SMLOUVA ,
O KLINICKEM HODNOCEN

Mezi

PPD Investigator Services LLC se sidlem na
adrese 929 North Front St, Wilmington, NC 28401,
USA, jednajici svym vlastnim jménem a
opravnénou provadét klinické hodnoceni pro
spolecnost Pfizer Inc. (déle jen ,Zadavatel* nebo
.Pfizer) se sidlem na adrese 235 East 42nd
Street, New York, NY 10017, USA a jim uréenym
zastupcem v EU: Pfizer Europe MA EEIG, a
European Economic Interest Grouping
registrovanym v Belgii pod ¢€islem 0696.658.156 a
sidlem na adrese Boulevard de la Plaine 17, 1050
Brussels, Belgie

(dale jen ,CRO")

A

Fakultni nemocnici Hradec Kralové,

se sidlem na adrese Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Krélové, Ceska republika,
zastoupenou prof. MUDr. Vladimirem Palickou,
CSc., dr. h. c., feditelem

ICO: 00179906

DIC: CZ00179906

(dale jen ,Centrum® nebo ,Poskytovatel”)

>

Klinikka onkologie a Fakultni

nemocnice Hradec Kralové
trvalym bydlistém:

Datum nar.: |

(déle jen ,Hlavni zkousejici”)

radioterapie

(Centrum a Hlavni zkouSejici dale spole¢né
oznacovani jako ,Smluvni partnefi”)

uzavfena nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona
€. 89/2012 Sb., obcansky zakonik, ve znéni
pozdéjSich predpist (dale jen ,obcansky
zakonik"), (dale jen ,Smlouva®):
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CLINICAL TRIAL AGREEMENT

Between

PPD Investigator Services LLC with registered
office is at 929 North Front St, Wilmington, NC
28401, USA, acting in its own name and
authorized to perform clinical trials for Pfizer Inc.
(hereinafter referred to as “Sponsor” or “Pfizer)
whose registered office is at 235 East 42nd Street,
New York, NY 10017, USA that its appointed
Legal Representative in EU is Pfizer Europe MA
EEIG, a European Economic Interest Grouping
incorporated in Belgium with registered number
0696.658.156 and having its registered office at
Boulevard de la Plaine 17, 1050 Brussels,
Belgium

(hereinafter referred to as “CRO”)

AND

Fakultni nemocnice Hradec Kralové,

with its registered address at Sokolska 581, 500
05 Hradec Kralové — Novy Hradec Kralové,
Czech Republic, represented by prof. MUDr.
Vladimir Palicka, CSc., dr. h. c., director
Company ID no.: 00179906

Tax ID no.: CZ00179906

(hereinafter referred to as the “Center” or
“Provider”)

AND

Clinic of oncology a radiotherapy of Fakultni
nemocnice Hradec Kralové

permanent residence at || GTGcNGG
I
poB

(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the

“Contracting Partners”)

entered into on this day, month and year
pursuant to Section 1746 (2) of Act no. 89/2012
of Coll., the Civil Code, as amended (hereinafter
referred to as the “Civil Code”) (hereinafter
referred to as the “Agreement”)
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Preambule

VZHLEDEM K TOMU, ZE Zadavatel pozadal
Smluvni partnery, aby provedli klinické hodnoceni
s hodnocenym |éCivym pFipravkem

(dale jen

,Hodnoceny lék Zadavatele) s nazvem

(dale jen
.Studie”), které je blize popsano v protokolu &.
, ktery bude Smluvnim partnerim
predan Zadavatelem a ktery mize byt ¢as od ¢asu
Zadavatelem jednostranné doplriovan (dale jen
jako ,Protokol“). Pfizer delegovala odpovédnost
za vedeni této Studie, véetné uzavirani smiuv a
monitorovani Studie, na CRO a povéfila CRO, aby
zavazala spole¢nost Pfizer ke véem zavazkim v
ramci této Smlouvy, které byly oznaceny jako
nélezejici spolecnosti Pfizer.

VZHLEDEM KTOMU, ZE Smluvni partnefi
disponuji  znalostmi, zkuSenostmi a zdroji
nezbytnymi  k provedeni  Studie, dle jejich

nejlepsiho védomi maji pfistup k poZzadovanému
poctu subjektd hodnoceni dle kritérii pro zafazeni
nebo vyfazeni, jak jsou stanoveny v Protokolu, a
jsou ochotni Studii provést,

PROTO se smluvni strany (dale jen ,strany” nebo
,Ssmluvni strany“) dohodly nasledovné:

Cl. 1 - Pfedmét Smiouvy

—_

.1 Predmétem této Smlouvy je provedeni

Studie v Centru a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele
a/nebo CRO a Smluvni partnery.

Pfedmétem této Smlouvy jsou zavazky
Smluvnich partnert k provedeni Studie za
podminek sjednanych vtéto Smlouvé
(v€etné podminek a zavazku obsazenych
v Pfilloze 5) a zavazek CRO k uhradé
odmeény za radné provedeni Studie. Jakékoli
odchylky od Protokolu a dodatky
k Protokolu, v€etné avSak nejen jakéhokoli
vySetfovani nebo hodnoceni doplfujicich
klinickych ¢ laboratornich  parametrd,
vyzaduji pfedchozi pisemny souhlas
Zadavatele.
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Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
study drug

(hereinafter called the “Sponsor
Drug”) named

I
I (hcreinafter referred to

as the “Study”) as described in more detail in
protocol no. | which will be provided to
the Contracting Partners by the Sponsor and
which may be from time to time unilaterally
updated by the Sponsor (hereinafter referred to as
the  “Protocol”). Pfizer has delegated
responsibility for management of this Study,
including contracting and Study monitoring, to
CRO, and has authorized CRO to bind Pfizer to all
commitments within this Agreement identified as
belonging to Pfizer.

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Study, have - to the best of their
knowledge - access to the required number of trial
subjects based on the inclusion or exclusion
criteria as laid down in the Protocol and are willing
to conduct the Study.

THEREFORE, the parties (hereinafter referred to
as the “Parties” or the “Contracting Parties”)
have agreed as follows:

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Study at the Center and
the division of Study-related obligations
among the Sponsor and/or CRO and the
Contracting Partners. The subject of the
Agreement are covenants of the Contracting
Partners to conduct the Study under the terms
and conditions agreed herein (including the
terms and conditions in Appendix 5) and the
covenant of the CRO to pay remuneration for
a duly conducted Study. Any deviations from
the Protocol or amendments of the Protocol,
including without limitation, any investigation
or evaluation of additional clinical or laboratory
parameters, require the prior written approval
of the Sponsor.

2|58Page



2.1.

2.2.

2.3.

Cl. 2 — Povinnosti Smluvnich partnert

Article 2 — Obligations of the Contracting
Partners

Smluvni partnefi se zavazuji provést a 2.1 The Contracting Partners shall conduct and

zdokumentovat  Studii hospodarné a
s ndlezitou odbornou péci v pFisném
souladu s (a) Protokolem; a (b) podminkami
této Smlouvy; a (c) etickymi zasadami
Helsinské deklarace; a (d) Harmonizovanym
TFistrannym Guideline ICH pro spravnou
klinickou praxi véetné jeho naslednych zmén
a obecné pfijimanymi standardy spravné
klinické praxe; a (e) vSemi prislusSnymi
pravnimi pfedpisy, zejména zakonem
¢. 378/2007 Sb., o lécivech, ve znéni
pozdéjSich predpisl, zakonem ¢. 372/2011
Sb., o zdravotnich sluzbach, a vyhlaskou
€. 226/2008 Sb., ve znéni pozdéjsich
predpisU, kterou se stanovi Spravna klinicka
praxe a bliz§i podminky klinického
hodnoceni 1éCivych pfipravkd, jakoz i
veSkerou narodni legislativou, evropskymi
nafizenimi a pfedpisy ohledné ochrany
osobnich Gdajt, jak byly implementovany na
narodni Urovni zakonem ¢&. 110/2019 Sb., o
zpracovani osobnich udajl, zejména
Narfizenim Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27. dubna 2016
o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Gdaji a o volném
pohybu téchto Gdaji a o zruSeni smérnice
95/46/ES (obecné nafizeni o ochrané
osobnich udaju); a (f) veSkerymi pfikazy a
smérnicemi pfisluSnych organt vefejné
moci a spravy a etickych komisi, jsou-li
takové. Centrum se zavazuje poskytnout
odpovidajici zdroje a vybaveni k provadéni
Studie.

Studie bude v Centru provadéna pod
dohledem Hlavniho zkouSejiciho, ktery je
odpovédny za jeji fadny pribéh. Hlavni
zkouSejici je  odpovédnym  vedoucim
skupiny zkouS$ejicich v pfipadé, ze Studie je
v Centru provadéna vicero nez jednim
zkousejicim (takovi dalsi zkouSejici se déale
oznacuji  jako  ,Zkousejici“).  Hlavni
zkousSejici je odpovédny za blaho subijektl
hodnoceni Ucastnicich se Studie z hlediska
poskytovani zdravotnich sluzeb na nélezité
odborné urovni.

Hlavni zkouSejici sou¢asné muze slouZit pro
Zadavatele a/nebo CRO jako kontaktni
osoba v Centru ve vztahu ke Studii, pokud
neni nize vtéto Smlouvé stanoveno jinak.
Hlavni zkou$ejici provadi Studii v rdmci
svého zaméstnaneckého poméru k Centru.
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document the Study in a diligent and efficient
manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of
this Agreement; and (c) the ethical principles
of the Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of
Good Clinical Practice; and (e) all applicable
legal regulations, including but not limited to in
particular Act no. 378/2007 Coll. on
Pharmaceuticals, as amended, Act no.
372/2011 Coll. on Medical Services, as
amended, Decree no. 226/2008 Coll. on the

Good Clinical Practice and Detailed
Conditions for Clinical Studies of
Pharmaceuticals as well as all national

legislation, European regulations and
regulations concerning protection of personal
data, as implemented at the national level by
Act No. 110/2019 Coll., on processing of
personal data, in particular EU Regulation
2016/679 of the European Parliament and of
the Council of 27 April 2016 on protection of
individuals with regard to processing of
personal data and on the free movement of
such data and repealing Directive 95/46/EC
(General Data Protection Regulation); and (f)
all orders and directives of competent public
administration  authorites and  ethics
committees, if any. The Center shall provide
adequate resources and facilities for the
performance of the Study.

2.2 The Study at the Center shall be conducted

under the supervision of the Principal
Investigator who shall be responsible for due
course of the Study. The Principal Investigator
is the responsible head of the group of
investigators in case the Study is conducted at
the Center by several investigators (such
additional investigators hereinafter referred to
as “Investigators”). The Principal Investigator
is responsible for the well-being of the trial
subjects participating in the Study in terms of
professional medical services provided.

2.3 The Principal Investigator may also serve as

the contact person for Sponsor and/or CRO
with regard to the Study at the Center, unless
this Agreement specifies otherwise. The
Principal Investigator shall conduct the Study
as part of his or her employment at the
Center.
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2.4.Centrum se zavazuje umoznit a Hlavni

2.5.

2.6.

zkouSejici se zavazuje zajistit, aby ZkouSejici
a ostatni osoby zahrnuté do provadéni Studie
(dale jen ,Clenové studijniho tymu*) jednali
vsouladu s podminkami této Smlouvy.
Centrum se prostfednictvim  Hlavniho
zkousejiciho zavazuje zajistit, ze puvodni i
novi Clenové studijniho tymu jsou Fadné
proskoleni, kvalifikovani a vzdélani, obzvlast
Ze se zUcastiuji vSech Skolicich setkani o
Studii, v€etné Skoleni na spravnou klinickou
praxi vyzadovanych a  zajiStovanych
Zadavatelem (€lenové studijniho tymu vSak
nemusi Skoleni na spravnou klinickou praxi
absolvovat, pokud se prokazi certifikatem
z absolvovaného Skoleni spravné Kklinické
praxe ne star§im 2 let kdatu zahjjeni
Studie). Zadavatel a/nebo CRO ma pravo
odmitnout konkrétni Cleny studijniho tymu,
pokud se Zadavatel a/nebo CRO domnivaji,
ze nejsou pfislusné vzdélani a/nebo
kvalifikovani. Clenové studijniho tymu jsou
zaméstnanci Centra. Clenové studijniho
tymu a Hlavni zkouS$ejici se budou Uc¢astnit
Skoleni, které v souvislosti se Studii pro tyto
osoby Zadavatel a/nebo CRO zorganizuje a
Centrum je povinno takovou U¢ast umoznit.

Centrum se zavazuje umoznit Hlavnimu
zkou$ejicimu, Zkousejicim a  Clenim
studijniho tymu, ucéastnit se podle potfeby
setkani  zkouSejicich a telekonferenci
uskute€novanych v priibéhu Studie
vrozsahu pozadovaném  Zadavatelem
a/nebo CRO.

Kazdé smluvni zajisténi kterékoli
z povinnosti Centra na zakladé této Smlouvy
treti stranou vyzaduje predchozi pisemny
souhlas Zadavatele a/nebo CRO. Udéleni
takového souhlasu je na vylu¢ném
rozhodnuti Zadavatele a/nebo CRO.
V pfipadé povoleného smluvniho zajisténi
povinnosti Centrum:

2.6.1 je povinno zajistit u subjektu, na néjz svou

povinnost pfenasi, dodrzovani podminek,
(a) které jsou vzhledem k charakteru
pozadované sluzby relevantni a podobné
podminkam této Smlouvy, v€etné, avSak
nejen, [hat kplnéni povinnosti, (b) na
zakladé kterych ftfeti strana postoupi
veSkera prava k vysledkiim své
¢innosti/Studie  na  Centrum  anebo
Zadavatele a (c) dle kterych ftreti strana
umozni Zadavateli a/nebo CRO nebo tfetim
strandm smluvné opravnénym Zadavatelem
a/nebo CRO a pfislusnym regulatornim
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2.4 The Center shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Study
(hereinafter referred to as “Study Team
Members”) comply with the terms and
conditions of this Agreement. The Center shall
ensure through the Principal Investigator that
original and new Study Team Members are
appropriately trained, qualified and educated,
in particular that they participate in all training
sessions regarding the Study, including any
good clinical practice training required and
organized by the Sponsor (Study Team
Members, who have a good clinical practice
certificate that is not older than two years as of
the first day of the Study, are not required to
participate in good clinical practice training).
The Sponsor and/or CRO shall have the right
to reject specific Study Team Members, if the
Sponsor and/or CRO deems them not
appropriately educated and/or qualified. Study
Team Members are employees of the Center.
Study Team Members and the Principal
Investigator shall attend trainings organized
for them by the Sponsor and/or CRO in
connection with the Study, and the Center
shall allow such persons to attend.

2.5 The Center shall make it possible for the
Principal Investigator, Investigators and Study
Team Members, as required, to participate in
Investigators’ meetings and teleconferences
held in the course of the Study to the extent
requested by the Sponsor and/or CRO.

2.6 Any subcontracting of any of the Center’s
obligations under this Agreement to a third
party requires the prior written consent of the
Sponsor and/or CRO. Granting of such
consent shall be within the Sponsor and/or
CRO’s sole discretion. In the case that such
consent is granted, the Center shall:

2.6.1 make sure that such subcontractors observe
the terms and conditions (a) that are relevant
to the nature of requested services and
similar to the terms and conditions of this
Agreement, including — without limitation -
the timelines for fulfilling obligations, (b)
based on which the third party shall assign
all rights with regard to the results of its
performance/the Study to the Center or the
Sponsor and (c) based on which the third
party shall allow the Sponsor and/or CRO or
third parties contracted by the Sponsor
and/or CRO and competent regulatory
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2.6.2

2.7.

2.7.1

2.7.2

2.7.3

2.8

2.9

Ufadim provedeni auditd a inspekci u
takové tfeti strany, coz soucCasné
neznamena omezeni povinnosti Centra ve
vztahu k auditim a inspekcim; a

bude nést odpovédnost za fadné plnéni
vSech zajisténych nebo delegovanych
povinnosti.

Smluvni partnefi se zavazuji vynalozit
veskeré usili k zarfazeni I subjektt
hodnoceni do Studie v souladu s pozadavky
na zafazovani a Ihatami stanovenymi
v Protokolu. Soucasné l|haty vztahujici se
k provadéni Studie jsou nasleduijici:

Predpokladany zacatek ndaboru subjekt
hodnoceni je | 2 predpokiadané
ukonéeni | . Nabor subjektd

hodnoceni se vzdy Fidi aktudlnimi
podminkami Protokolu.

Predpokladana doba trvani Studie je do

Hlavni zkouSejici souhlasi, ze Zadavatel
muze jednostranné kdykoli zménit pocet
subjektd hodnoceni, které Hlavni zkousSejici
do Studie mlze zafadit a/nebo c&asovy
harmonogram néaboru, a to prostfednictvim
vydani pfislusného pokynu ke Studii. Takovy
pokyn se nedotkne jiz zafazenych subjektl
hodnoceni.

Hlavni zkouSejici se zavazuje do Studie
zafadit pouze Fadné zpUsobilé subjekty
hodnoceni v souladu s Protokolem.

Smluvni partnefi se zavazuji zajistit, ze
Studie  bude  provadéna v souladu
s povolenim nebo souhlasem k ohlaSeni
vydanym Statnim Ustavem pro kontrolu léCiv
a souhlasy pfislusnych etickych komisi.
Smluvni partnefi se zavazuji poskytnout
Zadavateli a/nebo CRO soucinnost pfi
pfipravé dokumentud tykajicich se Studie a
predat Zadavateli a/nebo CRO nebo treti
strané urcené Zadavatelem a/nebo CRO
bezodkladné veskera prohlaSeni nezbytna
k povoleni  Studie  regulatornimiorgany
a/nebo etickymi komisemi, vcéetné avSak
nejen (i) ProhlaSeni o finanénich zajmech,
(i) CV a (iii) potvrzeni o odpovidajicim
vybaveni mista hodnoceni. Smluvni partnefi
se zavazuji zajistit, Ze poskytnuté
dokumenty tykajici se Studie jsou uplné a
spravné. Napfriklad, Prohlaeni o financnich
zajmech musi obsahovat veskeré finanéni
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authorities to perform audits and inspections
at such a third party’ site, whereas this shall
not limit the Center’s obligations with respect
to audits and inspections; and

2.6.2 be responsible for due performance of all
delegated or subcontracted duties.

2.7 The Contracting Partners agree to make
maximum efforts to enroll [llrial subjects in
the Study in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for
conducting the Study are as follows:

2.7.1 Recruitment of trial subjects is expected to

begin in | N0 to be completed
by . Recruitment of trial

subjects is always governed by current
terms and conditions of the Protocol.

2.7.2 Anticipated end of the Study is | GczN

2.7.3 The Principal Investigator agrees that the
Sponsor may unilaterally change the number
of trial subjects that the Principal Investigator
shall include in the Study and/or the
recruitment timeframe by issuing a relevant
instruction for the Study. Such an instruction
shall not concern the already included trial
subjects.

2.8 The Principal Investigator agrees to include

in the Study only such trial subjects that are

duly suitable for the Study in compliance with
the Protocol.

2.9 The Contracting Partners agree to ensure

that the Study shall be conducted in

compliance with the approval or consent with
notification issued by the State Institute for

Drug Control and approvals of the competent

ethics committees. The Contracting Partners

agree to cooperate with the Sponsor and/or

CRO in preparing documents concerning the

Study and to immediately provide the

Sponsor and/or CRO or a third party

specified by the Sponsor and/or CRO with all

declarations necessary for the approval of
the Study by regulatory authorities and/or
ethics committees, including  without
limitation, if applicable, (i) Financial Interest

Declarations, (ii) CVs and (iii) confirmation of

adequate trial site facilities. The Contracting

Partners shall ensure that the provided

Study documents are complete and correct.

For example, the Financial Interest
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210

2.1

vztahy mezi Hlavnim zkouSejicim a
kterymkoli Clenem studijniho tymu, a jejich
finanéni zajmy, na jedné strané a
Zadavatelem anebo kteroukoli spole¢nosti
propojenou se Zadavatelem, na strané
druhé, véetné — av8ak nejen — odmeény nebo
jiného finanéniho prospéchu pfijatého
kazdym z nich od Zadavatele nebo kterékoli
ze spolecnosti propojenych se Zadavatelem
za konzultaéni cinnosti nebo jiné sluzby
nepokryté touto Smlouvou. Potvrzeni o
finanénich zajmech by méla byt predlozena
v prabéhu Studie, pfi jeji zméné a jeden rok
po skonceni Studie. ,Propojenou osobou*
se rozumi jak&koli pravnickd osoba nebo
spole¢nost, ktera pfimo nebo nepfimo,
prostfednictvim jednoho ¢i vice
prostfednik(, = vykonava kontrolu, je
kontrolovana anebo je pod spolecnou
kontrolou se smluvni stranou.

Hlavni zkouSejici se zavazuje vSechny
subjekty hodnoceni odpovidajicim
zpUsobem informovat o cilech, metodach,
predpokladanych pfinosech a potencialnich
rizicich Studie a o okolnostech, za kterych by
jejich osobni Gdaje mohly byt zpfistupnény
Zadavateli a/nebo CRO, jeho Propojenym
osobam, pfislusnym organim, tfetim
stranam, jez poskytuji sluzby Zadavateli
a/nebo CRO a/nebo etickym komisim.
Hlavni zkousSejici se zavazuje zajistit, ze
subjekty hodnoceni se zU¢astni Studie
teprve poté, co podepisi informovany
souhlas subjektu hodnoceni poskytnuty
Zadavatelem. Hlavni zkouSejici uchova
origindl takového souhlasu ve zdravotnické
dokumentaci subjektu hodnoceni. Pokud
subjekt hodnoceni svuj souhlas v pribéhu
Studie odvold, Smluvni partnefi nesmi ve
vztahu k tomuto subjektu hodnoceni provést
zadné dalsi postupy vramci Studie vyjma

pripadnych opatreni tykajicich se
nasledného sledovani predepsanych
Protokolem, s nimiz subjekt hodnoceni
souhlasil.  Nasledna |éCba  subjektu

hodnoceni, ktera nesouvisi se Studii, je
vyhradni |ékafskou odpovédnosti a pravni
odpovédnosti Smluvnich partnerd.

Smluvni partnefi se zavazuji zajistit, ze
subjekty hodnoceni zafazené do Studie se v
Centru nebudou (c&astnit specifického
IéCebného programu dle § 49 zakona ¢.
378/2007 Sb., o légivech (dale jen ,zakon o
lécivech®) ani jiného klinického hodnoceni,
pfi kterém by subjekty hodnoceni uzivaly
v Ceské republice neregistrovany 1égivy
pFipravek v pribéhu Studie ani béhem doby
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210

2.1

Declarations shall contain all financial
relations between, and financial interests of,
the Principal Investigator and any Study
Team Member, on one hand, and the
Sponsor or any of the Sponsor’s affiliates, on
the other hand, including - but not limited to -
remuneration or other financial benefits
received by each of them from the Sponsor
or any of the Sponsors affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations should be submitted in the
course of the Study, upon a change in the
Study and one year after completion of the
Study. “Affiliate” shall mean any legal entity
or company, which directly or indirectly,
through one or more intermediaries,
controls, is controlled by or is under joint
control with a Contracting Party.

The Principal Investigator agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and
potential risks of the Study and the
circumstances under which their personal
data might be disclosed to the Sponsor
and/or CRO, their Affiliates, competent
authorities, third parties providing services
for the Sponsor and/or CRO and/or ethics
committees. The Principal Investigator
agrees to ensure that the trial subjects shall
not participate in the Study until after they
sign their informed consent provided by the
Sponsor. The Principal Investigator shall
keep the original of such consent in the trial
subjects’ medical records. If such consent is
revoked in the course of the Study, no further
Study-related procedures may be performed
by the Contracting Partners with regard to
the respective trial subject, except for any
Study-related follow-up monitoring laid down
in the Protocol and consented to by the trial
subject. Subsequent treatment of the trial
subject, which is not related to the Study, lies
in the sole medical responsibility and legal
liability of the Contracting Partners.

The Contracting Partners shall ensure that
the trial subjects included in the Study do not
participate in a specific treatment program
according to Section 49 of Act No. 378/2007
Coll., on Medicinal Products (“Act on
Medicinal Products”) or in any other clinical
trial in which the trial subjects would use
medicinal products not registered in the
Czech Republic in the course of the Study or
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2.13

2.14

2.15

preruSeni Studie specifikované v Protokolu
bez pfedchoziho pisemného souhlasu
Zadavatele.

Pokud v pridbéhu Studie v Centru dojde
k poSkozeni zdravi subjektu hodnoceni,
Smluvni partnefi se zavazuji informovat o
kazdé takové udélosti Zadavatele (i)
v pfipadé zavazného nezadouciho Ug€inku
a/nebo zavazné nezadouci pfihody a/nebo
v pfipadech téhotenstvi, jsou-li takové,
nejpozdéji do 24 hodin a (ii) v pfipadé
nezadouciho Uc¢inku a/nebo nezadouci
pFihody neprodlené vV ramci [hat
stanovenych v Protokolu a jinych pokynech
danych Zadavatelem o hldSeni dat tykajicich
se bezpecnosti. Soucasti takového hlaseni
musi byt také posouzeni pfi¢inné
souvislosti. O jakémkoliv jiném poskozeni
zdravi subjektu hodnoceni nebo jakémkoliv
zavazném poruseni Protokolu nebo pokyni

spravné klinické praxe musi Smluvni
partnefi  informovat Zadavatele bez
zbyte¢ného odkladu.

Smluvni  partnefi se zavazuji bez

zbyte€ného prodleni zodpovédét vSechny
dotazy Zadavatele nebo osob povéfenych
Zadavatelem tykajici se dokumentace
nezadouci udalosti. Toto zahrnuje zejména
aktivni nasledné sledovani a objasnéni
prisluSnych  nesrovnalosti v hlasenich
nezadoucich pfihod a pfipadu téhotenstvi.
Za Ucelem hlaSeni nezadoucich pfihod a
pfipadd téhotenstvi jsou Smluvni partnefi
povinni pouzivat formulafe poskytnuté
Zadavatelem, jsou-li takové.

Béhem a po skonéeni Studie se zavazuji
Smluvni partnefi predlozit Zadavateli bez
zbyteéného odkladu vesSkeré dokumenty
prijaté od Ufad(l, etickych komisi a/nebo
pFislusnych regulatornich organa tykajici se
jakychkoli souhlasi nebo povoleni a
pfislusné  komunikace  vztahujici se
k bezpec€nosti ve vztahu ke Studii do 24
hodin od jejich obdrzeni.

Zadavatel nebo CRO zajisti, aby Centrum
obdrzelo dostate¢né mnozstvi
Hodnoceného léku Zadavatele potfebného
k provedeni Studie. Pokud nebude uvedeno
jinak v Pfiloze 1, Zadavatel nebo CRO také
zajisti, aby Centrum obdrzelo veSkera dalsi
léCiva pozadovana Protokolem (napf.
placebo, srovnavaci l1ék, soubézné uzivané
léky). VeSkera Protokolem vyZadovana
léCiva, ktera dodad Zadavatel nebo CRO
nebo uhradi naklady za tato léCiva spole¢né
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during any suspension period specified in
the Protocol without the prior written consent
of the Sponsor.

2.121If in the course of the Study at the Center trial

213

subjects' health is harmed, the Contracting
Partners shall inform the Sponsor of any
such event (i) in case of any serious adverse
effect and/or serious adverse events and/or,
if applicable, in case of pregnancy, within 24
hours at the latest and (ii) in case of any
adverse effect and/or adverse event
immediately within the timelines specified in
the Protocol and other instructions on safety-
related data reporting provided by the
Sponsor. Such reporting must also include
an assessment of causality. Any other harm
to health of trial subjects or any serious
breach of the Protocol or good clinical
practice guidelines must be reported to the
Sponsor without undue delay.

The Contracting Partners agree to
immediately answer any questions of the
Sponsor or persons authorized by the
Sponsor regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For
the purposes of adverse event and
pregnancy reporting, the Contracting
Partners must use the forms provided by the
Sponsor, if applicable.

2.14 During and after completion of the Study, the

2.15

Contracting Partners shall submit to the
Sponsor all documents received from
authorities, ethics committee/s, and/or
competent regulatory authorities regarding
any consent or authorization without undue
delay and safety related communication with
respect to the Study within 24 hours
following their receipt.

Sponsor or CRO will arrange for the Center
to receive sufficient quantities of the Sponsor
Drug to conduct the Study. Unless
otherwise indicated in Appendix 1, Sponsor
or CRO will also arrange for the Center to
receive any other Protocol-required drugs
(e.g. placebo, comparator drug, concomitant
drug). Any other Protocol-required drug that
Sponsor or CRO provides or covers the cost
of is, together with the Sponsor Drug,
considered “Study Drugs”. The Contracting
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2.16 Centrum se
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s Hodnocenym Iékem jsou dale oznacovany
jako ,Studijni lé€iva“. Smluvni partnefi se
zavazuji pouzivat Hodnoceny lék vyhradné
pro UucCely provadéni Studie a pouze
zplsobem  specifikovanym v Protokolu.
Smluvni partnefi jsou odpovédni za fadné
pFijimani, pouzivani, nakladani, skladovani
a vedeni ddkladné a presné evidence
zachézeni s Hodnocenym lékem v prabéhu
Studie v souladu s pozadavky spravné
klinické praxe, spravné Iékarenské praxe a
Protokolem. Navic se Smluvni partnefi
zavazuiji vratit anebo zajistit fadnou likvidaci
nepouzitého Hodnoceného léku, pokud si
Zadavatel likvidaci vyzadal (na naklady
Zadavatele), a tuto likvidaci fadné
zdokumentovat. V pfipadé nacatého a
nespotfebovaného Hodnoceného Iéku,
jehoz forma podani je infuze, zajisti Smluvni
partnefi likvidaci ihned po pfipraveé ¢i Upravé
Hodnoceného Iéku.

Hodnoceny [ék bude dodavan do
nemocniéni  [ékarny, vzdy v fadné
zabalenych  obalech  uréenych  pro

hodnoceny lécivy pfipravek a oznaéeny v
souladu s ustanovenim § 19 odst. 1 pism. e)
vyhlasky ¢.226/2008 Sb., o spravné klinické
praxi.

Dodavky hodnoceného I|éku se budou
uskutecrovat v Po-Pa od 7.00 h do 14.00 h
do budovy nemocni¢ni Iékarny €. 20.

timto zavazuje zajistit
uskladnéni, pfipravu, kontrolu a distribuci
Hodnoceného Iéku v souladu s ustanovenim
Protokolu, platnych zadkonl a v souladu se
véemi ustanovenimi pokynu LEK-12
Statniho Ustavu pro kontrolu IéCiv. Smluvni
partnefi nebudou vyzadovat zaplaceni
Hodnoceného léku nebo jakékoliv sluzby
hrazené Zadavatelem podle této Smlouvy
po subjektu hodnoceni nebo tfeti strang,
jako je napfiklad zdravotni pojistovna.

Centrum se zavazuje jmenovat dostatecny
pocet zastupcl, ktefi spliuji kvalifikacni
pozadavky na vykon povolani farmaceuta ve
smyslu  zakona ¢. 95/2004  Sb.,
0 podminkach ziskavani a uznavani
odborné zplsobilosti a specializované
zplsobilosti  k  vykonu  zdravotnického
povolani lékare, zubniho lékare
a farmaceuta, ve znéni pozdéjSich predpis,
nebo farmaceutického asistenta ve smyslu
zakona ¢. 96/2004 Sb.,
o nelékarskych zdravotnickych povolanich,
ve znéni pozdéjsich pfedpist. Tito zastupci

budou odpoveédni za nakladani
s Hodnocenym I|ékem a za vedeni
_Approved for signature_CS_ /29Jun22

Partners agree to use the Study Drugs
exclusively for the purposes of conducting
the Study and only as specified in the
Protocol. The Contracting Partners are
responsible for the proper receipt, use,
handling, storage and keeping detailed and
accurate records of handling of the Study
Drugs in the course of the Study pursuant to
the requirements of good clinical practice,
good pharmacy practice and Protocol. The
Contracting Partners agree to return any
unused Study Drugs or properly liquidate
any unused Study Drugs, provided that the
Sponsor requested such liquidation (at the
expense of the Sponsor), and properly
document such liquidation. The Contracting
Partners shall immediately liquidate any
unfinished or unused Study Drugs
administered by infusion immediately after
its preparation or modification.

Study Drug will be delivered to the Pharmacy
of the Provider at all times in proper
packaging inteded for Sponsor Drug and
labeled in accordance with parafraph 19
article 1 letter e) of the directive no. 226/2008
Coll. On Good Clinical Practice.

The shipments of Sponsor Drug shall be
delivered Mo-Fr 7AM-2PM to the Pharmacy
of the Provider to building no. 20.

2.16 The Center hereby agrees to ensure that the

Study Drug is stored, prepared, inspected
and distributed in compliance with the
Protocol, the applicable law and all
provisions of the LEK-12 guideline issued by
the State Institute for Drug Control. The
Contracting Partners shall not charge any
trial subject or third party, such as a health
insurance company, for the Study Drugs or
for any services paid for by the Sponsor
under this Agreement.

2.17 The Center agrees to appoint a sufficient

number of representatives who meet
qualification requirements for the position of
a pharmacist pursuant to Act no. 95/2004
Coll.,, on conditions for acquisition and
recognition of professional qualifications
and specialized qualifications  for
physicians, dentists and pharmacists, as
amended, or for pharmaceutical assistants
pursuant to Act no. 96/2004 of Coll., on non-
medical health professions, as amended.
These representatives shall be responsible
for handling the Study Drugs and for
keeping related records and
documentation. Immediately after the
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2.18

2.19

2.20

souvisejicich zaznamu a dokumentace.
Ihned po jmenovéni tohoto zastupce nebo
zastupcl, oznami Centrum Zadavateli
pisemné jméno a pfijmeni povéfenych osob
¢i osob, spolu s pfislusSnymi kontaktnimi
informacemi.

Hlavni zkou$ejici se zavazuje odebirat
Hodnoceny Iék v souladu s Protokolem, a to
v davkovani potfebném pro kazdou
jednotlivou navstévu subjektu hodnoceni.

Kdykoli 0 to Zadavatel a/nebo CRO pozada,
zavazuji se Smluvni partnefi podat hlaSeni o
postupu ve Studii v Centru véetné Gdaju o
zafazovani subjekt( hodnoceni.

Hlavni zkous$ejici je povinen shromazdovat
data a vkladat je do 4 kalendafnich dni od
jejich vytvoreni do elektronickych
zaznamovych listd (dale jen ,CRF")
vsouladu s ndlezitostmi  stanovenymi
v Protokolu. Hlavni zkouSejici se zavazuje
pravidelné prfedavat Zadavateli a/nebo CRO
CRF a veSkerou dokumentaci vyZzadovanou
Protokolem, aby je Zadavatel a/nebo CRO
mohl pfimo ¢i prostfednictvim jiného
subjektu prabézné zpracovavat. V pfipadé
prodleni delSim nez 10 pracovnich dnd
s vkladanim udajl je Zadavatel a/nebo CRO
opravnén, na zékladé pisemného ozndmeni
doruéeného Hlavnimu zkouSejicimu,
zastavit zafazovani subjektd hodnoceni
Hlavnim zkouSejicim az do doby, kdy je
vkladani 0daju aktualizované. Pokud bude
mit toto za nasledek prodleni v zafazovani
subjektd hodnoceni, Zadavateli pfislusi
prava stanovena v ¢l 12.4. Ve I[haté 4
kalendarnich dnu po oSetfeni posledniho ze
subjektd hodnoceni, musi byt dokonceno
vlozeni  veSkerych  zbyvajicich  CRF,
souvisejici dokumentace a rovnéz nepouzité
CRF v listinné podobé, jsou-li takové, musi
byt pfedany Zadavateli anebo na pozadani
Zadavatele a/nebo CRO zni¢eny. Smluvni
partnefi se zavazuji poskytovat soucinnost
pfi pohotovém objasfiovani jakychkoli
dotazu tykajicich se udaju v CRF a vénovat
se témto dotazim a zodpovidat je nejpozdéji
ve Ihaté 5 (péti) pracovnich dnll. Zadavatel
a/nebo CRO muize pozadovat odpovédi i
v krat§im &asovém Useku s ohledem na
klicova stadia Studie, jako napf. Cdista
databaze. Smluvni partnefi se dale na
zadost Zadavatele a/nebo CRO zavazuji
poskytovat pfiméfenou soucinnost pfi
pFipravé celkové zpravy o Studii. Centrum
zajisti, Zze CRF nebudou pfistupné nikomu
jinému nez Clenim studijniho tymu a
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appointment of the representative(s), the
Center shall notify the Sponsor in writing
about the first and last name and contact
details of such appointees.

2.18 The Principal Investigator agrees to draw

the Study Drugs in compliance with the
Protocol and in doses required for every
visit of the trial subject.

2.19 The Contracting Partners agree to report on

the progress of the Study at the Center,
including information about the enrolment
of trial subjects, upon the Sponsor and/or
CRO’s request.

2.20 The Principal Investigator must collect data

and enter them within 4 calendar days of
their generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth
in the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
documentation required in the Protocol to
the Sponsor and/or CRO so that the Sponsor
and/or CRO could process them directly or
through another entity on a continuous
basis. In case of a delay with data entering
for more than 10 working days, the Sponsor
and/or CRO shall have the right by giving
written notice to the Principal Investigator to
stop the recruitment of trial subjects by the
Principal Investigator until data entering is up
to date. If this results in a delay with
recruiting trial subjects, the Sponsor shall
have the rights set forth in Article 12.4.
Within four calendar days of the last trial
subject’s treatment, all outstanding CRFs
must be entered and related documentation
as well as unused paper CRFs, if applicable,
must be forwarded to the Sponsor or
destroyed upon the Sponsor and/or CRO’s
request. The Contracting Partners agree to
assist in promptly clarifying any questions
concerning CRF data and to address and
answer such questions within five (5)
working days. The Sponsor and/or CRO may
request answers sooner than that due to key
Study milestones, such as a clean database.
Furthermore, the Contracting Partners agree
to reasonably assist in preparing the overall
Study report upon the Sponsor and/or
CRO’s request. The Center shall ensure that
CRFs shall not be available to any persons
other than Study Team Members and the
Principal Investigator and that access to
CREFs, if they are in electronic form, shall be
protected by user name and password.

9|58Page



2.21

2.22

2.23

Hlavnimu zkouSejicimu a pfistup k nim,
pokud budou v elektronické podobé, bude
chranén pfistupovym jménem a heslem.

Hlavni zkouSejici je povinen zajistit, ze
vSechny CRF poskytnuté Zadavateli a/nebo
CRO jsou pravdivé, pfesné a fadné
vyplnény a Ze jsou vérnym odrazem
skute€nych  vysledkd  Studie.  Hlavni
zkouSejici se rovnéz zavazuje predat
Zadavateli a/nebo CRO kopie vSech zprav,
véetné vSech aktualizaci a zmén, které si
vyzadala eticka komise.

Centrum se zavazuje uchovavat veskerou
elektronickou i jinou dokumentaci, véetné
zdrojové dokumentace a slozky
ZkouSejiciho, vyzadovanych ICH predpisy a
pFislusnymi pravnimi predpisy upravujicimi
provadéni Studiedvacet pét (25) let po
skonceni Studie. Studijni dokumentace musi
byt uchovavana na vhodném misté a
vhodnym zplGsobem a Centrum je povinno
vést zaznamy o misté, kde je dokumentace
Studie uchovavana, aby tato byla pohotové
k dispozici na zadost povéreného zastupce
Zadavatele a/nebo CRO, etické komise,
auditora nebo pfislusnych Gfadu. Centrum je
povinno Zadavatele a/nebo CRO informovat
v pfipadé, ze planuje archivovat
dokumentaci Studie mimo své vlastni
prostory.

Poskytovatel provede bezplatnou archivaci
5let v souladu se zdkonem ¢&. 378/2007 Sb.
a na dalSich 20 let provede zpoplatnénou
archivaci — /rok. Na zpoplatnénou
archivaci bude vystavena faktura po podpisu
smlouvy. Pokud nebude do studie zafazen
zadny subjekt hodnoceni, bude archivaéni
poplatek vracen Zadavateli.

Zadavatel v predstihu 6 mésict od konce
zpoplatnéné archivace oznami
Poskytovateli, Zze trva na dal§i archivaci a
uhradi naklady s tim spojené.

V pfipadé, ze ve shora uvedené |huté
Zadavatel nebo jim uréeny zastupce nesdéli
pozadavek na dal§i archivaci ¢i neuhradi
poplatek na dalSi archivaci, je Poskytovatel
opravnén Kk likvidaci vSech archivovanych
dokumentl Studie.

Smiluvni partnefi jsou si védomi, ze
Zadavatel a/nebo CRO nebo jeho jménem
tfeti strana dlkladné monitoruje provadéni
Studie a pravidelné navstévuje Centrum.
Smluvni partnefi se zavazuji pfimérené
podporovat tyto monitorovaci aktivity, véetné
ale bez omezeni, poskytnutim pfistupu
povéfenému zastupci Zadavatele a/nebo

_Approved for signature_CS_ /29Jun22

2.21 The Principal Investigator shall ensure that all

CRFs submitted to the Sponsor and/or CRO
are true, complete, correct and accurate and
reflect the actual results of the Study. The
Principal Investigator also agrees to provide
the Sponsor and/or CRO with copies of all
reports, including all updates and changes,
that were requested by the ethics committee.

2.22 The Center shall keep all electronic and other

documents, including without limitation,
source documents and the Investigator’s
fles required by ICH guidelines and
applicable laws regulating Study
performance for twenty five (25) years after
the end of the Study. Study documentation
must be kept in a suitable location and
manner, and the Center must keep record of
the location where Study documentation is
stored to ensure that it is readily available
upon the request of the Sponsor and/or
CRO’s appointed representative, the ethics
committee, an auditor or competent
authorities. The Center must notify the
Sponsor and/or CRO in the event that the
Center plans to archive  Study
documentation outside of its own premises.
The Provider will archive the documentation
for 5 years according to Act no 378/2007
Coll., as amended for free and for another 20
years for per each year. An invoice
for archiving for 20 years will be issued after
Agreement signature. If no Trial Subject is
enrolled the Record Archiving fee will be paid
back to Sponsor.

The Sponsor will inform the Provider 6
months before the end of the above paid
archiving period if further archiving is
required and will pay the Institution for the
associated cost.

In case the Sponsor or its authorized
representative shall not inform the Provider
that longer archiving is required or will not
pay the longer archiving, the Provider is
entitled to destruct all archived Study
documentation.

2.23 The Contracting Partners understand that the

Sponsor and/or CRO or a third party on
behalf of the Sponsor closely monitors the
performance of the Study and regularly visits
the Center. The Contracting Partners agree
to appropriately support such monitoring
activities, including without limitation, by
providing the Sponsor and/or CRO’s
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2.24

2.25

2.26

CRO do prostor a k datiim dle potfeby a
spolupracovat se Zadavatelem a/nebo CRO
nebo pfisluSnou tfeti stranou v tomto
ohledu. Na Zadost Zadavatele a/nebo CRO
jsou Hlavni zkousejici a Clenové studijniho
tymu povinni se zu€astnit osobni diskuze.

Zadavatel a/nebo CRO a stéatni organy, jako
je napt. Urad pro potraviny a Iéky Spojenych
statu americkych (,FDA®") maji pravo
provadét audit ¢i inspekci zaznami
Smluvnich partner(, veskeré  jiné
dokumentace a prostor souvisejicich
s provadénim Studie, a to kdykoli v prdbéhu
a/nebo po dobu 25 let po skonceni Studie a
bez jakychkoli narokG Smiluvnich partner(
na zvlastni platbu. Takovy audit ¢i inspekci
je Zadavatel a/nebo CRO povinen
pfiméfené predem ohlasit v pfipadé, ze je
provadén Zadavatelem a/nebo CRO.
Smluvni partnefi jsou povinni poskytovat
Zadavateli a/nebo CRO, jim povéfenym
zastupclm nebo veSkerym statnim organdm
soucinnost pfi pInéni jejich uloh v souladu
s Protokolem a  podniknout veSkeré
pfiméfené kroky pozadované Zadavatelem
a/nebo CRO nebo statnimi organy za
UCelem odstranéni nedostatkd zjiSténych
béhem auditu nebo inspekce.

Smluvni partnefi se zavazuiji, Ze béhem a po
skonéeni  Studie, umozni a budou
podporovat veskeré kontroly odpovédnych
Ufadu bez jakychkoli narokl na zvlastni
odménu ¢&i nahradu. Smluvni partnefi jsou
povinni informovat Zadavatele a/nebo CRO
0 kazdé takové inspekci ¢i zdméru takovou
inspekci provést ihned poté, co se o nich
dozvi. Smluvni partnefi se zavazuji umoznit,
aby Zadavatel a/nebo CRO mohli byt
pritomni na kazdé inspekci provadéné Grady
nebo  podobnymi institucemi.  Pfed
vyjadfenim se k ndlezdm takové inspekce,
budou-li néjaké, jsou Smluvni partnefi
povinni odpovéd posoudit a prodiskutovat se
Zadavatelem a/nebo CRO. Smluvni partnefi
bez zbyte¢ného odkladu poskytnou
Zadavateli a/nebo CRO kopie jakychkoliv
zjisténi nebo kontrol odpovédnych Gfadd ve
vztahu ke Studii.

Smluvni partnefi nesmi védomé (po
pfiméfeném Setfeni) vyuzivat sluzeb, bez
ohledu na jejich objem, zadnych osob, jim
bylo poskytovani téchto sluzeb zakazano
FDA nebo kterymkoli jinym pfisluSnym
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appointed representative with access to the
facilties and data as necessary and to
cooperate with the Sponsor and/or CRO or
the relevant third party in this regard. The
Principal Investigator and Study Team
Members must participate in personal
discussions upon the request of the Sponsor
and/or CRO.

2.24 The Sponsor and/or CRO and government

authorities, such as for example the US
Food and Drug Administration (the “FDA”)
have the right to audit or inspect the
Contracting Partners’ records, any and all
other documentation and the facility relating
to the Study at any time during the Study
and/or for another 25 years after completion
of the Study and without the Contracting
Partners’ right to special payment. The
Sponsor and/or CRO must announce such
audit or inspection sufficiently in advance,
provided that it is carried out by the Sponsor
and/or CRO. The Contracting Partners must
assist the Sponsor and/or CRO, its
designated representatives or all
government authorities in performing their
tasks pursuant to the Protocol and take any
and all reasonable actions requested by the
Sponsor and/or CRO or government
authorities to remedy deficiencies noted
during an audit or inspection.

2.25 The Contracting Partners shall, during and

after the Study, allow and support any
inspections of responsible authorities
without any right to special payment or
reimbursement. The Contracting Partners
must inform the Sponsor and/or CRO about
any such inspection or the intent to conduct
such inspection as soon as the Contracting
Partners learn about it. The Contracting
Partners shall allow the Sponsor and/or
CRO to be present at any inspection
conducted by authorities or similar
institutions. Prior to responding to the
findings of any such inspection, if any, the
Contracting Partners must review and
discuss such response with the Sponsor
and/or CRO. The Contracting Partners shall
promptly provide the Sponsor and/or CRO
with copies of any findings or inspections of
responsible authorities in relation to the
Study.

2.26 The Contracting Partners may not knowingly

(having made reasonable enquiries) use the
services, regardless of their volume, of any
person prohibited to provide such services
by the FDA or any other competent authority
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2.27

organem v prGbéhu provadéni Studie.
Smluvni partnefi dale zavazné prohlasuji, ze
dle jejich znalosti (po pfiméfeném Setfeni)
ani jim ani jejich zaméstnancim,
zmocnéncum &i zastupcum, ktefi se Ucastni
provddéni  Studie, nebylo zak&zano
provaddét cinnosti, jeZz jsou provadéné
vramci Studie, ze strany FDA ¢&i jiného
organu, ani podle jejich nejlepsiho védomi
(po pfiméfeném Setfeni) v sou¢asné dobé
neprobiha zadné fizeni tykajici se takového
zakazu ve vztahu k témto osobam. Smluvni
partnefi se zavazuji v pribéhu Studie a po
dobu 3 let po jejim ukonéeni ihned
informovat Zadavatele a/nebo CRO, pokud
se dozvi, ze bude zahajeno takové fizeni ve
vztahu k Hlavnimu zkousejicimu, Centru Ci
jeho zaméstnanci podilejicim se na Studii.
Smluvni partnefi dale zaruCuji a zavazuiji se,
ze dle jejich znalosti nejsou subjektem
predchozich ani probihajicich Setfeni,
vyzev, upozornéni nebo  vymahani
rozhodnuti organu statni spravy vztahujicich
se k provadeéni klinického vyzkumu, které by
nebyly oznameny Zadavateli. V pfipadé, ze
nastane skute¢nost podle pfedchozi véty ve
vztahu ke Studii, Smluvni partnefi to bez
zbyte¢ného odkladu sdéli Zadavateli.

V pfipadé, ze Hlavni zkouSejici v prabéhu
Studie ukoné&i pracovnépravni vztah s
Centrem, Centrum je povinno o této
skute€nosti informovat Zadavatele a/nebo
CRO neprodlené pote, co se o tom dozvi, a
soucasné navrhnout fadné kvalifikovanou
osobu jako nového hlavniho zkousejiciho.
Zadavatel a/nebo CRO ma pravo vznést
namitky vici tomuto nahrazeni. Centrum se
zavazuje s vynalozenim maximalniho Usili
pozadovat po novém hlavnim zkouSejicim,
aby se pisemné zavazal k dodrzovani
podminek sjednanych vtéto Smlouvé.
Pokud Centrum a Zadavatel a/nebo CRO
nejsou schopni domluvit se na osobé
nového hlavniho zkousejiciho anebo pokud
novy hlavni zkousejici neni ochoten zavazat
se kpodminkdm  stanovenym  touto
Smlouvou, Zadavatel a/nebo CRO je
opravnén vypovedét tuto Smlouvu v souladu
s ¢l. 12.5. Centrum a Hlavni zkouSejici jsou
povinni neprodlené pisemné informovat
Zadavatele a/nebo CRO o vSech zménéch,
které maji vliv na dostupnost zdroju a/nebo
Clen( studijniho tymu provadsijiciho Studii.
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2.27

in the course of the Study. Furthermore, the
Contracting Partners represent and warrant
that, as far as they know (having made
reasonable enquiries), neither they nor their
employees, agents or representatives, who
are involved in the Study, have been
prohibited by the FDA or any other
competent authority from performing the
activities that are performed during the
Study, nor that they are currently, to the best
of their knowledge (having made reasonable
enquires), the subject of proceedings
concerning such prohibition by the FDA or
any other authority. During the Study and for
a period of 3 years after its completion, the
Contracting Partners agree to promptly
notify the Sponsor and/or CRO about any
such proceedings initiated against the
Principal Investigator, the Center or its
employees taking part on the Study conduct.
Furthermore, the Contracting Partners
represent and warrant that, as far as they
know, they are not the subject of any past or
current investigations, inquiries, warnings or
enforcement decisions of public
administration authorities that concern their
conduct of clinical research that have not
been disclosed to the Sponsor. The
Contracting Partners shall notify the Sponsor
about the fact described in the previous
sentence without undue delay.

In the event that the Principal Investigator
terminates his or her employment at the
Center, the Center shall inform the Sponsor
and/or CRO as soon as it learns about it and
shall propose a duly qualified person acting
as a new principal investigator. The Sponsor
and/or CRO shall have the right to object to
such replacement. The Center shall make
maximum efforts to require the new principal
investigator to agree in writing to the terms
and conditions stipulated in this Agreement.
If the Center and the Sponsor and/or CRO
are unable to agree on the new principal
investigator or if the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
the Sponsor and/or CRO shall have the right
to terminate this Agreement in accordance
with Article 12.5. The Center and the
Principal Investigator must immediately
inform the Sponsor and/or CRO in writing
about any and all changes having an impact
on the availability of resources and/or Study
Team Members conducting the Study.
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2.28

2.29

2.30

2.31

CL.3

3.1.

3.2.

3.3.

Smluvni partnefi se zavazuji
neprodlené informovat pfislusného monitora
CRO v pfipadé, Ze subjekt hodnoceni
Ucastnici se Studie oznami ¢i vyjadfi nazor,
ze doSlo k poskozeni jeho zdravi v dlsledku
Ucasti ve Studii, a Ze ma proto pravo na
finanéni ndhradu.

Smluvni partnefi se zavazuji umoznit
smluvnim vyzkumnym organizacim,
smluvné zajiSténym Zadavatelem nebo
kteroukoli z Propojenych osob, aby jménem
Zadavatele vykonavaly kterékoli zprav a
povinnosti Zadavatele na zakladé této
Smlouvy, v pfipadé, Ze se prokazi
povéfenim ¢i plnou moci, ze které jejich
opravnéni vykondvat pradva a povinnosti
Zadavatele vyplyva. Smluvni partnefi se
zavazuji spolupracovat s témito smluvnimi
vyzkumnymi organizacemi.

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjektim, jejichZz ucast ve
Studii neskonéila, v pfipadé ¢astecného
uzavieni Studie, a dale také subjektim
zafazenym do nasledného sledovani po
skonceni Studie, v souladu s etickymi
pravidly.

V pfipadé, ze pfi Studii pouziva Centrum,
Hlavni zkousejici nebo Clenové studijniho
tymu pfistrojové vybaveni, které vyZaduje
servis, kalibraci nebo jinou zvlastni pédi,
Centrum se zavazuje udrzovat takové
pristrojové vybaveni zpusobilé Fadného
provozu, o ¢emZ je povinno Zadavateli
a/nebo CRO na vyzadani poskytnout
odpovidajici dokumentaci.

— Povinnosti Zadavatele a/nebo CRO

Kontaktnimi osobami Zadavatele a/nebo
CRO ve vztahu ke Studii jsou:

Monitor CRO

nebo kterékoli dalSi
Hlavnimu zkous$ejicimu.

osoby oznamené

Zadavatel se zavazuje Smluvnim partnerdm
poskytnout zdarma v mnozstvi a ¢asovych
intervalech pro fadné provedeni Studie
veSkerd  Studijni |éCiva pozadovana
Protokolem, nezbytné vzory CRF a dalSi
informace.

Studijni  1é¢iva budou dodavana na
nasledujici adresu:
_Approved for signature_CS_ /29Jun22

2.29

2.30

2.31

pfimo a 2.28 The Contracting Partners agree to inform the

CRO Monitor directly and immediately in the
case that a trial subject participating in the
Study announces or opines that his or her
health has been damaged due to his or her
participation in the Study and that he/she is
therefore entitled to financial compensation.

The Contracting Partners agree to allow
research organizations contracted by the
Sponsor or any of its Affiliates to exercise
any of the Sponsor’s rights and to perform
any of the Sponsor’s obligations under this
Agreement on behalf of the Sponsor,
provided that they have authorization or a
power of attorney to exercise the Sponsor’s
rights and to perform the Sponsor's
obligations. The Contracting Partners agree
to cooperate with such research
organizations.

The Contracting Partners undertake to
provide medical services to trial subjects
whose participation in the Study has not yet
ended, in the case of a partial closure of the
Study, as well as to subjects included in the
post Study follow-up in compliance with
ethics rules.

In the case that the Center, the Principal
Investigator or Study Team Members use in
the course of the Study devices that require
servicing, calibration or any other special
care, the Center agrees to maintain such
devices in due operational condition and to
provide relevant documentation thereof to
the Sponsor and/or CRO upon the request of
the Sponsor and/or CRO.

Article 3 — Obligations of the Sponsor

3.1

3.2

3.3

and/or CRO

The Sponsor and/or CRO’s contact persons
regarding the Study are:

CRO’s Monitor

or any other person announced to the
Principal Investigator.

The Sponsor agrees to provide the
Contracting Partners with all Study Drugs
required by Protocol, necessary CRF
templates, other information free of charge
and in the quantity and frequency necessary
for the proper performance of the Study.

The Study Drugs shall be delivered to the
following address:

13|58P age



3.4.

3.5.

3.6.

4.1.

4.2.

Nemocnicni Iékarna, budova ¢. 20
Sokolska 581, 500 05 Hradec Kralove —
Novy Hradec Kralové, Ceska republika

Hodnoceny Iék, nezbytné vzory CRF a dalSi
informace vyzadované pro provadéni Studie

poskytnuté Centru jsou a zlstavaji
vlastnictvim Zadavatele. Zadavatel
prohlasuje, ze jsou splnény veSkeré

podminky stanovené pfisluSnymi pravnimi
predpisy pro vyrobu (dovoz) dodavaného
Hodnoceného lé¢iva a jeho distribuci do
Centra.

Zadavatel a/nebo CRO se zavazuje
poskytovat Hlavnimu zkousejicimi pfislusné
nové informace o bezpecnosti tykajici se

Hodnoceného Iéku  Zadavatele bez
zbyte¢ného odkladu.
Zadavatel a/nebo CRO se zavazuje

poskytnout Smluvnim partnerim tablety pro
vypliovani ePRO pro G¢ely jeho vyhradniho
pouziti ve Studii, o kterém Smluvni partnefi
povedou pisemnou evidenci. Rozsah a
podminky poskytnuti jsou vymezeny
v pfiloze €. 4. Smluvni partnefi vybaveni po
skonéeni Studie vrati Zadavateli.

Cl. 4 - Odména

Zadavatel se zavazuje zaplatit Smluvnim
partnerim za fadné provedené ¢&innosti na
zakladé této Smlouvy véetné prevodu prav
dle ¢l. 5 odménu ve vySi, zpusobem a za
podminek sjednanych stranami dale v tomto
¢lanku Smlouvy a pfiloze &. 1, pficemz
smluvni strany prohlasuji, Zze pfedpokladana
vySe odmeény ¢ini 610 334- KE&. Jedinym
pfijemcem vesSkerych ¢&astek dle této
Smlouvy bude Centrum, které se zavazuje
vyplatit pfislusnou ¢ast odmény Hlavnimu
Zkousejicimu a Clenim studijniho tymu
vsouladu se svymiinternimi predpisy.
Zadavatel a/nebo CRO prohladuje, ze
neuzaviel a neuzavie se zaméstnanci
Centra zadnou dohodu, jejimz pfedmétem
by bylo poskytnuti plnéni v souvislosti se
Studii.

Smluvni partnefi nemaji narok na zadnou
jinou odménu ¢&i nahradu kromé téch, které
jsou uvedeny v této Smlouveé nebo pfiloze €.
1 nebo jinych smlouvich uzavfenych se
Zadavatelem a/nebo CRO, ledaze je
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3.4

3.5

3.6

4.1

4.2

Nemocni¢ni Iékarna, building no. 20
Sokolskd 581, 500 05 Hradec Krélové —
Novy Hradec Krélové, Czech Republic

The Study Drugs, necessary CRF templates
and other information required for the
performance of the Study and provided to
the Center are and shall remain the
Sponsor’s property. The Sponsor declares
that all conditions stipulated in applicable
laws regulating the production (import) of
the provided Study Drugs and the
distribution of the Study Drugs to the
Center have been met.

The Sponsor and/or CRO agree to provide
the Principal Investigator with new
information regarding the safety of the
Sponsor Drug without undue delay.

the Sponsor and/or CRO agrees to provide
the Contracting Partners with tablets for a
completion of ePRO for the purposes of its
exclusive use in the Study, about which the
Contracting Partners shall keep a written
inventory; the scope and conditions of its
provision are defined in Appendix 4 The
Contracting Partners shall return the
equipment once the Study is completed.

Article 4 — Remuneration

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, the CRO agrees to
provide the Contracting Partners with
remuneration in the amount, by means and
under the terms agreed by the Parties
below herein and in Appendix 1, whereas
the Parties hereto represent that the
anticipated remuneration amount is CZK
610 334. The Center shall be the only
recipient of all payments hereunder and
agrees to pay a relevant part of the
remuneration to the Principal Investigator
and Study Team Members pursuant to its
internal rules. The Sponsor and/or CRO
represents and warrants that it did not and
will not conclude any agreement about the
performance of the Study with any
employee of the Center.

The Contracting Partners are not entitled to
any remuneration or reimbursement other
than that set forth in this Agreement and its
Appendix 1 or other agreements concluded
with the Sponsor and/or CRO, unless
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4.3.

predem pisemné schvali Zadavatel a/nebo
CRO.

Veskeré odmény a nahrady, které maji byt
zaplaceny Centru, jsou splatné ve lhaté 45
dnd ode dne vystaveni danového dokladu
(faktury) majici vSechny ndlezitosti dle
pFisludnych pravnich predpist upravujicich
dan z pfidané hodnoty, a to ve prospéch
bankovniho uctu Centra:

Banka: Ceska narodni banka, a.s.

Kéd banky: 0710

Majitel G¢tu: Fakultni nemocnice Hradec Kralové
Cislo Gétu: 24639511/0710

IBAN: CZ23 0710 0000 0000 2463 9511

SWIFT: CNBACZPP

Variabilni symbol: &islo faktury

Kontakt prijemce plateb pro platby a fakturaci:
Ing. Jitka HaleSov4, tel.: +420 495 833 827, email:
jitka.halesova@fnhk.cz

Faktury musi byt zasilany Zadavateli nebo
CRO s uvedenim ¢isla protokolu a jména
Hlavniho zkousSejiciho a to na adresu
uvedenou v Pfiloze ¢. 1. Odmény a
nahrady dle této Smlouvy a pfilohy ¢. 1 (s
vyjimkou odmén a nahrad, u kterych je
splatnost zvlast upravena v pfiloze ¢. 1
Smilouvy) budou Centru a Hlavnimu
zkouSejicimu uhrazeny takto: Zpétné za
bezprostfedné  uplynulé a  dosud
nefakturované obdobi vzdy kazdého
kalendarniho ctvrtleti Studie si Smluvni
partnefi spole¢né se Zadavatelem a/nebo
CRO vzajemné pisemné nebo formou e-
mailu odsouhlasi pfehled poctu, druhu a
jim odpovidajici hodnoty jednotlivych
Ukonu provedenych Hlavnim zkouSejicim
a/nebo ostatnimi Cleny studijniho tymu,
jez maji byt dle této Smlouvy Zadavatelem
a/nebo CRO hrazeny (tzv. navrh faktury),
zaslany osobou povéfenou Zadavatelem
a/nebo CRO. Tento prehled musi byt
zpracovan zvlast pro kazdy subjekt Studie
a musi zahrnovat polozkové vyuctovani
vSech navstév, vySetfeni a dalSich sluzeb
provedenych v pfislusném kalendafnim
Ctvrtleti.  Na  zédkladé  vzajemného
odsouhlaseni navrhu faktury vystavi
Centrum fakturu na odménu a pfipadné
ndhrady, jez je vsouladu stouto
Smlouvou opravnéno fakturovat, kterou
doru¢i Zadavateli a/nebo CRO. Zadavatel
a/nebo CRO zaplati Centru na zakladé
fadné vystavené a dorucené faktury
prisluSnou odménu a pfipadné opravnéné
fakturované nahrady za obdobi, pro néz
byl pfedmétny navrh faktury dle tohoto
¢lanku odsouhlasen.
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4.3

approved in advance by the Sponsor
and/or CRO in writing.

Any remuneration and reimbursement for
the Center must be paid within 45 days of
the day when a relevant tax document
(invoice) is issued, which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center:

Bank: Ceska narodni banka, a.s.

Bank code: 0710

Account holder: Fakultni nemocnice Hradec
Krélové

Account No.: 24639511/0710

IBAN: CZ23 0710 0000 0000 2463 9511
SWIFT: CNBACZPP

Reference no.: invoice number

Payee contact for payments and invoicing: Ing.
Jitka Halesov4, tel.: +420 495 833 827, email:
jitka.halesova@fnhk.cz

Invoices must be addressed to the Sponsor
or CRO (as applicable), must include
Protocol number and the name of the
Principal Investigator and must be sent to
the address listed in Appendix 1. Any
remuneration and reimbursement based on
this Agreement and Appendix 1 (except for
remuneration and reimbursement, the due
date of which is specified separately in
Appendix 1 to the Agreement) shall be paid
to the Center and the Principal Investigator
in the following manner: retroactively for the
past and not yet invoiced period of each
calendar quarter of the Study, the
Contracting Partners and the Sponsor
and/or CRO shall approve in writing or by e-
mail an overview of the number, type and
value of individual activities, which were
performed by the Principal Investigator
and/or other Study Team Members and
which are to be paid by the Sponsor and/or
CRO based on this Agreement (i.e. draft
invoice), sent by a person authorized by the
Sponsor and/or CRO. Every overview must
be prepared separately for each trial subject
and must include an itemized list of all visits,
examinations and other services provided in
the relevant calendar quarter. Based on the
mutually approved draft invoice, the Center
shall issue an invoice for remuneration and
potential reimbursement that the Center is
entitted to charge pursuant to this
Agreement and shall send it to the Sponsor
and/or CRO. Based on the duly issued and
delivered invoice, the Sponsor and/or CRO
shall pay the Center the relevant
remuneration and potential  justified
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4.4.

V pfipadé, ze Zadavatel a/nebo CRO
nezaSle Centru vySe uvedeny prehled
(navrh faktury) k odsouhlaseni ve lhaté 30
dnd ode dne ukonceni kalendafniho
Ctvrtleti, zadle Centrum Zadavateli a/nebo
CRO pisemnou vyzvu a pokud Zadavatel
a/nebo CRO nezasle uvedeny prehled
(navrh faktury) ani ve Ihaté 30 dnd od
doru¢eni takové vyzvy, je Centrum
opravnéno vystavit fakturu a Zadavatel
a/nebo CRO je povinen uhradit Centru
odménu a nahrady za vSechny
fakturované Ukony provedené v obdobi
kalendarniho ctvrtleti Hlavnim zkouSejicim
a/nebo ostatnimi Cleny studijniho tymu.

V pfipadé, ze Centrum zjisti, ze jsou
v pfehledu (navrhu faktury) nedostatky,
tyto oznami bez zbyte¢ného odkladu
Zadavateli a/nebo CRO, ktery je povinen je
odstranit. Ma-li Zadavatel a/nebo CRO
zato, ze v prehledu (navrhu faktury) zadné
nedostatky nejsou, sdéli toto Centru.
Centrum a Zadavatel a/nebo CRO jsou
nasledné povinni si navzajem poskytnout
soucinnost nezbytnou k odstranéni
pfipadnych rozpord. Neposkytnuti
soucinnosti se povazuje za nepodstatné
poruSeni Smiouvy.

Neodstrani-li Zadavatel a/nebo CRO
nedostatky v prehledu (navrhu faktury) ani
ve |haté 45 dnd ode dne doruceni
oznameni dle pfedchoziho odstavce, nebo
v téZe Ihaté nesdéli Centru, ze v prehledu
(navrhu  faktury) zadné nedostatky
nespatfuje, plati, Ze rozhodny pro
vystaveni faktury je pfehled (navrh faktury)
ve znéni pfipominek Centra, na zakladé
kterého je Centrum oprdvnéno vystavit
fakturu a Zadavatel a/nebo CRO je
povinen odménu a ndhrady za fakturované
Ukony provedené v obdobi kalendarniho
Gtvrtleti  Hlavnim  zkouSejicim  a/nebo
ostatnimi Cleny studijniho tymu Centru
uhradit.

Zadavatel a/nebo CRO ma pravo zadrzet az
10 % z prislusné ¢astky odmény za obdobi
kalendafniho ctvrtleti (dale jen ,zadrzné®).
Zadavatel a/nebo CRO se zavazuje uhradit
Centru zadrzné poté, co budou predlozeny
vSechny prislusné CREF, budou
zodpovézeny v8echny dotazy s ohledem na
data obsazend vtéchto CRF a budou
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reimbursement for the period for which the
draft invoice has been approved pursuant to
this article.

In the case that the Sponsor and/or CRO
does not send the Center the aforesaid
overview (draft invoice) for approval within
30 days of the end of the calendar quarter,
the Center shall send the Sponsor and/or
CRO a written reminder and if the Sponsor
and/or CRO does not send the aforesaid
overview (draft invoice) within 30 days of
receipt of the reminder, the Center shall
have the right to issue an invoice and the
Sponsor and/or CRO shall pay the Center
the remuneration and reimbursement for all
invoiced activities performed during the
calendar quarter by the Principal Investigator
and/or other Study Team Members.

The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the Sponsor and/or CRO, and the
Sponsor and/or CRO must remedy such
deficiencies. In the case that the Sponsor
and/or CRO believes that the overview (draft
invoice) has no deficiencies, the Sponsor
and/or CRO shall announce it to the Center.
The Center and the Sponsor and/or CRO
must then cooperate as necessary to rectify
such discrepancies. Failure to cooperate
shall be considered a minor breach of this
Agreement.

In the case that the Sponsor and/or CRO
fails to remedy deficiencies in the overview
(draft invoice), or fails to inform the Center
that the Sponsor and/or CRO believes that
the overview (draft invoice) has no
deficiencies, within 45  days of
announcement based on the previous
paragraph, the Center shall use its version of
the overview (draft invoice), based on which
the Center shall issue an invoice and the
Sponsor and/or CRO shall have to pay the
remuneration and reimbursement for
invoiced activities performed during the
calendar quarter by the Principal Investigator
and/or other Study Team Members.

4.4 The Sponsor and/or CRO has the right to

retain up to 10% of the remuneration for
the calendar quarter (hereinafter referred
to as the “Retainer”). The Sponsor and/or
CRO agrees to pay the Center the
Retainer after all relevant CRFs were
submitted, all questions concerning CRF
data were answered and all incorrect or
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4.5.

4.6.

4.7.

5.1.

odstranény  vSechny
nedostatky dat v databazi.

nespravnosti  a

Nestanovi-li tato Smlouva jinak, vSechny
¢astky uvedené v této Smlouvé a jejich
prilohach jsou uvedeny bez DPH. Pokud
nékteré platby za sluzby podiéhaji DPH,
Zadavatel a/nebo CRO zaplati pfislusnou
¢astku DPH ve vysi dle pravnich predpisl
ucinnych ke dni uskute¢néni zdanitelného
plnéni na zakladé pfislusného dafového
dokladu (faktury), ktera bude splfhovat
vSechny nalezZitosti predepsané pfislusnymi
pravnimi  predpisy. Centrum nese
odpovédnost za uhrazeni v8ech ostatnich
dani v souvislosti s platbami na zakladé této
Smlouvy.

Smiluvni partnefi si jsou védomi, ze
Zadavatel a/nebo CRO m0ze zvefejnit na
centralni webové strance jejich koncernu
a/nebo na webové strance
www.transparentnispoluprace.cz vlastnéné
a provozované Asociaci inovativniho
farmaceutického pramyslu platby a jina
plnéni tykajici se vyzkumu a vyvoje, tj. (1)
platboy provedené ze strany Zadavatele
a/nebo CRO na z&kladé této Smlouvy a (2)
veSkeré vydaje na ubytovani, souvisejici
vydaje na pohosténi a dopravu Smluvnich
partnert, které Zadavatel a/nebo CRO
uhradi na zakladé této Smlouvy a (3)
veSkeré kongresové registracni poplatky,
Ucastnické poplatky nebo obdobné poplatky,
které Zadavatel a/nebo CRO uhradi na
zakladé této Smlouvy, a to anonymnim
zplUsobem, tj. na agregované uUrovni. Tyto
informace mohou byt rovnéz publikovany
jako soucast této Smlouvy v registru smluv
na zakladé zakona ¢&. 340/2015 Sb., o
Registru Smluv (dale jen ,Zakon o registru
smiuv®).

Bez ohledu na vySe uvedené muze
Zadavatel a/nebo CRO zvefejnit prevod
jakékoliv hodnoty poskytnuté v ramci této
Smlouvy. Smluvni strany se dohodly, Ze tato
Smlouva bude zvefejnéna vyhradné
v rozsahu a zaslepené podobé dohodnuté
mezi Zadavatelem a/nebo CRO a Centrem.

Vesdkerd penézni plnéni subjektu hodnoceni
jsou vyplacena Centrem v souladu s touto
Smlouvou a Protokolem.

Cl. 5 — Prava k vysledkam
Zadavateli patfi vyhradni prava ke vSem

vysledkim, datim, zji§ténim, objevim,
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4.5

incomplete data in the database were
rectified.

Unless otherwise stated in this Agreement,
no amounts specified in this Agreement
and its Appendices include VAT. In the
case that any payment for services is
subject to VAT, the Sponsor and/or CRO
shall pay the relevant VAT amount
stipulated in legal regulations effective as
of the date of taxable supply based on the
relevant tax document (invoice) that shall
meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other
tax with respect to the payments made
based on this Agreement.

4.6 The Contracting Partners understand that the

4.7

Sponsor and/or CRO may disclose on the
central website of their group and/or on the
website  www.transparentnispoluprace.cz
owned and operated by the Association of
Innovative Pharmaceutical Industry any
payment and any transfer of value relating to
research and development, i.e. (1) payments
made by Sponsor and/or CRO under this
Agreement and (2) any cost of
accommodation, refreshments and travel of
the Contracting Partners, which Sponsor
and/or CRO covers under this Agreement
and (3) any congress registration or
participation fees or similar fees, which
Sponsor and/or CRO covers under this
Agreement, all this in an anonymized way,
i.e. on aggregated level. This information
may also be disclosed as a part of this
Agreement in the Agreements Register
pursuant Act No. 340/2015 Coll., on the
agreements register (hereinafter referred to
as the “Agreements Register Act”).
Notwithstanding the aforementioned, the
Sponsor and/or CRO may also disclose any
transfer of value under this Agreement. The
Contracting Parties have agreed that this
Agreement shall be disclosed exclusively in
the scope and redacted form agreed
between Sponsor and/or CRO and Center.

Payments to trial subjects shall be made by
the Center in compliance with this
Agreement and the Protocol.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive rights to

all results, data, findings, discoveries,
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5.2.

5.3.

5.4

5.5

vynalezim a specifikacim, bez ohledu na to
zda jsou zplsobilé byt pfedmétem
patentové ochrany ¢&i nikoli, které vznikly,
byly vytvofené, odvozené, vyprodukované,
objevené, vymyslené nebo jinak ucinéné
Centrem, Hlavnim zkouSejicim a/nebo
Cleny  studijniho  tymu v souvislosti
s provadénim Studie (dale jen ,Vysledky").
Smluvni partnefi timto predem postupuji
vedkerd svd majetkova prava k Vysledkim
na Zadavatele a Zadavatel tato postoupena
prava pfijima. Odména za tento pfevod je jiz
zahrnuta v odméné Smluvnich partnerd dle
¢l. 4. Smluvni partnefi neziskavaji
k Vysledkim plnénim této Smlouvy zadna
prava.

V8echna zdravotnicka dokumentace a
puvodni zdrojova dokumentace je vyluénym
majetkem Centra; nicméné, Zadavatel
a/nebo CRO je opravnén je pouzit v souladu
stouto Smlouvou, platnymi  pravnimi
predpisy a souhlasem subjektll hodnoceni.
Zpfistupnéni Vysledkl jakémukoli subjektu,
véetné smiuvni vyzkumné organizace Ci
etické komise anebo regulatorniho orgéanu
nebude povazovano za udéleni vlastnického
prava k témto informacim témto subjektim.

Vrozsahu, vjakém prava duSevniho
vlastnictvi k Vysledkiim nejsou pfevoditelnd,
udéluji timto Smluvni partnefi Zadavateli
vyhradni, neodvolatelnou v misté a Case
neomezenou licenci s pravem udélovat
podlicence a to ke vSem zplsoblm uziti
téchto Vysledkd. Odména za tuto licenci je
jiz zahrnuta v odméné Smluvnich partnerd
dle ¢l. 4. Centrum se zavazuje vyvinout
maximalni Usili k tomu, aby skutecni
vlastnici téchto prav dusevniho vlastnictvi,
tzn. zaméstnanci Centra a/nebo zucastnéné
tfeti strany, umozni Centru udélit vySe
uvedenou licenci Zadavateli. Zadavatel neni
povinen licenci vyuzit.

Pro odstranéni pochybnosti plati, ze
vynalezy, které jsou vylepSenimi, nebo
novym pouzitim ¢i novymi lékovymi formami
Hodnoceného |éku Zadavatele jsou
vyluénym vlastnictvim Zadavatele.

Smluvni partnefi se zavazuji zajistit, ze
veskeré Vysledky (dale jen ,Vynalezy“),
ucinéné zaméstnanci Centra nebo jinymi
stranami zahrnutymi Smluvnimi partnery do
provadéni Studie, budou bezodkladné
oznameny Zadavateli a/nebo CRO.
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5.2

5.3

5.4

5.5

inventions and specifications, whether
patentable or not, that were originated,
conceived, derived, produced, discovered,
invented or otherwise made by the Center,
the Principal Investigator and/or Study Team
Members in connection with conducting the
Study (hereinafter referred to as “Results").
The Contracting Partners hereby assign all
of their proprietary rights to Results to the
Sponsor in advance and the Sponsor
accepts such assigned rights. The royalty
fee for this assignment is already included in
the remuneration of the Contracting Partners
under Article 4 hereof. The Contracting
Partners shall not acquire any rights to
Results by performing this Agreement.

All medical records and original source
documents is and shall remain the property
of the Center; however, the Sponsor and/or
CRO shall be permitted to use them in
accordance with this Agreement, valid legal
regulations and based on the consent of trial
subjects. Disclosure of Results to any
subject, including a contracted research
organization, ethics committee or regulatory
authority, shall not be deemed as granting
the ownership of such information to these
entities.

To the extent intellectual property rights to
Results are legally not assignable, the

Sponsor is  hereby granted by the
Contracting Partners an  exclusive,
worldwide, sub-licensable, time-unlimited

and irrevocable license for unlimited use of
these Results. The royalty fee for this license
is already included in the remuneration of the
Contracting Partners under Article 4. The
Center shall make maximum efforts so that
the actual owners of the intellectual property
rights, i.e. employees of the Center and/or
involved third parties, would allow the Center
to grant the aforementioned license to the
Sponsor.

To eliminate any doubts, an invention that is
an improvement, a new use or a new drug
form of the Sponsor Drug shall be the sole
property of the Sponsor.

The Contracting Partners agree to ensure
that all Results (hereinafter referred to as
“Inventions”) made by employees of the
Center or other parties included in the Study
by the Contracting Partners shall be reported
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5.6

5.7

5.8

Zadavatel anebo kterakoli s nim Propojena
osoba jsou opravnéni podat pfihlasku
patentu pro tyto Vynalezy svym vlastnim
jménem anebo jménem urcené treti strany,
na vlastni naklady, s uvedenim jména
vynalezce(-U) v pfihldSce patentu. Smluvni
partnefi se zavazuji podepsat a zajistit, aby
zaméstnanci Centra a dal§i subjekty
zahrnuté Smluvnimi partnery do provadéni
Studie podepsali vesSkeré dokumenty a
poskytli takova svédectvi, jaké Zadavatel
uzna za nezbytné pro Ucely podani pfihlasky
patentu a ziskani patentu za UcCelem
ochrany opravnénych z4jm0 Zadavatele
k duSevnimu vlastnictvi, ktera vzniknou ze
Studie.

Zadavatel a jeho Propojené osoby smi
uzivat, rozmnozovat a prevadét
anonymizované radiologické/diagnostické
snimky pofizené v prdbéhu Studie v souladu
s ustanovenimi informovaného souhlasu a
vrozsahu tam stanoveném, pro veSkeré
Ucely, védecké a/nebo komeréni, v jakékoli
formé a jakymikoli zplsoby, elektronickymi
nebo mechanickymi, vcetné pofizovani
fotokopii, elektronickych zaznamd (napf. na

CD-ROM), mikro-kopii, nebo
prostfednictvim systémuU uchovavani a
obnovovani dat, vcetné databank a
internetu. Za timto ucelem udéluji Smluvni
partnefi Zadavateli vyhradni, mistem
neomezenou a neodvolatelnou licenci,
véetné  prava udélovat  podlicence

Propojenym osobam Zadavatele, k uzivani
vySe uvedenych snimkd. Odména za tuto
licenci je jiz zahrnuta v odméné Smluvnich
partnert dle €l. 4. Nejsou-li Centrum anebo
Hlavni zkouS$ejici vlastniky prav k témto
snimk({m, Centrum a/nebo Hlavni zkousejici
se zavazuji zajistit, aby skute€ny vlastnik
téchto prav, tzn. zameéstnanci Centra a/nebo
tfeti osoby zahrnuté do provadéni Studie,
umoznili Smluvnim stranam udélit vyse
uvedenou licenci Zadavateli. Smluvni
partnefi potvrzuji, ze vesSkeré takové snimky
budou ziskané se souhlasem subjektu
hodnoceni, ktery Centru pfeda Zadavatel a
Zze nebudou obsahovat zadné informace,
jejichz  prostfednictvim by mohl byt
identifikovan konkrétni subjekt hodnoceni.

Zadavatel udéluje Smluvnim partnerdm
nevyhradni licenci (bez prava k pouziti Udaj
ze Studie) pro interni nekomeréni vyzkumné
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5.6

5.7

5.8

to the Sponsor and/or CRO without undue
delay.

The Sponsor or any of its Affiliates shall have
the right to file a patent application for such
Inventions under its own name or under the
name of a designated third party and at its
own expense, with the inventor(s) named in
the patent application. The Contracting
Partners agree to sign and to have
employees of the Center and other parties
involved in the Study by the Contracting
Parties sign all documents and give such
testimony as the Sponsor deems necessary
for filing a patent application and for
obtaining a patent in order to protect its
intellectual property interests arising from
the Study.

The Sponsor and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in the
course of the Study, in compliance with the
provisions of the informed consent and to the
extent specified in the informed consent, for
any scientific and/or commercial purposes,
in any form and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM),
micro-copies, or by any data storage and
retrieval systems, including data banks and
the Internet. The Contracting Partners
hereby grant to the Sponsor an exclusive,
worldwide and irrevocable license, with the
right to grant a sublicense to the Sponsor’s
Affiliates, for the use of aforementioned
images. The royalty fee for this license is
already included in the remuneration of the
Contracting Partners under Article 4. In the
case that the Center or the Principal
Investigator is not the owner of these rights
to such images, the Center and/or the
Principal Investigator agree to ensure that
the actual owner of these rights, i.e.
employees of the Center and/or third parties
involved in the Study, would allow the
Contracting Partners to grant the
aforementioned license to the Sponsor. The
Contracting Partners confirm that all such
images shall be obtained with trial subjects’
consent that shall be submitted to the Center
by the Sponsor and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

The Sponsor provides the Contracting

Partners with a non-exclusive license with no
right to sub-license to use Study data for
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6.1.

6.2.

6.3.

a vzdélavaci ucely pfi dodrzeni podminek
zachovavani duvérnosti a podminek pro
publikovani, jez jsou obsazeny v této
Smlouvé. Tato licence neopravriuje
k udélovani jakychkoliv podlicenci.

Cl. 6 — Zachovavani davérnosti

Smluvni partnefi se zavazuji zachazet se
vSemi informacemi oznaenymi jako
.D0vérné” a pfijatymi od Zadavatele a/nebo
CRO nebo jeho jménem anebo od
Propojenych osob Zadavatele a/nebo CRO
v souvislosti se Studii, Hodnocenym Iékem
Zadavatele, Protokolem nebo touto
Smlouvou a s Vysledky (dale jen ,Davérné
informace®) pfisné davérné. Smluvni strany
zaroven sjednavaji, ze jsou Smluvni partnefi
povinni zachazet jako s dlvérnymi i s témi
informacemi, které sice jako ,Duvérné”
nejsou oznaceny, ale mohou byt
povazovany za Davérné informace, a to na
zakladeé jejich povahy ¢i podminek, které se
vztahovaly k jejich poskytnuti ci
zpfistupnéni, véetné v8ech Udaju tykajicich
se Studie, Udaji pro vnitfni potfebu, anebo
informaci vytvofenych na zakladé Studie, a
to  napfiklad véetné  pfirucky pro
zkousejicicho, Protokolu, rozpoétu, souboru
informaci pro zkousSejiciho &i predbéznych
vysledkd Studie. Smluvni partnefi smi
pouzivat Duvérné informace pouze pro
UCely plnéni této Smlouvy a zavazuji se
nezprfistupnit takové Ddavérné informace
zadné ftreti strané mimo stran povéfenych
Zadavatelem a/nebo CRO bez pfedchoziho
pisemného souhlasu Zadavatele a/nebo
CRO. Smluvni partnefi se zavazuji umoznit
pfistup k DUvérnym informacim pouze
osobam, jez se s Duvérnymi informacemi
maji potfebu seznamovat pro Ucely
poskytovani sluzeb na zakladé této Smlouvy
a i to pouze tehdy, pokud tyto osoby jsou
Smluvnimi partnery prokazatelné zavazany
k dodrzovani  podminek alespofi  tak
pfisnych, jako jsou podminky dle tohoto ¢l.
6.

Povinnost k zachovavani davérnosti se
nevztahuje na ty pfipady, kdy Smluvni
partnefi jsou opravnéni publikovat Davérné
Informace v souladu s ¢&l. 7.

Pojem Dlvérné informace, jak je pouzivan
v této Smlouvé, se nevztahuje na data a
informace, u nichz mohou Smluvni partnefi
prokazat, Zze (i) jimi Centrum nebo Hlavni
zkouSejici  disponovali bez  povinnosti
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6.1

6.2

internal non-commercial research and
educational purposes, subject to
confidentiality and  publication terms

specified in this Agreement. Such license
does not allow for granting any sub-licenses.

Article 6 — Confidentiality

The Contracting Partners agree to treat as
strictly confidential all information marked as
“Confidential” and received from or on behalf
of the Sponsor and/or CRO or any of its
Affiliates in relation to the Study, the Sponsor
Drug, the Protocol or this Agreement as well

as Results (hereinafter referred to as
“Confidential Information”). The
Contracting Parties agree that the

Contracting Partners must also treat as
strictly confidential any information that is not
marked as “Confidential” but can be
considered Confidential Information based
on its nature or conditions under which it was
provided or disclosed, including any data
concerning the Study, information for
internal use only or information created
based on the Study, for example including
the investigator brochure, Protocol, the
Study budget, the dataset for the investigator
or preliminary results of the Study. The
Contracting Partners may use Confidential
Information only for the purposes of
performance of this Agreement and agree
not to disclose such Confidential Information
to any third party other than parties
authorized by the Sponsor and/or CRO
without the Sponsor and/or CRO’s prior
written consent. The Contracting Partners
agree to provide access to Confidential
Information only to persons that need to
know Confidential Information for the
purpose of providing services based on this
Agreement and only if such persons are
provably bound by the Contracting Partners
to observe conditions that are at least as
stringent as the conditions under this Article
6.

The confidentiality obligation shall not apply
to any information which the Contracting
Partners have the right to publish
Confidential Information in accordance with
Article 7.

6.3 The term Confidential Information, as used in

this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
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6.4.

6.5.

6.6.

6.7.

micenlivosti v dob&, kdy jim byly
zpfistupnéné Zadavatelem a/nebo CRO
nebo jeho Propojenymi osobami, anebo
jménem nékterych z nich, (ii) jsou nebo se
stanou soucasti vefejnych informaci jinak
nez jednanim ¢&i opomenutim Centra nebo
Hlavniho zkousejiciho, (iii) je Centrum nebo
Hlavni zkou$ejici pravem nabyli od treti
strany, kter4 neni vic¢i Zadavateli a/nebo
CRO nebo jeho Propojenym osobam
vazana vyslovnou nebo predpokladanou
povinnosti ml&enlivosti, nebo (iv) byly
vytvofeny nezavisle Centrem nebo Hlavnim
zkousSejicim bez odkazovani se na D{vérné
informace nebo jejich pouziti.

Navic jsou Smluvni partnefi opravnéni
zpristupnit Davérné informace v takovém
rozsahu, vjakém je takové zpfistupnéni
vyzadovdno pravnimi predpisy nebo
vykonatelnym soudnim rozhodnutim, avSak
za podminky, ze Smiuvni partnefi o takové
skute€nosti v pfiméreném ¢asovém
predstihu informuji Zadavatele a/nebo CRO
a na jeho zadost a/nebo Zadost CRO s nim
a/nebo s CRO budou spolupracovat ve
snaze dosahnout opatfeni za Uc€elem
ochrany nebo jiného pfiméreného pravniho
prostfedku. Smluvni partnefi se zavazuji
vyvinout v8echno pfiméfené Usili, aby
zabezpecili davérné zachazeni s kteroukoli
z Davérnych informaci, ez bude
zpfistupnéna.

Tyto povinnosti k zachovavani mi¢enlivosti a
zakazu pouzivani Davérnych informaci dle
této Smlouvy zlstanou v platnosti i po
skonc&eni této Smlouvy.

Smluvni partnefi se zavazuji na zadost
Zadavatele a/nebo CRO zlikvidovat a
smazat Davérné informace, jimiz disponuji
anebo je vratit Zadavateli a/nebo CRO.

Veskeré dohody existujici pfed uzavienim
této Smlouvy a tykajici se zachovavani
mlicenlivosti ve vztahu ke Studii, se nahrazuji
touto Smlouvou a pouze ve vztahu ke Studii.

_Approved for signature_CS_ /29Jun22

6.4

6.5

6.6

6.7

the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor and/or CRO or any of its Affiliates,
(i) are or become a part of public information
by means other than by an act or omission
on the part of the Center or the Principal
Investigator, (iii) were legally acquired by the
Center or the Principal Investigator from a
third party not bound to the Sponsor and/or
CRO or its Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Center or the Principal
Investigator without reference to Confidential
Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the
extent required by law or an enforceable
court order, provided, however, that the
Contracting Partners shall give the Sponsor
and/or CRO reasonable advance notice and
shall cooperate with the Sponsor and/or
CRO to seek a protective order or any other
appropriate remedy upon the request of the
Sponsor and/or CRO. The Contracting
Partners agree to make maximum
reasonable efforts to ensure confidential
treatment of any Confidential Information
that shall be disclosed.

This confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in
effect even after this Agreement is
terminated.

The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the Sponsor
and/or CRO upon the request of the Sponsor
and/or CRO.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this
Agreement and only with regard to the
Study.
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ClL.

7.1.

711

7 — Publikovani, tiskové zpravy a Article 7 — Publication, Press Releases

verejna oznameni

Zadavatel uznavd zajem  Smluvnich
partnerl na nekomerénim védeckém
publikovani Vysledkl Studie, bez ohledu na
to, zda Vysledek Studie je pozitivni Ci
negativni. S ohledem na opravnéné zajmy
Zadavatele se Smluvni partnefi zavazuji
dodrzovat nasledujici povinnosti a podminky
pro publikovani:

Smluvni partnefi se zavazuji poskytovat
Zadavateli veSkeré navrhy na publikovani
nebo Ustni prezentace tykajici se Studie
nebo Hodnoceného léku Zadavatele nebo
Vysledka Studie (dale jen ,Publikace”)
nejméné Sedesat (60) dnd pfed zamyslenym
predlozenim nebo prezentaci Publikace, aby
je Zadavatel mohl zkontrolovat.

Pokud Zadavatel neucini vaéi Smluvnim
partnerdm zadné oznameni ve Ih(té 45 dnl
ode dne, kdy mu byla doru¢ena zamyslena
Publikace, Smluvni partnefi se zavazuji
pfipomenout Zadavateli zamyslené datum
Publikace. ~ Smluvni  partnefi  nejsou
opravnéni  publikovat Publikace bez
vyslovného souhlasu Zadavatele.

Smluvni strany berou na védomi a souhlasi,
Zze v pripadé multicentrickych studii se
Vysledky Studie publikuji pouze
prostfednictvim koordinace se Zadavatelem
za Ucelem kombinovani vysledkl ze vSech
center Ucastnicich se Studie. Smluvni
partnefi jsou opravnéni publikovat Vysledky
Studie jejich Centra za podminky, ze
celkové vysledky nebyly publikovany do 18
meésicl od dokonceni Studie, a sou¢asné za
podminky postupovani v souladu
s podminkami stanovenimi v tomto ¢lanku.

Zadavatel a Smluvni partnefi se zavazuji
prodiskutovat veskeré rozdily v ndzorech na
zamy$leny obsah Publikace za ucelem

nalezeni feSeni uspokojivého pro
Zadavatele i pro Smluvni partnery.
Zadavatel je opravnén navrhnout jakékoli
zmény Publikace, které odlvodnéné

povazuje za nezbytné pro védecké Ucely.
Smluvni  partnefi se  zavazuji, ze
implementace  takovych  doporucenych
zmén nebude bezdlvodné odmitnuta.
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and Public Announcements

7.1 The Sponsor acknowledges the interest of the

7.1.1

Contracting Partners in the non-commercial
scientific publication of Study results,
regardless of whether the outcome of the
Study is positive or negative. Considering
the Sponsor's reasonable interests, the
Contracting Partners agree to comply with
the following publication obligations and
terms:

The Contracting Partners agree to provide
the Sponsor with all proposed publications or
oral presentations relating to the Study or the
Sponsor Drug or Study results (hereinafter
referred to as the “Publication”) at least
sixty (60) days prior to the intended
submission or presentation of the
Publication in order to allow the Sponsor to
review it.

If the Sponsor does not notify the
Contracting Partners within 45 days of the
Sponsor's  receipt of the intended
Publication, the Contracting Partners agree
to remind the Sponsor of the intended date
of the Publication. The Contracting Partners
are not allowed to publish Publications
without the explicit consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and

agree that, in case of multi-center studies,
results of the Study are published only
through coordination with the Sponsor in
order to combine the results of all centers
participating in the Study. The Contracting
Partners may publish Study results of their
Centers on the condition that overall results
were not published within 18 months of the
completion of the Study, subject to the
compliance with the terms set forth in this
Article.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably refused.
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7.1.5 Pokud Ize o¢ekavat, Zze takova Publikace by 7.1.5 If such Publication is expected to have an

71.7

7.2

7.3

mohla mit nezadouci ucinek na zachovani
davérnosti kterékoli z Ddvérnych informaci
Zadavatele, Smluvni partnefi se zavazuji
zabranit takové Publikaci, ledaze pfedmétna
Ddvérna informace nemulze byt vymazana
z Publikace bez ujmy védecké spravnosti
Publikace.

Pokud by Publikace z pohledu Zadavatele
mohla mit nezadouci uc¢inek na schopnost
ziskat patentovou ochranu pro kterykoli
Vynalez, Zadavatel ma pravo pozadovat
odklad Publikace na pfiméfenou dobu za
Ucelem pfipravy a podani zadané patentové
prihlaSky Zadavatelem nebo jeho jménem,
av8ak tato doba nesmi pfesahnout Sest (6)
mésict od data, kdy byla Zadavateli
Publikace doru¢ena ke kontrole. Zadavatel
maé pravo pozadovat dalsi odklad Publikace,
pokud patentova pfihlaska byla podana a
pokud pfihlaSka s pravem prednosti je
nelplna a v ramci 1 roku od podani pfihlasky
s pravem pfednosti musi byt do Zadosti
doplnén predmét patentové pfihlasky.
Viomto pfipadé ma Zadavatel pravo
pozadovat odklad jakékoli Publikace az do
doplnéni pfihladky s pravem prednosti.
Zadavatel nebude zakazovat Publikaci
v pfipadé, kdy informace, ktera je zpuUsobila
byt pfedmétem patentové ochrany, byla
z planované Publikace odstranéna.

Smluvni partnefi se zavazuji zahrnout do
kazdé Publikace ustanoveni informuijici, ze
vytvoreni dat bylo sponzorovano a finanéné
podpofeno Zadavatelem a soucasné se
Smluvni partnefi zavazuji informovat o své
mife angazovanosti ve Studii a prospéchu,
ktery jim ze Studie plynul. Autorstvi a uznani
za védecké publikovani by mély byt
v souladu s Jednotnymi pozadavky na
rukopisy vydanymi Mezinarodnim vyborem
redaktor(l lékafskych Casopist - ICMJE
(Uniform Requirements for Manuscripts).

Povinnosti stanové v ¢&l. 7.1 zdstanou
v platnosti dalSich patnact (15) let po
pred¢asném ukonceni nebo Ffadném

uplynuti této Smlouvy.

Zadavatel je opravnén zvefejnit vysledky
Studie zpusobem, ktery uzna za vhodny, a
to jak po celou dobu trvani této smlouvy, tak
po jejim ukonceni, dale je Zadavatel
opravnén umistit informace o Studii a o
Vysledcich na internet, napf. na stranky
www.ClinicalTrials.gov (zvefejnéni registru)
a na stranky pro zvefejnéni vysledkl, na
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71.7

adverse effect on the confidentiality of any of
the Sponsor’s Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the
Publication without detriment to the scientific
correctness of the Publication.

If the Publication may - in the Sponsor’s view
- have an adverse effect on the ability to
obtain patent protection for any Invention,
the Sponsor may request a delay of the
Publication for a reasonable period of time in
order to enable the preparation and filing of
any desired patent application by, or on
behalf of, the Sponsor; such period,
however, may not to exceed six (6) months
from the day the Sponsor received the
intended Publication for review. The
Sponsor may request a further delay of the
Publication in the case that the patent
application has been filed and the priority
application is incomplete and the subject-
matter has to be added to the application
during the priority year. In such a case, the
Sponsor may request a delay of any
Publication until the completion of the priority
application. The Sponsor shall not prohibit
the Publication if the patentable information
was removed from the planned Publication.

The Contracting Partners agree to include in
every Publication information that the
creation of data was sponsored and
financially supported by the Sponsor as well
as information about their involvement in the
Study and their benefits from the Study.
Authorship and acknowledgements for
scientific publications should be consistent
with  the Uniform  Requirements for
Manuscripts issued by the International
Committee of Medical Journal Editors
(ICMJE).

7.2 The obligations set forth in Article 7.1 shall

7.3

remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.

The Sponsor may publish Results of the
Study in any manner it deems appropriate,
both during, and following termination of this
Agreement; the Sponsor may also post
information about the Study and Results on
the Internet, e.g. on www.ClinicalTrials.gov
(register posting) and on websites for results
posting, on the Sponsor’s company website
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7.4

7.5

8.1.

8.2.

9.1.

firemni stranky Zadavatele (zvefejnéni
registru a vysledk() a v kterékoli databazi
vyZzadované pravnimi predpisy v souladu
s pfislusnymi  standardy ve  vztahu
k rozsahu, formé a obsahu.

Smluvni partnefi se zavazuji nepublikovat
zadné tiskové zpravy nebo jind vefejna
oznameni o Studii, Vysledcich Studie
a/nebo Hodnoceném Iéku Zadavatele bez
pfedchoziho pisemného souhlasu
Zadavatele, s vyjimkou vefejné dostupnych
informaci.

Nazev Zadavatele a/nebo CRO nesmi byt
pouzivdn v zadném reklamnim ¢&i jiném
materidlu ~ Smluvnich  partnerd  bez
predchoziho pisemného schvaleni
Zadavatelem a/nebo CRO.

Cl. 8 — Odpovédnost a odskodnéni

Smluvni partnefi se zavazuji Zadavateli
a/nebo CRO nahradit Ujmu (v€etné Gjmy
nemajetkové) vzniklou z ddvodu (i)
nedbalostniho nebo umysiného
protipravniho jednani ¢i opomenuti a/nebo
(i) poruSeni kterékoli z povinnosti pfijatych
na zakladé této Smlouvy kterymkoli z nich,
nebo kterymkoli ze zaméstnancu Centra
nebo smluvnich partnerd, jichz pouziji pro
Ucely pInéni této Smlouvy.

CRO neposkytuje zadné odskodnéni podle
této Smlouvy. Spoleénost Pfizer poskytne
Instituci odSkodnéni v souvislosti se Studii
ve formé obsazené v separatnim dopise o
odskodnéni.

¢l. 9 - Pojisténi

Zadavatel odpovida za zajisténi pojisténi pro
Ucely Studie vsouladu s pFislusnymi
pravnimi predpisy. Za timto (celem
Zadavatel prohlasuje, ze zajistil pojisténi
odpovédnosti Zadavatele a Zkousejiciho za
8kodu (v€etné nemajetkové Ujmy, vyjma
nemajetkové Ujmy zpusobené poruSenim
prav. na ochranu osobnosti ¢i jména,
urazkou na cti, pomluvou, Sikanou,
obtéZzovanim, nerovnym zachazenim Ci
jinymi  zpusoby  diskriminace), jehoz
prostfednictvim je zajisténo i odskodnéni v
pfipadé smrti subjektu hodnoceni nebo v
pfipadé ujmy vzniklé na zdravi subjektu
hodnoceni v duasledku provadéni Studie
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(register and results posting) and in any
other database required by laws in
accordance with applicable standards
regarding scope, form and content.

7.4 The Contracting Partners agree not to publish

7.5

8.1

9.1

any press release or any other public
announcements about the Study, results of
the Study and/or the Sponsor Drug without
the Sponsor's prior written consent, except
for publicly available information.

The name of the Sponsor and/or CRO may
not be used in any advertising or any other
material of the Contracting Partners without
the Sponsor and/or CRO's prior written
authorization.

Article 8 — Liability and Indemnity

The Contracting Partners agree to indemnify
the Sponsor and/or CRO for any damage
(including non-pecuniary damage) incurred
as a result of (i) a negligent or willful illegal
act or omission and/or (ii) a breach of any
obligations assumed under this Agreement
by either of them or any employee of the
Center or contractors used for the purposes
of fulfilment of this Agreement.

82 CRO does not provide any
indemnification under this Agreement.
Pfizer will provide an indemnity to the
Institution in respect of the Study in the form
contained in separate Form of Indemnity.

Article 9 — Insurance

The Sponsor shall be responsible for taking
out insurance for the purposes of the Study
in compliance with applicable legal
regulations. For these purposes, the
Sponsor represents and warrants that it took
out insurance of liability of the Sponsor and
the Investigator for damage (including the
non-pecuniary damage, with the exception
of non-pecuniary damage caused by
violation of personality or name protection
rights, by defamation, slander, bullying,
harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a trial
subject or damage to health to a trial subject
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v souladu s § 52 odst. 3 pism. f) zakona o
lé¢ivech. Pro vylouéeni  pochybnosti
Zadavatel a Smluvni partnefi prohlasuji, ze
pojisténi podle tohoto odstavce nenahrazuje
pojisténi vztahujici se k aktivitam, které
nesouvisi se  Studii, napf. bézné
poskytovani zdravotnich sluzeb.

Cl. 10 — Ochrana a zpfistupnéni osobnich

10.1.

10.2.

udajt

Smluvni partnefi jsou si védomi, Ze
Zadavatel a/nebo CRO nebo tfeti osoba
Zadavatelem a/nebo CRO poveéfena budou
vkladat Vysledky Studie a veSkeré zpravy
souvisejici se Studii, zdznamy o Skolenich
v misté provadéni Studie a vystupy
z vesSkerych auditd provadénych
Zadavatelem a/nebo CRO nebo jeho
jménem podle pravidel spravné Kklinické
praxe i inspekci do internich elektronickych
databazi Zadavatele a/nebo CRO a/nebo
tretich osob povéfenych Zadavatelem
a/nebo CRO. V ramci této spravy dat mohou
byt v souladu s pozadavky pravidel spravné
klinické praxe a pfislusSnych pravnich
predpisl na Useku ochrany osobnich udajl
uchovavany, zpracovavany a pouzivany
Zadavatelem, jeho Propojenymi osobami a
povérenymi tfetimi stranami osobni Udaje
Hlavniho zkousSejiciho, jako jsou jméno,
pfijmeni a adresa, finanéni zajmy podle
Potvrzeni o finanénich zajmech, a dale také
osobni Udaje jinych zaméstnanct Centra,
Cleni studijniho tymu (a pfipadné jejich
manzeld/manzelek a vyzivovanych osob) a
pfipadné subjekt hodnoceni a jejich
zaangazovani ve Studii a vystupy auditl
provedenych Zadavatelem a/nebo CRO
podle pravidel spravné klinické praxe Ci
inspekci (dale jen ,Data“) a pravnich
predpist vztahujicich se k ochrané osobnich
Udaju. Zadavatel a/nebo CRO bude
poskytovat tato Data externim vefejnym
databazim jako je napf. clinicaltrials.gov a
v nezbytném rozsahu na zakladé
pFislusnych pravnich predpist také organim
vefejné moci. Data budou zpracovavana pro
plnéni pravnich povinnosti Zadavatele
a/nebo CRO a pro management klinickych
hodnoceni. Data budou zpracovavana po
dobu neurcitou, nejdéle vSak do naplnéni
Gcelu.

Smluvni partnefi se zavazuji zajistit, ze do
provadéni Studie nebudou zaangazovany
zadné fyzické osoby, které nebudou
souhlasit se zpracovanim svych osobnich

_Approved for signature_CS_ /29Jun22

due to the Study performance pursuant to
Section 52 (3, f) of Pharmaceuticals Act. In
order to eliminate any doubts, the Sponsor
and the Contracting Partners represent and
warrant that this insurance does not replace
insurance covering activities which are not
related to the Study, e.g. a regular provision
of medical services.

Article 10 — Personal Data Protection and

10.1

10.2

Disclosure

The Contracting Partners understand that
the Sponsor and/or CRO or a third party
authorized by the Sponsor and/or CRO shall
enter Results of the Study, all reports related
to the Study, site-training records and
outcomes of all audits performed by, or on
behalf of, the Sponsor and/or CRO into
internal electronic databases of the Sponsor
and/or CRO and/or third parties authorized
by the Sponsor and/or CRO in compliance
with good clinical practice rules or
inspections. As part of such data
management, the personal data of the
Principal Investigator, such as first and last
name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Center, Study Team
Members (and, where relevant, their
spouses and dependents) and possibly Trial
subjects and their involvement in the Study
and outcomes of audits performed by the
Sponsor and/or CRO in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be stored,
processed and used by the Sponsor and/or
CRO, its Affiliates and authorized third
parties in compliance with good clinical
practice rules and applicable personal data
protection laws. The Sponsor and/or CRO
shall provide Data to external public
databases, such as clinicaltrials.gov, as well
as, to the extent necessary under applicable
law, to government authorities. Data shall be
processed for the purposes of compliance
with the Sponsor and/or CRO’s legal
obligations and for the management of
clinical trials. Data shall be processed for an
indefinite period of time, however, no longer
than until the purpose, for which they are
processed, is fulfilled.

The Contracting Partners agree not to enroll
any natural persons in the Study until such
persons agree to the processing of their
personal data as detailed in this Agreement
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10.3

10.4

12.1.

. Tato Smlouva nabyva ucinnosti

Udaju jak je popsano v této Smlouvé a
v rozsahu dle pfilohy €. 2 této Smlouvy.

Smluvni partnefi se zavazuji neprodlené a
pisemné informovat Zadavatele o jakémkoli
poruSeni  ustanoveni 0o  bezpecnosti
osobnich 0daju, v kazdém pfipadé vSak
nejpozdeji do dvou (2) dnli od data takového
poruseni.

Smluvni partnefi a Zadavatel a/nebo CRO
se zavazuji jednat v souladu s pfisluSnymi
pravnimi predpisy na Useku ochrany
osobnich  ddaji, zejména nafizenim
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Gdaju a o volném pohybu téchto
Udaju a o zruSeni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich Gdaju)
zakonem upravujicim zpracovani osobnich
(daju a pfislusnymi pokyny Statniho Ustavu
pro kontrolu 1é¢iv, zejména pokynem KLH-
22, pokud se uplatni.

Cl. 11 — Trvani Smlouvy

svym
uvefejnénim v registru smluv a skon&i dnem
kdy (a) bude dokoncena celkova zprava o
Studii, nebo (b) bude provedena posledni
platba Zadavatelem a/nebo CRO, pficemz
rozhodujici je ta z téchto skutec€nosti, ktera
nastane pozdéji.

. Prava a povinnosti Zadavatele a/nebo CRO

a Smluvnich partnerd stanovené v této
Smlouve, které s ohledem na svou povahu
maji pretrvat i po skonceni této Smlouvy
(v€etné prav sohledem na vlastnictvi,

Vynalezy, zachovavani mic¢enlivosti,
publikace, protikorupénich  ustanoveni,
odpovédnosti a odSkodnéni), zustavaji

v platnosti i po skon€eni nebo spinéni této
Smlouvy.

Cl. 12 — Ukonéeni

Bez ohledu na jakékoli jiné pravo ukongit
tuto Smlouvu, jez miize byt stanoveno v této
Smlouvé anebo  vyplyvd  z obecné
zavaznych pravnich predpisli, Zadavatel
a/nebo CRO mé pravo ukongit tuto Smlouvu
kdykoli i bez uvedeni divodu na zakladé
vypovédi s tficetidenni (30) vypovédni
Ihatou. lhned po doruceni vypovédi této
Smlouvy na zakladé kteréhokoli ustanoveni
této Smlouvy, se Centrum a Hlavni
zkouS$ejici zavazuji (i) zastavit nabor a
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and specified to this

Agreement.

in Appendix 2

10.3 The Contracting Partners agree to inform the

Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than two (2)
days following such breach.

10.4 The Contracting Partners and the Sponsor

and/or CRO agree to adhere to applicable
personal data protection laws, especially
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April
2016 on the protection of natural persons
with regard to the processing of personal
data and on the free movement of such data,
and repealing Directive 95/46/EC (General
Data Protection Regulation), the Ilaw
regulating personal data processing and
relevant guidelines of the State Institute for
Drugs Control, in particular guideline KLH-
22, if applicable.

Article 11 — Term of the Agreement

11.1 This Agreement shall come into force upon

11.2

121

its disclosure in the agreements register and
shall end on the day (a) the overall Study
report is completed or (b) the Sponsor and/or
CRO makes its last payment, whichever
occurs later.

The rights and obligations of the Sponsor
and/or CRO and the Contracting Partners
that are set forth in this Agreement and by

nature are to survive this Agreement
(including, without limitation, rights with
respect to ownership, Inventions,
confidentiality, publication, anti-bribery,

liability and indemnification) shall remain in
effect even after this Agreement is
terminated or completely performed.

Article 12 — Termination

Notwithstanding any other termination right

set forth in this Agreement or in the
applicable generally binding legal
regulations, the Sponsor and/or CRO
reserves the right to terminate this

Agreement at any time without cause based
on thirty-day notice. Immediately upon
receipt of the notice based on any provision
of this Agreement, the Center and the
Principal Investigator agree to (i) cease
recruiting and enrolling trial subjects in the
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12.2.

12.3.

zafazovani subjektd hodnoceni do Studie,
(i) zastavit provadéni veskerych postupl, u
jiz zafazenych subjektd hodnoceni, a to
v mife, v jaké to dovoluje IékaFské hledisko,
a (iii) zdrzet se v maximalni mozné mife
vytvafeni dalSich nékladd a vydaja. V
pFipadé, ze Centrum nebo Zadavatel a/nebo
CRO sdéli, ze vypovédni Ihata v délce triceti
(30) dnd je nedostate¢né dlouh& doba na
vyhodnoceni rizik pro zafazené Subjekty
hodnoceni, kterym je podavan Hodnoceny
lék Zadavatele, budou smluvni strany
spolupracovat na tom, aby byla bezpecné
ukonéena lé¢ba téchto Subjektd hodnoceni
timto Hodnocenym I|ékem Zadavatele v
pribéhu vzajemné dohodnuté doby, ale v
zadném pripadé nebude  zavazek
Zadavatele dodavat Hodnoceny Iék
Zadavatele podle této Smlouvy trvat déle
nez pfimérenou dobu.

Smluvni partnefi a Zadavatel a/nebo CRO,
kazdy znich, maji pravo ukonéit tuto
Smlouvu s okamzitym G¢inkem formou
vypovédi doruéené druhé smiuvni strané
v pfipadé, ze provadéni Studie v Centru
musi byt ukon€eno na zakladé vyjadreni
prislusné etické komise nebo v pfipadé, ze
ukoncéeni je potfebné z divodu ochrany
zdravi Subjektdl hodnoceni. Ukonéeni
Smlouvy Smluvnimi partnery dle pfedchozi
véty je Hlavni zkousSejici povinen pfedem
prokonzultovat se Zadavatelem a/nebo
CRO. Aniz je tim dotéeno predchozi
ustanoveni, v pfipadé kritickych nebo
dalezitych zjisténi v ramci auditu nebo
inspekce tykajicich se spravné Kklinické
praxe, farmakovigilance nebo regulatornich
zalezitosti, praxe nebo postupu, které maji
nepriznivy vliv na prava, bezpeénost, nebo
blaho subjektd hodnoceni anebo které
mohou pfedstavovat potencialni riziko pro
vefejné zdravi anebo které mohou mit za
nasledek nepfijatelnost dat ze Studie anebo
které predstavuji vazné poruseni
pFislusnych pravnich predpist a pravidel,
ma Zadavatel a/nebo CRO pravo (podle své
volby) s okamzitym G€inkem docasné
zastavit nabor subjektll hodnoceni, dokud
nebudou  pfedmétna  zjisténi  zcela
posouzena nebo s okamzitym UCinkem
ukongit tuto Smlouvu.

V pfipadé, Ze kterékoli zpovoleni i
souhlasi nezbytnych pro provadéni Studie
je (i) s kone€nou platnosti zamitnuto anebo
(i)  zruSeno, skon&i tato Smlouva
automaticky dnem doru¢eni oznameni
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12.2

12.3

Study, (ii) cease all procedures to the extent
medically permissible on trial subjects
already enrolled in the Study and (iii) refrain
as much as possible from incurring
additional costs and expenses. In the case
that the Center or the Sponsor and/or CRO
announces that the thirty-day notice does
not provide enough time to evaluate risks for
enrolled trial subjects who receive the
Sponsor Drug, the Contracting Parties shall
cooperate so that the treatment of the trial
subjects with the Sponsor Drug would be
safely terminated during a mutually agreed
period of time; however, the Sponsor shall
not be required to provide the Sponsor Drug
based on this Agreement for an
unreasonable period of time.

The Contracting Partners and the Sponsor
and/or CRO each have the right to terminate
this Agreement with immediate effect by
giving written notice to the other party in the
case that the Study at the Center needs to
be terminated following a request to do so by
the responsible Ethics Committee or if such
termination is required to protect the health
of Trial subjects. The Principal Investigator
must consult termination of this Agreement
by the Contracting Partners under the
previous sentence with the Sponsor and/or
CRO beforehand. Without prejudice to the
foregoing, in the event of critical or important
findings from an audit or inspection related
to good clinical practice, pharmacovigilance
or regulatory matters, practice or procedure
that have a negative impact on the rights,
safety or well-being of trial subjects or that
may pose a potential risk to public health or
that may render Study data inadmissible or
that seriously violate applicable legal
regulation and rules, the Sponsor and/or
CRO reserves the right (at its own discretion)
to temporarily stop the recruitment of trial
subjects with immediate effect until the
relevant findings are fully assessed or to
terminate this Agreement with immediate
effect.

In the case that any authorization or consent
necessary for the performance of the Study
is (i) finally rejected or (ii) withdrawn, this
Agreement shall be automatically terminated
on the day of receipt of notification (decision)
of such final rejection or withdrawal.
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12.4

12.5

12.6

12.7

(rozhodnuti) o takovém kone¢ném zamitnuti
¢i zruSeni.

Pokud se Zadavatel a/nebo CRO
oduvodnéné domniva, Zze Smluvni partnefi
nebudou schopni zagit nabor anebo splnit
svoje povinnosti tykajici se naboru v ramci
sjednané lhaty, ma Zadavatel a/nebo CRO
pravo na zakladé oznameni doru¢eného
Smluvnim partnerdm (a) s okamzitym
Ucinkem snizit poCet subjektt hodnoceni,
jez maji byt zafazeni do Studie; anebo (b)
prodlouzit dobu naboru; anebo (c) ukongit
tuto Smlouvu vypovédi. Dle pismene c)
mulze Zadavatel a/nebo CRO vypovedét

Smlouvu s okamzitym Gcinkem, av$ak
pouze pokud predem pisemné upozornil
Smluvni partnery na jejich prodleni

s ndborem subjekttd hodnoceni a pozadal je
0 napravu v dodate¢né pfiméfené lhate,
kterou jim za timto (celem stanovi, a
Smluvni partnefi ani vtakové dodate¢né
Ihaté napravu neugini.

V pfipadé, Ze Zadavatel a/nebo CRO
neschvali nového Hlavniho zkouSejiciho
podle ¢l. 2.27 anebo tento novy hlavni
zkouSejici se pisemné nezavaze
k povinnostem dle této Smlouvy, Zadavatel
a/nebo CRO je opravnén tuto Smlouvu
ukongit vypovédi ke dni doruceni vypovédi
Centru.

V pfipadé, ze béhem auditu nebo inspekce
dozornych organl bude zjisténo poruSeni
ustanoveni této Smlouvy nebo Protokolu ze
strany Centra nebo Hlavniho zkousejiciho
(nebo nedodrzeni ustanoveni této Smlouvy
ze strany kteréhokoli jiného Clena studijniho
tymu), mé Zadavatel a/nebo CRO pravo tuto
Smlouvu vypovédét s okamzitou Ucinnosti.

Zadavatel a/nebo CRO je povinen uhradit
vS8echny dluzné ¢astky za radné poskytnuté
sluzby Smluvnimi partnery na zékladé této
Smlouvy a naklady, které jim odlvodnéné
vznikly, ke dni doru€eni vypovédi anebo
v pfipadé skonceni této Smlouvy dle €l. 12.1
k poslednimu dni vypovédni lhaty anebo
v pfipadé skonceni této Smlouvy dle ¢l. 12.3
ke dni doruceni tam uvedeného kone¢ného
zamitnuti. Pokud Centrum prokazatelné
obdrzelo vyssi ¢astky odmeény a naklad(, na

néz mu podle skutecné provedenych
¢innosti  vznikl nérok v souladu s touto
Smlouvou, Centrum se pfislusny rozdil
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12.4

12.5

12.6

12.7

In the case that the Sponsor and/or CRO
reasonably believes that the Contracting
Partners shall be unable to start recruitment
or to fulfil their recruitment obligations by the
agreed deadline, the Sponsor and/or CRO
shall have the right, by sending written notice
to the Contracting Partners, to (a) decrease
with immediate effect the number of trial
subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), the Sponsor
and/or CRO may terminate this Agreement
with immediate effect, provided that the
Sponsor and/or CRO informed the
Contracting Partners about their delay with
recruiting trial subjects in writing beforehand
and asked them to remedy this delay within
an additional reasonable time-limit and the
Contracting Partners failed to remedy this

delay within such additional reasonable
time-limit.
In the case that the Sponsor and/or CRO

does not approve a new Principal
Investigator pursuant to Article 2.27 or a new
Principal Investigator does not accept in
writing the obligations under this Agreement,
the Sponsor and/or CRO may terminate this
Agreement as of the day of delivery of the
termination notice to the Center.

In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement or the Protocol on the part of
the Center or the Principal Investigator (or
failure by any Study Team Members to
observe the provisions of this Agreement),
the Sponsor and/or CRO shall have the right
to terminate this Agreement with immediate
effect.

The Sponsor and/or CRO must pay all
outstanding amounts for the services
properly provided by the Contracting
Partners based on this Agreement and all
reasonably incurred costs, as of the day of
receipt of the notice or, in the case that this
Agreement is terminated pursuant to Article
12.1, as of the last day of the termination
period or, in the case that this Agreement is
terminated pursuant to Article 12.3, as of the
day of receipt of the final rejection. In the
case that the Center provably received
higher payments than the payments due
according to the work actually performed
based on this Agreement, the Center shall

28|58Page



12.8

13.1

13.2

13.3

zavazuje zaplatit zpét Zadavateli a/nebo
CRO bez zbyte¢ného odkladu.

Pfi skon€eni Smlouvy se Smluvni partnefi
zavazuji vrdtit Zadavateli a/nebo CRO
veSkery  nespotfebovany material a
predméty, jez jim byly poskytnuty
v souvislosti se Studii, a to nejpozdéji do
tficeti (30) pracovnich dni od data ukonc&eni
skon&eni Smlouvy.

€l. 13 — Ruzna ustanoveni

Uzavfeni této Smlouvy neni podminéno
zadnym existujicim ¢€i budoucim obchodnim
vztahem mezi Smluvnimi partnery a
Zadavatelem a/nebo CRO ani na zadném
obchodnim  rozhodnuti, které Smluvni
partnefi ucinili anebo ucini vac¢i Zadavatel
a/nebo CRO nebo vyrobkidm obchodovanym
Zadavatelem.

Smluvni partnefi se zavazuji plnit svoje

povinnosti na zakladé této Smlouvy
zplUsobem, ktery bude v souladu
s prislusnymi pravnimi predpisy

zaméfenymi proti korupci a uplaceni a
pfilohou ¢. 3. Smluvni partnefi zavazné
prohlasuji, Zze v souvislosti se Studii nepfijali
ani  neposkytli a ani nepfijmou a
neposkytnou zadnou platbu ani prospéch,
pfimo ¢  nepfimo, Ufedni  osobé,
zakazniklm, obchodnim partneram,
odbornikim ve zdravotnictvi ani zadné jiné
osobé& ani od nich za G€elem zajisténi
nepatficného prospéchu nebo nekalé
obchodni vyhody, nebudou ovlivhovat
rozhodovani v soukromé ani vefejné sfére,
predepisovani, ani nebudou nikoho
podnécovat k porusovani profesnich
povinnosti i pravidel. Smluvni partnefi se
zavazuji neprodlené v pisemné podobé
nahlasit Zadavateli a/nebo CRO kazdé
podezieni ¢&i zjisténé poruSeni vySe
uvedenych zasad v souvislosti s obchodni
¢innosti Zadavatele a budou v takovych
pripadech spolupracovat se Zadavatelem pfi
proSetfeni takové zalezitosti.

Smluvni strany prohlauji, Zze nemaji v
soucasné dobé uzavienou zadnou smlouvu
Ci zavazek, jejichz pInéni by negativné
ovlivnilo pInéni povinnosti vic¢i Zadavateli
a/nebo CRO, na zakladé této smlouvy a
soucasné se zavazuji po celou dobu
prabéhu  klinického hodnoceni  Studie
zadnou takovou smlouvu neuzavfit ani
zadny takovy zavazek nepfijmout. Hlavni
zkousejici rudi za to, ze zadny z Clenu
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12.8

13.

—_

refund the balance to the Sponsor and/or
CRO without undue delay.

Upon termination of this Agreement, the
Contracting Partners shall return to the
Sponsor and/or CRO all unused materials
and items provided to the Contracting
Partners in relation to the Study within thirty
(30) working days of the day of termination
of this Agreement.

Article 13 — Miscellaneous

The conclusion of this Agreement is not
contingent on any existing or future business
relationship between the Sponsor and/or
CRO and the Contracting Partners or on any
business decision that the Contracting
Partners made or shall make with respect to
the Sponsor and/or CRO or the products sold
by the Sponsor.

13.2The Contracting Partners agree to perform

their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws and Appendix 3. The
Contracting Partners represent and warrant
that in connection with the Study they did not
accept or provide and shall not accept or
provide any payment or benefit, directly or
indirectly, to/from government officials,
customers, business partners, healthcare
professionals or any other persons in order to
secure an improper benefit or unfair business
advantage, shall not influence private or
official decision-making, shall not influence
prescribing and shall not instigate anyone to
breach professional duties or rules. The
Contracting Partners agree to immediately
report to the Sponsor and/or CRO in writing
any suspected or detected violation of the
above principles in connection with the
Sponsor’s business activity and, in such
cases, shall cooperate with the Sponsor in
reviewing the matter.

13.3 The Contracting Partners represent and

warrant that they are not presently under any
agreement or obligation that would
negatively affect the performance of their
obligations with respect to the Sponsor
and/or CRO based on this Agreement and
agree not to enter into any such agreement
or accept any such obligation in the course
of the Study. The Principal Investigator
warrants that no Study Team Member is
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13.4

13.5

13.6

13.7

studijniho tymu nema v soucasné dobé
uzavienou zadnou takovou smlouvu, a
zavazuje se zajistit, e zadny z Clend
studijniho tymu takovou smlouvu neuzavre.
Zadavatel a CRO se timto zavazuji, ze
v souvislosti stouto Studii neuzaviou
zadnou jinou smlouvu s Zadnym
zaméstnancem Poskytovatele.

Tato Smlouva obsahuje UpIné ujednani o
predmétu Smlouvy a vSech nalezitostech,
které smluvni strany mély a chtély ve
Smlouvé ujednat, a které povazuji za
ddlezité.  Soucasné  smluvni  strany
prohlasuji, ze se navzajem sdélily vSechny
informace, které povazuji za dulezité a
podstatné pro uzavieni této Smlouvy.

Smluvni strany si nepfeji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich stran
dovozovany z dosavadni ¢i budouci praxe
zavedené mezi nimi ¢ zvyklosti
zachovavanych obecné ¢&i v odvétvi
tykajicim se pfedmétu plnéni této Smlouvy.

Kazda ze smluvnich stran jedna jako
nezavisly subjekt a pro zadné ucely neni v
postaveni partnera, zprostfedkovatele,
zaméstnance ani zastupce druhé smluvni
strany.

CRO muze svobodné postoupit po
predeslém pisemném oznameni Smluvnim
partnerim vesSkera sva prava a povinnosti
vyplyvajici z této Smlouvy Zadavateli. Po
predchozim pisemném oznameni Smluvnim
partnerim muaze CRO (nebo Zadavatel po
postoupeni prav a delegaci povinnosti ze
strany CRO) také svobodné postoupit prava
souvisejici se Studii externimu poskytovateli
a delegovat na néj pfislusné povinnosti a
muze také svobodné postoupit sva prava
souvisejici se Studii libovolné pfidruzené
spole€nosti Zadavatele a delegovat na ni
své prislusné povinnosti. CRO jinak nesmi
postoupit sva prava ani delegovat své
povinnosti vyplyvajici z této Smlouvy bez
pisemného souhlasu pfislusné strany, které
se postoupeni tyka. Pokud CRO nebo
Zadavatel postoupi své povinnosti nebo
vyuzije k jejich plnéni sluzeb subdodavatele,
nese i nadale odpovédnost vi¢i Smluvnim
partnerim za pInéni téchto povinnosti CRO
nebo Zadavatele. Pokud CRO postoupi
vSechna sva prava a deleguje vS8echny své
povinnosti vyplyvajici z této Smlouvy v
souladu se smluvnimi podminkami jinému
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13.4

13.5

13.6

13.7

presently under any such agreement and
agrees to ensure that no Study Team
Member shall enter into any such
agreement. The Sponsor and the CRO
hereby undertake not to enter into any other
agreement with any employee of the
Provider in connection with this Study.

This Agreement represents an entire
agreement about the subject-matter hereof
and all matters that the Contracting Parties
were and wished to negotiate herein and
consider important. The Contracting Parties
represent and warrant that they provided to
each other all information they consider
important and substantial for entering into this
Agreement.

The Contracting Parties do not wish to have
any of their rights and obligations implied
from current or future practice established
between them or from usages observed in
general or in the industry related the subject-
matter of this Agreement, unless explicitly
agreed in the Agreement.

Each Contracting Party shall act as an
independent entity and shall not be
construed for any purposes as a partner,
agent, employee or representative to the
other Contracting Party.

CRO may freely assign any or all of its rights
and delegate any or all of its duties under this
Agreement to Sponsor on written notice to
Contracting Parties. CRO (or Sponsor,
following assignment and delegation by
CRO) may also freely delegate and assign
Study-related duties and rights to an external
provider upon advance notice to Contracting
Parties, and may freely delegate or assign its
Study-related duties or rights to any Sponsor
affiliate. CRO may not otherwise assign its
rights or delegate its duties under this
Agreement without written permission from
the affected party. If CRO or Sponsor
delegates or subcontracts any duties, CRO
or Sponsor remains responsible to
Contracting Parties, for the performance of
those duties. If CRO assigns all of CRO's
rights and duties under this Agreement, in
accordance with the terms herein, to another
service provider, that service provider will
become responsible for performance of all
duties. Save for the foregoing, neither Party
may assign its rights or obligations under this
Agreement, in whole or in part, to a third
party without the prior written consent of the
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13.8

13.9

poskytovateli sluzeb, stane se tento
poskytovatel sluzeb odpovédnym za plnéni
v8ech povinnosti. Kromé vySe uvedeného
neni zadna ze smluvnich stran opravnéna
postoupit sva prava a/nebo povinnosti zcela
ani zCasti na treti stranu bez pfedchoziho
pisemného souhlasu ostatnich smluvnich
stran. Tato Smlouva zavazuje jeji jednotlivé
smluvni strany, jakoz i jejich pravni nastupce
a osoby, na néz budou prava a zavazky
smluvnich stran v souladu s timto ¢lankem
postoupené.

Neplatnost nebo nevymahatelnost
konkrétniho ustanoveni této Smlouvy nema
vliv na platnost ostatnich ustanoveni.
Smluvni strany se zavazuji nahradit
neplatné a nevymahatelné ustanoveni
platnym a vymahatelnym ustanovenim,
podle potfeby, jimz bude co mozna nejblize
dosazeno umyslu, jez strany mély v dobé
uzavieni této Smlouvy.

13.8

other Parties. This Agreement is binding for
all Parties as well as their legal successors
and parties to which the rights and
obligations of the Contracting Parties shall
be assigned in compliance with this Article.

The invalidity or unenforceability of a
particular provision of this Agreement shall
not prejudice the validity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable
provision with a valid or enforceable
provision that shall correspond as much as
possible to the intent of the Parties at the
time they entered into this Agreement.

Jednostranné vzdani se prava anebo micky 13.9 A unilateral waiver of a right or acquiescence

dany souhlas anebo nelspésné dovolani se
poruseni  kteréhokoli ustanoveni této
Smlouvy smluvni stranou nezaklada
jednostranné vzdani se prava v souvislosti
s jakymkoli naslednym poruSenim
kteréhokoli ustanoveni této Smlouvy.

13.10 Pokud neni v této smlouvé dohodnuto jinak,

povazuje se za kontaktni osobu:

Centra:

Fakultni nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceské republika

K rukdm: D&Si Prokdpkové — pravni odbor
Tel.: +420 495 832 881

Email: dasa.prokupkova@fnhk.cz

Ukon uginény vi&i Centru se povaZuje za radné

ucinény i

vi¢i Hlavnimu zkouSejicimu, resp.

¢lendm Studijniho tymu.

CRO:

PPD Czech Republic, s.r.o.
Budéjovicka Alej

Antala Staska 2027/79

140 00 Praha 4

Ceska republika

K rukam: monitora studie [ GczczN
Tel.: N
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or failure to claim a breach of any provision
of this Agreement by either Contracting
Party shall not establish a unilateral waiver
of such right with respect to any subsequent
breach of any provision of this Agreement.

13.10 Unless otherwise agreed in this
Agreement, the Center's contact person
shall be:

Center:

Fakultni nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kréalové, Czech Republic

Attn:

Dasa Prokupkova — legal department

Tel.: +420 495 832 881
Email: dasa.prokupkova@fnhk.cz

All actions taken with respect to the Center shall
be deemed as actions taken respect to the
Principal Investigator or Study Team Members as

well.

CRO:

PPD Czech Republic, s.r.o.
Budéjovicka Alej

Antala Staska 2027/79

140 00 Praha 4

Czech Republic

Attention: Study Monitor for | Gz
Telephone: N
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Hlavni zkousejici:

Fakultni nemocnice Hradec Kralové
Klinika onkologie a radioterapie
Sokolska 581, 500 05 Hradec Kralové
Ceska republika

tel:

e-mail
Zadavatele:
Pouze pro schvalovani publikaci:

Study Clinician
Pfizer

Tel.: N
Email-

Principal Investigator:

Fakultni nemocnice Hradec Kréalové
Klinika onkologie a radioterapie
Sokolska 581, 500 05 Hradec Kralové
Czech Republic

tel:

I
e-mail: [N
Sponsor:
For Submission of Publications Only:

Study Clinician
Pfizer

Telephone: [N
Email: [ I

13.11 Smluvni strany se dohodly, Ze tato Smlouva 13.11 The Contracting Parties have agreed that

muze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostfednictvim vzestupné
Cislovanych dodatkl podepsanych vSemi
smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouvé v pfipadé
tzv.  nepodstatnych zmén  Protokolu.
Nepodstatnou zménou Protokolu se pfitom
rozumi takova zména Protokolu, ktera
neméni rozsah &i zplsob provadéni ukonl
(zejména vysSetreni) provadénych
Smluvnimi partnery v ramci Studie a nema
tedy jakykoli vliv na vySi odmény za
provadéni Studie &i jiné ceny uvedené v této
Smlouvé. Nepodstatné zmény Protokolu
jsou ucinné dnem jejich doruceni Centru.

13.12 Tato Smlouva je vytvofena a Fidi se ¢eskym

pravem bez ohledu na ustanoveni jeho
koliznich norem. Smluvni strany se dohodly,
ze veskeré spory vzniklé ztéto Smlouvy
budou feSeny vécné a mistné pfislusnymi
soudy Ceské republiky.

anglickém jazyce a smluvni strany povazuji
obé jazykové verze za rovnocenné, avsak
pro pfipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, Ze prednost ma C&eskd verze
Smlouvy.
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this Agreement may be changed, excluding
the exception mentioned below, only through
written consecutively numbered
amendments signed by all Contracting
Parties. The Contracting Parties are not
obliged to execute an amendment to this
Agreement in case of so-called minor
changes in the Protocol. A minor change in
the Protocol means a change in the Protocol
that does not change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Study and has no impact on
remuneration for performing the Study or on
any other prices specified in this Agreement.
Minor changes in the Protocol shall come
into effect on the day of their delivery to the
Center.

13.12 This Agreement is construed and governed

by the Czech Ilaw, regardless of the
provisions of its collision norms. The
Contracting Parties have agreed that any
dispute arising from this Agreement shall be
decided by materially and locally competent
courts of the Czech Republic.

13.13 Tato Smlouva je sepsana v Ceském a 13.13 This Agreement has been drawn up in the

Czech and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation discrepancy between the
individual versions, the Czech version shall
prevail as agreed by the Contracting Parties.
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Cl. 14 — Prilohy Article 14 — Appendices

Nasledujici pfilohy tvofi nedilnou soucast této The following Appendices constitute an integral

Smlouvy, nestanovi-li tato Smlouva jinak: part of this Agreement, unless set forth otherwise
herein:

Priloha €. 1: Finanéni podminky Appendix 1: Financial Terms

Pfiloha ¢.2:  Zpracovani Appendix 2: Personal Data

osobnich Gdaju Processing

Pfiloha ¢. 3: Mezindrodni protidplatkarské a | Appendix 3: International Anti-Bribery& Corruption

protikorupéni zasady Principles

Priloha €. 4: Vybaveni a materialy Appendix 4: Equipment and Materials

Pfiloha €. 5: Dodate¢nd ujednani a podminky Appendix 5: Additional Terms and Conditions
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PPD Investigator Services LLC

11.7. 2022
Jméno, Podpis, Datum / Name, Signature, Date:

Centrum / Center

20. 7. 2022
Datum, Podpis / Date, Signature:

Jméno / Name: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Funkce / Title: reditel / Director

Hlavni zkousejici / Principal Investigator

20. 7. 2022
Datum, Podpis / Date, Signature :

Jméno / Name: I
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Priloha €. 1 Appendix 1
Finanéni podminky Financial Terms
Pfizer Protokol ¢. | G Pfizer Protocol #j I
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PRILOHA¢. 2

APPENDIX 2

Zpracovani osobnich udaju

Personal Data Processing

Ochrana a zverejnovani osobnich udaja

Personal Data Protection and Disclosure

1.1 Osobni udaje. ,Osobni Udaje” maji vyznam
stanoveny platnymi pravnimi predpisy a zahrnuji
bez omezeni jakékoli informace (bez ohledu na
médium a samotné nebo v kombinaci s jinymi
dostupnymi informacemi), které identifikuji nebo
se vztahuji k identifikované nebo identifikovatelné
fyzické osobé. Klicem kbodované nebo jinak
pseudonymizované Udaje se povazuji za osobni
Udaje, i kdyz drzitel téchto Udaju nema pristup ke
kli¢i, ktery spojuje udaje s totoznosti jednotlivce.
Osobni Udaje shromazdéné v souvislosti se
Studii budou zahrnovat veskeré informace, které
jsou zastupci zadavatele povinni predavat
smluvnim stranam, jakoz i osobni Udaje tykajici
se Hlavniho zkousejiciho, spoluzkou$ejicich,
Clend studijniho tymu, tfetich stran a subjekt(
hodnoceni.

1.1 Personal Data. ‘Personal Data” has the
meaning given by applicable law and includes,
without limitation, any information (regardless of
the medium and whether alone or in combination
with other available information) that identifies or
relates to an identified or identifiable natural
person. Key-coded or otherwise pseudonymized
data are considered Personal Data even if the
holder of those data does not have access to the
key that links the data to the identity of an
individual. Personal data collected in association
with the Study will include any information that
Sponsor representatives are required to submit to
the Contracting Parties, as well as Personal Data
relating to the Principal Investigator, sub-
investigators, Study Team Members, third
parties, and trial subjects.

1.2 Kontrola a dodrzovani predpisd. Centrum a
Zadavatel jsou nezavisli spravci idaju, pokud jde
0 zachazeni s U(daji o pacientech, vcetné
osobnich Udaju souvisejicich se Studii, a budou
dodrzovat platné zakony o ochrané udajd, véetné
implementace  inventafe a  pfislusného
bezpecnostniho programu, jmenovani povéfence
pro ochranu Udaji a pIlnéni dohod o zpracovani
se zpracovateli, které jmenuji. Centrum a
Zadavatel budou odpovédni za jakékoli neplnéni
svych vlastnich UkolG jakozto spravci (daja,
véetné  jakéhokoli neplnéni ze  strany
zpracovatele, kterého najali. Jinak je
Poskytovatel vi&i Zadavateli v ramci této Studie
zpracovatelem osobnich Udaji. Poskytovatel
predava Udaje 0 pacientech pouze
v pseudonymizované podobé, pfipadné nebrani-
li to pInéni GCelu této Smlouvy, anonymizované
Udaje. Pfedavat udaje do ftfetich zemi Ize za
podminek ¢l. 44 az 46 GDPR. Zpracovatel
dodrzuje opatfeni dle ¢l. 28 GDPR a § 16 zakona
¢. 110/2019 Sb., o zpracovani osobnich udajl.

1.2 Controllership and compliance. Center and
Sponsor are independent data controllers with
respect to the handling of patient data, including
Personal Data, related to the Study and will
comply with data protection applicable law,
including but not limited to the implementation of
the inventory and an appropriate security
program, the appointment of a data protection
officer and the execution of processing
agreements with the processors they respectively
appoint. Center and Sponsor will be responsible
for any noncompliance of its own tasks as data
controller, including any noncompliance by a
processor which it has engaged. Otherwise, the
Provider is a processor of personal data in
relation to the Sponsor within the scope of this
Study. The Provider transmits patient data only in
a pseudonymized form, or, if this does not
prevent the fulfilment of the purpose of this
contract, anonymised data. Data may be
transferred to third countries under the conditions
of Articles 44 to 46 of the GDPR. The processor
complies with the measures pursuant to Article
28 of the GDPR and Section 16 of Act No.
110/2019 Coll., On the processing of personal
data.

1.3 Spoluprace. Strany budou spolupracovat a
vzajemné si pomahat v souvislosti s jakymikoli
posouzenimi dopadd na ochranu Gdajd a / nebo
regulacnimi konzultacemi, které mohou byt
pozadovany v souvislosti se zpracovanim udaju
provadénym podle této smlouvy. Centrum
neprodlené informuje Zadavatele o (i) veSkerych
oznamenich pfijatych od organu pro ochranu
Udaju, ktera se vztahuji ke Studii; a (i)

1.3 Cooperation. The parties will cooperate and
assist each other with respect to any data
protection impact assessments and/or regulatory
consultations that may be required with respect
to data processing carried out under the
Agreement. Center will immediately notify
Sponsor of (i) any notices received from a data
protection authority that relate to the Study; and
(i) a security incident related to Personal Data
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bezpecnostni incident souvisejici s osobnimi
Udaji udrzovanymi centrem na zakladé Smlouvy.
Oznameni  bude  obsahovat dostate¢né
informace, aby Zadavatel mohl poskytnout
Centru zpétnou vazbu, kterou poskytne vyhradné
jako zucastnéna strana, nikoli jako pravni nebo
regulacni poradenstvi. Centrum urci, zda bude
bezpecnostni incident povazovan za poruseni
zabezpeceni dat, provede vSechna pozadovana
oznameni a provede veSkera nezbytna opatreni
k napravé bezpecnostniho incidentu a bude
odpovédné za veskeré naklady a pokuty spojené
s témito oznamenimi a napravnymi opatfenimi.

maintained by Center under the Agreement. The
notification will contain sufficient information for
Sponsor to provide feedback, solely as an
interested party and not as legal or regulatory
advice, to Center. Center will determine if the
security incident will be considered a data
security breach and conduct all required
notifications as well as perform all necessary
actions to remediate the security incident and be
responsible for all costs and penalties associated
with these notifications and remedies.

1.4 Prava subjekt( ucastnicich se studie, jejichz
udaje se zpracovavaji. Centrum a Zadavatel
souhlasi s tim, Ze mezi nimi bude Centrum
nejlépe schopno spravovat zadosti o ochranu
Udaju od subjektl hodnoceni a bude reagovat na
zadosti subjektt hodnoceni v souladu s platnymi
zakony. Centrum bude Zadavatele neprodlené
informovat na adrese

o kazdém
odvolani jakéhokoli souhlasu se zpracovanim
Udajd poskytnutym subjektem hodnoceni.

1.4 Rights of Data Subjects Participating in the
Study. Center and Sponsor agree that, as
between them, Center is best able to manage
data protection requests from trial subjects and
will will respond to trial subjects’ requests in
accordance with applicable law. Center will
promptly notify Sponsor at

of any
withdrawal of any consent to data processing
provided by a trial subject.

1.5 Osobni udaje zaméstnancu Centra. Centrum
potvrzuje, ze obdrzelo oznadmeni spolecnosti
Pfizer o ochrané osobnich Udaji pro ZkousSejici a
pracovniky Studie — Evropska unie, Evropsky
hospodarsky prostor a Svycarsko.

1.5 Personal Data of Center staff. —Center
acknowledges that it has received the Pfizer
Privacy Notice for Investigators and Study
Personnel — European Union, European
Economic Area, and Switzerland.
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46|58P age




PRILOHA ¢&. 3/ APPENDIX 3

MEZINARODNi PROTIUPLATKARSKE A
PROTIKORUPCNIi ZASADY
SPOLECNOSTI PFIZER

Spolecnost Pfizer dlouhodobé prosazuje firemni
politiku zakazujici Uplatky a korupci pfi obchodni
¢innosti ve Spojenych statech i v zahraniéi.
Spolec¢nost Pfizer se zavazala vykonavat svou
obchodni ¢innost bezdhonnym, etickym a
zakonnym zpusobem v souladu se vSemi
prisluSnymi z&dkony a nafizenimi. Stejny zavazek
ocekavame od nasSich poradcu, zmocnéncd,
zastupcl nebo dalSich spole¢nosti &i fyzickych

osob jednajicich nasim jménem (déle jen
,LObchodnich partnerd”), jakoz i od osob
jednajicich ~ jménem téchto Obchodnich
partnert(napf. subdodavatel) v souvislosti

s praci pro spole¢nost Pfizer.

Uplaceni urednich osob

Ve vétsSiné statl existuji zakony zakazujici (pfimé
¢i nepfimé) poskytovani, nabizeni nebo slibovani
jakychkoli plateb nebo ¢&ehokoli hodnotného
Ufednim osobam s Umyslem ovlivnit Gfedni Ukony
¢i rozhodnuti o ziskani & udrzeni urcité obchodni
prilezitosti.

Pojem ,Utedni osoba“ je vykladan v &irokém
smyslu a zahrnuje:

(i) jakoukoli volenou nebo jmenovanou
Uredni osobu (napf. zakonodarce nebo
Ufednika ministerstva viady);

(i) jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéreni Ufedni
osoby, Ufadu vlady nebo podniku, ktery
vykonavé vladni funkci nebo ktery vlastni
¢i  Fidi vlada (napf. zdravotnika
zameéstnaného ve statni nemocnici nebo
vyzkumného pracovnika zaméstnaného
na statni univerzité);

(iii) jakéhokoli predstavitele politické strany,
kandidata na verejnou funkci, Ufednika,
zaméstnance nebo osobu jednajici
jménem nebo z povéreni politické strany
nebo kandidata na verejnou funkci;

jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povérfeni verfejné
mezindrodni organizace;
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PFIZER INTERNATIONAL ANTI-BRIBERY
AND
ANTI-CORRUPTION BUSINESS PRINCIPLES

Pfizer has a long-standing policy forbidding
bribery and corruption in the conduct of our
business in the United States or abroad. Pfizer is
committed to performing business with integrity,
and acting ethically and legally in accordance
with all applicable laws and regulations. We
expect the same commitment from the
consultants, agents, representatives or other
companies and individuals acting on our behalf
(“Business Associates”), as well as those acting
on behalf of Business Associates (e.g.,
subcontractors), in connection with work for
Pfizer.

Bribery of Government Officials

Most countries have laws that forbid making,
offering or promising any payment or anything of
value (directly or indirectly) to a Government
Official when the payment is intended to
influence an official act or decision to award or
retain business.

“Government Official” shall be broadly interpreted
and means:

(i) any elected or appointed Government
official (e.g., a legislator or a member of
a Government ministry);

(i) any employee or individual acting for or
on behalf of a Government Official,
agency, or enterprise performing a
governmental function, or owned or
controlled by, a Government (e.g., a
healthcare professional employed by a
Government hospital or researcher
employed by a Government university);
(iii) any political party officer, candidate for
public office, officer, or employee or
individual acting for or on behalf of a
political party or candidate for public
office;

any employee or individual acting for or

on behalf of a public international
organization;
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jakéhokoli ¢lena kralovské rodiny nebo
pFislusnika armady; a
zakona

(i)

jakoukoli osobu jinak ze
povazovanou za Ufedni osobu.

Pojem ,Viada“ v tomto kontextu zahrnuje vSechny
urovné a slozky vlady (tj. organy na mistni, krajské
i celostatni urovni, a to spravni, zdkonodarné i
vykonné).

Vzhledem k Sirokému pojeti definice Ufedni osoby
je pravdépodobné, ze Obchodni partnefi budou v
ramci své obvyklé ¢innosti pro spole¢nost Pfizer s
Ufednimi osobami bézné jednat. Napfiklad Iékafi
zameéstnani ve statnich nemocnicich se podle
zasad spolecnosti Pfizer povazuji za Ufedni
osoby.

Americky zdkon o zahrani€nich korupcnich
praktikach  (dale jen ,FCPA") zakazuje
poskytovani, slibovani nebo schvalovani platby
nebo poskytovani ¢ehokoli hodnotného zahraniéni
Ufedni osobé za Uucelem nepatficného nebo
korupéniho ovlivnéni jednani nebo rozhodovani
takovéto osoby s Umyslem pomoci spole¢nosti
ziskat nebo si udrzet obchodni pfilezitost nebo
ziskat jinou nepatficnou vyhodu. FCPA rovnéz
zakazuje spole¢nostem ¢€i osobam vyuzivat jinych
spole¢nosti nebo fyzickych osob k provadéni
kterékoli z vySe uvedenych c&innosti. Spole¢nost
Pfizer je jako americka spole¢nost povinna
dodrzovat ustanoveni FCPA a mlze nést pravni
odpovédnost za jednani, jehoz se kdekoli na svété
dopusti kterykoli z jejich Obchodnich partnera.

Protiuplatkaiské a protikorupéni zasady
upravujici vztahy s Vladami a Urednimi
osobami

Obchodni partnefi jsou povinni sdélovat a

dodrzovat nasledujici zasady tykajici se jejich
vztah( s Vladami a Ufednimi osobami:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole€nost  Pfizer nesmi pfimo ani
nepfimo  poskytovat, slibovat nebo
schvalovat provedeni korupCni platby
nebo poskytovani ¢ehokoli hodnotného
kterékoli Ufedni osobé s Umyslem ji
pfimét, aby ucinila urcity ukon nebo pfijala
urcité rozhodnuti, které spolec¢nosti Pfizer
pomuze ziskat nebo udrzet si obchodni
prilezitost. Obchodni partnefi a osoby
jednajici jejich jménem v souvislosti s
praci pro spolecnost Pfizer nesmi nikdy
poskytnout 24dné Ufedni osobé platbu
nebo ji nabidnout jakykoli predmét &i
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any member of a royal family or member
of the military; and

(iii) any individual otherwise categorized as
a Government Official under law.

“Government” means all levels and subdivisions
of governments (i.e., local, regional, or national
and administrative, legislative, or executive).

Because this definition of “Government Official”
is so broad, it is likely that Business Associates
will interact with a Government Official in the
ordinary course of their business on behalf of
Pfizer. For example, doctors employed by
Government-owned  hospitals  would be
considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing anything of
value to a non-U.S. Government Official to
improperly or corruptly influence that official to
perform any governmental act or make a decision
to assist a company in obtaining or retaining
business, or to otherwise gain an improper
advantage. The FCPA also prohibits a company
or person from using another company or
individual to engage in any such activities. As a
U.S. company, Pfizer must comply with the FCPA
and could be held liable as a result of acts
committed anywhere in the world by a Business
Associate.

Anti-Bribery and Anti-Corruption Principles
Governing Interactions with Governments
and Government Officials

Business Associates must communicate and
abide by the following principles with regard to

their interactions with Governments and
Government Officials:
. Business Associates, and those acting

on their behalf in connection with work
for Pfizer, may not directly or indirectly
make, promise, or authorize the making
of a corrupt payment or provide anything
of value to any Government Official to
induce that Government Official to
perform any governmental act or make a
decision to help Pfizer obtain or retain
business. Business Associates, and
those acting on their behalf in connection
with work for Pfizer, may never make a
payment or offer any item or benefit to a
Government Official, regardless of value,
as an improper incentive for such
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vyhodu (bez ohledu na jejich hodnotu) s
umyslem nepatfi¢né pfimét Ufedni osoby
ke schvéleni, proplaceni, pfedepsani
nebo nakupu jakéhokoli pfipravku
spole¢nosti Pfizer nebo ovlivnéni vysledku
klinického hodnoceni nebo dosazeni
jakéhokoli jiného nepatficného
zvyhodnéni obchodni €innosti spole€nosti
Pfizer.

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole¢nost Pfizer musi znat a dodrzovat
v8echny mistni zakony, nafizeni nebo
provozni postupy (v€etné pozadavkl
vladnich subjektd, jako napf. statnich
nemocnic nebo vyzkumnych Ustavu),
které stanovi limity, omezeni nebo
pozadavky na zvefejnéni odmeén, finanéni
podpory, dard nebo darkim, jez mohou
byt poskytovany Ufednim osobam. Pokud
si Obchodni partner neni jisty vyznamem
nebo aplikovatelnosti kteréhokoli
stanoveného limitu, omezeni nebo
pozadavku na zvéfejnéni v souvislosti s
jednanim s Ufednimi osobami, mél by se
pfed zahajenim takového jednani obratit
na svou primarni kontaktni osobu ve
spole¢nosti Pfizer.

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole€nost Pfizer nesmi nabizet odmény
za urychlené vyfizeni. ,Odménou za
urychlené vyfizeni“ se rozumi platby
zanedbatelné &astky Ufednim osobam s
cilem zajisténi nebo urychleni rutinniho
Ufedniho Ukonu, ke kterému nema
rozhodovaci  pravomoci. Prikladem
Odmeény za urychlené vyfizeni jsou platby
za urychlené vyfizeni licenci, povoleni
nebo viz, k nimz byly Fddné dolozeny
veSkeré potfebné podklady. Pokud
Obchodni partner nebo osoba jednajici
jeho jménem v souvislosti s praci pro
spolecnost Pfizer obdrzi pozadavek nebo
se dozvi o pozadavku na Odménu za
urychlené  vyfizeni nebo  Uplatku
v souvislosti s praci pro spole¢nost Pfizer,
je  Obchodni partner povinen tuto
skuteénost bezodkladné nahlasit své
primarni kontaktni osobé ve spole¢nosti
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Government  Official to  approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the outcome
of a clinical trial, or to otherwise benefit
Pfizer's business activities improperly.

In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in connection
with work for Pfizer, must understand
and comply with any local laws,
regulations, or operating procedures
(including requirements of Government
entities such as Government-owned
hospitals or research institutions) that
impose limits, restrictions, or disclosure
obligations on compensation, financial
support, donations, or gifts that may be
provided to Government Officials. If a
Business Associate is uncertain as to the
meaning or applicability of any identified
limits, restrictions, or  disclosure
requirements with respect to interactions
with Government Officials, that Business
Associate should consult with his or her
primary Pfizer contact before engaging in
such interactions.

Business Associates, and those acting
on their behalf in connection with work
for Pfizer, are not permitted to offer
facilitation payments. A “facilitation
payment” is a nominal payment to a
Government Official for the purpose of
securing or expediting the performance
of a  routine, non-discretionary
governmental action. Examples of
facilitation payments include payments
to expedite the processing of licenses,
permits or visas for which all paperwork
is in order. In the event that a Business
Associate, or someone acting on their
behalf in connection with work for Pfizer,
receives or becomes aware of a request
or demand for a facilitation payment or
bribe in connection with work for Pfizer,
the Business Associate shall report such
request or demand promptly to his or her
primary Pfizer contact before taking any
further action.
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Pfizer pfedtim, nez podnikne jakékoli dalsi
kroky.

Komercéni uplatkarstvi

K uplatkarstvi a korupci mize dochazet i mimo
Ufedni styk, v obchodnich vztazich mezi podniky.
Ve vétSiné statd existuji zakony zakazujici
nabizeni, slibovani, poskytovani, pozadovani,
pfijimani nebo souhlas s pfijimanim penéz nebo
¢ekoholi hodnotného vyménou za poskytnuti
nepatficné obchodni vyhody. Mezi pfiklady
zakazaného jednani patfi zejména poskytovani
drahych darl, okazala pohostinnost, nezakonné
provize nebo investiéni pfilezitosti s cilem
nepatficné nékoho pfimét k nakupu zbozi nebo
sluzeb. Spolupracovnici spole¢nosti Pfizer nesmi
nabizet, poskytovat, pozadovat nebo pfijimat
Uplatky; spole¢nost Pfizer ocekava od svych
Obchodnich partnert, jakoz i od osob jednajicich
jejich jménem v souvislosti s praci pro spole¢nost
Pfizer, ze budou dodrZovat stejné zasady.

Protiuplatkaiské a protikorupéni zasady
upravujici vztahy se soukromymi osobami a
spolupracovniky spoleé¢nosti Pfizer

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se jejich
vztahl se soukromymi osobami a spolupracovniky
ve spolecnosti Pfizer:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole€nost  Pfizer nesmi pfimo ani
nepfimo  provadét, slibovat nebo
schvalovat provedeni korupéni platby
nebo poskytnout cokoli hodnotného
kterékoli osobé s cilem ji ovlivnit, aby
poskytla spoleCnosti Pfizer nezakonnou
obchodni vyhodu.

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole¢nost Pfizer nesmi pfimo ani
nepfimo pozadovat, souhlasit s pfijetim
nebo pfijimat platby nebo cokoli
hodnotného jako nepatficnou pobidku v
souvislosti s jejich obchodni  &innosti
provadénou pro spolecnost Pfizer.

. Spolupracovnici spole¢nosti Pfizer nesmi
od Obchodnich partnerd a osob
jednajicich jejich jménem v souvislosti s
praci pro spole¢nost Pfizer pfijimat zadné
dary, sluzby, vyhody, zabavu nebo jiné
predméty s vySSi nez symbolickou nebo
zanedbatelnou penézni hodnotou. Dary

_Approved for signature_CS_ /29Jun22

Commercial Bribery

Bribery and corruption can also occur in non-
Government, business to business relationships.
Most countries have laws which prohibit offering,
promising,  giving, requesting, receiving,
accepting, or agreeing to accept money or
anything of value in exchange for an improper
business advantage. Examples of prohibited
conduct could include, but are not limited to,
providing expensive gifts, lavish hospitality,
kickbacks, or investment opportunities in order to
improperly induce the purchase of goods or
services. Pfizer colleagues are not permitted to
offer, give, solicit or accept bribes, and we expect
our Business Associates, and those acting on
their behalf in connection with work for Pfizer, to
abide by the same principles.

Anti-Bribery and Anti-Corruption Principles
Governing Interactions with Private Parties
and Pfizer Colleagues

Business Associates must communicate and
abide by the following principles with regard to
their interactions with private parties and Pfizer
colleagues:

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or indirectly
make, promise, or authorize a corrupt
payment or provide anything of value to
any person to influence that person to
provide an unlawful business advantage
for Pfizer.

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or indirectly,
solicit, agree to accept, or receive a
payment or anything of value as an
improper incentive in connection with
their business activities performed for
Pfizer.

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more
than token or nominal monetary value
from Business Associates, and those
acting on their behalf in connection with
work for Pfizer. Moreover, gifts of
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zanedbatelné hodnoty jsou dovoleny jen v
pfipadé, Ze jsou pfijimany jen obcas pfi
vhodnych pfilezitostech.

Ohlasovani poruseni nebo podezreni na
poruseni

Od Obchodnich partnerti a osob jednajicich jejich
jménem v souvislosti s praci pro spolecnost Pfizer
se ocekava, ze nahlasi své obavy ohledné
mozného  poruSeni téchto  mezinarodnich
protilplatkarskych a protikorup&nich zasad nebo
zakonl. Tato hlaseni mohou byt adresovana
primarni kontaktni osobé& Obchodniho partnera ve
spolecnosti Pfizer nebo, pokud to dany Obchodni
partner upfednostiuje, oddéleni Compliance
spole¢nosti  Pfizer e-mailem na  adresu

I nebo
telefonicky na ¢islo [ GGG
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nominal value are only permitted if they
are received on an infrequent basis and
only at appropriate gift-giving occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected to raise concerns related to potential
violations of these International Anti-Bribery and
Anti-Corruption Principles or the law. Such
reports can be made to a Business Associate’s
primary point of contact at Pfizer, or if a Business
Associate prefers, to Pfizer's Compliance Group
by e-mail at

or by phone at [N
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PRILOHA¢. 4
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté
CRO/spolec¢nosti Pfizer

Vybaveni poskytnuté CRO/spolec¢nosti Pfizer

APPENDIX 4
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and
Materials

CRO/Pfizer-Provided Equipment

CRO nebo spolec¢nost Pfizer poskytne vybaveni
uvedené nize (dale jen ,Vybaveni CRO®) pro
pouziti Hlavnim zkouSejicim nebo Centrem pfi
provadéni Studie nebo podavani zprav o Studii:
ZADNE

Materialy poskytnuté CRO/spolecnosti Pfizer

CRO or Pfizer will provide the equipment
identified below (“CRO Equipment”) for use by
Principal Investigator or Center in the conduct or
reporting of the Study: NONE

CRO/Pfizer-Provided Materials

CRO poskytne nize uvedené chranéné materialy,
které CRO vlastni nebo k nimz disponuje licenci,
(dale jen ,Materidly CRO") pro pouziti Hlavnim
zkousSejicim nebo Centrem pfi provadéni Studie
nebo podavani zprav o Studii.

Dodané materialy: ZADNE

Vybaveni a materialy poskytnuté dodavatelem

CRO nebo Pfizer =zajisti dodavatele, ktery
poskytne nasledujici vybaveni nebo chranéné
materidly (dale jen ,Majetek dodavatele®) pro
pouziti v této Studii: Laboratorni kity dle aktualni
potieby Centra a ePRO tablet

Povolené pouzivani Majetku dodavatele

Hlavni zkousejici a Centrum budou pouzivat
Majetek dodavatele pouze pro ucely této Studie.

Nakladani s Majetkem dodavatele

Prodejce ur€i zplsob naklddani s Majetkem
dodavatele po dokoné&eni Studie.

Vlastnictvi, povinnosti a pravni odpovédnost

CRO or Pfizer will provide the proprietary
materials owned or licensed by CRO or Pfizer
and identified below (“CRO Materials”) for use by
Principal Investigator or Center in the conduct or
reporting of the Study.

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

CRO or Pfizer will arrange for a vendor to provide
the following equipment or proprietary materials
(“Vendor Property”) for use in this Study: Lab kits
according to actual needs of the Center and
tablet for ePROs

Permitted Uses of Vendor Property

Principal Investigator and Centre will use Vendor
Property only for purposes of this Study.

Disposition of Vendor Property

The vendor will determine the disposition of
Vendor Property after completion of Study
conduct.

Ownership, Responsibilities, and Liability

za Skodu

Vlastnictvi. Vybaveni CRO, Materialy CRO a
Majetek dodavatele jsou a zustavaji majetkem
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Ownership. CRO Equipment, CRO Materials,
and Vendor Property are and remain the property
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spole¢nosti CRO, spolecnosti Pfizer, dodavatele
nebo poskytovatele licence (dle konkrétni situace).

Povinnosti.  Strana, ktera pfijala a pouziva
Vybaveni CRO, Materidly CRO nebo Majetek
dodavatele, nese riziko jejich =ztraty nebo
poskozeni. Pokud CRO, spole¢nost Pfizer nebo
dodavatel musi vyménit jakékoli Vybaveni CRO,
Materidly CRO nebo Majetek dodavatele béhem
provddéni Studie v dusledku ztrdty nebo
poSkozeni zpusobeného stranou této Smlouvy,
CRO si vyhrazuje pravo odecist naklady CRO
nebo spolecnosti Pfizer na jejich vyménu z
budoucich plateb financovani Studie.

Pravni odpovédnost za $kodu. CRO ani
spolecnost Pfizer neodpovidaji za Zzadné Skody,
véetné Skody na zdravi osob ¢i poskozeni majetku,
vzniklé v dusledku pouzivani Vybaveni CRO,
Materiald CRO nebo Majetku dodavatele, kromé
pfipadd, kdy (1) takové Skody byly zpusobeny
nedbalosti nebo svévolnym porusenim povinnosti
ze strany CRO, Zadavatele nebo dodavatele,
nebo kdy (2) Skoda na zdravi osob vznikla v
souvislosti s podanim nebo podavanim
Hodnoceného 1éku Zadavatele nebo provedenim
jakéhokoli klinického zakroku nebo postupu
stanoveného nebo vyzadovaného Protokolem,
které by Subjekty hodnoceni nepodstoupily, pokud
by se Studie neucastnily.
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of CRO, Pfizer, the vendor, or the licensor, as the
case may be.

Responsibilities. The party receiving and using
them will bear the risk of loss or damage to CRO
Equipment, CRO Materials, and Vendor
Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be replaced
by CRO, Pfizer or vendor during Study conduct
as the result of loss or damage by a party to this
Agreement, CRO reserves the right to deduct,
from future Study funding payments, the cost to
CRO or Pfizer of the replacements.

Liability. Neither CRO nor Pfizer has any liability
for damages of any sort, including personal injury
or property damage, resulting from the use of
CRO Equipment, CRO Materials, or Vendor
Property except to the extent that (1) such
damages were caused by the negligence or
willful misconduct of CRO, Sponsor, or the
vendor or (2) the personal injury arises out of or
relating to the administration of the Sponsor Drug
under investigation or any clinical intervention or
procedure provided for or required by the
Protocol to which the trial subjects would not
have been exposed but for their participation in
the Study.
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PRILOHAE. 5

APPENDIX 5

DODATECNA UJEDNANi A DODATECNE
PODMINKY

ADDITIONAL TERMS AND CONDITIONS

Clanek 2 — Povinnosti Smluvnich partnert

Article 2 — Obligations of the Contracting
Partners

2.32 Smluvni strany uznavaji, ze pokud je Hlavni
zkouSejici nebo jiny pracovnik Studie povinen
UcCastnit se schlzek zkouSejicich pro tuto Studii,
CRO zajisti a uhradi pfimo cestu a ubytovani a
uhradi pfimérené naklady na stravu v souvislosti
s témito schidzkami, ale neposkytuje ndhradu za
takovou Ucast.

2.32 The Contracting Parties accept that If
Principal Investigator or other Study personnel
are required to attend investigator meetings for
this Study, CRO will arrange and pay directly for
travel and accommodation and will cover the
reasonable costs of meals in connection with
those meetings but does not provide
compensation for such attendance.

2.33 Hlavni zkouSejici zajisti pfesné a vcasné
shromazdovani, zaznamenavani a predkladani
Udaju ze Studie, vCetné dodrzovani casovych
harmonogramu pro zadavani udajua stanovenych
v dokumentu CRF PoZadavky na dodrZzeni
predpist, ktery je Hlavnimu zkouSejicimu
poskytovan CRO nebo Zadavatelem.

2.33 Principal Investigator will ensure accurate
and timely collection, recording, and submission
of Study data, including adhering to timelines for
data entry set out in the CRF Completion
Requirements document provided to Principal
Investigator by CRO or Sponsor.

2.34 Kromeé ohlasovacich povinnosti uvedenych
v ¢lanku 2.12 budou Smluvni partnefi okamzité
informovat Zadavatele o jakychkoli naléhavych
bezpecnostnich opatfenich pfijatych Hlavnim
zkousejicim k ochrané subjektd hodnoceni pred
bezprostrednim nebezpecim.

2.34 In addition to the reporting obligations
detailed in Article 2.12, Contracting Partners will
inform Sponsor immediately of any urgent safety
measures taken by Principal Investigator to
protect trial subjects against immediate hazard.

235 Smluvni strany nebudou subjektu
hodnoceni ani platci tfeti strany (ctovat za
Hodnocené léky ani za zadné sluzby hrazené
CRO nebo zadavatelem na zakladé této Smlouvy
zadné poplatky.

2.35 Contracting Parties will not charge a trial
subject or third-party payer for Study Drugs or for
any services reimbursed by CRO or Sponsor
under this Agreement.

2.36 Smluvni strany potvrzuji, Ze neexistuji
zadné platné predpisy ani jiné povinnosti, které
by jim zakazovaly provadét Studii a uzavrit tuto
Smlouvu.

2.36 The Contracting Parties confirm that there
are no applicable regulations or other obligations
that prohibit them from conducting the Study and
entering into this Agreement

2.37 Pokud jde o dokumenty uloZzené v souladu s
¢lankem 2.22, Centrum souhlasi s kontaktovanim
Zadavatele na adrese
pred zni¢enim
jakychkoli studijnich zaznamu a déle souhlasi s
tim, aby zadavateli umoznilo zajistit, aby byly
studijni zaznamy v pfipadé potfeby uchovany po
del§i dobu, a to na naklady Zadavatele, na
zakladé ujednani, které chrani ddvérnost
zaznamu (napf. zabezpecené externi Ulozisté).

2.37 With regard to documents stored in
accordance with Article 2.22, Center agrees to
contact Sponsor at

prior to
destroying any Study records and further agrees
to permit Sponsor to ensure that the Study
records are retained for a longer period if
necessary, at Sponsor's expense, under an
arrangement that protects the confidentiality of
the records (e.g., secure off-site storage).

2.38 Biologické vzorky. Pokud je to stanoveno
v protokolu a dokumentu s informovanym
souhlasem, Hlavni zkousejici mize shromazdit a
poskytnout CRO, Zadavateli nebo jim
povéfenému zastupci biologické vzorky ziskané

2.38 Biological Samples. If so specified in the
Protocol and the informed consent document,
Principal Investigator may collect and provide to
CRO, Sponsor or their designee, biological
samples obtained from trial subjects (e.g., blood,
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od subjektt hodnoceni (napf. krev, mo¢, tkan,
sliny atd.) K testovani, které pfimo nesouvisi s
péci o subjekt hodnoceni nebo se sledovanim
bezpecnosti, jako je farmakokinetické,
farmakogenomické testovani nebo testovani
biomarkerd (,,biologické vzorky“). Biologické
vzorky mohou zahrnovat osobni Udaje subjektl
hodnoceni (jak je definovano nize)

a) Pouziti. Hlavni zkouSejici ani Centrum
nepouziji biologické vzorky
shromazdéné podle protokolu zadnym
zplGsobem ani k jinym G¢ellm, nez které
jsou popsany v protokolu. CRO a
zadavatel budou pouzivat biologicke
vzorky pouze zpusoby povolenymi
informovanym souhlasem, na zakladé
kterého byly ziskany.

b) Analyza dat. CRO, Zadavatel nebo jimi
jmenovani zastupci otestuji biologické
vzorky, jak je to popsano v protokolu.
Pokud neni v protokolu stanoveno jinak,

ani CRO, ani Zadavatel neplanuji
poskytovat  vysledky téchto testl
(»Analyticka data biologickych

vzorki“) Hlavnimu zkouSejicimu ani
subjektlim hodnoceni. Pokud CRO nebo
Zadavatel neposkytne Udaje o analyze
biologickych vzork( Hlavnimu
zkouS$ejicimu, budou tyto udaje podléhat
ustanovenim této Smlouvy, ktera se
vztahuji k Udajum ze Studie.

¢) Vlastnictvi. Zadavatel je vyhradnim
vlastnikem vSech biologickych vzorku a
Udaji o analyze biologickych vzorkd a
smluvni strany budou s biologickymi
vzorky nakladat jako s dlvérnymi
informacemi.

urine, tissue, saliva, etc) for testing that is not
directly related to trial subject care or safety
monitoring, such as pharmacokinetic,
pharmacogenomic, or biomarker testing
(“Biological Samples”). Biological Samples may
include Personal Data (as defined below) of trial
subjects.

a. Use. Neither Principal Investigator nor
Center will use Biological Samples
collected under the Protocol in any
manner or for any purpose other than
that described in the Protocol. CRO and
Sponsor will use Biological Samples only
in ways permitted by the informed
consent under which they were obtained.

b. Analysis Data. CRO, Sponsor, or their
designees will test Biological Samples as
described in the Protocol. Unless
otherwise specified in the Protocol,
neither CRO nor Sponsor plan to provide
the results of these tests (“Biological
Sample Analysis Data”) to Principal
Investigator or trial subjects. If CRO or
Sponsor does provide Biological Sample
Analysis Data to Principal Investigator,
that data will be subject to the provisions
of this agreement that relate to Study
data.

C. Ownership. Sponsor is the exclusive
owner of all Biological Samples and
Biological Sample Analysis Data and the
Contracting Parties shall treat Biological
Samples as Confidential Information.

2.39 Elektronicky  archiv pracovisté
Zkousejiciho. Pokud bude aplikovatelné, CRO
nebo Zadavatel muze pozadat Centrum a
Hlavniho zkouSejiciho, aby pouzili elektronicky
archiv  soubord  pracovisté  Zkous$ejiciho
specifikovany CRO nebo Zadavatelem, nebo
mohou schvalit pouziti elektronického archivu
pracovisté poskytovaného centrem (souhrnné
.sSystém e-ISF“) kudrzovani archivu na
pracovisti Zkou$ejiciho v Centru, ktery bude
obsahovat studijni zaznamy.

a) Pouziti. Pokud bude CRO nebo
Zadavatel pozadovat nebo schvali k
pouziti systém e-ISF, bude Centrum s
jeho pouzivanim souhlasit a zajisti, aby
Hlavni zkouSejici a pracovnici studie
pouzivali systém e-ISF k udrzovani

2.39 Electronic Investigator Site File. If
applicable, CRO or Sponsor may request Center
and Principal Investigator to use an electronic
investigator site file binder solution specified by
the CRO or Sponsor or may approve the use of
an electronic site file binder solution provided by
the Center (collectively “e-ISF Solution”) to
maintain the investigator site file at the Center
that includes Study records.

a. Use. If requested or approved by CRO
or Sponsor to use the e-ISF Solution,
Center will agree to use, and will ensure
that the Principal Investigator and Study
personnel use the e-ISF Solution to
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archivu  pracovisté  ZkouSejiciho v
Centru.
b) Oficialni archiv pracovisté

Zkousejiciho. Smluvni strany souhlasi
s tim, Ze oficialnim archivem pracovisté
ZkouSejiciho a autoritativnim zdrojem
zakladnich dokumentld pro Studii v
Centru  bude elektronicky  archiv
pracovisté Zkou$ejiciho, ktery Centrum a
Hlavni zkouSejici uchovavaji
prostfednictvim systému e-ISF.

maintain the investigator site file at the
Center.

b. Official Investigator Site File. The
Parties agree that the official investigator
site file and the authoritative essential
documents source for the Study at the
Center will be the electronic investigator
site file that the Center and Principal
Investigator maintain through the e-ISF
Solution.

Clanek 5 — Prava na vysledky

Article 5 — Rights to Results

5.9 Smiluvni strany zajisti, aby Clenové studijniho
tymu pridélili vSechna sva vlastnicka prava k
vysledkim uvedenym v ¢lanku 5.1 Zadavateli.

5.9 The Contracting Parties will ensure that Study
Team Members assign all of their proprietary
rights to Results detailed in Article 5.1 to the
Sponsor.

5.10 S vyjimkou pouziti uvedeného v Protokolu
Zadavatel neudéluje smluvnim partnerdm zadna
vyslovna ani predpokladanad prava na duSevni
vlastnictvi na Hodnoceny |ék Zadavatele ani na
jakékoli metody vyroby nebo pouzivani
Hodnoceného Iéku Zadavatele.

5.10 Except for, and limited to, the use specified
in the Protocol, Sponsor grants Contracting
Partners no express or implied intellectual
property rights in the Sponsor Drug or in any
methods of making or using the Sponsor Drug.

Clanek 6 — Zachovavani divérnosti

Article 6 — Confidentiality

6.8 Jakakoli data (jak jsou definovana v ¢lanku
10.1), kterd Hlavni zkouSejici nebo Centrum
shromazduje, zpracovava, uklada, prevadi nebo
pouziva v souvislosti s provadénim a podavanim
zprav o studii, musi byt pro Gcely této Smlouvy
rovnéz identifikovdna a povazovéana za ddvérné
informace a podléhaji ustanovenim ¢€lanku 6.

6.8 Any Data (as defined in Article 10.1) that
Principal Investigator or Center collects,
processes stores, transfers, or uses in
connection with the conduct and reporting of the
Study is also to be identified and treated as
Confidential Information for purposes of this
Agreement and subject to the provisions of Article
6.

Clanek 10 — Ochrana a zvefejiiovani osobnich

Article 10 - Personal Data Protection and

udaju

Disclosure

10.5 V zajmu transparentnosti vztahG se
ZkouS$ejicimi a studijnimi pracovisti nebo k
zajidténi souladu s platnymi mistnimi zakony
mulze Zadavatel zverejnit podporu, kterou
poskytuje podle této Smlouvy. V takovém
zvefejnéni Zadavatelem muaze byt identifikovano
jak Centrum, tak Hlavni zkouSejici, ale bude se
jasné rozliSovat mezi platbami nebo jinymi
odménami pro instituce a témi, které se provadéji
jednotlivetim.

10.5 In the interest of transparency relating to its
relationships with investigators and study sites or
to ensure compliance with applicable local law,
Sponsor may publicly disclose the support it
provides under this Agreement. Such a
disclosure by Sponsor may identify both the
Center and the Principal Investigator but will
clearly differentiate between payments or other
transfers of value to institutions and those made
to individuals.

10.6 Zadavatel si vyhrazuje pravo urcit Hlavniho
zkouSejiciho a Centrum v souvislosti se
seznamem protokolu v databazi klinickych
hodnoceni  Narodniho dstavu zdravi ve
Spojenych statech (United States National
Institutes of Health, NIH), jinymi vefejné
dostupnymi vypisy probihajicich klinickych studii

10.6 Sponsor reserves the right to identify the
Principal Investigator and Center in association
with a listing of the Protocol in the United States
National Institutes of Health (NIH) Clinical Trials
Data Bank, other publicly available listings of
ongoing clinical trials, or other trial subject
recruitment services or mechanisms
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nebo jinymi sluzbami & mechanismy pro nabor
subjektll hodnoceni.

Clanek 12 — Ukonéeni

Article 12 — Termination

12.9 Pokud smluvni partnefi nebudou dodrzovat
podminky ¢&lanku 13.3, Zadavatel mize Studii
okamzité ukoncit na zakladé pisemného
oznameni a neposkytne Centru zadnou dalSi
platbu podle této Smlouvy, bez ohledu na jakékoli
aktivity, které smluvni partnefi podnikli, nebo
dohody tretich stran, jez smluvni partnefi uzavrel
pred ukon€enim Smlouvy.

12.9 If Contracting Partners fail to comply with the
terms of Article 13.3, Sponsor may terminate the
Study immediately upon written notice and will
not provide Center with any further payment
under this Agreement, regardless of any activities
that Contracting Partners have undertaken or
third-party agreements that Contracting Partners
entered into before termination.

Clanek 13 — Ruzné

Article 13 — Miscellaneous

13.14 Zadavatel je zamyS$lenym pfijemcem této
Smlouvy jako tfeti strana a je opravnén pfimo
vymahat vesSkera sva prava vyplyvajici z této
smlouvy. Pokud tfeti strana ziska prava na
Zadavatellv pfipravek a Zadavatel prevede
sponzorstvi studie na treti stranu, Zadavatel
muze volné prevést neéktera nebo vSechna sva
prava a povinnosti podle této Smlouvy na nového
zadavatele.

13.14 Sponsor is an intended third-party
beneficiary to this Agreement and is entitled to
enforce directly any and all of its rights under it.
If a third party acquires rights in the Sponsor Drug
and Sponsor transfers sponsorship of the Study
to the third party, Sponsor may freely transfer any
or all of its rights and obligations under this
Agreement to the new sponsor.

13.15 Uverejnéni_upravené smlouvy. Pred
uzavrenim této Smlouvy poskytne CRO centru
redigovanou verzi Smlouvy ve formatu word
(.Upravena smlouva“). Poskytovatel vyZaduje
pred podpisem Smlouvy zaslat odsouhlasenou
finalni verzi Smlouvy ve strojoveé ¢itelném formatu
s podbarvenym textem, ktery Zadavatel povazuje
za obchodni tajemstvi. Poskytovatel je povinen
ziskat souhlas Zadavatele pred tim, nez bude
kone¢nou verzi Smlouvy dale ménit nad ramec
podbarveného textu ze strany Zadavatele.

Do 5 dna od prijeti Upravené smlouvy uvefejni
Centrum Upravenou smlouvu v registru smluv
vedeném Ministerstvem vnitra (dale jen ,registr
smluv®) v souladu se zdkonem 340/2015 Sb. o
registru smluv. Centrum poskytne CRO duikazy o
uveiejnéni Upravené smlouvy, jakmile to bude
rozumné proveditelné. Pokud CRO neobdrzi
dikaz o uvefejnéni Upravené smlouvy do 7 dni
od pfijeti Upravené smlouvy Centrem, bude CRO
nebo Zadavatel opravnén uvefejnit Upravenou
smlouvu v registru smluv. Strany berou na
védomi, ze Smlouva neni U¢inna, dokud nebude
uverejnéna v registru smluv, a souhlasi s tim, ze
nebudou zahajeny zadné smluvni aktivity
souvisejici se Studii, dokud obé strany neobdrzi
potvrzeni o tomto uvefejnéni. Veskeré pisemné
zmény provedené podle podminek této Smlouvy
budou upraveny a uvefejnény v souladu s
postupem stanovenym v tomto ¢lanku.

13.15 Publication of Redacted Agqreement.
Before execution of this Agreement, CRO will
provide Center with a redacted version of the
Agreement in  word format (“Redacted
Agreement”). Prior to signing the Agreement, the
Center requires that the agreed final version of
the Agreement with highlighted language, which
the Sponsor considers to be a business secret, is
submitted in a machine-readable format to the
Center. The Center is obliged to obtain the
Sponsor approval before the final version of the
Agreement is further changed beyond the
highlighted language by the Sponsor.

Within 5 days of receipt of the Redacted
Agreement, Center will publish the Redacted
Agreement in the contract registry maintained by
the Ministry of the Interior (“Contract Registry”)
in accordance with Act 340/2015 Coll. on
Contract Registry. Center will provide CRO with
evidence of publication of the Redacted
Agreement as soon as is reasonably practicable.
If CRO does not receive evidence of publication
of the Redacted Agreement within 7 days of
receipt of the Redacted Agreement by Center,
CRO or Sponsor will be entitled to publish the
Redacted Agreement in the Contract Registry.
The parties acknowledge that the Agreement is
not effective until published in the Contract
Registry and agree that no contracted Study-
related activities will commence until both parties
are in receipt of confirmation of such publication.
Any written amendments made pursuant to the
terms of this Agreement shall be redacted and
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Smluvni strany berou na védomi, ze nedojde
k iniciatni navstévé a dodavce Hodnoceného

published in accordance with the procedure set
out in this Article.

The Contracting Parties acknowledge that there
will be no initiation visit performed and no Study

léku do okamziku uvefejnéni konec¢ného | drug delivered until the final document is
dokumentu v registru smluv. published in the Contracts Registry.
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