Clinical Study Site Agreement

This Clinical Study Site Agreement
(the “Agreement”), entered into as of the
date of the last signature below (“Date of
Final Signature”) and effective as set out in
Section 23 below, is entered into by and
between:

Nemocnice Slany, located at
Politickych véznl 576, 247 01
Slany, Czech Republic, Identification
number: 008 75 295, represented by
MUDr. Jifi Simak, Director
(MInstitution”),

Quintiles Czech Republic, s.r.o.
located at Praha 5, Jinonice, Radlicka

714/113a, zip code 158 00,
Identification number: 247 68 651
("CRO"),

for the purpose of conducting the clinical
study (the “Study”) described in the protocol
entitted “A4 Randomized, Double-Blind,
Proof-of-Concept, Phase 2 Study to
Evaluate the Efficacy and Safety of
Once Daily Oral Vonoprazan 20 mg or
Vonoprazan 40 mg Compared to
Esomeprazole 40 mg for the Treatment
of Subjects With Symptomatic Gastro
Esophageal Reflux Disease Who have a
Partial Response Following Treatment
with a High Dose of Proton Pump
Inhibitor’, Protocol No. Vonoprazan-
2001 (the “Protocol”) of which Takeda
Development Centre Europe Ltd
("Sponsor”) is sponsor. With respect to the
rights and obligations of the Sponsor
hereunder, CRO is acting by virtue of the
Delegation Letter annexed at Exhibit B.
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O QUINTILES’

Smlouva o klinickém hodnoceni

Tuto Smlouvu o klinickém hodnoceni (dale
jen ,Smlouva“) uzaviena dne, kdy k ni svi{j
podpis pripojila posledni smluvni strana
(,Datum podpisu posledni strany") ktery
nabyva Gcinnosti v souladu s Clankem 23
nize, uzaviraiji:

Nemocnice Slany, se sidlem na
adrese Politickych vézid 576, 247 01
Slany, Ceskd republika, IC: 008 75 295,
zastoupend MUDr. Jifim Simakem,
reditelem (dale jen ,Zdravotnické
zarizeni“),

Quintiles Czech Republic, s.r.0. se
sidlem na adrese Praha 5, Jinonice,
Radlickd 714/113a, PSC: 158 00, IC:
247 68 651 (,CRQO"),

pro Ucely provedeni klinické studie (dale jen
,Studie") popsané v protokolu oznaceném
jako ~Randomizované, dvojite
zaslepené klinické hodnoceni faze 2 k
prokazani spravnosti koncepce
hodnotici ucinnost a bezpecnost
pripravku vonoprazan podavaného
peroralné jednou denné v davce 20 mg
nebo 40 mg v porovnani s
esomeprazolem 40 mg pri lécbée
pacienti se symptomatickym
gastroezofagealnim refluxem, kteri
dosahli castecné odezvy po Ilécbé
vysokymi davkami inhibitoru protonové
pumpy’”, C. protokolu: Vonoprazan-2001
(dale jen ,Protokol"), jejimz zadavatelem je
Takeda Development Centre Europe Ltd
(dale jen ,Zadavatel"). Co se tyCe prav a
povinnosti Zadavatele z této Smlouvy, CRO
jedna na zakladé Zmocnuijiciho prohlaseni,
které zde tvori Prilohu B.
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For good and valuable consideration, receipt
of which is hereby acknowledged, Institution
and the CRO hereby agree as follows:

1. The Study.
ﬁ (“Investigator”) shall be

(b)

(c)

(d)

(e)

the principal investigator for the
Study.

The Protocol is hereby
incorporated herein by this
reference and shall govern the
conduct of the Study. CRO, at the
direction of the 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 Institution
and/or Investigator.

Institution shall conduct the
Study at Institution’s location
identified on the signature page
below ("Site”) by performing or
causing to be performed, those
clinical research activities and
tests described in the Protocol
which are the responsibility of the
Investigator.

The budget attached hereto as
Exhibit A and incorporated herein
by this reference (“Budget”) sets
forth all of the payments that
CRO shall pay Institution for the
conduct of the Study.

Institution shall comply with, and
cause Investigator to comply
with, all of the terms and
requirements of this Agreement
and the Protocol. Neither
Institution nor the Investigator
shall make any changes to this
Agreement or the Protocol or in
any way deviate therefrom
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O QUINTILES’

Za odpovidajici protiplnéni, jehoz pfijeti a
dostateCna vySe jsou timto potvrzeny,
Zdravotnické zafizeni a CRO timto sjednavaji
nasleduijici:

1.  Studie.

@) I (.zZkousejic™)  bude

hlavnim zkousejicim Studie.

(b) Protokol je zde timto zaclenén
formou odkazu a provadéni
Studie se jim bude fidit. CRO bude
mit na pokyn Zadavatele pravo
Protokol upravovat a/nebo
doplnovat v souladu s veskerymi
pravnimi predpisy a tyto Upravy
a/nebo  doplnéni  oznamovat
Zdravotnickému zafizeni a/nebo
Zadavateli.

(c) Zdravotnické zarizeni bude Studii
realizovat v misté Zdravotnického
zarizeni uvedeném na podpisové
strané nize (,Misto provadéni
klinického hodnoceni”), a to tak,
Ze bude cinnosti a testy v ramci
klinického hodnoceni popsané
v Protokolu, za néz odpovida
Zkousejici, provadét samo nebo
zprostredkované.

(d) Rozpocet, ktery zde tvori Prilohu
A a ktery je do této Smlouvy
zaClenén formou tohoto odkazu
(dale jen ,Rozpocet“), stanovi
vSechny platby, které ma CRO
poukazat Zdravotnickému zarizeni
za realizaci Studie.

(e) Zdravotnické  zafizeni  bude
postupovat (a zajisti, aby tak cinil
[ Zkousejici) v souladu
s podminkami a  pozadavky
stanovenymi touto Smlouvou a v
Protokolu. Zdravotnické zarizeni
ani  Zkousejici nesmi provadét
Zadné zmény této Smlouvy ani
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without the prior written consent
of the CRO. If any term of this
Agreement regarding the conduct
of the Study is in conflict with any
term of the Protocol, the Protocol
shall control.

O QUINTILES’

Protokolu, ani se od nich jakkoli
odchylovat, pokud si ktomu
neopatfi  predchozi  pisemny
souhlas CRO. Ocitne-li se néktera
z podminek této Smlouvy ohledné
provadéni  Studie v rozporu

s jakoukoli podminkou Protokolu,
urCujici je to, co je uvedeno v
Protokolu.

2. Obecné povinnosti Zkousejiciho a
Zdravotnického zarizeni.
(a) Zkousejici:
(i) Bude Hlavnim zkousejicim Studie

2.  General Obligations of Investigator and
Institution.
(@) The Investigator shall be

responsible for:

(i) serving as the Principal
Investigator for the Study
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);

(i) promptly submitting to
CRO, a curriculum vitae for
Investigator and any sub-
investigator;

(i) for the purposes of the U.S.
regulatory  requirements
promptly  signing and
submitting to CRO, a
Certificate  of  Financial

vsouladu se zakonem ¢
378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich
zakonl, ve znéni pozdéjsich
predpisd (dale jen ,Zakon o
lé¢ivech™), vyhlagkou & 226/2008
Sb., o spravné klinické praxi a
blizSich podminkach klinického
hodnoceni lécivych pripravkl, ve
znéni pozdéjSich predpist (dale
jen ,Vyhlaska"), a dale v souladu
se zakonem ¢. 372/2011 Sb., o
zdravotnich sluzbach a
podminkach jejich poskytovani
(zakon o zdravotnich sluzbach;

(i) Bude neprodlené predkladat
CRO Zivotopis Zkousejiciho a
pripadného
spoluzkousejiciho;

(iii)Ke splnéni pozadavkd
americkych regulacnich
organl bude neprodlené
podepisovat a predkladat
CRO vypInéné Formulare

Disclosure, which will be finanéniho prohlageni
provided by the CRO, dodané ze strany CRO spolu
together with a similar s podobné podepsanym
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signed Certificate for any
sub-investigator, and
promptly notifying CRO in
writing if any relevant
changes occur in the
information included in
such Certificate(s) during
the Study or during the
twelve (12) month period
immediately following the
completion of the Study at
the Site;

O QUINTILES’

Formularem financniho
prohldseni za prislusného
spoluzkousejiciho, a
neprodlené bude CRO
pissmné informovat o

pfipadnych zménach
v Udajich uvadénych
v téchto Formulafich,

knimz dojde  béhem
realizace Studie nebo
béhem dvanacti (12) mésicd

bezprostredné nasledujicich
po dokonéeni realizace
Studie v Misté provadéni
klinického hodnoceni;

(iv) V souladu s pozadavky

(iv) pursuant to U.S. the americkych regulacnich
regulatory  requirements organl bude neprodlené
promptly  signing and podepisovat a predkladat
submitting to CRO, a CRO Prohlaseni Zkousejiciho

Statement of the dle vzoru dodaného ze
Investigator, which form strany CRO;
will be provided by the

CRO; (v) Pfed zahdjenim realizace
Studie si opatfi kladné
stanovisko prislusné Etické
komise (,Etickd komise™)
k Protokolu, vzoru
Informovaného  souhlasu,
Povoleni  Subjektu  (viz

(v) obtaining, prior to
commencing the Study, the
favorable opinion of the
respective Ethics
Committee ("EC") of the
Protocol, the Informed

Consent template, the definice  tohoto  pojmu
Subject Authorization (as vodst. 3(f)), pokud se
defined in Section 3(f)), if poskytuje mimo

Informovany souhlas, a
k jakékoli inzerci Studie a

separate from the Informed
Consent, any Study

advertisements and any dalSim dokumenttim
further documents related spojenym se Studii a
to the Study and requested pozadovanym platnou
by applicable laws and/or pravni  Upravou a/nebo
EC, predpisy EC;

(vi)Bude Studii v Misté provadéni
klinického hodnoceni
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(b)

(vi)

(vii)

(viii)

personally conducting or
supervising the Study at the
Site;

fully  cooperating  with
Sponsor and CRO in the
conduct of the Study,
including, without
limitation, permitting Site
visits, preparing and
submitting Case Report
Forms and all other reports
required by the Protocol
and applicable Laws on a
timely basis given by the
Protocol and applicable
Laws and providing access
to Study Records (as
hereinafter defined);

compliance with the
procedures stipulated by
the Protocol and applicable
laws on recording and
reporting of all Study-
related reports, including,
without limitation, ensuring
the accuracy,
completeness, legibility and
timeliness of the reported
data.

Institution shall comply with and
shall cause Investigator, any sub-
investigator or other colleague of
the Investigator to comply with:

(i)

all requirements of the
Protocol approved by the
Sponsor and any
amendments or
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(vii)

(viii)

(b) Zdravotnické

O QUINTILES’

osobné provadét nebo na

jeji  provadéni  osobné
dohlizet;
Bude pIné spolupracovat se

Zadavatelem a CRO pri
provadéni Studie, zejména
bude povolovat navstévy
Mista provadéni klinického

hodnoceni, sestavovat a
predkladat formulare
k zaznamu udajtl o

subjektech hodnoceni (Case
Report Forms) a veskeré

dalsSi vykazy pozadované
Protokolem a platnymi
predpisy ve lhdtach

stanovenych v Protokolu a
platné pravni Upravé, a
umoznovat pristup
k Zaznamlm Studie (viz
definice nize);

Bude dodrzovat postupy
stanovené v Protokolu a v
platnych zakonnych
predpisech 0
zaznamenavani a
vykazovani vSech zprav
tykajicich se Studie,

zejména bude odpovidat za
presnost, Uplnost, Citelnost
a aktualnost vykazovanych
Udajd.

zarizeni  bude

dodrzovat (a zajisti, aby tak cinil i

ZkousSejici, pripadni

spoluzkousejici a dalsi kolegové

Zkousejiciho):

(i) VSechny podminky
Protokolu schvalené
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(c)

(i)
(iii)

(iv)

(v)
(vi)

supplements thereto which
are communicated in
writing as contemplated
above;

the EC opinion;

all conditions specified in
the Statement of
Investigator;

all applicable Czech laws
and regulations, including
without limitation, the Act
on Pharmaceuticals and the
Decree;

Good Clinical  Practice
Guidelines; and

the ICH Harmonized
Tripartite  Guideline for
Good Clinical Practice ("ICH
Guidelines”).

Institution shall ensure that
Investigator:

0)

(if)

has read and understands
all information in the
Investigator’s Brochure
provided to Investigator by
Sponsor or CRO, including
the potential risks and side
effects of the drug(s) which
are the subject of the Study
(collectively, “Study
Drug(s)”); and

consents to the disclosure
by CRO or Sponsor of
certain financial information
concerning Investigator
and/or any sub-investigator
pursuant to U.S. regulatory
requirements.
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O QUINTILES’

Protokolu pisemné
oznamené vyse uvedenym
zplsobem;

(i)  Stanovisko EC;

(iii) VSechny podminky uvedené
v Prohlaseni Zkousejiciho;

(iv) VSechny platné  cCeské
zakonné a podzakonné
predpisy, zejména Zakon o
|éCivech a Vyhlasku;

(v) Pravidla spravné Kklinické
praxe; a

(vi) Pravidla ICH oznacovana
jako ,Harmonized Tripartite
Guideline for Good Clinical
Practice™ (dale jen ,Pravidla

ICH").
(c) Zdravotnické zarizeni zajisti, aby
ZkousSejici:
(i) precetl a pochopil vSechny
informace uvedené
v Brozure  Zkousejiciho,
kterou Zkousejicimu

predal Zadavatel nebo
CRO, vcetné potencialnich
rizik a vedlejSich ucinkd
léCivych pripravkd, které
jsou predmétem Studie
(ddle jen ,Hodnocené
lé¢ivo/Hodnocena
léciva”); a

(i) souhlasil stim, aby CRO
nebo Zadavatel poskytovali
konkrétni financni informace
tykajici se  ZkouSejiciho
a/nebo jakéhokoli
spoluzkousejiciho v souladu
s pozadavky  americkych
regulacnich organd.
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3.  Study Initiation and Subject 3.
Enrollment.
(@) If requested by Sponsor or CRO,

(b)

(©)

Investigator shall attend and
participate in an investigator’s
meeting or other initiation
meeting; provided CRO
reimburses  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 CRO within sixty
(60) days of the date of the
meeting. CRO shall make such
reimbursements within thirty (30)
days of receiving acceptable
detailed documentation of such
expenses.

Investigator shall limit enrollment
of subjects to the maximum
number specified in the Budget.
Notwithstanding such maximum,
Investigator acknowledges that
Sponsor and CRO reserve the
right to limit entry or enrollment
of subjects at any time on written
notice to Investigator.

Investigator shall obtain the
written approval of CRO, Sponsor
and the EC of:

(i) the form of Informed
Consent signed by subjects
enrolling in the Study;

(i) the Subject Authorization, if
separate from the Informed
Consent;

(ii) the text of any

communication  soliciting
subjects for the Study
before placement,

including, but not limited to,
newspaper and radio
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O QUINTILES’

Zahajeni Studie a zafazovani subjektd.

(@)

(b)

(c)

Pokud o to Zadavatel nebo CRO
pozadaji, Zkousejici se bude
Ucastnit schlizky Zakousejiciho
nebo jiné zahajovaci akci, pficemz
CRO v souvislosti s tim proplati
Zkousejicimu opravnéneé vzniklé a
priméfené cestovni vydaje a
ubytovani. Stvrzenky dokladajici
naklady spojené s témito
schlizkami musi byt predlozeny
CRO ve |h{té Sedesati (60) dnd
ode dne konani predmétné
schlizky. CRO bude Uhradu
provadét ve Ih{té triceti (30) dnli
od obdrzeni odpovidajici
podrobné dokumentace téchto
nakladd.

Zkousejici omezi nabor subjektl
na maximalni pocet stanoveny
v Rozpoctu. Bez ohledu na tento
maximalni pocet Zkousejici bere
na védomi, ze Zadavatel a CRO si
vyhrazuji pravo vstup nebo
zarazeni subjektl kdykoli omezit a
toto omezeni pisemné oznamit
Zkousejicimu.

ZkousSejici je povinen si opatfit
pisemny souhlas CRO, Zadavatele
a EC ohledné:

(i) Formulare Informovaného
souhlasu podepsaného
subjekty zarazovanymi do
Studie;

(ii) Povoleni  Subjektu,  je-li
poskytovan mimo

Informovany souhlas;
(iii) znéni jakéhokoli oznameni

k ndboru  subjektd  do
Studie, a to pred jeho
zverejnénim, konkrétné
v pripadé  novinové a
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advertisements, direct mail

O QUINTILES’

rozhlasové inzerce, pfimych

pieces, Internet zasilek, internetové reklamy
advertisements or nebo sdéleni, a
communications, and informacénich  zpravodajd,
newsletters, which pti¢em? tato oznameni musi
communications must byt v souladu s platnymi
comply with applicable

laws,  regulations and
guidelines; and

zakonnymi a podzakonnymi
predpisy; a

(iv) any further documents (iv) prlpadnyclg . ,daI5|ch
related to the Study and dokumentd  tykajicich ~ se
requested by the applicable Studie a pozadovanych
laws and/or the EC. E'é‘tnym' predpisy a/nebo

(d) Investigator shall refrain from (d) Zkousejici nebude jinému  |ékafi
paying any fees to another vyplacet Zzadnou odmeénu za
physician for the referral of doporuceni subjektd.

subjects. (e) Zkousejici ze Studie vyloudi ty

(e) Investigator shall exclude from subjekty, které jsou soucasné
the Study any subject who is zatazeny do jiného Klinického
simultaneously enrolled in any hodnoceni nebo Studie, ledaZze
g:)r:)?wrsglrmlc;?)legflllyor s;l;i)e’nlfc?e?ﬁ Zadavatel toto zafazeni pisemné

schvali.

writing to suc_h enroIIment._ _ () Pred zarazenim jednotlivych

() Eﬁforztegrolhr}g eafc:_h s:cub]ecth "ﬂ subjektl do Studie je Zkousejici
obiain' udy, investigator - sha povinen si opatfit:

(i) an. approved Informed (i) Schvaleny Informovva’n;'/
Consent signed by or on souhlas podepsany - kazdym
behalf of each subject; and 'sutajekte.m nebo jeho

(i) an approved authorization . Jmenem; a ) ,
(either separately or included (if) Schvalene  povoleni  (bud

in the Informed Consent),
signed by or on behalf of such
subject permitting the
transfer of protected health
information (the “Subject
Authorization”).

Study Drug(s) / Supplies.

(a)

CRO shall supply, or shall ensure
that a duly authorized agent of
Sponsor supplies Institution with

samostatné nebo zaclenéné
do Informovaného souhlasu),
podepsané kazdym subjektem
nebo jeho jménem, jimz se
povoluje prevod chranénych
Udaji o zdravotnim stavu
(,Povoleni Subjektu”).

4. Hodnocena léciva/material ke Studii.

(a)

CRO bude Zdravotnickému
zarizeni dodavat (nebo zajisti, aby

Takeda, Vonoprazan-2001, KXA42984/Czech Republic
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(b)

the Study Drug(s) described in
the Protocol. All Study Drug(s)
will be used solely in accordance
with the Protocol and may not be
used for any other purposes.
Institution and Investigator shall
comply with all laws and
regulations governing the
disposition or destruction of
Study Drugs and any instructions
from CRO that are not
inconsistent with such laws and
regulations.

CRO shall ensure that the
Sponsor also provides “study
supplies” for the collection of
blood, urine, and other biologics
(e.g., vials, needles, syringes,
etc.) and Case Report Forms for
the recording of Study data.

5.  Study Records.

@)

The term “Study Records” shall
mean, collectively, all
documentation and other records
(whether in written or electronic
format) related to the conduct of
the Study, including without
limitation, documentation and
records concerning:

(i) the Site;

(i) the solicitation, screening,
evaluation, enrollment and
testing of subjects
(including the relevant
portions of other pertinent
records concerning such
subjects);
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(b)

O QUINTILES’

tak Cinil Fadné zmocnény zastupce
Zadavatele) Hodnocené
lé¢ivo/Hodnocena IéCiva popsana
Vv Protokolu. Hodnocené
léCivo/Hodnocena léciva budou
pouzivana vyhradné v souladu
s Protokolem a nesmi byt
pouzivana  k zadnym  jinym
uceldm. Zdravotnické zafizeni a
Zkousejici  budou  postupovat
v souladu se vSemi zakonnymi a
podzakonnymi predpisy
upravujicimi manipulaci
s Hodnocenym
léCivem/Hodnocenymi léCivy nebo
jejich likvidaci a dale v souladu
s pokyny CRO, které témto
zakonnym a  podzakonnym
predpistim neodporuiji.

CRO zaijisti, aby Zadavatel rovnéz

dodaval material ke  Studii
potfebny k odbéru krve, sbéru
moCi a jiného biologického

materidlu (napf. |ékovky, jehly,
stfikacky, atp.) a Formulare
k zaznamu Udaji o subjektech
hodnoceni v ramci Studie.

5. Zaznamy o Studii.

(a)

Pojem ,Zaznamy o  Studii”
znamena spolecné  veskerou
dokumentaci a dalsi zaznamy (v
tiSténé nebo elektronické podobé)
tykajici se provadéni Studie,
zejména vCetné dokumentace a
zaznam{ ohledné:

(i) Mista provadeéni klinického

hodnoceni ;

(i) naboru, vstupnich
prohlidek, hodnoceni,
zarazovani a testovani
subjektd (véetné
relevantnich casti dalSich
zaznaml tykajicich se

téchto subjektd);
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(b)

(iii) the procedures, tests and
other activities performed
during the Study; and

(iv) all financial transactions

related to the Study.

All  Study Records must be

retained for the longer of:

(i) two (2) years after the last
approval for marketing in
an ICH-region and no more
marketing applications are
pending or contemplated in
an ICH-region; or

(i) two (2) years after formal
discontinuation of clinical
development of the Study
Drug.

In no event, including without
limitation expiration of the
retention periods above, shall
Investigator or Institution
remove from the Site or destroy
any Study Records without the
prior written consent of Sponsor.

6. Compensation. CRO shall ensure that
the Sponsor provides financial support
for the Study in accordance with this
Section:

(@) The

Budget indicates the
maximum amount that will be
paid for the conduct of the
Study. The estimated value of
financial payment under this
Agreement shall be
approximately CZK 51 888,-.
Unless Institution otherwise
consents in  writing, all
compensation and payments
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(i) postupl, zkousek a dalSich
Ukond provadénych
béhem Studie; a

(iv) vSech penéznich transakci

tykajicich se Studie.

VSechny Zaznamy o Studii je

treba uchovavat po dobu:

(i) dvou (2) let od posledniho
povoleni k prodeji
V regionu ICH, za
predpokladu, ze v tomto

regionu neexistuji
nevyrizené ani planované
(ale dosud nepodané)
Zadosti ) povoleni

prodeje; nebo
(i) dvou (2) let od uredniho
preruseni klinického vyvoje
Hodnoceného léciva,
podle toho, ktera znich bude
delsi.

V zadném pripadé, ani pri uplynuti

vySe uvedenych Ih{t, nesmi
Zkousejici  ani  Zdravotnické
zarizeni  z Mista provadéni

klinického hodnoceni odstranovat
ani likvidovat zadné Zaznamy o
Studii bez predchoziho pisemného
souhlasu Zadavatele.

6. Nahrada. CRO =zajisti, aby Zadavatel
Studii financné podporoval v souladu
s timto ¢lankem:
(@) V Rozpoctu

bude  uvedena
maximalni Castka, kterda bude
uhrazena za realizaci Studie.
Predpokladana hodnota
finan¢niho plnéni dle podminek
této Smlouvy Cini priblizné
51 888,- KC. Pokud Zdravotnické
zarizeni nebude pisemné
souhlasit jinak, vSechny nahrady
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shall be made directly to a platby budou poukazovany
Institution. primo Zdravotnickému zafizeni.
_ . (b) U Castek v Rozpoctu vyhrazenych

(b) For those amounts designated in k Ghradé slufeb za subjekty
the Budget for subject services, hodnoceni budou Ghrady
payment will be made _o.nly for provadény pouze za skutedny
E)r;icaefjtﬁfelsnumggfg;:'eﬂts aniﬂ poéetv vnévétév a procedury

. skutecne provedené v souladu s
accordance with the Protocol, Protokolem. s tim. e thrada za
except that in no event shall v v s
payment for such subject ty,to sluzby nl_kd;,/ ,nepresahvne
services exceed the maximum nasobek  maximalniho - poctu
number of subjects specified in subJektuv hodnocenll uvedveneho
the Budget multiplied by the v Rozpoctu a celkové odmeny za
total fees per-subject for all jeden  subjekt u  vSech
required subject services. pozadovanych sluzeb za subjekty

hodnoceni.

(c) Itisexpected that for all services (c) Ocekava se, ze u vSech sluzeb
required under the Protocol for poZzadovanych z titulu Protokolu,
which Sponsor has agreed to za nd& se Zadavatel zavazal
provide compens_ation, Sponsor, provést Uhradu, bude jedinym
through CRO will b_e the sole zdrojem Ghrady Zadavatel
source of compensation. prosttednictvim CRO.

(d) To be eligible for payment, all (d) Uhrve?du v Izve ;v)rovest pouze
Protocol procedures must have vprlpade,, ze vsechny postupy
been performed in full stanovene v Prgtokolu byly
compliance with the Protocol and provedeny ~ plne v souladu
this Agreement, and the data s Protokolem a touto Smiouvou a
submitted must be complete and ze vsechny predkladane Uudaje
correct. For data to be complete byly Gpiné a spravné, kazdy
and correct, each subject must subjekt podepsal informovany
have signed an EC-approved souhlas na formulafi schvaleném
informed consent document, a EC, dale Povoleni subjektu — je-li
Subject Authorization, if separate poskytovano samostatné a nikoli
from the Informed Consent, and v ramci Informovaného souhlasu,
all procedures designated in the a dale v pripadé provedeni vsech
Protocol must have been carried postupd dle  Protokolu  pfi
out on a "best efforts” basis, with vynaloZeni maximalniho Usili a za
all _omissions satisfactorily predpokladu uspokojivého
explained. vysvétleni véech opomenuti.

(e) When data is reviewed during a

scheduled Site visit by CRO,
Investigator shall have all
reasonably available data
obtained through the preceding
day complete and ready for

(e) Pri kontrole udajd béhem planované

navstévy Mista provadéni klinického
hodnoceni ze strany CRO bude mit

Zkousejici

vSechny  pFimérené

pristupné U(daje ziskané béhem
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(9)

(h)

evaluation. CRO reserves the
right to refuse payment for data
not received by CRO within ten
(10) days after the Site visit.

No deductions for taxes of any
kind shall be made from any
payments paid  hereunder.
Payment of all applicable taxes
shall be the sole responsibility of
the payee hereunder.

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

Institution and Investigator
agree that their judgment with
respect to the advice and care of
each patient will not be affected
by the compensation they receive
from this Agreement, that such
compensation does not exceed
the fair market value of the
services they are providing, and
that no payments are being
provided to them for the purpose
of inducing them to purchase or
prescribe any drugs, devices or
products. If the Sponsor or CRO
provides any free products or
items for use in the Study,
Institution and  Investigator
agree that they will not bill any
patient, insurer or governmental
agency, or any other third party,
for such free products or items.
Institution and  Investigator
agree that they will not bill any
patient, insurer, or governmental
agency for any visits, services or
expenses incurred during the
Study for which they have
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predchoziho dne v Uplném rozsahu a
pfipravené ke kontrole. CRO si
vyhrazuje pravo odmitnout provést
Uhradu za Udaje, které neobdrzi do
deseti (10) dnl od navstévy Mista
provadéni klinického hodnoceni.

(f)Z plateb provadénych z titulu této

Smlouvy nelze provadét zadné
danové srazky. Za Uhradu
prislusnych dani  odpovida
vyhradné prijemce plateb z této
Smiouvy.

(g) Zdravotnické zarizeni bude mit

tficet (30) dnl od obdrzeni
zavéreCné platby na to, aby
pripadné napadlo  jakékoli
platebni nesrovnalosti  vzniklé
béhem realizace Studie.

(h) Zdravotnické zafizeni a Zkousejici se

zavazuji, Ze jejich Usudek, pokud jde
o poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén
Uhradou, kterou obdrzi na zakladé
této Smlouvy, a dale osvédcuji, ze
tato Uhrada nepresahuje redlnou
trzni  hodnotu  sluzeb, které
poskytuji, a Zze zadné platby nejsou
poskytovany za Ucelem primét jej k
nakupu nebo predepisovani
jakychkoli Ik, nastrojd nebo
produktl. Pokud Zadavatel nebo
CRO poskytne néjaké produkty nebo
predméty pro pouziti ve Studii
zdarma, Zdravotnické zarizeni a
Zkousejici se zavazuji, Zze nebudou
pozadovat Uhradu po Zadném
subjektu  hodnoceni, pojistovné
nebo statnim Uradé ani jiné treti
osobé za tyto zdarma poskytnuté
produkty nebo predméty.
Zdravotnické zafizeni a Zkousejici se
zavazuji, Ze nebudou Zadat Uhradu
po zadném subjektu hodnoceni,
pojiStovné nebo statnim Uradé za
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received compensation from CRO
or Sponsor, or which are not part
of the ordinary care they would
normally provide for the patient.

7. Inspections and Audits.

(a)

(b)

Sponsor, CRO (and any duly
authorized agents of either of
them), the State Institute for
Drug Control ("SUKL"), and the
EC, as well as U.S. and other
foreign regulatory agencies, shall
have the right, at any time, to
inspect the Site and Study
Records of the Investigator,
Institution, any sub-investigator
and any employee, agent or
contractor of any of them.
Information  obtained  from
inspections by or on behalf of
Sponsor may be shared among
Sponsor, CRO and their
respective  duly  authorized
representatives. Upon CRO or
Sponsor’s request, Institution
and Investigator shall provide
CRO and/or Sponsor copies of
any information requested by,
provided to or received by SUKL,
the EC or any U.S. or foreign
regulatory agency.

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
Institution’s and Investigator’s
participation in the Study.
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navstévy, sluzby nebo vydaje vzniklé
v pribéhu Studie, za které obdrzeli
od CRO nebo Zadavatele nahradu,
nebo které nejsou soucasti bézné
péCe, kterou by za normalnich
okolnosti poskytli subjektu
hodnoceni.

7. Kontroly a audity.

(a) Zadavatel, CRO (a fadné zmocnéni

zastupci kteréhokoli z nich), Statni
urad pro kontrolu IéCiv (dale jen
,SUKL") a ESC, stejné jako americké
a jiné zahranicni regulacni Urady
mohou kdykoli provadét kontrolu
Mista provadéni klinického hodnoceni
a Zaznaml o Studii Zkousejiciho,
Zdravotnického zafizeni, jakéhokoli
spoluzkousejiciho, zastupce nebo
dodavatele kteréhokoli z nich. Udaje,
které ziska z téchto kontrol Zadavatel
nebo které jsou ziskany jeho jménem,
mohou mezi sebou sdilet Zadavatel,
CRO a jejich fadné zmocnéni
zastupci. Na vyzvu CRO nebo
Zadavatele Zdravotnické zarizeni a
ZkouSejici  predlozi CRO a/nebo
Zadavateli kopie jakychkoli informaci,
které si vyzadal SUKL, EC nebo
americky ¢i jiny zahrani¢ni regulacni
Urad, nebo které témto byly
poskytnuty nebo které tyto obdrzely.

(b) Pokud néjaka takova kontrola

odhali nedodrzovani této
Smlouvy, je dodrzovani opravnén
zajistit Zadavatel a/nebo CRO,
popf. Zadavatel a/nebo CRO
prerusi dodavky Hodnoceného
léCiva/Hodnocenych IéCiv a ukonci
Ucast Zdravotnického zarizeni a
Zkousejiciho na Studii.
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Debarment Certification.  Institution 8. Potvrzeni o zakazu vykonu cinnosti.

hereby certifies that neither Institution,
nor Investigator, nor any of their
employees, agents, sub-investigators,
contractors, or any other person or
entity used in any capacity in
connection with the Study has been
debarred by the FDA under the
provisions of the U.S. Generic Drug
Enforcement Act of 1992 or otherwise
prohibited from participating in the
pharmaceutical industry by any
relevant authority. If any such person
or entity becomes debarred or is the
subject of a debarment proceeding at
any time during this Study, Institution
shall immediately notify CRO in writing.
Promptly upon the completion of this
Study, Institution shall renew the
above certification by means of a
written statement provided to CRO.

9. Confidentiality and Non-Use.

(@) All information provided to
Institution by CRO, Sponsor or
any representative of either of
them (including without
limitation, the terms of this
Agreement, the Protocol,
Investigator brochure, Study
Drug, any trade secret,
proprietary data, procedure,
method, compound or
formulation) shall be deemed the
sole property and confidential
information of Sponsor, and
Institution shall not disclose to
any third party or use such
information for any purpose
other than the conduct of the
Study.

Takeda, Vonoprazan-2001, KXA42984/Czech Republic
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Zdravotnické zarizeni timto osvédcuje,
Ze Zdravotnické zafizeni ani Zkousejici,
ani nikdo zjejich zaméstnancd,
zastupcd, spoluzkousejicich,
dodavatelll, ani Zadna jind osoba Ci
subjekt, jejichz sluzeb je jakkoli
vyuzivano v souvislosti se Studii, nejsou
predmétem zakazu Cinnosti z titulu FDA
v souladu s ustanovenimi Zakona USA
z r. 1992 o generickych |éCivech, ani jim
zadny prislusny organ jinak nezakazal
¢innost ve farmaceutickém odvétvi.
Pokud nékteré takové osobé ¢i subjektu
bude Cdinnost zakazana nebo bude
probihat ohledné nich fizeni o zakazu
Cinnosti béhem doby platnosti této
Studie, Zdravotnické zarizeni o tom
bude bez prodleni CRO pisemné
informovat. Neprodlené po dokonceni
této Studie Zdravotnické zarizeni toto
osvédceni zopakuje formou pisemného
prohlaseni predlozeného CRO.

9. Zavazek milcenlivosti a nepouzivani

udaijd.

(@) VSechny Udaje  poskytnuté
Zdravotnickému zarizeni ze strany
CRO, Zadavatele nebo zastupce
kteréhokoli  z nich  (zejména
v€etné informaci o podminkach
této Smlouvy, Protokolu, brozury
Zkousejiciho, Hodnoceného
léCiva, jakéhokoli obchodniho
tajemstvi, zakonem chranénych
informaci, postupli, metod, latek
nebo prepardtl) se budou
povazovat za vyhradni vlastnictvi
a dlvérné informace Zadavatele a
Zdravotnické zarizeni tyto nesmi
sdélovat tretim osobam, ani je
vyuzivat kjinym Gcellm nez
k realizaci této Studie.
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(b)

(c)

(d)

All information generated by
Investigator and/or Institution in
connection with the Study
(including without limitation, all
Study Records and Case Report
Forms, but excluding patient
records) shall be deemed the
sole property and confidential
information of Sponsor and,
from the date of receipt until the
tenth (10th) anniversary of the
date the Study Drug is approved
for marketing in the Czech
Republic, Institution shall not
disclose to any third party or use
such information for any purpose
other than the conduct of the
Study or the publications of
Study results in accordance with
Section 10.

Notwithstanding the foregoing,
the obligation of confidentiality
and non-use set forth above in
subparagraphs (a) and (b) above
shall not apply to the extent that:

(i) Sponsor or CRO gives

Institution written
permission to use or
disclose any such

confidential information; or

(i) particular information is
required by law or
regulation to be disclosed
to the EC, the subject, the
SUKL or other regulatory
authorities.

To the extent any use or
disclosure of such confidential
information is desired,
Institution shall promptly notify
CRO in writing and shall not use
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(b) Veskeré informace vygenerované
Zkousejicim a/nebo
Zdravotnickym zarizenim
v souvislosti s touto Studii
(zejména vcetné vSech Zaznamii
o Studii a zaznaml o subjektech
hodnoceni, ovSem s vyjimkou
zaznam{ o pacientech) se budou
povazovat za vyhradni vlastnictvi
a divérné informace Zadavatele a
poCinaje dnem obdrzeni az do
desatého (10.) wvyroCi dne
povoleni k prodeji Hodnoceného
é¢iva v Ceské republice
Zdravotnické zarizeni nesmi tyto
informace sdélovat tretim
osobam, ani tyto informace
pouzivat jinak neZz k provadéni
Studie nebo k publikaci vystup(
ze Studie v souladu s ¢l. 10.

(c) Bez ohledu na vyse uvedené plati, ze
zavazek micenlivosti a povinnost
nevyuzivat informace, jak je
stanoveno vyse v bodech (a) a (b),
neplati, pokud:

(i) Zadavatel nebo CRO
Zdravotnickému  zafizeni
pisemné povoli pouzivani

nebo poskytovani
jakychkoli takovych
dGvérnych informaci;
nebo

(i) konkrétni informace ma byt
z titulu néjakého zakonného
nebo podzakonného
predpisu poskytnuta EC,
subjektu hodnoceni, SUKL
nebo jinym  regulacnim
organdim.

(d) Je-li pouzivani nebo poskytovani
téchto  ddvérnych  informaci
potrebné, Zdravotnické zafizeni o
tom bude CRO okam?Zité pisemné
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(e)

()

or disclose any such information
until CRO gives written consent
or, in the case of legally required
disclosure, exhausts any legal
actions it may take to prevent or
limit the requested disclosure.

Institution shall be responsible
for ensuring that its employees,
contractors and agents are
obligated to these same terms of
confidentiality and non-use.

The terms of confidentiality and
non-use set forth herein shall
supersede any prior terms of
confidentiality = and  non-use
agreed to by the parties in
connection with this Study.

10. Data and Publications.

(a)

Institution and/or Investigator

shall have the right to publish and

present the results of the Study
provided:

(i) Institution and Investigator
shall not disclose Sponsor’s
confidential and proprietary
technical information;

(ii) Institution and Investigator
shall not publish or present
Study results from a single
site prior to completion of
the Study at all sites
participating in the Study;
and/or
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informovat a tyto informace
nebudou pouzivat ani poskytovat,
dokud CRO ktomu nevyda
pisemny souhlas, popr. jedna-li se
o poskytovani informaci ze
zakona, provede vsechny pravni
ukony, které milze provést
k zabranéni  nebo  omezeni
pozadovaného sdéleni.
Zdravotnické zafizeni je povinno
zajistit, aby jeho zameéstnandi,
dodavatelé a zastupci byli vazani
stejnymi zdvazky micenlivosti a
zadvazky nepouzivani dlvérnych
informaci.

Zde stanoveny zavazek
mlcenlivosti a zavazek
nepouzivani dlvérnych informaci
nahrazuje veskeré predchozi
zavazky micenlivosti a zavazky
nepouzivani dlvérnych informaci

sjednané mezi smluvnimi
stranami v souvislosti s touto
Studii.
10. Udaje a publikace.
(@) Zdravotnické zarfizeni a/nebo

Zkousejici mohou publikovat a
prezentovat vysledky Studie,
ovsem s tim, ze:

(i) Zdravotnické zarizeni a
ZkouSejici nesmi sdélovat
dbvérné a zakonem
chranéné odborné
informace Zadavatele;

(i) Zdravotnické zafizeni a
Zkousejici nesmi publikovat
ani prezentovat vysledky
Studie pochazejici pouze
z jednoho mista provadéni
klinického hodnoceni pred
dokoncenim Studie ve vSech
mistech provadéni
klinického hodnoceni
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(b)

(c)

(d)

(iii)  Institution and
Investigator, at the request
of Sponsor, shall delay
publication or presentation
as provided in
subparagraph (d) below.

Institution acknowledges and
agrees that the Study is being
conducted as part of a multi-
center clinical trial, that data from
all sites will be pooled and
analyzed, and that disclosure of
data from a single site may be
misleading.

Sponsor shall have the right to
publish any data and information
from the Study (including data
and information generated by
Investigator) without the consent
of Institution or Investigator.

Institution and/or Investigator
will provide Sponsor with a copy
of any proposed publication or
presentation for review and
comment at least sixty (60) days
prior to such presentation or
submission for publication. At
the expiration of such sixty (60)
day period, Institution and/or
Investigator may proceed with
the presentation or submission
for publication unless Sponsor
has notified Institution and/or
Investigator in writing that such
proposed publication and/or
presentation discloses Sponsor’s
confidential and  proprietary
technical information. Sponsor
shall inform Institution and/or
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Str.17 z 37

Nemocnice Slany, -

(b)

(c)

(d)

O QUINTILES’

zapojenych do této Studie;
a/nebo

(iii) Zdravotnické zafizeni a
Zkousejici na Zadost
Zadavatele odlozi publikaci
nebo prezentaci v souladu
s bodem (d) nize.

Zdravotnické zafizeni uznava a

souhlasi stim, Zze Studie je
realizovana v ramci klinického
hodnoceni  probihajicho  na

nékolika mistech soucasng, ze
Udaje ze vSech lokalit budou
shromazd'ovany a analyzovany a
Ze zverejhovani udajd z jediného

mista  provadéni  klinického
hodnoceni by mohlo byt
zavadéjici.

Zadavatel je opravnén
zverejiiovat jakékoli Udaje a

informace pochazejici ze Studie
(véetné Gdaji a  informaci
vygenerovanych Zkousejicim) bez
souhlasu Zdravotnického zarizeni
¢i Zkousejiciho.

Zdravotnické zafizeni a/nebo
Zkousejici  bude  Zadavateli
predkladat k posouzeni a

pripominkovani v kopii veskeré
materidly navrhované k publikaci
nebo prezentaci nejméné Sedesat
(60) dnli pred takovou prezentaci
nebo odevzdanim k publikovani.
Po uplynuti této Ihdty Sedesati
(60) dnl mlze Zdravotnické

zarizeni a/nebo Zkousejici
pristoupit  k prezentaci  nebo
odevzdani téchto  materiall

k publikovani, ledaze Zadavatel
Zdravotnickému zafizeni a/nebo
Zkousejicimu pisemné oznami, ze
touto navrhovanou publikaci
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Investigator in writing of any
changes or deletions in such
presentation  or  publication
necessary to protect Sponsor’s

confidential and  proprietary
technical information and
Institution and  Investigator

hereby agree to make any such
changes or deletions prior to
publication.  Further, upon the
request of Sponsor, Institution
and Investigator will delay
publication or presentation (A)
for up to ninety (90) days to
permit Sponsor to take necessary
actions to protect its intellectual
property interests, and (B) until
the Study has been completed at
all sites participating in the Study
and properly analyzed.

(e) Institution, without any
additional compensation, agrees
to assist Sponsor in obtaining
reprints of any Institution and/or
Investigator publication(s)
resulting from the Study.

Inventions. Institution acknowledges
that the idea for the Study was
conceived and developed by Sponsor
or an affiliate of Sponsor and that CRO
or Sponsor approached Institution
and/or Investigator to perform the
Study. Institution hereby
acknowledges that Sponsor shall own
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a/nebo prezentaci dojde ke
sdéleni ddvérnych a zakonem
chranénych odbornych informaci
Zadavatele. Zadavatel je povinen
Zdravotnické  zafizeni a/nebo
Zkousejiciho pisemné informovat
0 potrebé Uprav nebo vypusténi

konkrétnich Casti v téchto
materidlech k prezentaci nebo
publikaci  k zajisténi  ochrany

dvérnych a zakonem chranénych
odbornych informaci Zadavatele,
a Zdravotnické zafizeni a
ZkouSejici se timto zavazuji
provést vSechny takové upravy Ci
vypustit konkrétni ¢asti jesté pred
planovanou publikaci.
Zdravotnické zafizeni a Zkousejici
dale na Zadost Zadavatele odlozi
publikaci nebo prezentaci (A) az
na devadesat (90) dnd, aby
Zadavateli umoznili  pfijmout
opatreni nezbytna k ochrané jeho
prav duSevniho vlastnictvi, a (B)
dokud Studie nebude dokoncena
vSemi misty provadéni klinického
hodnoceni zapojenymi do Studie
a dokud Studie nebude radné
analyzovana.

(e) Zdravotnické zafizeni se bez
naroku na dalSi odménu zavazuije,
Zze bude Zadavateli napomocen
pri ziskavani vytiskl jakychkoli

publikaci ~ Studie  ucinénych
Zdravotnickym zarizenim a/nebo
Zkousejicim.

Vynalezy. Zdravotnické zafizeni uznava,
Ze autorem myslenky realizovat Studii
je Zadavatel nebo jeho propojena
osoba, a Ze s zadosti o realizaci této
Studie se na Zdravotnické zarizeni
a/nebo Zkousejiciho obratil CRO nebo
Zadavatel. Zdravotnické zarizeni timto
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12.

the exclusive right to any and all
inventions or discoveries, whether
patentable or not, which are conceived
or reduced to practice during the
course of the Study by Investigator or
Institution, any sub-investigator or any
of their respective employees or
agents. Institution or Investigator shall
promptly notify CRO in writing of any
such invention or discovery and shall
fully cooperate with Sponsor and CRO
to vest rights therein in Sponsor and to
obtain patents or other legal
protections thereon.

(A) Publicity.

(@) CRO and Sponsor must approve,
in writing, press statements by
Institution regarding the Study or
the Study Drug(s) before the
statements are released.

(b) During and after the Study,
Institution may receive inquiries
from reporters or financial
analysts. CRO requests that
Institution confer with the CRO
representative  assigned to
Institution, before responding to
any such inquiry.

(c) Institution shall not use the
name of CRO, Sponsor or any of
their respective employees or
agents in any advertising or sales
promotional material or in any
publication without the prior
written consent of CRO or
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uznava, ze Zadavatel ma vyhradni
pravo  k veskerym  vynalezdm a
objevlim (bez ohledu na to, zda je Ize
chranit patentem ¢&i nikoli), které pri
realizaci Studie ucinil ZkousSejici nebo
Zdravotnické zarizeni, jakykoli
spoluzkousejici nebo kdokoli z jejich
prislusnych zaméstnancl ¢i zastupcl.
Zdravotnické zafizeni nebo Zkousejici
budou CRO neprodlené pisemné
informovat o jakémkoli takovém
vynalezu nebo objevu a poskytnou
Zadavateli a CRO plnou soucinnost, aby
prava k témto vynalezdm a objeviim
nalezela Zadavateli, a dale k ziskani
patentd nebo jiného rezimu pravni
ochrany k nim.

(A) Publicita.

(@) CRO a Zadavatel jsou povinni
schvalovat  pisemné tiskové
zpravy Zdravotnického zafizeni
tykajici se  Studie  nebo
Hodnoceného
léCiva/Hodnocenych léciv jesté

pred tim, nez tyto tiskové zpravy
budou zverejnény.
(b) Béhem provadéni Studie a po

jejim dokonceni mdze
Zdravotnické zarizeni obdrzet
dotazy od novinafl  nebo
financnich analytikd. CRO
vyzaduje, aby se Zdravotnické
zarizeni pred  zodpovézenim
jakychkoli  takovych  dotazl

nejprve poradilo se zastupcem
CRO pridélenym Zdravotnickému
zarizeni.

(c) Zdravotnické  zafizeni nesmi
pouzivat jméno CRO, Zadavatele
ani zadného jejich prislusného
zaméstnance nebo zastupce v
inzerci  ani v propagacnich
materidlech ani v Zadné publikaci
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Sponsor, as the case may be.
CRO and Sponsor shall not use
the name of Institution or any of
its employees or agents in any
sales promotional material or
publication without prior written
consent of Institution.

(B) Data Protection

Prior to and during the Study, CRO
and/or Sponsor will request, collect
and retain personal information of
Investigator and other Study staff
("Data Subjects”), which may include
their name, contact details and other
personally identifiable information,
such as work experience and
professional qualifications,
publications, resumes, and educational
background. In addition, this personal
information may be transferred to
other parties located in countries
throughout the world (e.g., the United
Kingdom, United States and Japan),
including the following: (i) CRO’s
affiliates; (ii) the Sponsor, its affiliates
and licensing partners; (iii) business
partners assisting the Sponsor, its
affiliates and licensing partners; (iv)
regulatory agencies and other health
authorities; (v) Institutional Review
Boards and Ethics Committees and (vi)
study monitors and auditors.

The Data Subject’s personal
information may be retained,
processed and transferred by CRO and
these other parties for research
purposes including the following: (i)
assessment of the suitability of the
Data Subjects for the Study and/or
other clinical studies; (ii) management,

O QUINTILES’

bez predchoziho pisemného
souhlasu CRO nebo Zadavatele.
CRO a Zadavatel nesmi pouzivat
jméno Zdravotnického zafizeni
ani zadného zjeho pfislusnych
zaméstnancl  ani  zastupcl
v zadnych propagacnich
materidlech ani publikacich bez
predchoziho pisemného souhlasu
Zdravotnického zafizeni.

(B) Ochrana osobnich tdajt

Pred zahajenim Studie a béhem jejiho
provadéni CRO a/nebo Zadavatel
budou vyZadovat, shromazdovat a
uchovavat osobni Udaje Zkousejiciho a
ostatnich pracovnikd zapojenych do
Studie (,Datové subjekty™), jejichz
souCasti mize byt jejich jméno,
kontaktni Udaje a dalsi informace o
jejich totoznosti, jako napf. pracovni
zkuSenosti a odborna kvalifikace,
publikace, Zivotopisy a stupen vzdélani.
Kromé toho tyto osobni Udaje mohou
byt prevadény na jiné osoby jinde ve
svété (napf. Velkd Britanie, USA a
Japonsko), vcetné: (i) propojenych
osob CRO; (ii) Zadavatele, jeho
propojenych  osob a licencnich
partnerd; (iii) obchodnich partner(
spolupracujicich se Zadavatelem, jejich
propojenych  osob a licencnich
partnerll; (iv) regulacnich organli a
dalSich organ( v oblasti zdravotni péce;
(v) Posudkovych komisi a Etickych
komisi Zdravotnického zafizeni a (vi)
organ( provadéjicich dohled nad Studii
a auditord.

Osobni Udaje Datovych subjektl mize
CRO a tyto dalSi osoby uchovavat,
zpracovavat a prevadét pro vyzkumné
Ucely, vcetné: (i) posuzovani vhodnosti
Datovych subjektll pro zafazeni do
Studie a/nebo jinych klinickych studii;
(ii) Fizeni, sledovani, kontroly a auditu
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monitoring, inspection and audit of the
Study; (iii) analysis, review and
verification of the Study results; (iv)
safety reporting and
pharmacovigilance relating to the
Study; (v) preparation and submission
of regulatory filings, financial
disclosures,  correspondence  and
communications to regulatory agencies
relating to the Study; (vi) preparation
and submission of regulatory filings,
correspondence and communications
to regulatory agencies relating to other
medications used in other clinical
studies that may contain the same
chemical compound present in the
Study medication; (vii) inspections and
investigations by regulatory authorities
relating to the Study; (viii) self-
inspection and internal audit within the
CRO and its affiliates and within
Sponsor, its affiliates and licensing
partners; (ix) archiving and audit of
Study records; (x) publication on
www.clinicaltrials.gov and websites
and databases that serve a comparable
purpose; (xi) compliance with legal and
regulatory requirements and (xii) (in
the case of the Investigator only)
storage in databases to facilitate the
selection of investigators and sites for
future clinical trials.

The Sponsor shall be the data
controller for such personal data to the
extent that the personal data is
transferred to the Sponsor or
processed for Study purposes by CRO
on the Sponsor’s behalf, otherwise if
CRO deals with any personal data
under this Agreement for CRO’s own
purposes or otherwise in the manner of
a data controller, CRO shall be the data
controller of such personal data to the
extent of such dealings. CRO will
process all "personal data", as defined
in the Data Protection Directive

O QUINTILES’

Studie; (iii) analyzy, prezkoumani a
ovéfeni  vysledkd  Studie;  (iv)
vykazovani bezpecCnostnich rizik a
farmakovigilance Studie; (v) pripravy a
predkladani  podani  k regulacnim
organdm,  financnich  prohlaseni,
korespondence a komunikace
s regulacnimi organy ohledné Studie;
(vi) pripravy a predkladani podani
k regulacnim organdim, korespondence
a komunikace s regulaénimi organy
ohledné dalSich IéCivych pripravki
pouzivanych v jinych klinickych
studiich, které mohou obsahovat tutéz
chemickou slouceninu, jaka je pritomna
v lécivém pripravku, ktery je hodnocen
v ramci Studie; (vii) kontrol a Setreni
regulacnich organd ohledné Studie;
(viii) vlastni kontroly a interniho auditu
v ramci CRO a jeho propojenych osob a
v ramci Zadavatele, jeho propojenych
osob a licencnich partnerll; (ix)
archivace a auditu zaznam{ Studie; (x)
zverejnéni na www.clinicaltrials.gov a
na webovych strankach a v databazich
slouzicich ke srovnatelnému ucelu; (xi)
dodrzovani zakonnych a regulacnich
pozadavkll a (xii) (pouze v pfipadé
Zkousejiciho) uchovavani v databazich
k usnadnéni vybéru Zkousejicich a mist
pro provadéni budoucich Kklinickych
hodnoceni.

Zadavatel bude tyto osobni Uudaje
spravovat v rozsahu, Vv jakém se
predavaji Zadavateli nebo zpracovavaji
pro Ucely Studie ze strany CRO jménem
Zadavatele, jinak pokud CRO bude
nakladat s jakymikoli osobnimi Udaji dle
této Smlouvy pro své vlastni ucely nebo
jinak ve smyslu spravy dat, bude
osobou zodpovidajici za spravu téchto
dat CRO, a to vrozsahu takového
nakldadani s nimi. CRO bude
zpracovavat vsechny ,osobni udaje",
jak je tento pojem definovan ve
Smérnici ochrany udaj 95/46/EC a
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13.

95/46/EC and in Act No. 101/2000
Coll.,, on the Protection of Personal
Data as amended (collectively "Data
Protection Legislation"), of Data
Subjects for study-related purposes
and all such processing within the
European Economic Area will be
carried out in accordance with the Data
Protection Legislation, and otherwise
(whether within or outside the
European Economic  Area) in
accordance with all applicable laws and
regulations relating to data protection
and data privacy.

Investigator and Institution hereby
give their consent, and agree to obtain
any necessary consents from other
Study staff, for the collection, use,
processing and transfer of personal
data for the above purposes.

Subject Injury Reimbursement.

Sponsor shall reimburse Institution for

the following additional costs:

(@) all reasonable and customary
costs incurred by Institution and
associated with the diagnosis of
an adverse event involving the
Study Drug(s) or a Protocol
procedure; and

(b) all reasonable and customary
costs incurred for treatment of
physical injury to the subject if
Sponsor or CRO, as applicable,
determines, after consulting with
Investigator or Institution, that
the adverse event was
reasonably related to
administration of the Study
Drug(s) or a Protocol procedure;
provided, however, that:
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v zakoné ¢. 101/2000 Sb. o ochrané
osobnich  Udajd, v platném znéni
(spole¢né ,legislativa na ochranu
osobnich Udaji") Datovych subjektd
pro Ucely souvisejici se Studii, pricemz
veskeré takové zpracovavani v ramci
Evropského hospodarského prostoru
bude probihat v souladu s legislativou
na ochranu osobnich Gdaijt a jinak (bud’
uvnitt  nebo vné  Evropského
hospodarského prostoru) v souladu se
vsemi  platnymi  zakonnymi a
podzakonnymi predpisy na ochranu a
utajeni osobnich udaju.

Zkousejici a Zdravotnické zafizeni timto
poskytuji souhlas (a zavazuji se opatfit
si nezbytné souhlasy i od ostatnich
pracovnikl zapojenych do Studie) se
shromazd'ovanim, pouzivanim,
zpracovavanim a prevadénim osobnich
Udajt pro vyse uvedené Ucely.

Nahrada v pripadé djmy subjektd.
Zadavatel nahradi Zdravotnickému
zarizeni nasledujici vicenaklady:

(@) vSechny opravnéné vynalozené a
obvyklé naklady vzniklé
Zdravotnickému zafizeni a
spojené s identifikaci nepfiznivé
reakce spojené s Hodnocenym
léCivem/Hodnocenymi léCivy nebo
postupem dle Protokolu; a

(b) vSechny opravnéné vynalozené a
obvyklé naklady vzniklé
v souvislosti s 1é¢bou fyzické ujmy
subjektu, pokud Zadavatel nebo
CRO po poradce se ZkousSejicim
nebo Zdravotnickym zafizenim
rozhodne, Ze tato nepfrizniva
reakce dGvodné vznikla
v souvislosti s aplikaci
Hodnoceného

léCiva/Hodnocenych 1éCiv nebo
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(i) such costs are not covered
by the subject’s medical or
hospital insurance or other
governmental program
providing such coverage;

(i) the adverse event is not
attributable to the
negligence or misconduct
by Investigator, Institution,
or any sub-investigator or
agent of either of them;

(iii) the adverse event is not
attributable to any
underlying iliness, whether
previously diagnosed or
not;

(iv) the Study Drug(s) or
Protocol procedure was
administered in accordance
with the Protocol; and

(v) the adverse event is not
attributable to the
negligence, recklessness or
willful misconduct of the
Study subject or the failure
of the subject to follow the
instructions of the
Investigator.

Institution acknowledges that
Sponsor, shall have the option of
paying the additional costs
directly to the provider of the
service or to Institution.

O QUINTILES’

postupem dle Protokolu; avSak

s tim, Ze:

(i) tyto ndklady nejsou kryty
zdravotnim pojisténim
subjektu ani nepodléhaji
Zadnému vladnimu
programu, ktery by jejich
kryti zajiStoval,

(i) nepfiznivd reakce nebyla
zplsobena nedbalosti nebo
nespravnym jednanim
Zkousejiciho,
Zdravotnického zarizeni ani
zadného spoluzkousejiciho
nebo zastupce kteréhokoli z
nich;

(iii) nepriznivda reakce nebyla
zplsobena skrytou nemoci,
bez ohledu na to, zda byla
jiz diagnostikovana i nikoli;

(iv) Hodnocené
|é¢ivo/Hodnocena léCiva
byla podavana nebo
postupy dle Protokolu byly
dodrzeny vsouladu s
Protokolem; a

(v) Neprizniva reakce nevznikla

v ddsledku nedbalosti,
lehkovaznosti nebo Umysiné
protipravnim jednanim
subjektu Studie nebo
nedodrZenim pokyn(i
Zkousejicho  ze  strany
tohoto subjektu.

Zdravotnické zafizeni uznava, ze
Zadavatel mize vicenaklady
uhradit pfimo poskytovateli dané
sluzby nebo Zdravotnickému
zarizeni.

14. PojiSténi a odSkodnéni.
Zadavatel uzavie pro Zkousejiciho a
Zadavatele pojisténi odpovédnosti za
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Sponsor will provide clinical trial
insurance of liability for damages for
the Investigator and the Sponsor in
accordance with § 52, par. 3, letter f)
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. A copy of the Certificate of
Insurance is enclosed hereto as Exhibit
C.

In consideration of the performance of
the obligations set forth herein by
Investigator, Institution and any of
their respective regents, trustees,
directors, officers, agents or
employees (collectively,
“Indemnitees”), the Sponsor shall
indemnify, defend and hold harmless
each Indemnitee from and against any
loss, damage, cost or expense
(including reasonable attorneys’ fees)
(collectively “Loss”) which may arise
from any third party claim or suit
alleging physical injury to a subject and
seeking damages directly caused or
contributed to by any substance or
procedure administered in accordance
with the Protocol; provided, however
that:

(@) the Indemnitees shall have
complied with the applicable laws
and regulations  (including
without limitation, obtaining
informed  consents,  Subject
Authorizations, if separate from
the Informed Consent, the EC
and all other necessary approvals
as stipulated by the applicable
laws), the Protocol and all
recommendations furnished by
Sponsor or CRO for the use and
administration of any Study
Drug(s);
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Skody zplsobené klinickym hodnocenim
v souladu s § 52, odst. 3, pism. f) Zakona
o léCivech. Pojisténi bude v rozsahu
pozadovaném ze zakona poskytovat
radné pojistné kryti v pripadé damrti
subjektu hodnoceni nebo odskodnéni
subjektu hodnoceni v pripadé zdravotni
ujmy zplsobené provadénim Studie a
utrpéné béhem jeji realizace. Kopie
pojistného certifikatu zde tvori Prilohu C.

Jako protiplnéni za splnéni zde
stanovenych  zavazkd ze  strany
Zkousejiciho, Zdravotnického zafizeni a
clent jejich spravni rady, spravcd, clenl
predstavenstva, predstaviteld, zastupci
nebo zaméstnancl (dale spolecné jen
JPrijemci odSkodnéni*) se Zadavatel
zavazuje poskytnout témto osobam
jednotlivé odskodnéni a prevzit za né
odpovédnost za jakoukoli ztratu, skodu,
naklady nebo vydaje (vCetné nakladd
pravniho zastoupeni v pfimérené vysi)
(dale spolecné jen ,Ztrata"), které mohou
vzniknout v navaznosti na narok treti
osoby domahajici se odskodnéni za
fyzickou Ujmu pfimo zplsobenou nebo
zCasti pricitatelnou aplikaci jakékoli latky
nebo uplatnénim jakéhokoli postupu
v souladu s Protokolem; avSak za
predpokladu, Ze:

(@) Prijemci  odSkodnéni  dodrzeli
vSechny  platné zadkonné a
podzakonné predpisy (zejména si
opatfili  informované  souhlasy,
Povoleni  subjektu - je-li
poskytovano mimo Informovaného
souhlasu, schvaleni EC a vSechny
dalsi nezbytné souhlasy
pozadované platnou legislativou),
Protokol a vSechna doporuceni
dodand Zadavatelem nebo CRO
k uzivani a podavani jakéhokoli
Hodnoceného 1éciva/Hodnocenych
[éciv;
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(b) Sponsor is promptly notified in
writing of any such claim or suit;

(c) the Indemnitees cooperate fully
in the investigation and defense
of any such claim or suit;

(d) Institution hereby acknowledges
and agrees that the Sponsor
retains the right to defend any
claim or suit in any manner it
deems appropriate, including the
right to retain counsel of its
choice; and

(e) Institution hereby acknowledges
and agrees that the Sponsor shall
have the sole right to settle the
claim; provided, however, that
Sponsor shall not admit fault on
Indemnitees” behalf  without
Indemnitees’ advance written
permission.

Notwithstanding the foregoing, the
indemnification shall not extend to any
Loss to the extent such Loss arises
from the negligence, willful
malfeasance or malpractice by any of
the Indemnitees, it being understood
that the administration of any
substance in accordance with the
Protocol shall not constitute negligence
or malpractice for purposes of this
Agreement. Furthermore, an
Indemnitee shall have the right to
select and obtain representation by
separate legal counsel; provided that
such Indemnitee shall bear all costs
and expense related to such separate

O QUINTILES’

(b) Zadavatel je o takovém naroku
nebo Ffizeni okamzité pisemné
informovan;

(c) Pfijemci odskodnéni  poskytnou
plnou soucinnost pri Setfeni a
popirani takového naroku nebo
fizeni;

(d) Zdravotnické zafizeni timto bere na
védomi a souhlasi stim, aby
Zadavatel mél pravo popirat
jakykoli takovy narok nebo fizeni
jakymkoli zplsobem, jaky uzna za
vhodny, vcetné prava na pravniho
zastupce dle jeho volby; a

(e) Zdravotnické zarizeni timto uznava
a souhlasi s tim, aby Zadavatel
mél vyhradni pravo na urovnani
takového naroku; avsSak s tim, ze
Zadavatel nesmi pfiznat za
Prijemce odskodnéni pochybeni,
aniz by si ktomu od PFijemcd
odskodnéni  opatfil  dopredu
pisemny souhlas.

Bez ohledu na vySe uvedené plati, ze
odskodnéni se nebude hradit za zadnou
Ztratu, pokud byla  zplsobena
nedbalosti,  Umysiné  protipravnim
jednanim nebo nespravnym postupem
nékterého z Pfijemcl  odSkodnéni,
s tim, ze podani jakékoli latky v souladu
s Protokolem podle této Smlouvy
nezaklddd nedbalost ani nespravny
postup. Kazdy Prijemce odskodnéni
bude mit navic pravo zvolit si vlastniho
pravniho zastupce, pricemz veskeré
naklady a vydaje spojené s timto
samostatnym zastupovanim ponese
tento Pfijemce odskodnéni.

CRO se vyslovné vzdava jakékoli

representation. odpovédnosti v souvislosti

s Hodnocenym  |éCivem/Hodnocenymi

CRO expressly disclaims any liability in I&¢ivy, véetné odpovédnosti za Ekody

connection with the Study Drug(s), including

Takeda, Vonoprazan-2001, KXA42984/Czech Republic  13th September 2016
Str.25z37

Nemocnice Slany, -



any liability for any product claim arising out
of a condition caused by or allegedly caused
by the administration of such Study Drug(s)
except to the extent that such liability is
caused by the negligence, willful misconduct
or breach of this Agreement by the CRO.

15. Study Termination.

(a)

(b)

Institution hereby acknowledges
and agrees that Sponsor and CRO
reserve the right to terminate the
participation  of  Institution,
Investigator or any subject in the
Study or the Study itself at any
time and for any or no reason. If
Institution  or  Investigator’s
participation in the Study or the
Study itself is terminated,
Institution shall ensure that
Investigator ceases to enrol
subjects, ceases treatment with
the Study Drug(s) to the extent
medically permissible, and shall
return or dispose of all Study
Drug(s) in accordance with
instructions provided by CRO and
regulatory requirements.

In the event of 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 non-
cancelable costs which were
incurred by Investigator in
connection with the Study as
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zplsobené vadou vyrobku narokované
v disledku stavu zplsobeného nebo
Udajné zplsobeného podanim
Hodnoceného léciva/Hodnocenych
léCiv, ledaze tato odpovédnost plyne z
nedbalosti, Umysiné protipravniho
jednani nebo poruseni této Smlouvy ze
strany CRO.

15. Ukonceni Studie.

(@) Zdravotnické  zafizeni  timto
uznava a souhlasi stim, aby
Zadavatel a CRO méli pravo na
ukonceni Ucasti Zdravotnického
zarizeni,  Zkousejicho  nebo
jakéhokoli subjektu ve Studii,
popf. Studii samotnou, a to
kdykoli, z jakéhokoli dlivodu, i bez
udani dGvodu. Dojde-li
k ukonceni Ucasti Zdravotnického
zarizeni nebo Zkousejiciho ve
Studii nebo bude-li ukoncena
sama Studie, Zdravotnické
zarizeni zajisti, aby ZkousSejici

nadale neprovadél nabor
subjektd, ukondil lécbu
Hodnocenym

léCivem/Hodnocenymi lécivy

vrozsahu, vijakém je to
z |ékarského hlediska pripustné, a
vrati nebo zlikviduje Hodnocené
lé¢ivo/Hodnocena  |éCiva  dle
pokynd CRO a v souladu
s regulacnimi pozadavky.

(b) V pripadé ukonceni bude
provedena Uhrada za vSechny
sluzby vyzadované Protokolem,
které byly poskytnuty az do data
ucinnosti  ukonceni, a dale
primérené neodvolatelné naklady
vzniklé Zkousejicim v souvislosti
se Studii v souladu s Protokolem
a zanesené do Rozpoctu. Pokud
néjaka zaloha nebo jiné platby
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)

16.

Survival.

required under the Protocol and
contemplated in the Budget. If
any advance or other payments
exceed the amount owed for
services performed under the
Protocol, Institution shall
promptly return the excess
balance to CRO.

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

The obligations under

Sections 5, 7, 8, 9, 10, 11, 12, 13, 14, 15, 21
and all definitions herein shall survive the
expiration, termination, or cancellation of
this Agreement.

17. Assignment.
(@) Any assignment of this
Agreement or any rights or

(b)
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obligations hereunder by:

(i) Institution to a third party
shall require the prior
written consent of CRO and
Sponsor; and

CRO to any third party
other than Sponsor shall
require the prior written
consent of Sponsor, but
shall not require the
approval of Institution.

(it)

Institution and CRO hereby
acknowledge that Sponsor may
assign to itself or a third party
responsibility for any or all of
CRO’s rights and obligations
hereunder by written notice to
Institution and CRO.

Nemocnice Slany, -

(c)

16. Pretrvani

O QUINTILES’

prevysSuji castku k Uhradé za
sluzby poskytnuté na zakladé
Protokolu, Zdravotnické zafizeni
rozdil neprodlené vrati CRO.

CRO ani Zadavatel nenese vUGi

Zdravotnickému zafizeni
odpovédnost za pfipadny usly
zisk, uslé prilezitosti ani za jiné
nasledné skody.

v__platnosti. Povinnosti

vymezené v ¢l. 5, 7, 8, 9, 10, 11, 12,
13, 14, 15, 21 a dale vSechny definice
pretrvaji v platnosti i po uplynuti doby

platnosti

této Smlouvy, po jejim

ukonceni nebo zruseni.

17. Postupovani.

(a) Postoupeni této Smlouvy nebo prav
nebo povinnosti z ni vyplyvaijicich ze
strany:

(b)

(i) Zdravotnického zafizeni na

treti osobu vyzaduje
predchozi pisemny
souhlas CRO a

Zadavatele; a
CRO na treti osobu, ktera
neni Zadavatelem, vyzaduije
predchozi pisemny souhlas
Zadavatele, ovsem
nevyzaduje souhlas
Zdravotnického zarizeni.

(i)

Zdravotnické zarizeni a CRO timto
uznavaji, ze Zadavatel mlze na
sebe nebo na treti osobu
postoupit odpovédnost za veskera
prava a povinnosti CRO z této
Smlouvy formou  pisemného
oznameni adresovaného
Zdravotnickému zarizeni a CRO.

13th September 2016



18.

19.

20.

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

Entire Agreement. 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.

Anti-Corruption.

In performing their activities in
connection with this Agreement,
Institution, Investigator and their

employees and agents shall not offer to
make, make, promise, authorize or
accept, and shall comply with all
applicable laws and regulations
prohibiting, any payment or giving
anything of value, including but not
limited to bribes, either directly or
indirectly to any public official,
regulatory authority or anyone else for
the purpose of influencing, inducing or
rewarding any act, omission or decision
which may secure an improper
advantage including to obtain or retain
business. Institution and Investigator
shall notify Sponsor immediately upon
becoming aware of any breach of their
obligations under this Section 20.

Takeda, Vonoprazan-2001, KXA42984/Czech Republic
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18.

19.

20.

O QUINTILES’

Nezavisly dodavatel. PFi provadéni
Studie bude Zkousejici a Zdravotnické
zarizeni va¢i CRO a Zadavateli
vystupovat jako nezavisly dodavatel a
nikoli jako zastupce, spolecnik nebo
zaméstnanec Zadavatele nebo CRO.
Zdravotnické zafizeni ani nikdo z jeho
zaméstnancl ¢ zastupcl nebude mit
opravnéni k uzavirani smluv se tretimi
osobami, kterézto smlouvy by byly
zavazné pro Zadavatele nebo CRO.

Uplnd dohoda. Tato Smlouva zaklada

Uplnou dohodu mezi smluvnimi
stranami a  nahrazuje  vSechny
predchozi vyslovné nebo  micky
predpokladané dohody mezi smluvnimi
stranami ohledné predmétu této
Smlouvy.

Zakaz korupcniho jednani.

Pri provozovani cinnosti v souvislosti
s touto Smlouvou Zdravotnické
zarizeni, Zkousejici a jejich zaméstnanci
a zastupci nebudou nabizet, Ze
provedou, nebudou provadét,
prislibovat, autorizovat nebo pfijimat (a
budou dodrzovat vSechny platné
zakonné a podzakonné predpisy
zakazujici) jakoukoli platbu ani jinou
hodnotu, zejména vcetné Uplatkd, a to
pfimo ¢i nepfimo ve vztahu ke statnim
Urednikim, regula¢nim organdim nebo
ve vztahu ke komukoli jinému s cilem
ovlivnit, privodit nebo odmeénit jakykoli
ukon, neprovedeni Ukonu nebo
rozhodnuti  k zajiSténi neopravnéné
vyhody, vcetné ziskani nebo udrzeni
obchodnich prilezitosti. Zdravotnické
zarizeni a ZkouSejici jsou povinni
Zadavatele  okamzité  informovat,
jakmile se dozvi o jakémkoli poruseni
jejich povinnosti z tohoto ¢l. 20.
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governed by Czech law, including, but
not limited to, the Act and the Decree.
This is without prejudice to obligations
of the parties with regard to FDA
pursuant to applicable U.S. laws.

22. Disputes. Any disputes arising out of this

Agreement shall be resolved by the
competent courts of the Czech
Republic.

23. Publication in accordance with Act no.

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

The Parties agree that no business
secrets or personal information shall be
disclosed or made public as part of such
publication. For the purposes of this
Agreement, such business secrets include
but are not limited to: payment
information attached as Exhibit A, the
minimum enrollment goal, expected
number of Study subjects enrolled and
the expected duration of the Study. As a
result, the Parties have agreed a version
of this Agreement for publication, in
which all business secrets and personal
information have been redacted. This is
attached hereto as Exhibit D (“Agreed
Form”). The Parties agree that the
Institution shall effect the publication of
the Agreed Form on the Agreements
Register within 5 working days of the
Date of Final Signature of this
Agreement. At the time of publication the
Institution will inform CRO / Sponsor of
publishing the Agreement in the

Agreements Register by designating the
following email address: ﬁ as the

21. Governing Law. This Agreement shall be 21.

22,

23.

O QUINTILES’

Rozhodné pravo. Tato Smlouva se Fidi
Ceskym pravem, zejména Zakonem a

Vyhlaskou. Tim nejsou  dotceny
povinnosti smluvni stran v0¢i FDA
v souladu s platnou americkou
legislativou.

Spory. Pripadné spory vyplyvajici z této
Smlouvy budou feSeny pFislusnymi
soudy v Ceskeé republice.

Zverejnéni dle Zakona €. 340/2015 Sb.,
0 registru smluv. Zdravotnické zafizeni,
Zadavatel a CRO timto berou na
védomi, ze dle Zakona €. 340/2015 Sb.,
urCité Udaje této Smlouvy musi byt
zvefejnény v oficidlnim  registru:
https://smlouvy.gov.cz/ ("Registr
smluv”).

Strany souhlasi, ze nebude zverejnéno
jakékoli obchodni tajemstvi i jakykoli
osobni Udaj v ramci tohoto zverejnéni.
Pro Ulely této Smlouvy, takové
obchodni tajemstvi bude zahrnovat
zejména: platebni Udaje pripojené jako
Priloha A, minimalni «cil naboru,
oCekavany pocet subjektl Studie k
zarazeni a predpokladana doba trvani
Studie. V této souvislosti se Strany
dohodly, ze bude pripravena redigovana
verze této Smlouvy pro Ucely zverejnéni,
ze které budou odstranény veskeré
Udaje predstavujici obchodni tajemstvi a
osobni Udaje. Tato verze je zde
pripojena jako Priloha D (“Akceptované
znéni Smlouvy”). Strany souhlasi, Ze
Zdravotnické zarizeni zajisti zverejnéni
Akceptovaného znéni  Smlouvy v
Registru smluv ve |h(té 5 pracovnich
dnl od data posledniho podpisu této
Smlouvy. Ke dni zverejnéni,
Zdravotnické zarfizeni bude informovat
CRO / Zadavatele o zverejnéni Smlouvy
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email address to which a notification of
publication in the Agreements register
shall be sent. Should the Institution fail to
publish the Agreed Form of this
Agreement within 5 working days from
the Date Of Final Signature, the Sponsor
or the CRO may publish the Agreed Form.
If the signature date of this Agreement is
on or after 1 July 2017, the Parties agree
that this Agreement shall not come into
effect until the Agreed Form has been
published in accordance with this clause
(“Effective Date”). In any event, CRO
reserve the right not to provide Study
Drug until this Agreement is published in
accordance with this clause.

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

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

v Registru smluv tak, ze ve formulari
pouzivaném ke zverejnéni smlouvy zada
adresu Il jako e-malovou adresu,
na kterou ma byt zaslana notifikace o
uverejnéni v Registru smluv. Neni-li
Akceptované znéni Smlouvy
Zdravotnickym zafizenim zverejnéno ve
IhGté 5 pracovnich dnd od data
posledniho podpisu, jsou ke zverejnéni
Akceptovaného znéni Smlouvy
opravnéni CRO (i Zadavatel. Pripada-li
datum podpisu této Smlouvy na 1.
Cervenec 2017 ¢i na pozdéjsi den,
Strany timto souhlasi, ze tato Smlouva
nenabude Ucinnosti do okamZiku, dokud
Akceptované znéni Smlouvy nebude
zverejnéno v souladu s timto
ustanovenim  (,Den UcCinnosti”). V
kazdém pripadé, CRO si timto vyhrazuje
pravo neposkytnout Studijni IéCivo do
okamziku, nez dojde ke zverejnéni této
Smlouvy v souladu s timto ustanovenim.

Dojde-li ke sporu ¢i vyhradé ohledné
platnosti Akceptovaného znéni Smlouvy
poté, co dosSlo k jejimu zverejnéni,
Strany pisemné vyrozumi ostatni Strany
co nejdrive to bude prakticky mozné, a
to poté, kdy se dozvi o jakémkoli
takovém sporu i vyhradé a budou
spole¢né spolupracovat za Ucelem
dosazeni souhlasu stran revidované
verze Akceptovaného znéni Smlouvy pro
ucely zverejnéni.

Za Zzadnych okolnosti nezverejni
Zdravotnické zarfizeni tuto Smlouvu v
podobé jiné, nezli je Akceptované znéni
Smlouvy, nebude-li v takové véci
uzavrena predchozi pisemna dohoda se
CRO a Zadavatelem.
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INSTITUTION UNDERSTANDS AND
ACKNOWLEDGES THAT FABRICATION,
FALSIFICATION OR ALTERATION BY
INSTITUTION, INVESTIGATOR OR ANY
OF THEIR EMPLOYEES, AGENTS OR
CONTRACTORS OF ANY PATIENT DATA
OR OTHER INFORMATION PROVIDED
BY INSTITUTION OR INVESTIGATOR
PURSUANT TO THIS AGREEMENT CAN
RESULT IN ADMINISTRATIVE AND/OR
CRIMINAL ACTIONS AND SANCTIONS
AGAINST INSTITUTION AND
INVESTIGATOR AND 1IN CIVIL
LIABILITY TO SPONSOR.

[Remainder of page intentionally left blank]
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O QUINTILES’

ZDRAVOTNICKE ~ ZARIZENI  JE
SROZUMENO STIM A BERE NA
VEDOMI, ZE PADELANI, FALSOVANI
NEBO POZMENOVANI UDAJU O
PACIENTECH NEBO JINYCH UDAJO
POSKYTNUTYCH ZDRAVOTNICKYM
ZARIZENIM NEBO ZKOUSEJICIM
V SOULADU S TOUTO SMLOUVOU ZE
STRANY ZDRAVOTNICKEHO ZARIZENT,
ZKOUSEJICIHO. NEBO  KOHOKOLI
Z JEJICH ZAMESTNANCU, ZzASTUPCUO

NEBO DODAVATEL0 MOZE MiT
SPRAVNI A/NEBO TRESTNEPRAVNI
DUSLEDKY, DALE MOHOU  BYT

V DUSLEDKU TOHO UVALENY SANKCE
VOCI ZDRAVOTNICKEMU ZARIZENI A
ZKOUSEJICIMU A ZADAVATELI MUOZE
VZNIKNOUT OBCANSKOPRAVNI
ODPOVEDNOST.

[Zbyvajici ¢ast stranky UmysIné ponechana
prazdna]
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O QUINTILES’

If the foregoing is acceptable to you, please Pokud je vySe uvedené pro Vas prijatelné,

sign both enclosed letter agreements and
return one to CRO in the enclosed envelope.

prosim podepiste obé prilozené
korespondenc¢ni smlouvy a jednu ve zde

If the Institution has any questions, please prilozené obalce vratte CRO. Bude-li mit

call CRO at || IEGN

Quintiles Czech Repubilic, s.r.o.

By:

Name:

Title:

Date:

Nemocnice Slany

By:

Name: MUDr. Jifi Simak

Title: Director

Date:

READ AND UNDERSTOOD BY THE
INVESTIGATOR:

By:

Name: [

Date:
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Zdravotnické  zarfizeni jakékoli  dotazy,
obraceite se s nimi prosim na CRO na tel. ¢.

Quintiles Czech Repubilic, s.r.o.

Podpis:

Jméno:

Funkce:

Datum:

Nemocnice Slany

Podpis:

Jméno: MUDr. Jifi Simak

Funkce: feditel

Datum:

ZKOUSEJICi DOKUMENT PRECETL A JE
S NIM SROZUMEN

Podpis:

Jméno: [N

Datum:
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O QUINTILES

Exhibit A
Exhibit A to the Clinical Study Priloha A
Agreement Priloha A ke Smlouvé o klinickém

hodnoceni
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O QUINTILES’
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O QUINTILES’

Exhibit B Priloha B
Delegation Letter Zmocnujici prohlaseni
[Attach copy of signed Delegation Letter] [Kopie podepsaného Zmocnujiciho

prohlaseni]

Takeda, Vonoprazan-2001, KXA42984/Czech Republic  13th September 2016
Str.35z37

Nemocnice Slany, -



O QUINTILES’

Exhibit C Priloha C
Certificate of Insurance Pojistny certifikat
[Attach copy of certificate] [Kopie pojistného certifikatu]
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O QUINTILES’

Exhibit D Exhibit D
Agreed Form of redacted Agreement Akceptované znéni Smlouvy, jez ma
to be published in accordance with Act byt zverejnéna na zakladé Zakona C.
no. 340/2015 Coll. on Contract 340/2015 Sb. o Registru Smluv
Register

[Attach copy of Agreed Form of redacted [Pripoj kopii Akceptovaného znéni Smlouvy,
Agreement] jez je jeji redigovanou verzi]
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