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Oteviené jednoramenné klinické hodnoceni
faze 3 hodnotici U¢innost, bezpecnost,
snasenlivost, farmakokinetiku a
imunogenicitu nitrozilné podavaného
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pacientd s aktivni chronickou pouchitidou
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pouchitidy]

Takeda Development Center Americas, Inc.
Clinical Protocol No. Vedolizumab-3041

Takeda Development Center Americas, Inc.
Klinicky protokol ¢. Vedolizumab-3041

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 PPD
INVESTIGATOR SERVICES LLC, a contract
research organization having a place of
business at 929 North Front St., Wilmington,
NC, 28401, USA, represented by

I b2s<d on power of attorney ("CRO"),
FAKULTNi NEMOCNICE V MOTOLE, state
contributory organization having a place of
business at V Uvalu 84, 150 06 Prague 5, Czech
Republic, Company ID no.: 00064203, Tax ID
no.: CZ 00064203, represented by
, based on the
basis of mandate (“Health Service Provider”)
born on (the “Investigator”
and together with the Health Service
Provider, 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.”

TATO SMLOUVA O SPONZOROVANEM
KLINICKEM HODNOCENi (dile jen
~,Smlouva") se uzavira kdatu posledniho
podpisu (,Datum posledniho podpisu™) a
nabyva Ucinnosti, jak je uvedeno v ¢lanku 26
nize], mezi PPD INVESTIGATOR SERVICES
LLC, klinickou vyzkumnou organizaci se
sidlem na adrese 929 North Front St,
Wilmington, NC 28401, USA, zastoupena

na zakladé plné moci
(,CRQO"Y), FAKULTNI NEMOCNICE
V MOTOLE, statni prispévkova organizace se
sidlem na adrese V Uvalu 84, 150 06 Praha s,
Ceskd republika, 1CO: 00064203, DIC. CZ
00064203,  zastoupena

na zakladé povéreni
(,Poskytovatel zdravotnich sluzeb) a ||}
, datum
narozeni (,Zkousejici* a
spolecné s Poskytovatelem  zdravotnich
sluzeb ,Resitelské centrum™). Pro Ulely této
Smlouvy mohou byt CRO a Resditelské
centrum jednotlivé oznacovani jako ,Smluvni
strana" a spolec¢né jako ,Smluvni strany™.
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RECITALS:

UVODNIi USTANOVENI:

WHEREAS, Takeda Development Center
Americas, Inc. ("Sponsor”) desires to obtain
the services of the Site to conduct a clinical

trial on Sponsor's investigational drug
identified as Vedolizumab (the “Study
Drug”);

VZHLEDEM K TOMU, ze si Takeda
Development Center Americas, Inc.
(,Zadavatel") pFeje ziskat sluzby Resitelského
centra za Uclelem provadéni klinického
hodnoceni s hodnocenym lécivym pripravkem
Zadavatele oznacenym jako Vedolizumab
(,Hodnocené lécivo");

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

VZHLEDEM K TOMU, Ze Zadavatel povéril
nebo mize povéfit CRO a/nebo jinou
organizaci/ jiné organizace (,Zastupce" nebo
spolecné ,Zastupci®) poskytovanim sluzeb
Zadavateli, a Resitelské centrum témto
ZastupcUm umozni vykonavat kterékoli a
vSechny povinnosti Zadavatele podle této
Smlouvy. Ve vztahu k pravim a povinnostem
Zadavatele podle této Smlouvy jedna CRO na
zakladé pisemného povéreni;

WHEREAS, the Investigator is an
employee of Health Service Provider,
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 226/2008 Coll., on good clinical practice
and detailed conditions of clinical trials on
medicinal products, as amended (the
“Decree”) and Act No 372/2011 Coll., on health
services and the terms and conditions of the
provision thereof (“Health Services Act”);

VZHLEDEM K TOMU, ze Zkousejici je
zaméstnancem Poskytovatele zdravotnich
sluzeb, se  zkuSenostmi v provadéni
vyzkumnych klinickych hodnoceni u lidi, ktery
bude vykonavat funkci hlavniho zkousejiciho
pro Klinické hodnoceni (definované nize) ve
smyslu zakona ¢.378/2007 Sb., olécivech a
o zménach nékterych souvisejicich zakond, ve
znéni  pozdéjSich  predpisG  (,Zakon
o léCivech"), vyhlaskou ¢.226/2008 Sb.,
o spravné klinické praxi a blizsich podminkach
klinického hodnoceni léCivych pfipravkd, ve
znéni pozdéjsich predpist (,Vyhlaska"“), a
zakona  ¢.372/2011  Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani
(,Zakon o zdravotnich sluzbach");

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

VZHLEDEM K TOMU, Ze Resitelské
centrum vyhodnotilo dostatek informaci
tykajicich se Protokolu (definovaného nize),
aby posoudilo, zda ma zajem o Ucast
v Klinickém hodnoceni, a ma vybaveni
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to perform the Study on the terms and
conditions set forth herein;

k provadéni Klinického hodnoceni a preje si
Klinické hodnoceni provadét podle podminek
uvedenych v této Smlouvé;

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:

NYNI TEDY, sohledem na vzijemné
dohody a wujednani wuvedené vtomto
dokumentu, Smluvni strany se zamérem byt
pravné vazany uzavrely tuto Smlouvu a
vyslovné se dohodly takto:

1. Study Protocol.

1. Protokol Klinického hodnoceni.

A. The Site will conduct the study entitled
“An Open-label Single-Arm Phase 3 Study to
Evaluate the Efficacy, Safety, Tolerability,
Pharmacokinetics, and Immunogenicity of
Vedolizumab Intravenous in the Treatment of
Pediatric Subjects With Active Chronic
Pouchitis  [Efficacy and Safety of
Vedolizumab Intravenous in Pediatric
Chronic Pouchitis]” (the “Study”) at Health
Service Provider 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 Health Service Provider. 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.

A. Resitelské centrum bude provadét
klinické hodnoceni nazvané ,Otevrené
jednoramenné klinické hodnoceni faze 3
hodnotici ucinnost, bezpecnost,
snasenlivost, farmakokinetiku a
imunogenicitu  nitrozilné  podavaného
vedolizumabu pri lécbé pediatrickych
pacienti s aktivni chronickou pouchitidou
[Uéinnost a bezpeénost vedolizumabu
intravenézné u pediatrické chronické
pouchitidy]*  (,Klinické  hodnoceni") u
Poskytovatele zdravotnich sluzeb v souladu
s protokolem, ktery je zaclenén do této
Smlouvy formou odkazu (,Protokol").
Protokol stanovi ¢innosti a povinnosti v ramci
klinického vyzkumu, které maji Smluvni
strany provadét. CRO bude mit na zakladé
pokynd Zadavatele pravo Protokol ¢as od ¢asu
pozménovat a/nebo doplfiovat vsouladu s
prislusnymi  pravnimi  predpisy, o cemz
Zkousejiciho a/nebo Poskytovatele
zdravotnich sluzeb pisemné vyrozumi. Bude-
li néktera z podminek této Smlouvy tykajicich
se lékarského nebo védeckého aspektu
provadéni Klinického hodnoceni v rozporu
snékterou zpodminek Protokolu, ma
prednost znéni Protokolu. Pro veskeré ostatni
zalezitosti ma prednost znéni Smlouvy.

B. If the
his/her

Investigator determines in
best medical judgment that a

B. Pokud  Zkousejici podle  svého
nejlepsiho lékarského usudku urdi, ze v zajmu
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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

eliminace zjevného bezprostrednihorizika pro
zdravi nebo bezpecnost kteréhokoli subjektu
Ucastniciho se Klinického hodnoceni je nutna
odchylka od Protokolu, mdze se od Protokolu
odchylit, avsak stim, ze musi okamzité
pisemné vyrozumét Zadavatele
o skutecnostech zakladajicich potrfebu této
odchylky a oalternativnich  postupech,
kterymi se fidil. S vyjimkou ustanoveni
v predchozi vété Zkousejici nesmi pozménit

not amend or deviate from the Protocol | Protokol ani se od néj odchylit bez

without the prior written approval of Sponsor. | predchoziho pisemného schvaleni
Zadavatelem.

2. Conduct of Study. 2. Provadéni Klinického hodnoceni.

A. The Parties shall, and shall ensure that | A. Smluvni strany budou provadét a

their employees and agents shall, conduct the
Study in compliance with (i) all generally
accepted professional standards, (ii) Good
Clinical Practice Guidelines, (iii) the ICH
Harmonized Tripartite Guideline for Good
Clinical Practice ("ICH Guidelines”) (iv) any and
all applicable regulations, jurisdictional laws,
rules, 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").

zajisti, aby jejich zaméstnanci a zastupci
provadéli Klinické hodnoceni s dodrzenim (i)
vSech vseobecné uznavanych profesionalnich
standardg, (ii) pokyn0 pro spravnou klinickou
praxi, (iii) Harmonizované tripartitni smérnice
ICH-GCP pro spravnou klinickou praxi
(,smérnice ICH"), (iv) vSech platnych predpis0,
prislusnych zakonU, pravidel, zasad, pokynd,
smérnic a vladnich pozadavkd, vcetné Zakona
olélivech, Vyhlasky a  vsech podminek
stanovenych prislusnou Etickou komisi (,EK"),
které mohou platit pro Smluvni strany, Tym
klinického hodnoceni (definovany nize)
a/nebo Klinické hodnoceni (spolecné ,Platné
pravni predpisy").

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

B. Poskytovatel  zdravotnich  sluzeb
a/nebo  ZkouSejici  mohou  pouzivat
spoluzkousejici, jiné zaméstnance
Poskytovatele zdravotnich sluzeb

a dodavatele, aby provadéli sluzby souvisejici
s Klinickym hodnocenim podle této Smlouvy
(spole¢né se Zkousejicim ,Tym klinického
hodnoceni"). Poskytovatel zdravotnich sluzeb
zajisti nasledujici:
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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;

i. cely Tym klinického hodnoceni bude
plnit své ukoly v ramci Klinického hodnoceni a
plnit své povinnosti podle této Smlouvy
vCetné prisného dodrzovani Protokolu a
pokynid Zkousejiciho;

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

i. cely Tym klinického hodnoceni
bude mit vsechny potrebné licence a
osvédceni k vykonu svych povinnosti v ramci
Klinického hodnoceni;

Health Service Provider further agrees that, in
the performance of the Study, Health Service
Provider and Health Service Provider’s
employees and agents shall:

iii. any Study Personnel not employed by | iii. kterykoli  ¢len  Tymu  klinického

Health Service Provider shall comply with the | hodnoceni, ktery neni zaméstnancem

same terms that bind Investigator hereunder. | Poskytovatele zdravotnich sluzeb, bude
dodrzovat stejné podminky, které vazi
Zkousejiciho podle této Smlouvy.

C. Without limitation of the foregoing, | C. Aniz by byla dotéena predchozi

ustanoveni, Poskytovatel zdravotnich sluzeb
dale souhlasi, ze pfi provadéni Klinického
hodnoceni Poskytovatel zdravotnich sluzeb a
jeho zaméstnanci a zastupci:

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

i poskytnou kazdému potencidlnimu
subjektu  hodnoceni pisemné a Ustni
informace o rizicich, pfinosech a pozadavcich
souvisejicich s ucasti v Klinickém hodnoceni a
ziskaji predem od kazdého subjektu
Klinického hodnoceni podepsany a datem
opatreny formular pisemného informovaného
souhlasu, ktery byl dfive schvalen EK a
Zadavatelem a ktery je vsouladu

consent), signed by or on behalf of Study
subject permitting the transfer of health and
other personal information pursuant to
Applicable Law;

Agreement; s Protokolem a touto Smlouvou;
ii. obtain the authorization (either | ii. ziskaji svoleni (bud samostatné, nebo
separately or included in the informed |jako soucast informovaného souhlasu),

podepsané subjektem Klinického hodnoceni
nebo jménem tohoto subjektu, dovolujici
predavani zdravotnich a jinych osobnich udajd
v souladu s Platnymi pravnimi predpisy;

iii. require that no subject in the Study
may participate concurrently in any other

iii. budou vyzadovat, aby se zadny subjekt
Klinického hodnoceni nemohl soucasné
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clinical study in which a study drug is given.
Should Health Service Provider or Investigator
become aware of any such concurrent study
participation, it shall notify Sponsor promptly;

UCastnit ~ Zadného  dalSiho  klinického
hodnoceni, vnémz je podavano hodnocené
lé¢ivo. Pokud by se Poskytovatel zdravotnich
sluzeb nebo Zkousejici dozvédéli o jakeékoli
takové  soubézné  Ucasti v klinickych
hodnocenich, oznami to okamzité Zadavateli;

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

iv. budou udrzovat a vypracovavat
zaznamy souvisejici s Klinickym hodnocenim
a se subjekty, které se jej Ucastni, jak je
stanoveno v Protokoly;

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;

V. budou u vsech subjektd vcas vypliiovat
zaznamy subjektu hodnoceni (,CRF") pomoci
formulard poskytnutych Zadavatelem nebo
jeho jménem arovnéz vypracovavat dalsi
zpravy podle pozadavkd Protokolu a Platnych
pravnich predpist, at jiz vpapirové nebo
elektronické  formé, kontrolovat CRF
zaznamy, aby zajistili jejich presnost a
Uplnost, pomahat zastupcdm a klinickym
monitordm Zadavatele pti okamzitém reseni
vSech nesrovnalosti nebo chyb v CRF a za
predpokladu, Ze bude zachovana d0vérnost
Udajl subjektd, budou pomahat pfi provadéni
auditd  pOvodnich  zaznamd  subjektd,
laboratornich zprav nebo jinych
nezpracovanych zdrojovych dat pro Ucely
ovéreni UdajU zapsanych do zaznamid CRF;

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;

vi. zajisti, aby vSechny Udaje, vcetné
podpis®, dodavané Zadavateli byly v souladu
se zasadami ALCOA+ (tj. byly pfrifaditelng,
uplné, (itelné, pdvodni, presné, casové
odpovidajici, trvalé, okamzité vyhledatelné),
adale potvrdi, ze jsou zavedena vhodna
kontrolni opatrenike snizenirizik souvisejicich
se zamérnou nebo inezamérnou falzifikaci
Udajd a podpisd, ato vsouladu s pozadavky
Platnych pravnich predpisy;

vii. cooperate with Sponsor and its | vii. poskytnou Zadavateli a jeho Zastupci
Designee in all of their efforts to support and | sou¢innost ~ pfi  jejich  veSkerém  Usili
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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;

podporovat a  monitorovat  Klinické
hodnoceni, napfiklad tim, Ze umozni
Zadavateli pfistup na pracovisté, kde se
Klinické hodnoceni provadi, a pfistup ke véem

zaznamOm a dalsim dokumentdm
souvisejicim s provadénim Klinického
hodnoceni na  zakladé  primérenych

pozadavk( Zadavatele, poskytnou veskerou
pozadovanou dokumentaci  véas a
organizované a budou Zadavatele soustavné

plné informovat o postupu Klinického
hodnoceni;
viii.  record all adverse events on the |viii. zaznamenaji vsechny nezadouci

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;

pfihody na stranku(y) Nezadouci pfihody
v zaznamech CRF, ohlasi vsechny nezadouci
prihody a zavazné nezddouci prihody
vsouladu sPlatnymi pravnimi predpisy
a Protokolem a budou spolupracovat se
Zadavatelem pfi  zjistovani a feseni
neoCekavanych  udalosti  tykajicich se
Hodnoceného |éliva nebo jeho pouziti
v Klinickém hodnoceni;

iX. The  Health  Service  Provider
undertakes to keep the basic documentation
of the Study for 25 years from the end of the
Study or any longer documentation archiving
period laid down in Applicable Law. The
Sponsor shall contact the Health Service
Provider at least 6 (six) months before the
expiry of the archiving period to discuss how
these records and documents belonging to
the Study will be disposed of; in the event that
the Sponsor does not inform the Health
Service Provider within the specified period, it
shall be deemed to have agreed to shredding.
In the event that the Sponsor requests an
extension of the archiving period with the
Health Service Provider, the Health Service
Provider shall be entitled to charge the
Sponsor a proportionate fee.

iX. Poskytovatel zdravotnich sluzeb se
zavazuje uchovat zakladni dokumentaci
Klinického hodnoceni 25 let od ukonceni
Klinického hodnoceni nebo jakékoli delsi doby
archivace dokumentace stanovené Platnymi
pravnimi  predpisy. = Zadavatel = bude
kontaktovat  Poskytovatele  zdravotnich
sluzeb nejpozdéji 6 (Sest) mésicl pred
uplynutim doby archivace o tom, jakym
zpUsobem bude stémito zaznamy a
dokumenty  patficimi ke  Klinickému
hodnoceni nalozeno, v pfipadé, ze Zadavatel
ve stanovené dobé Poskytovatele zdravotnich
sluzeb informovat nebude, ma se za to, ze
souhlasi se skartaci. V pripadé, Zze bude
Zadavatel zadat o prodlouzeni doby archivace
u Poskytovatele zdravotnich sluzeb, je
Poskytovatel zdravotnich sluzeb opravnén po
Zadavateli pozadovat Umérné zpoplatnéni.
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X. cooperate with and support the
Sponsor with regard to the relevant
applications or communications with the
relevant EC;

X. budou spolupracovat se Zadavatelem
a poskytnou mu podporu v souvislosti
s prisluSnymi  Zadostmi nebo komunikaci
s prislusnou EK;

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

Xi. ziskaji predem pisemné schvaleni CRO
a Zadavatele, jakoz i souhlasné stanovisko EK
pro obsah jakychkoli sdéleni urcenych
k naboru subjektd do Klinického hodnoceni
(vCetné veskerych zmén), ktera musi byt
vsouladu sPlatnymi pravnimi predpisy, a
rovnéz vsouvislosti s jakymikoli dalSimi
dokumenty vztahujicimi se ke Klinickému
hodnoceni, které vyzaduji platné pravni
predpisy a/nebo EK; a

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

Xii. budou
hodnoceni vyhradné na pracovistich
Poskytovatele zdravotnich sluzeb; misto
provadéni Klinického hodnoceni nesmi byt

provadét Klinické

zménéno bez predchoziho pisemného
souhlasu Zadavatele.
D. The Health Service Provider further | D. Poskytovatel zdravotnich sluzeb dale

represents and warrants to Sponsor that:

prohlasuje a zarucuje Zadavateli, ze:

i. neither the Health Service Provider,
nor any of the Health Service Provider’s
employees or agents performing the Study,
(1) are under any contractual or other
obligations or restrictions that are
inconsistent with the Health Service
Provider’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

i Poskytovatel zdravotnich sluzeb ani
zadni zjeho zaméstnancld nebo zastupcl
provadéjicich Klinické hodnoceni (1) nejsou
vazani zadnymi smluvnimi nebo jinymi
zavazky nebo omezenimi, kterd nejsou
vsouladu  spovinnostmi  Poskytovatele
zdravotnich sluzeb podle této Smlouvy, ani
(2) nemaji financni ¢i jiné zajmy u Zadavatele
nebo na vysledku Klinického hodnoceni,
které by mohly naruSovat jejich nezavisly
Usudek, ani (3) nejsou vysetfovani zadnym
regulacnim uradem véetné FDA v souvislosti
svylou¢enim  nebo jinym  opatfenim
souvisejicim s klinickym vyzkumem, ani (4)
nejsou v soucasnosti vylouceni,
diskvalifikovani  nebo  povazovani za
nezpUsobilé provadét klinicky vyzkum nebo
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Law. The Health Service Provider will notify
Sponsor immediately (a) if Health Service
Provider, 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 Health Service Provider, together with any
other information known to the Site that is
relevant to such proceedings or actions;

dostavat hodnocené lécivé pripravky nebo
zdravotnické  prostfredky jako  klinicti
zkousejici podle jakychkoli platnych pravnich
predpisU. Poskytovatel zdravotnich sluzeb
okamzité oznami Zadavateli (a), pokud
Poskytovatel zdravotnich sluzeb, Zkousejici
nebo kdokoli zjeho zaméstnancd nebo
zastupcd bude vyloucen, diskvalifikovan
nebo povazovan za nezpuisobilého k vykonu
c¢innosti jakymkoli soudem nebo regulacnim
uradem, nebo (b) poté, co dojde k jakémukoli
takovému  vySetfovani nebo  zahdjeni
jakéhokoli takového fizeni tykajiciho se
kterékoli takové osoby, Zkousejiciho nebo
Poskytovatele  zdravotnich  sluzeb, a
poskytne Zadavateli vsechny dalsiinformace,
které jsou Resitelskému centru znamy a které
souviseji s timto fizenim nebo opatrenimi;

ii. The Health Service Provider shall
properly supervise all persons performing the
Study

ii. Poskytovatel zdravotnich sluzeb bude
radnym zpUsobem dohlizet na vsechny osoby
provadéjici Klinické hodnoceni

under its direction and shall ensure that such
persons comply with the terms of this
Agreement.

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

E. In conducting the Study for Sponsor,
the Health Service Provider and the Health
Service Provider'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, requlatory 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.  Health Service Provider or
Investigator shall notify Sponsor immediately

E. Pfi provadéni Klinického hodnoceni
pro Zadavatele Poskytovatel zdravotnich
sluzeb a jeho zaméstnanci, zastupci a
dodavatelé (i) nesmi nabizet, provadét,
slibovat, schvalovat nebo pfijimat jakékoli
platby nebo darovat cokoli hodnotného,
mimo jiné vletné Uplatkd, bud primo, nebo
neprimo jakémukoli statnimu Urednikovi,
regulacnimu Ufadu nebo komukoli jinému za
Ucelem ovlivnéni, zpUsobeni nebo odménéni
jakéhokoli  jednani, opomenuti  nebo
rozhodnuti s cilem zajistit nepatfi¢nou vyhodu
nebo ziskat nebo zachovat obchodni zakazku
a (ii) musi dodrzovat veskeré platné zakony a
predpisy proti korupci a Uplatkarstvi. Jakmile
se Poskytovatel zdravotnich sluzeb nebo
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upon becoming aware of any breach of Health
Service Provider's and/or Investigator’'s
obligations under this Section.

Zkousejici  dozvi o jakémkoli  poruseni
povinnosti stanovenych pro Poskytovatele
zdravotnich sluzeb nebo Zkousejiciho vtomto
¢lanku, okamzité o tom vyrozumi Zadavatele.

3. Investigator; Replacement.

3. Zkousejici; nahrada.

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

A. Zkousejici predlozi Zadavateli kopii
svého aktualniho Zivotopisu.

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.

B. Zkousejici  poskytne  Zadavateli
dostatecné presné informace o financnich
zajmech, aby umoznil Zadavateli predlozit
Uplny a presny formular financniho prohlaseni
nebo prohlaseni o majetkovych pomérech, jak
je pozadovano podle platnych pravnich
predpisU, a bude tyto informace neprodlené
aktualizovat, pokud nastanou néjaké
relevantni  zmény  béhem  Klinického
hodnoceni a po dobu jednoho (1) roku po
dokonceni  nebo  ukonceni  Klinického
hodnoceni.  Zkousejici souhlasi stim, ze
Zadavatel predd tyto financni informace
americkému Ufadu pro kontrolu potravin a
léciv (,FDA"“) a, pokud je to vyzadovano,
i dalSim regulacnim Uraddm. Zkousejici bude
se Zadavatelem spolupracovat poskytnutim

veskerych dodatecnych informaci
pozadovanych ~ Ufadem  FDA  a/nebo
takovymito  dalSimi  regulaénimi  Urady

v souvislosti s Klinickym hodnocenim.

C. If the Investigator becomes either
unwilling or unable to perform the duties
required by this Agreement, Health Service
Provider 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

C. Pokud Zkousejici jiz nebude chtit nebo
nebude  moci  vykonavat  povinnosti
pozadované touto Smlouvou, Poskytovatel

zdravotnich  sluzeb  vyrozumi  otom
neprodlené Zadavatele a bude s nim
spolupracovat pfi  hledani  ndhradniho

zkousejiciho, ktery by byl pro Zadavatele
prijatelny (,Nahradni zkousejici*); Resitelské
centrum vsak bude inaddle odpovidat za
plnéni zavazkd plynoucich ztéto Smlouvy,
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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

dokud nebude jmenovan Nahradni zkousejici.
V pripadé, Ze prijatelny Nahradni zkousejici
nebude nalezen v pribéhu tficeti (30) dnd
(nebo ve Smluvnimi stranami spolecné
odsouhlaseném delsSim obdobi), mdze
Zadavatel ukoncit tuto Smlouvu v souladu
s podminkami v ni uvedenymi. Pokud bude
ur¢en Nahradni zkouSejici, bude tento
Nahradni zkousejici vazan vsemi podminkami

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.

Parties shall amend this Agreement | této Smlouvy, které se tykaji Zkousejiciho, a

accordingly. Smluvni strany pfrislusné doplni tuto Smlouvu
formou dodatku.

D. If Sponsor or CRO requests, | D. Na Zadost Zadavatele nebo CRO se

Zkousejici zulastni a bude se podilet na
setkani zkousejicich nebo jiném Uvodnim
setkani.  Zadavatel proplati Zkousejicimu
vSechny prfimérené a nezbytné vydaje na
cestovani a ubytovani, které Zkousejicimu
vzniknou vdUsledku Ucasti na takovém
setkani. Stvrzenky souvisejici sUcasti na
téchto setkanich  musi byt predlozeny
Zadavateli nebo jeho Zastupci do Sedesati
(60) dn0 od data setkani. V souvislosti se
setkanim zkousSejicich mdze Zadavatel ¢as od
Casu porizovat fotografické, zvukové a/nebo
video zaznamy. Zkousejici timto dava svoleni
k tomu, aby Zadavatel (nebo kdokoli jednajici
zpovéreni Zadavatele) porizoval nebo
vytvarel fotografické, zvukové a/nebo video
zaznamy a prepisy v souvislosti stémito
setkanimi nebo cinnostmi tykajicimi se
Klinického hodnoceni, a aby tyto zaznamy

Completion/Termination

pouzival, uchovaval, kopiroval, ukazoval,
reprodukoval, prenasel a zverejioval.
4. Term; Study Initiation; | 4. Doba trvani; zahajeni;

dokoncéenifukonéeni Klinického hodnoceni

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

A. Tato Smlouva zacne platit ke Dni
ucinnosti a bude trvat do ukonceni vsech
povinnosti v ni uvedenych, véetné mimo jiné
prijeti vSech 0dajd Klinického hodnoceni
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Study data and resolution of all corresponding
queries in a form acceptable to Sponsor
("Completion”), unless otherwise terminated
in accordance with this Agreement.

Zadavatelem a vyreSeni vsech stim
souvisejicich dotazl ve formé prijatelné pro
Zadavatele (,Dokonceni"), pokud nebude
jinak ukoncena v souladu s ustanovenimi této
Smlouvy.

B. The Sponsor shall ensure the issuance
of the consent opinion of the ethics
committee and the approval of SUKL

B. Zadavatel zajisti vydani souhlasného
stanoviska etické komise a povoleni SUKL.

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

C. Do Klinického hodnoceni nelze zaradit
zadny subjekt, dokud Zkousejici napred
neziska schvaleny informovany souhlas

podepsany kazdym takovym subjektem nebo
jeho jménem a schvalené svoleni daného
subjektu hodnoceni.  Resitelské centrum
nebude od Zzadného subjektu hodnoceni
pozadovat informovany souhlas ani nedovoli
zadnému subjektu se ucastnit Klinického
hodnoceni prfed zahajenim  Klinického
hodnoceni  vsouladu sProtokolem a
podminkami této Smlouvy.

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

D. Resitelské centrum bere na védomi, ze
Zadavatel a CRO si vyhrazuji pravo kdykoli
omezit zarazovani nebo nabor subjektd
hodnoceni.

E. The expected number of enrolled
Study subjects is .

E. Predpokladany pocet
subjektd Klinického hodnoceni je

zarazenych

F. The expected duration of the Study is

from )

Predpokladand doba trvani Klinického

hodnocenue od N

Service Provider 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

5. Payment Terms and Budget. 5. Platebni podminky a rozpocet.
A. In consideration for performance of | A. V souvislosti s provadénim Klinického
the Study, Sponsor will compensate Health | hodnoceni bude Zadavatel poskytovat

Poskytovateli zdravotnich sluzeb odménu
vsouladu splatebnimi  podminkami a
rozpoCtem uvedenymi v Priloze A pfipojené
ktéto Smlouvé a tvorici jeji soucast
(,Rozpocet"). Odhadovana hodnota
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be approximately CZK 194,023.00 (one
hundred and ninety-four thousand and
twenty-three Czech crowns) per one patient.
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 Health
Service Provider. 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 Health Service
Provider, 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 s
accompanied by original receipts and (ii)
Sponsor has expressly agreed to reimburse
such expenses in writing or in the Budget. The
last payment due will be made by Sponsor or
CRO after the Site completes all of its
obligations hereunder, and Sponsor or CRO
has received all completed CRFs, all
deliverables defined in the Protocol, and all
other data and rights to which Sponsor or CRO
isentitled under this Agreement. The terms of
the Budget may be modified only upon the
prior written consent of the Parties.

financniho plnéni podle této Smlouvy bude
priblizné 194 023,00 K¢ (sto devadesat Ctyri
tisice dvacet tfi korun Ceskych) za na jednoho
pacienta. Zadné jiné pfispévky nebo odmény
mimo téch, které jsou vyslovné uvedeny
vRozpoctu nebo jinak predem pisemné
schvaleny Zadavatelem, nebude Zadavatel
Poskytovateli zdravotnich sluzeb poskytovat.
Pokud nedojde ke sporu v dobré vife, bude
Zadavatel nebo CRO provadét platby
vsouladu sRozpoctem po prijeti detailni
faktury vystavené Poskytovatelem
zdravotnich sluzeb, ktera bude vsouladu
sustanovenimi  uvedenymi v Rozpoctu.
Vsechny faktury budou rozepsany na
jednotlivé polozky, jak je uvedeno v Rozpoctu.
Vsechny vydaje vcetné cestovnich vydajd, za
néz je pozadovana nahrada, budou
proplaceny, pouze pokud (i) budou k zadosti
o proplaceni pfilozeny originaly uctenek, a (ii)
Zadavatel v Rozpoctu vyslovné souhlasil, ze
tyto vydaje proplati, nebo s jejich proplacenim
jinak pisemné souhlasil. Posledni dluznou
platbu provede Zadavatel nebo CRO poté, kdy
Resitelské centrum dokon&i vsechny své
povinnosti podle této Smlouvy a Zadavatel
nebo CRO obdrzi vSechny vyplnéné zaznamy
CRF, vsechny dorucitelné dokumenty
definované v Protokolu a vsechny dalsi Udaje a
poté, co budou prevedena vsechna prava,
ktera Zadavateli nebo CRO podle této
Smlouvy nalezeji. Podminky Rozpoctu
mohou byt zménény pouze po predchozim
pisemném odsouhlaseni Smluvnimi stranami.

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;

B. Smluvni strany berou na védomi a
souhlasi s tim, ze ¢astky splatné Zadavatelem
podle této Smlouvy predstavuji spravedlivou
trzni cenu hrazenych nakladd souvisejicich
s Klinickym hodnocenim a Zzadna soucast
protipInéni placené podle této Smlouvy neni
zakdzanou platbou za doporucovani nebo
zprostredkovani obchodnich zakazek nebo
objednavani véci nebo sluzeb; ani tyto platby

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

Vedolizumab-3041
P! Il Fakultni nemocnice v Motole

-Page 13 of 43




nor are the payments intended to induce
illegal referrals of business.

nemaji za  UCel  zajistit nezakonné
zprostredkovani obchodnich zakazek.

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 Health Service Provider 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 Health Service Provider or Investigator
(such as the Study Drug(s)).

C. Pro veskeré sluzby pozadované
Protokolem, u kterych Zadavatel souhlasil
s tim, ze za né bude poskytovat odménu, bude
vyhradnim zdrojem odmeény Zadavatel
prostiednictvim CRO. Zadna ¢ast Klinického
hodnoceni nebude provadéna svyuzitim
financnich zdrojd od jakychkoli tretich stran,
mimo jiné vcetné jakéhokoliv financovani
statem nebo statnim  Ufadem, bez
predchoziho pisemného souhlasu Zadavatele,
s vyjimkou plateb od platc0 treti strany (napf.
pojistiteld). Poskytovatel zdravotnich sluzeb
ani Zkousejici nebudou usilovat o proplaceni
Castek hrazenych Zadavatelem ¢i jeho
jménem ani castek za jakékoli materialy
poskytnuté Zadavatelem <¢i jeho jménem
zdarma Poskytovateli zdravotnich sluzeb
nebo Zkousejicimu (napr. Hodnocené lécivo)
z zadného statniho programu zdravotni péce
ani od zadného platce treti strany.

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.

D. Resitelské centrum bere na védomi, Ze
Zadavatel nebo CRO predaji pfislusnym
statnim  Ufaddm  informace o platbach

provedenych Zadavatelem nebo jeho jménem
Resitelskému centru podle této Smlouvy a
také o ucelu a povaze takovych plateb, a to
vrozsahu, vjakém to bude Zadavatel
pokladat podle Platnych pravnich predpist za
nezbytné.

E. The  Health  Service  Provider
acknowledges that a separate agreement will
be concluded with Investigator to compensate
the Investigator and the Study Personnel in
connection with the conduct of the Study. The
estimated value of financial payment under
this  separate  agreement  will be
approximately  342,476.00 CZK (three

E. Poskytovatel zdravotnich sluzeb bere
na védomi, ze bude uzaviena separatni
smlouva o odméné se Zkousejicim, na jejimz
zakladé bude poskytnuta odména pro
Zkousejicitho a Tym klinického hodnoceni
v souvislosti s provadénim Klinického
hodnoceni. Odhadovana hodnota financ¢niho
plnéni podle této separatni smlouvy bude
priblizné 342 476,00 K¢ (tfi sta Ctyficet dva
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hundred forty-two thousand four hundred
seventy-six Czech crowns) per patient.

The total compensation for the entire Study
amounts to 536,499.00 CZK (five hundred
thirty-six thousand four hundred ninety-nine
Czech crowns) per patient.

tisice Ctyri sta sedmdesat Sest korun Ceskych)
za na jednoho pacienta.

Celkova odmeéna za celé zkouSeni Ccini
536 499,00 CZK (pét set tricet Sest tisic Ctyfi
sta devadesat devét korun ceskych) za na
jednoho pacienta.

6. Confidentiality.

6. DUvérnost informaci.

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 safequard 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

A. Vsechny informace (zahrnujici mimo
jiné Ustni, pisemné a elektronicky uchovavané
nebo prenasené informace), materidly a
dokumenty poskytnuté Resitelskému centru
Zadavatelem nebo jeho jménem v souvislosti
s Klinickym hodnocenim, zahrnujici mimo jiné
preklinicka data a zaznamy CRF, jakoz
i Vysledky klinického hodnoceni  budou
povazovany za ,D0vérné informace".
Dovérné informace také mimo jiné zahrnuji
Protokol, Soubor informaci pro zkousejici
k hodnocenému pripravku, korespondenci
o Klinickém hodnoceni a Vysledky klinického
hodnoceni, aviak s tim, Ze Reitelské centrum
mUze pouzivat a/nebo publikovat Vysledky
klinického hodnoceni v souladu s podminkami
této Smlouvy. Resitelské centrum se timto
zavazuje k nasledujicimu: (i) bude uchovavat
vprisné  ddvérnosti  vSechny  DOvérné
informace, (ii) nebude predavat ani Sirit
DOvérné informace zadné treti strané, (iii)
nebude pouzivat DGvérné informace pro
zadné jiné Ucely, nez je provadéni Klinického
hodnoceni a (iv) bude chranit Duvérné
informace pomoci stejné Urovné ochrany, ale
nikoli nizsi, nez je pfiméfena mira ochrany,
kterou Resitelské centrum pouziva k ochrané
svych vlastnich dOvérnych informaci. Tyto
Ddvérné informace zUstanou vyhradnim
ddvérnym a  vylunym  vlastnictvim
Zadavatele a budou predavany pouze vtom
rozsahu, v jakém je nezbytné je znat, a to
pouze Resitelskému centru azaméstnancima
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hereunder treat the Confidential Information
as confidential consistent with the terms
hereof.

zéstupcOm Resditelského centra. Resitelské
centrum se zavazuje zajistit, aby kazdy ze
zaméstnancl a zastupcd Reditelského centra
poskytujici  sluzby podle této Smlouvy
nakladal s DUOvérnymi informacemi jako
sdOvérnymi vsouladu spodminkami této
Smlouvy.

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

B. Pfedchozi povinnosti se nebudou
vztahovat na Ddvérné informace, které:

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

i jsou nebo se stanou verejné
dostupnymi bez zavinéni Resitelského centra;

ii. is lawfully disclosed to the Site by a

third party entitled to disclose such
information without any obligation of
confidence;

ii. jsou vsouladu se zakonem predany
Resitelskému centru tfeti stranou opravnénou
tyto informace predavat, aniz by tato byla
vazana jakoukoli povinnosti  zachovani
ddvérnosti;

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

ii.  jsou jiz Resitelskému centru znamy
pred predanim informaci podle této Smlouvy,
jak lze prokazat zdrivéjSich pisemnych
zaznamU Resitelského centra; nebo

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

iv. byly  Reitelskym centrem
vyvinuty bez pouziti jakychkoli DOvérnych
informaci, jak Ize prokazat zdrivéjsich
pisemnych zaznam{ Resitelského centra.

C. In the event that Confidential
Information is required to be disclosed by law
or regulation, the Site shall (i) timely notify
Sponsor and provide Sponsor an opportunity
to object to such disclosure, prior to making
any such disclosure, and (ii) use all reasonable
efforts to limit the disclosure and maintain the
confidentiality = of  such  Confidential
Information to the extent reasonably possible.

C. V pfipadé, ze bude nutné predat
Ddvérné informace podle zdkona ¢i pravniho
predpisu, Resitelské centrum (i) to oznami
Zadavateli véas a poskytne Zadavateli
prilezitost podat namitku proti tomuto
predani informaci predtim, nez provede
jakékoli takové predani, a (ii) vynalozi veskeré
primérené Usili, aby v pfiméfené mozné mire
omezilo rozsah predani téchto DOvérnych
informaci a zachovalo jejich dOvérnost.

D. Upon demand by Sponsor, the Site
shall return all Confidential Information,

Zadavatele  vrati
vSechny  Dudvérné

D. Na
Reéditelské

pozadani
centrum

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

Vedolizumab-3041
P! Il Fakultni nemocnice v Motole

-Page 16 of 43




including all copies thereof, to Sponsor;
provided, however, that one (1) copy of such
Confidential Information may be retained by
Health Service Provider in its confidential files
for compliance purposes only.

informace  vcetné vSech jejich  kopii
Zadavateli, avSak stim, Ze jedna (1) kopie
téchto DUOvérnych informaci mize byt
uchovavana v divérnych zaznamech
Poskytovatele zdravotnich sluzeb pouze pro
ucely dodrzeni platnych predpisU.

7. Data Protection. The Parties agree to
the terms and conditions set forth in Schedule
B.

7. Ochrana Udajio. Smluvni strany se
dohodly na podminkach stanovenych
v Priloze 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 Health Service
Provider, 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 g, below. Forthe
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.

8. Pouziti vysledks Klinického
hodnoceni. S dodrzenim Platnych pravnich
predpisi bude mit Zadavatel neomezené
pravo pouzivat a publikovat veskeré Udaje a
informace  zKlinického hodnoceni bez
souhlasu Zkousejiciho nebo Poskytovatele
zdravotnich sluzeb, avsak stim, ze Zadavatel
musi zachovavat ddvérnost udajd subjektd
hodnoceni.  Resitelské centrum nebude
pouzivat  Udaje  vytvorené v pribéhu
Klinického hodnoceni ani vysledky Klinického
hodnoceni pro Zzadné jiné ucely, nez je
lékafska péle poskytovana subjektdm
hodnoceni, interni vyzkumné 0cely nebo
publikovani podle ¢lanku g nize. Kvylouceni
jakychkoli pochyb plati, ze interni vyzkumné
UCely  znamenaji  interni, nekomercni
vyzkumné cinnosti, které nefinancuje zadna
tfeti strana (kromé statnich Ufad0). Resitelské
centrum ziska od subjektd hodnoceni vsechna
zakonem vyzadovana schvaleni nebo jinou
dokumentaci umoznujici predavat Udaje
subjektd Klinického hodnoceni Zadavateli a
jeho Zastupci v souladu s touto Smlouvou.

9. Ownership of Data; Publication.

9. Vlastnictvi udaji; publikace.

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

A. Vsechny udaje, informace a vysledky
vytvorené v pribéhu provadéni Klinického
hodnoceni, mimo jiné vyplnéné zaznamy CRF
a vdechna hlaseni pfipravend ReSitelskym
centrem (spolecné ,Vysledky klinického
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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 Health Service Provider.

hodnoceni") budou vyluénym vlastnictvim
Zadavatele. Resitelské centrum bude mit
pravo publikovat nebo jinak zvefejhovat
Vysledky klinického hodnoceni pro své vlastni
interni, dobrymi Umysly vedené, akademicke,
nekomercni ucely vsouladu spodminkami
stanovenymi vtomto <clanku.  Zdravotni
zaznamy a dalsSi zdrojové dokumenty ve
smyslu platnych Smérnic ICH, které podporuji
Vysledky klinického hodnoceni, z0stanou

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 Health
Service Provider's Study Results in accordance
with this article.

vlastnictvim  Poskytovatele  zdravotnich
sluzeb.
B. If the Study is being conducted as part | B. Pokud se Klinické hodnoceni provadi
of a multi-center clinical trial, the first|jako soucast multicentrického klinického
publication of the results of the Study shall be | hodnoceni, bude prvni publikace jeho

vysledkd ve formé multicentrické publikace,
jejimiz autory budou zkouSejici vtomto
Klinickém  hodnoceni. Pokud  vSak
multicentrickd publikace nebude predlozena
kvydani do osmnacti (18) mésicO po
dokonceni  nebo  ukonceni  Klinického
hodnoceni ve vsech fresitelskych centrech,
moZe Resitelské centrum publikovat Vysledky
klinického hodnoceni ziskané Poskytovatelem
zdravotnich sluzeb v souladu s ustanovenimi
tohoto ¢lanku.

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 Health Service
Provider 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

. Resitelské centrum predlozi
Zadavateli  kopii  jakékoli  navrhované
publikace nebo prezentace ke kontrole a
pripominkovani nejméné Ctyricet pét (45) dnd
pred takovou prezentaci nebo predlozenim
publikace kvydani. Po uplynuti této |hdty
CtyFiceti péti (45) dn0 moOZe Resditelské
centrum uskutecdnit prezentaci nebo predlozit
publikaci k vydani, pokud Zadavatel pisemné
nevyrozumél Zkousejiciho nebo
Poskytovatele zdravotnich sluzeb, Ze tato
navrhovana publikace a/nebo prezentace
prozrazuje DOvérné informace. Resitelské
centrum se zavazuje, ze po takovém
vyrozuméni provede zmény nebo odstranéni
informaci pred publikovanim tak, aby
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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.

k prozrazeni DOvérnych informaci (s vyjimkou
Vysledkd klinického hodnoceni) nedoslo. Na
74dost Zadavatele také Resitelské centrum
odlozi publikaci nebo prezentaci o dalSich
devadesat (9o0) dn0, aby tak umoznilo
Zadavateli podniknout potrebna opatreni
k ochrané svych zajm{ spojenych s dusevnim
vlastnictvim.

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.

ii. Béhem |h0t kprezkoumani zde
uvedenych ReSitelské centrum zachova
ddvérnost navrhované publikace a peclivé
zvazi vsechny pripominky Zadavatele.

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.

iii. S vyjimkou toho, na ¢em se Smluvni
strany vzajemné dohodnou jinak, budou
publikace predlozeny kvydani v casopisech,
které nabizeji verejnou dostupnost na bazi
otevieného pristupu (vCetné nakladatelskych
platforem/Ulozist a autoarchivace). Otevreny
pristup znamena bezplatny vstup, dostupnost
publikovanych vysledk( vyzkumu online spolu
spravy (tam, kde je to dostupné) jejich
opétovného pouziti pro drzitele licence
koncového uzivatele. Zadavatel doporucuje
publikovani pod obecnou licenci Creative
Commons Attribution 4.0 (CC-BY 4.0) nebo
podobnou licenci vSude tam, kde je to mozné,
s obdobim nebo bez obdobi embarga, spise
nez spouzitim vice omezujicich licenci
Creative Commons, jako je CC-BY-NC, CC-BY-
NC-ND nebo jiné.

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

iv. Pokud casopis nebo férum
zverejnujici danou publikaci nevyzaduje néco
jiného, bude autorstvi vsouladu s
Doporucenim pro provadéni, vykazovani,
redigovani a publikaci védeckych praci
v lékarskych publikacich, vydanym
Mezinarodnim vyborem redaktor( lékarskych
CasopisU (International Committee of Medical
Journal  Editors, ICMJE). Ucast vroli
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investigator, in and of itself, does not confer
any rights to authorship of publications.

zkousejiciho nezaklada sama osobé Zadna
prava autorstvi ve vztahu k publikacim.

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

10. Souhlas sezverejnénim informaci;
pouziti jména. Zadavatel mize zverejnit
nazev Reditelského centra a uvede popis
tohoto Klinického hodnoceni na verejnych
webovych strankach (napfr.
www.clinicaltrials.gov) vsouladu a dle
pozadavkd platnych pravnich predpisU.
Zadna Smluvni strana nepouZije jméno zadné
jiné Smluvni strany v souvislosti s jakoukoli
reklamou nebo propagaci jakéhokoli
pfipravku nebo sluzby bez predchoziho
pisesmného souhlasu této jiné dotcené
Smluvni strany, avsak stim, Ze omezeni
obsazend vtomto clanku se nebudou tykat
zadnych dokument0, které mohou byt
potifebné nebo vhodné pro Zadavatele nebo
Reditelské centrum za Ulelem jejich
poskytnuti federalnim, statnim nebo mistnim
statnim  ufaddm nebo ve védeckych
publikacich a Zadostech o granty. Zadavatel
musi pisemné schvalit tiskova prohlaseni
Zkousejiciho nebo Poskytovatele zdravotnich
sluzeb ¢i kteréhokoli zjejich zaméstnancg,
zastupcl nebo smluvnich dodavatel( ohledné
Klinického hodnoceni nebo Hodnoceného
léciva / Hodnocenych léciv predtim, nez bude
takové tiskové prohlaseni zverejnéno.

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, Health Service Provider,
nor any of their respective employees, agents,
or contractors, shall have any authority to
make agreements with third parties that are

11.  Nezavisli dodavatelé. Pfi provadéni
Klinického  hodnoceni  bude Resitelské
centrum ve vztahu kZadavateli ajeho
Zastupci pUsobit jako nezavisly smluvni
dodavatel a nikoli jako zastupce, partner nebo
zaméstnanec Zadavatele. Ani Zkousejici, ani
Poskytovatel zdravotnich sluzeb, ani kterykoli
jejich zaméstnanec, zastupce nebo dodavatel
nemaji zadné opravnéni uzavirat dohody

binding on Sponsor. stretimi stranami, které by byly pro
Zadavatele zavazné.
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of Sponsor, shall make commercially
reasonable efforts to supply Health Service
Provider or Investigator with sufficient
quantities of the Study Drug in a timely
manner, at Sponsor's expense. All
drugs/medication supplied by Sponsor will be
used solely in accordance with the Protocol
and may not be used for any other purposes.
The Site shall comply with all laws and
regulations governing the storage, disposition
or destruction of Study Drug(s) and any other
drug(s)/medication provided for the Study
and any instructions from CRO that are not
inconsistent with such laws and regulations.

12.  Study Drug. Biological Samples. 12. Hodnocené  lécivo. Biologické
vzorky.
A. CRO or another duly authorized agent | A. CRO nebo jiny fadné zmocnény

zastupce Zadavatele vynalozi z obchodniho
hlediska  pfimérené Usili na  dodani
dostacujiciho mnozstvi Hodnoceného |éciva
Poskytovateli zdravotnich sluzeb nebo
ZkouSejicimu, a to vcas a na naklady
Zadavatele. VSechny léky/ lécivé pripravky
dodavané Zadavatelem budou pouzivany
vyhradné v souladu s Protokolem a nesmi byt
pouzity kjinym Uceldm. Resitelské centrum
bude dodrzovat veskeré zakony a predpisy
upravujici skladovani, vydavani nebo likvidaci
Hodnoceného léciva/ Hodnocenych léciv
i veSkerych dalSich 1ékd/ lécivych pripravkd
poskytovanych pro toto Klinické hodnoceni a
veskeré pokyny CRO, které nejsou v rozporu
s takovymi zakony a predpisy.

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.

B. Resitelské centrum bude odebirat,
uchovavat, pouzivat a predavat biologickeé
vzorky (vzorky krve, tekutin a tkani odebrané
subjektdm hodnoceni zarazenym do tohoto
Klinického  hodnoceni,  vcletné  vsech
hmotnych materiald odvozenych ztéchto
vzorkd, to vse spole¢né oznacovano jako
.Biologické vzorky") vyhradné v souladu
s Protokolem a s pfislusnym informovanym
souhlasem a svolenim subjektu hodnoceni.

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

C. Resitelské centrum moZe odebrat
nebo uchovavat dodatecnd  mnozstvi
Biologickych vzorkd (,Sekundarni biologické
vzorky") kpouziti pfi vyzkumu, ktery neni
popsan v Protokolu  (,Vyzkum  mimo
protokol"), pokud bude tento odbér v souladu
s Platnymi pravnimi pfedpisy.  ReSitelské
centrum m0ze oznadit Sekundarni biologické
vzorky  demografickymi  Udaji  subjektu

diagnosis). Confidential Information, Study | Klinického hodnoceni (jako je napf. vék,
Results or analyses thereof (such as | pohlavi a klinickd diagndza). Ddvérné
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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.

informace, Vysledky klinického hodnoceni
nebo jejich analyzy (jako jsou informace
tykajici se podavani Hodnoceného IéCiva,
odpovédi na Hodnocené I|écivo nebo
nezadoucich pfihod snim souvisejicich)
mohou byt  stémito Sekundarnimi
biologickymi vzorky propojeny v pfipadé, ze
se na tento Vyzkum mimo protokol vztahuji
ustanoveni ¢lanku 15.

D. Upon Completion or any termination
of this Agreement, the Site shall deliver or
dispose of Biological Samples according to
Sponsor’s instructions and any relevant
provisions in the Protocol and applicable
informed consent and shallimmediately cease
to use the Study Drug. All unused Study Drug
shall be promptly returned to Sponsor or, at
Sponsor’s written request and at Sponsor’s
cost, destroyed by the Site with a certificate of
destruction provided to Sponsor.

D. Po Dokonceni nebo ukonceni této
Smlouvy zjakéhokoli dOvodu Resitelské
centrum preda Biologické vzorky Zadavateli
nebo je zlikviduje podle pokynU Zadavatele a
veskerych relevantnich ustanoveni Protokolu
a prislusného informovaného souhlasu, a

okamzité prestane pouzivat Hodnocené
lécivo. Veskeré nepouzité Hodnocené
pripravky  budou neprodlené  vraceny

Zadavateli, nebo je ReSitelské centrum na
zakladé pisemné zadosti Zadavatele zlikviduje
na naklad Zadavatele a poskytne Zadavateli
potvrzeni o jejich likvidaci.

E. The Sponsor shall arrange for the
distribution of the shipment of the Study Drug
to the pharmacy of the Health Service
Provider, where the pharmacist shall receive
and inspect the shipment (i.e. if the shipment
is not damaged, in case of special transport
requirements, if these requirements have
been met, the pharmacist shall acknowledge
receipt of the shipment) and then Investigator
shall collect the Study Drug at Site and shall be
fully responsible for the Study Drug. The
Sponsor shall notify the designated
pharmacist/s via email within 3 (three)
working days prior deliver, specifying when
the shipment will be handed over to the
pharmacy. The Sponsor shall arrange delivery
to the following address:

E. Zadavatel =zajisti distribuci  zasilky
Hodnoceného léciva do lékarny
Poskytovatele zdravotnich sluzeb, kde je
lékarnik prevezme a zkontroluje (jako jiné
zasilky — tzn. neni-li poskozena, v pfipadé
zvlastnich pozadavk{ na transport, byly-li tyto
pozadavky dodrzeny, ptijem zasilky potvrdi),
nasledné si na zadanku Zkousejici Hodnocené
lé¢ivo vyzvedne na Resitelském centru a je za
né plné odpovédny. Zadavatel je povinen
oznamit do 3 (tfi) pracovnich dn{ pred
dodanim, kdy bude zasilka do |ékarny predana
emailem povéfenému farmaceutovi/om.
Zadavatel zajisti dodavku na adresu:
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Nemocnicni lékarna FN Motol

V Uvalu 84

150 06 Prague 5

Czech Republic

and mark it with the name of responsible
pharmacist:

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

Nemocni¢ni lékarna FN Motol

V Uvalu 84

150 06 Praha g

Ceska republika

a oznadi ji jménem odpovédného lékarnika:

Poskytovatel zdravotnich sluzeb povéri
zaméstnance s odpovidajici kvalifikaci, aby
jednal jako odpovédny lékarnik (,Odpovédny
lékarnik") a zajistoval spravné nakladani

s Hodnocenym lécivem i jakymikoli
souvisejicimi pripravky pouzivanymi
v Klinickém hodnoceni (vCetné placeba)
v souladu s Protokolem, Spravnou
lékarenskou praxi a Vyhlaskou béhem obdobi,
kdy je Hodnocené IéCivo uchovavano
v lékarné. Postupy pro nakladani

s Hodnocenym lécivem sdéli Odpovédnému
lékarnikovi monitor CRO.

13. Inspections, Audits,

Monitoring.

and Study

13. Inspekce, audity a monitorovani
Klinického hodnoceni.

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.

A. Inspekce  provadéné  regulacnimi
UFady. Resitelské centrum vyrozumi okamzité
Zadavatele a jeho Zastupce o veskerych
dotazech, korespondenci nebo komunikaci
zUradu FDA, Statniho Ustavu pro kontrolu
léciv nebo jiného statniho nebo regulacniho
Ufadu v souvislosti s Klinickym hodnocenim.
Pokud regulacni Ufad pozada o svoleni
k inspekci nebo provede inspekci v zafizenich
Resitelského centra nebo inspekci zaznam(
z vyzkumu tykajicich se Klinického hodnoceni,
bude Resitelské centrum se zastupci
regulacniho Ufadu spolupracovat a takovou
inspekci  umozni. Resitelské  centrum
poskytne  Zadavateli kopie veSkerych
materiald, které obdrzi, ziska nebo vytvori
v souvislosti s kteroukoli takovou inspekci
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nebo v souvislosti s jakoukoli komunikaci od
regulacnich Uradu.

B. Sponsor Inspection/Audit. B. Inspekce/audit provadény
Zadavatelem.

i. The Site agrees to permit|i. Resitelské centrum se zavazuje, ze

representatives of Sponsor (including | umozni zastupcOm Zadavatele (vCetné

monitors, auditors, and inspectors), upon | monitorl, auditord a inspektord) po

reasonable notice, e.g. at least 3 (three)
business days in advance, and during normal
business hours, to examine (i) the facilities
where the Study is being conducted, (ii) raw
Study Results including original Source
Documents (as defined by current ICH
Guidelines), regardless of media, if allowed
under the terms of the informed consent, (iii)
Electronic Data Capture (“"EDC") equipment
and/or EDC documentation system, and (d)
any other relevant information (and to make
copies) necessary for Sponsor to confirm that
the Study is being conducted in conformance
with the Protocol and the data protection
requirements of Schedule B, and in
compliance with Applicable Law.

dostatecné v€asném oznameni tzv. alespon 3
(tfi) pracovni dny pfredem a v prdbéhu bézné
pracovni doby kontrolovat (i) zafizeni, kde je
Klinickeé hodnoceni provadéno, (ii)
nezpracované Vysledky klinického hodnoceni
vcetné pUvodnich Zdrojovych dokumentd (ve
smyslu aktualnich Smérnic ICH), bez ohledu
na jejich nosice, pokud to umoznuji podminky
Informovaného souhlasu, (iii) vybaveni pro
Elektronické zaznamenavani dat (,EDC")
a/nebo dokumentacni systém EDC a (d)
vSechny ostatni relevantni informace (a
porizovat jejich kopie), které Zadavatel
potfebuje jako potvrzeni, Ze je Klinicke
hodnoceni provadéno ve shodé s Protokolem,
pozadavky na ochranu Udajd uvedenymi
v Pfiloze B a platnymi pravnimi predpisy.

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

i. Jestlize pfi jakékoliv takové kontrole
vyjde najevo neshoda stouto Smlouvou, je
Zadavatel anebo CRO opravnén zabezpecit
shodu nebo prerusit dodavky Hodnoceného
léciva/ Hodnocenych léciv a ukoncit ucast
Resitelského centra v Klinickém hodnoceni.

14. Termination Prior To Completion.

14. Pfedcasné ukonceni Smlouvy.

A. This Agreement may be terminated in
whole or in part prior to Completion upon
written notice as follows:

A. Tato Smlouva mUze byt pred
uplynutim jeji platnosti ukoncena celd nebo
castecné pisemnym oznamenim nasledovné:

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 Health Service

i. kteroukoli Smluvni stranou
na zakladé pisemného oznameni, pokud (1)
opravnéni a schvaleni provadét Klinické
hodnoceni bude neodvolatelné odebrano ze
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Provider'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;

strany prislusného zdravotniho Ufadu nebo EK
Poskytovatele zdravotnich sluzeb; nebo (2)
Zadavatel nebo Zkousejici podle svého
oddvodnéného lékarského uvazeni rozhodne,
ze pokracovani Klinického hodnoceni by
ohrozilo bezpecnost subjektd Klinického
hodnoceni;

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.

ii. Zadavatelem (1) na zakladé oznameni,
pokud Zkousejici jiz nebude ochoten nebo
schopen pUsobit jako hlavni zkousejici a
Smluvni strany se nedokazi dohodnout na
nahradnim zkousSejicim podle podminek této
Smlouvy; (2) na zakladé oznameni, pokud
Resitelské centrum nebude provadét Klinické
hodnoceni v souladu s ustanovenimi
Protokolu (s vyjimkou dovolenych odchylek
podle Protokolu a podminek této Smlouvy),
nebo v souladu s Platnymi pravnimi predpisy;
nebo (3) na zdkladé pisemného oznameni
s vypovédni lh{tou tficeti (30) dnU.

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.

iii. Resitelskym centrem na zakladé
pisemného oznameni svypovédni |hdtou
tficeti (30) dnd vpfipadé vyznamného
poruseni  této  Smlouvy  Zadavatelem
aneschopnosti Zadavatele napravit toto
poruseni v pribéhu této lhty tficeti (30) dnU.

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
Health Service Provider 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

B. V pripadé ukonceni této Smlouvy pred
Dokonéenim vynaloZi Resitelské centrum po
oznameni o ukonceni veskeré primérené Usili,
aby minimalizovalo vznik dalSich nakladd.
V pripadé takového predcasného ukonceni
budou provedeny platby za veskeré sluzby
vyzadované  Protokolem,  které  byly
poskytnuty az do dne, kdy ukonceni nabylo
Ulinnosti, a za jakékoli  pfimérené,
zdokumentované nezrusitelné naklady, které
vznikly Poskytovateli zdravotnich sluzeb v
souvislosti s Klinickym hodnocenim dle
pozadavk( Protokolu a tak, jak bylo
stanoveno v Rozpoctu. Pokud vyse plateb
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services performed under the Protocol, Health
Service Provider shall promptly return the
excess balance to CRO.

presahne dluznou castku za sluzby
poskytnuté dle Protokolu, Poskytovatel
zdravotnich sluzeb musi bez odkladu vratit
presahujici ¢astku CRO.

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

C. lhned po prijeti nebo doruceni
oznameni  oukonceni  Smlouvy  bude
Resitelské centrum (i) dodrZovat postupy
spojené s predc¢asnym ukoncenim uvedené
v Protokolu, pokud existuji, a (ii) pokud
Zadavatel nestanovi jinak, ukonci zarazovani
subjektd do Klinického hodnoceni a ukonci
lécbu souvisejici s Klinickym hodnocenim
usubjektd jiz zarazenych do Klinického
hodnoceni (s vyjimkou situace, kdy by tim
mohla byt ohrozena bezpeclnost téchto
zarazenych subjektd hodnoceni).

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.

D. Po ukoncleni nebo vypovézeni
Smlouvy  zjakéhokoli  dOvodu  preda
Resitelské centrum Zadavateli v3echny
zaznamy CRF a vSechny materidly

Zadavatele. DUvérné informace a materialy
budou podle Zadavatelovych pokynd vraceny
Zadavateli, svyjimkou kopii zdznamd nebo
vzorky, které si Resitelské centrum musi podle
pravnich predpisd ponechat. V pribéhu triceti
(30) dnl po ukonceni této Smlouvy nebo
ukonceni Klinického hodnoceni (podle toho,
co nastane dfive) musi Zkousejici predlozit

Zadavateli konecnou pisemnou  zpravu
o Klinickém hodnoceni.
E. Neither Sponsor nor CRO shall be | E. Zadavatel ani CRO neponesou vici

responsible to the Site for any lost profits, lost
opportunities, or other consequential

Resditelskému  centru  odpovédnost za
jakoukoli ztratu na zisku, ztracené obchodni

damages. prilezitosti nebo jiné nasledné Skody.
15.  Patent Rights and Inventions. 15.  Patentova prava a vynalezy.
A. It is expressly agreed that no Party | A. Je vyslovné ujedndno, ze zadnd ze
transfers by operation of this Agreement to | Smluvnich stran neprevadi vramci této

any of the other Parties any right in or license

Smlouvy na zadnou jinou Smluvni stranu
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to any patents, copyrights, or other
proprietary right owned as of the Effective
Date of the Agreement or arising outside of

zadna prava ani zadné licence ve vztahu
k jakymkoli patentdm, autorskym pravim
nebo jinym vlastnickym pravdm, vlastnénym

Sponsor and that Sponsor approached Health
Service Provider and/or Investigator to
perform the Study. The Site will fully and
promptly disclose in writing to Sponsor any
inventions and developments discovered by
Health Service Provider or Investigator, any
sub-investigator or any of their respective
employees, agents, or contractors in the
conduct of the Study or as a result of using
Confidential Information (collectively
“Developments”). Sponsor shall have sole
ownership and rights in any Developments
that relate to the Study Drug(s), including
without limitation, new uses, processes,
derivatives, formulations, or therapeutic
combinations, or markers of Study Drug(s)
efficacy or safety or uses thereof or which
utilize Confidential Information. The Site shall
fully cooperate with Sponsor to vest rights
therein in Sponsor and to obtain patents or
other legal protections thereon. If such
cooperation will necessitate an excessive
burden in terms of time and money on the
Health Service Provider, the Parties agree to
negotiate an amendment to this Agreement
to provide adequate compensation for sych
time and financial burden that is not
foreseeable at the time of the conclusion of
the Agreement.

the research conducted wunder this | k Datu U¢innosti této Smlouvy nebo vzniklym

Agreement. mimo vyzkum provadény vramci této
Smlouvy.

B. The Site acknowledges that the idea | B. Resitelské centrum bere na védomi, ze

for the Study was conceived and developed by | myslenku tohoto Klinického hodnoceni

formuloval a rozvinul Zadavatel, ktery pozadal
Poskytovatele zdravotnich sluzeb a/nebo
Zkousejiciho o provadéni Klinického
hodnoceni. Resitelské centrum pisemné
v Uplnosti a bez prodleni vyrozumi Zadavatele
o jakychkoli vynalezech a vysledcich vyvoje,
knimz dospél Poskytovatel zdravotnich
sluzeb nebo Zkousejici, kterykoli ze
spoluzkousejicich nebo kterykoli  z jejich
zaméstnancU, zastupcl nebo dodavatel
v ramci provadéni Klinického hodnoceni nebo
vdUsledku vyuzivani DOvérnych informaci
(dale souhrnné ,Vysledky vyvoje®). Zadavatel
je vyhradnim vlastnikem Vysledkd vyvoje
aprav  kjakémukoli  Vysledku  vyvoje
tykajicimu se Hodnoceného léciva [
Hodnocenych léciv, v€éetné mimo jiné novych
pouziti, procesy, derivatd, slozeni nebo
terapeutickych kombinaci, nebo markerd
uc¢innosti Hodnoceného léciva / Hodnocenych
léciv nebo jeho/jejich bezpecnosti i pouziti,
nebo Vysledkd vyvoje, které vyuzivaji DGvérné
informace. ReSitelské centrum bude plné
spolupracovat se Zadavatelem pfi prevedeni
prav na Zadavatele apfi ziskavani patentd
nebo jinych druhd zakonné ochrany. Bude-li
takova spoluprace vyzadovat nadmérnou
casovou a financni zatéz Poskytovatele
zdravotnich sluzeb, Smluvni strany se
dohodly, Ze sjednaji dodatek k této Smlouvé s
cilem poskytnout primérenou ndhradu za
casovou a financni zatéz, kterou nelze v dobé
uzavreni smlouvy predvidat.
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16. Indemnification; Insurance.

16 Odskodnéni; pojisténi.

A. Indemnification between Sponsor
and Health Service Provider. Indemnification
of Health Service Provider and Investigator by
Sponsor and indemnification of Sponsor by
Health Service Provider and Investigator shall
be governed by a separate agreement.

A. Odskodnéni mezi Zadavatelem a
Poskytovatelem zdravotnich sluzeb.
Odskodnéni  Poskytovatele  zdravotnych
sluzeb Zadavetelem a odskodnéni Zadavatele
Poskytovatelem  zdravotnych sluzeb a
ZkouSejicim se fidi samostatnou smlouvou.

B. Insurance.

B. Pojisténi.

i. Sponsor will provide clinical trial
insurance of liability for damages for the
Investigator and the Sponsor in accordance
with § 58, par. 2 Act on Pharmaceuticals. This
policy duly covers, to the extent required by
that legislation, compensable death of subject
or compensation of the subject in case of
injury resulting from and sustained in course
of performance of the Study.

i Zadavatel zajisti pojisténi klinického
hodnoceni pokryvajici odpovédnost za skodu
pro Zkousejiciho a Zadavatele v souladu

sustanovenimi  §58, odst.2  Zakona
olélivech. Toto pojisténi radné pokryva,
vrozsahu pozadovaném timto pravnim

predpisem, nahradu v pripadé Umrti subjektu
hodnoceni nebo kompenzaci pro subjekt
hodnoceni v pripadé zdravotni Ujmy, ktera je
disledkem provadéni Klinického hodnoceni a
kterou subjekt hodnoceni utrpél vjeho
pribéhu.

il. Health Service Provider represents and
warrants that it has and will maintain
appropriate insurance, in accordance with § 45
par. 2 Itr. n) of the Health Services Act, with
respect to liability it and/or Investigator may
have while providing medical care. This
insurance coverage is in correlation with the
applicable laws and does not include liability
insurance with respect to conducting a 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 Health
Service Provider’s provision of medical care.

i. Poskytovatel  zdravotnich  sluzeb
prohlasuje a zaruduje, ze ma a bude udrzovat
v platnosti prislusné pojisténi dle § 45, odst. 2,
pism. n) Zakona o zdravotnich sluzbach,
pokryvajici  odpovédnost  za  Skodu
zpUsobenou pfi poskytovani zdravotni péce
jim a/nebo Zkousejicim. Toto pojistné kryti je
vsouladu s pfisluSnymi pravnimi predpisy a
nezahrnuje pojisténi odpovédnosti za skodu
zpUsobenou  pfi  provadéni  Klinického
hodnoceni. Dle § 45, odst. 2, pism. n) Zakona
o zdravotnich sluzbach musi byt pojisténi
uzavieno po celou dobu, po kterou
Poskytovatel zdravotnich sluzeb poskytuje
zdravotni pédi.

17.  Subject Injury.

17.  Zdravotni Gjma subjektu hodnoceni.

A. Sponsor,  through  CRO,  shall
reimburse Health Service Provider for all

A. Zadavatel prostrednictvim CRO uhradi
Poskytovateli zdravotnich sluzeb veskeré
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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.

pfimérené a obvyklé vydaje, které vzniknou
Resitelskému centru v souvislosti s diagnézou
nezadouci prihody spojené sHodnocenym
lé¢ivem [ Hodnocenymi [éCivy nebo postupem
podle Protokolu.

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

B. Zadavatel prostrednictvim CRO uhradi
Poskytovateli zdravotnich sluzeb veskeré
pfimérené a obvyklé vydaje, které mu
vzniknou v souvislosti slécbou zdravotni
Ujmy, kterou utrpél subjekt hodnoceni
vpfimém dudsledku podani Hodnoceného
léciva nebo podstoupeni postupu
souvisejiciho s Klinickym hodnocenim podle
Protokolu. Zadavatel neuhradi vydaje
v rozsahu, v némz byly tyto zpUsobeny:

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 nedodrzenim podminek Protokolu

nebo  jakychkoli  pisemnych  pokyn0
Zadavatele souvisejicich s uzivanim
Hodnoceného lé¢iva nebo  nesplnéni

prislusnych pozadavkd FDA nebo jinych
statnich Ufad0 ReSitelskym centrem nebo
kymkoli z personalu Resitelského centra,
svyjimkou toho, kdy je takové pochybeni
v souladu s vSeobecné prijimanymi standardy
klinického vyzkumu a lékafské praxe ve
vztahu k pfinosim, bezpecnosti a blahu
subjektd Klinického hodnoceni, nebo jak je
jinak ddvodné nezbytné pro bezpecnost toho
kterého subjektu hodnoceni, a to ve vsech
pripadech na zakladé rozhodnuti Zkousejiciho
ucinéného v dobré vire;

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

i. jakoukoli nedbalosti nebo
protipravnim jednanim nebo opomenutim
nebo Umyslnym trestnym &inem Resitelského
centra nebo kohokoli z personalu
Resitelského centra poskytujiciho sluzby
jménem Resitelského centra podle této
Smlouvy;
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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.

iii. primarnim onemocnénim subjektu
hodnoceni nebo jakymkoli jinym soubéznym
onemocnénim  nezpUsobenym  podanim
Hodnoceného IécCiva v souladu s Protokolem.

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.

C. Resitelské centrum prohlasuje a
zaruCuje, ze nebude zadat pojistitele subjektu
hodnoceni o Uhradu jakychkoli nakladd, které
vhradil Zadavatel za lécbu zdravotni Ujmy
podle vyse uvedeného popisu. Zadavatel
nebude hradit Zadné naklady, které jiz
uhradila treti strana.

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

18.  Uplné ujednani; zmény a dodatky;
oznameni. Tato Smlouva predstavuje Uplnou
dohodu mezi Smluvnimi stranami a nahrazuje
veskera jina ujednani mezi Smluvnimi
stranami tykajici se predmétu této Smlouvy,
at uz vyslovna nebo predpokladana. Tuto
Smlouvu nelze ménit ani upravovat jinak nez
formou pisemného dokumentu podepsaného
opravnénymi zastupci  Smluvnich stran.
Vsechna oznameni, ktera maji byt podana
podle této Smlouvy, budou podana osobnim

dorucenim, uznavanou expresni kuryrni
sluzbou  nebo  doporucenou  posStou
sdorucenkou. Takové oznameni bude

adresovano Smluvni strané na nize uvedenou
adresu s vyjimkou toho, co stanovi Priloha A.
Kterakoli Smluvni strana m0ze svou adresu
pro ozndmeni zménit pisemnym oznamenim
této zmeény ostatnim Smluvnim stranam.

To CRO/Designee:

Oznameni zasilana CRO/zastupci:

PPD Investigator Services, LLC
929 North Front Street
Wilmington, NC 28401, USA

Telephone:

PPD Investigator Services, LLC
929 North Front Street
Wilmington, NC 28401, USA
Telefon:

To Health Service Provider:

Oznadmeni zasilana Zdravotnickému zarizeni:

Fakultni nemocnice v Motole, state | Fakultni nemocnice v Motole,  statni
contributory organization prispévkova organizace
V Uvalu 84 V Uvalu 84
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150 06 Prague 5
Czech Republic

150 06 Praha g
Ceska republika

Attn: department of clinical trials

K rukam: oddéleni klinickych studii

To Investigator:

Oznameni zasilana Zkousejicimu:

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

Fakultni nemocnice v Motole, state | Fakultni nemocnice v Motole, statni
contributory organization prispévkova organizace

V Uvalu 84 V Uvalu 84

150 06 Prague 5 150 06 Praha g

Czech Republic Ceska republika

19. Binding Effect; Survival of Terms. | 19.  Zavazny ucinek; pretrvavani

platnosti ustanoveni. Tato Smlouva bude
zavaznd a nabyva platnosti ku prospéchu
Smluvnich stran a jejich pfipadnych pravnich
nastupcU a povolenych postupnikd. Prava a
povinnosti Smluvnich stran, ktera at jiz
zamérem nebo vyznamem maji platnost po
skonceni této Smlouvy (mimo jiné prava
tykajici se vlastnictvi, patentd, ddvérnosti a
odskodnéni), budou pretrvavat i po skonceni
platnosti nebo jakémkoli vypovézeni této
Smlouvy.

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 Czech Republic. Any disputes will
be settled by the competent court in the
Czech Republic.

20. Rozhodné pravo. Tato Smlouva a
viechny zalezitosti vyplyvajici z této Smlouvy
nebo s ni souvisejici budou fizeny, vykladany a
vymahany vsouladu splatnymi pravnimi
predpisy Ceské republiky. PFipadné spory
budou feeny pfislusnym soudem v Ceské
republice.

21.  Assignment. Any assignment of this
Agreement or any rights or obligations
hereunder by Investigator or Health Service
Provider 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 Health Service
Provider or Investigator. Investigator, Health

21. Postoupeni. Jakékoli postoupeni této
Smlouvy nebo jakychkoli prav ¢i povinnosti
zni  vyplyvajicich ~ ZkouSejicim  nebo
Poskytovatelem zdravotnich sluzeb jakékoli
treti strané bude vyzadovat predchozi
pisemny souhlas CRO a Zadavatele. Jakékoli
postoupeni ze strany CRO jakékoli treti strané
kromé Zadavatele nebo jeho pfidruzené
spolecnosti bude vyzadovat predchozi
pisemny souhlas Zadavatele, avsak nebude
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Service  Provider 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.

vyzadovat souhlas Poskytovatele zdravotnich
sluzeb nebo Zkousejiciho. Zkousejici,
Poskytovatel zdravotnich sluzeb a CRO timto
berou na védomi, ze Zadavatel na sebe mize
prevzit odpovédnost za vesSkera prava a
zavazky Zadavatele a CRO plynouci ztéto
Smlouvy, pripadné delegovat takova prava a
zavazky treti strané, a to vpisemném
oznadmeni Resitelskému centru a CRO.

22. Subcontracting. With Sponsor’s prior
written consent, Health Service Provider may
subcontract the performance of certain of its
activities under this Agreement to qualified
third parties or use premises or facilities other
than Health Service Provider to perform
certain activities under this Agreement,
provided that (i) the performance of activities
by such third parties or at such facilities will
comply with all applicable obligations of this
Agreement, including holding such third
parties or facilities to terms at least as
stringent as 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) Health Service
Provider 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.

22.  Subdodavky. S predchozim
pisesmnym souhlasem Zadavatele moUze
Poskytovatel zdravotnich sluzeb provadéni
nékterych svych cinnosti podle této Smlouvy
prevést na subdodavatele kvalifikované treti
strany nebo jina zafizeni, nez je Poskytovatel
zdravotnich sluzeb, za predpokladu, Ze (i)
provadéni téchto dcinnosti témito tretimi
stranami nebo vtakovych zafizenich bude
vsouladu sveskerymi pfislusnymi zavazky
stanovenymi v této Smlouvé, vcetné toho, ze
pro tyto treti strany nebo zarizeni budou platit
nejméné stejné prisné podminky jako ty,
kterymi je podle této Smlouvy vazano
Resitelské centrum, co se tyle provadéni
Klinického hodnoceni, véetné mimo jiné
pouzivani Hodnoceného Iéciva [ Hodnocenych
léCiv, uchovavani zaznamd, dOvérnosti,
zavazkd tykajicich se 0dajd a publikaci,
vynalezd, osobnich Udaji a publicity, (ii)
Poskytovatel zdravotnich sluzeb zUstane
odpovédny za cinnost vtéchto zafizenich
nebo cinnost téchto tretich stran, a (iii)
Zkousejici ani zadny spoluzkousejici nemaji
zadné pfimé nebo nepfimé financni zajmy
v takovychto tretich stranach nebo zafizenich.

23.  Counterparts. This Agreement is
executed in three (3) counterparts of which
the Health Service Provider, 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

23.  Stejnopisy. Tato Smlouva je
vypracovana ve trech (3) stejnopisech a
Poskytovatel zdravotnich sluzeb, Zkousejici a
CRO dostanou kazdy jeden stejnopis. Kazdy
stejnopis bude povazovan za original a
vSechny spolecné budou tvofit jeden a tentyz
dokument. Doruceni vyhotovené kopie této
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counterpart of this Agreement by electronic
means intended to preserve the original
graphic and pictorial appearance of a
document, such as DocuSign, shall be as
effective as delivery of a manually executed
counterpart of this Agreement.

Smlouvy elektronickymi prostredky uréenymi
k zachovani pOvodni grafické a obrazové
podoby dokumentu, jako je DocuSign, je
stejné ucinné jako doruceni ru¢né vyhotovené
kopie této Smlouvy.

24.  Force Majeure. If the performance of
this Agreement by Health Service Provider 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.

24.  Vyssi moc. Pokud bude v plnéni této
Smlouvy Poskytovateli zdravotnich sluzeb
nebo Zadavateli zabranéno nebo pokud dojde
k omezeni, znemoznéni, zasahovani nebo
zdrzeni pfi plnéni této Smlouvy (bud Uplné,
nebo castecné) zdOvodu jakékoli pficiny,
kterd je mimo ramec primérené kontroly
Smluvnich stran (jako jsou napfiklad Zivelni
pohromy, vybuch, nemoc, pocasi, valka,
terorismus, povstani, stavka, nepokoje nebo
vypadek elektriny), takto postizena Smluvni
strana bude po pisemném oznameni druhé
Smluvni strané osvobozena od plnéni
vrozsahu takového zabranéni, omezeni,
znemoznéni nebo zdrzeni za predpokladu, ze
postizena Smluvni strana vynalozi veskeré
Usili, aby zabranila témto pri¢cindam neplnéni
nebo je odstranila, a Ze bude co nejrychleji
pokraCovat v plnéni, jakmile budou tyto
pri¢iny odstranény. Pro Ucely tohoto ¢lanku
nebude nedostatek finannich  zdroj0
povazovan za pricinu mimo pfimérenou
kontrolu Smluvnich stran.

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

25.  Nesrovnalosti. V pfipadé jakychkoli
nesrovnalosti mezi Ceskou a anglickou verzi
Smlouvy bude mit prednost Ceska verze.

26.  Publication in accordance with Act
no. 340/2015 Coll. on Contract Register.
Health Service Provider, 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”).

26. Zverejnéni dle zakona <. 340/2015
Sb., oregistru smluv. Poskytovatel
zdravotnich sluzeb, Zadavatel a CRO timto
berou na védomi, ze podrobné Udaje o této
Smlouvé musi byt povinné zverejnény dle
zakona C¢.340/2015 Sb., oregistru smluv:
https://smlouvy.gov.cz/ (,Registr smluv").
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The Parties agree that no business secrets or
personal information shall be disclosed or
made public as part of such publication. For
the purposes of this Agreement, such business
secrets include but are not limited to:
payment information attached as Schedule A,
the minimum enrollment goal, expected
number of Study subjects enrolled and the
expected duration of the Study. As a result,
the Parties have agreed a version of this
Agreement for publication, in which all
business secrets and personal information
have been redacted. The Parties agree that
the Health Service Provider shall effect the
publication of the Agreed Form on the
Agreements Register within 5 (five) working
days of the Date of Final Signature of this
Agreement. At the time of publication the
Health Service Provider will inform CRO /
Sponsor of publishing the Agreement in the
Agreements Register by designating the
following email address

the email address to which a notification of
publication in the Agreements register shall
be sent. Should the Health Service Provider
fail to publish the Agreed Form of this
Agreement within 5 (five) 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.

Smluvni strany se dohodly, Ze v ramci tohoto
zvefejnéni nebudou zpfistupnéna nebo
zvefejnéna zadna obchodni tajemstvi ani
osobni Udaje. Pro Ucely této Smlouvy
predstavuji tato obchodni tajemstvi mimo
jiné:  informace  oplatbach  uvedené
vPriloze A,  minimalni  naborovy il
predpokladany pocet subjektl zarazenych do
Klinického hodnoceni a predpokladanou dobu
trvani Klinického hodnoceni. Smluvni strany
se proto dohodly na verzi této Smlouvy urcené
ke zverejnéni, ze které jsou vypusténa
véechna obchodni tajemstvi a osobni udaje.
Smluvni strany se dohodly, ze Poskytovatel
zdravotnich  sluzeb  zajisti  zverejnéni
Schvalené verze této Smlouvy v Registru
smluv do 5 (péti) pracovnich dnd od Data
posledniho podpisu této Smlouvy. Jakmile
dojde k tomuto zverejnéni Smlouvy v Registru
smluv, bude otom Poskytovatel zdravotnich
sluzeb informovat CRO/Zadavatele, a to tak,
Ze uvede e-mailovou adresu:

jako  e-mailovou adresu pro  zaslani
vyrozuméni o zverejnéni Smlouvy v Registru
smluv.  Pokud Poskytovatel zdravotnich
sluzeb nezverejni Schvalenou verzi této
Smlouvy do 5 (péti) pracovnich dnd od Data
posledniho podpisu, bude ji moci uverejnit
Zadavatel nebo CRO. Smluvni strany se
dohodly, ze tato Smlouva nabude ucinnosti,
teprve azbude jeji Schvalena verze zverejnéna
podle tohoto ustanoveni (,Datum Ucinnosti").
V kazdém pripadé si CRO vyhrazuje pravo
neposkytnout Hodnocené |écivo, dokud
Smlouva nebude zverejnéna podle tohoto
ustanoveni.

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

Pokud bude po zverejnéni vznesena namitka
proti platnosti Schvalené verze, Smluvni
strany otom jedna druhou vyrozumi co
nejdrive, jak jen to bude prakticky mozné,
jakmile se otakové namitce dozvi, a budou
spolupracovat, aby se dohodly na revidované
Schvalené verzi ke zverejnéni.
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In no event shall the Health Service Provider
publish this Agreement in any form other than
the Agreed Form, unless agreed in advance in
writing with CRO and Sponsor.

V zadném pripadé Poskytovatel zdravotnich
sluzeb nezverejnéni tuto Smlouvu vjiné
formé, nez je jeji Schvalena verze, pokud se na
tom predem pisemné nedohodne sCRO a
Zadavatelem.

27. List of Incorporated Schedules.

27. Seznam priloh tvoficich soucast

Smlouvy.

A. Budget and Payment Schedule

A. Rozpocet a rozpis plateb

B. Data Protection Schedule

B. Priloha k ochrané 0daji

Remainder of page intentionally left blank

Zbytek stranky je zameérné ponechdn prazdny |
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IN WITNESS WHEREOF the Parties have
caused this Agreement to be executed by
their duly authorized representatives as the
Effective Date defined above.

NA DUKAZ CEHOZ Smluvni strany uzaviraji
tuto Smlouvu prostfednictvim svych nalezité
zplnomocnénych zastupcl a tato Smlouva
nabyva ucinnosti k Datu ucinnosti
definovanému vyse.

FAKULTNI NEMOCNICE V MOTOLE

By:/ Podpis:
Name:/Jméno:
Title:/ Titul:
Date:/ Datum:

PPD INVESTIGATOR SERVICES LLC.

By:/ Podpis:
Name:/ Jméno:
Title:/ Titul:
Date:/ Datum:
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, the undersigned |EEEEEEENEE

Ph.D., asthe Investigator, confirm, that| have
duly acquainted myself the contents of this
Agreement and confirm that | have assumed
the duties of the Investigator under this
Agreement, and will comply with all the
contractual arrangements with the Sponsor
and the relevant legislation governing the
conduct of clinical trials of pharmaceuticals. |
further undertake not to disclose information
relating to the Study in question without the
prior written consent of the Sponsor, to
maintain the confidentiality of all information
provided, to treat such information as
confidential and to refrain from any use of
such information and Study Results other
than for the purposes of the Study. As an
Investigator, | agree that the Sponsor (and
the CRO, if applicable) will collect, use,
process and disclose my personal data,
including my name, qualifications and
experience in the clinical trial, my financial
data relating to, but not limited to,
remuneration and financial compensation
received and other personal data for
administrative purposes in connection with
the clinical trial, or for disclosure to ethics
committees and governmental authorities,

Nize podepsana |
Ph.D. jako Zkousejici potvrzuji, Ze jsem se
radné seznamila s obsahem této Smlouvy a
potvrzuji, Ze jsem na sebe prevzala povinnosti
hlavniho zkousejiciho dle této Smlouvy, a
budu dodrzovat vSechna smluvni ujednani se
Zadavatelem a prislusnych pravnich predpisU
upravujici provadéni klinickych hodnoceni

léciv. Dale se zavazuji nezverejiovat
informace  tykajici se  prfedmétného
Klinického hodnoceni bez predchoziho

pisemného souhlasu Zadavatele, zachovavat
micenlivost o  vSech poskytnutych
informacich, povazovat tyto za divérné a
zdrzet e jakéhokoliv jiného wvziti téchto
informaci a Vysledkd klinického hodnoceni
nez pro Ucely tohoto Klinického hodnoceni.
Jako zkousejici souhlasim s tim, Zze Zadavatel
(@ popt. i CRO) bude/budou shromazdovat,
pouzivat, zpracovavat a zverejiovat mé
osobni udaje, vcetné jména, kvalifikace a
zkusenosti v klinickém hodnoceni, mé
financni udaje vztahujici se mimo jiné k
obdrzené odméné a financni nahradé a dalsi
osobni Udaje k administrativnim 0celdm v
souvislosti s klinickym hodnocenim, popf. k
poskytnuti etickym komisim a statnim
Uraddm a zavazuji se zajistit tento souhlas | od

and | undertake to secure this consent from | spoluzkousejicich a  Tymu  klinického
Sub-investigators and other Study Personnel. | hodnoceni.
In Prague, dated: V Praze dne
By:/ Podpis:
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SCHEDULE A PRILOHA A

PAYMENT SCHEDULE AND BUDGET ROZPOCET A ROZPIS PLATEB

All information from Schedule A 1 having | Veskeré informace z Planu A 1 byly
been removed, relavant info can be found in | odstranény, relevantni informace lze nalézt v
Article 5. Payment Terms and Budget ¢lanku 5. Platebni podminky a rozpocet.
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Schedule B

Priloha B

DATA PROTECTION SCHEDULE

PRILOHA K OCHRANE UDAJU

Data Protection Requirements

Pozadavky na ochranu Udaji

The following terms between Sponsor and
Health Service Provider 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 Health Service Provider shall adhere to
and their responsibilities to each other.

Nasledujici ustanoveni dohodnutda mezi
Zadavatelem a Poskytovatelem zdravotnich
sluzeb, jednajicimi jako Spravci Udajl, jsou
vyjadrenim jejich ujednani na podporu
zpracovani a sdileni Osobnich uUdajd. Tato
ustanoveni definuji zasady ochrany osobnich
Udajl, kterymi se Zadavatel a Poskytovatel
zdravotnich sluzeb budou fidit, a také jejich
povinnosti jeden vici druhému.

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.

1. Definitions 1. Definice
The terms “Controller”, “Data Subject”, | Vyrazy ,Spravce“, ,Subjekt udajo",
“Personal Data”, “Processor”, “Processing” | ,,Osobni udaje", ~Zpracovatel®,

»~Zpracovani* a ,,Dozorovy Urad" maji stejny
vyznam  jako v pfislusnych  Pravnich
predpisech oochrané Udaji. Kvylouceni
jakychkoli pochyb plati, Ze Pravnimi pfedpisy
oochrané Udaji se rozumi platné pravni
predpisy vztahujici se kochrané 0daji a
soukromi, zachyceni a sledovani komunikace
nebo pozadavk{ souvisejicich se zpracovanim
Osobnich udajU, jako je mimo jiné Obecné
nafizeni o ochrané osobnich udajd — nafizeni
(EU) 2016/679.

“Security Incident” shall mean any actual or
reasonably suspected accidental, unlawful or
unauthorised loss, destruction, alteration,

~Bezpecnostni incident" znamena jakoukoli
skutecnou nebo odlvodnéné podezfivanou
nahodnou, protipravni nebo neopravnénou

access, use, disclosure of, damage or |ztratu, zni¢eni, pozménéni, zpfistupnéni,
corruption to Personal Data Processed under | pouziti, predani, poskozeni nebo
this Agreement. znehodnoceni Osobnich udajl
zpracovavanych podle této Smlouvy.

2. Identification of the Controllers 2. Identifikace Spravco

2.1.  Sponsor is the Controller for key- | 2.1.  Zadavatel je Spravcem
coded Personal Data of Study subjects | zakddovanych Osobnich 0dajd subjektd
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collected and transferred by the Health
Service Provider 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.

Klinického hodnoceni shromazdovanych a
predavanych Poskytovatelem zdravotnich
sluzeb podle Protokolu a formulare
informovaného souhlasu, schvaleného EK
a Zadavatelem; jakoz i Osobnich Udajd Tymu
klinického hodnoceni  shromazdovanych
podle této Smlouvy.

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

2.2.  Poskytovatel zdravotnich  sluzeb
a/nebo Zkousejici odpovidaji za
shromazdovani (a tam, kde je to relevantni,
za kodovani) Osobnich 0dajd  vramci
Klinického hodnoceni a jednaji jako Spravce
pro zdravotni zaznamy v drzeni
Poskytovatele zdravotnich sluzeb, co se tyce
zdrojovych 0dajd a/nebo Osobnich udaj
sdélovanych Subjekty 0Udajd béhem lécby,
jakoz iOsobnich Udajd shromazdovanych
nebo vytvarenych béhem  Klinického
hodnoceni za Ucelem uplatnéni nezavislého
lékarského Usudku v souladu se Smlouvou a
Protokolem.

shall at all times comply with their respective

3. Warranties. Fair and Lawful | 3. Zaruky. Spravedlivé a zakonné
Processing zpracovani
3.1.  Sponsor and Health Service Provider | 3.1.  Zadavatel a Poskytovatel zdravotnich

sluzeb budou v souvislosti s toto Smlouvou

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.

obligations under all applicable Data | vzdy dodrzovat své povinnosti stanovené
Protection Law in connection with this | vSemi  pfislusnymi  pravnimi  predpisy
Agreement. o ochrané Udaju.

3.2.  Sponsor and Health Service Provider | 3.2.  Zadavatel a Poskytovatel zdravotnich

sluzeb nebudou zpracovavat Osobni udaje
pro zadné jiné uUcely nez ty, které jsou
stanoveny v této Smlouvé, pokud jim to
nedovoluji nebo pokud to nevyzaduji platné
pravni predpisy, za Ulelem urceni nebo
obhajoby pravnich narokd, z povéreni druhé
strany, nebo za ucelem ziskani pfislusSného
souhlasu od Subjektu udaju.

3.3.  Investigator/Health Service Provider
represents and warrants that it will provide an

3.3.  Zkousejici/Poskytovatel zdravotnich
sluzeb prohlasuji a zarucuji, ze poskytnou
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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 Health Service Provider 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.

Subjektdm  udajd  pfislusné  oznameni
o ochrané osobnich udajd a ziskaji od nich
prislusny souhlas (pokud je ze zakona
vyzadovan), Zze toto oznameni (a
v prislusnych pripadech souhlas) odpovida
znéni schvalenému Zadavatelem a EK
a umoznuje pozadované pouzivani Osobnich
Udajd podle této Smlouvy. Pokud se
Zadavatel nebo Poskytovatel zdravotnich
sluzeb dozvi, ze néktery z nich poskytl v ramci
této Smlouvy Osobni Udaje, které se podle
ustanoveni tohoto souhlasu nebo oznameni
nesméji sdilet, odpovidaji za to, ze druhou
stranu neprodlené vyrozumi, aby bylo mozno
podle pozadavkd dotcené Osobni Udaje podle
této Smlouvy odstranit.

3.4. Sponsor and Health Service Provider
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.

3.4. Zadavatel a Poskytovatel zdravotnich
sluzeb zajisti, aby pfistup k Osobnim Udajim
podle této Smlouvy méli pouze pracovnici,
ktefi tento pfistup potfebuji k vykonu svych
povinnosti podle této Smlouvy, a aby tito
pracovnici byli vazani povinnosti zachovavat
ddvérnost.

3.5.  Sponsor and Health Service Provider
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.

3.5. Jak Zadavatel, tak Poskytovatel
zdravotnich sluzeb budou pouzivat vhodna
technickd a organizacni zabezpecovaci
opatreni, odpovidajici soucasné spravné
oborové praxi a technologickému vyvoji, na
ochranu Osobnich Udajd podle této Smlouvy
pred jakymkoli Bezpecnostnim incidentem.

Sponsor.

4. Data Subject Rights 4. Prava Subjekt0 Udajo

4.1.  Sponsor and Health Service Provider | 4.1.  Zadavatel a Poskytovatel zdravotnich
agree that the responsibility for responding | sluzeb souhlasi s tim, Ze odpovidani na
to Data Subject rights requests from Study | zadosti  subjektd  Klinického hodnoceni
subjects falls on the Health Service Provider, | ohledné uplatnéni jejich prav jakozto
and that it will forward any Data Subject | Subjektd  Udajd bude  odpovédnosti
Requests it is unable to address itself to | Poskytovatele zdravotnich sluzeb, které

v pfipadé, Ze je nebude moci samostatné
vyresit, preda tyto zadosti Zadavateli.
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4.2.  Sponsor and Health Service Provider
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.

4.2.  Zadavatel a Poskytovatel zdravotnich
sluZzeb se zavazuji, ze budou spolupracovat a
poskytnou jeden druhému podle potreby
pfimérenou  pomoc  pfi  dodrzovani
prislusnych Pravnich predpisd o ochrané
Udajd, vyhovéni zadostem Subjektd Udajl a
odpovidani na jakékoli jiné dotazy nebo
stiznosti ze strany Subjektd Udaj0.

5. Data Retention

5. Uchovavani udajo

Sponsor and Health Service Provider 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.

Zadavatel a Poskytovatel zdravotnich sluzeb
se zavazuji, ze nebudou zpracovavat Osobni
Udaje podle této Smlouvy déle, nez je
nezbytné ke splnéni povinnosti popsanych
v této Smlouvé, jak uvadi Protokol a pFislusny
formular informovaného souhlasu, a ve shodé
s pozadavky Platnych pravnich predpis0.

6. Transfers

6. Prevod Udajo

Each of Sponsor and Health Service Provider
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 Health Service Provider 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.

Jak Zadavatel, tak Poskytovatel zdravotnich
sluzeb mohou prevadét Osobni Udaje podle
této Smlouvy tretim stranam v tom rozsahu,
vjakém maji tyto treti strany opravnénou
potrebu zpracovavat Osobni Udaje podle této
Smlouvy, avsak stim, ze se na tyto prevody
Udajl vztahuji prislusna smluvni omezeni a ze
probihaji vsouladu s pfislusSnymi Pravnimi
predpisy oochrané 0daji. Zadavatel a
Poskytovatel zdravotnich sluzeb nebudou
predavat ani prevadét Osobni udaje mimo
Evropsky hospodarsky prostor bez zajisténi
adekvatni ochrany Osobnich Udajd v souladu
s prisluSnymi Pravnimi predpisy o ochrané
Udajo.

7. Security Incidents

7 Bezpecnostni incidenty

7.1.  In the event Health Service Provider
suffers a Security Incident affecting the
Personal Data related to the Study under this
Agreement, Health Service Provider shall

7.12.  Pokud u Poskytovatele zdravotnich
sluzeb dojde k Bezpecnostnimu incidentu
postihujicimu  Osobni  Udaje  souvisejici
s Klinickym hodnocenim podle této Smlouvy,
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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.

Poskytovatel zdravotnich sluzeb zajisti, aby
jednalo ve shodé sPravnimi predpisy
o ochrané osobnich Udaji, véetné splnéni
jakychkoli oznamovacich povinnosti vGdi
Dozorovému Uradu, Subjektdm udajd nebo
jinym regulac¢nim organdm podle pozadavkd
Pravnich predpis o ochrané Udajo.

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

7.2.  Vrozsahu Bezpecnostniho incidentu u
Poskytovatele zdravotnich sluzeb, ktery ma
dopad na Osobni Udaje souvisejici s Klinickym
hodnocenim podle  této  Smlouvy,
Poskytovatel zdravotnich sluzeb Zadavatele
o takovém Bezpecnostnim incidentu
neprodlené vyrozumi, vkazdém pripadé
nejpozdéji do 48 (Ctyriceti osmi) hodin od
jeho zjisténi.

8. Compliance

8. Soulad s predpisy

Upon request from Sponsor, Health Service
Provider 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 Health Service Provider's
performance under this Agreement (to be
made not more than once annually).

Na Zzadost Zadavatele mu Poskytovatel
zdravotnich  sluzeb  zpfistupni  vSechny
relevantni informace potiebné k prokazani
souladu s Pravnimi predpisy o ochrané 0dajg,
v€etné mimo jiné kopie jakékoli zpravy
nezavislého auditora vztahujici se primo
kplnéni této Smlouvy Poskytovatelem
zdravotnich sluzeb (tato zadost mUze byt
vznesena maximalné jednou rocné).

9. Personal Data of Study Personnel

9. Osobni klinického

hodnoceni

Udaje Tymu

Prior to and during the course of the Study,
the Sponsor may request the collection of
Personal Data of the Study Personnel. Health
Service Provider agrees to assist Sponsor with
obtaining any consents, or providing any
notice, as may be required by Applicable Law.

Pred Klinickym hodnocenim a v jeho pribéhu
si Zadavatel mUze vyzadat ziskani Osobnich
Udajd od Tymu klinického hodnoceni.
Poskytovatel zdravotnich sluzeb se zavazuje
poskytnout Zadavateli soucinnost pfi ziskani
jakychkoli  souhlasd  nebo  poskytnuti
jakychkoli ozndmeni, pfipadné vyzadovanych
dle Platnych pravnich predpis0.
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