration of,
or response to, or adverse events associated with,
the Study Drug) may be linked to the Secondary
Biological Samples, provided that the provisions
of Article 15 shall apply to such Non-Protocol
Research.

D. Upon Completion or any termination of
this Agreement, the Site at Sponsor's expense
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 at Sponsor’'s
expense or, at Sponsor's written request,
destroyed by the Site with a certificate of
destruction provided to Sponsor.
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kzadnym  jinym  uc€elim.Misto  provadéni
klinického hodnoceni bude postupovat v souladu
se vSemi zakonnymi a podzékonnymi pfedpisy
upravujicimi manipulaci s Hodnocenym
pfipravkem (pfipravky) a véemi dal§imi
Iéky/léCivymi pFipravky dodavanymi pro potfeby
Studie nebo jejich likvidaci a dale v souladu
s pokyny CRO, které témto zakonnym
a podzakonnym pfedpisiim neodporuji.

B. Misto provadéni klinického hodnoceni
bude biologické vzorky (vzorky krve, tekutin
atkani odebirané subjektim zafazenym do
Studie, vc&etn& pfipadnych znich ziskanych
hmotnych materiald, spole¢né dale ,Biologické
vzorky“) odebirat, uchovavat, pouZivat a dale
predavat pouze v souladu s Protokolem
a prislusnym Informovanym souhlasem a po
souhlasu subjektu.

C. Misto provadéni klinického hodnoceni
mulze odebirat nebo si ponechavat dodateCna
mnozstvi Biologickych vzork(l (,Sekundarnich
biologickych vzork(") pro pouziti, které neni
popsano v pfislusném Protokolu (,Vyzkum mimo
ramec protokolu“), za predpokladu, Ze takové
odbéry jsou v souladu s Platnymi zakony. Misto
provadeéni klinického hodnoceni mize Sekundarni
biologické vzorky opatfit poznamkami
o demografickych udajich subjektu studie (napf.
vék, pohlavi a klinicka diagnéza). Duvérné
informace, Vysledky studie nebo jejich analyzy
(napfiklad informace tykajici se podavani
Hodnoceného pfipravku nebo reakce na néj di
nezadoucich G¢inkd spojenych s Hodnocenym
pfipravkem) mohou byt  propojeny se
Sekundarnimi biologickymi vzorky za
predpokladu, Ze se ustanoveni Clanku 15 budou
na takovy Vyzkum mimo ramec protokolu

vztahovat.
D. Po Dokonceni nebo jakémkoliv ukon&eni
této Smlouvy Misto provadéni klinického

hodnoceni na naklady Zadavatele pfeda nebo
zlikviduje  Biologické vzorky podle pokynu
Zadavatele a veSkerych relevantnich ustanoveni
Protokolu a pfislusného formulare informovaného
souhlasu a neprodlené prestane uzivat
Hodnoceny pfipravek. Veskery nespotfebovany
Hodnoceny pfipravek bude na naklady
Zadavatele bez zbyte€ného odkladu vracen

Zadavateli nebo bude na pisemnou Zzadost

Zadavatele  zlikvidovan  Mistem  provadéni

klinického hodnoceni, které Zadavateli
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13. Inspections, Audits, and Study
Monitoring.
A. Regulatory Inspection. The Site shall

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

B. Sponsor Inspection/Audit.

i. The Site agrees to permit representatives
of Sponsor (including monitors, auditors, and
inspectors), during normal business hours, to
examine (i) the facilities where the Study is being
conducted, (ii) raw Study Results including
original Source Documents (as defined by current
ICH Guidelines), regardless of media, if allowed
under the terms of the informed consent, (iii)
Electronic Data Capture (“EDC”) equipment
and/or EDC documentation system, and (d) any
other relevant information (and to make copies)
necessary for Sponsor to confirm that the Study is
being conducted in conformance with the Protocol
and the data protection requirements of Schedule
B, and in compliance with Applicable Law.
However, such routine inspection or audit (that is
not for cause) must be arranged at least three (3)
days in advance and must not disrupt the normal
operation of the Institution.

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
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pfedlozi potvrzeni o likvidaci.

13. Kontroly, audity a monitorovani Studie.

A. Kontroly provadéné Kkontrolnimi urady.
Misto provadéni klinického hodnoceni okamzité
vyrozumi Zadavatele a jeho zastupce o veSkerych
dotazech, korespondenci a sdélenich, které
v souvislosti se Studii obdrzi od FDA, Statniho
ustavu pro kontrolu lé€iv nebo kterychkoli jinych
statnich nebo kontrolnich Gfadl nebo které jim
bude pfedkladat. Jestlize si kontrolni Ufad vyzada
svoleni ke kontrole, nebo provadi kontrolu
zafizeni Mista provadéni klinického hodnoceni
nebo zaznamu o vyzkumu tykajicich se Studie,
Misto provadéni klinického hodnoceni bude se

zastupcem (zastupci) kontrolniho Uradu
spolupracovat atuto kontrolu umozni. Misto
provadéni  klinického hodnoceni  poskytne

Zadavateli kopie vSech materiald, které Misto
provadéni klinického hodnoceni obdrzi nebo si
obstara v souvislosti s takovou kontrolou nebo

v souvislosti s jakoukoli  komunikaci  nebo
korespondenci od kontrolnich Gradu.
B. Kontroly/audity provadéné Zadavatelem.

i Misto provadéni se zavazuje, Zze umozni
Zadavateli (vCetné monitor, auditort
a kontrolord) vramci bézné pracovni doby
kontrolovat: (i) zafizeni, v nichz se Studie provadi,
(i) nezpracované Vysledky studie v€etné originald
Zdrojovych dokumentl (definovanych aktualnimi
smérnicemi ICH) bez ohledu na formu jejich
uloZzeni, pokud to  umoZhuji  podminky
informovaného souhlasu, (iii) vybaveni pro
elektronicky zaznam dat (,EDC") a/nebo pro
systém dokumentace EDC a (iv) jakékoli dalSi
relevantni informace (a pofizovat jejich kopie)
nezbytné pro Zadavatele k ujisténi, ze Studie se
provadi v souladu s Protokolem a pozadavky na
ochranu osobnich udaji uvedenymi v PFiloze B
avsouladu s Platnymi zakony. Takova bézna
kontrola nebo audit (ktery neni tzv. ,for cause*
audit) vSak musi byt domluven minimalné tfi (3)
dny pfedem a nesmi naruSit bézny chod
poskytovatele zdravotnich sluzeb.

ii. Pokud takova kontrola odhali
nedodrZzovani Smlouvy, budou Dodavatel a/nebo
CRO opravnéni zajistit soulad se Smlouvou nebo
prerusit dodavky = Hodnoceného  pfipravku
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terminate the Site’s participation in the Study.
14. 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 written notice
if (1) the authorization and approval to conduct the
Study is irrevocably withdrawn by the applicable
health authority or Institution’s EC; or (2) the
Sponsor or Investigator determines continuation
of the Study will compromise the safety of the
Study subjects and such determination is based
on reasonable medical judgment;

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

iii. by the Site, upon thirty (30) days written
notice, in the event of a material breach of this
Agreement by Sponsor 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 been performed up to the effective date of
termination and any reasonable, documented
non-cancelable costs which were incurred by
Institution or Investigator in connection with the
Study as required under the Protocol and
contemplated in the Budget. If the payments
exceed the amount owed for services performed
under the Protocol, Institution shall promptly
return the excess balance to CRO.
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(pfipravkll) a ukong€it ucast
klinického hodnoceni ve Studii.

Mista provadéni

14. Ukonéeni Smlouvy pfed dokonéenim jejiho
pinéni.

A. Tato Smlouva muize byt pisemnou
vypovédi uplné nebo castecné ukoncena jesté
pfed Dokoncenim nize uvedenymi zpusoby:

i. kteroukoli Smluvni stranou na
zékladé pisemné vypovédi, jestlize (1) povoleni
provadét Studii bude ze strany zdravotnich Gfadu
nebo EK Poskytovatele trvale a nevratné
odebrano nebo (2) Zadavatel nebo Zkousejici
zjisti, Z2e pokraCovani Studie by ohrozilo
bezpecnost Subjektl studie, a toto zjisténi bude
vychazet z divodného Iékafského usudku;

ii. Zadavatelem (1) na zakladé
vypovédi, jestlize Zkousejici nebude ochoten C&i
schopen pusobit jako hlavni zkouSejici a Smluvni
strany se nebudou schopny dohodnout na jeho
nahradé v souladu s podminkami této Smlouvy,
(2) na zakladé vypovédi, jestlize Misto provadéni
klinického hodnoceni nebude Studii provadét
v souladu s podminkami Protokolu (s vyjimkou
pfipustnych odchylek v souladu s Protokolem
studie aspodminkami této Smlouvy) nebo
s Platnymi zakony, nebo (3) do ftficeti (30) od
pisemné vypovédi.

iii. Mistem provadéni ve Ih{té tficeti (30) dni
na zakladé pisemné vypovédi v pfipadé
zavazného poruseni této Smlouvy Zadavatelem,
kdy Zadavatel takové poruseni v této Ihaté triceti
(30) dni nenapravi.

B. V pfipadé ukoné&eni platnosti této Smlouvy
pfed Dokonéenim uc€ini Misto provadéni po
doru€eni vypovédi vSechna pfiméfena opatieni
k omezeni dalSich nakladd na minimum. V
pfipadé takového predCasného ukonceni bude
provedena uhrada za vSechny sluzby vyZzadované
Protokolem, které byly poskytnuty az do data
ucinnosti ukonceni, a dale pfiméfené dolozené
neodvolatelné naklady vzniklé Zdravotnické
zarizeni ZkouSejicimu v souvislosti se Studii
v souladu s Protokolem a zanesené do Rozpoctu.
Pokud platby pFevysi ¢&astku, ktera ma byt
uhrazena za sluzby poskytnuté podle Protokolu,
Zdravotnické zafizeni rozdil neprodlené vrati
CRO.
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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 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
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C. Misto provadéni klinického hodnoceni se
zavazuje, ze neprodlené po pfijeti nebo doruceni
vypoveédi (i) dodrzi veSkeré postupy po ukon&eni
Smlouvy pfipadné obsaZzené v Protokolu, a (ii)
nedostane-li od Zadavatele jiné pokyny, ukon&i
studijni 1é¢bu subjektu jiz zafazenych do Studie
(s vyjimkou pfipadll, kdy by tim mohla byt

ohrozena bezpenost téchto  zafazenych
subjekta).

D. Po Dokoneni nebo ukonéeni této
Smlouvy zjakéhokoli ddvodu pfeda Misto
provadéni  klinického hodnoceni Zadavateli

vSechny CRF a vSechny Zadavatelovy materialy.
D{vérné informace a materialy budou na zakladé
jeho pokyn(l vraceny Zadavateli s vyjimkou kopii

zdznaml nebo vzorkd, které si musi Misto
provadéni klinického hodnoceni ze zakona
ponechat. Do fficeti (30) dnl od ukonceni

platnosti této Smlouvy nebo od Dokonéeni Studie
(podle toho, co nastane dfive) pfedlozi ZkouSejici
zavére€nou pisemnou zpravu o Studii Zadavateli.

E. Zadavatel ani CRO neponesou
odpovédnost za u8ly zisk, ztratu pfilezitosti ani
jiné néasledné 3kody, které tim Mistu provadéni
klinického hodnoceni pfipadné vzniknou.

15. Patentova prava a Vynalezy.

A. Strany se vyslovné dohodly, Ze zadna
smluvni strana v ramci plUsobnosti této Smlouvy
neprevadi na jiné strany zadné pravo ani licenci
k jakymkoli patentdm, autorska prava ani jina
vlastnicka prava vlastnéna k Datu ucinnosti této
Smlouvy nebo vznikld mimo rdmec vyzkumu
provadéného podle této Smiouvy.

B. Misto provadéni klinického
hodnoceni uznava, zZe autorem a realizatorem
myslenky provést Studii je Zadavatel, aze se
s zadosti o provedeni této Studie na
Poskytovatele a/nebo  ZkouSejiciho  obratil
Zadavatel. Misto provadéni klinického hodnoceni
bude Zadavatele neprodlené pisemné informovat
0 jakémkoli takovém vynalezu nebo objevu, ktery

Poskytovatel nebo ZkouSejici, pFipadny
spoluzkousejici nebo kterykoli Z jejich
zaméstnancu,  zastupcl nebo  smluvnich

dodavatell vyvine pfi provadéni Studie nebo diky
pouzivani DUvérnych informaci (dale spole¢né
.Vysledky vyvoje“). Zadavatel bude vyluCnym
vlastnikem a bude mit vyhradni prava k veskerym
Vysledkim vyvoje, které souviseji s Hodnocenym

-Page 19 of 45-



uses thereof or which utilize Confidential
Information. The Site shall fullycooperate with
Sponsor, at Sponsor's reasonable expense, 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)”) 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
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pfipravkem  (Hodnocenymi  pfipravky) nebo
vyuzivaji DOvérné informace; takové Vysledky
vyvoje zahrnuji zejména nové druhy pouZziti,
procesy, derivaty, sloZzeni nebo terapeutické
kombinace nebo ukazatele (s) ucinnosti
Hodnoceného pfipravku (hodnocenych pfipravku),
Udaje o jeho bezpelnosti nebo pouziti. Misto
provadéni klinického hodnoceni bude plné
spolupracovat se Zadavatelem, na pfiméfené
naklady Zadavatele, pfi pfevedeni prav
k Vysledkim vyvoje na Zadavatele a ziskani jejich
patentové nebo jiné zakonné ochrany.

16. Odskodnéni, pojisténi.

A. Odskodnéni ze strany Zadavatele.
Zadavatel se zavazuje poskytnout Poskytovateli
ajeho povéfencim, vedoucim pracovnikim,
zaméstnancim,  persondlu, subdodavateliim
a zastupcim (,Prijemcim odskodnéni u
Poskytovatele “) odSkodnéni a pfevzit za né
odpovédnost za jakékoli naroky vznesené treti
stranou (déle jednotlivé ,Narok®) vyplyvajici z: (i)
nedbalého jednani, opomenuti nebo z imysiného
poruseni povinnosti Zadavatele (ii) jakékoli
domnénky o odpové&dnosti za vyrobek ve vztahu
k Hodnocenému pfipravku nebo (iii) z jakéhokoli
nezadouciho u€inku nebo neZadouci reakce C&i
zdravotni ujmy pfimo zplsobené pouzivanim
Hodnoceného pfipravku ve Studii nebo z ukonu
provadéného v souladu s Protokolem, nebo (iv)
z pouzivani Studijnich dat nebo Vysledkl studie.
VySe uvedené odsSkodnéni neplati v tom rozsahu,
v jakém Narok vznikne v dusledku: nedbalosti,
nespravného postupu nebo umysiného poruseni
povinnosti kteréhokoli PFijemce od3kodnéni u
Poskytovatele nebo nedodrzeni podminek této
Smlouvy, Protokolu nebo jakychkoli pisemnych
pokynt Zadavatele nebo nedodrzeni Platnych
zakon( ¢i pozadavkl statnich dfadu s tim, ze (i)
podani jakékoli latky v souladu s Protokolem
a pfipadnymi  pisemnymi pokyny Zadavatele
nezaklada podle této Smlouvy nedbalost ani
nespravny postup a (ii) odchylka od Protokolu,
ktera je z Iékarského hlediska nezbytna k ochrané
zdravi nebo bezpec€nosti subjektu Studie a je
v souladu s obvyklymi zasadami Iékafské péce,
nezaklada nedbalost, umysiné poruseni
povinnosti ani zanedbani ze strany Pfijemcu
odskodnéni u Poskytovatele.

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

to comply with any Applicable Law or
governmental requirements.
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; (i) permit the indemnifying Party to
assume the defense and/or disposition of any
such Claim or related litigation, provided that
counsel selected by such indemnifying Party is
reasonably acceptable to the Party or Parties
seeking indemnification; and (iii) cooperate with
the indemnifying Party in all reasonable respects
with regard to the defense of such Claim, with
reasonable out-of-pocket costs of the Party or
Parties seeking indemnification to be reimbursed
by the indemnifying Party. The indemnifying Party
under this article shall not enter into any
settlement agreement with a claimant without the
prior written permission of the Party or Parties
seeking indemnification, which permission shall
not be unreasonably withheld. The indemnified
Party shall have the right to select and obtain
representation by separate legal counsel,
provided that such indemnified Party shall bear all
costs and expense related to such separate
representation.

D. Insurance.

i. Sponsor declares and confirms that, in
accordance with the Applicable Law, it will provide
insurance for the Study.

ii. Institution represents and warrants that it
has and will maintain appropriate insurance, in
accordance with § 45 par. 2 Itr. n) of the Health
Services Act 372/2011 Coll.,, 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
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Poskytovatel se zavazuje poskytnout Zadavateli,
¢lendim jeho predstavenstva, vedoucim
pracovnikim, zaméstnancum a zastupcim
(,PFijemcim odskodnéni u Zadavatele®)
odSkodnéni a pfevzit za né odpovédnost za
Naroky vyplyvajici z (i) nedbalého jednani,
opomenuti nebo z umysiného poruseni povinnosti
kteréhokoli Pfijemce odSkodnéni u Poskytovatele
nebo (ii) nedodrzenim podminek této Smilouvy,
Protokolu nebo pisemnych pokynU od Zadavatele
nebo jeho zastupce, nebo nedodrzenim Platnych
zakonu nebo pozadavk( statnich Gfadl ze strany
kteréhokoli Pfijemce odSkodnéni u Poskytovatele.

C. Postup od8kodnéni. Smluvni strana nebo
strany od8kodfiované na zakladé tohoto &lanku
museji (i) pisemné uvédomit Odskodnujici stranu
do péti (5) pracovnich dnG od (1) obdrzeni
jakéhokoli Naroku nebo (2) okamziku, kdy se
dozvédi o jakémkoli potencialnim Naroku; (ii)
umoznit Odskodrujici strané prevzit obhajobu
a/nebo  vyfizeni takového naroku nebo
souvisejiciho soudniho Fizeni za predpokladu, ze
pravni zastupce vybrany Odskodfujici stranou je
pro Smluvni stranu nebo strany usilujici
o odSkodnéni  pfiméfen&  pfijatelny,  a (iii)
spolupracovat s OdSkodriujici stranou ve vSech
pfiméfenych ohledech, pokud jde o obhajobu vUci
Naroku, kdy pfiméfené naklady vzniklé Smluvni
strané nebo stranam usilujicim o odSkodnéni
uhradi Odskodriujici strana. OdSkodnujici strana
podle tohoto ¢lanku nesmi s osobou uplatriujici
Narok uzavfit Zadnou dohodu o urovnani bez
pfedchoziho pisemného souhlasu Smluvni strany
nebo stran usilujicich o odSkodnéni, pfiCemz toto
povoleni nelze bezdlvodné odepfit.
Od8kodfiovana osoba bude mit pravo zvolit si
samostatného pravniho zastupce a nechat se jim
zastupovat, av8ak stim, Ze veSkeré naklady
avydaje na takové samostatné ponese
Odskodriovana osoba.

D. Pojisténi.

i Zadavatel prohlasuje, a potvrzuje, Ze dle
platné pravni Upravy zajisti pojisténi klinického
hodnoceni.

ii. Poskytovatel prohlasuje a zaru€uje se, ze
uzaviel abude udrZovat odpovidajici pojisténi
vsouladu s§ 45 odst. 2, pism. n) Z&kona
372/2011 Sb., o zdravotnich sluzbach, jez kryje
odpovédnost, kterou muze pfi poskytovani
zdravotni péle nést. Toto pojistné kryti je
vsouladu s plathymi zakony a nezahrnuje
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insurance with respect to conducting a Study.
According to § 45 par. 2 Itr. n) of the Health
Services Act, this insurance coverage must be
valid for the entire length of the Institution’s
provision of medical care.

iii. Investigator represents and warrants that
he/she has and will maintain appropriate
malpractice insurance in amounts sufficient to pay
all claims arising from his/her activities or
obligations under this Agreement.

17. Subject Injury.

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

B. Sponsor, through CRO, shall reimburse
Institution all reasonable and customary costs
incurred for treatment of a bodily injury and
hospitalization of a subject injured as a direct
result of administration of the Study Drug or
undergoing any duly performed 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;

. 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

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
v.1June2021

TAK-330-3001

Fakultni nemocnice v Motole

pojisténi odpoveédnosti za provadéni Studie. Podle
§ 45 odst. 2, pism. n) Zakona o zdravotnich
sluzbach musi byt toto pojistné kryti v platnosti po
celou dobu poskytovani zdravotni péce
Poskytovatelem.

iii. Zkousejici prohlasuje a zaruCuje, Zze ma

a bude udrzovat odpovidajici pojisténi
odpovédnosti pfi vykonu povolani v ¢astkach
dostate€nych k uhrazeni vSech naroku

vyplyvajicich z jeho ¢innosti nebo zavazk( podle
této Smlouvy.

17. Ujma zpisobena Subjektu Studie.

A. Zadavatel uhradi prostfednictvim CRO
Poskytovateli vSechny opravnéné vynaloZené
aobvyklé néklady vzniklé Mistu provadéni
klinického hodnoceni v souvislosti s identifikaci
nepfiznivé reakce spojené s Hodnocenym
pfipravkem (pfipravky) nebo postupem dle
Protokolu.

B. Zadavatel uhradi prostfednictvim CRO
Poskytovateli vSechny opravnéné vynalozené
a obvyklé naklady vzniklé v souvislosti s lé&bou
zdravotni Ujmy a hospitalizaci subjektu, k jehoz
zdravotni ujmé doslo v pfimém disledku podani
Hodnoceného pfipravku nebo podstoupeni
jakéhokoliv fadné provedeného uUkonu ve Studii
v souladu s Protokolem. Zadavatel neuhradi
platby za naklady, které Ize pficist:

i nedodrzeni podminek Protokolu
nebo jakychkoli pisemnych pokynd Zadavatele
ohledné uzivani  Hodnoceného  pfipravku
vyzadovanych Protokolem, platnych pozadavki
FDA nebo jinych statnich ufad( ze strany Mista
provadéni klinického hodnoceni nebo jakéhokoli
jeho pracovnika, pokud takové nedodrZeni neni
vsouladu sobecné& pfijimanymi standardy
klinického vyzkumu a Iékafské praxe s ohledem
na prinosy, bezpe€nost a celkovy prospéch
subjektt Studie, nebo jinak pfiméfené nezbytné
k zajisténi bezpecnosti subjektu, o némz vzdy
v dobré vife rozhoduje Zkousejici;

ii. jakékoli nedbalosti, nezakonnému
ukonu, opominuti nebo umysinému protipravnimu
jednani ze strany Mista provadéni klinického
hodnoceni nebo jeho personalu pfi poskytovani
sluzeb jménem Poskytovatele podle této Smilouvy;
nebo
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iii. the subject’s primary disease or
any concurrent disease not caused by the
administration of the Study Drug in accordance
with the Protocol.

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

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.

iii. pfipadu, kdy primarni
onemocnéni subjektu nebo pfipadné soubézné
onemocnéni nebyla zpUsobena podavanim
Hodnoceného pfipravku v souladu s Protokolem.

C. Misto provadéni klinického hodnoceni se
zaruCuje a prohlaSuje, Ze nebude pojistovné
subjektu ucCtovat Zadné naklady, které mu za
IéCbu vySe popsané Uujmy uhradi Zadavatel.
Zadavatel neuhradi zadné naklady, které jiz byly
pokryty tfeti stranou.

18. Celistvost Smlouvy; Dodatky;
Oznameni. Tato Smlouva pfedstavuje uplnou
dohodu mezi stranami a nahrazuje veSkera jina

ujednani mezi stranami, vyslovha nebo
prfedpokladana, tykajici se pfedmétu této
Smlouvy. Jakékoli zmény nebo dodatky k této

Smlouvé musi byt vyhradné v podobé pisemného
dokumentu podepsaného povéfenymi zastupci
smluvnich stran. VesSkera oznameni doruCovana
na zakladé této Smlouvy museji byt doruCena
osobné, uznavanym expresnim kuryrem nebo
doporucenou postou s poZzadovanym potvrzenim
o doru€eni. Tato oznameni museji byt zasilana
Smluvni strané na adresu uvedenou nizZe
s vyjimkou pfipadd uvedenych v Priloze A. Kazda
Smluvni strana mizZe svou adresu pro zasilani
oznameni zmeénit tim, ze tuto zménu pisemné
oznami ostatnim Smluvnim stranam.

To CRO/Designee: / Oznameni zasilana CRO/Povéfenému zastupci:

IQVIA RDS Czech Repubilic, s.r.o.

Address / Adresa: Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska republika

Email:
And to/A také

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel
Email:

To Institution: / Oznameni zasilana Zdravotnickému zafizeni:

Fakultni nemocnice v Motole, VV Uvalu 84, 105 06 Praha 5, Ceska republika

Attn/K rukam Oddéleni klinickych studii, usek naméstka pro LPP

E.mail: I

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
v.1June2021

TAK-330-3001

Fakultni nemocnice v Motole

-Page 23 of 45-




To Investigator: / Oznameni zasilana ZkouSejicimu:

Fakultni nemocnice v Motole, V Uvalu 84, 105 06 Praha 5, Ceska republika

19. Binding Effect; Survival of Terms. This
Agreement and the legal relations arising from it
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, and construed and enforced
in accordance with, the laws of the Czech
Republic without regard to the conflicts of law
provisions thereof. This is without prejudice to
obligations of the parties with regard to FDA
pursuant to applicable U.S. laws. All disputes
arising out of or in connection with this
Agreement, which cannot be resolved amicably
between the Parties through negotiation in good
faith, shall be settled in a court of competent
jurisdiction in the Czech Republic.

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

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,
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v.1June2021

TAK-330-3001

Fakultni nemocnice v Motole

Assignment. Any assRmhment of this

19. Zavazny ucinek; Pretrvavajici platnost
podminek. Tato Smlouva a pravni vztahy z ni
vyplyvajici budou zavazné vG&i Smluvnim
stranam i jejich pfislusnym nastupcim
a opravnénym postupnikim aplyne v jejich
prospéch. Prava a povinnosti Smluvnich stran,
které s ohledem na svou povahu maji pretrvat i po
ukoncCeni této Smlouvy (zejména prava tykajici se
vlastnictvi, patentll, zachovavani micenlivosti
a odskodnéni),  zlstavaji v platnosti i po
Dokonéeni nebo jakémkoli ukonleni této
Smlouvy.

20. Rozhodné pravo. Tato Smlouva
a jakékoli zalezitosti, které z ni nebo v souvislosti
sni vzniknou, se budou Fidit, vykladat
a uplatfiovat v souladu se zakony Ceské republiky
bez ohledu na nize uvedena kolizni ustanoveni.
Tim nejsou dotéeny povinnosti smluvnich stran
viéi FDA vsouladu s plathou americkou
legislativou. VS8echny spory vyplyvajici z této
smlouvy a s touto smlouvou souvisejici, které
nemohou byt mezi stranami vyfeSeny smirné
jednanim v dobré vife, se budou fesit u vécné a
mistné prislusného soudu v Ceské republice.

nebo prav nebo povinnosti z ni vyplyvajicich ze
strany ZkouSejiciho &i Zdravotnického zafizeni na
tfeti osobu vyzaduje pfedchozi pisemny souhlas
CRO a Zadavatele; Postoupeni ze strany CRO
na tfeti osobu, ktera neni Zadavatelem nebo jeho
pfidruzenym subjektem, vyZaduje pFedchozi
pisemny souhlas Zadavatele, ale nevyZaduje
souhlas Poskytovatele ani Zkousejiciho
ZkouSejici, Poskytovatel a CRO timto berou na
védomi, Zze Zadavatel mlze pfevzit nebo
postoupit tfeti osobé odpovédnost za veskera
prava azavazky Zadavatele nebo CRO ztéto
Smlouvy formou pisemného oznameni
adresovaného  Mistu  provadéni  klinického
hodnoceni a CRO._

22. Povéreni subdodavatel(i. S predchozim

pisemnym souhlasem Zadavatele muze

Poskytovatel provadéni ur&itych svych innosti na

zakladé této Smlouvy zadat kvalifikovanym

subdodavatelim nebo k provadéni ur€itych

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

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
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.
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prostory azafizeni nez Poskytovatel za
predpokladu, Ze (i) provadéni d¢innosti témito
subdodavateli nebo v téchto zafizenich bude
v souladu se v8emi pfislusnymi podminkami této
Smilouvy vcetné zajisténi, ze tito subdodavatelé
nebo zafizeni budou dodrZovat nejméné tak
pfisné podminky, jaké vazi Misto provadéni
klinického hodnoceni pfi provadéni Studie na
zakladé této Smlouvy, zejména pokud jde
0 pouzivani Hodnoceného pfipravku (pfipravku),
uchovavani zaznamu, dlvérnost, povinnosti
tykajici se udajl a zvefejfiovani, objevy, osobni
Udaje ainzerci, (ii) Poskytovatel bude nadale
odpovédny za plnéni provadéné v téchto
zafizenich nebo té&mito subdodavateli a (iii)
ZkouSejici ani spoluzkouSejici nebudou mit
u téchto subdodavatell nebo zafizeni zadny
pfimy ani nepfimy financni zajem.

23. Stejnopisy. Tato Smlouva je vyhotovena
ve tfech (3) stejnopisech z nichz po jednom obdrzi
Poskytovatel, ZkouSejici a CRO. Kazdy stejnopis
ma platnost originalu avSechny spole¢né
predstavuji jednu atutéz listinu. Doruceni
podepsané podpisové strany stejnopisu této
Smlouvy faxovym pfenosem, elektronickou postou
v ,pfenosném formatu dokumentd® (format ,.pdf*)
nebo jakymkoli jinym elektronickym zpUsobem
uréenym k zachovani pavodniho grafického stylu
a vzhledu dokumentu nebo kombinaci takovych
zpUsobU bude stejné Gcinné jako doruceni ruéné
vyhotoveného stejnopisu této Smlouvy.

24 Vyssi moc. Bude-li plnéni této Smlouvy
ze strany Poskytovatele nebo Zadavatele
zabranéno, nebo bude omezeno, naruSeno Ci
zpozdéno (zcela nebo CasteCné) z jakékoli pficiny
mimo pfiméfenou moznost ovlivnéni Smluvnimi
stranami (napfiklad zasahy vyS$Si moci, vybuch,
nemoc, pocasi, valka, terorismus, povstani,
stavka, nepokoje nebo vypadek dodavek
elektfiny), bude takto postizena Smluvni strana po
pisemném oznameni druhé Smluvni strané
takového plnéni zprosténa v rozsahu
odpovidajicim  tomuto zabranéni, omezeni,
naruseni nebo zpozdéni za predpokladu, Ze
postizena Smluvni strana vynalozi maximalni
usili, aby se téchto pfi¢in neplnéni vyvarovala
nebo je odstranila, a jakmile budou tyto pfi€iny
odstranény, bude co nejdfive pokracovat v pinéni.
Pro ucely tohoto &lanku nebude za pficinu mimo
pfiméfenou  moznost ovlivnéni  Smluvnimi
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25. Discrepancies. In the case of any
discrepancy between the Czech and the English
versions of the Agreement, the Czech version
shall prevail.

26. Publication in accordance with Act no.
340/2015 Coll. on Contract Register.
Institution, Sponsor  and CRO hereby

acknowledge that details of this Agreement are
required to be published pursuant to Act no.
340/2015 Sb., on the official register:
https://smlouvy.gov.cz/ (“Agreements Register”).

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
enroliment 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 C (“Agreed Form”). The Parties agree
that the Institution shall effect the publication of
the Agreed Form on the Agreements Register
within 5 working days of 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

Agreements Register by designating the following
email address: “ as the
email address to which a notification of publication
in the Agreements register 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
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stranami  povazovan nedostatek finan€nich
prostredkd.
25. Rozpory. V pfipadé rozpor(l mezi ¢eskou

a anglickou verzi Smlouvy bude rozhodujici ¢eské
znéni.

26. Zverejnéni v souladu se zakonem
¢. 340/2015 Sb., o registru smluv.
Poskytovatel, Zadavatel a CRO timto berou na
védomi, ze podrobnosti této Smlouvy museji byt
zvefejnény podle zakona ¢&. 340/2015 Sb.
v oficialnim registru: https://smlouvy.gov.cz/
(,Registr smluv®).

Smluvni strany se dohodly, Zze vramci tohoto
zvefejnéni nebudou zpfistupnéna ani zvefejnéna
zadna obchodni tajemstvi ani osobni informace.
Pro UcCely této Smlouvy k takovym obchodnim
tajemstvim patfi zejména: Udaje o platbach
uvedené v Pfiloze A, minimalni cilovy pocet
zarazeni, oekavany pocet zafazenych Subijektl
studie a ocCekavana doba trvani Studie. \Y
dasledku toho se Smiuvni strany dohodly na verzi
této Smlouvy ke zvefejnéni, v niz byla veSkera
obchodni tajemstvi a osobni informace
redigovana. Tato verze je ke Smlouvé pfipojena
jako Priloha C (,Odsouhlasena verze®). Smluvni
strany se dohodly, Ze Poskytovatel uskuteéni
zvefejnéni Odsouhlasené verze v Registru smluv
do 5 pracovnich dnu od Data posledniho podpisu
této Smlouvy. V okamziku zvefejnéni bude
Poskytovatel CRO/Zadavatele informovat

o uvefejnéni Smlouvy v Registru smluv tak, ze
uvede e-mailovou adresu: _
jako e-mailovou adresu, na kterou ma byt zaslano
oznameni o uvefejnéni Smlouvy v Registru smiuv.
Nebude-li Odsouhlasena verze Poskytovatelem
zverejnéna ve |haté 5 pracovnich dni od Data
posledniho podpisu, jsou Kk jejimu zvefejnéni
opravnéni Zadavatel nebo CRO. Smluvni strany
souhlasi stim, Ze tato Smlouva nenabude
ucinnosti do okamziku zvefejnéni Odsouhlasené
verze podle tohoto ¢&lanku (,Datum udc&innosti®).
CRO si vkazdém pfipadé vyhrazuje pravo
neposkytnout Hodnoceny pfipravek, dokud
nebude tato Smlouva zvefejnéna podle tohoto
¢lanku.

V pfipadé zpochybnéni platnosti Odsouhlasené
verze po jejim zvefejnéni se budou Smluvni
strany co mozna nejdfive vzajemné informovat,
jakmile se o takovém zpochybnéni dozvédi,
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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.

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

C. Agreed Form

Remainder of page intentionally left blank

IN WITNESS WHEREOF, the Parties have
caused this Agreement to be executed by their
duly authorized representatives as the Effective
Date defined above.

Fakultni nemocnice v Motole

By: / Podepsal(a):

a budou spolecné usilovat o shodu na revidované
podobé& Odsouhlasené verze ke zvefejnéni.

Pokud se na tom pfedem pisemné nedohodne
s CRO nebo  Zadavatelem, Poskytovatel
v zadném pfipadé nezverejni tuto Smlouvu v jiné
verzi, nez je Odsouhlasena verze.

27. Seznam priloh.

A. Rozpocet a rozpis plateb

B. PFiloha k ochrané osobnich udaju
C. Odsouhlasena verze

Zbyvajici ¢ast stranky je ponechana prazdna
umysiné

NA DUKAZ TOHO byla tato Smlouva podepsana
fadné opravnénymi zastupci Smluvnich stran
k vySe definovanému Datu uginnosti.

(Signature) / (Podpis)
Name: / Jméno: I
Title: / Funkce: [ N

Date:/ Datum:

IQVIA RDS Czech Republic, s.r.o.

By: / Podepsal(a):

(Signature) / (Podpis)
Name: / Jméno:
Title / Funkce:

Date:/ Datum:
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Schedule A / Priloha A

BUDGET & PAYMENT SCHEDULE / ROZPOCET A ROZPIS PLATEB

ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS
The Parties agree that the payee designated below is

the proper payee for this Agreement, and that

payments under this Agreement will be made only to

the following payee (“Payee”):

PRILOHA A
ROzPOCET A ROZPIS PLATEB

A. UDAJE 0 PRIJEMCI PLATEB

Smluvni Strany se dohodly, Ze nize uvedeny pfijemce
plateb je fadnym pfijemcem plateb z této Smlouvy a ze
platby vyplacené podle této Smlouvy budou hrazeny
vyhradné tomuto pfijemci plateb (dale jen ,Pfijemce

plateb®):

Contract Payee

Prijemce plateb ze
Smiouvy

Payee Name
(Must match name in
the contract)

Fakultni nemocnice
v Motole

V Uvalu 84, 105 06

(Tax ID must exactly
match the payee
name indicated
above, or tax exempt
when applicable)

Payee Address Praha 5, Czech
Republic
CZ00064203
VAT/Tax ID

Nazev/jméno
PFijemce plateb
(musi se shodovat se
Jjménem ve Smlouvé)

Fakultni nemocnice
v Motole

Adresa Pfijemce
plateb

V Uvalu 84, 105 06
Praha 5, Ceska
republika

DIC

(Dariové identifikacni
Cislo se musi
shodovat s vySe
uvedenym
nazvem/jménem
pfijemce plateb;
pfipadné uvedte, Ze
neni platcem DPH)

CZ00064203,

Currency

CZ42 0710 0000 0000

IBAN 1793 7051
Swift Code (8 or 11
Characters) CNBACZPP
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Ména uctu prijemce

Banking

Information: Bankovni spojeni:

Bank Name Ceska narodni banka Nazev banky Ceské narodni banka
Bank Street Na Ptikopé 28 Ulice Na Piikopé 28

Bank City Praha 1 Mésto Praha 1,

Bank State/Province Praha Stat/kraj Praha

Bank Postal Code 115 03 PSC 115 03

Bank Country Czech Republic Zemé Ceska republika
Receiving Account CzK K&

IBAN

CZ42 0710 0000 0000
1793 7051

Swift kod (8 nebo 11
znak()

CNBACZPP

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

NA
NA

Contact Information
Name of recipient
sending invoices to
Phone number &
Email

Language Preference

Czech, English
NA

Name of payment
recipient to receive
payment notification
and details

Phone number &
Email

Language Preference

Czech, English

In case of changes in the Payee’s bank details, Site is
obliged to inform IQVIA Clinical Trial Payments in

writini bi sendini an email to:

Site shall contact its IQVIA study team member to
provide signed documentation of changes to payee’s
bank details. Parties agree that in case of changes in
bank details which do not involve a change of payee or
change of country location of bank account, no further
amendments are required.

The Parties acknowledge that the designated Payee is
authorized to receive 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 different payment intervals than
the payments made by IQVIA to the Payee.

Investigator acknowledges that if Investigator is not the
Payee, IQVIA will not pay Investigator even if the
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neodpovida méné Vaseho bankovniho uctu, je
mozné, Ze budete muset uvést jesté
zprostfedkovatelskou banku. O podrobnostech
se informujte u své banky. Bude-li nutné
pouzivat zprostfedkovatelskou banku, uvedte
spoleéné s ostatnimi udaji pro bankovni pfevod
také jeji nazev a pfipadné jeji islo uétu a kod
SWIFT.

Kontaktni udaje
Jméno pfijemce
odesilajiciho faktury
Telefonni &islo a e-
mail

Preferovany jazyk
Jméno pfijemce
plateb, kterému maji
byt zasilana
oznameni a Udaje

o platbach
Telefonni &islo a e-
mail

Preferovany jazyk

Cesky, anglicky
NA

Cesky, anglicky

Dojde-li ke zméné bankovniho spojeni Pfijemce
plateb, musi o tom Misto provadéni klinického
hodnoceni pisemné informovat spole¢nost IQVIA

Clinical Trial Paiments e-mailem zaslanym na adresu:

Misto provadéni klinického hodnoceni kontaktuje
prislusného ¢lena studijniho tymu IQVIA, aby poskytlo
podepsanou dokumentaci o zménach v bankovnim
spojeni PFijemce plateb. Strany se dohodly, Ze nebude
nutno uzavirat zadny dal$i dodatek ke Smlouvé,
jestlize se zména bude tykat pouze bankovniho
spojeni, avidak nezméni se samotny pfijemce plateb
ani zemé, v niz se nachazi jeho bankovni ucet.

Strany timto berou na védomi, Ze uvedeny Pfijemce
plateb je opravnén pfijimat veSkeré platby za sluzby
poskytované na zakladé této Smlouvy.

Neni-li Pfijemcem plateb ZkouS$ejici, bude pfipadna
povinnost Pfijemce plateb vyplacet Zkousejicimu
odménu upravena v samostatné dohodé mezi
ZkouSejicim a Pfijemcem plateb, v niz mohou byt
stanoveny jiné Castky plateb v€etné jinych vyplatnich
termin( nez ¢astky, které bude spole¢nost IQVIA
vyplacet Pfijemci plateb.

Zkousejici bere na védomi, Ze pokud neni Pfijemcem
plateb ZkouSejici, spole€¢nost IQVIA nebude platit
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Payee fails to reimburse Investigator.

B. MINIMUM ENROLLMENT GOAL

Investigator acknowledges that Investigator's minimum
enroliment goal is i subjects and that Site will
use its best efforts to reach the enrolment goal within a
reasonable timeframe after commencement of the
Study at Site. If Site fails to adhere to this principle,
Sponsor and/or IQVIA may reconsider Site’s suitability
to continue participation in the Study.

C. PAYMENT TERM

IQVIA will pay the Payee every 3 months, on a
completed visit per subject basis in accordance with
the attached budget.

Payments including any Screening Failure that may be
payable will be made based upon prior 3 months
enrolment data confirmed by subject CRFs received
from the Investigator and data verification supporting
subject visitation. A proforma statement, which
contains the completed subject visits and associated
payments for the period, will be sent to the Payee. The
Payee will raise their invoice to match the statement.
Invoices will be payable within 30 days from the date
of receipt by IQVIA of the invoice, including any
applicable back-up documentation. Payments will be in
each case reduced by ten (10 %) percent. This
reduced amount shall represent a value of any/all
activities related to close-out of the database, including
all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding regulatory
documents as required by IQVIA and/or Sponsor, the
return of all unused supplies to IQVIA, and upon
satisfaction of all other applicable conditions set forth
in the Agreement.

Any expense or cost incurred by Site in performing this
Agreement that is not specifically designated as
reimbursable by IQVIA or Sponsor under the
Agreement (including this Budget and Payment
Schedule) is the sole responsibility of the Site.
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Zkousejicimu ani v pfipadé, Zze Pfijemce plateb platby
ZkouSejicimu neprovede.

B. MINIMALNI CILOVY POCET ZARAZENI
Zkousejici bere na védomi, Ze minimalni cilovy pocet
zafazenych subjektd pro ZkouSejiciho je ﬂ

a ze Misto provadéni klinického hodnoceni musi
vynalozit maximalni usili na dosazeni tohoto cile

v pfiméfené dobé po zahajeni Studie v Misté
provadéni klinického hodnoceni. Pokud Misto
provadeéni klinického hodnoceni tento zavazek
nedodrzi, mohou Zadavatel a/nebo spole€nost IQVIA
prehodnotit zplsobilost Mista provadéni klinického
hodnoceni k dal$i uc¢asti ve Studii.

C. PLATEBNi PODMINKY

Spole¢nost IQVIA bude poskytovat finanéni plnéni
PFijemci plateb kazdé tfi (3) mésice v souladu

s pfilozenym rozpoé&tem vzdy za uskutecnéné
navstévy jednotlivych subjektl hodnoceni.

Platby, v€etné pfipadnych plateb za jakékoli subjekty,
které neprojdou vstupnimi vySetfenimi (,screening
failure®), budou vyplaceny na zakladé udajd o poctu
subjektll zafazenych v pfedchozich 3 mésicich
doloZenych formulafi CRF subjektd obdrzenych od
ZkouSejiciho a po ovéfeni Udaju o uskute¢nénych
navstévach subjektl. PFijemci plateb bude zaslan pro
forma vykaz, ktery bude obsahovat uskuteénéné
navstévy subjektll v daném obdobi a souvisejici
platby. Pfijemce plateb vystavi fakturu odpovidajici
tomuto vykazu. Faktury budou splatné do 30 dnu od
data doruceni faktury spolec¢nosti IQVIA vcetné
pFisluSnych podkladt k faktufe. Platby budou ve vSech
pfipadech snizeny o deset procent (10 %). Tato
snizena Castka predstavuje hodnotu veskerych ukonu
souvisejicich s uzavienim databaze v€etné predani
v8ech stranek formulaft CRF, vysvétleni pfipadnych
nejasnosti ohledné dat, doruc€eni a schvaleni
pfipadnych dalSich doklad(l od kontrolnich ufadd
vyZadovanych spole€nosti IQVIA a/nebo Zadavatelem,
vraceni vSech nespotfebovanych pomucek a materialu
spole¢nosti IQVIA a spInéni vSech ostatnich podminek
této Smlouvy.

Jakékoli ndklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti s plnénim
této Smlouvy a které nejsou vyslovné oznaceny jako
proplatitelné ze strany spole¢nosti IQVIA &i Zadavatele
za podminek této Smlouvy (v€etné jeji Casti Rozpocet
a Rozpis plateb), pdjdou pIné k tizi Mista provadéni
klinického hodnoceni .
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In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

All government taxes are the sole responsibility of the
Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

D. BUDGET TABLE

Pokud je Zdravotnické zafizeni platcem DPH, bude ke
vSem vySe uvedenym fakturovanym ¢astkam
pfipo¢tena DPH v zakonné vysi.

Platba vSech vnitrostatnich dani bude vylu€nou
odpovédnosti Prijemce plateb.

Zavazna diskvalifikujici poruseni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

D. TABULKA ROZPOCTU

Cost (including
overhead

Visit Name

*UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE

E. Institution Fees

STUDY START-UP

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

Study Close-Out Fee

A one-time, non-refundable Study Close-Out payment
of I il be made to Contract Payee 2 upon
completion and approval by CRO of any outstanding
data documentation (data entry completion and data
clarifications issued) and regulatory documentation
and upon receipt of invoice.

Pharmacy Set-Up Fee
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Vydaje (v€etné rezijnich

Nazev navstévy nakladi

Celkem

32334,90

*NEPLANOVANA NAVSTEVA SE MUZE USKUTECNIT
VICEKRAT

E. POPLATKY ZDRAVOTNICKEHO ZARIZENI

POPLATEK ZA INICIACI STUDIE (START-UP)

Jednorazovy nevratny poplatek v &astce

pokryvajici ¢innosti pfi zahajeni Studie bude uhrazen
po

zkompletovani veskeré plvodni smluvni a regulaéni
dokumentace a po jejim pfijeti spole¢nosti IQVIA, a po
obdrzeni faktury.

POPLATEK ZA UKONCGENIi STUDIE

Jednorazovy nevratny poplatek v ¢astce | EGcNEG
pokryvajici &innosti ukonceni Studie bude uhrazen
Pfijemci plateb 2 poté, co IQVIA dokoné&i a schvali
veSkerou zbyvajici dokumentaci k datim (dokonc&eni
zadavani dat a vydana objasnéni dat) a obdrzeni
faktury.
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A onetime, non-refundable Pharmacy Set-Up payment
of I ! be made upon completion and
receipt by IQVIA of all original contractual and
regulatory documentation and receipt of an invoice.

Pharmacy Close-Out Fee
A one-time, non-refundable Pharmacy Close-out

payment will be made upon receipt of invoice at a cost
of [N  ond of study.

Other site costs:

* Sponsor/CRO undertakes to reimburse the Institution
for the costs associated with the delivery of the
medication (Beriplexm) in an amount equal to its
selling price. The price of the mentioned medicinal
products must not be higher than the sum of the
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POPLATEK ZA INICIACI STUDIE V LEKARNE

Jednorazovy nevratny poplatek v ¢astce | EGczNEG
pokryvajici €innosti pfi zahajeni Studie v Iékarné bude
uhrazen po zkompletovani veskeré plvodni smiuvni
a regulaéni dokumentace a po jejim pfijeti spole¢nosti
IQVIA, a po obdrzeni faktury.

POPLATEK ZA UKONCENI STUDIE V LEKARNE
Jednorazovy nevratny poplatek v ¢astce

pokryvajici €innosti ukonceni Studie v lékarné bude
uhrazen po zkompletovani veskeré plavodni smluvni
apo jejim pfijeti spoleCnosti IQVIA, apo obdrzeni
faktury.

Dalsi poplatky zdravotnického zafizeni:

* Zadavatel/CRO se zavazuje uhradit Zdravotnickému

zafizeni nahradu nakladd spojenych s dodanim
medikace ve vySi rovnajici se jeji prodejni cené. Cena
uvedenych IéCivych pfipravkll nesmi byt vy$Si nez
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manufacturer's maximum price and trade mark-ups
determined by the price regulation of the Ministry of
Health. The medical facility will bear no responsibility
for non-delivery of medicinal products in the event of
their unavailability on the Czech market.

F. SCREENING FAILURE

To be eligible for reimbursement of a screening visit,
supporting data entry must be completed and
submitted to IQVIA along with any additional
information, which may be requested by IQVIA to
appropriately document the subject screening
procedures.

G. DISCONTINUED OR EARLY TERMINATION
SUBJECTS

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

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed in
the amount of- [which includes overhead], as
denoted in the Budget Table above. To be eligible for
reimbursement for unscheduled visits, supporting data
entry must be completed and submitted to IQVIA,
along with any additional information which may be
requested by IQVIA, to appropriately document the
unscheduled visit.

L. CONDITIONAL PROCEDURES (WITH INVOICE)

The following conditional procedure costs will be
reimbursed on a pass-through basis upon receipt of an
invoice in the amount indicated in the table below
(which includes overhead). Subject number and
procedure dates must be included on the invoice for
payment to be issued.

soucCet maximalni ceny vyrobce a obchodnich pfirazek
stanovenych  cenovym  pfedpisem  Ministerstva
zdravotnictvi. Zdravotnické zafizeni neponese zZadnou
odpovédnost za nedodani léCivych pfipravku v pfipadé
jejich nedostupnosti na ¢eském trhu.

F. SUBJEKTY, KTERE NEPROJDOU VSTUPNIM
VYSETRENIM (,,SCREENING FAILURE"

Narok na Uhradu za vstupni navstévu vznika za
predpokladu, ze spolecnosti IQVIA budou pfedloZeny
vypInéné podkladové udaje spolu s jakymikoli
dodate¢nymi informacemi, které mize spolecnost
IQVIA vyzadovat k fadnému prokazani vstupnich
vySetfeni subjektu.

G. VYRAZENE SUBJEKTY NEBO SUBJEKTY

S PREDCASNYM UKONCENIM

Odména za vyfazené subjekty nebo za subjekty

s pfed€asnym ukonéenim bude vyplacena v pomérné
vySi podle poctu potvrzenych uskute€nénych navstév.

H. NEPLANOVANE NAVSTEVY

Platby za neplanované navstévy budou uhrazeny

v Gastce ﬁ [zahrnujici reZijni naklady] tak, jak je
uvedeno v Tabulce rozpoctu vySe. Narok na uhradu za
neplanovanou navstévu vznika za predpokladu, ze
spolecnosti IQVIA budou pfedlozeny vyplnéné
podkladové udaje spolu s jakymikoli dodateénymi
informacemi, které mlze spole¢nost IQVIA vyZadovat
k fadnému prokazani neplanované navstévy.

. UKONY PROVADENE PODLE POTREBY (NA
ZAKLADE FAKTURY)

Nésledujici ukony provadéné podle potfeby budou
hrazeny prefakturaci po obdrzeni faktury vystavené na
¢astku uvedenou v tabulce nize (tato ¢astka jiz
zahrnuje rezijni naklady). Aby mohla byt platba
uskute¢néna, musi faktura obsahovat Cislo subjektu

a data ukond.

Conditional Procedure/Ukon provadény podle potieby

Cost (including
Overhead) /Vydaje
(véetné rezijnich
nakladu

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
v.1June2021

TAK-330-3001

Fakultni nemocnice v Motole

-Page 34 of 45-



-Page 35 of 45-

Takeda Clinical Trial Agreement (Czech Republic) CRO Inst (Inv)
v.1June2021

TAK-330-3001

Fakultni nemocnice v Motole




J. SUBJECT COMPENSATION

Sponsor shall provide Study subjects with financial
compensation for settlement of reasonable costs
related any discomfort or inconvenience related to
study participation (and for travel expenses for
unscheduled visit only), , for screening Vvisit, visit
where the study treatment is applied, follow-up visit
one day after the study treatment is applied, follow-up
visit 3 days after the study treatment is applied,
extended follow-up and for an eventual unscheduled
visit, at a flat rate of [l (per visit per subject per
round trip] and are not included in the attached
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J. NAHRADY PACIENTUM

Zadavatel poskytne Subjektim studie finacni
kompenzaci, ktera slouzi k Uhradé pfimérenych vydaja
za pripadné nepohodli nebo nepfijemnosti souvisejici
se studijnimi postupy a ucCasti (a cestovné za
neplanovanou navstévu), v pausalni castce [l za
vstupni navs§tévu, za navstévu, na niz bude podana
hodnocena l|é€ba, za kontrolni navstévu 1 den po
podani hodnocené lécby, za naslednou kontrolni
navstévu 3 dny po podani hodnocené |éCby a za
pfipadnou neplanovanou navstévu (na jednu navstévu,
na jednoho pacienta a jednu cestu tam a zpét) a
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Budget.

Financial amount shall be handed to individual Study
subjects via Institution’s cash register in compliance
with instructions provided by the Sponsor. Investigator
bears full responsibility for the reimbursement of
patient travel costs, not Institution.

For the purposes of this clinical trial, the Sponsor
undertakes to provide the Institution flat rate payment
of Il to cover the initial expenses of the
clinical trial subjects as specified above (hereinafter
referred to as “Subject compensation”). The flat rate
payment for  Subject compensation (hereinafter
referred to as the "Flat rate") will be paid by IQVIA on
the basis of an invoice issued by the Institution after
the execution of this Agreement and completion of all
regulatory documentation. In accordance with Section
36 (13) of Act No. 235/2004 Coll., On Value Added
Tax, as amended, the advance payment is not
included in the value added tax base.

If, upon completion or termination of this Agreement,
the amount of the Flat rate exceeds the amount that
Site is entitled to receive for Subject compensation
expenses, Site shall promptly remit the difference to
IQVIA. Site shall keep track of subject numbers and
visits paid. After the exhaustion of three quarters of the
Flat rate, the Institution is entitled to issue another
invoice, for the same amount as the previous one.
Investigator is responsible for subject compensation
evidence.

K. EQUIPMENT

Sponsor may provide certain equipment to the Site for
use by the Investigator during and for purposes of the
conduct of the Study ("Equipment"). The Site may use
the Equipment only for purposes of the Study. The
equipment shall be used in accordance with any
manuals or instructions while in possession of the
Site. Sponsor is responsible for all out-of-pocket
expenses associated with the delivery, installation and
return of Equipment. The Equipment shall remain in
the same condition, ordinary wear and tear excepted.
The Site is liable for the Equipment while in the
possession of the Site, including the maintenance or
any risk of loss in connection with the Equipment
during the conduct of the Study. Sponsor shall
arrange to collect the Equipment from the Site or
arrange for its disposal at its own cost as soon as
reasonably practicable thereafter.
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nejsou zahrnuty do pfiloZzeného Rozpoctu

Finanéni ¢astka budou jednotlivym Subjektim studie
vyplacena pfes pokladnu Zdravotnického zafizeni, pfi
dodrzeni pokynu vydanych Zadavatelem.
Odpovédnost za poskytovani cestovnich nahrad
pacient(l nese Zkousejici, nikoli Zdravotnické zafizeni.

V ramci tohoto klinického hodnoceni se Zadavatel
zavazuje poskytnout Zdravotnickému zafizeni pausalni
platbu ve vysi _ na pokryti po¢ateénich vydaijd
subjektl klinického hodnoceni, jak je uvedeno vyse
(dale jen ,nahrady pacientim®). Pausalni ¢astka na
nahrady pacientim (dale jen ,pausal®) bude IQVIA
hrazena na zakladé faktury vystavené Zdravotnickym
zafizenim po uzavieni této Smlouvy a ziskani veSkeré
regulacni dokumentace. V souladu s § 36 odst. 13
zakona €. 235/2004 Sb., o dani z pfidané hodnoty, ve
znéni pozdéjSich predpisu, se zaloha nezahrnuje do
zakladu dané z pfidané hodnoty.

Pokud po dokon&eni nebo ukonéeni této Smlouvy
Castka pausalni zalohy pfesahne ¢astku, na kterou ma
Misto provadéni klinického hodnoceni narok jako na
Uhradu za nahrady pacientlim, Misto provadéni
klinického hodnoceni bezodkladné uhradi rozdil
spole€nosti IQVIA. Misto provadéni klinického
hodnoceni bude zaznamenavat pocCet subjektll a
zaplacené navstévy. Po vy€erpani tfi Ctvrtin pausalu je
Zdravotnické zafizeni opravnéno vystavit dalsi fakturu
ve stejné vysi jako pfedchozi. Za evidenci nahrad
pacient(l je odpovédny Hlavni zkousejici

K. VYBAVENI

Zadavatel muze Mistu provadeéni klinického hodnoceni
dodat urcité vybaveni, které bude Zkous3ejici pouzivat
pro u€ely provadéni klinického hodnoceni (déle jen
»Vybaveni®). Misto provadéni klinického hodnoceni
smi Vybaveni pouzivat vyhradné pro ucely Studie.
Vybaveni bude pouZivano v souladu s pfipadnymi
navody k pouziti a pokyny, bude-li je Misto provadéni
klinického hodnoceni mit. Vechny drobné vydaje,
které vzniknou v souvislosti s dodanim, instalaci a
vracenim Vybaveni, uhradi Zadavatel. Vybaveni bude
udrzovano ve stejném stavu, v jakém bude dodano, s
pfihlédnutim k béZnému opotfebeni. V dobé, kdy se
bude Vybaveni nachazet v drzeni Mista provadéni
klinického hodnoceni, ponese Misto provadéni
klinického hodnoceni odpovédnost za jeho udrzbu a za
riziko pfipadné ztraty Vybaveni b&éhem Studie.
Zadavatel pak zajisti co nejdFfivéjsi vyzvednuti
Vybaveni v Misté provadéni klinického hodnoceni
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L. PAYMENT DISPUTES

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

M. INVOICES

Payments will be issued by IQVIA based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices, including back-up
documentation, in the specified currency, as described
below. Invoices will be payable within 30 days from the
date of receipt by IQVIA of the invoice, including any
applicable back-up documentation.

Invoices for any additional payments to those stated in
this agreement (i.e., additional reimbursements) must
also be sent to IQVIA and approved by sponsor. All
invoices shall be raised in the following manner:

Invoices to be billed to:

IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/41, 186 00

Praha 8 - Karlin,

Czech Republic

Invoices includini back-ui to be sent to:

Invoices to be sent to:

Email oriﬁinal invoices including back up to: _

In addition invoices can be submitted via portal. The
Payee has received an email to create an account in
our Payments Portal. From the Portal Payee will be
able to access subject activities by protocol, submit
invoices as well as view payment details for all
payments made by IQVIA.

Link to the Portal: |

Emailed or uploaded invoices and backup are

nebo pfipadné jeho likvidaci na vlastni naklady.

L. PLATEBNi SPORY

Jakékoli nesrovnalosti v platbach béhem Studie bude
moci Misto provadéni klinického hodnoceni rozporovat
do tficeti (30) dnu po doruceni zavérecné platby.

M. FAKTURY

Platby budou spole¢nosti IQVIA provadény na zakladé
rozpocCtu navstév, s vySe uvedenou Cetnosti a podle
vySe uvedenych platebnich podminek. Platby budou
provadény pouze na zakladé pfislusnych faktur véetné
podkladd k nim, v dohodnuté méné a nize uvedenym
zpusobem. Faktury budou splatné do 30 dnu od data
doruceni faktury spoleénosti IQVIA v&etné pfislusnych
podkladl k fakture.

Faktury za pfipadné dalSi platby neuvedené v této
smlouvé (napf. nahrady nad stanovenou maximaini
¢astku) museji byt rovnéz zasilany spole¢nosti IQVIA,
ale navic je musi schvalit také zadavatel. VSechny
faktury budou vystaveny nasledujicim zplsobem:

Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/41, 186 00

Praha 8 — Karlin,

Ceska republika

Faktui vcéetné iodkladﬂ zasilejte na:

Faktury zasilejte na:
Originaly faktur véetné podkladt zasilejte e-mailem

na:
|

Faktury Ize také vystavovat prostiednictvim platebniho
portalu. Pfijemci plateb byl zaslan e-mail s Zadosti o
vytvofeni uétu v naSem platebnim portélu. V portalu
bude mit Pfijemce plateb pFistup k aktivitam subjektu
podle protokolu, bude moci zadavat faktury a

zobrazovat si Udaje o platbach provedenych
spole¢nosti IQVIA.

Odkaz na portal: |

Uprednostiiuje se zasilani faktur a podkladt k nim

preferred. In the event of invoices in hard copy

e-mailem nebo prostiednictvim portalu. V pripadé,

need to be sent, please send to the following

Ze bude tieba faktury zasilat v tiSténé podobé,

address:

Att IQVIA Clinical Trial Payments
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zasilejte je na tuto adresu:

Att IQVIA Clinical Trial Payments
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IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

The following information should be included on the
invoice:

o Complete INVESTIGATOR name, address and
phone number

Invoice Date

Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered
Study Number:

Sponsor Name

Invoices should be printed on site/institution
letterhead

O O O

O O O O O

All invoice and payment related inquiries shall be

addressed directly to IQVIA Clinical Trial
Payments at —

Invoices and any accompanying documentation must
not include any personally identifying information of
any Subject, including but not limited to Subject first or
last name, initials, date of birth, address, telephone,
passport number, email address, or credit card
information. If invoices or any accompanying
documentation do contain this information IQVIA will
notify Payee. Payee will need to resubmit a redacted
invoice and accompanying documentation that does
not include any personally identifying information of
any Subject.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

All amounts include all applicable taxes and excludes
VAT.

All payments for this Study in accordance with the
attached Budget will be
paid by IQVIA electronically.
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IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

37 The Point

North Wharf Road, Paddington
London, W2 1AF

Spojené kralovstvi

Na faktufe museji byt uvedeny tyto udaje:
o Jméno a pfijmeni, adresa a telefonni

ZKOUSEJICIHO
o Datum faktury
Cislo faktury
Jméno Prijemce plateb (musi odpovidat PFijemci
plateb uvedenému ve Smlouveé)
Castka k uhradé
Podrobny popis poskytnutych sluzeb
Cislo klinického hodnoceni:
Nazev zadavatele
Faktury museji byt vytistény na hlavickovém
papife Mista provadeéni klinického
hodnoceni/Zdravotnického zafizeni

Gislo

O O

O O O O ©

VeSkeré dotazy tykajici se faktur a plateb posilejte

pfimo spole€nosti IQVIA Clinical Trial Payments
na _

Faktury a jakakoli privodni dokumentace nesméji
obsahovat zadné osobni identifikovatelné udaje
zadného Subjektu studie, jako napfiklad jeho jméno

a pfijmeni, inicialy, datum narozeni, adresu, telefonni
Cislo, Cislo pasu, e-mailovou adresu nebo informace
o kreditni karté. Pokud faktury nebo jakakoli pravodni
dokumentace takové udaje obsahuiji, IQVIA o tom
vyrozumi PFijemce plateb. Pfijemce plateb bude muset
predlozit upravenou fakturu a podkladovou
dokumentaci, neobsahujici Zadné osobni
identifikovatelné udaje jakéhokoli Subjektu studie.

ZADNE DALSi ZADOSTI O FINANCOVANi
NEBUDOU SCHVALOVANY.

VSechny Castky zahrnuji veSkeré pfislusné dané, nikoli
v§ak DPH.

Veskeré platby za tuto Studii podle pfiloZeného
rozpoctu bude
spole¢nost IQVIA hradit elektronicky bankovnim
pfevodem.
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Schedule B / Priloha B

DATA PROTECTION SCHEDULE / PRILOHA K OCHRANE OSOBNICH UDAJU

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.

2. 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 EC and Sponsor; and Personal
Data of Study Personnel collected in accordance
with this Agreement.

2.2 Institution and/or Investigator is/are
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
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Pozadavky na ochranu osobnich udaji

Nasledujici ujednani mezi Zadavatelem
a Poskytovatelem odrazeji, na em se Strany
dohodly, pfiemz obé& Strany jednaji jako Spravci
Udaju  scilem zajistit snadnéjsi zpracovani
a sdileni Osobnich (daji. Ustanoveni definuji
principy ochrany osobnich Udajd, které Zadavatel
a Poskytovatel  budou  dodrZovat, ajejich
povinnosti vi¢i sobé navzajem.

1. Definice

Pojmy ,Spravce udaja“, ,Subjekt udaja‘,
»Osobni udaje“, ,Zpracovatel“, ,Zpracovani“
a ,,Dozorovy organ“ maji stejny vyznam jako
v pfislusnych  Platnych pravnich pfedpisech
o ochrané osobnich udajil. Aby se predeslo
pochybnostem, pfislusShym Zakonem o ochrané
osobnich udaju se rozuméji vsechny Platné
zakony tykajici se ochrany osobnich udaj,
soukromi, odposlechtl a sledovani komunikace
nebo pozadavkl tykajicich se zpracovani
osobnich udaji, zejména Obecné nafizeni
0 ochrané osobnich udaju EU 2016 / 679.

»Bezpeénostnim incidentem“ se rozumi jakakoli
skute€na nebo dlvodné podeziela nahodna,
nezakonna nebo neopravnéna ztrata, zniceni,
pozménéni, pfistup, pouziti, zvefejnéni,
poskozeni nebo znehodnoceni osobnich udaju
zpracovavanych podle této smlouvy.

2. Udaje o Spravcich udajui

2.1. Zadavatel
osobnich udajl

je spravcem kdédovanych

Ugastnikd Studie
shromazdovanych a predavanych
Poskytovatelem v souladu s Protokolem
a formulafem informovaného souhlasu, jak bylo
schvaleno EK a Zadavatelem, a osobnich udajl
Clend  studijniho  tymu  shromazdovanych
v souladu s touto Smlouvou.

2.2. Poskytovatel a/nebo Zkousejici jsou
odpovédni za shromazdovani (a pfipadné
kédovani) osobnich udaju v ramci Studie a jednaji
jako Spravci zdravotnich zaznam(, které ma
Poskytovatel v drzeni, sohledem na zdrojové
Udaje a/nebo Osobni udaje poskytované
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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.

3. 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 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
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 reflective of current good industry
practice and technological development to protect
Personal Data under this Agreement against any
Security Incident.
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Ugastniky Udajd v priib&hu 1é8by a Osobni udaje
shromazdované nebo vytvarené v pribéhu Studie
za UCelem uplatnéni nezavislého |ékaFského
Usudku v souladu se Smlouvou a s Protokolem.

3. Zaruky. Spravedlivé a zakonné
zpracovani
3.1 Zadavatel a Poskytovatel budou

v souvislosti s touto Smlouvou vzdy dodrzovat své
pfislusné zavazky podle vSech platnych Pravnich
predpisli o ochrané osobnich udaja.

3.2 Zadavatel a Poskytovatel nebudou
Osobni udaje zpracovavat pro Zadné jiné ucely
nez pro ucely uréené touto Smlouvou, pokud
k tomu nebudou opravnéni nebo to nebudou
vyZzadovat Platné pravni pFedpisy, nebude to
nezbytné kuréeni nebo obhajobé pravnich
narokli, nebude to schvaleno druhou stranou
nebo to nebude nezbytné k ziskani pfisluSného
souhlasu od Subjektu udaju.

3.3. Zkousejici/  Poskytovatel prohlasuje
a zaruCuje se, Ze poskytne pfislusné oznameni
oochrané osobnich ddaju aziska prfislusny
souhlas (je-li to vyZadovano zakonem) od
Subjektd udaju a ze takové oznameni (a pfipadné
souhlas) budou v souladu s jazykovym znénim
schvalenym  Zadavatelem aEK  aumozni
pozadované pouzivani osobnich udaju podle této
Smlouvy. Pokud se Zadavatel nebo Poskytovatel
dozvédi, ze poskytli Osobni udaje podle této
smlouvy, které podle souhlasu nebo oznameni
nesméji byt sdileny, budou povinni se otom
vzdjemné neprodlené informovat, aby mohly byt

pfislusné Osobni 0daje vymazany, jak je
nezbytné.
3.4. Zadavatel a Poskytovatel zaijisti, Ze

pfistup k Osobnim udajim podle této Smlouvy
budou mit pouze jeho pracovnici, ktefi k nim
potfebuji mit pfistup pro plnéni povinnosti
vyplyvajicich z této Smlouvy, aze se na tyto
pracovniky budou vztahovat povinnosti
zachovavani davérnosti.

3.5. Zadavatel i Poskytovatel budou
uplatiiovat pfislusna technickd a organizacni
bezpe€nostni  opatfeni  odraZejici  aktualni
spravnou praxi a technologicky vyvoj v oboru, aby
chranili Osobni Udaje podle této Smlouvy pred
pfipadnym Bezpec€nostnim incidentem.
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4. 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.

5. 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.

6. Transfers

Each of Sponsor and Institution may transfer the
Personal Data under this 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.

7. Security Incidents

7. 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.
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4. Prava Subjektt udaju

4.1. Zadavatel a Poskytovatel souhlasi s tim,
ze odpovédnost vyfizovat Zadosti Subjektd udajl
nese Poskytovatel a ze zadosti Subjektd udaja,
které nebude schopno vyfeSit samo, bude
pfedavat Zadavateli.

4.2. Zadavatel a Poskytovatel se zavazuji, ze
budou spolupracovat abudou si poskytovat
vzdjemnou pfiméfenou soucinnost nezbytnou
k pInéni pfislusnych Platnych pravnich predpisu
o ochrané osobnich Udaju, vyfizovani Zzadosti
Subjektt Udaju a odpovidani na pfipadné dalsi
dotazy nebo stiznosti Subjektd udajd.

5. Uchovavani udaju

Zadavatel a Poskytovatel se zavazuji, ze nebudou
zpracovavat Osobni udaje podle této Smlouvy

déle, nez je nezbytné kplnéni povinnosti
popsanych vtéto Smlouvé, jak je uvedeno
v Protokolu a v pfislusném formulafi

informovaného souhlasu a jak to vyzaduji Platné
pravni pfedpisy.

6. Predavani

Zadavatel a Poskytovatel mohou pfedavat osobni
Udaje podle této Smlouvy tfetim stranam, pokud
tyto ftfeti strany maji opravnénou potfebu
zpracovavat Osobni Udaje podle Smilouvy,
pficemz takové pfredavani se fidi pfisluSnymi
smluvnimi omezenimi a je provadéno v souladu
s Platnymi pravnimi pfedpisy o ochrané osobnich
udajl. Zadavatel a Poskytovatel nezvefejni ani
nepfevedou osobni Gdaje mimo Evropsky
hospodaisky prostor bez zajisténi odpovidajici
ochrany Osobnich udaji v souladu s Platnymi
pravnimi predpisy o ochrané osobnich udaji.

7. Bezpecénostni incidenty

7.1. V pfipadé, Ze Poskytovatel zaznamena
Bezpecnostni incident, ktery se tyka Osobnich
udaji souvisejicich se Studii podle této Smlouvy,
Poskytovatel zajisti, Ze bude postupovat
v souladu se Zakonem o ochrané osobnich udajl
veetné pfipadné povinnosti informovat Dozorovy
Ufad, Subjekty udaju nebo jiné kontrolni ufady, jak
to vyZaduji Pravni pfedpisy o ochrané& osobnich
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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.

8. Compliance

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).

9. 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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udaj.

7.2. Pokud Poskytovatel postihne
Bezpecnostni incident, ktery bude mit dopad na
osobni udaje souvisejici se Studii podle této
Smlouvy, musi o ném neprodlené informovat
Zadavatele, v kazdém pfipadé do 48 hodin od
zjisténi BezpecCnostniho incidentu.

8. Soulad s pravnimi predpisy a pokyny

Na Zadost Zadavatele bude Poskytovatel jednou
za rok predkladat veSkeré relevantni informace
nezbytné k doloZeni, Ze dodrZzuje ustanoveni
Pravnich predpisi o ochrané osobnich udaju,
napf. kopii zpravy nezavislého auditora, ktera se
pfimo tyka plnéni této Smlouvy Poskytovatelem.

9. Osobni udaje Studijniho personalu

Pfed zahajenim Studie av jejim prabéhu muze
Zadavatel pozadat o shromazdéni Osobnich
Udaju  Studijniho personalu. Poskytovatel se
zavazuje, Zze Zadavateli poskytne soudinnost pfi
ziskavani souhlasli nebo poskytovani oznameni
podle Platnych pravnich predpisu.
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Schedule C / Priloha C

AGREED FORM OF REDACTED AGREEMENT TO BE PUBLISHED IN ACCORDANCE WITH AcT No. 340/2015 COLL.
ON CONTRACT REGISTER / ODSOUHLASENA VERZE UPRAVENE SMLOUVY K UVEREJNENi V SOULADU SE
ZAKONEM €. 340/2015 SB., O REGISTRU SMLUV

Attach copy of Agreement Form of Redacted Agreement / Pfipojte znéni Odsouhlasené verze Upravené
smlouvy
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	D. Insurance.
	D. Pojištění.
	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;
	i. nedodržení podmínek Protokolu nebo jakýchkoli písemných pokynů Zadavatele ohledně užívání Hodnoceného přípravku vyžadovaných Protokolem, platných požadavků FDA nebo jiných státních úřadů ze strany Místa provádění klinického hodnocení nebo jakéhokoli jeho pracovníka, pokud takové nedodržení není v souladu s obecně přijímanými standardy klinického výzkumu a lékařské praxe s ohledem na přínosy, bezpečnost a celkový prospěch subjektů Studie, nebo jinak přiměřeně nezbytné k zajištění bezpečnosti subjektu, o němž vždy v dobré víře rozhoduje Zkoušející;
	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
	ii. jakékoli nedbalosti, nezákonnému úkonu, opominutí nebo úmyslnému protiprávnímu jednání ze strany Místa provádění klinického hodnocení nebo jeho personálu při poskytování služeb jménem Poskytovatele podle této Smlouvy; nebo
	iii. the subject’s primary disease or any concurrent disease not caused by the administration of the Study Drug in accordance with the Protocol.
	iii. případu, kdy primární onemocnění subjektu nebo případné souběžné onemocnění nebyla způsobena podáváním Hodnoceného přípravku v souladu s Protokolem.
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