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

TUTO SMLOUVU uzaviraji nize uvedeného
dne, mésice a roku podle ustanoveni § 1746
odst. 2 zé&kona ¢&. 89/2012 Sb., obcansky
zakonik, ve znéni pozdéjsich predpist (dale jen
,obCansky zakonik®) suc¢innosti od data
zvefejnéni smlouvy v registru smluv (dale jen
,datum ucinnosti”), smluvni strany:

F. Hoffmann-La Roche Ltd

se sidlem Grenzacherstrasse 124
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 subjekt jménem Zadavatele

a

Nemocnice Tabor a.s. se sidlem Kpt. Jarose
2000, 390 03 Tébor, Ceska republika
(déle jen ,,Zdravotnické zarizeni”)

a

XXX

pusobici v Nemocnici Tabor a.s.,

se sidlem Kpt. Jarose 2000, 390 03 Tabor,
Ceska republika

(dale jen ,,ZkousSejici”)

(dale oznaCovana  jako »Smlouva”)
k provedeni tohoto klinického hodnoceni:
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STATEMENT OF AGREEMENT
Protocol number: F. Hoffmann-La Roche Ltd
GB44332

THIS AGREEMENT, concluded on the day,
month and year below in accordance with the
provisions of Section 1746(2) of Act No.
89/2012 Coll., the Civil Code, as amended
(hereinafter referred to as the "Civil Code") and
made effective on the date of Contract Register
publication (“Effective Date”), by and between:

F. Hoffmann-La Roche Ltd
located at Grenzacherstrasse 124
4070 Basel, Switzerland
(“Sponsor”)

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 Tabor a.s.located at Kpt. Jarose
2000, 390 03 Tébor, Czech Republic
(“Institution”)

and

XXX

with his offices located at Nemocnice Tabor
a.s., located at Kpt. Jarose 2000, 390 03 Tébor,
Czech Republic

(“Investigator”)

(“Agreement”) for the conduct of the

following clinical trial:
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Cislo protokolu: GB44332 s nazvem Xxx
(dale jen ,,Klinické hodnoceni”)

Tato Smlouva byla podepsana stim, Ze XXX
bude jmenovan Zkousejicim, ktery bude za
Zdravotnické zafizeni osobn¢ odpovédny za
provadéni  nize  popsaného  Klinického
hodnoceni. Pokud ZkousSejici nemtze Klinické
hodnoceni provadét nebo v ném pokracovat,
muze PPD a Zadavatel od této Smlouvy
s okamzitou ucinnosti a bez dalSich zdvazki
odstoupit.

Zdravotnické zafizeni muze tuto Smlouvu
ukonc¢it na zakladé vypoveédi spolecnosti PPD,
s tficeti (30) denni vypovédni lhitou, v
ptipadé, Zze ZkouSejici jiz neni schopen
provadét  Klinické  hodnoceni  jménem
Zdravotnického zafizeni z divodu nemoci nebo
zdravotniho postizeni, nebo pokud Zkousejici
pfestane byt zaméstnanec Zdravotnického
zafizeni nebo k nému piidruzeny. V kazdém
takovém piipadé miize Zdravotnické zafizeni
ukon¢it smlouvu pouze v ptipadé, Zze po
vynalozeni piiméieného usili neni
Zdravotnické zafizeni schopno najit ndhradniho
hlavniho zkousejiciho ptijatelného pro PPD a
Zadavatele.

1.0 Uvod

PPD byla Zadavatelem tadné¢ zplnomocnéna
K plnéni urcitych 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
pot&Seni, Ze Zdravotnické zafizeni a ZkouSejici
souhlasili s ucasti v tomto Klinickém hodnoceni.
Tato Smlouva stanovi podminky platné pro
provadeéni Klinického hodnoceni.

2.0 Provadéni Klinického hodnoceni

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

Clinical Trial Protocol No: GB44332 with
title: “xxx” (“Trial”)

The Agreement has been signed with the
understanding that xxx 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 and Sponsor may terminate this
Agreement immediately without further liability.
This Agreement may be terminated by
Institution, upon thirty (30) days notice to
PPD, in the event that the Investigator is no
longer able to conduct the Trial on behalf of
the Institution due to illness or disability, or if
the Investigator ceases to be an employee of,
or affiliated with, the Institution. In any such
event Institution may only terminate the
Agreement if, after reasonable efforts have
been made, Institution is not able to find an
alternate principal investigator acceptable to
PPD and Sponsor.

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.

20 Trial Conduct
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2.1

2.2

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

Zdravotnické zafizeni a ZkouSejici
prohlasuji, ze disponuji znalostmi,
zkusenostmi, a zdroji nezbytnymi k
provedeni Klinického hodnoceni, a dle
jejich nejlepsiho védomi maji piistup k
pozadovanému poctu subjektl
hodnoceni dle kritérii pro zafazeni
nebo vyfrazeni, jak jsou stanoveny v
Protokolu, a jsou ochotni Kilinické
hodnoceni provést, a ze Zdravotnické
zafizeni a ZkouSejici plné znaji platné
predpisy; dale se Zdravotnické zafizeni
a Zkousejici zavazuji, ze se nebudou
podilet na zadném jiném klinickém
hodnoceni, které by jim svou povahou
brénilo v plnéni povinnosti v rdmci
Klinického hodnoceni dle této Smlouvy.

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

2.2.1 Protokolem ¢islo GB44332 pod
nazvem ,,RANDOMIZOVANE,
DVOIJITE ZASLEPENE,
PLACEBEM xxx ” (dale
oznaCovanym jako ,,Protokol”)
a veSkerymi jeho naslednymi
zménami schvalenymi
Zadavatelem, PPD, SUKL a
ptisluSnou etickou komisi.

2.2.2 Vsemi platnymi zdkony a

predpisy, mimo jiné véetné téch,

které se tykaji lidského vyzkumu

a ochrany osobnich tdajt.

2.2.3 Pokyny pro spravnou klinickou

praxi (GCP) vydanymi

Mezinarodni  konferenci o

harmonizaci (ICH) technickych

pozadavkl na registraci

humannich 1é¢ivych piipravka a

jinymi  obecné  pfijimanymi

2.1

2.2

Institution and Investigator declare that
they have the knowledge, experience
and resources necessary to conduct the
Trial, and to the best of their knowledge,
have access to the required number of
subjects according to the inclusion or
exclusion criteria as set out in the
Protocol, and are willing to conduct the
Trial 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.

Institution and Investigator agree to
carry out the Trial in accordance with:

2.2.1 Protocol number GB44332
entitled “xxx” (the ‘“Protocol”)
and any subsequent

amendments thereto approved
by the Sponsor, PPD and, the
State Institute for Drug Control

and the appropriate Ethics
Committee;
2.2.2 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
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pokyny  ICH, Evropskych
spoleCenstvi nebo pfisluSnych
organti Ceské republiky (Statni
ustav pro kontrolu léciv, dale
oznaovany jako “SUKL”), a

2.2.4. Podminkami této Smlouvy.

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.

2.3 V ptipadé rozporu mezi Protokolem a 2.3 In the event of a conflict between the
touto Smlouvou se vSechny klinické Protocol and this Agreement, the terms
zélezitosti budou fidit terminy v of the Protocol will control with regard
Protokolu a pro ostatni zalezitosti maji to all clinical matters and the terms of
ptednost ustanoveni této Smlouvy. this Agreement will govern for all other

matters.

3.0 Nabyti ucinnosti a doba platnosti 3.0 Commencement and Duration

Smlouvy

3.1 Tato Smlouva nabyva ucinnosti k Datu 3.1 This Agreement will begin on the
udinnosti a zustava v platnosti a Effective Date and shall continue until
ucinnosti do dokonceni Klinického completion or until terminated in
hodnoceni nebo zaniku Smlouvy dle ¢l. accordance with the provisions in
17.0 této Smlouvy. Section 17.0 below.

3.2 . Odhaduje se, ze nabor pacienti ve 3.2 . Patient recruitment at the Institution is
Zdravotnickém zafizeni bude zahajen v estimated to start in xxx and estimated
XXX a jeho ukonéeni se odhaduje v XxX; to be completed by xxx; the entire Trial
dokonceni celého Klinického hodnoceni is estimated to be completed by xxx. It
se odhaduje do xxx. Piedpoklada se, ze is expected that xxx patients will be
ve Zdravotnickém zafizeni bude do enrolled at the Institution; however, as
Klinického hodnoceni zafazeno XXX enrolment of patients within the Trial is
pacientl; jelikoz je vSak zafazovani do competitive, Institution agrees that PPD
Klinického hodnoceni  kompetitivni, will be notified if Investigator intends to
Zdravotnické zafizeni souhlasi s tim, ze enrol more than xxx patients. If, during
bude informovat spolec¢nost PPD, pokud the Trial, it becomes apparent that
Zkousejici bude zamyslet zaradit vice Institution and Investigator will not be
nez XXX pacientii. Pokud se v priibéhu able to complete the Trial on schedule,
Klinického  hodnoceni ukdze, Ze Institution and Investigator will notify
Zdravotnické zafizeni a Zkousejici PPD immediately, as it may be
nebudou schopni Klinické hodnoceni necessary to  make  alternative
dokon¢it ve stanoveném terminu, arrangements. Institution and

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor  Strana/Page 4 z/of 35



3.3

3.4

3.5

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

Zdravotnické zafizeni a Zkousejici o
tom neprodlené vyrozumi PPD, aby se
mohla  pfipadn¢  zafidit  jinak.
Zdravotnické zatizeni a ZkouSejici se
maximalné vynasnazi pouzivat
nezavisly 1ékatsky usudek, pokud jde o
miru, do jaké kazdy pacient vyhovuje
pozadavkim Protokolu. Déle v piipadé,
ze Zdravotnické zatizeni zjisti naznaky
toho, ze dochazi k zavazné fyzické
ujm¢ kteréhokoli ze subjektd ve
Zdravotnickém zafizeni, mize
okamzité pozastavit ndbor subjektii ve
Zdravotnickém  zafizeni. V takovém
pfipadé¢ bude Zdravotnické zatizeni
okamzit¢ informovat Zadavatele o
takovych naznacich a o0 svém
rozhodnuti pozastavit nabor subjektl
ve Zdravotnickém zafizeni, ale bude
pokracovat s provadénim naslednych
procedur stanovenych v této Smlouve.

Smluvni strany souhlasi s tim, Ze
zvySeni ndboru zafazenych pacientl
nad pocet XXX _pacientli bude vyzadovat
pisemné ozndmeni od ZkousSejiciho a
pisemné potvrzeni a schvéleni ze strany
spolecnosti PPD nebo Zadavatele, Ze
nabor muze pokracovat.

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

Po  dokonfeni  nebo  ukonceni
Klinického hodnoceni Zdravotnické
zatizeni a ZkousSejici zpracuji veskeré
zpravy o Klinickém hodnoceni, jak jsou
stanoveny PPD nebo Zadavatelem.
Platby Zdravotnickému zafizeni a
ZkouSejicimu  zavisi na  vcasném

Investigator will use best efforts in
exercising independent medical
judgement as to the compatibility of
each patient with the Protocol
requirements. In the event that
Institution discovers indications that
serious physical harm is occurring to
any of the Trial subjects at Institution,
it may immediately suspend the
recruitment of Trial Subjects at
Institution. In such event, Institution
will immediately notify Sponsor of
such indications and of its decision to
suspend the recruitment of Trial
Subjects at Institution, but will
continue to perform the follow-up
procedures set forth in this Agreement.

3.3 The parties agree that an
increase in enrolment beyond
xxX 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.

35 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
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pfedlozeni  zprav  a/nebo  udaji

spolecnosti PPD nebo Zadavateli.

Financ¢ni podpora

4.1 Zadavatel se zavazuje za Fadné

provedené ¢innosti na zaklad¢ této
Smlouvy, prostiednictvim PPD,
zaplatit odménu za provadéni
Klinického hodnoceni ve vysi,
zpusobem a za  podminek
sjednanych smluvnimi stranami
V této Smlouve, v souladu
s podminkami Protokolu a tak, jak
je stanoveno Vrozpoctu, ktery
tvoti Ptilohu A a nedilnou soucast
této  Smlouvy  (dale  jen
,Rozpocet”). Smluvni strany
berou na védomi a souhlasi, ze
celkovy  rozpocet  Klinického
hodnoceni  provadéného  ve
Zdravotnickém zafizeni bude vzdy
délen mezi Zdravotnické zatizeni
a Zkousejiciho.v poméru XXX
Zdravotnické  zafizeni: XXX
Zkousejici. Se Zkousejicim bude
uzaviena  separatni  smlouva.
Veskeré  Castky, na  které
Zdravotnickému zatizeni dle této
Smlouvy nevznikl nérok, avSak
byly jiZz uhrazeny, musi byt
vraceny PPD na pisemné vyzadani
PPD do tficeti (30) dni. V piipadé
pred¢asného zéniku Smlouvy je
¢astka, ktera bude na zakladé€ této
Smlouvy uhrazena, omezena na
pomémé  kracenou  odménu.
Zdravotnickému zatizeni
nebudou uhrazena Zadna plnéni
provedena za ucelem provadéni
Klinického hodnoceni, ktera
budou posouzena jako poruSeni

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

and/or data being submitted to
PPD or Sponsor in a timely
manner.

Financial Support

4.1 Sponsor undertakes, through PPD, to

pay the remuneration for properly
performed activities on the basis of
this Agreement, for the conduct of the
Trial, in the amount, manner and
under the conditions agreed by the
parties to this Agreement in
accordance with the terms 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. The
contracting parties acknowledge and
agree that the total budget of the Trial
conducted at the Institution will be
always divided between the Institution
and the Investigator in the ratio Xxx
Institution and XxxX Investigator.as
outlined in their  respective
agreements. Investigator. A separate
contract will be concluded with
Investigator. . Any amounts not due to
the Institution pursuant to this
Agreement, but already paid, shall be
returned to PPD within thirty (30)
days of written demand 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.
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4.2

Protokolu nebo této Smlouvy
nebo odchyleni se od nich.

Zdravotnické zafizeni timto bere
na védomi a souhlasi stim, Ze
veSkeré platby, na které vznika
narok dle této Smlouvy, jsou
platby ptevadéné od Zadavatele,
a ze PPD nema na zaklad¢ této
Smlouvy Zadnou platebni
povinnost, dokud PPD tyto
platby neobdrzi od Zadavatele.
PPD se v mife, jakou od ni lze
spravedlivé pozadovat, vynasnaZzi
zajistit vcasné obdrzeni
prubéznych plateb od Zadavatele.

Zdravotnické zatizeni a Zkousejici
berou na védomi, ze PPD uzavie
se Zkousejicim zvlastni smlouvu o
povinnostech/plnéni Zkousejiciho

pii provadéni Klinického
hodnoceni, a ze uvedena smlouva
muze zahrnovat spravedlivou

odménu za sluzby poskytnuté
ZkouSejicim; v zadném ptipade
vSak takovd odména nebude
duplikovat odménu uhrazenou
Zdravotnickému zafizeni dle této
Smlouvy.

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

4.2
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Institution hereby acknowledges
and agrees 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 and Investigator
acknowledge that PPD will
conclude a separate agreement
with Investigator concerning the
obligations/services of the
Investigator in conducting this
Trial and that such agreement may
include fair compensation for
services provided by Investigator;
however, in no event will such
compensation  duplicate  the
compensation made to the
Institution hereunder.



4.3

5.0

Duavérné

Zdravotnické zatizeni a Zkousejici
prohlasuji, ze odména, kterou
obdrzi dle této Smlouvy, neni
vys$Si nez béznad trzni hodnota
sluzeb, které Zdravotnické
zafizeni a Zkousejici poskytuji, a
7ze Zdravotnické zafizeni ani
Zkousejici nedostavaji  zadné
plathy za Ucelem  podnitit
Zdravotnické  zafizeni  nebo
Zkousejiciho  kndkupu  nebo
predepisovani jakychkoli 1éciv,
zafizeni nebo vyrobkd.
Zdravotnické zatizeni a ZkousSejici
se zavazuji, ze Zdravotnické
zafizeni a Zkousejici nebudou
zadnému pacientovi, pojistovné
ani  staitnimu organu uctovat
zadné polozky, navstévy, sluzby
nebo vydaje, které poskytne nebo
uhradi PPD nebo Zadavatel.
Zdravotnické zafizeni a ZkouSejici
se dale zavazuji, ze zadnému
staitnimu Ufednikovi ani zastupci
nepfedaji zaddné penize ani
hodnotné véci s cilem
nedovoleného ovliviiovani ukond
statni spravy.

informace a duSevni

vlastnictvi

5.1

Zdravotnické  zafizeni,  jeho
zameéstnanci a zastupci, zejména
Zkousejici, nevyzradi zadné tieti
osobé Udaje, zaznamy ani jiné
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 hodnocenti,
bez  pfedchoziho  pisemného

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

4.3

5.0

Confidential

Institution and Investigator agree
that the compensation received
under this Agreement does not
exceed the fair market value of
the services Institution and
Investigator are providing, and
that no payments are being
provided to Institution and
Investigator for the purpose of
inducing Institution or Investigator
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
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Institution and its employees and
agents, including but not limited to
the Investigator, shall not disclose
to any third party or use for any
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



5.14

souhlasu Zadavatele (pfipadné
PPD). Tyto Informace zistavaji
tajnym a diveérnym vlastnictvim
Zadavatele a budou vyzrazeny
pouze ZkouSejicimu a tém
zaméstnancim  Zdravotnického
zafizeni, ktefi je potfebuji znat.
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
vetejné dostupné nebo se
jimi stanou bez zavinéni
Zdravotnického zatizeni ¢i

Zkousejiciho;

5.1.2 Informace, které
Zdravotnickému  zatizeni
a/nebo Zkousejicimu pieda
tteti osoba, ktera je
opravnéna takové
informace piedavat;

5.1.3 Informace, které
Zdravotnické zatizeni

a/nebo Zkousejici jiZ znaji,
pisemné

podminky,
Zdravotnické
a/nebo Zkousejici
vyrozumi Zadavatele
(popt. PPD) do dvaceti

zaznamy, za
76 0 tom
zafizeni

(20) dntt od ptedani
ptislusnych Informaci
Zdravotnickému  zatfizeni
a/nebo ZkouSejicimu ze
strany PPD nebo
Zadavatele;

Informace predavané

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor
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(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:

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

5.11

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

5.1.2

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
Investigator by PPD or
Sponsor;

5.1.4 Information disclosed to a



5.2

5.3

stdtnimu organu nebo na
zaklad¢ ptikazu vydaného
pfislusSnym soudem, za
podminky, ze a)
vyzrazeni informaci
podléha veskeré dostupné
statni ~ nebo  soudni
ochran¢ pro dany typ
materiald; b) Zadavatel je
vyrozumén  priméfenou
dobu pfedem; a c¢)
Zdravotnické zafizeni a
Zkousejici ptijmou kroky,
jaké  od  nich lze
spravedliveé pozadovat,
aby rozsah pfedavanych
informaci omezili.

S veskerymi informacemi
obsahujicimi osobni Udaje je
tieba nakladat v souladu

S platnymi piedpisy, zejména se
zdkonem ¢. 110/2019 Sb., o
zpracovani osobnich tudajt, ve
znéni pozdéjSich predpist, a
nafizeni evropského parlamentu a
rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych
osob Vv souvislosti se
zpracovanim osobnich udaji a o
volném pohybu téchto udaji
(obecné nafizeni o ochrané
osobnich udaji) a v pouzitelném
rozsahu § 51 zakona 372/2011 Sh
o zdravotnich sluzbach pro
pracovniky Zadavatele a PPD-

O veskerych vyndlezech a
objevech (bez ohledu na to, zda
mohou byt pfedmétem patentu),
inovacich, navrzich, napadech a
zpravach  vytvofenych  nebo
vyvinutych Zdravotnickym
zafizenim ¢i ZkouSejicim v ramci
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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 Processing Act (Act no.
110/2019 Coll., as amended) and
European Union General Data
Protection Regulation 2016/679
and to the extent applicable of
Section 51 of Act No. 372/2011
Coll., the Act on Health Services
for the Sponsor's and PPD’s
employees.

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



5.5

6.0

Klinického  hodnoceni  bude
bezodkladné informovan
Zadavatel, a stavaji se vyhradnim
vlastnictvim Zadavatele. Na
zadost a naklady Zadavatele jsou
Zdravotnické zafizeni a
Zkousejici povinni podniknout
takové  kroky, jaké  bude
Zadavatel povazovat za vhodné,
k ziskani patentu nebo jiné
ochrany vlastnictvi vyse
uvedeného na jméno Zadavatele.

54 PPD ani Zadavatel touto
Smlouvou neprevadéji na
Zdravotnické zatizeni ani

Zkous$ejiciho prava k zadnému
patentu, autorska prava ani jina
vlastnicka prava Zadavatele.

Po skonceni Klinického
hodnocent budou veskeré
materidly, informace a Udaje
Vv drZzeni Zdravotnického zafizeni
nebo ZkouSejictho neprodlené
vraceny PPD, s vyjimkou téch,
jejichz archivaci uklada ICH GCP
a pfisluSné narodni ¢ mistni
predpisy.

Schvaleni regulatornich urada

Pied zahdjenim Klinického hodnoceni je
nutno  ziskat pisemné  souhlasné
rozhodnuti s provadénim  Klinického
hodnoceni, schvaleni textu Protokolu a
informovaného souhlasu od
regulatornich ufadi pfes evropsky
centralizovany informac¢ni systém pro
klinickd hodnoceni (CTIS). Kopie
téchto souhlast, musi byt piedany
prislusnymi regulatornimi urady
spole¢nosti  PPD  dfive, nez bude
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6.0

and shall become the sole and
exclusive property of Sponsor.
Upon Sponsor's request and at
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.

54  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.

Regulatory Approval

Written approval for the conduct of the
Trial, the terms of the Protocol and the
Informed Consent must be obtained from
regulatory  authorities via European
centralized information system for clinical
trials (CTIS) prior to the commencement
of the Trial. A copy of such approvals
must be provided to PPD by the regulatory
authorities  before release of the
investigational product will be permitted.
Such approvals must indicate the date
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7.0

povoleno vydani hodnoceného 1écCiva.
V kazdém souhlasu musi byt uvedeno
datum jeho vydani.

Hlaseni

nezadoucich prihod a

nezadoucich ucéinku 1é¢iv

7.1

8.0

7.2

8.1

Zdravotnické zafizeni a ZkousSejici
jsou povinni hlasit  veskeré
zavazné nezadouci ptihody (SAE)
nebo zavazné nezadouci UCinky
1éc¢iv, jak stanovi zdkon o 1é€ivech
a Protokol. PPD musi byt o
kazdém takovém hldSeni nebo
zaméru jeho zaslani neprodlené
vyrozumena.

Zdravotnické zatizeni a Zkousejici
jsou povinni informovat PPD nebo
Zadavatele o zavazné nezadouci
ptihodé do 24 hodin poté, co se o
ni dozvédi, dle Protokolu nebo
pokyni PPD ¢i Zadavatele. Plati
to také pro vSechny piihody, které
mohou  ovlivnit  bezpecnost
ucastniki Klinického hodnoceni
nebo jeho provadéni.

Monitorace

Klinické hodnoceni bude
monitorovat spolecnost PPD
(nebo pfipadné¢ Zadavatel)
a Zdravotnické zafizeni
a ZkouSejici 1ékar souhlasi
stim, ze budou sPPD
a Zadavatelem pii
monitorovani klinického
hodnoceni v maximalni
rozumné mife, spolupracovat.
Pfti  kazdé  monitorovaci
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approval was given.

7.0

Adverse Event and Adverse Drug

Reactions Reporting

7.1

7.2

8.0

8.1
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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 reasonable
efforts to monitor the Trial.
A reasonable amount of time
must be set aside at each
monitoring visit for
discussions and to make



8.2

navstévé musi byt vyhrazen
dostateCny c¢asovy prostor
k diskusi a opravam zaznamu
subjekti hodnoceni (CRF).
CRF budou Ccitelné a budou
vyplnény do péti  (5)
pracovnich dni od kazdé
navstévy pacienta nebo od
udélosti, ktera  generuje
udaje.  Veskeré  zadosti
spole¢nosti  PPD o ovérenti,
objasnéni nebo opravu udaji
uvedenych v CRF museji byt
vyfizeny do péti  (5)
pracovnich dni od pfijeti
takové Zadosti. Zadavatel
a/nebo spolecnost PPD si
Vv piipadé¢ zavazného nebo
opakovaného nesplnéni tikolt
stanovenych timto c¢lankem
8.1 vyhrazuji pravo zadrzet
platbu. Na zéklad¢ oznameni

zaslaného S ptfiméfenym
predstihem umozni
Zdravotnické zafizeni

a ZkouSejici 1ékar spolecnosti
PPD aZadavateli provadét

audit vSech Zaznamu
tykajicich  se  klinického
hodnoceni.

Zdravotnické  zafizeni a

Zkousejici se zavazuji, Ze
povedou dostatecné zaznamy
tykajici  se identifikace
subjektl, klinickych zjisténi,
laboratornich testll a evidence
pfijmu a vydeje 1é¢iva. Jsou-
li jakdkoli zdrojova data
vedena pouze Vv pocitaci,
Zdravotnické  zafizeni a
ZkouSejici  se  zavazuji
vsechny udaje o pacientech
relevantni  pro  Klinické
hodnocent za ucelem
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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

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



kontroly  zdrojovych  dat

vytisknout.  Tyto  vytisky
podepiSe a opatii datem
Zdravotnické zafizeni nebo
Zkousejici a budou
archivovany jako zdrojova
dokumentace. Zdravotnické
zafizeni a Zkousejici umozni
ptimy pfistup ke zdrojové
dokumentaci a dal$im
zaznamum pacienti
potiebnym pro ucely kontroly
a auditu. Ceska legislativa
zarucuje, ze Zdravotnické
zafizeni a ZkousSejici maji
zakonnou pravomoc sdilet
Klinické Udaje a zaznamy a
informace souvisejici
s Klinickym hodnocenim s
PPD a Zadavatelem za
ucelem provedeni Klinického
hodnoceni, véetné
monitorovani a  auditu
Klinického hodnoceni

Hodnocené lécivo

Zdravotnické  zafizeni a
ZkouSejici  jsou  povinni
pouzivat Hodnocené 1é€ivo a
veskeré srovnavaci piipravky

poskytnute v souvislosti
s Klinickym hodnocenim
vyhradné pro ucely
Klinického hodnoceni.
Zdravotnické  zafizeni a

Zkousejici jsou odpoveédni za
zabezpeceni a evidenci vSech
hodnocenych 1€c¢iv, zafizeni a

materialil souvisejicich
s Klinickym hodnocenim.
Zdravotnické  zafizeni a

Zkousejici  se  zavazuji
nepouzitd hodnocend léCiva,
zafizeni a materialy
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will be signed and dated by
Institution 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.
Czech law warrants that
Institution and Investigator
have the legal authority to
share the clinical data and
Trial-related records and
information with PPD and
Sponsor for the purpose of
conducting the Trial,
including monitoring and
auditing of the Trial.

9.0 Investigational Product
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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



10.0

souvisejici s Klinickym Trial, or at intervals, as
hodnocenim vrétit po directed by PPD or the
skonceni Klinického Sponsor.
hodnoceni nebo v intervalech
urcenych PPD nebo
Zadavatelem.

Zadavatel  doda  pfipadné The Sponsor will supply any

Hodnocené 1écivo a veskeré
srovnavaci prostiedky K pouziti

investigational product and
comparator products for use

v Klinickém hodnoceni in the Trial free of charge to
bezplatné Zdravotnickému the Institution. The
zafizeni. Zdravotnické zafizeni Institution ~ acknowledges

bere na védomi a prohlaSuje, ze
bezplatné dodani Hodnoceného
1é¢iva neni zamysleno jako
pfimé nebo nepiimé poskytnuti

and declares that the free
delivery of the
investigational product is not
intended as a direct or

odmény nebo nahrady indirect reward or
Zdravotnickému  zafizeni a compensation to the
Zkousejicimu, ani jako Institution and the
podminka  pro  objednani, Investigator, nor as a
piedepisovani nebo condition  for  ordering,
doporucovani vyrobki nebo prescribing or
sluzeb Zadavatele. recommending the
Sponsor's  products  or
Services.

Ochrana osobnich ddaju

10.0

Data Privacy / Publicity

Zverejnéni

10.1 Kazda smluvni strana je povinna 10.1 Each party shall comply

dodrZzovat a zajistit, aby vSechny
fyzické i pravnické osoby
poskytujici plnéni jejim jménem
dodrzovaly  vSechny  platné
zakony, pravidla, pfedpisy a
pokyny ve véci  ochrany
osobnich udaji a I1ékaiského
tajemstvi, v pouzitelném rozsahu
§ 51 zakona 372/2011 Sh., o
zdravotnich sluzbach a
podminkach jejich poskytovani
(zakon o zdravotnich sluzbach} ,
véetné bez omezeni nafizeni
evropského parlamentu a rady
(EU) 2016/679 ze dne 27. dubna
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and shall require any of the
persons or entities
performing services on
its/his/her behalf to
comply, with all applicable
laws, rules, regulations,
and guidelines governing
the privacy of personal

data and medical
confidentiality to  the
applicable extent of

Section 51 of Act 372/2011
Coll., on health services
and conditions of their
provision (Act on Health



2016 o ochrané fyzickych osob v
souvislosti  se  zpracovanim
osobnich udaji a o volném
pohybu téchto udaji (obecné
nafizeni o ochrané¢ osobnich
udajui). Kazda smluvni strana se
zavazuje dodrzovat vyse
uvedené predpisy a bere na
védomi, ze je povinna minimalné
ve stejném rozsahu zavazat i své
pracovniky, zejm. ty, pro které
povinnd mlcéenlivost nevyplyva
pfimo ze zédkona. S odkazem na
zakon ¢. 110/2019 Sb., o
zpracovani osobnich udaji, ve
znéni pozd¢jsich predpist, zdkon
¢. 372/2011 Sb., o zdravotnich
sluzbach, a Narizeni GDPR, se
kazda smluvni strana zavazuje

ucinit takovd opatieni, aby
osoby, které se podileji na
realizaci zavazki dle této
Smlouvy, zachovavaly
mlcenlivost 0 veskerych
skute¢nostech, osobnich i

citlivych (dajich a datech, o
nichz se dozvédély pifi plnéni
pfedmétu této Smlouvy, vcetné
téch, které strany eviduji pomoci
vypocetni techniky. Za poruSeni
tohoto zavazku mlcenlivosti a
zakonné povinnosti  ochrany
osobnich a citlivych udaja se
povazuje i vyuziti téchto udaji a
dat pro vlastni  prospéch
kterékoliv. ~ smluvni  strany,
prospéch tfeti osoby nebo pro
jiné ucely neZ stanovené touto
Smlouvou. Toto ujednani plati I
v piipadé nahrazeni uvedenych
pravnich ptedpist jinymi.
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Services), including
without limitation,
European Union General
Data Protection Regulation
2016/679.

Each party undertakes to
comply with the above-
mentioned regulations and
acknowledges that they are
obliged to oblige their
employees to the same
extent at least, especially
those for whom mandatory
confidentiality does not
directly follow from the
law. With reference to Act
No. 110/2019 Coll., on the
processing of  personal
data, as amended, Act No.
372/2011 Coll., on health
services, and the GDPR
Regulation, each party
undertakes to take such
measures that persons, who

participate in the
implementation of the
obligations  under this
Agreement, maintain
confidentiality about all
facts, personal and

sensitive data and data,
which they learned about
during the fulfillment of

the  subject of this
Agreement, including
those recorded by the
parties using computer

technology. The use of
these data and data for the
own benefit of any party,
the benefit of a third party
or for purposes other than
those specified in this
Agreement is considered a
violation of this obligation
of confidentiality and the



10.2

10.3

Pied Klinickym hodnocenim a
Vjeho priabéhu muze Zadavatel
anebo PPD  shromazd’ovat
osobni  udaje  (jak  jsou
definovany v platnych pravnich
piedpisech o ochrané¢ osobnich
udajin) tykajici se Zkousejiciho a
zameéstnancl nebo jiného

personalu Zdravotnického
zafizeni a Zkousejiciho (dale jen
,Osobni udaje centra‘).
Zadavatel by byl spravcem

téchto Osobnich udajii centra.
Kromé toho, pokud PPD bude
nakladat s jakymikoli Osobnimi
Udaji centra podle této Smlouvy
jako spravce udaji, pak bude
spolecnost PPD také spravcem
téchto Osobnich udaji centra v
rozsahu tohoto nakladani.

Zdravotnické zatizeni 1 ZkouSejici
berou na védomi, ze Zadavatel
pouziva a zpracovava Osobni
udaje centra, a ZkouSejici se

zavazuje poskytnout  vSem
zaméstnanciim (1
spolupracujicim 0sobam)
Zdravotnického zarizeni
zapojenym do Klinického

hodnoceni oznameni o ochrané
osobnich udaji (ve formé
poskytnuté Zadavatelem), které
uvadi, jak Zadavatel pouziva a
zpracovava Osobni Udaje centra,
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legal obligation to protect
personal and sensitive data.
This arrangement applies
even in the case of
replacement of the
mentioned legal
regulations by others.

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
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 use
and processing of Site
Personal Data by the
Sponsor, and Investigator
undertakes to provide to all
employees of Institution
(or cooperating persons)
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,



10.5

10.4

pred tim, nez se zaméstnanci a
persondl zapoji do Klinickeho
hodnoceni.

PPD a Zadavatel mohou pouzivat
védecké, Iékarské a  jiné
publikované Clanky uvadéjici
nazev Zdravotnického zafizeni
a/mebo  jméno  Zkousejiciho,
odkazovat na né a Sifit jejich
pretisky vsouladu se vSemi
platnymi autorskopravnimi
predpisy, za podminky, ze toto
pouziti nepiedstavuje podporu
Zdravotnického zafizeni nebo
Zkousejiciho pro zadny komerc¢ni
vyrobek nebo sluzbu.
Zdravotnické  zafizeni a/nebo
ZkouSejici nevyzradi existenci
této Smlouvy (krom¢ piipadi
uvedenych v ¢asti 14) ani svou
spolupraci s PPD  nebo
Zadavatelem, ani nepouziji nazev
Zadavatele nebo PPD v zadném
tiskovém prohléSeni, ¢lanku nebo
jiném prosttedku  komunikace
s vefejnosti, bez  vyslovného
pfedchoziho pisemného souhlasu
strany, jejiZz nazev ma byt
zvetejnén.

Déle mize PPD a Zadavatel
pouzit kontaktni udaje
Zdravotnického zafizeni a
Zkousejiciho 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
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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  (except as
outlined in Section 14) 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 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



internetu jsou za  ucelem
poskytnuti informaci o Klinickém
hodnoceni potencialnim

pacientlim, aby mohli zicastnéna
centra kontaktovat.

11.0 Souhlas pacienta
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11.1 Od kazdého pacienta zafazeného do

Klinického hodnoceni musi byt pred

zahdjenim jakychkoli ukonli
souvisejicich s Klinickym
hodnocenim  ziskan informovany

souhlas dle zakona ¢. 372/2011 Sb.
zakona o zdravotnich sluzbach a §
8 wvyhlasky ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich
podminkach Kklinického hodnoceni
lécivych ptipravki Ziskani
informovaného souhlasu od pacienta
zajisti Zkousejici. Pravidlem PPD je
ziskani pisemného informovaného
souhlasu ve vSech pfipadech.
Metoda vysvétleni pacientovi a
ziskdni jeho souhlasu musi byt
v souladu s pokyny etické komise a
je odpovédnosti Zkousejiciho. Jednu
kopii  informovaného  souhlasu
pacienta obdrzi pro sebe kazdy
pacient. Informovany souhlas je
nutny rovnéZ pro pouziti a
uchovavani udaji o pacientech.
Formulédf informovaného souhlasu
musi davat PPD, Zadavateli a jeho
zastupclim,  spolupracovnikim a
dalSim tfetim osobam, vdéetné
statnich organti, které se v souladu se
zakonem podileji na Klinickém
hodnoceni nebo jeho vyhodnoceni,
pravo na plny pfistup kudajim
Klinického hodnoceni ¢i pofizovani

web are for the purpose of
providing information to
potential patients regarding
the Trial giving them the

ability to contact
participating sites.
11.0 Patient Consent
11.1 Informed consent must be
obtained from each patient
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enrolling in the Trial prior to the
commencement of any Trial-
related procedure pursuant to the
Act no. 372/2011 Coll and
Section 8 of Decree no. 226/2008
Coll., on good clinical practice
and further conditions for the
clinical trials of medicinal
products.  Obtaining  informed
consent from patients shall be
ensured by the Investigator. 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,
collaborators and other third
parties, including  regulatory
authorities, lawfully involved with



11.2
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jejich kopii, a kpfedavani udaju
Klinického hodnoceni do jinych
stati véetn¢ USA, pii zachovani
davérnosti identity pacientd.

Zdravotnické zafizeni a ZkouSejici
pouziji vzor informovaného
souhlasu  pfedany  Zadavatelem
(ptipadné PPD) k pouziti v rdmci
Klinického  hodnoceni;  jakékoli
zmény formulafe musi byt pied jeho
pouzitim  schvaleny @ PPD a
Zadavatelem, pficemz schvaleni
nebude bezdivodné odepieno.

12.0 Audity a kontroly statnich
organi

Klinické hodnoceni miize byt predmétem
auditu PPD a/nebo Zadavatele ¢i kontroly
statnich organi za ucelem doloZeni
autenticity ~zaznamenanych Udaji a
dodrZeni Protokolu. Zdravotnické zatizeni
a Zkousejici se zavazuji PPD o jakékoli
o¢ekavané kontrole ¢i auditu neprodlené
informovat a predat PPD kopie vSech
dotazi, korespondence nebo sdéleni
zaslanych jakémukoli statnimu organu
nebo od ng obdrzenych a tykajicich se
Klinického hodnoceni, zejména pozadavkil
na provedeni kontroly v prostorach
Zdravotnického zatizeni a Zkousejiciho, a
Zdravotnické zafizeni a ZkouSejici umozni
PPD a Zadavateli byt takovym piedem
ohlaSenym kontroldm pfitomni. Pacienti
ucastnici se Klinického hodnoceni musi
byt pouceni, ze jejich zdznamy mohou byt
za timto ucelem  prezkoumavany.
Zdravotnické zafizeni a ZkousSejici kazdy
za sebe prohlasuji, Ze u nich neprobihaji

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, keeping
confidential the identity of the
patients.

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

Requlatory

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 announced in
advance. 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, investigations or
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ani nemaji byt zahijeny zadné audity
statnich organt z divodu podezieni na
poruseni ptedpist, Setfeni ani fizeni proti
Zdravotnickému zafizeni, Zkousejicimu ¢i
nékterému zjejich zaméstnancii nebo
zastupcti  provadéjicich ¢innosti v rdmci
Klinickeho hodnoceni, které se tykaji
dodrzovani  pfedpisi  pii  provadéni
klinického vyzkumu.

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.

13.0 Archivace 13.0 Records Retention
Veskera korespondence s etickou komisi a All correspondence with the ethics
s PPD a veskeré zaznamy vztahujici se ke committee and PPD and all records
Klinickému hodnoceni, v¢etné kopii relating to the Trial, including copies of
zaznami subjektd hodnoceni, musi byt the case record forms, should be
archivovany po dobu alesponi 15 (patnacti) maintained for at least (fifteen) 15 years or
let, anebo déle, pokud to vyzaduji vnitini longer if required by institutional policy or
pravidla Zdravotnického zafizeni, anebo such longer period as specified by current
po takové delsi obdobi, jaké stanovi GCP guidelines and applicable law. Either
momentalné platné pokyny GCP a platné PPD or the Sponsor must be informed in
ptredpisy. O jakékoli zmén¢ adresy nebo writing of any change of address or
premisténi  dokumentace  Klinického relocation of the Trial files during this
hodnoceni v prubéhu uvedeného obdobi period. It is the responsibility of the
musi byt pisemn¢ informovana PPD nebo Sponsor to inform Institution and
Zadavatel. Je odpovédnosti Zadavatele Investigator as to when these documents
informovat  Zdravotnické  zafizeni a no longer need to be retained.
Zkousejiciho o tom, kdy archivace téchto
dokumentt jiZ neni nutna.

Publikace 14.0 Publications

Zdravotnické zafizeni a Zkousejici berou Institution and Investigator understand
na v&domi, Ze je Klinické hodnoceni that this Trial is being conducted at
provadéno ve vice vyzkumnych centrech. multiple research sites. Institution and
Zdravotnické zatizeni a Zkousejici mohou Investigator are free to publish or present
vysledky  Klinického hodnoceni ze the Trial results obtained at Institution,
Zdravotnického zatizeni publikovat nebo but only after the first publication or
prezentovat, av§ak az po prvni publikaci presentation that involves the multi-
nebo prezentaci, kterd se bude tykat center data or eighteen (18) months after
multicentrickych dat, anebo po osmnécti the completion of the Trial, whichever is
(18) mesicich po dokonceni Klinického first. At least sixty (60) days prior to
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hodnoceni, podle toho, co nastane dfive.
Alesponn  Sedesat  (60) dna  pied
pfedlozenim rukopisu nebo jinych
materialt  tykajicich se  Klinického
hodnoceni  k publikaci  nebo jejich
prezentaci vydavateli, lektorovi nebo
jinym tfetim osobdm pifeda Zdravotnické
zatizeni nebo ZkousSejici Zadavateli kopii
takovych rukopist a material a poskytne
Zadavateli Sedesat (60) dnt na kontrolu a
pfipominkovani. Pokud to Zadavatel
pozaduje, jsou Zdravotnické zafizeni a
Zkousejici povinni pred ptredlozenim c¢i
prezentaci materidld odstranit jakékoli
Informace (kromé vysledkt Klinického
hodnoceni) a na zadost Zadavatele
pozdrzet publikaci o devadesat (90) dni.

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)
dnti od posledniho podpisu. Smluvni
strany souhlasi s tim, ze zdravotnické
zafizeni zvefejni tuto smlouvu, jeji
piilohy a jakékoli budouci dodatky a své
zvetejnéni omezi na  informace
pozadované zakonem.

Pied zvefejnénim odstrani zdravotnické
zafizeni ze smlouvy, kterd ma byt
zvetejnéna, veskeré informace tykajici se
informaci, osobnich udaji a obchodnich
tajemstvi, jak jsou tyto definovany
obcanskym zikonikem (spole¢né dale jen
»vylou¢ené informace®), mimo jiné
vcetn€ protokolu, ptirucky zkousSejiciho a
ptilohy rozpoctu podrobné uvadégjici ceny
za jednotlivé postupy. Bude zvefejnén
pouze oc¢ekavany celkovy rozpocet studie
(hodnota smlouvy).

Zdravotnické zatizeni navrhne kone¢nou
podobu smlouvy (dale jen ,navrh
zvefejiiovaného dokumentu®) ke

submitting or presenting a manuscript or
other materials relating to the Trial to a
publisher, reviewer, or other outside
persons, Institution or Investigator shall
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 wvalue) shall be
published.

The Institution shall draft the final form
of the agreement (hereinafter “Draft
Publication Document”) for publication
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zvetejnéni (kterd nebude obsahovat zadné
vyloucené informace) a predlozi navrh
zvetejnovaného dokumentu zadavateli ke
kontrole alesponi tficet (30) kalendainich

dn  pfed ocekdvanym

uzavienim

smlouvy. Zadavatel sd¢€li zdravotnickému
zatizeni jakékoli pfipominky k néavrhu
zvetejiiovaného dokumentu do patnacti
(15) dnti a zdravotnické zatizeni provede
veSkeré zmeény zadavatelem divodné

navrhované.

pouze poté, co se smluvni

Smlouva bude uzaviena
strany

dohodnou na kone¢né podobé a formatu
smlouvy urcené ke zvefejnéni v registru
smluv ministerstva (dale jen ,.konecny

dokument*).

Zdravotnické zafizeni souhlasi s tim, Ze
zvefejni kone¢ny dokument a vyplni
metadata v registru smluv ministerstva do
péti (5) pracovnich dnii po konecném
podpisu smlouvy. Zdravotnické zatizeni
posle potvrzeni o zvefejnéni spole¢nosti
PPD na e-mail xxx. Smluvni strany berou
na védomi, Ze nedojde k inicializaci

pracovisté, dokud nebude
kone¢ny dokument.

15.0 Nezavisly dodavatel

zvetejnén

Zdravotnické zafizeni a ZkouSejici se

zavazuji, Ze v prubc¢hu své

v souvislosti

¢innosti
s Klinickym  hodnocenim

budou ptisobit jako nezavisli dodavatelé
bez opravnéni pfijimat zavazky jménem

PPD, a nikoli jako zastupci
zaméstnanci PPD nebo Zadavatele.

16.0

nebo

Odpovédnost za vady vyrobku a

nahrada S§kody

16.1 Zadavatel prohlasuje, ze
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je

15.0

16.0

(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 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 xxx. The
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 declares the
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Hodnocené 1éCivo vyrobeno za
podminek spravné vyrobni praxe, a
za vyrobek piejimd odpovédnost.
Zadavatel odSkodni a bude hajit
Zdravotnické zatizeni, Zkousejiciho
povéfence, ufedniky a zaméstnance
Zdravotnického zafizeni, ktefi se

ucastni  klinického  hodnoceni
(souhrnné ,,Odskodnovani
Zdravotnického zarizeni‘) za
ztraty, zranéni, Skody, naroky
vznesen¢  vi¢i  odskodiovanym
Zdravotnického zafizeni, Zzaloby
podané¢  via¢i  odskodinovanym

zdravotnického zatfizeni, rozsudky,
pozadavky, ndaklady nebo vydaje,
vzniklé odskodnovanym
zdravotnického zafizeni, ) z diivodu
odpovédnosti za Ujmu na zdravi
(v€etn¢  usmrceni) V podobé
zdravotnich ~ problémti  subjekti
hodnoceni zptisobenych nebo tdajné
zpusobenych postupy provadénymi
dle Protokolu nebo v souvislosti
S pouzitim hodnoceného 1éCiva, za
podminky, ze Gjma na zdravi neni
zpusobena nedbalosti, Umyslnym
poruSenim povinnosti nebo
nedodrZzenim Protokolu ¢i1  této
Smlouvy. Za tento slib odskodnéni
se  Zdravotnické  zafizeni a
Zkousejici zavazuji Zadavatele a
PPD neprodlené pisemné informovat
o vSech narocich a poskytnout plnou
sou¢innost  pii  jejich  feSeni.
V ptipadé¢ Ujmy na zdravi spojené
s Klinickym hodnocenim poskytne
Zadavatel subjektiim nahradu Skody.
Zadavatel a PPD nepfejimaji
odpovédnost za Zadny pfipad,
vnémz pacient nebo jeho fadné
opravnény  zastupce  neposkytli
pisemny informovany souhlas.

Zdravotnické zafizeni a ZkouSejici
se zavazuji, ze Zadavatel a PPD

investigational product is manufactured
under GMP conditions and assumes
liability for the product. The Sponsor
indemnifies and will defend Institution,
Investigator, and Institution’s trustees,
officers, and employees who participate in
the Trial (collectively "Institution
Indemnitees™) against any losses, injuries,
harm, claims, actions raised against the
Institution Indemnitees, judgements filed
against the Institution Indemnitees,
demands, costs or expenses, incurred by
Institution Indemnitees due to liability for
the injuries (including death) deriving
from the subject’s conditions caused by or
allegedly caused by the procedures
conducted under the Protocol or in
connection with the use of the
investigational product, 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.

16.2 Institution and Investigator agree
that the Sponsor and PPD will not
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neponesou odpovédnost a
Zdravotnické zafizeni a ZkouSejici
Zadavatele a PPD odskodni a
ochrani proti Skoddm na majetku,
uyme, narokiim, zalobam,
rozsudktim, pozadavktim, nakladim
¢ vydajim, vcetn¢ zejména
priméfenych ndkladd na pravni
zastoupenti vynaloZenych
Zadavatelem nebo PPD, v dusledku
nedbalosti, umyslného poruseni
povinnosti nebo poruseni této
Smlouvy Zdravotnickym zafizenim
¢i ZkouSejicim  nebo  jejich
zamgstnanci a  zastupci, anebo
v ptipadech, kdy jsou disledkem
vyzkumné  ¢innosti  odporujici
ustanovenim Protokolu ¢i jinym

informacim poskytnutym
Zdravotnickému zafizeni a
Zkousejicimu Zadavatelem nebo
PPD.

16.3. PPD odskodni a ochrani 16.3.
Zdravotnické zafizeni a

Zkousejiciho proti Skoddm na
majetku i na zdravi, Gjmé, naroktim,
zalobam, rozsudkiim, pozadavkim,
nakladim ¢ vydajim, vcetné
zejména piiméfenych nakladd na
pravni  zastoupeni vynaloZenych
Zdravotnickym  zafizenim nebo
Zkousejicim v dusledku nedbalosti,
umyslného poruseni povinnosti nebo
poruseni této Smlouvy ze strany
PPD.

16.4 Zdravotnické zatizeni prohlaSuje, 16.4
Ze je pojisténo v souladu s 8§ 45 odst. 2
pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkéach
jejich  poskytovani, za  Skodu
zpusobenou v souvislosti
S poskytovanim zdravotni péce. Toto
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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
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.

Institution declares that it has
insurance coverage in accordance
with Section 45(2)(n) of Act No.
372/2011 Coll., on health services
and conditions for their provision,
for damage caused in connection
with the provision of medical



pojisténi odpovida platnym piedpisim
a nezahrnuje pojisténi odpovédnosti
pfi provadéni klinického hodnoceni.
Pojisténi musi platit po celou dobu
poskytovani  zdravotni péce ve
Zdravotnickém  zafizeni. Zadavatel
bude udrzovat pfiméfené pojisténi v
souladu s platnymi zakony, aby pokryl
své zavazky vyplyvajici z této Smlouvy
po dobu trvani Klinického hodnoceni.

16.5 Zadavatel a PPD nenesou hmotnou
odpovédnost a nepiejimaji
neopravnéné zaruky tykajici se
vyrobku poskytnuté Zdravotnickym
zatizenim, Zkousejicim nebo jejich
zaméstnanci a zastupci.

17.0 UbliZeni na zdravi 17.0
Kromé odskodnéni uvedeném v ¢asti 16.1
Zadavatel uhradi Zdravotnickému zatizeni
pfiméfené naklady na okamzZitou 1é¢bu
jakékoli nezaddouci reakce nebo fyzického
zranéni subjektu, které podle rozumného
usudku Zdravotnického zafizeni a Zadavatele
konkrétné vyplyva z hodnoceného 1é¢iva a
nikoli z jiZ existujiciho abnormalniho
zdravotniho stavu nebo zékladniho
onemocnéni subjektu, ale pouze v piipad¢, ze
tyto vydaje nejsou hrazeny ze zdravotniho
pojisténi subjektu a pouze v rozsahu, v jakém
tyto néklady nelze pficist nedodrzeni
podminek Protokolu a/nebo na nedbalost ¢i
pochybeni Zdravotnického zatizeni nebo
Zkousejiciho nebo subjektu.

18.0 Ukonéeni Smlouvy 18.0
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care. This insurance coverage is
in correlation with the applicable
laws and does not include liability
insurance  with  respect to
conducting a clinical study. This
insurance coverage must be valid
for the entire length of the
Institution”s provision of medical
care. 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.

16.5 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.

Subject Injury

In addition to indemnity set out in
Section 16.1, Sponsor will reimburse
Institution for the reasonable costs of
immediate treatment of any adverse
reaction or physical injury to a Trial
subject which, in the reasonable
judgment of Institution and Sponsor,
specifically results from the
investigational product and not from a
pre-existing abnormal medical condition
or underlying disease of the Trial
subject, but only if such expenses are not
paid for by the Trial subject's medical
insurance and only to the extent such
expenses are not attributable to a failure
to adhere to the terms of the Protocol
and/or to the negligence or misconduct
of the Institution or Investigator or Trial
subject.

Termination of the Agreement
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18.1 PPD a/mebo Zadavatel miuize
Smlouvu ukon¢it pisemnym
ozndmenim s okamzitou ucinnosti
Z téchto divodi:

18.1.1 pokud Zadavatel Klinicke
hodnoceni ukon¢i;

18.1.2 pfti zaniku smlouvy mezi PPD a
Zadavatelem;

18.1.3 pokud je na zéklad¢ dostupnych
udajii tfeba Klinické hodnoceni
Z jakéhokoli ~ divodu  ukoncit,
zejména pro bezpecnost a blaho
pacientii zafazenych v Klinickém
hodnoceni;

18.1.4. bylo-li  dosazeno celkového
cilového poctu subjektt, i kdyz
nabor ve Zdravotnickém zafizeni
nebyl ukoncen;

18.1.5. je-li zafazovani vyhovujicich
pacientli do Klinického hodnoceni
pfili§ pomalé¢ na to, aby byly
splnény sjednané terminy;

18.1.6. pokud pfislusné mistni statni
organy odejmou povoleni a souhlas
k provadéni Klinického hodnocenti;

18.1.7. pokud Zdravotnické zafizeni
nebo Zkousejici nedodrzuji
podminky Protokolu nebo je
zaznam udaji opakované neptesny
nebo neuplny;

18.1.8 Pokud Zdravotnické zafizeni
nebo ZkousSejici porusi nékterou
podminku této Smlouvy a poruseni
nebude odstranéno do tficeti (30)

18.1 PPD and/or Sponsor may
terminate the Agreement, effective
immediately upon written
notification for any of the
following reasons:

18.1.1 if Sponsor terminates the Trial;

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

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

18.1.4 if overall Trial enrollment has
been met, even if the enrollment at
Institution has not been completed,

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

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

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

18.1.8 if Institution or Investigator breach
any terms of this Agreement and the
breach is not cured within thirty (30)
days of written notice; or
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18.3

18.2 Zdravotnické

dnii od pisemného upozornéni;

18.1.9 Smlouva muze zaniknout 1

pisesmnou dohodou mezi PPD,
Zdravotnickym  zafizenim  a
Zkousejicim.

zafizeni muzZe

ukoncit tuto Smlouvu
vypoveédi okamzit¢ z divodu
poruseni Smlouvy

Zadavatelem nebo PPD, pokud
poskytne spolecnosti PPD a
Zadavateli pisemné oznameni
o poruseni a svij zameér
ukon¢it tuto Smlouvu a
poruseni nebude napraveno do
tiiceti (30) dnii od obdrzeni
tohoto ozndmeni spole¢nosti
PPD a Zadavatelem.

Po obdrZeni ozndmeni o odstoupeni
jsou  Zdravotnické zafizeni a
Zkousejici  povinni  neprodlené
ukon¢it nabor subjektl, fidit se
stanovenymi postupy pro ukonceni,
zajistit, aby byly provedeny
vSechny potiebné postupy pro dalsi
sledovani subjektl, a vynalozit
pfiméfené  Usili  k minimalizaci
dalsich nékladt. Spole¢nost PPD
zaplati Zdravotnickému zatizeni za
nezruSitelné zéavazky vici tietim
stranam, které pifiméfené vznikly
nebo se udaly, v souladu s touto
Smlouvou nebo s piedchozim
povolenim PPD a Zadavatele a
podle oddilu [4] nebo pfilohy A
Smlouvy, a to az do platného data
ukonceni.

19.0 Zzakaz vykonu povolani

18.1.

18.2

18.3

9 by agreement, in writing, between
PPD, Institution and Investigator.

Institution may terminate this
Agreement  immediately  for
breach of this Agreement by the
Sponsor or PPD, if it provides
written notification of the breach
and its intent to terminate this
Agreement to PPD and Sponsor,
and the breach is not cured within
thirty (30) days of PPD’s and
Sponsor’s  receipt  of  this
notification.

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. PPD shall
make payment to Institution for
non-cancellable obligations to
third parties reasonably incurred
or committed, in accordance with
this Agreement or with PPD’s
and Sponsor’s prior permission
and pursuant to Section [4] or
Exhibit A of the Agreement, up
to the effective date of
termination.

Debarment Certification

19.1 Zdravotnické zafizeni a Zkousejici 19.1 Institution and Investigator
prohlasuji, Ze proti Zdravotnickému represent and warrant that neither
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zatizeni ani Zkousejicimu,

zamestnancim Zdravotnického
zatizeni ani zadné jiné osobé najaté
Zdravotnickym zafizenim

k provadéni Klinického hodnoceni
dle této Smlouvy (i) neni vedeno
Setfeni mistnim statnim orgdnem za
ucelem fizeni o zakazu vykonu
povoldni, ani jim neni uloZen
zékaz, (i1) neni nafizeno ustni
jednéni za ucelem zakazu ucasti na
vyzkumu ani jim takovy zékaz
nebyl ulozen Zzadnym mistnim
statnim organem, (iii) nebylo jim
odnato ani pozastaveno Iékaiské
opravnéni nebo jina pfislusna
certifikace. ~ Dale  Zdravotnické
zafizeni a ZkouSejici prohlasuji, Ze
se Zdravotnické zafizeni ani
ZkouSejici nedopustili  Zadného
jednani ani ¢innosti, které by mohly
vést k nékterému z vyse uvedenych
fizeni — o zakazu TUcCasti na
vyzkumu, zakazu vykonu povolani,
odnéti nebo pozastaveni opravnéni.
Pokud po dobu platnosti této
Smlouvy bude proti
Zdravotnickému zafizeni,
ZkouSegjicimu  ¢1 jiné  osobé
zaméstndvané €1 jinak  najaté
Zdravotnickym zafizenim ¢1
Zkousejicim k provadéni
Klinického hodnoceni (i) zahajeno
Setfeni za ucelem zdkazu vykonu
povolani nebo ucasti na vyzkumu,
(i) bude jim wvysloven zékaz
vykonu povolani nebo tUcasti na
vyzkumu, (iii) bude zahajeno
Setfeni, které muze vést k odnéti
nebo  pozastaveni  1ékaiského
opravnéni nebo certifikatu, (iv)
bude jim odiato ¢i pozastaveno
lékatské opravnéni nebo certifikat,
nebo (v) se dopusti jednani ¢&i
Cinnosti, které by mohly vest
k nékterému zvySe uvedenych
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Institution,  nor  Investigator,
Institution”s employees, nor any
other  person  retained by
Institution to perform the Trial
pursuant to this Agreement, (i) is
under investigation by any local
regulatory agency for debarment
action or is presently debarred (ii)
has a disqualification hearing
pending or has been disqualified
byany 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
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  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.
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fizeni — o zadkazu TUcasti na
vyzkumu, zakazu vykonu povolani,
odnéti nebo pozastaveni opravnéni,
piislusnd strana o tom neprodlené
vyrozumi PPD.

20.0 Predani finan¢nich udaja

V souladu s pozadavky predpist USA se
Zdravotnické zafizeni a ZkouSejici
zavazuji, ze za kazdého zkousSejiciho
nebo  spoluzkouSejictho  uvedeného
v seznamu ¢i jinak urCeného, ktery se
piimo  podili  na 1é¢be nebo
vyhodnocovani  subjekti  vyzkumu,
Zdravotnické zafizeni a ZkouSejici
neprodlen¢  zaSlou PPD  formuléf
finan¢nich Udajii vyplnény a podepsany
timto zkousejicim nebo
spoluzkousejicim, kde budou uvedeny
vSechny pfislusné finanéni z4jmy téchto
zkousejicich, spoluzkousSejicich a jejich
manzeli/manzelek a vyZivovanych déti.
Pokud PPD neobdrzi od kazdého z téchto
zkouSejicich a spoluzkousejicich
vyplnény formuldf, mulze pozastavit
platby.  Zdravotnické  zafizeni a
Zkousejici jsou povinni zajistit, aby byly
tyto formulafe neprodlené pribeézné
aktualizovany tak, aby zustaly spravné a
Uplné po celou dobu Kilinického
hodnoceni a dale po dobu jednoho (1)
roku po jeho dokonceni. Zdravotnické
zafizeni a ZkouSejici souhlasi s tim, Ze
vyplnéné  formuldfe = mohou byt
kontrolovany statnimi organy,
Zadavatelem, PPD a jejich zastupci, a
Zdravotnické zafizeni a ZkouSejici
s takovou kontrolou souhlasi.
Zdravotnické zatizeni a ZkouSejici dale
souhlasi s pfedavanim téchto financnich
udajii do USA, i kdyz ochrana osobnich
udaju v USA nemusi existovat nebo byt
na stejné urovni jako ve staté pusobeni

20.0 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 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) vyear 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.
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Zdravotnického zatizeni a Zkousejiciho.
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21.0 Pieprava  nebezpeénvch latek a 21.0 Shipping of Dangerous Goods and
infekéniho materialu Infectious Materials
Pfeprava  nebezpecnych  latek  a The shipment of dangerous goods and

infek¢niho materidlu (véetné infekcnich
vzorkll od subjektll) podléhd mistnim,
narodnim a mezinarodnim piedpisum.
Zdravotnické zatizeni a ZkousSejici jsou
odpovédni za zajiSténi, aby kazdd osoba

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

provadejici  baleni nebo manipulaci individual who packages or handles any
s nebezpecnymi latkami ¢i  infekénim dangerous goods or infectious materials
materidlem za uclelem prepravy ze for shipping from Institution complies
Zdravotnického  zafizeni  dodrzovala with all applicable laws and regulations.
platné predpisy.

22.0 Zavéretna ustanoveni 22.0 Miscellaneous

22.1 Tato Smlouva zavazuje smluvni

22.1 This Agreement shall be binding

strany, jejich statutarni zastupce, upon the parties, their legal
pravni nastupce a nabyvatele jejich representatives, successors and
prav; muze byt ménéna a assignees; may not be modified or
dopliiovana  pouze  pisemnymi amended except by written
dodatky podepsanymi smluvnimi instrument signed by the parties;
stranami a nahrazuje  vSechny and supersedes all prior written

pfedchozi pisemné 1 stni smlouvy a
prohlaseni mezi smluvnimi stranami
ve veéci svého predmétu.
Zdravotnické zatizeni ani Zkousejici
nepifevedou zadnd svd pradva ani
povinnosti ztéto Smlouvy bez
pisemneho souhlasu Zadavatele
a/nebo PPD. Zadavatel a/nebo PPD
na Zadost Zadavatele mohou tuto
Smlouvu pfevést na piidruzenou
spolecnost, (a PPD na zadost
Zadavatele miiZze pfevést sva prava
a povinnosti ztéto Smlouvy na
Zadavatele) a Zdravotnické zafizeni
a Zkousejici timto souhlasi s
takovym postoupenim. a Zadavatel

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 an affiliate,
(and PPD may, upon Sponsor’s
request, assign its rights and
obligations under this Agreement
to Sponsor) and Institution and
Investigator hereby consent to
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22.2

muze postoupit tuto Smlouvu treti
stran¢ po pisemném souhlasu
Zdravotnického zafizeni, piicemz
tento souhlas nebude bezdivodné
odepten.Zadavatel, resp. PPD
nenese odpovédnost za zadné
povinnosti a zavazky na zaklade
této Smlouvy, které vzniknou po
dni takového prevodu, a
Zdravotnické zatizeni a ZkousSejici
timto  suvedenym  pfevodem
souhlasi. Zdravotnické zafizeni a
Zkousejici budou o prevodu
neprodlené informovani
nabyvatelem. Nevymahani kterékoli
podminky této Smlouvy neznamena
vzdani se této podminky. Bude-li
kterakoli  ¢ast této  Smlouvy
oznatena soudem za neudinnou,
zistane zbytek této  Smlouvy
u¢innym.  VSechny  povinnosti
obsazené v této Smlouvé, které maji
byt plnény po jejim zaniku, zastavaji
v platnosti i po zaniku této Smlouvy.

Vsechna oznamenti, kterd maji nebo
mohou byt na zékladé této Smlouvy
¢inéna nckterou  stranou  této
Smlouvy, musi byt wucinéna
pisemné a jsou platna ke dni
doruceni v ptfipadé osobniho
pfedani, zaslani uznavanou kuryrni
sluzbou, , na adresu:

Pro PPD:

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

Kopie:

PPD Development, LP
929 North Front Street
Wilmington, NC 28401
Telefon: xxx

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

such an assignment. Sponsor may
assign this Agreement to a third
party after written consent of the
Institution, which consent will
not be unreasonably withheld.
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.

22.2  Any notice required or permitted
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, 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
Wilmington, NC 28401
Telephone: xxx
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Fax: xxx
K rukam: Assistant General Counsel

Zdravotnickému zafizeni:
Nemocnice Téabor, a.s. se sidlem Kpt. Jarose Hospital Tabor located at Kpt. Jarose 2000, 390

2000, 390 03 Tabor, Ceska republika
Telefon: xxx
K rukam: xxx

Zkousejicimu:

XXX

Zadavateli:
F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Basilej, Svycarsko

XXX

K rukam.

. Corporate Secretary

Kterakoli smluvni strana mize zménit svou
adresu pro oznamovani a kontaktni osobu

oznamenim  udinénym  zpusobem  zde
stanovenym.
22.3 Spory tykajici se této Smlouvy, které

224

GB44332_SOA 13Sep23 PPD/ XXX/ Nemocnice Tabor

se stranam nepodaii vyfteSit smirn¢,
budou feSeny dle prava Ceské

republiky pred soudy Ceské
republiky.
Tato Smlouva a jeji nésledné

dodatky mohou byt uzavieny v
(vlozte ¢islo) vyhotoveni, kteréd
vSechna dohromady tvofi 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 originalnich
podpist. Podle této Smlouvy se
elektronickymi  podpisy rozumi
podpis, ktery se skladd z jednoho
nebo vice pismen, znaki, Cisel nebo
jinych symbolil v digitalni podobé
zaClenénych do elektronického
dokumentu, pfipojenych k nému

Facsimile: xxx
Attn.: Assistant General Counsel

If to Institution:

03 Téabor, Czech RepublicTelephone: xxx Attn.:

XXX

XXX

If to Investigator:

If to Sponsor:

F. Hoffmann-La Roche Ltd
Grenzacherstrasse 124
4070 Basel, Switzerland

XXX

Attn.: Corporate Secretary

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

22.3  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.

22.4 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
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nebo s nim spojenych, ktery (a) je the technology or process; and (d) the

pro danou podepisujici osobu electronic signature can be linked with an
jedine¢ny; (b) technologie nebo electronic document in such a way that it
postup pouzity k podpisu je pod can be used to determine whether the
vyhradni kontrolou osoby, ktera electronic document has been changed
podpis provadi; (c) technologii since the electronic signature was
nebo postup lze pouzit k incorporated in, attached to or associated
identifikaci osoby, ktera technologii with the electronic document.

nebo postup pouzivd; a (d)
elektronicky podpis lIze propojit s
elektronickym dokumentem
takovym zpasobem, ze jej lze
pouzit k urCeni, zda byl
elektronicky dokument zménén od

doby, kdy byl elektronicky podpis

zaclenén, piipojen k
elektronickému dokumentu nebo s
nim spojen.

21.5 Pokud budou podminky anglické a 21.5 To the extent the terms and conditions of
Ceské verze této smlouvy v rozporu, the English and the Czech versions of this
maji prednost podminky ceské Agreement conflict, the terms and conditions of
verze. the Czech version shall prevail.

F. Hoffmann La Roche, Ltd

PPD Investigator Services LLC za F. Hoffmann La Roche/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:
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Jméno/Name:
Funkce/Title:
Datum/Date:

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

ZKOUSEJICI / INVESTIGATOR

Podepsal/By:

Jméno/Name:

Datum/Date:

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: Xxx following: xxx

Odhadovana hodnota této smlouvy je priblizné 770.000,- K¢/
Estimated value of this Agreement is approximately CZK 770,000.00.
XXX
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