) SMLOUVA
Cislo protokolu: F. Hoffmann-La Roche Ltd
GB44332

TUTO SMLOUVU uzaviraji suc¢innosti od
podpisu posledni smluvni strany (dale jen ,,datum

ucinnosti’’), smluvni strany:

F. Hoffmann-La Roche
se sidlem Grenzacherstrasse
4070 Basilej, Svycarsko (dale jen ,,Zadavatel”)

a

PPD Investigator Services LLC

se sidlem 929 North Front St, Wilmington, NC

28401, USA

(dale jen ,,PPD”), jednajici vlastnim jménem a

jako nezavisly dodavatel jménem Zadavatele

a

Nemocnice Kyjov, piispévkova organizace se
sidlem Strazovska 1247/22, 697 01 Kyjov,

Ceska republika
(dale jen ,,Zdravotnické zarizeni’)

a

(dale jen ,,ZkouSejici’)

(dale oznacovana jako ,,.Smlouva”) k provedeni

tohoto klinického hodnocent:

¢islo protokolu: GB44332 s nazvem
RANDOMIZOVANE, DVOJITE
ZASLEPENE, PLACEBEM
KONTROLOVANE, MULTICENTRICKE
KLINICKE HODNOCENI FAZE Il
HODNOTICI UCINNOST A
BEZPECNOST PRIPRAVKU
ASTEGOLIMAB U PACIENTU

S CHRONICKOU OBSTRUKCNI PLICNI

NEMOCI (dale jen ,,Klinické hodnoceni”)

Ltd
124

STATEMENT OF AGREEMENT
Protocol number: F. Hoffmann-La Roche Ltd
GB44332

THIS AGREEMENT, made effective on the date
of the last signature of the parties (“Effective
Date”), by and between:

F. Hoffmann-La Roche
located at Grenzacherstrasse
4070 Basel, Switzerland (“Sponsor™)

Ltd
124

and

PPD Investigator Services LLC

located at 929 North Front St, Wilmington, NC
28401, USA

(“PPD”), acting on its behalf and as an
independent contractor on behalf of Sponsor

and

Nemocnice Kyjov, prispévkova
organizacelocated at Strazovska 1247/22, 697
01 Kyjov, Czech Republic

(“Institution”)

and

(“Investigator™)

(“Agreement”) for the conduct of the following
clinical trial:

Clinical Trial Protocol No: GB44332 with
title: “A PHASE III, RANDOMIZED,
DOUBLE-BLIND, PLACEBO-
CONTROLLED, MULTICENTER STUDY
TO EVALUATE THE EFFICACY AND

SAFETY OF ASTEGOLIMAB IN
PATIENTS WITH CHRONIC
OBSTRUCTIVE PULMONARY
DISEASE” (“Trial”)

Strana/Page 1 z/of 48



byla podepsana s tim, ¢ |||

ude jmenovan Zkousejicim, ktery
bude za Zdravotnické zatizeni osobné odpovédny
za provadéni nize popsaného Klinického
hodnoceni. Pokud Zkousejici nemtze Klinické
hodnoceni provadét nebo v ném pokracovat,
mize PPD od této Smlouvy s okamzitou
ucinnosti a bez dalSich zavazkl odstoupit.

1.0 Uvod

PPD byla Zadavatelem ftadn¢ zplnomocnéna
K plnéni urc¢itych povinnosti Zadavatele v ramci
provadéni Klinického hodnoceni v souladu
s podminkami této Smlouvy a k uzavirani smluv
0 klinickém hodnoceni se zdravotnickymi
zafizenimi a zkouSejicimi. PPD a Zadavatel jsou
potéSeni, ze Zdravotnické zafizeni a Zkousejici
souhlasili s ucasti v tomto Klinickém hodnoceni.
Tato Smlouva stanovi podminky platné pro
provadéni Klinického hodnoceni.

2.0 Provadéni Klinického hodnoceni

2.1 Zdravotnické zafizeni a ZkouSejici
zaruCuji, ze maji potfebné zkuSenosti,
zpusobilost, dostatecny pocet subjektli a
zdroje k profesionalnimu a odbornému
provedeni Klinického hodnoceni, a Ze
Zdravotnické zatizeni a ZkouSejici plné
znaji  platné  predpisy; dale se
Zdravotnické zatizeni a ZkouSejici
zavazuji, ze se nebudou podilet na
zadném jiném klinickém hodnoceni,
které by jim svou povahou bréanilo
V plnéni povinnosti v rdmci Klinického
hodnoceni dle této Smlouvy.

2.2 Zdravotnické zafizeni a ZkouSejici se
zavazuji provadét Klinické hodnoceni
v souladu s:

The Agreement ith the
understanding that_shall be
appointed as the Investigator being personally
responsible on behalf of the Institution for the
performance of the Trial described below. If
Investigator is not available or becomes
unavailable to perform the Trial, PPD may
terminate this Agreement immediately without
further liability.

1.0 Introduction

PPD has been duly authorized by Sponsor, to
carry out certain obligations of the Sponsor in the
conduct of this Trial, consistent with the terms of
this Agreement, and to enter into clinical trial
agreements with institutions and investigators.
PPD and Sponsor are pleased that Institution and
Investigator have agreed to participate in this
Trial. This Agreement sets forth the terms and
conditions applicable to the conduct of this Trial.

2.0 Trial Conduct

2.1 Institution and Investigator warrant that
they have the experience, capabilities,
adequate  subject population and
resources to conduct the Trial in a
professional and competent manner, and
that Institution and Investigator are fully
aware of applicable regulations;
furthermore, Institution and Investigator
agree that they will not participate in any
other trial that by its nature will prevent
Institution and  Investigator  from
fulfilling their obligations in the Trial
hereunder.

2.2 Institution and Investigator agree to carry
out the Trial in accordance with:
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2.2.1 Protokolem ¢islo GB44332 pod
nazvem ,,RANDOMIZOVANE,

DVOIITE ZASLEPENE,
PLACEBEM
KONTROLOVANE,

MULTICENTRICKE
KLINICKE HODNOCENI
FAZE " HODNOTICI
UCINNOST A BEZPECNOST
PRIPRAVKU ASTEGOLIMAB
U PACIENTU S
CHRONICKOU
OBSTRUKCNI PLICN{
NEMOCI” (dale oznadovanym
jako ,,Protokol”) a veSkerymi
jeho  naslednymi  zménami
schvalenymi Zadavatelem, PPD,
SUKL a piislusnou etickou
komisi.

2.2.2 VSemi platnymi zdkony a
ptedpisy, mimo jiné vcetné téch,
které se tykaji lidského vyzkumu
a ochrany osobnich udaji.

2.2.3 Pokyny pro spravnou Klinickou
praxi (GCP) vydanymi
Mezindrodni  konferenci o
harmonizaci (ICH) technickych
pozadavku na registraci
humannich 1é¢ivych ptipravki a
jinymi  obecné  piijimanymi
pokyny  ICH, Evropskych
spoleCenstvi nebo pfislusnych
organii Ceské republiky (Statni
ustav pro kontrolu IéCiv, dale
oznacovany jako “SUKL”), a

2.2.4. Podminkami této Smlouvy.
2.3 V piipad€ rozporu mezi Protokolem a
touto  Smlouvou maji  piednost

ustanoveni této Smlouvy.

24 Smluvni strany berou na védomi, ze

2.3

2.2.1 Protocol number GB44332
entitted “A  PHASE II,
RANDOMIZED, DOUBLE-
BLIND, PLACEBO-
CONTROLLED,
MULTICENTER STUDY TO
EVALUATE THE EFFICACY

AND SAFETY OF
ASTEGOLIMAB IN
PATIENTS WITH CHRONIC
OBSTRUCTIVE

PULMONARY DISEASE” (the
“Protocol”) and any subsequent
amendments thereto approved
by the Sponsor, PPD and, the
State Institute for Drug Control
and the appropriate Ethics
Committee;

222 all  applicable laws and
regulations, including but not
limited to those related to human
research and data protection;

2.2.3 the Guideline for Good Clinical
Practice  (GCP) of the
International Conference on
Harmonization (ICH) of
Technical Requirements for the
Registration of Pharmaceuticals
for Human Use and with other
generally accepted applicable
Guidelines of the ICH, or the
European Community or any
appropriate  Czech  Republic
authority or body (State Institute
for Drug Control, hereinafter
referred to as “SUKL”); and

2.2.4. the terms of this Agreement.
In the event of a conflict between the
Protocol and this Agreement, the terms

of this Agreement will govern.

24  The parties acknowledge that
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Zadavatel schvalil a najal tfeti stranu jako
poskytovatele sluzeb, Medical Research
Network Limited (dale jen
,,Poskytovatel) k poskytovani
nasledujicich  sluzeb v souvislosti s
Klinickym  hodnocenim  (,,Podptrné
sluzby pro Klinické hodnoceni*):

sluzby ~ doméci  zdravotni  péce
v souvislosti s Klinickym hodnocenim

24.1 Zdravotnick¢é zafizeni bude
dozorovat a kontrolovat
Podpirmné sluzby pro Klinické
hodnoceni poskytované
Poskytovatelem, mimo jiné (a)
zajisténim toho, ze jsou Podptirné
sluzby pro Klinické hodnoceni
provadény v souladu
s Protokolem, (b)
dokumentovanim pisemného
delegovani pravomoci v ramci
roli a povinnosti Poskytovatele
pfi provadéni Podptlrnych sluzeb
pro Klinickée hodnoceni
a (c) zajisténim, aby personal
Poskytovatele byl uveden
v protokolu o delegaci povinnosti
pro Klinické hodnoceni podle
zakonnych pozadavki a SKP.

2.4.2 Zadavatel souhlasi stim, Ze
Zdravotnické zafizeni ani
ZkouSejici nebudou odpovidat za
provadéni Podptrnych sluzeb pro
Klinické  hodnoceni,  pokud
nebude  pfipadny  problém
zpusobem nedbalym vykonem
povinnosti dozoru a kontroly
Podpirnych sluzeb pro Klinické
hodnoceni ze strany
Zdravotnického zafizeni nebo
Zkousejiciho.

2.4.3 Zadavatel bude pozadovat, aby
Poskytovatel provadél Podptirné
sluzby pro Klinické hodnoceni

Sponsor has approved and
engaged a third-party service
vendor,  Medical  Research
Network Limited (“Vendor”), to
provide the following services in
connection with the Trial (“Trial
Support Services”):

certain home nursing services in
connection with the Trial

2.4.1 Institution will oversee
and supervise the Trial Support
Services performed by Vendor,
including by (a) ensuring that
Trial Support Services are
properly performed in accordance
with  the Protocol, (b)
documenting in a written
delegation of authority the roles
and responsibilities of Vendor
personnel in performing Trial
Support Services and (c) ensuring
Vendor personnel are listed in the
delegation of responsibilities log
for the Trial, as required by
applicable law and GCP.

2.4.2 Sponsor agrees that
neither Institution nor
Investigator will be liable for the
performance of Trial Support
Services, other than for as caused
by Institution or Investigator’s
negligent performance of its
obligation to oversee and
supervise the Trial Support
Services.

2.4.3  Sponsor will require that
Vendor perform the Trial Support
Services in compliance with
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v souladu s plathymi zakony a
predpisy. Zadavatel bude dale
odpovidat za zajiSténi, Zze je
Poskytovatel fadn¢ kvalifikovan,
licencovan a pojistén podle

veskerych  platnych  zakoni
s ohledem na provadéni
Podptrnych sluzeb pro Klinické
hodnoceni.

2.4.4 Zadavatel bude pozadovat, aby
Poskytovatel provadél Podptrné
sluzby pro Klinické hodnoceni
v souladu s platnymi zakony a
predpisy a pod dozorem
Zkousejiciho.

3.0 Nabyti ucinnosti a doba platnosti

Smlouvy

3.1 Tato Smlouva nabyva ucinnosti k Datu
udinnosti a zustava v platnosti a
uc¢innosti do dokonceni Klinického
hodnoceni nebo zéniku Smlouvy dle €l.
17.0 této Smlouvy.

3.2 Klinické hodnoceni bude zahajeno,

jakmile  Zdravotnické  zafizeni a
ZkouSejici ziskaji souhlas pfislusné
multicentrické a mistni etické komise a
souhlas SUKL. Odhaduje se, Ze nabor
pacientli bude zahdjen v Cervnu 2023 a
jeho ukonceni se odhaduje v cervnu
2024; dokonceni celého Klinického
hodnoceni se odhaduje do listopadu
2025.  Predpokladda se, ze ve
Zdravotnickém  zafizeni bude do
Klinického hodnoceni zafazeno pét (5)
pacientll; jelikoZz je vSak zatfazovani do
Klinického hodnoceni  kompetitivni,
Zdravotnické zafizeni souhlasi s tim, ze
bude informovat spole¢nost PPD, pokud
Zkousejici bude zamyslet zatadit vice
nez pét (5) pacienti. Pokud se v pribéhu

3.0

3.1

3.2

applicable laws and regulations.
Sponsor shall be further be
responsible for ensuring that
Vendor is properly qualified,
licensed and insured under any
applicable laws to perform the
Trial Support Services.

2.4.4 Sponsor will require that
Vendor perform the Trial Support
Services in compliance with
applicable laws and regulations
and under the Investigator’s
oversight.

Commencement and Duration

This Agreement will begin on the
Effective Date and shall continue until
completion or until terminated in
accordance with the provisions in
Section 17.0 below.

The Trial will be initiated as soon as
Institution and Investigator have received
appropriate multi-centre and local ethics
committee approvals, and a permit from
SUKL. Patient recruitment is estimated
to start in June 2023 and estimated to be
completed by June 2024, the entire Trial
is estimated to be completed by
November 2025. It is expected that five
(5) patients will be enrolled at the
Institution; however, as enrolment of
patients within the Trial is competitive,
Institution agrees that PPD will be
notified if Investigator intends to enrol
more than five (5) patients. If, during the
Trial, it becomes apparent that Institution
and Investigator will not be able to
complete the Trial on schedule,
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3.3

3.4

3.5

4.0

4.1 Zadavatel

Klinického hodnoceni ukaze, ze
Zdravotnické zafizeni a Zkousejici
nebudou schopni Klinické hodnoceni
dokoncit ve stanoveném terminu,
Zdravotnické zafizeni a ZkousSejici o tom
neprodlené vyrozumi PPD, aby se mohla
ptipadné zafidit jinak. Zdravotnické
zafizeni a ZkouSejici se maximalné
vynasnazi pouZzivat nezavisly lékarsky
usudek, pokud jde o miru, do jaké kazdy
pacient vyhovuje pozadavkiim
Protokolu.

Smluvni strany souhlasi s tim, Ze
zvyseni ndboru zafazenych pacient nad
pocet pét (5) pacientll bude vyzadovat
pisemné ozndmeni od Zkousejiciho a
pisemné potvrzeni a schvaleni ze strany
spole¢nosti PPD nebo Zadavatele, ze
nabor mize pokracovat.

Smluvni strany vyslovné souhlasi s tim,
Ze pro Upravu poctu pacientli zafazenych
ve Zdravotnickém zafizeni nebude
vyzadovan formalni dodatek k této
Smlouvé.

Po dokonceni nebo ukonceni Klinického
hodnoceni Zdravotnické zafizeni a
Zkousejici zpracuji veskeré zpravy o
Klinickém  hodnoceni, jak jsou
stanoveny PPD nebo Zadavatelem.
Platby Zdravotnickému zafizeni a
ZkouSejicimu  zdvisi na  v€asném
pfedlozeni  zprav  a/nebo  udaji
spole¢nosti PPD nebo Zadavateli.

Financ¢ni podpora

prosttednictvim  PPD
poskytne finanéni podporu na
provadéni  Klinického hodnoceni

Institution and Investigator will notify
PPD immediately, as it may be necessary
to make alternative arrangements.
Institution and Investigator will use best
efforts in exercising independent medical
judgement as to the compatibility of each
patient with the Protocol requirements.

3.3 The parties agree that an
increase in enrolment beyond
five (5) patients will require
written notification from the
Investigator and written
confirmation and approval from
PPD or Sponsor that enrolment
should continue.

3.4 3.4 The parties explicitly agree
that a formal amendment to this
Agreement will not be necessary
to adapt the number of patients
recruited at Institution.

3.5  Upon completion or termination
of the Trial, Institution and
Investigator will prepare any and
all Trial reports as specified by
PPD or Sponsor. Payments to
Institution and Investigator are
dependent on the reports and/or
data being submitted to PPD or
Sponsor in a timely manner.

Financial Support

4.1 Sponsor, through PPD, will provide
the financial support for the conduct of
the Trial in accordance with the terms
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4.2

4.3 Zdravotnické

v souladu s podminkami Protokolu a
tak, jak je stanoveno Vv rozpoctu,
ktery tvofi Piilohu A a nedilnou
souCast této Smlouvy (déale jen
»Rozpocet”). Zdravotnické zafizeni
a ZkouSejici souhlasi stim, Zze
veskeré platby PPD v souvislosti
stimto  Klinickym  hodnocenim
budou hrazeny ptimo
Zdravotnickému zafizeni v souladu
stouto Smlouvou a Zkousejicimu
v souladu se zvlastni smlouvou se
Zkousejicim. Veskeré castky, na
které Zdravotnickému zafizeni dle
této Smlouvy nevznikl narok, avsak
byly jiz uhrazeny, musi byt vraceny
PPD bez vyzadani do jednoho (1)
mésice od navstévy PPD pfi uzavieni
studijniho centra. V ptipadé
predCasného zéniku Smlouvy je
Castka, ktera bude na zadkladé této
Smlouvy uhrazena, omezena na
pomeérné kracenou odménu.
Zdravotnickému zafizeni nebudou
uhrazena Zadna plnéni provedena za
ucelem  provadéni  Klinického
hodnoceni, kterd budou posouzena
jako poruSeni Protokolu nebo této
Smlouvy nebo odchyleni se od nich.

Zdravotnické zafizeni timto bere na
veédomi a souhlasi s tim, Ze veskeré
platby, na které vznika narok dle
této Smlouvy, jsou platby ptevadeéné
od Zadavatele, a ze PPD nema na
zdklad¢ této Smlouvy Zadnou
platebni povinnost, dokud PPD tyto
platby neobdrzi od Zadavatele. PPD
se Vvmife, jakou od ni lze
spravedlivé pozadovat, vynasnazi
zajistit véasné obdrZeni prubéznych
plateb od Zadavatele.

zafizeni bere na

védomi, ze PPD uzavie se

4.2

4.3

of the Protocol and as set forth in the
budget  attached  hereto  and
incorporated herein by reference as
Exhibit A (the “Budget”) to this
Agreement. Institution and
Investigator agree that all payments by
PPD in connection with the Trial shall
be made payable directly to Institution
in accordance with the terms
hereunder and Investigator in
accordance with the terms in separate
agreement with Investigator. Any
amounts not due to the Institution
pursuant to this Agreement, but
already paid, shall be returned to PPD
without demand within one (1) month
of the site close-out visit by PPD. In
the event the Agreement is terminated,
the sum payable under this Agreement
will be limited to prorated fees.
Institution will not be paid for any
services performed for the conduct of
the Trial that are deemed violations of
or deviations from the Protocol or this
Agreement.

Institution hereby acknowledges
and agree that payments due
under this Agreement are pass-
through payments from Sponsor
and that PPD shall have no
payment obligations hereunder
until such time as said payments
are received by PPD from
Sponsor.  PPD shall exercise
reasonable efforts to ensure
timely receipt of pass-through
payments from Sponsor.

Institution acknowledges that PPD
will conclude a separate agreement
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4.4

5.0

Duavérné

Zkousejicim zvlaStni smlouvu 0
povinnostech/plnéni Zkousejiciho pii
provadéni Klinického hodnoceni, a
Ze uvedena smlouva bude zahrnovat
spravedlivou odménu za sluzby
poskytnuté¢ Zkousejicim; Vv zadném
ptipad€ vSak takova odména nebude
ve stejné vysi jako odména uhrazena
Zdravotnickému zafizeni dle této
Smlouvy.

Zdravotnické zafizeni prohlasuje, Ze
odména, kterou obdrzi dle této
Smlouvy, neni vys$si nez bézna trzni
hodnota sluzeb, které Zdravotnické
zafizeni poskytuje, a 7€
Zdravotnické zafizeni nedostava
zadné platby za ucelem podnitit
Zdravotnické  zafizeni K nakupu
nebo predepisovani jakychkoli 1é¢iv,
zafizeni nebo vyrobkii.
Zdravotnické zatizeni a Zkousejici se
zavazuji, ze Zdravotnické zafizeni a
ZkouSejici  nebudou = Zaddnému
pacientovi, pojistovné ani statnimu
organu UCtovat Zadné polozky,
navstévy, sluzby nebo vydaje, které
poskytne nebo uhradi PPD nebo
Zadavatel. Zdravotnické zafizeni a
ZkouSejici se dale zavazuji, ze
Zadnému statnimu Ufednikovi ani
zastupci nepiedaji zddné penize ani
hodnotné véci s cilem nedovoleného
ovlivilovani ukont statni spravy.

informace a duSevni

vlastnictvi

5.1.

Zdravotnické zatizeni, jeho
zaméstnanci a zastupci, zejména
ZkouSejici, nevyzradi zadné treti
osobé Uudaje, zidznamy ani jiné

4.4

50 Confidential

with Investigator concerning the
obligations/services of  the
Investigator in conducting this
Trial and that such agreement will
include fair compensation for
services provided by Investigator;
however, in no event will such
compensation  duplicate  the
compensation made to the
Institution hereunder.

Institution agrees that the
compensation received under this
Agreement does not exceed the
fair market value of the services
Institution are providing, and that
no payments are being provided
to Institution for the purpose of
inducing Institution to purchase or
prescribe any drugs, devices or
products. Institution and
Investigator agree that Institution
and Investigator will not bill any
patient, insurer, or governmental
agency for any items, visits,
services or expenses provided or
paid for by PPD or Sponsor.
Institution and Investigator further
agree that Institution and
Investigator will not provide any
money or item of value to any
government official or
representative  to  improperly
influence government actions.

Information and

Intellectual Property

5.1.

Institution and its employees and
agents, including but not limited to
the Investigator, shall not disclose
to any third party or use for any
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informace (dale souhrnné
oznacované¢  jako ,Informace®)
predané Zdravotnickému zafizeni
nebo Zkousejicimu Zadavatelem
nebo PPD ¢&i vytvofené v ramci
Klinického hodnoceni, ani je
nepouziji kjinym ucelim nez je
provadéni Klinického hodnoceni, bez
predchoziho pisemného souhlasu
Zadavatele (pfipadn¢ PPD). Tyto
Informace zlstdvaji tajnym a
divérnym vlastnictvim Zadavatele a
budou vyzrazeny pouze
ZkouSejicimu a t€ém zaméstnancim
Zdravotnického zafizeni, ktefi je
potiebuji  zndt. Tyto povinnosti
utajeni trvaji po dobu deseti (10) let
po dokonceni Klinického hodnoceni,
povinnost nevyzrazeni se vSak
nevztahuje na tyto Informace:

5.1.1 Informace, které jsou vefejné
dostupné nebo se jimi stanou
bez zavinéni Zdravotnického
zatizeni ¢i Zkousejiciho;

5.1.2 Informace, které
Zdravotnickému zafizeni
a/nebo ZkousSejicimu preda
tieti osoba, kterd je opravnéna
takové informace predavat;

5.1.3 Informace, ktere
Zdravotnické zafizeni a/nebo
ZkouSejici jiz znaji, jak
dokazuji  jejich  dfivejsi
pisemné zaznamy, za
podminky, Ze o tom
Zdravotnické zatizeni a/nebo
Zkousejici vyrozumi
Zadavatele (popt. PPD) do
dvaceti (20) dni od predani
prislusnych Informaci

purposes other than for the
performance of the Trial, any data,
records or other information
(hereinafter, collectively
"Information™)  disclosed to
Institution and Investigator by
Sponsor or PPD or generated as a
result of this Trial, without the
prior written consent of Sponsor
(or PPD as the case may be). Such
Information shall remain the
confidential and  proprietary
property of Sponsor and shall be
disclosed only to Investigator and
Institution employees or agents
who have a “need to know”. These
confidentiality obligations shall
continue until ten (10) years after
completion of the Trial, but the
obligation of nondisclosure shall
not apply to the following
Information:

5.1.1 Information that is or
becomes publicly available
through no fault of
Institution or Investigator;

5.1.2 Information that is
disclosed to Institution
and/or Investigator by a
third party legally entitled
to disclose such
information;

5.1.3 Information that is already
known to Institution and/or
Investigator as shown by its
prior  written  records,
provided Institution and/or
Investigator so  advise
Sponsor (or PPD as the
case may be) within twenty
(20) days after disclosure
of the Information to
Institution and/or
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514 Informace

5.2

5.3

Zdravotnickému zatizeni
a/nebo  Zkousejicimu  ze
strany PPD nebo Zadavatele;

predavané
statnimu orgdnu nebo na
zaklad¢ ptikazu vydaného
pfislusnym  soudem, za
podminky, ze a) vyzrazeni
informaci podléha veskeré
dostupné statni nebo soudni
ochran¢ pro dany typ
materiald; b) Zadavatel je
vyrozumeén piiméienou dobu
ptedem; a c) Zdravotnické
zafizeni a Zkousejici ptijmou
kroky, jaké od nich Ize
spravedlivé pozadovat, aby
rozsah predavanych
informaci omezili.

S veskerymi informacemi
obsahujicimi osobni Udaje je tfeba
nakladat v souladu s platnymi

predpisy, zejména se zékonem ¢.
525/2004 Sb. o ochrané osobnich
udajii, ve znéni pozdéjSich predpisil,
a nafizeni evropského parlamentu a
rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych
0sob v souvislosti se zpracovanim
osobnich udajii a o volném pohybu
téchto udaji (obecné nafizeni o
ochran¢ osobnich udaji).

O veskerych vyndlezech a objevech
(bez ohledu na to, zda mohou byt
pfedmétem patentu), inovacich,
navrzich, napadech a zpravach
vytvofenych  nebo  vyvinutych
Zdravotnickym zatizenim ¢i
Zkousejicim v rdmci  Klinického
hodnoceni  bude  bezodkladné
informovan Zadavatel, a stavaji se
vyhradnim vlastnictvim Zadavatele.

5.2

5.3

Investigator by PPD or
Sponsor;

5.1.4 Information disclosed to a
government authority or
by order of a court of
competent  jurisdiction,
provided that a) such
disclosure is subject to all
applicable governmental
or judicial protection
available for like material;
b) reasonable advance
notice is given to Sponsor;
and c¢) Institution and
Investigator take
reasonable steps to limit
the scope of such
disclosure.

All  Information  containing
personal data shall be handled in
accordance with all applicable
law, including, but not limited to
the Czech Republic Personal Data
Protection Act (Act no. 525/2004
Coll., as amended) and European
Union General Data Protection
Regulation 2016/679.

Any inventions or discoveries
(whether patentable or not),
innovations, suggestions, ideas
and reports made or developed by
Institution or Investigator as a
result of this Trial shall be

promptly disclosed to Sponsor
and shall become the sole and
exclusive property of Sponsor.
Upon Sponsor's request and at
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5.5

6.0

Na zadost a ndklady Zadavatele jsou
Zdravotnické zatizeni a ZkousSejici
povinni podniknout takové kroky,
jaké bude Zadavatel povaZzovat za
vhodné, k ziskani patentu nebo jiné
ochrany vlastnictvi vySe uvedeného
na jméno Zadavatele.

5.4 PPD ani Zadavatel touto Smlouvou
nepievadeji na Zdravotnické zatizeni
ani ZkouSejictho prava k zadnému
patentu, autorskd prava ani jind
vlastnicka prava Zadavatele.

Po skonceni Klinického hodnoceni
budou veskeré materidly, informace a
Udaje  vdrZzeni  Zdravotnického
zatizeni nebo Zkousejiciho
neprodlené vraceny PPD, s vyjimkou
téch, jejichz archivaci uklada ICH
GCP a pfislusné narodni ¢i mistni
predpisy.

Schvéaleni etické komise a statnich

organi

Pied zahajenim Klinického hodnoceni je
nutno ziskat pisemny souhlas s provadénim
Klinického hodnoceni, schvéleni textu
Protokolu a informovaného souhlasu od
fadné ustanovené etické komise a od
SUKL. Kopie téchto souhlast, kde jsou
jasné uvedeny kontrolované a schvalené
dokumenty spolu sdalsimi dokumenty
vyzadovanymi  ICH-GCP, musi byt
predany PPD dfive, nez bude povoleno
vydani hodnoceného I1éCiva. V kazdém
souhlasu musi byt uvedeno datum jeho
vydani. V souhlasu etické komise musi byt
uvedeno jméno a podpis jejiho piedsedy.
PPD musi byt pfedlozena také jména a
povolani ¢leni etické komise a nazvy jejich
zameéstnavatela.

6.0

Sponsor’s expense, Institution and
Investigator shall take such
actions as Sponsor deems
necessary or appropriate to obtain
patent or other proprietary
protection in Sponsor's name with
respect to any of the foregoing.

5.4  Neither PPD nor Sponsor shall
transfer  to  Institution  or
Investigator by operation of this
Agreement any patent right,
copyright or other proprietary right
of Sponsor.

55  Upon termination of the Trial, all

such materials, information and
data in Institution or Investigator
custody, except as required for
archiving under ICH GCP and
applicable national and local
regulations, shall be promptly
delivered to PPD.

Ethics Committee and DMA Approval

Written approvals for the conduct of the
Trial, the terms of the Protocol and the
Informed Consent must be obtained from
a properly constituted Ethics Committee
and SUKL prior to the commencement of
the Trial. A copy of such approvals, clearly
identifying the documents reviewed and
approved along with other such documents
required by ICH-GCP, must be provided to
PPD before release of the investigational
product will be permitted. Such approvals
must indicate the date approval was given.
The Ethics Committee approval shall state
the name and signature of the Chairman.
The names, occupations and institutional
affiliations of the members of the Ethics
Committee must also be submitted to PPD.
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7.0

Hlaseni

nezadoucich  prihod

nezadoucich acéinku 1é¢iv

7.1

7.2

8.0

8.1

Zdravotnické zatizeni a Zkousejici
jsou povinni hlésit veskeré zédvazné
nezddouci piithody (SAE) nebo
zavazné nezadouci ucinky 1éCiv, jak
stanovi zakon o 1é¢ivech a Protokol.
PPD musi byt o kazdém takovém
hlaseni nebo zaméru jeho zaslani
neprodlené vyrozumeéna.

Zdravotnické zafizeni a ZkouSejici
jsou povinni informovat PPD nebo
Zadavatele o zdvazné nezadouci
ptihodé do 24 hodin poté, co se o ni
dozvédi, dle Protokolu nebo pokynti
PPD ¢i Zadavatele. Plati to také pro
vSechny piihody, které mohou
ovlivnit ~ bezpe€nost  ucastnikli
Klinického hodnoceni nebo jeho
provadeéni.

Monitorace

Klinické hodnoceni bude monitorovat
spole¢nosti PPD (nebo piipadné
Zadavatel) a Zdravotnické zafizeni
a ZkousSejici 1ékar souhlasi s tim, Ze
budou sPPD aZadavatelem pfi
monitorovani Kklinického hodnoceni
V maximalni mife spolupracovat. Pfi
kazdé monitorovaci navstéve musi byt
vyhrazen dostateCny casovy prostor
k diskusi a opravam zaznamu subjektt
hodnoceni (CRF). CRF budou ¢itelné
abudou vyplnény do péti (5)
pracovnich dnli od kazdé navstévy
pacienta nebo od udalosti, ktera
generuje udaje. Veskeré Zadosti

a 7.0

Adverse Event and Adverse Drug

Reactions Reporting

7.1

7.2

8.0

8.1

It is Institution and Investigator
responsibility to report any serious
adverse events (SAE) or serious
adverse drug reactions as required
by the Act on Pharmaceutical
Products and the Protocol. PPD
shall immediately be informed of
any such report or contemplated
report.

Within 24 hours of first knowledge
of any SAE, Institution or
Investigator must notify PPD or
Sponsor in accordance with the
Protocol or as directed by PPD or
Sponsor. This applies also for any
event that could affect the safety of
the Trial participants or the
conduct of the Trial.

Monitoring

The Trial will be monitored by
PPD (or Sponsor as the case may
be) and Institution and
Investigator agree to cooperate
with PPD and Sponsor in all
efforts to monitor the Trial. A
reasonable amount of time must
be set aside at each monitoring
visit for discussions and to make
corrections to the case record
forms (CRF). CRFs will be
legible and completed within five
(5) business days of each patient
visit or data generating event.
Any requests by PPD for
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9.0

8.2

spolecnosti PPD o ovéfeni, objasnéni
nebo opravu udaji uvedenych v CRF
museji byt vyfizeny do péti (5)
pracovnich dnii od piijeti takové
zadosti. Zadavatel a/nebo spolecnost
PPD si vpiipadé zavazného nebo
opakovaného nesplnéni ukolt
stanovenych timto Clankem 8.1
vyhrazuji pravo zadrzet platbu. Na
zakladé oznament zaslaného
S pfiméfenym  predstihem umozni
Zdravotnické zafizeni a ZkouSejici
Iékar spolecnosti PPD a Zadavateli
provadét audit vSech Zaznami
tykajicich se klinického hodnoceni.

Zdravotnické zatizeni a ZkouSejici se
zavazuji, ze povedou dostatecné
zaznamy tykajici se identifikace
subjektt, klinickych zjisténi,
laboratornich testil a evidence pfijmu a
vydeje  1éCiva.  Jsou-li  jakékoli
zdrojova data vedena pouze v pocitaci,
Zdravotnické zafizeni a ZkouSejici se
zavazuji vSechny udaje o pacientech
relevantni pro Klinické hodnoceni za
ucelem kontroly zdrojovych dat
vytisknout. Tyto vytisky podepise a
opatii datem zastupce Zdravotnického
zafizeni nebo ZkouSejici a budou
archivovany jako zdrojova
dokumentace. Zdravotnické zatizeni a
ZkouSejici umozni pfimy pfistup ke
zdrojové dokumentaci a dalSim
zdznamim pacientll potiebnym pro
ucely kontroly a auditu. Zdravotnické
zatizeni a ZkousSejici zarucuji, Ze jsou
dle zdkona opravnéni piedavat
klinické Gdaje a zaznamy a informace
tykajici se Klinického hodnoceni PPD
a Zadavateli.

Hodnocené lécivo

9.0

8.2

verification,  clarification  or
correction of data furnished on a
CRF must be provided within five
(5) business days of receipt of
such request. Sponsor and/or PPD
reserves the right to withhold
payment in case of significant or
repeated failure to perform the
tasks set forth in this Section 8.1.
Institution and Investigator shall
allow PPD and Sponsor to audit
all Trial related records upon
reasonable advance notice.

Institution and Investigator agree
to maintain adequate records with
respect to subject identification,
clinical observations, laboratory
tests and drug receipt and
disposition. If any source data are
kept on computer files only,
Institution and Investigator agree
to make print-outs of all patients’
data relevant for the Trial for the
purpose  of  source data
verification. These print-outs will
be signed and dated by an
Institution  representative  or
Investigator and retained as
source documents. Institution and
Investigator will allow direct
access to source documents and
other patient records needed for
monitoring, audit and inspection
purposes. Institution and
Investigator warrant that
Institution and Investigator have
the legal authority to share the

clinical data and Trial-related
records and information with
PPD and Sponsor.

Investigational Product
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Zdravotnické zafizeni a Zkousejici
jsou povinni pouzivat Hodnocené
1é¢ivo a veskeré srovnavaci pripravky
poskytnuté v souvislosti s Klinickym
hodnocenim vyhradn¢ pro ucely
Klinického hodnoceni. Zdravotnické
zafizeni a Zkousejici jsou odpoveédni
za zabezpeceni a evidenci vSech
hodnocenych  1é¢iv, zafizeni a
materiald souvisejicich s Klinickym
hodnocenim. Zdravotnické zatizeni a
Zkousejici se zavazuji nepouzitd
hodnocend 1€é¢iva, zafizeni a materidly
souvisejici s Klinickym hodnocenim
vratit  po  skoneni  Klinického
hodnoceni nebo v intervalech
ur¢enych PPD nebo Zadavatelem.

10.0 Ochrana osobnich udaju / Zverejnéni

10.2

10.1 Zdravotnické zatizeni a Zkousejici

jsou povinni dodrZovat a zajistit, aby
vSechny fyzické 1 pravnické osoby
poskytujici plnéni jejich jménem
dodrZovaly vSechny platné zékony,
pravidla, ptedpisy a pokyny ve véci
ochrany osobnich tdajl a 1ékatského
tajemstvi,  nafizeni  evropského
parlamentu a rady (EU) 2016/679 ze
dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o
volném pohybu téchto tidajii (obecné
nafizeni o ochran¢ osobnich udaji).

Pfed Klinickym hodnocenim a v jeho
pribéhu mize Zadavatel a/nebo PPD
shromazd’ovat osobni udaje (jak jsou
definovany v platnych pravnich
pfedpisech o ochrané¢ osobnich
udajit) tykajici se Zkousejiciho a
zaméstnancli nebo jiného personalu

Institution and Investigator shall
use the investigational product
and any comparator products
provided in connection with the

Trial solely for the purpose of the
Trial. Institution and Investigator
are responsible for the security
and accountability of all
investigational products, devices
and  Trial-related  materials.
Institution and Investigator agree
to return or destroy unused
investigational products, devices
and Trial-related materials at the
end of the Trial, or at intervals, as
directed by PPD or the Sponsor.

10.0 Data Privacy / Publicity

10.1

10.2

Institution and Investigator shall
comply and shall require any of
the  persons or  entities
performing services on their

behalf to comply, with all
applicable laws, rules,
regulations, and guidelines
governing the privacy of

personal data and patient health
information, including without
limitation, European Union
General Data Protection
Regulation 2016/679.

Prior to and during the course of
the Trial, Sponsor and/or PPD
may collect personal data (as
defined by applicable data
protection legislation) relating to
the Investigator and the staff or
other personnel of the Institution
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10.3

10.4

Zdravotnického zatizeni a
Zkousejiciho (dale jen ,,Osobni udaje
centra®). Zadavatel by byl spravcem
téchto Osobnich tdajt centra. Kromé
toho, pokud PPD bude nakladat s
jakymikoli Osobnimi Gdaji centra
podle této Smlouvy jako spravce
udaja, pak bude spolecnost PPD také
spravcem téchto Osobnich udaji
centra v rozsahu tohoto nakladani.

Zdravotnické zafizeni 1 ZkouSejici
berou na védomi, ze Zadavatel
pouziva a zpracovavd Osobni udaje
centra, a Zkousejici souhlasi s tim, ze
poskytne vSem zaméstnancim a
personalu zapojenym do Klinického
hodnoceni ozndmeni o ochrané
osobnich tdaji (ve form¢ poskytnuté
Zadavatelem), které uvadi, jak
Zadavatel pouziva a zpracovava
Osobni udaje centra, pied tim, nez se
zaméstnanci a personadl zapoji do
Klinického hodnoceni.

PPD a Zadavatel mohou pouZivat
védecke, 1ékarské a jiné publikované
¢lanky uvadéjici nazev
Zdravotnického zafizeni a/nebo jméno
Zkousejiciho, odkazovat na né a Sifit
jejich pretisky vsouladu se vSemi
platnymi autorskopravnimi ptedpisy,

za podminky, Ze toto pouziti
nepiedstavuje podporu
Zdravotnického zafizeni nebo

ZkouSejictho pro zadny komer¢ni
vyrobek nebo sluzbu. Zdravotnické
zafizeni a/nebo ZkouSejici nevyzradi
existenci této Smlouvy ani svou
spolupraci s PPD nebo Zadavatelem,
ani nepouziji nadzev Zadavatele nebo
PPD v zddném tiskovém prohlaseni,
Clanku  nebo  jiném  prostiedku
komunikace s vefejnosti, bez

10.3

10.4

and Investigator (“Site Personal
Data”). Sponsor would be the
data controller for such Site
Personal Data. Additionally, if
PPD deals with any Site
Personal Data under this
Agreement in the manner of a
data controller then PPD shall
also be a data controller of such
Site Personal Data, to the extent
of such dealings.

Institution and Investigator each
acknowledge the wuse and
processing of Site Personal Data
by the Sponsor, and Investigator
agrees to provide to all staff and
personnel involved in the Trial a
privacy notice (in a form
provided by Sponsor) which sets
out how the Sponsor uses and
processes the Site Personal Data,
prior to such staff and
personnel’s involvement in the
Trial commencing.

PPD and Sponsor may use, refer
to and disseminate reprints of
scientific, medical and other
published articles which disclose
the name of Institution and/or
Investigator consistent with all
applicable  copyright  laws,
provided such use does not
constitute an endorsement of any
commercial product or service by
Institution  or  Investigator.
Institution and/or Investigator
shall not disclose the existence of
this Agreement or its association
with PPD or Sponsor, or use the
name of Sponsor or PPD in any
press release, article or other
method of communication with
the general public, without the
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10.5

vyslovného piedchoziho pisemného
souhlasu strany, jejiz nazev ma byt
zvefejnén.

Déale mtze PPD a Zadavatel pouzit
kontaktni  Gdaje  Zdravotnického
zafizeni a ZkouSejictho a statut
Klinického hodnoceni ve zvlaStnich
bulletinech tykajicich se Klinického
hodnoceni a na internetové siti pro
ucely provadéni tohoto Klinického

hodnoceni. Bulletiny mohou byt
rozesilany vSem zuCastnénym
centrim, a udaje zvefejnéné na

internetu jsou za ucelem poskytnuti
informaci o Klinickém hodnoceni
potencidlnim pacientim, aby mohli
zucastnéna centra kontaktovat.

11.0 Souhlas pacienta

11.1 Od kazdého pacienta zafazené¢ho do

Klinického hodnoceni musi byt pied

zahajenim jakychkoli ukonti
souvisejicich s Klinickym
hodnocenim  ziskdn  informovany

souhlas dle § 51, odst. 2, pism. h)
zakona ¢. 378/2007 Sb., ve znéni
pozdéjsich predpisi, a § 8 vyhlasky €.
226/2008 Sb. Pravidlem PPD je
ziskani pisemného informovaného
souhlasu ve vSech piipadech. Metoda
vysvétleni pacientovi a ziskani jeho
souhlasu musi byt v souladu s pokyny
etické komise a je odpoveédnosti

Zkousejiciho. Jednu kopii
informovaného  souhlasu  pacienta
obdrzi pro sebe kazdy pacient.

Informovany souhlas je nutny rovnéz
pro pouziti a uchovavani Udaji o
pacientech. Formulat informovaného
souhlasu musi davat PPD, Zadavateli a
jeho zastupciim, spolupracovnikiim a
dalSim tfetim osobam, vCetn€ statnich
organu, které se v souladu se zakonem
podileji na Klinickém hodnoceni nebo

10.5

11.0

express prior written approval of
the party whose name is the
subject of the potential disclosure.

In addition, PPD and Sponsor
may use Institution and
Investigator contact details and
Trial status in Trial specific
newsletters and on the worldwide
web for the purpose of
conducting this Trial.
Newsletters may be distributed to
all participating sites and postings
to the worldwide web are for the
purpose of providing information
to potential patients regarding the
Trial giving them the ability to
contact participating sites.

Patient Consent

111

Informed consent must be
obtained from each patient
enrolling in the Trial prior to the
commencement of any Trial-
related procedure pursuant to §
51 par. 2 (h) of Act no. 378/2007
Coll,, as amended, and § 8
Decree no. 226/2008 Coll. It is
the policy of PPD to obtain
written informed consent in all
cases. The method of explanation
to the patient and the obtaining of
consent should be conducted in
accordance with Ethics
Committee instructions and is the
Investigator’s responsibility. A
copy of the patient informed
consent should be given to all
patients to take with them. Such
informed consent will also be
required for the use and storage of
information regarding patients.
The informed consent form shall
authorize PPD, Sponsor and
Sponsor’s representatives,
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11.2

jeho vyhodnoceni, pravo na plny
pristup k udajim Klinického
hodnoceni ¢i potizovani jejich kopii, a
k pfedavani udaju Klinického
hodnoceni do jinych stati vcetné
USA.

Zdravotnické zafizeni a Zkousejici
pouziji vzor informovaného souhlasu
predany Zadavatelem (piipadné¢ PPD)
k pouziti vradmci  Klinického
hodnoceni; jakékoli zmény formulare
musi byt pted jeho pouzitim schvaleny

PPD a Zadavatelem, pficemz
schvaleni ~ nebude  bezdivodné
odepieno.

12.0 Audity a kontroly statnich
organu

Klinické hodnoceni muize byt predmétem
auditu PPD a/nebo Zadavatele ¢i kontroly
staitnich orgdni za 1Gcelem doloZeni
autenticity zaznamenanych udajti a dodrzeni
Protokolu.  Zdravotnick¢  zafizeni a
ZkouSejici se zavazuji PPD o jakékoli
ocekavané kontrole ¢i auditu neprodlené
informovat a predat PPD kopie vSech dotazi,
korespondence nebo sdéleni zaslanych
jakémukoli statnimu organu nebo od n¢j
obdrzenych a tykajicich se Klinického
hodnoceni, zejména pozadavkil na provedeni
kontroly v prostorach  Zdravotnického
zatizeni a ZkouSejicitho, a Zdravotnické
zatizeni a ZkouSejici umozni PPD a
Zadavateli byt takovym kontrolam ptitomni.
Pacienti ucastnici se Klinického hodnoceni
musi byt pouceni, ze jejich zaznamy mohou
byt za timto UCelem pfezkoumavany.
Zdravotnické zatizeni a Zkousejici kazdy za
sebe prohlaSuji, Ze u nich neprobihaji ani
nemaji byt zahajeny zadné audity statnich

collaborators and other third
parties, including regulatory
authorities, lawfully involved
with or evaluating the Trial to full
access or obtain copies of Trial
data, and to transfer Trial data to
other countries, including the
United States.

11.2 Institution and Investigator shall
use the informed consent form
template provided by Sponsor (or
PPD as the case may be) for use
in the Trial and any modifications
to this form must be approved by
PPD and Sponsor prior to its use,
such approval not to be
unreasonably withheld.

12.0 Audits and
Inspections

Regulatory

This Trial may be audited by PPD and/or
the  Sponsor or inspected by
governmental or regulatory authorities to
document the authenticity of recorded
data and Protocol adherence. Institution
and Investigator agree to notify PPD
immediately of any proposed inspection
or audit and provide PPD copies of any
inquiries, correspondence, or
communications to and from any
governmental or regulatory authority
relating to the Trial, including, but not
limited to, requests for inspection of
Institution’s and Investigator’s facilities,
and Institution and Investigator shall
permit PPD and Sponsor to attend any
such inspections. Patients participating in
the Trial should be informed that their
records may be reviewed for this purpose.
Institution and  Investigator  each
represents and warrants that there are no
pending for-cause regulatory audits,
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organi z diivodu podezfeni na poruseni
predpisi, Setfeni ani fizeni  proti
Zdravotnickému zafizeni, ZkouSejicimu ¢i
nekterému  zjejich zaméstnanci nebo
zastupcu provadéjicich Einnosti v rdmci
Klinického hodnoceni, které se tykaji
dodrzovani  ptedpisi  pfi  provadéni

klinického vyzkumu.

13.0 Archivace

Veskera korespondence s etickou komisi a s
PPD a veskeré zaznamy vztahujici se ke
Klinickému hodnoceni, vcetné kopii
zdznaml subjekti hodnoceni, musi byt
archivovany po dobu alespon 15 (patnacti)
let, anebo déle, pokud to vyZaduji vnitini
pravidla Zdravotnického zafizeni, anebo po
takové delsi obdobi, jaké stanovi
momentalné platné pokyny GCP a platné
ptedpisy. O jakékoli zméné adresy nebo
pfemisténi dokumentace Klinického
hodnoceni v pribéhu uvedeného obdobi
musi byt pisemné informovana PPD nebo
Zadavatel. Je odpovédnosti Zadavatele
informovat ~ Zdravotnické  zafizeni a
Zkousejictho o tom, kdy archivace téchto
dokumentt jiz neni nutna.

14.0 Publikace

Zdravotnické zatizeni a Zkousejici berou na
védomi, ze je Klinické hodnoceni
provadéno ve vice vyzkumnych centrech.
Zdravotnické zafizeni a ZkouSejici mohou
vysledky  Klinického  hodnoceni  ze
Zdravotnického zatizeni publikovat nebo
prezentovat, avSak az po prvni publikaci
nebo prezentaci, ktera se bude tykat
multicentrickych dat, anebo po osmnécti
(18) mésicich po dokonceni Klinického
hodnoceni, podle toho, co nastane dfive.
Alespoi Sedesat (60) dnti pred predlozenim
rukopisu nebo jinych materiald tykajicich
se Klinickeho hodnoceni k publikaci nebo

13.0

14.0

investigations or proceedings involving
Institution, Investigator, or any of their
employees or agents performing Trial
activities which relate to compliance with
laws regarding the conduct of any clinical
research.

Records Retention

All correspondence with the ethics
committee and PPD and all records
relating to the Trial, including copies of
the case record forms, should be
maintained for at least (fifteen) 15 years
or longer if required by institutional
policy or such longer period as specified
by current GCP guidelines and applicable
law. Either PPD or the Sponsor must be
informed in writing of any change of
address or relocation of the Trial files
during this period. It is the responsibility
of the Sponsor to inform Institution and
Investigator as to when these documents
no longer need to be retained.

Publications

Institution and Investigator understand
that this Trial is being conducted at
multiple research sites. Institution and
Investigator are free to publish or present
the Trial results obtained at Institution,
but only after the first publication or
presentation that involves the multi-
center data or eighteen (18) months after
the completion of the Trial, whichever is
first. At least sixty (60) days prior to
submitting or presenting a manuscript or
other materials relating to the Trial to a
publisher, reviewer, or other outside
persons, Institution or Investigator shall
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jejich prezentaci vydavateli, lektorovi nebo
jinym tietim osobam preda Zdravotnické
zatizeni nebo ZkousSejici Zadavateli kopii
takovych rukopisti a materiali a poskytne
Zadavateli Sedesat (60) dnli na kontrolu a
pfipominkovani. Pokud to Zadavatel
pozaduje, jsou Zdravotnické zafizeni a
ZkouSejici povinni pfed predlozenim ¢i
prezentaci materiali odstranit jakékoli
Informace (kromé¢ vysledki Klinického
hodnoceni) a na zadost Zadavatele pozdrzet
publikaci o devadesat (90) dnt.

V souladu se zakonem ¢. 340/2015 Sb., o
registru smluv, budou tato smlouva a/nebo
jakykoli jeji dodatek zvefejnény v registru
smluv ministerstva do tficeti (30) dni od
posledniho  podpisu.  Smluvni  strany
souhlasi s tim, Ze zdravotnické zafizeni
zvetejni tuto smlouvu, jeji ptilohy a
jakékoli budouci dodatky a své zvefejnéni
omezi na informace pozadované zakonem.
Pted zvefejnénim odstrani zdravotnické
zatizeni ze smlouvy, kterd méa byt
zvetejnéna, veskeré informace tykajici se
informaci, osobnich tdaji a obchodnich
tajemstvi, jak jsou tyto definovany
obcanskym zakonikem (spolecné dale jen
,Vyloucené informace*), mimo jiné vcetné
protokolu, pfiruc¢ky zkousejiciho a ptilohy
rozpo¢tu podrobné uvadeéjici ceny za
jednotlivé postupy. Bude zvefejnén pouze
ocekavany celkovy rozpocet studie
(hodnota smlouvy).

Zdravotnické zatizeni navrhne konecnou
podobu smlouvy (dale jen ,navrh
zvefejiiovaného dokumentu*) ke
zvetejnéni (kterd nebude obsahovat zadné
vylouc¢ené informace) a piredlozi névrh
zvetejiiovaného dokumentu zadavateli ke
kontrole alespon tficet (30) kalendainich
dnii pfed ocekdvanym uzavienim smlouvy.
Zadavatel sdé€li zdravotnickému zatizeni
jakékoli piipominky k navrhu

provide to Sponsor a copy of all such
manuscripts and materials, and allow
Sponsor sixty (60) days to review and
comment on them. If the Sponsor
requests, Institution and Investigator
shall remove any Information (other
than Trial results) prior to submitting or
presenting the materials, and, at the
Sponsor’s request, shall postpone the
publication for ninety (90) days.

In accordance with the law 340/2015
Coll. on Registry of Contracts, this
Agreement and/or any amendment shall
be published on the Ministerial Contract
Registry within thirty (30) days from
last signature. The parties agree that
Institution shall publish this Agreement,
its Exhibits and any future amendments,
and shall limit its disclosure to the
information required by law.

Prior to publication, the Institution shall
remove all information related to
Information, personal information, and
business and trade secrets, as defined by
the Civil Code from the agreement to be
published  (hereinafter,  collectively
“Excluded Information”), including,
without limitation, the Protocol, the
investigator brochure and the budget
exhibit  detailing the costs per
procedures. Only the expected total
study budget (contract value) shall be
published.

The Institution shall draft the final form
of the agreement (hereinafter “Draft
Publication Document”) for publication
(which shall not contain any Excluded
Information) and shall submit the Draft
Publication Document to the Sponsor
for review at least thirty (30) calendar
days before the Agreement is expected
to be executed. The Sponsor shall
provide any comments to Institution on
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zvefejiovaného dokumentu do patnécti
(15) dnu a zdravotnické zafizeni provede
veskeré zmény zadavatelem divodné
navrhované. Smlouva bude uzaviena pouze
poté, co se smluvni strany dohodnou na
konec¢né podobé a formatu smlouvy urcené
ke zvetejnéni v registru smluv ministerstva
(déle jen ,.konecny dokument®).

Zdravotnické zafizeni souhlasi s tim, ze
zvetejni kone¢ny dokument a vyplni
metadata v registru smluv ministerstva do
peti (5) pracovnich dnii po konecném
podpisu smlouvy. Zdravotnické zafizeni
posle potvrzeni o zvefejnéni spolecnosti
PPD na e-mail

Smluvni strany berou na védomi, ze
nedojde k inicializaci pracovisté, dokud
nebude zvetejnén kone¢ny dokument.

Nezavisly dodavatel

Zdravotnické zatizeni a ZkouSejici se
zavazuji, Ze vpribéhu své Ccinnosti
v souvislosti s Klinickym  hodnocenim
budou pusobit jako nezavisli dodavatelé bez
opravnéni piijimat zavazky jménem PPD, a
nikoli jako zastupci nebo zaméstnanci PPD
nebo Zadavatele.

16.0 Odpovédnost za vady vyrobku a

nahrada skody

16.1 Zadavatel vjistuje, ze je Hodnocené
1é¢ivo vyrobeno za podminek spravné
vyrobni praxe, a za vyrobek piejima
odpovédnost. Zadavatel odSkodni
Zdravotnické zatizeni a ZkousSejiciho
za Skody na zdravi v podobé
zdravotnich problémil zpiisobenych
nebo udajné¢ zpusobenych postupy

15.0

16.0

the Draft Publication Document within
fifteen (15) days and the Institution shall
make any amendments reasonably
suggested by Sponsor. The Agreement
shall only be executed after the parties
have agreed the final form and format of
the Agreement for publication on the
Ministerial Contract Registry
(hereinafter “Final Document”).

The Institution agrees to publish the
Final Document and complete the
metadata on the Ministerial Contract
Registry within five (5) working days
after final signature of the Agreement.
The Institution shall send confirmation
of publication to PPD email
I he parties
understand that the site shall not be
initiated until the Final Document has
been published.

Independent Contractor

During Institution’s and Investigator’s
activities in connection with the Trial,
Institution and Investigator agree that
it/he/she will act as an independent
contractor, without the capacity to legally
bind PPD, and not as an agent or
employee of PPD or the Sponsor.

Product Liability and Indemnification

16.1 The Sponsor assures the
investigational product IS
manufactured  under  GMP

conditions and assumes liability
for the product. The Sponsor
indemnifies  Institution  and
Investigator against injuries,
deriving from the conditions
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16.2

16.3.

provadénymi dle Protokolu, za
podminky, ze Skoda na zdravi neni
zpusobena nedbalosti, Umyslnym
porusenim povinnosti nebo
nedodrzenim Protokolu ¢i  této
Smlouvy. Za tento slib odskodnéni se
Zdravotnické zafizeni a Zkousejici
zavazuji Zadavatele a PPD neprodlené
pisemn¢ informovat o vSech narocich
a poskytnout plnou soucinnost pii
jejich feseni. V piipadé Skody na
zdravi spojené s Klinickym
hodnocenim  poskytne  Zadavatel
subjektim nahradu $kody. Zadavatel
a PPD nepiejimaji odpoveédnost za
7zadny ptipad, vnémz pacient nebo

jeho tadné¢ opravnény zastupce
neposkytli  pisemny  informovany
souhlas.

Zdravotnické zatizeni a ZkousSejici se
zavazuji, ze Zadavatel a PPD
neponesou odpovédnost a

Zdravotnické zafizeni a ZkouSejici
Zadavatele a PPD odskodni a ochrani
proti Skoddm na majetku 1 na zdravi,
uyme, narokim, zalobam, rozsudkiim,
pozadavklim, nakladim ¢i vydajim,
vcetné zejména piimefenych nakladi
na pravni zastoupeni vynaloZenych
Zadavatelem nebo PPD, v disledku
nedbalosti, Umyslného  poruSeni
povinnosti nebo  poruSeni  této
Smlouvy Zdravotnickym zafizenim ¢i
ZkousSejicim nebo jejich zaméstnanci a
zastupci, anebo v ptipadech, kdy jsou
dasledkem  vyzkumné ¢innosti
odporujici ustanovenim Protokolu ¢i
jinym informacim  poskytnutym
Zdravotnickému zafizeni a
Zkousejicimu  Zadavatelem  nebo
PPD.

PPD odskodni a ochrani

16.2

16.3.

caused by or allegedly caused by
the procedures conducted under
the Protocol, provided the injury
is not a result of negligence,
willful misconduct or non-
compliance with the Protocol or
this Agreement. In return for this
coverage, Institution and
Investigator agree to promptly
notify the Sponsor and PPD in
writing of any claim and to co-
operate fully in the handling of
the claim. The Sponsor will
provide compensation to Trial
subjects in the event of Trial-
related injury. The Sponsor and
PPD assume no liability for any
case in which written informed
consent was not given by the
patient or duly authorized
representative.

Institution and Investigator agree
that the Sponsor and PPD will not
be responsible for and that
Institution and Investigator shall
indemnify, defend and hold the
Sponsor and PPD harmless from
any and all losses, injuries, harm,
claims, actions, judgements,
demands, costs or expenses,
including without limitation,
reasonable  attorney’s  fees
incurred by Sponsor or PPD as a
result of negligence, willful
misconduct or breach of this
Agreement by Institution or
Investigator or their employees’
and agents’ part, or if they result
from research activities contrary
to the provisions of the Protocol
or other information provided to
Institution and Investigator by the
Sponsor or PPD.

PPD shall indemnify, defend and
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16.4

Zdravotnické zatizeni a Zkousejiciho
proti $kodam na majetku i na zdravi,
ujme, narokiim, zalobam, rozsudkim,
pozadavkim, nakladim ¢i vydajim,
véetné zejména piimétenych naklada
na pravni zastoupeni vynaloZenych
Zdravotnickym  zafizenim  nebo
Zkou$ejicim v dasledku nedbalosti,
umyslného poruseni povinnosti nebo
poruseni této Smlouvy ze strany PPD.

Zadavatel bude udrzovat piimétrené
pojisténi v souladu s platnymi
zakony, aby pokryl své zavazky
vyplyvajici z této smlouvy po dobu
trvani Klinického hodnoceni

16.5 Zdravotnické zatizeni prohlasuje, ze je

16.6

pojisténo v souladu s § 45 odst. 2
pism. n zakona €. 372/2011 Sb. zdkon
o zdravotnich sluzbach v platném
znéni, pro piipad své odpoveédnosti za
skodu zpusobenou v souvislosti s
poskytovanim zdravotnich sluzeb a
toto pojisténi musi platit po celou
dobu poskytovani zdravotni péce ve
Zdravotnickém zatizeni.

Zadavatel a PPD nenesou hmotnou
odpovédnost a neprejimaji
neopravnéné  zaruky tykajici se

vyrobku poskytnuté Zdravotnickym
zatizenim, ZkouSejicim nebo jejich
zaméstnanci a zastupci.

17.0 Odstoupeni od Smlouvy

171

PPD a/mebo Zadavatel mize od
Smlouvy odstoupit pisemnym

16.4

16.5

16.6

17.1

hold harmless Institution and
Investigator from any and all
losses, injuries, harm, claims,
actions, judgements, demands,
costs or expenses, including
without limitation, reasonable
attorney's fees, incurred by
Institution or Investigator as a
result of PPD’s negligence or
wilful misconduct, or breach of
this Agreement.

The Sponsor shall maintain
reasonable insurance in
accordance with applicable law
to cover its obligations in terms
of this Agreement for the
duration of the Trial.

Institution declares that it has
insurance coverage in accordance
with 8 45 paragraph 2 letter n Act
No. 372/2011 Coll. the Act on
Health Services as amended, in
case of liability for damage
caused in connection with the
provision of health services, .
The insurance coverage must be
valid for the entire length of the
Medical Facility’s provision of
medical care.

The Sponsor and PPD will not be
liable for and are not a party to
unauthorized warranties made by
Institution,  Investigator  or
its/his/her employees and agents
relating to the product.

17.0 Termination

PPD and/or Sponsor may
terminate  the  Agreement,
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ozndmenim s okamZitou U¢innosti
Z té€chto duvodu:

17.1.1 pokud  Zadavatel  Klinicke
hodnoceni ukonéi;

17.1.2 pfii zaniku smlouvy mezi PPD a
Zadavatelem;

17.1.3 pokud je na zakladé dostupnych
udaju tfeba Klinické hodnoceni
Z jakéhokoli ~ divodu  ukonit,
zejména pro bezpecnost a blaho
pacienti zatazenych v Klinickém
hodnoceni;

17.1.4. bylo-li  dosazeno celkového
cilového poctu subjekti, i kdyz nédbor
ve Zdravotnickém zafizeni nebyl
ukoncen;

17.15. je-li zafazovani vyhovujicich
pacienti do Klinického hodnoceni
prili§ pomalé na to, aby byly splnény
sjednané terminy;

17.1.6. pokud pfislusné mistni statni
organy odejmou povoleni a souhlas
K provadéni Klinického hodnocent;

17.1.7. pokud Zdravotnické zafizeni nebo
ZkouSejici nedodrzuji  podminky
Protokolu nebo je zdznam udaja
chronicky nepfesny nebo netiplny;

17.1.8 Pokud Zdravotnické zafizeni
nebo Zkousejici porusi nékterou
podminku této Smlouvy;

17.1.9 Smlouva mlze zaniknout 1
pissmnou dohodou mezi PPD,
Zdravotnickym zafizenim a
ZkousSejicim.

effective  immediately  upon
written notification for any of the
following reasons:

17.1.1 if Sponsor terminates the Trial;

17.1.2 if PPD's agreement with the
Sponsor is terminated;

17.1.3 if available data supports
termination of the Trial for any
reason, including for the safety and
welfare of the Trial patients;

17.1.4 if overall Trial enrolment has
been met, even if the enrolment at
Institution has not been completed,;

17.1.5. if the entry of valid patients in the
Trial is too slow to meet the agreed
time schedule;

17.1.6. if authorization and approval to
conduct the Trial is withdrawn by
the competent local regulatory
authorities;

17.1.7. if Institution or Investigator fail to
adhere to the terms of the Protocol or
data recording is chronically
inaccurate or incomplete;

17.1.8 if Institution or Investigator
default on any term of this
Agreement; or

17.1.9 by agreement, in writing,

between PPD, Institution and
Investigator.
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17.2

Po obdrzeni oznameni o odstoupeni
jsou  Zdravotnické  zafizeni a
ZkouSejici  povinni  neprodlené
ukoncit nabor subjekt, fidit se
stanovenymi postupy pro ukonceni,
zajistit, aby byly provedeny vsechny
potiebné postupy pro dalsi sledovani
subjektl, a vynalozit pfimétené Usili
k minimalizaci dal$ich naklada.

18.0 Zakaz vykonu povolani

18.1 Zdravotnické zafizeni a ZkouSejici

prohlasuji, ze proti Zdravotnickému
zafizeni, Zkousejicimu,  jejich
zamé&stnanciim ani zadné jiné osobé
najaté  Zdravotnickym zafizenim
nebo  ZkouSejicim K provadéni
Klinického hodnoceni dle této
Smlouvy (i) neni vedeno Setfeni FDA
nebo mistnim statnim orgdnem za
ucelem fizeni o zdkazu vykonu
povoléani, ani jim neni ulozen zékaz
dle amerického zékona Generic Drug
Enforcement Act z roku 1992,
ve znéni pozd¢jSich predpist (21
US.C. 8301 a nasl), (ii) neni
nafizeno ustni jednani za ucelem
zakazu ucasti na vyzkumu ani jim
takovy zdkaz nebyl FDA uloZen dle
amerického zakona 21 CFR § 312.70
a nasledujicich ustanoveni  ani
Zadnym mistnim stdtnim organem,
(i) nebylo jim odiato ani
pozastaveno 1ékaiské opravnéni nebo
jind  prislusna certifikace. Dale
Zdravotnické zafizeni a ZkousSejici
prohlasuji, Ze se Zdravotnické
zafizeni ani ZkouSejici nedopustili
Zadného jednani ani ¢innosti, Které by
mohly vést Kk nékterému z vyse
uvedenych fizeni — o zdkazu UcCasti na
vyzkumu, zakazu vykonu povolani,
odnéti nebo pozastaveni opravnéni.

17.2

18.0

Upon receipt of notice of
termination,  Institution and
Investigator shall immediately
cease any subject recruitment,
follow the specified termination
procedures, ensure that any
required  subject  follow-up
procedures are completed, and
make all reasonable efforts to
minimize further costs.

Debarment Certification

18.1

Institution and  Investigator
represent and warrant that
neither Institution, Investigator
its/his/her employees, nor any
other person retained by
Institution or Investigator to
perform the Trial pursuant to this
Agreement, (i) is  under
investigation by the FDA or any
local regulatory agency for
debarment action or is presently
debarred pursuant to the Generic
Drug Enforcement Act of 1992,
as amended (21 U.S.C. 8301 et
seq), (i) has a disqualification
hearing pending or has been
disqualified by the FDA
pursuant to 21 CFR Section
312,70 or its  successor
provisions or any local
regulatory agency or (iii) does
not have a revoked or suspended
medical license or applicable

certification. In addition,
Institution and  Investigator
represent and warrant that

neither Institution nor
Investigator have engaged in any
conduct or activity which could
lead to any of the above

mentioned disqualification,
debarment, revocation  or
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18.2

Pokud po dobu platnosti této
Smlouvy bude proti Zdravotnickému
zatizeni, ZkousSejicimu ¢i jiné osobé
zaméstnavané ¢ jinak  najaté
Zdravotnickym zafizenim ¢i
Zkousejicim k provadéni Klinického
hodnoceni (i) zahajeno Setfeni FDA
za ucelem zékazu vykonu povolani
nebo ucasti na vyzkumu, (ii) bude jim
vysloven zakaz vykonu povolani
nebo ucasti na vyzkumu, (iii) bude
zahdjeno Setieni, které mulze vést
k odnéti nebo pozastaveni I¢kaiského
opravnéni nebo certifikatu, (iv) bude
jim odnato ¢i pozastaveno lékaiské
opravnéni nebo certifikat, nebo (v) se
dopusti jednani ¢i ¢innosti, které by
mohly vést Kk nékterému z vyse
uvedenych fizeni — o zdkazu ucasti na
vyzkumu, zakazu vykonu povolani,
odnéti nebo pozastaveni opravnéni,
prislusnd strana o tom neprodlené
vyrozumi PPD.

Pro ucely této Smlouvy se odkazy na
FDA a na zékon Generic Drug
Enforcement Act povazuji zaroven za
odkazy na jiné statni organy piislusné
k rozhodovani o predmétu daného
Klinického hodnoceni a jiné zakony a
predpisy vztahujici se na Klinické
hodnoceni.

19.0 Predani finan¢nich udaju

V souladu s pozadavky predpisi USA se
Zdravotnické  zafizeni a  ZkouSejici
zavazuji, Ze za kazdého zkousSejiciho nebo
spoluzkousejiciho uvedeného v seznamu ¢i
jinak ur¢eného, ktery se pfimo podili na
1é€beé  nebo vyhodnocovani subjekth
vyzkumu, Zdravotnické zafizeni a
Zkous$ejici  neprodlené¢  zaslou PPD

suspension actions. If during the
term of this  Agreement
Institution, Investigator or any
person employed or retained by
Institution or Investigator to
perform the Trial (i) come under
investigation by FDA for
debarment action or
disqualification, (ii) are debarred
or disqualified, (iii) comes under
an investigation that may result
in the revocation or suspension
of a medical license or
certification,  (iv)  medical
license or certification is
revoked or suspended or (v)
engages in any conduct or
activity which could lead to any
of the above mentioned
disqualification or debarment,
revocation  or  suspension
actions, said party shall
immediately notify PPD of
same.

18.2 For the purposes of this
Agreement, reference to the
FDA and the Generic Drug
Enforcement Act shall also be
deemed a reference to any other
governmental or regulatory
authorities having jurisdiction over
the subject matter of the particular
Trial or any other laws and
regulations applicable to the Trial.

19.0 Financial Disclosure

In accordance with U.S. regulatory

requirements, Institution and
Investigator agree that, for each listed or
identified investigator or

subinvestigator who is directly involved
in the treatment or evaluation of
research  subjects, Institution and
Investigator shall promptly return to
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20.0 Preprava

formuldt finan¢nich udaji vyplnény a
podepsany timto  zkouSejicim  nebo
spoluzkousejicim, kde budou uvedeny
vSechny pfislusné financni zajmy téchto
zkousejicich, spoluzkousejicich a jejich
manzell/manzelek a vyzivovanych déti.
Pokud PPD neobdrzi od kazdého z téchto
zkousejicich a spoluzkousejicich vyplnény
formuldf, mlze pozastavit platby.
Zdravotnické zafizeni a Zkousejici jsou
povinni zajistit, aby byly tyto formulare
neprodlen¢ prabézné aktualizovany tak,
aby zustaly spravné a upln¢ po celou dobu
Klinického hodnoceni a dale po dobu
jednoho (1) roku po jeho dokonceni.
Zdravotnické zatizeni a Zkousejici souhlasi
s tim, ze vyplnéné formulafe mohou byt
kontrolovany statnimi organy,
Zadavatelem, PPD a jejich zastupci, a
Zdravotnické  zafizeni a  ZkouSejici
s takovou kontrolou souhlasi.
Zdravotnické zafizeni a ZkouSejici dale
souhlasi s pfedavanim téchto finan¢nich
udaji do USA, 1 kdyZ ochrana osobnich
udaju v USA nemusi existovat nebo byt na
stejné Urovni jako ve staté¢ plsobeni
Zdravotnického zatfizeni a Zkousejiciho.
nebezpeénych _ latek a
infekéniho materialu

Pteprava nebezpecnych latek a infekéniho
materidlu (véetn¢ infekénich vzorkii od
subjektil) podléhd mistnim, narodnim a
mezinarodnim pfedpisim. Zdravotnické
zafizeni a ZkouSejici jsou odpovédni za
zajiSténi, aby kazdd osoba provadéjici
baleni nebo manipulaci s nebezpe¢nymi
latkami ¢i infekénim materidlem za Gcelem
pfepravy ze Zdravotnického zafizeni
dodrzovala platné piedpisy.

21.0 Zavérecna ustanoveni

PPD a financial disclosure form that has
been completed and signed by such
investigator or subinvestigator, which
shall disclose any applicable interests
held by those investigators or
subinvestigators and their spouses or
dependent children. PPD may withhold
payments if it does not receive a
completed form from each such
investigator ~ and  subinvestigator.
Institution and Investigator shall ensure
that all such forms are promptly updated
as needed to maintain their accuracy and
completeness during the Trial and for
one (1) year after its completion.
Institution and Investigator agree that
the completed forms may be subject to
review by governmental or regulatory
agencies, Sponsor, PPD, and their
agents, and Institution and Investigator
consent to such review. Institution and
Investigator further consent to the
transfer of such financial disclosure data
to the U.S., even though data protection
may not exist or be as developed in the
U.S. as in Institution and Investigator’s
own country.

20.0 Shipping of Dangerous Goods and

21.0

Infectious Materials

The shipment of dangerous goods and
infectious materials (including
infectious subject specimens) is subject
to local, national, and international laws
and regulations.  Institution and
Investigator are responsible for ensuring
that each individual who packages or
handles any dangerous goods or
infectious materials for shipping from
Institution complies with all applicable
laws and regulations.

Miscellaneous
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21.1 Tato Smlouva zavazuje smluvni

strany, jejich statutarni zastupce,
pravni nastupce a nabyvatele jejich
prav; mize byt ménéna a doplilovana
pouze pisemnymi dodatky
podepsanymi smluvnimi stranami a
nahrazuje vSechny ptredchozi pisemné
1 ustni smlouvy a prohlaSeni mezi
smluvnimi stranami ve véci svého
pfedmétu. Zdravotnické zafizeni ani
ZkouSejici neptevedou zadna sva
prava ani povinnosti z této Smlouvy
bez pisemného souhlasu Zadavatele
a/nebo PPD. Zadavatel a/nebo PPD
na zadost Zadavatele mohou tuto
Smlouvu pfevést na tfeti osobu, (a
PPD na zadost Zadavatele muze
pfevést sva prava a povinnosti z této
Smlouvy na Zadavatele), pfi¢emz
Zadavatel, resp. PPD nenese
odpovédnost za zadné povinnosti a
zavazky na zéklad¢ této Smlouvy,
které vzniknou po dni takového
pfevodu, a Zdravotnické zafizeni a
Zkousejici  timto s uvedenym
pfevodem souhlasi. Zdravotnické
zafizeni a ZkouSejici budou o
pfevodu neprodlené¢ informovani
nabyvatelem. Nevymahani kterékoli
podminky této Smlouvy neznamena
vzdani se této podminky. Bude-li
kterakoli ¢ast této Smlouvy oznacena
soudem na neucinnou, ziistane zbytek
této Smlouvy ucinnym. VSechny
povinnosti obsazené v této Smlouve,
které maji byt plnény po jejim zaniku,
zastavaji v platnosti i po zaniku této
Smiouvy.

21.2 Vsechna oznameni, kterd maji nebo

21.1

21.2

This Agreement shall be binding
upon the parties, their legal
representatives, successors and
assignees; may not be modified or
amended except by written
instrument signed by the parties;
and supersedes all prior written
and oral agreements and
representations  between  the
parties with respect to the matter
hereof. Neither Institution nor
Investigator shall assign or
transfer any rights or obligations
under this Agreement without
the written consent of Sponsor
and/or PPD.  Sponsor may,
and/or PPD  may, upon
Sponsor’s request, assign this
Agreement to a third party, (and
PPD may, wupon Sponsor’s
request, assign its rights and
obligations under this
Agreement to Sponsor), and
Sponsor and/or PPD (as the case
may be) shall not be responsible
for any obligations or liabilities
under this Agreement that arise
after the date of the assignment,
and Institution and Investigator
hereby consents to such an
assignment.  Institution and
Investigator will be given
prompt  notice of  such
assignment by the assignee.
Failure to enforce any term of
this  Agreement shall not
constitute a waiver of such term.
If any part of this Agreement is
found to be unenforceable, the
rest of this Agreement will
remain in effect. All obligations
contained herein as to which
performance is required after
termination shall survive
termination.

Any notice required or permitted
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mohou byt na zakladé této Smlouvy
¢inéna nékterou  stranou  této
Smlouvy, musi byt u¢inéna pisemné
a jsou platnd ke dni doruceni v
ptipad¢ osobniho piedani, zaslani
uznavanou kuryrni sluzbou ¢i faxem,
anebo pét (5) dnti po datu postovniho
razitka Vv piipadé zaslani
doporucenou nebo obdobnou postou
vyplacené a s doru¢enkou, na adresu:

Pro PPD:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401, USA
Kopie:

PPD Development, LP

929 North Front Street

Wilmin
Telefon:
Fax:
K rukam:

Zdravotnickému zafizeni:
Nemocnice Kyjov, piispévkova organizace,

to be given hereunder by either
party hereto shall be in writing
and shall be deemed given on the

date received if delivered
personally, by  recognized
overnight  courier, or by

facsimile, or five (5) days after
the date postmarked if sent by
registered or certified mail,
return receipt requested postage
prepaid, to the following
address:

If to PPD:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401, USA
With copy to:

PPD Development, LP

929 North Front Street
Wilmingto

Telephon

Facsimile:

Attn.:

If to Institution:
Nemocnice Kyjov, pfispévkova organizace,

Strazovska 1247/22, 697 01 Kyjov, Ceska Strazovska 1247/22, 697 01 Kyjov, Czech
Republic

Telephone:
Emil |
Attn.:-

republika
Email: I
Telefon:
K rukam:

Zadavateli:
F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Ba

Telefon:
Fax:

K rukam.:

If to Sponsor:
F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Basel, Switzerland

Telephone: I
Facsimile: NG

s
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Kterakoli smluvni strana muze zménit svou
adresu pro oznamovani a kontaktni osobu

oznamenim  ufinénym  zpusobem  zde
stanovenym.
21.3 Spory tykajici se této Smlouvy, které

21.4

se strandm nepodaii vyfeSit smirng,

budou feSeny dle prava gveské
republiky  pfed soudy  Ceské
republiky.

Tato Smlouva a jeji nasledné dodatky
mohou byt uzavieny v (vlozte ¢islo)
vyhotoventi, ktera vSechna
dohromady tvoii jedinou smlouvu.
Smluvni strany souhlasi s tim, Ze
podepsani této Smlouvy vyménou
podpisit elektronickym podpisem
(jak je definovano nize) bude mit
stejnou pravni silu a ucinek jako
vymeéna origindlnich podpisti. Podle
této Smlouvy se elektronickymi
podpisy rozumi podpis, ktery se
sklada z jednoho nebo vice pismen,
znakl, Cisel nebo jinych symbolli v
digitdlni podobé zaclenénych do
elektronického dokumentu,
pfipojenych k nému nebo s nim
spojenych, ktery (a) je pro danou
podepisujici osobu jedine¢ny; (b)
technologie nebo postup pouzity k
podpisu je pod vyhradni kontrolou
osoby, kterd podpis provadi; (c)
technologii nebo postup lze pouZit k
identifikaci osoby, ktera technologii
nebo postup pouzivd; a (d)
elektronicky podpis lze propojit s
elektronickym dokumentem takovym
zpusobem, ze jej Ize pouzit k urceni,
zda byl elektronicky dokument
zménén od doby, kdy byl
elektronicky  podpis  zaclenén,
pfipojen k elektronickému
dokumentu nebo s nim spojen.

Any party may change its notice address and
contact person by giving notice of same in the
manner herein provided.

21.3

Disputes regarding this agreement which
the parties fail to settle amicably will be
settled in accordance with Czech
Republic legislation in a Czech Republic
court of law.

21.4  The Parties agree that execution
of this Agreement by exchanging e-
Signature (as defined below) signatures
shall have the same legal force and
effect as the exchange of original
signatures. Pursuant to this Agreement,
e-Signatures shall mean a signature that
consists of one or more letters,
characters, numbers or other symbols in
digital form incorporated in, attached to
or associated with the electronic
document, that (a) is unique to the
person making the signature; (b) the
technology or process used to make the
signature is under the sole control of the
person making the signature; (c) the
technology or process can be used to
identify the person using the technology
or process; and (d) the electronic
signature can be linked with an
electronic document in such a way that
it can be used to determine whether the
electronic document has been changed
since the electronic signature was
incorporated in, attached to or
associated with the electronic document.
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F. Hoffmann La Roche Ltd

PPD Investigator Services LLC za F. Hoffmann La Roche, Ltd /
By: PPD Investigator Services LLC on behalf of F. Hoffmann La Roche Ltd

Podepsal/By:
Jméno/Name:
Funkce/Title:
Datum/ Date:

PPD Investigator Services LLC

Podepsal/By:
Jméno/Name:
Funkce/Title:
Datum/ Date:

ZDRAVOTNICKE ZARIZENI / INSTITUTION

Podepsal/By:

Jméno/Name: MUDr. Jifi Vyhnal
Funkce/Title: feditel/director
Datum/ Date:

ZKOUSEJICI / INVESTIGATOR

Podepsal/By:
Datum/ Date:




PRILOHA A EXHIBIT A
ROZPOCET BUDGET

PRILOHA A EXHIBIT A

Platba a rozpis plateb Payment and Payment Schedule

Platby: Platby by mé¢ly byt provedeny nize Payments: Payments should be made to the
uvedenym: following:

Jméno piijemce plateb / Payee Name :

Adresa ptijemce plateb / Payee Address:

Cislo bankovniho t¢tu / Bank account Number:

SWIFT kod/SWIFT Code:

Kod IBAN/IBAN Code:

Néazev banky/Bank Name:

Adresa banky/Bank Address:

Zdravotnické zafizeni mize v prabéhu Institution may request to revise the Payee
klinického hodnoceni pozadat o upraveni udaju | details provided herein during the course of
ptijemce plateb uvedenych v tomto dokumentu. | the Trial. In such cases, the parties agree that
V takovych piipadech se smluvni strany no amendment to this Agreement shall be
dohodly, ze nebude nutny zadny dodatek k této required provided that Institution provides
smlouvé, pokud Zdravotnické zaiizeni poskytne | written notification to PPD with the revised

spole¢nosti PPD pisemné oznameni s Payee details. The parties further agree that
upravenymi udaji pfijemce platby. Smluvni PPD assumes no liability for incorrect Payee
strany se dale dohodly, Ze spolecnost PPD details provided by Institution.

nenese zadnou odpovédnost za nespravné udaje




ptijemce platby poskytnuté Zdravotnickym
zafizenim.

Smluvni strany berou na védomi, ze vSechny
platby provedené v souvislosti s klinickym
hodnocenim budou uhrazeny piijemci plateb a
zkousejicimu 1ékafi v ramci jeho separatni
smlouvy. Zkousejici 1ékar je zodpovédny za
vypléaceni ¢lent svého studijniho tymu. Piijemce
plateb je odpovédny za provedeni veskerych
nezbytnych plateb v§em dal$im strandm.
Ptijemce plateb prohlasuje a zarucuje, ze je
opravnén piijimat veskeré platby za provadéni
Klinického hodnoceni a veskeré dalsi sluzby
poskytované podle této smlouvy. Piijemce plateb
bere na védomi, Ze predtim, nez bude mozné
zpracovavat platby podle této smlouvy, musi byt
Zadavateli predlozen vyplnény formulat o
autorizaci platby (Payment Authorisation Form,
PAF).

The Parties acknowledge that all payments
made in connection with the Trial will be
made to Payee and Principal Investigator via
his separate contract. Principal Investigator
will be responsible for study team members
payments. Payee is responsible for making
any necessary payments to any other parties.
Payee represents and warrants that it is
authorized to receive all payments for the
conduct of the Trial and any other services
rendered under this Agreement. Payee
acknowledges that a completed Payment
Authorisation Form (PAF) must be provided
to Sponsor, as applicable, before payments
can be processed hereunder.

ODDIL I.

SECTION I.

Nasledujici platby budou provadény na zakladé
nasledujicich podminek. Aby se ptedeslo
pochybnostem, Zadavatel nebude piijemci plateb
podle této Smlouvy provadét zadné dalsi platby,
pokud prostiednictvim dodatku podepsaného
smluvnimi stranami nebo zménového ptikazu
potvrzeného Zdravotnickym zatizenim a
Zkousejicim a podepsaného Zadavatelem nebude
zménén rozpocet a rozpis plateb.

The following payments will be made based
on the following terms. For the avoidance of
doubt, Sponsor will not make any additional
payments to Payee pursuant to this
Agreement unless the Budget and Payment
Schedule is amended via an Amendment
signed by the parties or a Change Order
acknowledged by the Institution and
Investigator and signed by Sponsor.

Platby za navstévy subjekti. Zadavatel nebo
spole¢nost PPD budou provadét platby za
kalendaini Ctvrtleti v souladu s rozpo¢tem
uvedenym v pfilozené tabulce 1 na zakladé
navstév subjektd v Klinickém hodnoceni

a vyplnénych elektronickych zaznamu subjektii
hodnoceni (electronic case report form, eCRF),

Subiject Visit Payments. Sponsor or PPD
will make payments on a calendar quarterly
basis in accordance with the Budget as
outlined in the attached Table 1, based on
Subject Trial visits and completed eCRFs
that occurred in the previous calendar
quarter.
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které se uskute¢nily v predchozim kalendainim
Ctvrtleti.

Zavéretna platba a odsouhlaseni. Zavére¢na
platba bude provedena poté, co Zadavatel obdrzi
kopie vSech vyplnénych formuldiit eCRF za
kazdy subjekt, ktery se ucastni Klinického
hodnoceni, pficemz budou vyfeSeny vSechny
dotazy. Pfed uhrazenim zavére¢né platby
ptijemci plateb provede Zadavatel nebo
spole¢nost PPD odsouhlaseni plateb piijemci
plateb, kde budou zauctovany vSechny ptredchozi
platby provedené v rdmci Klinického hodnoceni,
zbyvajici platby k thradé, a piipadné to bude
zahrnovat zadrzené platby za navstévy subjektu a
spravedlivou trzni hodnotu jakéhokoli vybaveni
poskytnutého podle této smlouvy, které si
Zdravotnické zatizeni a Zkousejici zakoupi.
Vysledkem tohoto odsouhlaseni bude bud’
zaverecna platba splatna piijemci plateb, nebo
zadost o refundaci splatnou Zadavateli nebo
spole¢nosti PPD. Piijemce plateb bude mit
Sedesat (60) dnli od obdrZeni zavérecné platby na
rozporovani pfipadnych nesrovnalosti tykajicich
se plateb provedenych podle tohoto oddilu.

Final Payment and Reconciliation. The
final payment will be made after Sponsor
has received copies of all completed eCRFs
for each of the Subjects participating in the
Trial with all queries resolved. Sponsor or
PPD will perform a reconciliation of the
Payee’s payments before issuing a final
payment to the Payee to account for all
previous Trial payments, remaining
payments due and, if applicable, this shall
include the withholding from Subject Visit
Payments and the fair market value of any
equipment provided under this Agreement
which the Institution and Investigator
purchase. The reconciliation will result in
either a final payment due to the Payee or a
request for reimbursement due to Sponsor or
PPD. Payee shall have sixty (60) days from
the receipt of the final payment to dispute
any discrepancies relating to payments made
pursuant to this section.

ODDIL II.

SECTION IlI.

Nasledujici platby budou provedeny poté, co
Zadavatel nebo spole¢nost PPD obdrzi a schvali
pfiméten€ podrobné rozepsanou fakturu

a Vv piipadé potieby podplrnou dokumentaci.
Vsechny zde uvedené platby jsou véetné
rezijnich néklada.

The following payments will be made
following receipt and approval by Sponsor
or PPD of a reasonably detailed invoice and,
when relevant, supporting documentation.
All payments referenced herein are inclusive
of overhead.

Fakturace. Vsechny faktury musi byt vystaveny
a zaslany dle pokynt nasledujicim zptisobem:

Invoicing. All invoices must be issued and
forwarded to the following as instructed:
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Faktury budou uvadét jméno Zkousejiciho,
Cislo protokolu, a pokud budou zasilany

a budou zasilany na adresu:

spole¢nosti PPD, ,,F. Hoffmann — La Roche®,

Invoices shall reference the Investigator’s
name, Protocol number and, if sent to PPD,
“F.Hoffmann- La Roche”, and be sent to:

Faktury je tfeba posilat e-mailem na adresu:

Invoices should be addressed by email to:

a pridélenému monitorovi spolecnosti PPD
(je-li znam)

And to assigned PPD monitor (if known)

Vsechny faktury musi byt odeslany
Zadavateli nebo spolec¢nosti PPD (podle
toho, co je relevantni) do Sesti (6) mé&sict od
vzniku pfislusnych vydaji nebo uzamceni
databaze podle toho, co nastane dfive.
Ptijemce plateb bere na védomi, Ze v urcitém
okamziku po tomto obdobi uzavie Zadavatel
nebo spole¢nost PPD své ucetni knihy
tykajici se Klinického hodnoceni.

All invoices must be submitted to Sponsor
or PPD (as applicable) within six (6)
months following the incurrence of the
applicable expense or database lock,
whichever is earlier. Payee understands that
at some point following such period,
Sponsor or PPD will close its books
relating to the Trial.

Niaklady Zdravotnického zarizeni.
Vsechny platby budou vyzadovat fakturu
a budou hrazeny v ¢astkach uvedenych

v tabulce 1 a v souladu s nasledujicimi
Kritérii:

Site Costs. All payments shall require an
invoice and will be made in the amounts
specified in Table 1, and according to the
following criteria:

a) Neuspéchy ve screeningu. U tako-
vych subjektt, které podepsaly infor-
movany souhlas, podstoupily v§echna
vstupni postupy podle protokolu a na-
sledné nejsou zptsobilé pro Klinické

a) Screen Failures. For those Sub-
jects who have signed an informed
consent, undergone all screening
procedures pursuant to the Protocol
and are subsequently not eligible for
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hodnoceni (déle jen ,,netispéchy ve
screeningu‘‘), zaplati zadavatel nebo
spole¢nost PPD za subjekty s neuspé-
chem ve screeningu za kazdé prove-
dené vySetieni/postup, jak je uvedeno
v tabulce 1, do maximalni vyse dvou
(2) neuspeésnych screeningti. Zdravot-
nické zatizeni a ZkousSejici budou oh-
ledné¢ kazdého dalSiho netspésného
screeningu, kontaktovat Zadavatele
nebo spolecnost PPD s zadosti

o0 schvéleni a Zadavatel nebo spolec¢-
nost PPD mohou povolit dodatecné
platby za neuspésny screening, pokud
to budou povazovat za opodstatnéné.

the Trial (“Screen Failures™), Spon-
sor or PPD will pay for subjects
who fail screening for every per-
formed examination/procedure as
outlined in Table 1 up to a maxi-
mum of two (2) Screen Failures. In-
stitution and Investigator shall con-
tact Sponsor or PPD for authoriza-
tion regarding each subsequent
Screen Failure , and Sponsor or
PPD may allow additional Screen
Failure allowances if deemed rea-
sonable.

b) Neplanované navstévy. Neplanované b) Unscheduled Visits. Unscheduled
navstévy jsou navstévy, které se Visits are visits which occur in ad-
uskute¢ni nad ramec navstév planova- dition to those scheduled by the
nych protokolem a jsou nezbytne pro Protocol and are necessary for the
Klinické hodnoceni. Kdyz to bude Trial. Where possible, Unscheduled
mozné, Zadavatel musi neplanované Visits must be approved by Sponsor
navstévy predem schvalit. Piijemce in advance. Payee will be reim-
plateb obdrzi tihradu za Cas straveny bursed for staff time and research
personalem a za vyzkumné postupy, procedures which are performed at
které se provadéji pii neplanované na- the Unscheduled Visit in accord-
v§téve v souladu s tabulkou 1. ance with Table 1.

c) Nahrada cestovnich vydaju subjek- c) Subject Travel Reimbursement.
tum. Subjektim budou proplaceny Subjects shall be reimbursed in ac-
cestovni vydaje a stravné v souladu s cordance with the EC approved
¢astkami schvéalenymi EK a uvede- amounts within the ICF per visit for
nymi v dokumentu informovaného travel and meal expenses either
souhlasu za navstévu, a to bud’ pro- through Greenphire to the subject’s
sttednictvim spolecnosti Greenphire bank accounts or via Institution in
na bankovni ucet subjektu, nebo pro- meal vouchers.
sttednictvim Zdravotnického zatizeni
formou stravenek.

d) Cesty personalu Zdravotnického d) Site Personnel Travel. Sponsor will

zarizeni. Zadavatel podle svého vy-
béru zaplati nebo proplati priméiené

pay for or, at its election, reimburse
reasonable travel, meal and lodging
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vydaje na cestovani, jidlo a ubytovani
(pfi pouziti letecké prepravy se musi
jednat o jinou nez prvni nebo ob-
chodni tfidu) Zkousejiciho nebo dal-
Sitho personalu Zdravotnického zafi-
zeni, kdyz se na zaddost Zadavatele
maji zicastnit schtizek souvisejicich
s Klinickym hodnocenim.

expenses (air travel must be by means
other than first or business class) for the
Investigator or other Institution’s
personnel to attend Trial-related
meetings at Sponsor’s request.

e) Dalsi fakturované postupy. Postupy, e) Additional Invoiced Procedures.
které jsou provadény dle pozadavku Procedures performed as required per
protokolu, jsou zahrnuty do rozpoctu the Protocol are included in the budget
jako soucast tabulky 1. Piijemce pla- as part of Table 1. Payee shall invoice
teb vystavi fakturu Zadavateli, spo- to Sponsor, PPD, or third party as
le¢nosti PPD nebo piipadné tieti applicable; those additional procedures
stran¢ za dodate¢né postupy, které which are necessary per the Trial but
jsou nezbytné pro Klinické hodno- which have not been incorporated into
ceni, ale které nebyly zahrnuty do the visit payments. If the quantity
plateb za navstévy. Pokud je vyse included on Table 1 is surpassed,
uvedend v tabulce 1 piekrocena, dalsi additional procedures should have prior
postupy by mély byt pied odeslanim written approval before an invoice is
faktury pfedem pisemné schvaleny. submitted.

f) DPH a jiné dané. Spolecnost PPD f) VAT and Other Taxes. PPD will

bude kromé plateb hradit i DPH podle
pozadavkl vnitrostatnich zakont. V
ptipadech, kdy je vyZadovana faktura
s uvedenim DPH, budou platby pro-
vedeny teprve poté, co spole¢nost
PPD obdrzi platnou fakturu s DPH.

V situacich, kdy se DPH neuplatiiuje,
bude pted provedenim platby podle
této Smlouvy i nadale vyzadovana
faktura.

pay VAT in addition to the pay-
ments as required by national laws.
Where a VAT invoice is required,
payments will only be made once
PPD has received the valid VAT in-
voice. In situations where VAT is
not applicable, an invoice will still
be required before any payment is
made under this Agreement

g) Vybaveni. V souladu s nize
uvedenymi podminkami poskytne
Zadavatel nebo spole¢nost PPD
Zdravotnickému zafizeni k pouZivani
v Klinickém hodnoceni nasledujici
vybaveni, které je pro pouziti v
Klinickém hodnoceni vyzadovano a
které Zdravotnické zatizeni jinak
nevlastni ani k nému nema pfistup
(déle jen ,,vybaveni):

4)] Equipment. Subject to the
conditions set forth below, Sponsor
or PPD will to provide the following
equipment that is required for use in
the Trial and that Institution does
not otherwise own or have access to
(the “Equipment”) to Institution for
use in the Trial:
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Vybaveni/
Equipment

Odhadovan4
pocatecni hodnota
na zacatku
klinického
hodnoceni/

Estimated Initial
Value at Trial Start

Odhadovan4
zbytkova  hodn
pfi dokongd
klinického

hodnoceni/

Estimated Resiq
Value at T
Completion

Strana/Page 37 z/of 48



1) Pouzivani vybaveni; tidrzba.
Zdravotnické zarizeni souhlasi s tim, ze
vybaveni umisti na pracovisti a bude jej
pouzivat vyhradné v souvislosti s Klinickym
hodnocenim po dobu platnosti smlouvy.
Zdravotnické zafizeni souhlasi s tim, Ze bude
vybaveni udrzovat v dobrém funkénim stavu,
s prihlédnutim k pfiméfenému opotiebeni.

V piipad¢, ze béhem provadéni Klinického
hodnoceni bude mit vybaveni zavadu nebo
bez zavinéni Zdravotnického zatizeni
ptfestane fungovat, Zadavatel nebo spolecnost
PPD ve spolupraci se Zdravotnickym
zafizenim zajisti vhodnou udrzbu nebo
vyménu vybaveni, dle uvazeni Zadavatele,
véetné moznosti uhrady naklada
Zdravotnickému zafizeni za pfiméfenou
udrzbu nebo vyménu.

() Equipment Use; Maintenance.
Institution agrees to house the Equipment
on site and to use the Equipment solely in
connection with the Trial during the term of
the Agreement. Institution agrees to
maintain the Equipment in good working
condition, reasonable wear and tear
excepted. In the event that the Equipment
malfunctions or ceases to operate during the
conduct of the Trial through no fault of
Institution, Sponsor or PPD will work with
Institution to arrange for appropriate
maintenance or replacement of the
Equipment, including, at Sponsor’s option,
reimbursing Institution for reasonable
maintenance or replacement expenses.

i) Vraceni nebo nakup vybaveni. Po
dokonceni nebo pti jakémkoli pred¢asném
ukonceni Klinického hodnoceni ve
Zdravotnickém zatizeni toto podle svého
uvazeni bud’: A) vrati vybaveni Zadavateli na
naklady Zadavatele; nebo B) uhradi
Zadavateli zbytkovou redlnou trzni hodnotu
vybaveni k datu ukonc¢eni. Zadavatel nebo
PPD mohou dle svého uvazeni bud’ zadrzet
zéverecnou platbu Zdravotnickému zatizent,
dokud nebude vybaveni vraceno, nebo snizit
zéverecnou platbu Zdravotnickému zatizeni o
zbytkovou redlnou trzni hodnotu vybaveni k
datu dokonc¢eni nebo ukonceni Klinického
hodnoceni. V PRIPADE PREVODU NEBO
POSTOUPENI PODLE TOHOTO
ODSTAVCE BUDE VYBAVENI
PREVEDENO A POSTOUPENO ,,JAK
STOJi A LEZI“, A ZADAVATEL
NEPOSKYTUJE ZADNOU ZARUKU ANI
PROHLASENI, VYSLOVNE ANI
PREDPOKLADANE, MIMO JINE
VCETNE VHODNOSTI, PRODEJNOSTI,
KVALITY, DESIGNU, STAVU,

(i) Return or Purchase of Equipment.
Upon completion or any earlier termination
of the Trial at Institution, Institution shall,
at its option, either: (A) return the
Equipment to Sponsor at Sponsor’s
expense; or (B) reimburse Sponsor for the
residual fair market value of the Equipment
as of the date of termination. Sponsor or
PPD may, at its option, either withhold the
final payment to Institution until the
Equipment is returned, or reduce the final
payment to Institution by the residual fair
market value of the Equipment as of the
date of completion or termination of the
Trial. IN THE EVENT OF TRANSFER
OR ASSIGNMENT UNDER THIS
PARAGRAPH, THE EQUIPMENT
SHALL BE TRANSFERRED AND
ASSIGNED “AS IS,” AND SPONSOR
MAKES NO WARRANTY OR
REPRESENTATION, EXPRESSED OR
IMPLIED, INCLUDING BUT NOT
LIMITED TO FITNESS,
MERCHANTABILITY, QUALITY,
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ZPUSOBILOSTI NEBO VYKONNOSTI
VYBAVENI.

DESIGN, CONDITION, SUITABILITY
OR PERFORMANCE OF THE
EQUIPMENT.

Bez piedchoziho pisemného souhlasu
zadavatele nebo spolecnosti PPD nebudou
zvaZovany Zadné dalsi Zadosti o financovani.

No other additional funding requests will
be considered without the prior written
consent of Sponsor or PPD.

Tabulka 1

Table 1

(K&)/

Navstéva/ Visit

Poplatek za visitu

Pocet
visit/ Celkova ¢astka
No of (K¢&)/

Visits
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DalSi naklady/ Other costs

Fakturovatelné polozky/ | MnozZstvi/| Cena za Additional Terms
Invoiceable Items jednotku | subjekti/

(K¢) / | #Subjects

Unit

Cost

Strana/Page 40 z/of 48




Strana/Page 41 z/of 48




Strana/Page 42 z/of 48




Strana/Page 43 z/of 48




Strana/Page 44 z/of 48




Strana/Page 45 z/of 48




Naklady centra/ Mnoistv | Cena za| Celkem/ | Dodate¢né terminy/
Site Costs i/ Qty |jednotku Additional Terms
/ Unit
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Poznamky pod ¢arou/ Footnotes:

Platby budou pomémé na zaklad¢ poctu dokoncenych navstév; platby za navstévu budou
zalozeny na dokon¢enych eCRF./

Payments will be prorated based on number of visits completed; visit payments will be based
upon eCRFs completed.

Pokud neni v tabulce 1 uvedeno jinak, soucty na subjekt zahrnuji vS§echny naklady na
proceduru a nesouvisejici s procedurou./

Per Subject totals include all Subject procedure and non-procedure related costs unless
otherwise noted in Table 1

Polozky s jednotkovou cenou 0,01 nejsou zahrnuty v cené na pacienta. Tato jednotkova cena
se pouziva jako zastupny symbol pouze pro ucely formatovani./

Items with a unit cost of 0.01 are not included in the Per Patient Cost. Such unit cost is used
as a placeholder for formatting purposes only.

Zkratky v zahlavi/ Abbreviations in Header Section:

"Screen" = Screeningova navstéva/ "Screen"= Screening Visit

"V" = navstéva/"V"= Visit

"TD" = pteruSeni lécby/"TD"= Treatment Discontinuation

"FU" = pokracovani/ "FU"= Follow-up

"Unsched"= Nepldnovana navstéva/"Unsched"= Unscheduled Visit

Zkratky v sekci Postupy/ Abbreviations in Procedures Section:

"SOC"= standardni postup péce, nehradi zadavatel. Subjekt a/nebo tteti strana odpovédna za
platbu/

"SOC"= standard of care procedure, not reimbursed by Sponsor. Subject and/or third-party
payor responsible for payment.

"INV" = fakturované polozky budou uhrazeny zadavatelem za podminek uvedenych v
Priloze A./

"INV" = invoiced items will be reimbursed by Sponsor under terms in Exhibit A.
"SOC/INV" = postup by mohl byt povazovan za standardni péci nebo proplaceny
zadavatelem, jak urc¢i zkouSejici pfi navstéve./

"SOC/INV" = procedure could be considered standard of care or reimbursable by Sponsor as
determined by the investigator at visit.

"X" = pokryto fyzikalnim vySetfenim pro navstévy na klinikach./

"X"= covered by the physical examination for in-clinic visits.

m "Kompletni fyzicka prohlidka" zahrnuje demografické tidaje (vek, pohlavi a rasa/etnicka
pfislusnost, kterou si sdm uvedl), anamnézu/vychozi stav, hmotnost/vysku a vitalni funkce./
m "Complete Physical Examination" includes demographics (age, sex, and self-reported
race/ethnicity), medical history/baseline conditions, weight/height, and vital signs.

m "Omezené fyzické vySetieni" zahrnuje vahu/vysku a vitalni funkce./
m "Limited Physical Examination" includes weight/height, and vital signs.




m "Centralni laboratof: Odbér krve a odbér vzorkd" zahrnuje sérum téhotenstvi, hematologii,
koagulaci, chemii, analyzu moci, sérologii (HBV, HCV a HIV), vzorky PK a vzorky
biomarkert plazmy. /

m "Central Lab: Blood draw and Sample collections" includes serum pregnancy, hematology,

coagulation, chemistry, urinalysis, serology (HBV, HCV and HIV), PK samples, and plasma
biomarker samples.
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