CLINICAL STUDY AGREEMENT

between
Parexel International (IRL) Limited
and
and
Fakultni nemocnice Hradec Kralové

Pfizer Protocol # || Gz

This Clinical Study Agreement (“Agreement”)
among

Parexel International (IRL) Limited, with a
place of business at

70 Sir John Rogerson's Quay

Dublin 2

Irsko

ID: 541507

VAT ID: IE 3249971HH (“CRO”)

and

., of
Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolska 581, 500 05
Hradec Krélové — Novy Hradec Krélové,
Czech Republic

Employee of Fakultni nemocnice Hradec
Kralové and clinician at Clinic of Oncology
and Radiotherapy

(“Principal Investigator”),
and

Fakultni nemocnici Hradec Kralové,

With a place of business at Sokolska 581, 500
05 Hradec Kralové — Novy Hradec Krélové,
Czech Republic, ID: 00179906, VAT ID:
CZ00179906 (“Institution”),

SMLOUVA O KLINICKEM
HODNOCENI
mezi

Parexel International (IRL) Limited

a
]

a

Fakultni nemocnici Hradec Kralové

Protokol spole¢nosti Pfizer ¢. ||| GTGIN

Tato Smlouva o klinickém hodnoceni (déle jen
,,Tato smlouva o klinickém hodnoceni (dale
jen ,,.Smlouva‘) mezi

Parexel International (IRL) Limited, se
sidlem v

70 Sir John Rogerson's Quay

Dublin 2

Irsko

Registraéni ¢islo spole¢nosti: 541507

DIC DPH (EU VAT ¢&.): IE 3249971HH
(ddle jen ,,CRO%)

a

Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolské 581, 500 05
Hradec Krélové — Novy Hradec Krélové,
Ceska republika

zaméstnancem Fakultni nemocnice Hradec
Kralové a Ilékafem Kliniky onkologie a
radioterapie

(dale jen ,,Hlavni zkouSejici“),

a

Fakultni nemocnici Hradec Kralové,

se sidlem Sokolska 581, 500 05 Hvradec
Krdlové — Novy Hradec Krédlové, Ceska

republika, ICO: 00179906, DIC: CZ00179906
(déle jen ,,Poskytovatel),
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when signed by all parties, is effective as of
publication in the register of contracts, in
accordance with the requirement, the modified
Contract will be published according to Article
15.2 (Publication of the Redacted Contract).

Pfizer Inc. 235 East 42nd Street, New York,
NY 10017, USA (“Pfizer”) wishes to sponsor
a clinical study entitled

" (“Study™)

to be conducted by Principal Investigator at
Institution under the Pfizer protocol identified
above (“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.

The parties agree as follows:

1. Responsibilities

1.1

Principal Investigators and

Research Staff. The study will
be led by the Principal
Investigator, who is an
employee of the Institution.
The Institution may not entrust
the conduct of the study to

po podpisu vSemi stranami nabyva ucinnosti
ke dni uvetejnéni v registru smluv, v souladu
s pozadavkem bude upravend Smlouva
uvefejnéna podle Clanku 15.2 (Uvetejnéni
Redigované Smlouvy).

Spolecnost Pfizer Inc. 235 East 42nd Street,
New York, NY 10017, USA (ddle jen
,spolecnost  Pfizer) je zadavatelem
klinického hodnoceni s nazvem

“ (déle jen ,,Studie®),

které bude provadéno pod vedenim Hlavniho
zkouSejictho u Poskytovatele podle vyse
uvedeného protokolu spolecnosti Pfizer (dale
jen ,,Protokol*). Spole¢nost Pfizer delegovala
odpovédnost za fizeni této studie, vcCetné
uzavirdni smluv a monitorovani studie, na
CRO a opravnila CRO zavazovat spolecnost
Pfizer k plnéni veSkerych zdvazkid v této
Smlouvé, u kterych je vyslovné uvedeno, ze
ndleZi spolec¢nosti Pfizer.

Strany se dohodly na néasledujicim:
1. Povinnosti

1.1 Hlavni zkousejici a
Spolupracovnici. Studii
povede Hlavni zkouSejici, ktery
je zameéstnancem
Poskytovatele.  Poskytovatel

nesmi povefit vedenim studie
jiného Hlavniho zkousSejiciho
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1.2

another Principal Investigator
without the prior written
consent of the CRO. The
Principal Investigator and the
Institution shall ensure that
only appropriately trained and
qualified  individuals  will
cooperate as co-investigators
and researchers (hereinafter
referred to as “Co-workers™) in
the conduct of the study.

Compliance Obligations. The
Principal Investigator and the
Institution are responsible to
the CRO and Pfizer that all
personnel participating in the
Study will comply with the
terms of this Agreement, the
recommendations  of  the
International Conference on
Harmonization  of  Good
Clinical Practice (ICH GCP)
and relevant laws, regulations
and government guidelines,
including Act No. 378/2007
Coll., on medicinal products, as
amended (hereinafter referred
to as the "Drugs Act"), Decree
of the Ministry of Health and
the Ministry of Agriculture No.
226/2008 Coll.,, on good
clinical practice and detailed

conditions for the clinical
evaluation of medicinal
products, in as amended,

Decree of the Ministry of
Health and Ministry of
Agriculture No. 86/2008 Coll.,
on establishing the principles of
good laboratory practice in the
field of medicines, as amended,
Decree of the Ministry of
Health and Ministry of
Agriculture No. 84/2008 Coll.,
on correct pharmacy practice,

1.2

bez predchoziho pisemného
souhlasu  CRO. Hlavni
zkousejici a  Poskytovatel
zajisti, Ze pri provadeni studie
budou jakoZto spoluzkousejici
a vyzkumni pracovnici (ddle
jen ,»Spolupracovnici®)
spolupracovat pouze
jednotlivci, ktefi jsou piislu§né
vySkoleni a kvalifikovéani.

Zavazky ohledné dodrzovéni
predpisti. Hlavni zkousSejici a
Poskytovatel odpovidaji CRO a
spolecnosti Pfizer za to, Ze
vSichni pracovnici podilejici se

na Studii budou dodrzovat
podminky této  Smlouvy,
doporuceni Mezindrodni

konference pro harmonizaci
spravné klinické praxe (ICH
GCP) a pfisluSné zdkony,
nafizeni a vladni pokyny,
véetné€ zakonu ¢. 378/2007 Sb.,
o léCivech, ve znéni pozdé&jSich
predpist (ddle jen ,Zakon
o lé¢ivech®), vyhlasku
Ministerstva zdravotnictvi a

Ministerstva zemé&délstvi
¢. 226/2008 Sb., o spravné
klinické praxi a blizSich
podminkdch klinického

hodnoceni 1é¢ivych piipravka,
ve znéni pozdé&jSich predpist,
vyhlasku Ministerstva
zdravotnictvi a Ministerstva
zemédélstvi €. 86/2008 Sb.,
o stanoveni zdsad sprdvné
laboratorni praxe v oblasti

1éCiv, ve znéni pozdéjsich
predpist, vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédelstvi
¢. 84/2008 Sb., o spravné
lékarenské  praxi, bliZSich
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1.3

closer conditions for handling
medicines in  pharmacies,
healthcare facilities and other
operators and facilities
dispensing medicines
preparations, as amended, and
Act No. 372/2011 Coll., on
health services and conditions
for their provision, as amended.
The Principal Investigator will
bear overall responsibility for
the conduct of the Study,
including all  obligations
imposed on the Principal
Investigator by the relevant
regulations  governing the
conduct of clinical research.
The Institution will ensure
adequate supervision of the

activities of the Principal
Investigator within the
Institution.

Pfizer GCP Training. Prior to
enrollment of any Study
Subjects (as defined in Section
4, Subject Enrollment),
Principal Investigator and any
sub-investigators will complete

the  Pfizer-provided Good
Clinical  Practice  training
course (“Pfizer GCP

Training”). Any investigators
who later join the Study will
complete the Pfizer GCP
Training before performing
Study-related duties. For
studies of applicable duration,
Principal Investigator and sub-
investigators  will complete
Pfizer GCP Training every
three years during the term of
the Study, or more often if there
are significant changes to the
ICH GCP guidelines or course
materials.

1.3

podminkéach zachdzeni s 1éCivy

v lékdrnach,  zdravotnickych
zatizenich a u  dalSich
provozovatellT a  zafizeni

vyddvajicich 1é¢ivé piipravky,
ve znéni pozdéjsich predpist a
zdkon ¢. 372/2011 Sb.,
o zdravotnich ~ sluzbdch a
podminkach jejich
poskytovani, ve znéni
pozdéjsich predpist.  Hlavni
zkouSejici ponese celkovou
odpovédnost za provadéni
Studie  vcéetné¢  veSkerych
povinnosti, které Hlavnim
zkouSejicim ukladaji piislusné
pfedpisy upravujici vedeni
klinickych vyzkum.
Poskytovatel zajisti
odpovidajici  dohled  nad
¢innosti Hlavniho zkouSejiciho
v ramci Poskytovatele.

Skoleni spravné klinické praxe
(GCP) poskytované
spoleCnosti Pfizer. Pred tim,
nez dojde k zatfazeni subjektl
do Studie (definovaném v
Clanku 4, Zatazeni subjektl)
absolvuji Hlavni zkouSejici a
vSichni spoluzkousejici Skoleni

spravné klinické praxe
poskytované spolecnosti Pfizer
(dile jen ,Skoleni GCP

spole¢nosti Pfizer). Vsichni
zkousejici, ktefi se do Studie
zapoji  pozd€ji,  absolvuji
Skoleni GCP spole¢nosti Pfizer
pted tim, nez zacnou vykonavat
povinnosti souvisejici se Studii.
U dlouhodobych studii
absolvuji Hlavni zkouSejici a
vSichni spluzkousejici Skoleni
GCP spole¢nosti Pfizer kazdé
ti1 roky po dobu trvani Studie
nebo i cCastéji, jestlize dojde
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1.4

Compliance with Global Trade
Controls. The parties agree that
activities under this Agreement
may be subject to applicable
import, export, and economic
sanctions laws and regulations
(“Global Trade Control
Laws”). Institution, Principal
Investigator and CRO will
comply with all applicable
Global Trade Control Laws.

The parties confirm that none
of the activities under this
Agreement will (1) take place in
a Restricted Market; (i1)
involve individuals from or
ordinarily resident in a
Restricted Market; and (iii)
involve companies,
organizations, or
Governmental Entities from a
Restricted Market. “Restricted
Market” shall mean the
Crimean Peninsula, Cuba, the
Donbass Region, Iran, North
Korea, Sudan, and Syria.

Each party represents and
warrants that (1) it is not on any
Restricted Party Lists (defined
below); (ii) it is not owned or
controlled by any individual or
entity on any Restricted Party
Lists; and (iii) that it will not
involve any individual or entity
on any Restricted Party Lists in
the activities under this
Agreement. In the event that an

1.4

k vyznamnym zméndm
v pokynech ICH GCP nebo
v materidlech Skoleni.

DodrZovani regulace svétového
obchodu. Strany se dohodly, ze
¢innosti v rdmci této Smlouvy
mohou byt predmétem
platnych omezeni dovozu,
vyvozu a zdkond a nafizeni o
hospodatskych sankcich
(,,Z4kony o kontrole globdlniho
obchodu®). Poskytovatel,
Hlavni zkousSejici a CRO budou
jednat v souladu se vSemi
platnymi Zikony o kontrole
globélniho obchodu.

Strany potvrzuji, Ze Z4adna z
¢innosti podle této Smlouvy (i)
nebude probihat v oblastech
omezeného trhu; (ii) nebudou
do ni zapojené osoby s mistem
pobytu v oblastech omezeného
trhu; a (iii)) nebudou do ni
zapojené firmy, organizace,
nebo vladni subjekty z oblasti
omezeného trhu. ,,Omezeny
trh* jsou tyto oblasti Krymsky

poloostrov, Kuba, oblast
Donbasu, Iran, Severni Korea,
Sidéan a Syrie.

Kazda ze stran prohlasuje a
zaruuje, 7e (1) neni na
Seznamech omezenych stran
(jak jsou definovény nize); (ii)
neni ve vlastnictvi nebo pod
kontrolou jakékoli osoby nebo
subjektu uvedeném na
jakémkoliv Seznamu
omezenych stran; a (iii) Ze do
Cinnosti dle této Smlouvy
nezapoji jakékoli osoby nebo

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

5



1.5

individual or entity on a
Restricted Party List is
included in activities under this
Agreement, the party
connected with such individual
or entity will immediately
notify the other party and
suspend the relevant affected
activities, including any and all
affected payments, until the
parties agree to go forward.

With respect to this Agreement,
Restricted Party Lists include
the Consolidated Screening
List

(https://www.export.gov/conso
lidated _screening_list); the
Excluded Parties List System
(https://www.sam.gov); and
the Consolidated List of
Persons, Groups, and Entities

Subject to E.U. Financial
Sanctions
https://ecas.europa.cu/headqua
rters/headquarters-

homepage/8442/consolidated-
list-sanctions_en

Ethics Committee/State
Institute for Drug Control.
Before the Study is initiated,
CRO will obtain or will procure
a third party to obtain approval
of the Study and informed
consent document by the State
Institute for Drug Control
(“SUKL”) and the Ethics

1.5

subjekty uvedené na
Seznamech omezenych stran.
V piipad¢, Ze bude zjiSténo, Ze
jednotlivec  nebo  subjekt
uvedeny na Seznamech
omezenych stran se ucCastni
¢innosti podle této Smlouvy,
strana spojend s témito osobami
nebo subjekty, bude ihned
informovat druhou stranu a
pozastavi piislusné ovlivnéné
¢innosti, véetné vSech
ovlivnénych plateb, do té doby,
dokud se strany nedohodnou na
pokracovéni.

S ohledem na tuto Smlouvu,
Seznamy omezenych stran
zahrnuji Consolidated
Screening List (konsolidovany
provefovaci seznam)
(https://www.export.gov/conso
lidated screening list); the
Excluded Parties List System
(seznam vyloucenych stran)
(https://www.sam.gov); a
Consolidated List of Persons,
Groups, and Entities Subject to
E.U. Financial Sanctions
(konsolidovany seznamu osob,
skupin a subjektd, na néZ se
vztahuji finan¢ni sankce EU)
(https://eeas.europa.eu/headqu
arters/headquarters-
homepage/8442/consolidated-
list-sanctions_en).

Etickd komise/Statni dstav pro
kontrolu 1é¢iv. Pied zahdjenim
Studie obdrZzi CRO nebo zajisti,

aby treti strana obdrZela,
schvaleni Studie véetne
dokumentu informovaného

souhlasu Stitnim dstavem pro
kontrolu 1é¢iv  (ddle jen
LSUKL®) a etickou komisi.
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Committee. CRO will use
reasonable  endeavours  to
ensure that the Study is subject
to continuing oversight by the
Ethics Committee/SUKL
throughout its conduct. In case
of multi-center studies, CRO
will submit request for opinion
to only one Ethics Committee
for multi-center study and at
the same time, CRO will
submit request for opinion to
Ethics Committee of
institutions where the
respective clinical study should
be performed.  Should no
Ethics Committee be
established for some of the
places of planned performance
of the clinical study, the Ethics
Committee for multi-center
study would provide its opinion
for such a place.

Funding. The CRO shall provide the
Institution with funding for the Study
and shall reimburse the Institution for
services provided in connection with
the conduct of the Study as defined in
Appendix A and in accordance with the
terms set forth in this Agreement. The
Institution and  the  Principal
Investigator hereby agree to provide
this Agreement to the relevant Ethics
Committee of the Institution and the
Ethics Committee for Multicenter
Studies to document the modification
of the Study conditions according to
the Medicines Act. The Institution
confirms that payments to the
Institution are in accordance with
applicable laws and any applicable
rules and procedures of the Institution.
All payments will be made in favor of
the Institution. The sponsor and the

CRO vynalozi ptiméiené usili k
zajisténi toho, aby byla Studie

v prabéhu trvani nadaile
pfedmétem dohledu etické
komise/SUKL. V  piipadé
multicentrickych studif

piedlozi CRO zidost o posudek
pouze jedné etické komisi pro
multicentrické studie a zdroven
predlozi CRO Zadost o posudek
prislusné etické komisi
Poskytovatel, kde tato Studie
bude provadéna. Jestlize pro
nckteré z pracovist”
planovanych  pro  vedeni
klinické studie nebude zfizena

zadnd etickd komise, pak
posudek pro takovéto
pracovi§t¢  poskytne etickd
komise pro multicentrické
studie.

Financovéni. CRO zajisti

Poskytovateli financovini Studie a
uhradi Poskytovateli odménu za sluzby
poskytované v souvislosti
s provadénim Studie tak, jak jsou
vymezeny v Piiloze A, a podle

podminek  stanovenych v  této
Smlouvé. Poskytovatel a Hlavni
zkousejici timto souhlas{ S

poskytnutim této Smlouvy piisluSné
etické komisi Poskytovatele a etické
komisi pro multicentrické studie k
doloZeni dpravy podminek Studie dle
Zakona o lécivech.  Poskytovatel
potvrzuje, Ze platby pro Poskytovatele
jsou v souladu s platnymi pravnimi
predpisy a jakymikoliv
aplikovatelnymi pravidly a postupy
Poskytovatele. Veskeré platby budou
ucinény ve prospéch Poskytovatele.
Zadavatel a CRO se zavazuji, Ze

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

7



CRO undertake not to enter into a
separate agreement with the Principal
Investigator or any Collaborator for
this Study.

2.1 Investigator Meetings. 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. If the Institution is
required to authorise the
attendance of Principal
Investigator at such meetings,
then this authorisation shall not
be unreasonably withheld or
delayed.

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

neuzaviou s Hlavnim zkouSejicim ani
s Zzddnym Spolupracovnikem separdtni
smlouvu pro tuto Studii.

2.1 Schuzky zkousejicich. Pokud
se Hlavni zkouSejici nebo jini
pracovnici podilejici se na
Studii musi zdcastnit schiizek
zkousSejicich pro tuto Studii,
CRO zafidi a pfimo uhradi
dopravu a ubytovdni a pokryje
pfiméfené ndklady na
stravovani v souvislosti
s témito schizkami, nebude
vSak za  takovou  ucast
poskytovat odménu.  Pokud
Poskytovatel musi schvalit
ucast Hlavniho zkousejiciho na

téchto schuzkach, toto
schvaleni nebude
nepiiméfenym zpusobem

odmitano nebo odkladano.

2.2 Zvetejnéni informaci
spoleCnosti Pfizer. V zdjmu
transparence svych vztahi se
zkouSejicimi  a  studijnimi
pracoviSti nebo  z davodu
zajisténi dodrzovani
piisluSnych mistnich pravnich
predpisi.  mulZe spolecnost
Pfizer = zvefejnit  finan¢ni
odménu, kterou podle této
Smlouvy poskytuje. Takové
zvefejnéni spolecnosti Pfizer
muze identifikovat jak
Poskytovatele, tak 1 Hlavniho
zkousejiciho, ale bude zietelné
rozliSovat mezi platbami a
jinymi pfevody hodnot, jeZ jsou
poukdzany Poskytovatelem, a
témi, jeZ jsou poukdzdny
jednotlivetm.
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Protocol. Principal Investigator will
conduct the Study and Principal
Investigator and Institution  will
perform all Study-related activities in
accordance  with the Protocol,
including, but not limited to, the
requirements relating to Institutional
Review Board or Independent Ethics
Committee (“IRB/IEC”) approval and
adverse event reporting.

3.1 Amendments. The Protocol
may be modified only by a
written amendment, approved
by Pfizer, the Principal
Investigator, and the
responsible  IRB/IEC  and
SUKL (“Amendment”)
except, as described in the
Protocol,  for  emergency
changes necessary to protect
the safety of the Study Subjects
(as defined in Section 4,
Subject Enrollment). If it is
necessary to deviate from the
Protocol on an emergency basis
for the safety of the subjects
currently under treatment,
Principal Investigator  will
notify CRO and/or Pfizer and
the responsible Ethics
Committee and SUKL (as
applicable) as soon as
practicable but, in any event, no
later than one calendar day
after the change is made. No
such change made for the
safety of Study Subjects
currently under treatment will
be applied to any future Study
Subjects unless it is approved
by CRO and/or Pfizer and the
responsible Ethics Committee
and SUKL (as applicable) and
documented in a written
Protocol Amendment.

Protokol. Hlavni zkousejici povede
studii a Hlavni zkouSejici a
Poskytovatel budou provadét veskeré
¢innosti souvisejici se Studii v souladu
S Protokolem, zejména plnit
poZadavky souvisejici se souhlasem
prislusné etické komise Poskytovatel
nebo etické komise pro multicentrické
studie (déle jen ,, EK*) a s hldSenim
nezadoucich ptihod.

Protokol miZe byt
zménén pouze pisemnym
dodatkem schvélenym
spoleCnosti Pfizer, Hlavnim
zkousSejicim, odpovédnou EK a
SUKL (ddle jen ,,Dodatek*),
s vyjimkou naléhavych zmén
nezbytnych z divodu ochrany
bezpe¢nosti subjektt  Studie
(definovanych v ¢lanku 4,
Zatazeni subjektl) tak, jak jsou
popsany v Protokolu. Je-li
nezbytné odchylit se od
Protokolu z naléhavych divodi
tykajicich  se  bezpecnosti
subjektt, které pravé
podstupuji 1écbu, uvédomi o
tom Hlavni zkouSejici CRO

3.1  Dodatky.

a/nebo  spole¢nost  Pfizer,
odpovédnou etickou komisi a
SUKL (podle konkrétni

situace) co moznad nejdiive,
avSak ne pozdéji nez jeden
pracovni den po provedeni
zmény. Zadni takovd zména
provedend z divodu zajiStén{
bezpec¢nosti Subjektl Studie,
ktefi praveé podstupuji 1écbu, se
nebude vztahovat na Zzadné
budouci  Subjekty  Studie,
pokud nebude schvilena CRO
nebo  spolecnosti  Pfizer,
odpovédnou etickou komisi a
SUKL  (podle  konkrétni
situace) a doloZena jako

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

9



3.2  No Additional Research. No
additional research may be
conducted on Study Subjects
(as defined in Section 4,
Subject Enrollment) during the
conduct of the Study or on
biological samples collected
during the conduct of the Study
unless it is approved by Pfizer
and documented as an
Amendment to the Protocol or
made subject to mutually
agreeable terms otherwise
documented by the parties.

Subject Enrollment. The Principal
Investigator and the Institution have
agreed to enroll (through the Principal
Investigator) eligible Study
Participants in the Study during the
period determined by Pfizer, unless the
CRO, based on Pfizer's prior
instructions, changes the enrollment
period by written notice. An eligible
participant is a person who meets all
the criteria of the Protocol for inclusion
in the Study (hereinafter referred to as
the "Study Subject"). The expected
number of enrolled Study Subjects is 5
(five), enrollment is competitive.

4.1 Multi-Center _Studies. The
CRO may, based on Pfizer's
prior instructions, prematurely
terminate the enrollment of
Subjects in a Study if the total
number of Subjects required for
a multicenter Study has been
enrolled before the end of the

enrollment period for that
Study.
4.2.  Study duration. The

pisemny Dodatek k Protokolu.

3.2 Zédny dodate¢ny vyzkum. Na
subjektech Studie
(definovanych v ¢lanku 4,
Zatazeni subjektl) nebo na
biologickych vzorcich
odebranych v prubéhu Studie
nesmi byt v prubéhu Studie
provadén 7iddny dodateCny
vyzkum, pokud to neni
schvéleno spolecnosti Pfizer a
zdokumentovano  Dodatkem
k Protokolu nebo uc¢inéno za
vzajemné pfijatelnych
podminek, zaznamenanych
stranami jinym zpuisobem.

Zatazeni subjekti. Hlavni zkouSejici a
Poskytovatel se dohodli, Ze v priitb¢hu
doby stanovené spolecnosti Pfizer
zafadi  (prostfednictvim  Hlavniho
zkousejictho) do Studie zpisobilé
ucastniky Studie, ledaze CRO na
zdklade ptedchozich pokynl
spolecnosti Pfizer nezméni obdobi
zafazovani pisemnym ozndmenim.
Zpisobily ucastnik je osoba, kterd
spliuje vSechna kritéria Protokolu pro
zatazeni do Studie (ddle jen ,,Subjekt
studie®). Predpokladany pocet
zatazenych Subjektid studie je 5 (pét),
nabor je kompetitivni.

4.1 Multicentrické Studie. CRO
muze na zdkladé predchozich
pokynii  spoleCnosti  Pfizer
pfedCasné ukoncit zatfazovani
Subjektii do Studie, jestlize

bylo dosazZeno zatazeni
celkového poctu  Subjektl
potfebného pro

multicentrickou Studii  pred
koncem zatfazovaciho obdobi
pro tuto Studii.

4.2.  Trvéni studie. Pfiblizné datum
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approximate date expected for
the start of the Study is
_ ("Study start
date") and the end of the Study
is I Sy
end date).

5. Study Conduct

5.1

5.2

Charging  Study  Subjects.
Neither Principal Investigator
nor Institution will charge a
Study Subject or third-party
payer for Investigational Drug
(see Section 8, Investigational
Drug) or for any services
reimbursed by CRO under this
Agreement.

Safety Measures and Serious
Protocol or ICH GCP
Breaches. Principal
Investigator and the Institution
(directly or indirectly through
the Principal Investigator) will
inform CRO immediately of
any urgent safety measures
taken by Principal Investigator
to protect Study Subjects
against immediate hazard.
Principal  Investigator and
Institution (directly or
indirectly through the Principal
Investigator) will inform CRO
immediately of any serious
breaches of the Protocol or of
ICH GCP guidelines of which
Principal ~ Investigator  or
Institution becomes aware.

11

predpoklddané pro zahdjeni
Studie
(,,datum zahdjeni Studie®) a
konec Studie
(“datum ukonceni Studie”).

5. Provadéni Studie

5.1

5.2

Uétovéni poplatkéi Subjektiim
studie. Hlavni zkouSejici ani
Poskytovatel nebude uctovat
Subjektim studie ani tfetim
platcim hodnocené 1é€ivo (viz
¢lanek 8, Hodnocené 1éC¢ivo)
ani jiné sluzby, které hradi
CRO podle této Smlouvy.

Bezpecnostni ~ opatieni  a
zdvaznd  poruSeni pravidel
Protokolu nebo pokyni ICH
GCP. Hlavni zkouSejici a
Poskytovatel budou (pfimo ¢i
nepiimo prostfednictvim
Hlavniho zkousSejiciho)
neprodlené informovat CRO v
piipadé jakéhokoli urgentniho
bezpecnostniho opatteni, které
Hlavni zkouSejici pouzije za

ucelem  ochrany  Subjekta
studie proti okamzZitému riziku.
Hlavni zkousSejici a
Poskytovatel budou (pfimo ¢i
nepiimo prostfednictvim
Hlavniho zkousSejiciho)
okamzit¢ informovat CRO
v piipadé Jjakéhokoli
zavazného poruseni Protokolu
nebo pokyni ICH GCP,

o kterych se Hlavni zkouSejici
nebo Poskytovatel dozvi.

(Czech language) 20211027 1.0
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Data Protection and FDA Financial
Disclosure

6.1 Personal Data. Pfizer,
Institution  and  Principal
Investigator shall comply with
the protection of personal data
terms and obligations set forth
in Attachment D.

6.2  Financial Disclosure. Where
the Study is deemed by Pfizer
to be a “covered study” for the
purpose of the United States
Food and Drug Administration
regulation entitled “Financial

Disclosure by Clinical
Investigators”  (the  “FDA
Regulation™), Principal
Investigator  agrees, and

Principal  Investigator  or
Institution, as appropriate, will
ensure  that  any sub-
investigator engaged in the
Study agrees, to disclose to
CRO and Pfizer all relevant
financial and other information
(including details of equity
interests in Pfizer or any of its
affiliates) relating to the
Principal Investigator or sub-
investigators, as the case may
be (and, where relevant, spouse
and dependants of Principal
Investigator or sub-
investigator) as required by
CRO to enable Pfizer to
comply with the FDA
Regulation.

Ochrana udaju a sdélovani finanénich
informaci FDA

6.1 Osobni ddaje. = Spolec¢nost
Pfizer, Poskytovatel a Hlavni
zkousejici budou  spliovat
podminky a povinnosti ohledné
ochrany  osobnich  uddaji
uvedené v Priloze D.

6.2 Sdélovani finan¢nich
udaju. V ptipadech, kdy

spoleCnost Pfizer shledd, ze se
na Studii vztahuje nafizeni
amerického Ufadu pro kontrolu
potravin a 1éCiv  (,,FDA®)
nazvané ,,Sd€lovani financnich
informaci  zkouSejicimi v
klinickém vyzkumu* (dale jen
,Narizeni FDA®), Hlavni
zkouSejici souhlasi a Hlavni
zkousSejici nebo Poskytovatel
(podle konkrétnich okolnosti)
zajisti souhlas vSech
spoluzkousejicich, podilejicich
se na Studii, se sd€lovanim
veskerych ptislusnych
finan¢nich a dalSich informaci
CRO a spolecnosti Pfizer
(vCetné informaci
o majetkovych podilech ve
spole¢nosti Pfizer nebo jejich
piidruzenych  spole¢nostech)
tykajicich se Hlavniho
zkousSejiciho nebo
spoluzkousejicich (podle
konkrétnich  okolnosti) (a
v relevantnich piipadech také
jejich manZzeld, manZelek a
osob na nich zévislych), jak to
vyzaduje CRO, aby umozZnili
spoleCnosti ~ Pfizer  splnit
pozadavky Nafizeni FDA.
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7. Informed Consent and  Subject
Recruitment.

7.1 Informed Consent. Principal

Investigator will obtain a

7.2

written informed consent for
each Study Subject and will
maintain a signed original of
that consent in that Study
Subject’s record. CRO and/or
Pfizer will provide a template
informed consent document for
the Study which has been
approved by the IEC and
SUKL, including the
information and  consents
required for the processing of
the personal data of the Study
Subjects. Institution and
Principal Investigator must not
make any changes to this
document with the prior written
approval of the CRO or Pfizer
(including any revisions made
during the course of the Study)
before the revised informed
consent document is used for
the Study. The Institution and
Principal Investigator must not
recruit potential subjects to
participate in the Study,
commence the research
covered under this Agreement,
or administer the
Investigational  Drug  (as
defined below) to the Study
Subjects unless and until a
valid informed consent has
been obtained from each Study
Subject.

Subject Recruitment. Principal
Investigator will provide CRO
an opportunity to review and
approve the content of any
Study recruitment materials

7.

Informovany souhlas a nabor subjektu.

7.1

7.2

Informovany souhlas. Hlavni
zkousejici ziskd informovany
souhlas od kazdého subjektu

studie a uloZi podepsany
stejnopis  tohoto  souhlasu
v zdznamech piislusného
Subjektu studie. CRO nebo
spole¢nost  Pfizer poskytne
predlohu dokumentu

informovaného souhlasu pro
studii, kterd byla schvdlena EK
a SI:TKL, zahrnujictho 1
informace a souhlasy potiebné
pro zpracovani osobnich tdajl
Subjekta studie. Poskytovatel a
Hlavni  zkouSejici  nesmi
provadét zadné zmeény tohoto
dokumentu, aniZ by obdrzeli
pfedchozi pisemny souhlas
CRO nebo spolecnosti Pfizer
diive, nez upraveny dokument
informovaného souhlasu
pouziji pro Studii (vCetné
jakychkoli tprav provedenych
behem Studie). Poskytovatel a
Hlavni  zkouSejici  nesmi
provadét ndbor potencidlnich
Subjektii pro dcast ve Studii,
zahdjit vyzkum, na ktery se
vztahuje tato Smlouva, nebo
podévat hodnocené 1éCivo (tak,
jak  je definovdno nize)
Subjektiim studie, dokud nebyl
ziskdn platny informovany
souhlas od kaZzdého Subjektu
studie.

Nabor _ subjekti. Hlavni
zkousejici  poskytne  CRO
piileZitost provéfit a schvdlit
obsah  veskerych materidlt
tykajicich se ndaboru do Studie
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directed to potential Study
Subjects before such materials
are used. This requirement
applies to all such materials,
regardless of medium.

7.3 Adverse Events. Institution will
ensure, through  Principal
Investigator,  reporting  of
adverse events experienced by
Study Subjects in accordance
with  instructions in the

Protocol and applicable
regulations. This includes,
where required, prompt

reporting by telephone or
facsimile to CRO and/or Pfizer.
Accordingly, CRO and/or
Pfizer will, so far as is lawful,
have full responsibility for the
reporting of all adverse events

to local and international
regulatory  and/or  health
authorities.

Investigational Drug. CRO will

arrange for Institution to receive, at no
charge, sufficient quantities of the
Pfizer product that is being studied
(“Pfizer Drug”) to allow Principal
Investigator to conduct the Study.
Unless  otherwise indicated in
Attachment A (Study Budget and
Payment Terms), CRO will also
arrange for Institution to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required
drug that CRO or Pfizer provides or
covers the cost of is, together with the
Pfizer Drug, considered

zam¢efeného na  potencidlni
Subjekty studie pred tim, nez
tyto materidly pouzije. Tento
pozadavek se vztahuje na
veSkeré tyto materidly bez
ohledu na médium.

7.3 Nezadouci piihody.
Poskytovatel zajist
prostifednictvim Hlavniho

zkousejiciho, aby byly
nahlaSeny vSechny neZadouci
piithody, které se u Subjekta
studie vyskytnou, v souladu s
pokyny uvedenymi v Protokolu
a platnych predpisech. Kde je
to vyzadovéno, hlaseni
zahrnuje bezodkladné hlaSeni
CRO a spolecnosti Pfizer
telefonicky nebo faxem. V
tomto ohledu ponese CRO
nebo spolecnost Pfizer
v zdkonem daném rozsahu
plnou odpovédnost za hlaseni

vSech nezadoucich  ptihod
mistnim a zahrani¢nim
kontrolnim ¢ zdravotnim
uradim.

Hodnocené 1é¢ivo.
Poskytovatel ~ bezplatné obdrzel
dostate¢né mnozstvi piipravku
spoleCnosti Pfizer, ktery je pfedmétem
hodnoceni, (,,Jé¢ivo  spolecnosti
Pfizer), aby tim umoznilo Hlavnimu
zkouSejicimu provadét Studii. Neni-li
v Ptiloze A (Rozpocet studie a platebni
podminky) uvedeno jinak, CRO zajisti,
aby Poskytovatel obdrzel také jakakoli
dalsi 1é¢iva vyzadovand  podle
Protokolu, a to bezplatn€ nebo néklady
na né pokryje (napf. placebo,
srovndvaci 1é¢ivo, soub€zné podavané
1éCivo).  Jakékoli dalSi Protokolem
vyzadované 1écivo, které CRO nebo
spolecnost Pfizer poskytuje nebo jehoz

CRO zajisti, aby
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"Investigational Drug." The
Investigational Drug shall be supplied
in sufficient quantity, in accordance
with Act No. 3782007 Coll to
Institution’s  pharmacy. Institution
hereby undertakes to ensure that the
Investigational Drug be stored
separately from other medication in the
pharmacy, and its  preparation,
inspection, preserving and dispensing
(hereinafter only “Investigational Drug
Handling”) be performed in compliance
with Protocol, Pfizer and/or CRO
instructions and also pursuant to
generally binding legal regulations
specified above under Sec. 1.3, and the
Good Pharmacy Practice, as well as the
terms and conditions stipulated by
applicable Directives issued by State
Institute for Drug Control.

Institution will appoint two
appropriately qualified and experienced
pharmacists. The pharmacists will hold
current practising certificates (with no
restrictions) and be registered with the
professional ~ governing body of
pharmacists in the Czech Republic
pursuant to applicable laws, who shall
be responsible for Investigational Drug
Handling and keeping full records
thereon. Immediately after appointing
such pharmacists, Institution shall notify
CRO in writing of the name and
surname of the appointees along with
the appropriate contact details, if
applicable. Principal Investigator
hereby undertakes to use and administer
the Investigational Drug directly from
Institution’s pharmacy in compliance
with the Protocol and in doses required
for each individual Study Subject visit.

The parties have agreed that the Pfizer
drug will be delivered to the

naklady kryje, je spolecné s léCivem
spoleCnosti  Pfizer povazovdno za
,Hodnocené 1é¢ivo“. Hodnocené
1éCivo bude v dostateCném mnozstvi,
v souladu se z.¢.378/2007 Sb., dodano
do 1ékarny Poskytovatele. Poskytovatel
se timto zavazuje, Ze zajisti, aby bylo
Hodnocené 1écivo uloZeno v lékarné
oddélen¢ od ostatnich 1éCiv, a aby
ptiprava, kontrolovéni, uchovdvani a
vyddvani Hodnoceného 1éCiva (ddle jen
,nakldddni shodnocenym 1éc¢ivem")
probihaly v souladu s Protokolem a
pokyny spolecnosti Pfizer nebo CRO,
déle se vSeobecné zdvaznymi pravnimi
predpisy uvedenymi ve €lanku 1.3 vyse,
se spravnou lékdrenskou praxi a rovnéz
dle pravidel a podminek stanovenych
v piisluSnych ~ smérnicich / pokynech
vydanych Statnim dstavem pro kontrolu
1é¢Civ.

Poskytovatel ur¢i dva nélezité
kvalifikované a zkuSené I1ékarniky.
Lékarnici budou drziteli platnych
profesnich osvédceni (bez omezeni),
budou zapsani u oficidlni profesni
organizace 1ékarnikii v Ceské republice
v souladu s pfisluSnymi pravnimi
pfedpisy a budou odpovidat za
nakladani s Hodnocenym 1é¢ivem a za
vedeni kompletni dokumentace o této
¢innosti. Poskytovatel neprodlené po
jejich jmenovani pisemné ozndmi CRO
jméno a piijmeni uvedenych osob
spolu s nalezitymi kontaktnimi udaji.
Hlavni zkousSejici se zavazuje, Ze bude
Hodnocené 1é¢ivo pouzivat a poddvat
piimo z 1€kédrny Poskytovatel v souladu
s  Protokolem a v  ddvkich
pozadovanych pro jednotlivé studijni
navstévy Subjekti studie.

Strany se dohodly, Ze 1écivo
spole¢nosti Pfizer bude doruc¢eno do

lékarny Poskytovatele — adresa
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Institution's pharmacy - address of the
pharmacy:  Nemocni¢éni lekarna
Fakultni nemocnice Hradec Kralové
(building no. 20), Sokolska 581, 500
05 Hradec Kralové - Novy Hradec
Kralové, Czech Republic, will be
properly packaged and marked in
accordance with the provisions of
section 19 paragraph 1 letter e) of
Decree No. 226/2008 Coll., on good
clinical practice, and will be delivered
from Monday to Friday from 7:00 a.m.
to 2:00 p.m.

8.1 Custody and  Dispensing.
Principal  Investigator and
Institution ~ will  maintain
appropriate control of supplies
of Investigational Drug and
will not administer or dispense
it to anyone who is not a Study
Subject, or provide access to it
to anyone except Study
personnel.

8.2  Use. Principal Investigator and
Institution will use
Investigational Drug only as
specified in the Protocol and in
strict accordance with
Pharmaceuticals Law and other
applicable legal regulations.
Any other use of
Investigational =~ Drug by
Principal ~ Investigator  or
Institution or permitted by
Principal ~ Investigator  or
Institution constitutes a
material  breach of this
Agreement.

8.3 Ownership of Pfizer Drug.
Pfizer Drug is and remains the
property of Pfizer. Except for,
and limited to, the use specified
in the Protocol, Pfizer grants

1ékarny: Nemocni¢ni  lékarna
Fakultni nemocnice Hradec
Kralové (budova ¢. 20), Sokolska
581, 500 05 Hradec Kralové - Novy
Hradec Kralové, Ceska republika,
bude fadn¢ zabaleno a oznaCeno v
souladu s ustanovenim paragrafu 19
odst. 1 pism. e) vyhlasky ¢.226/2008
Sb., o spravné klinické praxi, a bude
dorucovano od pondéli do péatku od
7:00 do 14:00 hodin.

8.1 Uchovédvani a vydej. Hlavni
zkousSejici a  Poskytovatel
budou provadét odpovidajici
kontrolu dodévek
Hodnoceného 1é¢iva a nepodaji
nebo nevydaji 1é¢ivo nikomu,
kdo neni Subjektem studie, ani
k nému neumoZni pfistup
nikomu Jjinému nez
pracovnikiim Studie.

8.2  Pouziti. Hlavni zkouSejici a
Poskytovatel zajisti, ze
hodnocené 1é¢ivo bude
pouzivano pouze zplsobem
stanovenym v Protokolu a v
pfisném souladu se Zikonem o
1é¢ivech a s dalSimi
pfisluSnymi pravnimi piedpisy.
Jakékoli jiné pouziti nebo
povoleni pouziti Hodnoceného
lé¢iva Hlavnim zkouSejicim
nebo Poskytovatelem
pfedstavuje zdsadni poruSeni
této smlouvy.

8.3 Vlastnictvi 1é¢iva spolecnosti
Pfizer. Lécivo spole€nosti
Pfizer je a zlistane vlastnictvim
spole¢nosti Pfizer. S vyjimkou
omezenou na pouZiti uréené v
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10.

neither Principal Investigator
nor Institution any express or
implied intellectual property
rights in the Pfizer Drug or in
any methods of making or
using the Pfizer Drug.

Equipment or Materials. The CRO or
Pfizer may provide, or cause the
vendor to provide, certain equipment
(“Equipment”) or proprietary materials
for use by the Principal Investigator or
Institution during the conduct of the
study. Such Proprietary Materials may
include computer software,
methodologies, rating scales, and other
tools owned or licensed by the CRO or
Pfizer (collectively, the ‘“Materials”).
The Equipment or Materials to be
provided for the Study and any
requirements relating thereto are in a
separate loan agreement which sets out
the terms and conditions of the
Equipment loan.

Confidential Information. During the
course of the Study, Principal
Investigator or Institution may receive
or generate information that is
confidential to CRO, Pfizer, or a Pfizer
affiliate.

10.1  Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential

Information” includes:

a. the Protocol,

10.

Protokolu spole¢nost Pfizer
neudéluje Hlavnimu
zkousejicimu ani
Poskytovatele Zadna vyslovna
ani konkludentni prava k
duSevnimu vlastnictvi ohledné
Léciva spolecnosti Pfizer nebo
k jakymkoli metoddm vyroby
nebo pouziti LéCiva spole¢nosti
Pfizer.

Vybaveni nebo materidly. Vybaveni
nebo materidly. CRO nebo spolecnost
Pfizer mize poskytnout nebo zajistit,
aby prodejce poskytl, urCité vybaveni
(dale jen ,,Vybaveni*) nebo chranéné

materidly pro pouziti Hlavnim
zkouSejicim nebo Poskytovatelem
béhem provadéni studie.  Takové

chrdnéné materidly mohou zahrnovat
pocitaCovy software, metodologie,
hodnotici $kédly a jiné néstroje, které
CRO nebo spolecnost Pfizer vlastni
nebo pouzivini na zdkladé licence
(spolecn¢ dile jen ,Materialy®).
Vybaveni nebo Materidly, které maji
byt pro Studii poskytnuty, a veskeré
pozadavky, které se k nim vztahuji,
jsou v samostatné smlouvé o vypujcce,
kterd stanovi podminky a okolnosti
vypijcky Vybaveni.

Duvérné informace. V pribéhu Studie
muze  Hlavni  zkouSejici  nebo
Poskytovatel obdrzet nebo vytvofit
informace, které jsou pro CRO,
spoleCnost Pfizer nebo piidruZzenou
spolecnost spole¢nosti Pfizer divérné
povahy.

10.1  Definice. Pokud neni v ¢lanku
10.2 niZe, Vyluky déle uvedeno
jinak, ,,Davérné informace*

zahrnuji:
a. Protokol,
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the Investigator
Brochure,

Study Data (as defined
in Section 11, Study
Data, Biological
Samples, and Study
Records below),
Biological Sample
Analysis Data  (as
defined in Section 11,
Study Data, Biological
Samples, and Study
Records, below),

Attachment A (Study
Budget and Payment
Terms) to this
Agreement, and

any other information
related to the Study, the
Pfizer Drug, or CRO,
Pfizer, or Pfizer affiliate
technology, research, or
business plans that
CRO, Pfizer, or a Pfizer
affiliate provides to
Principal Investigator
or Institution in writing
or other tangible form
and marks as
CONFIDENTIAL or
initially discloses orally
and then summarizes
and confirms in writing
as CONFIDENTIAL
within 30 days after the
date of oral disclosure.
Information of the type
described in this
Section 10.1.f. that is
disclosed orally will
also be considered
Confidential
Information even if not
later confirmed in
writing if the

Soubor informaci pro
zkousSejiciho,

Studijni ddaje (jak je
definuje ¢lanek 11,
Studijni tdaje studie,
biologické vzorky a
studijni zdznamy),
udaje analyz
biologickych  vzorkd,
jak jsou definovany v
¢lanku 11, Studijni
udaje, biologické
vzorky a  studijni
zaznamy ),

pfilohu A (Rozpocet
studie a  platebni
podminky) této
Smlouvy a

veskeré dalsi informace
souvisejici se Studif,
s Lécivem spoleCnosti

Pfizer nebo
s technologil,

vyzkumem nebo
obchodnimi plany
CRO, spolecnosti
Pfizer nebo jejich
pfidruZzenych

spolecnosti, které CRO,
spolecnost Pfizer nebo
nckterd jeji pridruzena
spole€nost  poskytne
Hlavnimu zkousejicimu
nebo Poskytovatele
v pisemné nebo jiné
hmotné  podobé a
oznaéi jako DUVERNE
nebo které jim piivodné
sd€li ustn€ a nasledné
shrne a potvrdi pisemné
jako DUVERNE do 30
dnlt ode dne ustniho
sdéleni. Ustné sd&lené
informace popsané
v ¢lanku 10.1.f. vySe
budou téZ povazovany
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10.2

confidential nature of
the disclosure is
reasonably apparent to
the other party.

Exclusions. Confidential
Information does not include
information that:

a. is in the public domain
at the time of disclosure
or during the term of
this confidentiality
obligation by means
other than breach of this
Agreement by Principal
Investigator or
Institution,

b. is already known to
Principal Investigator
or Institution at the time
of disclosure and is free
of any obligations of
confidentiality,

C. is obtained by Principal
Investigator or
Institution, free of any
obligations of
confidentiality, from a
third party who has a
lawful right to disclose

it, or
d. is independently
developed, as

documented by written
records, by Principal
Investigator’s

personnel or
individuals within
Institution who had no

za davérné informace, 1
v pripadé, Ze nedojde
k pozdé&jsimu
pisemnému  potvrzeni
jejich divérnosti,
pokud je  davérny
charakter jejich sd€leni
druhé strané pfimétenc
zfejmy.

Vyluky. Dutvérné informace
nezahrnuji takové informace:

které  jsou  vefejné
dostupné v dob¢ jejich
sdéleni nebo v dobé
trvdni tohoto zdvazku
mlcenlivosti jakymkoli
jinym zpusobem, nez
porusSenim této
Smlouvy
Poskytovatelem nebo
Hlavnim zkouSejicim,
které jsou jiz Hlavnimu
zkousSejicimu nebo
Poskytovatele zndmy v
dob¢ jejich sdé€leni a
nepodléhaji  zZddnému
zavazku mlcenlivosti,
které Hlavni zkouSejici
nebo Poskytovatel
ziskali bez jakéhokoli
zavazku  mlcenlivosti
od treti strany, kterd ma
zakonné pravo je sdilet,
nebo

které jsou vytvofeny
nezdvisle tak, jak je
doloZeno  pisemnymi
zdznamy, persondlem
Hlavniho zkousSejiciho
nebo osobami v ramci
Poskytovatel, které
nem¢ly k dvérnym
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10.3

10.4

access to Confidential
Information.

Confidentiality of Personal
Data. All Personal Data (as
defined in Attachment D) that
Principal ~ Investigator  or
Institution 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
the purposes of this Agreement.

Obligations of Confidentiality.
Unless CRO or Pfizer provides
prior written consent, Principal
Investigator and Institution
may not use Confidential
Information for any purpose
other than that authorized in
this Agreement, nor may they
disclose Confidential
Information to any third party
except as authorized in this
Agreement or as required by

law, including applicable

regulations.

a. CRO and Pfizer
specifically  authorize
any required disclosure
of Confidential

Information to SUKL,
IRB/IEC or regulatory
authority
representatives.

b. Permitted uses of Study
Data and Biological

10.3

10.4

informacim pfistup.

Duvérnost — Osobnich — tdaju.
VSechny Osobni ddaje (podle
definice v Priiloze D), které
Hlavni zkousejici nebo
Poskytovatel shromazduje,
zpracovavd, uklada, prenasi
nebo pouzivd ve spojitosti s
provadénim studie a
poddvanim  zprdv o Studii,
budou pro ucely této Smlouvy
pokladany za davérné
informace, a bude s nimi takto
zachdazeno.

Zavazek mlcenlivosti. Hlavni
zkouSejici ani  Poskytovatel
nesméji  bez  predchoziho
pisemného souhlasu CRO nebo
spolecnosti  Pfizer pouZivat
diavérné informace za Zadnym
jinym tcelem nez tim, k némuz
je opraviuje tato Smlouva, a
didle Hlavni zkouSejici ani
Poskytovatel nesméji sdélit
diavérné informace zadné treti
stran€ s vyjimkou situaci, v
nichZ je k tomu opraviiuje tato
Smlouva, nebo v nichz to

vyzaduji  pfislusné  pravni

predpisy.

a. Spole¢nost  Pfizer a
CRO vyslovné dovoluji
jakékoli  pozadované
sdéleni divérnych
informaci SUKL, EK
nebo z4stupciim
ptislusného kontrolniho
ufadu.

b. Dovolena pouZziti

Studijnich  udaji  a
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10.5

Sample Analysis Data
are described in Section
15 (Publications) of this
Agreement, and use of
Personal Data 18
discussed in Section 6
(Data Protection and
FDA Financial
Disclosure).

Disclosure Required by Law.
If disclosure of Confidential
Information  beyond  that
expressly authorized in this
Agreement is required by law,
that disclosure does not
constitute a breach of this
Agreement so long as the party
disclosing the information:

a. notifies CRO in writing
as far as possible in
advance of the
disclosure so as to allow
CRO or Pfizer to take
legal action to protect

1ts Confidential
Information,

b. discloses only that
Confidential

Information required to
comply with the legal
requirement, and

C. continues to maintain
the confidentiality of
this Confidential
Information with
respect to all other third
parties.

10.6  Survival of Obligations. For

10.5

10.6

udaja analyz
biologickych  vzorkt
jsou popsdna v c¢lanku
15 (Publikace) této
Smlouvy a pouziti
Osobnich 1udaji jsou

popsdna v ¢lanku 6
(Ochrana  ddaji  a
sdélovani  finan¢nich
informaci FDA).

Sdéleni informaci pozadované
zdkonem. Je-li pravnimi
pfedpisy pozadovano sdéleni
divérnych  informaci nad
rdmec vyslovn€ dovoleny touto
Smlouvou, nepredstavuje
takové  sdéleni  informaci
poruseni této Smlouvy, pokud
strana, kterd tyto informace
sd¢€luje:

a. pfedem pisemné
informuje CRO, s co
nejvetsim moznym
casovym  piedstihem
pred sdélenim

informaci, aby CRO
nebo spolecnost Pfizer
mohly podniknout
veSkeré pravni kroky
k ochran¢  svych
divérnych informaci,
b. sd€li pouze ty davérné
informace, které jsou
vyZadovdany ze zdkona,

a
C. bude nadale zachovavat
davérny charakter
téchto divérnych

informaci ve vztahu ke
vSem ostatnim tfetim
stranam.

Pretrvani zavazku.
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10.7

Confidential Information other
than Personal Data (as defined
in Attachment D), Study Data,
and Biological Sample
Analysis Data (as defined in
Section 11, Study Data,
Biological Samples, and Study
Records), these obligations of
nonuse and nondisclosure
survive termination of this
Agreement and continue for a
period of five years after
termination.  Confidentiality
obligations for Personal Data,
Study Data, and Biological
Sample Analysis Data survive
for as long as Principal
Investigator or  Institution
retain this information, subject
to the permitted uses and
disclosures described  in
Attachment D and Section 15

(Publications) of this
Agreement.

Return of Confidential
Information. If requested by
CRO and/or Pfizer in writing,
Principal  Investigator and
Institution will return all
Confidential Information

except that required to be
retained at the Study site or by

Principal  Investigator by
applicable regulation.
However, Principal
Investigator and Institution
may each retain a single
archival copy of  the
Confidential Information to
determine the scope of

obligations incurred under this
Agreement.

Study Data, Biological Samples, and

11.

10.7

U dtvérnych informaci kromé
Osobnich ddaji  (jak jsou
definovany v Piiloze D),
Studijnich udaji a tidaj analyz
biologickych vzorkil (jak jsou
definovany v ¢lanku 11,
Studijni ddaje, biologické
vzorky a studijni zdznamy)
ptetrvavaji zdvazky o nepouZiti
a mlcenlivosti i po ukonceni
této Smlouvy a trvaji po dobu
pcti let od jejiho ukonceni.
Zavazek mlcenlivosti ohledné
Osobnich udajii, Studijnich
udaji  a  Udaji  analyz
biologickych vzorkl pietrvava
po celou dobu, po kterou bude
tyto informace Hlavni
zkouSejici nebo Poskytovatel
uchovavat, pod podminkou
dovoleného pouziti a sdélovani
popsaného v Piiloze D a ¢lanku
15 (Publikace) této Smlouvy.

Vriceni divérnych informaci.
Hlavni zkousejici a
Poskytovatel vrati na pisemnou
zadost CRO nebo spole¢nosti
Pfizer veSkeré davérné
informace kromé téch, u nichZ
pfislusné piedpisy pozaduji,
aby byly wuchovdviny na
zkouSejicim pracovisti nebo
v rukou Hlavniho zkouSejiciho.
Hlavni zkousSejici a
Poskytovatel si vSak mohou
kazdy ponechat jednu archivni
kopii davérnych informaci k
urceni rozsahu zdvazkl
vyplyvajicich z této Smlouvy.

Studijni udaje, biologické vzorky a
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Study Records

11.1

Study Data. During the course
of the Study, Principal
Investigator will collect certain
data, as specified in the
Protocol, and submit it to CRO,
Pfizer or Pfizer’s agent (“Study
Data”). Study Data may
include Personal Data of Study
Subjects. 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 Pfizer.

a. Ownership of Study
Data. Subject to
Principal Investigator’s
right to use Study Data
to publish the results of
the Study (see Section
15, Publications),
Pfizer is the exclusive
owner of all Study Data.

b. Medical Records.
Study  Subject-related
medical records that are
not submitted to CRO
or Pfizer may include
some of the same
information as is
included in Study Data;
however, neither CRO
nor Pfizer makes any

studijni zaznamy

11.1

Studijni ddaje studie. B&hem
studie ~ shromdzdi  Hlavni
zkousejici urcité ddaje uvedené
v Protokolu, a pfedloZi je CRO,
spolecnosti Pfizer nebo

zastupci  spolecnosti  Pfizer
(dale jen ,Studijni tdaje ).
Studijni udaje mohou
obsahovat ~ Osobni  udaje
subjektl Studie. Hlavni
zkouSejici  zajisti  vcasné

shromazdéni, zaznamenani a
ptedloZeni Studijnich udaji,
véetné dodrzovani casového
harmonogramu zaddvani tdaji

stanoveného v  dokumentu
PoZadavky na vyplnéni
Zdznamniku subjektu

hodnoceni, ktery Hlavnimu
zkouSejicimu poskytne CRO
nebo spolec¢nost Pfizer.

a. Vlastnictvi Studijnich
udaji. S vyhradou
prava Hlavniho
zkousSejictho na pouZiti
Studijnich udaji
k publikaci  vysledki

Studie (viz Clanek 15,
Publikace) je vylu¢nym
vlastnikem vSech
Studijnich udaja
spole¢nost Pfizer.

b. Zdravotni zaznamy.
Zdravotni zaznamy
tykajici se Subjekth
studie, které se nejsou
poskytovany CRO nebo
spolecnosti Pfizer,
mohou obsahovat urcité
informace, které jsou
totozné s informacemi
ve Studijnich ddajich ;
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claim of ownership to
those documents or the
information they
contain.

Data Review by CRO.
CRO and/or Pfizer will
review the Study Data it
receives on an ongoing
basis. CRO and/or
Pfizer will comply with
applicable regulations
requiring notification of

participating
investigators of new
safety information

about the Pfizer Drug
(as defined in Section 8
of this Agreement).
CRO and/or Pfizer
further commits to
promptly notify
Principal Investigator
of any other new
information of which
CRO and/or Pfizer
becomes aware that
could affect the safety
of the Study Subjects or
influence the conduct of
the Study.

Study Results.  After
analysis of Study Data

from all sites is
complete, CRO or
Pfizer will provide
Principal Investigator
with a summary of the
overall results of the
Study. CRO and Pfizer
encourage Principal

nicméné¢ CRO  ani
spoleCnost  Pfizer si
nevyhrazuje narok na
vlastnictvi téchto
dokumentti nebo v nich
obsaZenych informaci.

Kontrola tdaju
provadénd CRO. CRO
nebo spolecnost Pfizer
bude obdrzené Studijni
tdaje prabézné
kontrolovat. CRO nebo
spolecnost Pfizer bude
dodrZovat platné
pfedpisy  stanovujici
povinnost informovat
zucastnéné  zkousejici

o novych udajich
o bezpecnosti  Léciva
spolecnosti Pfizer
(podle definice
v ¢lanku 8 této

Smlouvy). CRO nebo
spoleCnost Pfizer se
dédle zavazuje sd¢lit bez
prodleni Hlavnimu
zkousejicimu  veSkeré
dalsi nové informace,
které = CRO  nebo
spoleCnost Pfizer ziska
a které by mohly
ovlivnit bezpecnost
Subjektii studie nebo
provadéni Studie.

Vysledky Studie. Po

dokonceni analyzy
Studijnich  ddaji ze
vSech pracovist’,

poskytne  spolecnost
Pfizer nebo CRO
Hlavnimu zkousejicimu

shrnuti celkovych
vysledkt studie. CRO a
spolecnost Pfizer
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11.2

Investigator to
communicate the
results, as appropriate,
to the Study Subjects.
If within two years after
Study completion
Pfizer identifies results
that could affect Study
Subject safety, CRO or
Pfizer, in consultation

with SUKL/the
IRB/IEC as
appropriate, will
cooperate with
Principal Investigator

or Institution to ensure
that those results are
appropriately

communicated to the
Study  Subjects by
Principal Investigator
or Institution.

Biological Samples. If so
specified in the Protocol and
the informed consent
document, Principal
Investigator may collect and
provide to CRO, Pfizer or their
designee biological samples
obtained from Study Subjects

(e.g., blood, urine, tissue,
saliva, etc) for testing that is not
directly related to Study
Subject care or  safety
monitoring, such as
pharmacokinetic,

pharmacogenomic, or

biomarker testing (‘“Biological
Samples”). Biological Samples
are genetic data being a special
category of personal data
according to the GDPR.

11.2

doporucuji  Hlavnimu
zkouSejicimu, aby
vhodnym  zplsobem
sdélil vysledky
Subjektim studie.
Pokud spolecnost
Pfizer do dvou let od
dokonceni studie
identifikuje  vysledky,
které by mohly ovlivnit
bezpe¢nost  Subjektl
studie, bude CRO nebo
spolecnost Pfizer po
poradé se SUKL/EK
vhodnym  zplsobem
spolupracovat

s Hlavnim zkouSejicim
nebo Poskytovatelem a
zajisti, aby tyto
vysledky byly Hlavnim
zkousejicim nebo
Poskytovatelem
odpovidajicim
zptisobem sdéleny
Subjektim studie.

Biologické vzorky. Je-li to
stanoveno v Protokolu a v

dokumentu informovaného
souhlasu, muze Hlavni
zkouSejici odebirat a

poskytovat CRO, spole¢nosti
Pfizer nebo jejich urcenému
zastupci  biologické vzorky
(napf. krev, moc¢, tkan, sliny
atd.) ziskané od Subjektt studie
k  testum, které  pfimo
nesouviseji s pé¢i o Subjekty
studie nebo s monitorovanim
bezpecnosti, jako jsou
farmakokinetické nebo
farmakogenomické testy nebo
testovani biomarkerti (ddle jen

,,Biologické vzorky*®).
Biologické vzorky jsou
genetické  udaje  zvlastni
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Use. Neither Principal

Investigator nor
Institution  will  use
Biological Samples

collected wunder the
Protocol in any manner
or for any purpose other
than that described in
the Protocol. CRO and
Pfizer will use
Biological Samples
only in ways permitted
by the informed consent
under which they were
obtained.

Analysis Data. CRO,
Pfizer, or their

designees  will test
Biological Samples as
described in the
Protocol. Unless
otherwise specified in
the Protocol, neither
CRO nor Pfizer plan to
provide the results of
these tests (“Biological
Sample Analysis
Data”) to Principal
Investigator, Institution
or Study Subject. If
CRO or Pfizer does
provide Biological
Sample Analysis Data
to Principal
Investigator or
Institution, that data
will be subject to the
provisions of
Section 11.1 (Study

kategorie osobnich udaji dle

Pouziti. Hlavni
zkousejici ani
Poskytovatel nepouZiji
Biologické vzorky
odebrané podle
Protokolu jinym
zpisobem nebo za
jinym dcelem, nez jaky
je popsan v Protokolu.
CRO a spolecnost
Pfizer budou pouZzivat
Biologické vzorky
pouze zpuisobem
dovolenym

v dokumentu
informovaného
souhlasu, na jehoZ
zéakladé byly ziskdny.

dea]'e analyz. CRO,
spolecnost Pfizer nebo

jimi  urené  osoby
provedou testy
Biologickych  vzorku
zpusobem popsanym v
Protokolu. Pokud neni
v Protokolu stanoveno
jinak, neplanuje CRO
ani spoleCnost Pfizer
poskytnuti  vysledkl
téchto testl (ddle jen
,Udaje analyz
biologickych vzorku‘)
Hlavnimu

zkousSejicimu,

Poskytovatele ani
Subjektu studie.
Jestlize CRO poskytne
Udaje analyz

biologickych  vzorkl
Hlavnimu zkousSejicimu
nebo  Poskytovatele,
budou tyto udaje
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11.3

Data) of this Agreement
and considered part of
Study Data for purposes
of this Agreement and
may be used by
Principal Investigator
to prepare publications
of the results of the
Study (see Section 15,
Publications).

c. Ownership.  Pfizer is
the exclusive owner of
all Biological Samples
and Biological Sample
Analysis Data.

Study Records. The Institution
will store the Study Records of
each Study Subject, which
include copies of all the Study
Data of the  Principal
Investigator, as well as relevant
source documents (collectively

hereinafter referred to as
"Study  Records"),  under
storage conditions ensuring

their stability and protection for
the purposes of the Principal
Investigator and its own 25
years from the end of the Study.
The Institution will perform
free archiving for 5 years in
accordance with Act No.
378/2007 Coll. and for the next
20 years will perform a paid
archiving as described in
Appendix A of this Agreement.
An invoice for paid archiving
will be issued after signing the
Agreement. The Institution will
ensure the confidentiality of
these records (e.g. secure

11.3

podléhat ujednanim
¢lanku 11.1 (Studijni
udaje  studie)  této
Smlouvy, budou pro
ucely této Smlouvy
povazovany za Studijni

udaje a Hlavni
zkouSejici je muZe
pouzit k  pfipravé
publikaci vysledkl
studie (viz ¢lanek 15,
Publikace).

c. Vlastnictvi. Spolecnost
Pfizer je vyluénym
vlastnikem vSech
Biologickych vzorki a
Udajii analyz
biologickych vzork.

Studijni zdznamy.

Poskytovatel bude pro potieby
Hlavniho zkouSejictho a své
vlastni uchovédvat  Studijni
zaznamy kazdého Subjektu
studie, které zahrnuji kopie
vSech Studijnich udaji
Hlavniho zkousSejictho, jakoZ i
ptislusné zdrojové dokumenty
(spole¢n¢ dale jen ,,Studijni
zdaznamy®), za skladovacich
podminek zajiSt'ujicich jejich
stabilitu a ochranu po dobu 25
let od wukonceni Studie.
Poskytovatel provede
bezplatnou archivaci 5 let v
souladu se zdkonem .
378/2007 Sb. a na dalSich 20 let
provede zpoplatnénou
archivaci jak je popsdno v
Priloze A této Smlouvy. Na
zpoplatnénou archivaci bude
vystavena faktura po podpisu
Smlouvy. Poskytovatel zajisti
ochranu  dlvérnosti  téchto
zdznamu  (napf. bezpecné
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external storage). In the event
that, after the expiration of the
above-mentioned period, Pfizer
does not notify the Institution
of the request for further
archiving or does not pay the
fee for further archiving, the
Institution is entitled to dispose
of all archived  Study
documents.

12. Monitoring, Inspections, and Audits

12.1

12.2

Monitoring. CRO intends to
monitor Study conduct. Pfizer,
or an external  service
Institution acting on its behalf,
has the right, but not the
obligation, to co-monitor the
Study. Upon reasonable notice
and during regular business
hours, Principal Investigator
and Institution will permit CRO
or Pfizer representatives access
to the premises, facilities,
Study Records, sub-
investigators, and research staff
as required to monitor Study
conduct. CRO or Pfizer will
promptly  notify  Principal
Investigator of any monitoring
findings that could affect the
safety of Study Subjects or
influence the conduct of the
Study. Principal Investigator
will inform Study Subjects of
such findings as appropriate.

Pfizer Representative Personal
Data. If in the support of a
clinical trial, Pfizer

externi uloZeni). V piipadé, Ze
po uplynuti shora uvedené
lhity Spole€nost Pfizer nesdéli
Poskytovateli poZadavek na
dalsi archivaci ¢i neuhradi
poplatek na dalsi archivaci, je
Poskytovatel ~ oprdvnén  k
likvidaci vSech archivovanych
dokumentil Studie.

12. Monitorovani, inspekce a audity

12.1

12.3

Monitorovdni. CRO md v
umyslu monitorovat provadéni
studie. Spole¢nost Pfizer nebo
externi poskytovatel sluzeb
jednajici jejim jménem ma
pravo, avSak nikoli povinnost,
se na monitorovani studie
spolupodilet. Po ozndmeni, s
ptfiméfenou lhiitou, a béhem
bézné pracovni doby povoli
Hlavni zkousSejici a
Poskytovatel zastupcim CRO
nebo spolecnosti Pfizer ptistup
do prostor, zafizeni, ke
Studijnim zdznamum, a
spoluzkousejicim a
vyzkumnym pracovnikiim tak,
jak to vyzaduje monitorovani

provadéni studie. CRO nebo
spole¢nost Pfizer bude
Hlavniho zkousejicitho

neprodlené informovat o vSech
nalezech monitorovani, které
by mohly ovlivnit bezpecnost
Subjektii studie nebo provadeéni
Studie. Hlavni zkouSejici bude
o takovychto zjiSténich
odpovidajicim zpiisobem
informovat Subjekty studie.

Osobni  ddaje z4stupcu
spole€nosti Pfizer. Pokud je
v prubéhu klinického
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representatives are required to
submit to Institution or
Principal Investigator any
Personal Data, including but
not limited to, name, address,
phone number, government
identifier, or birthdate (“Pfizer
Representative Personal
Data”), Institution and
Principal Investigator will:

a. protect the
confidentiality of Pfizer
Representative
Personal Data using the
same or similar
standards  Institution
and, if applicable,
Principal Investigator
use for their own
employees;

b. not sell or disclose
Pfizer Representative
Personal Data to any
third party except as
required by law;

C. impose similar
confidentiality and
security obligations, by
contract, on any
contracted service
Institutions with whom
Institution or Principal
Investigator may share
Pfizer Representative
Personal Data;

hodnoceni pozadovano, aby
zéstupci  spolecnosti  Pfizer
predali  Poskytovatele své
Osobni udaje, vcetné, ale ne
vyluéng, jména adresy,
telefonniho Cisla,
identifikacniho ¢isla nebo data
narozeni (,,Osobni 1daje

zastupcu spole¢nosti
Pfizer*‘), Poskytovatel bude
postupovat nasledujicim
zplisobem:

a. ochrani divérnost
Osobnich udaji
zastupci  spole¢nosti
Pfizer pouZzitim
stejnych nebo

podobnych  opatfeni,
které pouziva pro své
vlastni zaméstnance;

b. neprodd ani
nezpfistupni ~ Osobni
udaje zastupcii
spolecnosti Pfizer
zadné  tfeti  strané
s vyjimkou piipadi
vyzadovanych
zakonem;

C. ustanovi ve smlouvé

obdobné povinnosti
ohledn¢ divérnosti a
zabezpeceni téchto
udaji vaci  vSem
poskytovatelim sluZeb,
se kterymi by
Poskytovatel mohla
Osobni udaje zastupcl

spole¢nosti Pfizer
sdilet;
d. pfijme prislusna

opatfeni k ochrané proti
neopravnénému pouZiti
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12.3

d. take appropriate
measures to protect
against any
unauthorized wuse or
disclosure of Pfizer
Representative
Personal Data and will
promptly notify Pfizer
of any breach of this
provision.

Inspections and  Audits.
Principal  Investigator and
Institution acknowledge that
the Study is subject to
inspection by  regulatory
authorities worldwide,
including the United States
FDA, and that such inspections
may occur after completion of
the Study and may include
auditing of Study Records.
CRO or Pfizer may also audit
Study Records during or after
the Study as part of its
monitoring of Study conduct.

a. Notification. Principal
Investigator will notify
CRO as soon as
reasonably possible if
the Study or site is
inspected or scheduled
to be inspected by a
regulatory authority in
relation to the Study.

b. Right to be Present. If
not prohibited by law,
Pfizer or CRO will have
the right to be present
during, and participate
in, any such inspection,
audit, investigation, or

12.3

nebo zptistupnéni
Osobnich udajt
zastupc  spolecnosti

Pfizer a bez prodleni
bude spolecnost Pfizer
informovat 0
jakémkoliv  poruSeni
tohoto ustanoveni.

Inspekce a audity.  Hlavni
zkousejici a Poskytovatel berou
na védomi, Ze Studie podléha
inspekci ze strany zahrani¢nich
kontrolnich dradd, véetné FDA
USA, a 7ze ktakovymto
inspekcim mutze dojit i po
dokonceni Studie a mohou
zahrnovat audit  Studijnich
zdznam. CRO nebo
spolecnost Pfizer mohou také
provadét  audit  Studijnich
zdznamu béhem Studie nebo po
jejim dokonceni jako soucast

monitorovani provadéni

Studie.

a. Oznameni. Hlavni
zkousejici bude

informovat CRO co
moznd nejdiive, pokud
kontrolni ufad provede
inspekci pracovisté
v souvislosti se Studii
nebo  pokud  bude

takovéto inspekce
napldnovana.
b. Pravo byt pfitomen.

Neni-li to zakdzdno
zakonem, bude mit
CRO nebo spolecnost
Pfizer = pravo byt
pfitomna a ucastnit se
kazdé takové inspekce,
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regulatory action.

Cooperation. Principal

Investigator and
Institution will
cooperate with

regulatory authority
and CRO or Pfizer
representatives in the
conduct of inspections
and audits and will
ensure  that  Study
Records are maintained
in a way that facilitates
such activities.

Resolution of
Discrepancies.

Institution will, through
Principal Investigator,
promptly resolve any
discrepancies that are
identified between the
Study Data and the
Study Subject’s
medical records.

Inspection Findings and
Responses.  Principal
Investigator and
Institution will
promptly forward to
CRO and Pfizer copies
of any inspection
findings that either
receives from a
regulatory authority in
relation to the Study.
Whenever feasible and
permitted by law,
Principal Investigator
and Institution will also
provide CRO and Pfizer
with an opportunity to
prospectively  review

auditu, Setfeni nebo
kontrolni ¢innosti.

Spoluprice. Hlavni

zkousejici a
Poskytovatel budou
spolupracovat S

kontrolnim tufadem a
zastupci CRO nebo
spoleCnosti Pfizer pii
provadéni inspekci a
auditd a zajisti, aby
Studijni zdznamy byly
vedeny zpusobem,
ktery takovéto Cinnosti
usnadiiuje.

ReSeni  nesrovnalosti.

Poskytovatel bude
prostiednictvim

Hlavniho zkousSejiciho
neprodlené resit
jakékoli zjisténé
nesrovnalosti mezi

Studijnimi  udaji a
zdravotnimi  zdznamy
Subjektl studie.

Nalezy inspekce a

odpovédi. Hlavni
zkousSejici a
Poskytovatel

bezodkladné  predaji
CRO a spole¢nosti
Pfizer kopie veskerych
ndlezi inspekce, které
kdokoli z nich obdrzi
od kontrolniho ufadu,
v souvislosti se Studii.
Kdykoli je to
proveditelné a povolené
ze zakona, Hlavni

zkouSejici a
Poskytovatel také
poskytnou CRO a
spolecnosti Pfizer
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13.

and comment on any
responses to regulatory
authority inspections in
regard to the Study.

124 Study Conduct Evaluations.
CRO, Pfizer or Pfizer’s
external service Institutions

may document and evaluate the
performance of Institution and
Principal Investigator in the
conduct of the Study. CRO and
Pfizer ~ will use  these
evaluations solely for internal
purposes.

Remedies for Breach of Certain Study
Obligations. In the event Principal
Investigator or Institution fails to
comply with any of its obligations set
out in Sections 3 (Protocol), 7
(Informed Consent and Subject
Recruitment), 11 (Study Data,
Biological Samples, and Study
Records) and 12  (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the Study,
and SUKL/relevant IRB/IEC review,
in addition to its right to terminate the
Study immediately under
Section 18.1.c(2), CRO will have
recourse to either or both of the
following alternative remedies:

a. Suspension of Study
Subject enrollment, if
the Study is not yet
fully enrolled, and

b. Suspension  of  all
payments by CRO

13.

prileZitost k
pfipadnému posouzeni
a pripominkdm navrh
odpovédi na vysledky
inspekce  kontrolniho
uradu tykajici se Studie.

12.4  Hodnoceni provadéni studie.
CRO, spolecnost Pfizer nebo
jeji  externi  poskytovatelé
sluzeb mohou dokumentovat a
hodnotit plnéni Poskytovatel a
Hlavniho  zkouSejictho  pfi
provddéni Studie. CRO a
spoleCnost Pfizer pouZziji tato
hodnoceni vyhradné pro vnitini
ucely.

Népravné prosttedky v pfipadé
poruseni urcitych zdvazkd Studie.
V ptipadé€, Ze Hlavni zkouSejici nebo
Poskytovatel nesplni néktery ze svych
zdvazkl stanovenych v clancich 3
(Protokol), 7 (Informovany souhlas a
ndbor subjektl), 11 (Studijni tdaje,
biologické vzorky a studijni zdznamy)
a 12 (Monitorovéani, inspekce a audity)

této  Smlouvy nebo pozadavki
Protokolu  tykajicich se hlaSeni
nezadoucich ptihod, etického

provadéni Studie a kontroly ze strany
SUKL/EK, bude se CRO, kromé svého
prava Studii okamzit€¢ ukoncit podle
Clanku  18.1.c(2), moci uchylit
k jednomu nebo obéma z nasledujicich
napravnych prostfedki:

a. pozastaveni naboru
Subjekti studie, jestlize
neni nabor do Studie

ukoncen a

b. pozastaveni vSech
plateb provadénych
CRO
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14.

Any suspension of enrollment or
payment will continue until Principal
Investigator and Institution return to
compliance with their Study obligations,
as determined by CRO. Use of either or
both of the above remedies does not
preclude CRO or Pfizer from exercising
its right to immediately terminate the
Study if Principal Investigator and
Institution do not become compliant.

Inventions
14.1 Notification. If the conduct of
Study results in any right that
may be granted or recognized
under any legislation regarding
patents, copyrights,
trademarks, industrial designs,
discovery or any other
intellectual and  industrial
property, whether patentable or

not (“Invention”), Principal
Investigator will  promptly
inform CRO.

14.2  Assignment. Principal

Investigator or Institution, as
applicable, will assign, or
ensure that inventors assign, all
interest in any such Invention
to Pfizer, free of any obligation
or consideration beyond that
provided for in this Agreement.
Principal Investigator as the
author (inventor, originator)

and/or Institution, as the
employer of Principal
Investigator exercising

economic rights of Principal
Investigator as the author

14.

Jakékoli pozastaveni ndboru nebo
plateb bude pokracovat do té doby,
dokud Hlavni zkouSejici nebo
Poskytovatel, podle zjisténi CRO,
neobnovi dodrZovani svych zdvazku ze
Studie. PouZiti jednoho nebo obou
ndpravnych prostfedkti nebrani CRO
nebo spolecnosti Pfizer v uplatnéni
jejtho  prdva  okamzit¢  ukoncit
Smlouvu, jestlize Hlavni zkouSejici
nebo Poskytovatel nezacnou dodrzovat
zavazky.

Vyniélezy

14.1 Ozndmeni. Pokud na zdklad¢é
provadéni  Studie  vznikne
né¢jaké pravo, jeZz muze byt
udéleno nebo uzndno na
zdklad¢ jakychkoli pravnich

predpist tykajicich se patentd,
autorskych prdv, ochrannych
zndmek, pramyslovych vzort,
objevi nebo jiného dusevniho
¢i primyslového vlastnictvi,
bez ohledu na to, zda jej lze
patentovat €1 nikoli (déle jen
,Vynalez), bude Hlavni
zkousSejici o této skuteCnosti
bezodkladné informovat CRO.
14.2  Postoupeni. Poskytovatel nebo
Hlavni  zkouSejici  (podle
konkrétni situace) postoupi
veSkerda priva k takovym
Vyndleziim spole¢nosti Pfizer
bez jakychkoli dalsich zavazkl
nebo plateb nad rdmec uvedeny
v této Smlouvé, piipadné zajisti

postoupeni téchto prav
pfisluSnymi vynélezci. Hlavni
zkousejici jako autor
(vyndlezce, pivodce) nebo
Poskytovatel jako
zamg¢stnavatel Hlavniho
zkousejicitho vykondvajici
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14.3

(whichever applicable), hereby
assigns all transferable
intellectual property rights in
any Inventions (namely
Institution’s right to exercise
economic rights to Inventions)
to Pfizer. In the event that the
nature of intellectual property
rights prohibits the assignment
of all or any of such rights as set
forth above, Principal
Investigator and/or Institution
(whichever applicable) hereby
grants to Pfizer an express,
exclusive, irrevocable and
royalty-free license in
perpetuity for use and exercise,
to the extent permitted by
applicable law, of any and all
intellectual property rights in
and to Inventions for any
business purpose Pfizer so

wishes. Notwithstanding the
foregoing, Principal
Investigator and Institution

hereby agree that Pfizer has the
right to grant sub-licenses, or
transfer the license granted to it
under this Article, to third
parties or not to use the license.

Assistance. Principal
Investigator and Institution will
provide reasonable assistance
to Pfizer in filing and
prosecuting any patent
applications relating to
Invention, at Pfizer’s expense.

14.3

hospodaiska prava Hlavniho
zkousSejiciho jako autora (podle

konkrétni situace) timto
postupuje spole€nosti Pfizer
veSkera prevoditelnd prava

k duSevnimu  vlastnictvi ve
vztahu k veSkerym Vyndleziim
(zejména pravo Poskytovatel
vykondvat hospodarskd prava
ve vztahu k Vyndlezim).
Pokud povaha ptredmétnych
prav k duSevnimu vlastnictvi
znemoznuje postoupeni vsech
¢i nekterych téchto prav vyse
popsanym zpusobem, Hlavni
zkousSejici nebo Poskytovatel
(podle konkrétni situace) timto
udéluje  spolecnosti  Pfizer
vyslovnou, vyluénou,
neodvolatelnou a bezplatnou
licenci bez ¢asového omezeni k
uzivani a vykonu veSkerych
prav k duSevnimu vlastnictvi ve
vztahu k Vyndleziim v rozsahu
dovoleném piisluSnymi
pravnimi predpisy pro veskeré
obchodni tucely, jaké si Pfizer
bude prat. Bez ohledu na to,
co je uvedeno vySe, timto

Hlavni zkousejici a
Poskytovatel  souhlasi, Ze
spoleCnost Pfizer ma pravo
udélovat  podlicence  nebo
prevést licenci, kterd ji byla
podle tohoto Clanku
poskytnuta, na tfeti strany,

nebo licenci nevyuZit.

Pomoc. Hlavni zkouSejici a
Poskytovatel poskytnou
pfiméfenou pomoc spolec¢nosti
Pfizer pfi  poddvani a
vytizovani jakychkoli Zadosti o
patent, které se  tykaji
Vyndlezu, a to na ndklady
spolecnosti Pfizer.
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15.

Publications.

15.1

Publication of Study Results.
Pfizer supports the exercise of
academic freedom and has no
objection to publication by
Principal Investigator of the
results of the Study based on
information  collected  or
generated by Principal
Investigator, whether or not the
results are favorable to the
Pfizer Drug.

15.1.1 Prepublication Review.
Principal Investigator
will provide Pfizer an
opportunity to review
any proposed
publication or any other
type of disclosure of the
results of the Study
(collectively,
“Publication) before
it is submitted or
otherwise  disclosed.
Pfizer will review for
unprotected Inventions
(see Section 14,
Inventions) and may
also provide comments
on content. Principal
Investigator will
consider any such
comments in good faith
but is under no
obligation to
incorporate any Pfizer
suggestions.

a. Submission to Pfizer.

15.

Publikace.

15.1

Publikace vysledki Studie.
Spole¢nost Pfizer podporuje
uplatiovani akademické
svobody a nemd Zadné namitky
vaci  tomu, aby Hlavni
zkousejici publikoval vysledky
Studie zaloZené na
informacich, které Hlavni
zkouSejici shromdzdil nebo
vytvofil, at’ jiz budou vysledky
pro léCivo spole¢nosti Pfizer
pfiznivé ¢i nikoli.

15.1.1 Kontrola pied
publikaci. Hlavni
zkouSejici poskytne
spolecnosti Pfizer
prilezitost ke kontrole
jakychkoli  publikaci
nebo jinych zvefejnéni
vysledki Studie

(spolecné¢ dale jen
,,Publikaci*) dfive, nez
budou ke zvefejnéni
pfedloZzeny nebo jinak

zptistupnény.
Spolecnost Pfizer
provede kontrolu

ohledné¢ nechranénych
Vyndlezii (viz ¢lanek
14, Vyndlezy) a miZe
mit rovnéZz piipominky
k jejich obsahu. Hlavni
zkousSejici bude
vSechny takové
pfipominky posuzovat
v dobré vite, ale neni
povinen takové ndvrhy

spolecnosti Pfizer
pouZit.
a. Predlozeni spoleCnosti
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Principal Investigator
will  provide  any
Publication to Pfizer at
least 30 days before it is
submitted for
publication or
otherwise disclosed. If
any patent action is
required to  protect
intellectual ~ property
rights, Principal
Investigator agrees to
delay the disclosure for
a period not to exceed
an additional 60 days.

b. Redaction of
Confidential
Information. Principal
Investigator will, on
request, remove any
previously undisclosed
Confidential
Information before
disclosure, except for
any Study- or Pfizer
Drug-related
information necessary
to the appropriate
scientific presentation
or understanding of the
Study results.

15.1.2 Multi-Center Studies. If Study

is part of a multi-center trial,
Principal  Investigator and
Institution agree that the first
Publication is to be a joint
Publication covering all Study
sites, and that any subsequent
Publications by  Principal
Investigator will reference that
primary Publication. However,
if a joint manuscript has not

Pfizer. Hlavni

zkousejici predlozi
jakoukoli Publikaci
spolecnosti Pfizer
nejmén¢ 30 dni pred
tim, nez bude
predloZena ke

zvefejnéni nebo jinak
zptistupnéna. Pokud je
zapotiebi jakékoli
patentové fizeni s cilem
ochrany prav duSevniho
vlastnictvi, Hlavni
zkousSejici souhlasi s
odloZzenim zvefejnéni
nejvySe o dodate¢nych
60 dnt.

b. Vynechdni Duvérnych
informaci. Hlavni
zkousSejici na pozidani
pred zvetejnénim
odstrani veSkeré diive
nezvetejnéné Duivérné
informace s vyjimkou

vSech informaci
souvisejicich se Studii
nebo Lécivem

spoleCnosti Pfizer, které
jsou  nezbytné  pro
odpovidajici védeckou

prezentaci nebo
porozuméni vysledkiim
Studie.

15.1.2 Multicentrické studie. JestliZe

je Studie soucasti
multicentrického  hodnoceni,
Hlavni zkouSejici souhlasi, Ze
prvni Publikaci bude spole¢nd
Publikace zahrnujici vSechna
pracovisté Studie a Ze nasledné
Publikace Hlavniho
zkousejictho budou odkazovat
na tuto primdrni Publikaci.
Nicméné pokud nebyl spole¢ny
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been submitted for publication
within 12 months of
completion or termination of
Study at all participating sites,
Principal Investigator is free to
publish separately, subject to
the other requirements of this
Section 15.

15.1.3 Standards. For all Publications
relating to the Study, Principal
Investigator will comply with
the authorship guidelines in the
Recommendations  for  the
Conduct, Reporting, Editing,
and Publication of Scholarly
Work in Medical Journals
(http://www.icmje.org/icmje-
recommendations.pdf)
provided by the International
Committee of Medical Journal
Editors.

15.2. Publication of Redacted Agreement.

Prior to or at the time of entering into
this Agreement, CRO shall provide
Institution with a modified version of
this Agreement in Word format, in
which any information that CRO or
Pfizer reasonably believes to be its
trade secrets (the "Marked
Agreement") will be color-coded. The
Institution will then, within 5 business
days of receiving the marked contract,
remove information identified as CRO
or Pfizer trade secrets to create a
redacted version for publication (the
"Redacted Contract") and publish the
Redacted Contract in the contract
register maintained by the Ministry of
the  Interior  (the "Contract
Register"). in accordance with Act
No. 340/2015 Coll. on the Register of
Contracts. The Institution will then
provide the CRO with a link to the
published  Redacted  Agreement

rukopis piedlozen k publikaci
béhem 12 mésict od dokonceni
nebo ukonceni Studie vSemi
zic¢astnénymi pracovisti, mize
Hlavni zkouSejici publikovat
samostatné pod podminkou
splnéni ostatnich poZadavkl
tohoto ¢lanku 15.

15.1.3 Standardy. U vSech Publikaci
souvisejicich se Studii bude
Hlavni zkouSejici dodrZovat
autorské pokyny Doporuceni

pro provddeni, hldsent,
redigovdni a publikaci
védeckych praci v lékarskych
casopisech

(http://www.icmje.org/icmje-
recommendations.pdf)
stanovené Mezinarodnim
vyborem vydavateli
lIékarskych Casopist.

15.2. Uvefejnéni Redigované Smlouvy.
Pred uzavienim nebo pfi uzavieni této
Smlouvy poskytne CRO

Poskytovateli upravenou verzi této
Smlouvy ve formatu Word , ve které
budou barevné oznaceny veskeré
informace, které CRO nebo
spolecnost Pfizer dlivodné pokladaji
za svéa obchodni tajemstvi (,,0znacena
smlouva®). Poskytovatel nésledné do
5 pracovnich dni od obdrZzeni
oznacené smlouvy odstrani informace
identifikované jako obchodni
tajemstvi CRO nebo spolecnosti
Pfizer tak, aby vytvofil redigovanou
verzi pro uvefejnéni (,,Redigovand
smlouva®) a Redigovanou smlouvu
uvetejni v registru smluv vedeném
ministerstvem vnitra (,,Registr
smluv) v souladu se zakonem
¢.340/2015 Sb. o Registru smluv.
Poskytovatel pak bez prodleni
poskytne CRO odkaz na uveiejnénou
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not receive such a link to publish the
Redacted Agreement within 7
business days from the date of the last
signature on the Agreement, the CRO
and Pfizer will be entitled to publish
the Redacted Agreement in the
Contract Registry. The parties
acknowledge that the Agreement is
not effective until it is published in the
Register of Contracts and agree that no
activities on the Study under the
Agreement shall commence until both
parties have received confirmation of
such  publication. ~Any  written
amendments to the Agreement entered
into in accordance with Article 19.5
(Amendments) shall be edited and
published in accordance with the
procedure set forth in this Article 15.2.
Estimated contract value: CZK
4,497,460.00.

15.3 Study Registration by Pfizer.
Pfizer commits to register, on
the National Institutes of
Health Clinical Trials Data
Bank (www.clinicaltrials.gov),
all Pfizer-sponsored Phase 1
through 4 interventional and
non-interventional studies that
involve the use of a Pfizer
product and evaluate the safety
or efficacy of that product.
Pfizer will also register Pfizer-
sponsored studies on other
listings of ongoing studies
maintained by competent
regulatory authorities where
there  is a  regulatory
requirement to do so.

smlouvu na email:
Pokud  CRO
neobdrZi takovy odkaz o uvefejnéni
Redigované smlouvy do 7 pracovnich
dnti ode dne posledniho podpisu na
smlouvé, budou CRO a spole€nost
Pfizer opravnény uvefejnit
Redigovanou smlouvu v Registru
smluv. Strany berou na védomi, Ze
Smlouva neni ucinnd, dokud neni
uvefejnéna v Registru smluv a
souhlasi s tim, Ze Zadné ¢innosti na
Studii dle Smlouvy nebudou zahdjeny,
dokud ob¢ strany neobdrZi potvrzeni o
takovém  uverejnéni. Jakékoliv
pisemné dodatky Smlouvy uzaviené v
souladu s clankem 19.5 (Zmény)
budou redigovdny a uvefejnény
postupem uvedenym v tomto ¢lanku
15.2. Predpoklddand hodnota
smlouvy: 4,497,460.00,- K¢.

Redigovanou

15.3 Registrace Studie spolec¢nosti

Pfizer. Spolecnost Pfizer se
zavazuje zaregistrovat
v databézi klinickych

hodnoceni ndrodnich ustavl
zdravi (www.clinicaltrials.gov)
veskeré intervenéni a
neintervencni studie 1. az 4.
faze sponzorované spolecnosti
Pfizer, v nichZ se pouziva
piipravek spolecnosti Pfizer a
které hodnoti bezpecnost nebo
ucinnost  tohoto  piipravku.
Spole¢nost Pfizer také
zaregistruje studie
sponzorované spolecnosti
Pfizer v registrech
probihajicich studii vedenych
pifsluSnymi kontrolnimi dfady,
u nichz je  registrace
pozadovana.
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16.

17.

Sponsor Insurance Coverage.  The
parties acknowledge that in accordance
with § 52 paragraph 3 letter f) of the
Medicines Act, Pfizer has provided
insurance in favor of Pfizer and the
Principal Investigator covering
liability for physical injury (including
death), illness resulting from or in
connection with the administration of
research products or as a result of or in
connection  with  any  clinical
intervention or procedure established
or required by the Protocol, which the
Study Subject would not have
undergone if he had not participated in
the Study (hereinafter referred to as
"harm caused by participation in the
study"). A copy of the insurance
contract will be given to the Institution.
The parties hereby agree that Pfizer is
entitled to change or modify the
relevant policy during the course of the
Study, subject to compliance with the
requirements of legal regulations.
Pfizer agrees to indemnify the
Institution  and  the  Principal
Investigator in accordance with
Appendix D, Indemnification
Guarantee, of this Agreement.

Assignment and Delegation

17.1 By Principal Investigator or
Institution. Neither Principal
Investigator nor Institution may
assign his/her/its rights or
delegate or subcontract any
duties under this Agreement
without written permission
from CRO. If CRO authorizes
delegation or subcontracting,
the party that delegated or
subcontracted its duties

16.

17.

Pojisténi zadavatele. Strany berou na
védomi, Ze v souladu s § 52 odst. 3
pism. f) Zakona o léCivech zajistila
spolecnost Pfizer pojisténi ve prospéch
spolecnosti  Pfizer a  Hlavniho
zkousSejictho pokryvajici odpovédnost
za fyzickou djmu (vCetné¢ umrti),
onemocnéni vznikld v dasledku nebo
v souvislosti s poddvanim piipravkii ve
vyzkumu nebo v dusledku ¢i
v souvislosti s jakymkoli klinickym
zakrokem nebo postupem stanovenym
nebo pozadovanym Protokolem, jenz
by Subjekt Studie nepodstoupil, pokud
by se Studie netdcastnil (dale jen ,,djma
zpusobena zapojenim do studie®).
Kopie pojistné smlouvy bude preddna
Poskytovateli. Strany timto ujedndvaji,
Ze za ptredpokladu dodrZeni pozadavkl
pravnich predpist je spole¢nost Pfizer
opravnéna piisluSnou pojistku
v prib¢hu Studie zménit ¢i upravit.
Pfizer se  zavazuje  odSkodnit
Poskytovatele a Hlavniho zkouSejicitho
vsouladu s Prilohou D, Zaruka
odskodnéni, této Smlouvy.

Postoupeni  prav = a  delegovani

ovinnosti

17.1 Ze strany Hlavniho
zkouSejiciho a Poskytovatele.
Hlavni zkouSejici ani
Poskytovatel nejsou opravnéni
postoupit svd prdva nebo
delegovat své  povinnosti
vyplyvajici ztéto Smlouvy
nebo na tyto povinnosti ¢i k
nim uzavirat subdodavatelské
smlouvy  bez  pisemného
souhlasu CRO. Pokud CRO
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17.2

remains responsible to CRO for
the performance of those
duties.

By CRO. CRO may freely
assign any or all of its rights
and delegate any or all of its
duties under this Agreement to
Pfizer. If CRO assigns all
rights and delegates all duties
to Pfizer, CRO or Pfizer will
notify Principal Investigator
and Institution in writing. CRO
(or Pfizer, following
assignment and delegation by
CRO) may also freely delegate
and assign Study-related duties
and rights to an external
Institution upon advance notice
to Principal Investigator and
Institution, and may freely
delegate or assign its Study-
related duties or rights to any
Pfizer 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 Pfizer
delegates or subcontracts any
duties, CRO or Pfizer remains
responsible ~ to  Principal
Investigator or Institution, as
applicable, 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
Institution, that service

17.2

povoli delegovani povinnosti
nebo uzavirdni
subdodavatelskych smluv,
strana, kterd delegovala své
povinnosti nebo na n¢ uzaviela
subdodavatelskou smlouvu,
nadale odpovidd CRO za plnéni
vSech delegovanych
povinnosti.

Ze strany CRO. CRO muze
svobodné postoupit spolecnosti
Pfizer nckterd nebo vSechna
svd prdava a delegovat na ni
nckteré nebo vSechny své
povinnosti vyplyvajici z této
Smlouvy. Pokud CRO
postoupi  spolecnosti  Pfizer
vSechna sva prava a deleguje na
ni vSechny své povinnosti,
CRO nebo spoleCnost Pfizer
oznami tuto skute¢nost
pisemné Hlavnimu
zkousSejicimu a Poskytovatele.
Po predchozim  ozndmeni
Hlavnimu  zkouSejicimu a
Poskytovatele mluze CRO
(nebo spole€nost Pfizer po
postoupeni prav a delegaci
povinnosti ze strany CRO) téz
svobodné  postoupit  prdva
souvisejici se Studii externimu
poskytovateli a delegovat na
néj piislusné povinnosti a mize
téZ svobodn€ postoupit sva
prava souvisejici se Studii
libovolné pfidruzené
spolecnosti Pfizer a delegovat
na ni své piislusné povinnosti.
Jinak nesmi CRO postoupit své
prava ani  delegovat své
povinnosti vyplyvajici z této
Smlouvy bez  pisemného
souhlasu  dotené  strany.
Pokud CRO nebo spole¢nost
Pfizer deleguje nebo formou
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Institution will become
responsible for performance of
all duties. For the avoidance of
doubt, the rights and duties
discussed in this subsection are
only those arising out of this
Agreement.

18. Termination

18.1

Termination Events.
Termination of this Agreement
will be triggered by the earlier
of any of the following events.

a. Disapproval by
SUKL/IEC. If the

Study cannot  be
initiated because of
SUKL/IEC
disapproval, this
Agreement will
terminate.

b. Study Completion.
This Agreement will
terminate  when the
Study is complete,
which means the

conclusion of all
Protocol-required
activities for all

dil¢i subdodavatelské smlouvy
pfevede jakékoli povinnosti,
CRO nebo spolecnost Pfizer
naddle odpovidd Hlavnimu
zkousejicimu nebo
Poskytovatele (podle toho, co
pfipadd v dvahu) za plnéni
téchto povinnosti. Pokud CRO
postoupi vSechna sva prava a
deleguje vSechny své
povinnosti vyplyvajici z této
Smlouvy v souladu se
smluvnimi podminkami jinému
poskytovateli sluzeb, stane se
tento  poskytovatel  sluzeb
odpovédnym za plnéni vSech
povinnosti. Aby se predeslo
pochybdm, prdva a povinnosti
pojedndvané v tomto odstavci
jsou pouze prava a povinnosti
vyplyvajici z této Smlouvy.

18. Ukonceni

18.1

Divody ukoncéeni. Ukonceni
této Smlouvy nastane
v disledku té z ndsledujicich
uddlosti, ke které dojde dtive.

a.  Zamitnuti SUKL/EK.
JestliZe nemlZe byt
Studie zahdjena kvuli
zamitnuti SUKL/ EK,
pozbyva tato Smlouva
okamZit¢ platnosti.

b. Dokonceni Studie.
Platnost a ucinnost této
Smlouvy skonci,
jakmile bude Studie
dokoncena, tJ.
dokonceni vSech

¢innosti vyZadovanych
Protokolem u vSech
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enrolled Study
Subjects.

Early Termination of
Study. This Agreement
will terminate if the
Study is terminated
early as described
below.

(1) Termination of
Study Upon
Notice. CRO or
Pfizer may
terminate  the
Study for any
reason upon 30
days’”  written

notice to
Principal
Investigator and
Institution.

2) Immediate
Termination of
Study by CRO
or Pfizer. CRO
or Pfizer may
terminate  the
Study
immediately
upon  written
notice to
Principal
Investigator and
Institution  for
causes that
include failure
to enroll Study
Subjects at a

zatazenych  Subjekti
studie.

Ptredcasné ukonceni
Studie. Platnost a
tcinnost této Smlouvy
skonci, jestlize je Studie
pfedCasné  ukoncena
tak, jak je popsano nize.

(D Ukonceni
Studie na
zakladé
vypovédi. CRO
nebo spole€nost
Pfizer = mohou
ukonCit  Studii
z jakéhokoli
divodu na
zakladé
pisemné
vypovédi
s vypoveédni
lhatou v délce
30 dni, podané
Poskytovatele a
Hlavnimu
zkousSejicimu.

(2) Okamzité
ukonceni Studie
ze strany CRO
nebo
spole¢nosti
Pfizer. CRO
nebo spole¢nost
Pfizer = mohou
Studii  ukondit
s okamzitou
ucinnosti na
zaklade
pisemného
oznameni
podaného
Poskytovateli a
Hlavnimu
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rate sufficient to
achieve Study
performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in CRO’s or
Pfizer’s opinion
pose risks to the
health or well-
being of Study
Subjects;
regulatory
authority
actions relating
to the Study or
the
Investigational
Drug; or any
non-compliance
by the Principal
Investigator or
Institution with
local laws, ICH

GCP, or the
terms of Section
20 (Anti-

Corruption) of
this Agreement.

43
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zkousSejicimu

z diivodi mezi
které patii:
nezafazeni
dostatecného
poctu ucastnikll
pro dosazeni
cila Studie;
podstatné
neopravnéné
odchylky od
Protokolu nebo
od pozadavki
na podéavani
zprav o Studii;
okolnosti, které

podle  ndzoru
CRO nebo
spolecnosti
Pfizer
predstavuji
riziko pro
zdravi nebo
blaho Subjektil
studie;  kroky
kontrolnich

dfada
v souvislosti se

Studii nebo
Hodnocenym
1éCivem; nebo
jakékoli
nedodrZeni
mistnich

zdkonl, pokynl
ICH GCP nebo
podminek
¢lanku 20 této
Smlouvy
(Protikorup¢ni
opatteni) ze
strany Hlavniho
zkousejicitho
nebo
Poskytovatel.



18.2

18.3

3) Immediate
Termination of
Study by
Principal
Investigator or
Institution.
Principal
Investigator or
Institution may
terminate  the

Study
immediately
upon
notification to
CRO if
requested to do
so by the
responsible
SUKL/IRB/IEC
or if such
termination s
required to
protect the
health of Study
Subjects.

Effective Date of Agreement
Termination. If termination of
the Agreement is triggered by
any of the events described in
Section 18.1, above, the
termination will be effective
after receipt by CRO or Pfizer
of all Protocol-required Study
Data and Biological Samples
generated up until termination;
receipt of all payments due to
any party; and completion by
all parties of any remaining

applicable Agreement
obligations.
Payment upon Early

18.2

18.3

3) OkamyzZité
ukonceni Studie
Hlavnim
zkouSejicim
nebo
Poskytovatelem

Hlavni
zkousSejici nebo
Poskytovatel
mohou ukoncit
Studii
s okamzitou
ucinnosti na
zaklad¢e
pisemného
oznameni
podaného CRO,

pozada-li o to
SUKL nebo
piislusna

nezavisla EK
nebo pokud
takové ukonceni
vyZaduje

ochrana zdravi
Subjekta studie.

Datum  udcinnosti  ukonceni
Smlouvy. V piipad¢, ze dojde
k ukonceni Smlouvy nékterou z
okolnosti  popsanych  vySe
v ¢lanku 18.1, bude ukonceni
ucinné okamzikem, kdy CRO
nebo spolecnost Pfizer obdrzi
vesSkeré Studijni tudaje a
Biologické vzorky vyzadované
Protokolem a vzniklé do data
ukoncéeni Smlouvy;
okamzikem pfijeti veSkerych
plateb splatnych kterékoli ze
stran; a okamZzikem splnéni
vSech pfislusnych zbyvajicich
povinnosti  vyplyvajicich ze
Smlouvy vSemi stranami.

Platba prfi piedéasném
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Termination of Study. Except
as otherwise indicated in this
subsection, if the Study is
terminated early, CRO will pay
for work already performed, in
accordance with Attachment A,
less payments already made for
such work. CRO will also
cover any non-cancelable
expenses, other than future
personnel costs, so long as they
were properly incurred and
prospectively approved by
CRO and only to the extent
they cannot reasonably be
mitigated. If the Study cannot
be initiated because of
disapproval by the SUKL/IEC
and through no fault of
Principal  Investigator  or
Institution, CRO will reimburse
Principal  Investigator  or
Institution, as applicable, for
IRB/IEC fees and any other
expenses that were
prospectively approved, in
writing, by CRO.

a. Non-Compliance with
Anti-Corruption
Provision. If CRO or
Pfizer terminates the
Study  because  of
Principal Investigator’s
or Institution’s non-
compliance with the
terms of Section 20,
Anti-Corruption, CRO
and Pfizer will not
provide any further
payment under this
Agreement, regardless
of any activities that
Principal Investigator
or Institution  has
undertaken or third-

ukonceni Studie. Jestlize je
Studie ukoncCena ptedcasné,
zaplatitu CRO za  tadné
vykonanou préci podle piilohy
A po odecteni jiz uhrazenych
plateb za tuto praci, neni-li
vtomto odstavci uvedeno
jinak. CRO uhradi rovnéz
veSkeré nezruSitelné vydaje
krom¢ budoucich ndkladli na
persondl, pokud byly ftadné
vynaloZeny, byly predem
schvdleny CRO a jejich vysi jiz
nelze pfiméfené snizit. Jestlize
nemiiZze byt Studie zahdjena
kvilli zamitnuti SUKL/EK a
bez zavinéni Hlavniho
zkousejiciho nebo
Poskytovatel, uhradi CRO
Hlavnimu zkouSejicimu nebo
Poskytovatele (podle toho, co
pfipadd v dvahu) poplatky
zaplacené EK a veSkeré dalsi
vydaje, které CRO piredem
pisemné schvilila.

a. Nedodrzeni
protikorup¢énich
opatteni. Pokud CRO
nebo spolecnost Pfizer
Smlouvu pfedCasné
ukonci z dlvodu
nedodrZzeni podminek
¢lanku 20
(Protikorup¢ni
opatfeni) této Smlouvy
Hlavnim zkouSejicim
nebo Poskytovatelem,
CRO a spolecnost
Pfizer neuhradi Zzadné
dalsi platby podle této
Smlouvy bez ohledu na
to, zda Hlavni
zkousejici nebo
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18.4

18.5

19.

19.1

party agreements that
Principal Investigator
or Institution  has
entered into before
termination.

Return of Materials. Unless
CRO instructs otherwise in
writing, upon termination of
the  Agreement, Principal
Investigator and Institution will
promptly return all materials
supplied by CRO or Pfizer for
Study  conduct, including
unused Investigational Drug,
unused Case Report Forms, and
any CRO or Pfizer-supplied
Equipment and Materials.

of  Obligations.
Obligations relating to
Funding, Confidential
Information, Study Records,
Inventions, Publications,
Sponsor Insurance Coverage,
Suitability, and Anti-
Corruption survive termination
of this Agreement, as does any
other provision in  this
Agreement, including
Attachments, that by its nature
and intent remains valid after
the term of the Agreement.

Survival

Other Terms

Suitability. The Principal
Investigator and the Institution
confirm that they hold the
appropriate  licenses  and
registrations in accordance
with local laws, regulations,
policies and official

46

18.4

18.5

19.

Poskytovatel vykonali
pred ukoncenim
Smlouvy jakékoli
¢innosti nebo uzavieli
jakékoli dohody se
ttetimi stranami.

Vraceni materidld. Pokud
CRO nevydd jiny pisemny
pokyn, Poskytovatel a Hlavni
zkousejici po skoncenf
Smlouvy bezodkladné vrati
vSechny materidly dodané
CRO nebo spolecnosti Pfizer
pro provadéni Studie vcetné
nepouzitého hodnoceného
1é¢iva, nepouzitych formuldit
Zdznamniku subjektu
hodnoceni a veskerého
vybaveni a materidlti dodanych
CRO nebo spolecnosti Pfizer.

Pretrvdni zdvazkda.
tykajici se financovani,
Divérnych informaci,
Studijnich zdznamt, Vynélezu,
Publikaci, pojiSténi zadavatele,
zpusobilosti a protikorup¢nich
opatfeni pretrvavaji 1 po
ukonceni této Smlouvy, stejné
jako vSechna dal$i ujednéni této
Smlouvy véetné jejich ptiloh, z
jejichz povahy a zaméru
vyplyva, Ze zlstavaji platné po
vyprseni doby platnosti
Smlouvy.

Zavazky

Dalsi podminky

19.1

Zpusobilost. Hlavni zkouSejici
a Poskytovatel potvrzuji, Ze
jsou podle ustanoveni mistnich
zdkonli, predpisti, zdsad a
ufednich pozadavka drziteli
ptislusnych licenci a registraci
a jsou kvalifikovani a zplsobili
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19.2

requirements and are qualified
and competent to conduct the
Study and the required
activities related to the Study or
to serve as a Study site (as
applicable ). The Principal
Investigator and the Institution
further confirm that they have
not been prohibited from
conducting, or have not been
prohibited from conducting,
clinical research and
conducting clinical drug trials
under the laws of any
jurisdiction (in particular, but
not exclusively, that they have
not been prohibited in any way
from conducting any drug
development activity in United
States of America), and that
there are no applicable laws or
other obligations that would
prevent either party from
carrying out this Study and
entering into this Agreement,
and that they will in no way use
the services of any person
subject to a prohibition under
such laws to perform services
under this Agreement. During
the term of this Agreement and
for a period of three years after
its termination, the Institution
and the Principal Investigator
will promptly notify the CRO if
any of these confirmations need
to be modified based on new
information.

Investigations, Inquiries,
Warnings, or Enforcement
Actions Related to Conduct of
Clinical Research. Principal
Investigator and Institution
each certify that he/she/it is not
the subject of any past or

19.2

provadét Studii a pozadované
¢innosti souvisejici se Studii
nebo slouzit jakoZto pracovisté
Studie (podle toho, co pfipada
v tvahu). Hlavni zkouSejici a
Poskytovatel dale potvrzuji, Ze

jim nebylo zakdzéno
vykondvat, = nebo  nebyly
vylouéeni z  vykondvani
klinického vyzkumu a
provadeéni klinického

hodnoceni 1é¢iv podle pravnich
predpisit kterékoli jurisdikce
(zejména, nikoliv vSak
vyluéné, Ze jim nebylo jakkoliv
zakdzano provadét jakoukoliv
¢innost tykajici se vyvoje 1éCiv
ve Spojenych Statech
americkych), a Ze neexistuji
74adné ptislusné pravni predpisy
nebo jiné zavazky, které by
branily kterékoli strané¢ v
provadéni této  Studie a
uzavieni této Smlouvy, a Ze
Zadnym zpusobem nepouZiji
sluzeb 7adné osoby, kterd
podléha zdkazu Cinnosti podle
takovychto pravnich pfedpisa,
k vykonu sluzeb podle této
Smlouvy. Béhem platnosti této
Smlouvy a po dobu tii let po
jejim ukonceni Poskytovatel a
Hlavni zkouSejici neprodlené
vyrozumi CRO, pokud bude na
zakladé novych informaci
nutné  kterékoli z  t&chto
potvrzeni upravit.

VySetifovani, patrani, varovani
nebo  donucovaci  opatieni
vztahujici  se  k provadéni
klinického vyzkumu. Hlavni
zkousejici a  Poskytovatel
potvrzuji, Ze vic¢i nim nebylo
ani neni vedeno zadné
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19.3

pending
regulatory
inquiry,

governmental  or
investigation,
warning, or
enforcement action
(collectively, “Agency
Action”) related to its conduct
of clinical research or the
practice of medicine that has
not been disclosed to CRO or
Pfizer. Principal Investigator
or Institution will notify CRO
promptly if he/she/it receives
notice of or becomes the
subject of any Agency Action
regarding compliance with
ethical, scientific, or regulatory
standards for the conduct of
clinical research or the practice
of medicine if the Agency
Action relates to events or
activities that occurred prior to
or during the period in which
the Study was conducted.

Use of Name. CRO and Pfizer
reserve the right to identify the
Principal  Investigator and
Institution 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 Study Subject
recruitment services or
mechanisms. Neither CRO nor
Pfizer will otherwise use the
name of Principal Investigator,
Institution, or any  of

19.3

vysetfovani ani patrani, nebylo
jim doru¢eno Zadné varovéni,
ani via¢i nim nebylo pfijato
7adné donucovaci opatieni ze
strany vladnich ¢i kontrolnich
urada (ddle souhrnné ,Utedni
opatfeni“) v  souvislosti
s provadénim klinického
hodnoceni nebo 1€katské praxe,
o nichz by CRO nebo
spole€nost  Pfizer  nebyly
informovéany. Hlavni

zkousejici nebo Poskytovatel
budou bezodkladné informovat
CRO, jestlize kdokoli z nich
obdrzi ozndmeni o ufednich
krocich nebo se stanou
pfedmétem jakéhokoli
Utedniho opatieni v souvislosti
s dodrzovdnim  etickych,
védeckych a kontrolnich norem
pro  provadéni  klinického
vyzkumu nebo lékaiské praxe,
pokud se tato Utedni opatieni

budou tykat uddlosti nebo
¢innosti, knimZ doSlo pted
obdobim  nebo v pribéhu
obdobi, kdy byla Studie
vedena.

Pouziti jména. CRO a
spole¢nost Pfizer si vyhrazuji
pravo  jmenovat  Hlavniho
zkousSejictho a Poskytovatele
v souvislosti s registraci
Protokolu v datab4zi
klinickych hodnoceni
Narodnich ustavii zdravi USA
(NIH), v jinych vefejné
piistupnych seznamech
probihajicich klinickych
hodnoceni nebo v jinych
sluzbach nebo prostiedcich pro
nabor subjektt. CRO ani
spole¢nost Pfizer jinak
nepouziji jméno Hlavniho
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194

19.5

Institution’s  employees or
contractors, and neither
Principal Investigator  nor
Institution will use the name of
CRO, Pfizer, or any of their
respective  employees  or
contractors, for promotional or
advertising purposes without
written permission from the
party whose name will be used.

SUSARs. Pursuant to a
sponsor’s  safety  reporting
obligations under 21 CFR

312.32(c)(1), Pfizer will report
to the Principal Investigator all
Serious Unexpected Suspected
Adverse Reactions
(“SUSARSs”). Principal
Investigator will receive and
review SUSAR reports. Pfizer
shall report to the responsible
IRB/IEC any SUSARs for the
Investigational Drug in the
given Clinical Trial taking
place in the territory of the
Czech Republic. Institution
will retain SUSAR reports
consistent with Section 11.3 of
this Agreement.

Relationship of the Parties.
The relationship of Principal
Investigator and Institution to
CRO and Pfizer is one of
independent contractors and
not one of partnership, agents
and principal, employees and
employer, joint venture, or
otherwise.

194

19.5

zkousejiciho, Poskytovatel ani
Zadnych  zaméstnanci  Ci
subdodavatelti Poskytovatel, a
Hlavni zkouSejici ani
Poskytovatel nepouZiji jméno
CRO, spole¢nosti Pfizer ani
Zadnych jejich zaméstnanct ¢i
subdodavatelti, pro propagacni
nebo reklamni ucely bez
pisemného souhlasu strany,

kterd m4a byt jmenovana.

HldSeni SUSAR. V souladu
s povinnosti ~ bezpec¢nostniho
hlaSeni zadavatele podle 21
CFR  312.32(c)(1), bude
spoleCnost Pfizer hlasit
Hlavnimu zkouSejicimu
vSechna Podezieni na zavazné
neocekdvané nezadouci ucinky
(Serious Unexpected
Suspected Adverse Reactions,
»OUSAR®). Hlavni zkouSejici
obdrzi hlaSeni SUSAR a
sezndmi se s nimi. Spolecnost
Pfizer bude hlésit odpovédné
IRB/IEC SUSARy
hodnoceného 1é¢ivého
pfipravku z daného klinického
hodnoceni, ke kterému doslo na
uzemi Ceské  republiky.
Poskytovatel uchova hldSeni
SUSAR v souladu s ¢lankem
11.3 této Smlouvy.

Vztah mezi smluvnimi
stranami. Vztah Poskytovatele
a Hlavniho zkousSejictho viici
CRO a spolecnosti Pfizer je

vztahem nezavislych
dodavatelit a neni vztahem
obchodniho partnerstvi,
zmocnénce a  zmocnitele,

zaméstnance a zamestnavatele,
spole¢ného podniku ani jinym

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

49



19.6

19.7

19.8

19.9

19.10

Modification. Any
modification to this Agreement
must be in writing, signed by
the parties, and identified as an
Amendment, except for certain
mutually agreeable changes in
the Study budget as identified
in Attachment A.

No Waiver. Failure to exert a
right under this Agreement
does not constitute a waiver of
that right in the future. No
waiver of any right is effective
unless in writing and signed by
the party who waives the right.

Conflict with Attachments. If
there is any conflict between
this Agreement and any
Attachments to it, the terms of
this Agreement control. If
there is any conflict between
this Agreement and the
Protocol, the Protocol will
control as to any issue
regarding treatment of Study
Subjects, and the Agreement
will control as to all other
issues.

Affiliates. As used in this
Agreement, the term “affiliate”
means any entity that directly
or indirectly controls, is

controlled by, or is under
common control with the
named party.

Successors and Assigns. This

Agreement will bind and inure

19.6

19.7

19.8

19.9

19.10

vztahem.

Zmény. Veskeré zmény této
Smlouvy musi byt provedeny
pisemn¢, podepsany stranami a
oznaceny jako dodatek, vyjma

urcitych oboustrann¢
piijatelnych dprav rozpoctu
Studie, jez jsou popsdny

v piiloze A.

Nemoznost zieknout se préava.
Neuplatnéni prava
vyplyvajiciho z této Smlouvy
nezakladd zieknuti se tohoto
priva do budoucna. Zadné
zieknuti se prava neni ucinné,
pokud neni ucinéno pisemné a
podepsdno stranou, kterd se
prava ziika.

Rozpor s piilohami. Pokud
nastane jakykoli rozpor mezi
touto Smlouvou a jakoukoli jeji
pfilohou, uplatni se uprava a
podminky stanovené v této
Smlouvé. Pokud nastane
rozpor mezi touto Smlouvou a
Protokolem, Protokol bude
rozhodujici ve vécech 1écby
Subjektti studie a Smlouva

bude rozhodujici ve vSech
ostatnich vécech.

Pridruzené spolecnosti.
Termin ,pridruzend

spole€nost* znamena pro ucely
této Smlouvy jakykoli subjekt,
ktery pifimo nebo nepiimo
kontroluje jmenovanou stranu,
je ji kontrolovan nebo je s ni
pod spolecnou kontrolou.

Pravni nastupci. Tato Smlouva
bude zdvaznd pro pravni
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19.11

19.12

to the benefit of the successors
and permitted assigns of each

party.

Third Party Beneficiary. Pfizer
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 Pfizer
Drug and Pfizer transfers
sponsorship of the Study to the
third party Pfizer may freely
transfer any or all of its rights
and obligations under this
Agreement to the new sponsor..

Disclaimer of Warranties by
CRO. The parties
acknowledge that Pfizer has
engaged CRO to provide
services in regard to this Pfizer-
sponsored clinical study. CRO
has not performed any
independent  research  or
analysis regarding the safety or
efficacy of any investigational
drug or other materials or
treatment procedures to be used
in this study and therefore CRO
makes no warranties, expressed
or implied, concerning those
drugs, materials, or treatment
procedures, the results to be
obtained by administering them
pursuant to the protocol, or to
their fitness for any particular
purpose, or to any other Pfizer
obligation under the protocol or
this agreement.

19.11

19.12

nastupce kazdé ze stran a bude
pusobit v jejich prospéch.

Obmyslend treti strana.
Spolecnost Pfizer je
obmySlenou  tfeti  stranou

opravnénou z této Smlouvy a
mé na zdkladé¢ této Smlouvy
pravo pfimo vymdhat vSechna
svd prava z ni vyplyvajici.
Pokud néjak4 treti strana ziska
prava na léCivo spoleCnosti

Pfizer a spolecnost Pfizer
pfevede prava  zadavatele
Studie na tuto tfeti stranu,

spolecnost Pfizer je opravnéna
k pfevodu jakychkoliv a vSech
povinnosti vyplyvajicich z této
Smlouvy na nového zadavatele.

Odmitnuti zaruk ze strany
CRO. Strany berou na védomi,
Zze spolecnost Pfizer najala
CRO za ucelem poskytovani
sluzeb v souvislosti s touto
klinickou  Studii, jiz je
spolecnost Pfizer zadavatelem.
CRO neprovedla Zadny
nezdvisly vyzkum ani analyzu
ohledn€¢  bezpecCnosti  ani
ucinnosti Hodnoceného 1é¢iva
ani  jinych  materidld  ¢i
1é¢ebnych postupti, které se pii
této Studii pouziji, a CRO proto
neposkytuje Z4adné vyslovné
ani  konkludentni  zaruky
ohledné téchto 1€¢iv, materiala

ani léCebnych postupd,
vysledkli, které maji byt
ziskény jejich podanim
v souladu s Protokolem,

ohledné jejich vhodnosti pro
jakykoli konkrétni tucel ani
ohledné¢ jakéhokoli  jiného
zavazku spolecnosti Pfizer na
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19.13

19.14

19.15

Entire  Agreement. This
Agreement, including
Attachments, represents the

entire understanding between
the parties relating to this
subject  matter. This
Agreement  supersedes  all
previous agreements between
the parties (oral and written)
relating to this Study, except
for any obligations that, by
their terms, survive
independent of this Agreement.

Governing Law. This
Agreement is governed by the
laws of the Czech Republic, in
particular Act No. 89/2012
Coll., Civil Code, and the Act
on Medicines. Any disputes,
disagreements or claims arising
on the basis of this Agreement
or in connection with it, which
cannot be settled by mutual
agreement of the contracting

parties, will be resolved
through the competent court of
the Czech Republic.

The contracting parties agree
that there will be no initiation
visit and delivery of the drug by
Pfizer to the Institution's
pharmacy until the final
document is published in the
contract register.

Language. This Agreement is
drawn up in Czech and English
and both versions are equally
effective. In case of ambiguity
or contradiction in the
interpretation of the provisions

19.13

19.14

19.15

zakladé Protokolu nebo této
Smlouvy.

Uplné dohoda. Tato Smlouva
vcetné piiloh ptredstavuje tiplné
ujednéni mezi stranami
ohledn¢ doty¢ného piedmétu
Smlouvy.  Tato  Smlouva
nahrazuje veskeré piedeslé
dohody mezi stranami (Ustni a
pisemné) tykajici se této Studie
s vyjimkou zdvazku, které na
zékladée své podstaty
pretrvavaji bez ohledu na tuto
Smlouvu.

Rozhodné pravo. Tato Smlouva
se fd{ pravnimi ptedpisy Ceské
republiky, zejména zdkonem C.
89/2012 Sb., obcansky
zakonik, a Zakonem o 1é¢ivech.
Jakékoli spory, neshody nebo
naroky vzniklé na zakladé¢ této
Smlouvy nebo ve spojitosti
s ni, které neni moZné urovnat
vzajemnou dohodou smluvnich
stran, budou feSeny
prostfednictvim  pfisluSného
soudu Ceské republiky.

Smluvni strany souhlasi, Ze
nedojde k iniciani navstéveé a
doddvce 1éCiva  spolecnosti
Pfizer do 1ékarny Poskytovatele
do  okamZziku  uvefejnéni
konecného dokumentu
v registru smluv.

Jazyk. Tato Smlouva je
vyhotovena v  Ceském i
anglickém jazyce a ob& verze
maji  stejnou ucinnost. V
piipadé nejednoznacnosti nebo
rozporu ve vykladu ustanoveni
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19.16

between these two versions, the
Czech version will prevail.

Notices.  The parties will
deliver notices and other
communications relating to this
Agreement by hand, by courier,
or by a postage-paid traceable
method of mail delivery to the
mailing address below, or such
other address that a party may
later designate by notice to the
other party in accordance with
this Section.

CRO:
Parexel International
(IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham

Dublin 8

Institution:

Fakultni nemocnice

Hradec Kralové

Pravni odbor

Sokolska 581

500 05 Hradec Kralové —

Novy Hradec Kralové

K rukam: Dasi

Proktipkové

Telefon: +420 495 832

881

E-mail:
dasa.prokupkova@fnh

k.cz

Pfizer:

19.16

mezi témito dvéma verzemi
bude rozhodujici ¢eskd verze.

Ozndmeni. Strany doruci
ozndmeni a dalSi zpravy
vztahujici se k této Smlouvé
osobn¢, kuryrem nebo poStou
se zaplacenym poStovnym a
moznosti sledovani zasilky na
niZe uvedenou adresu nebo na
takovou adresu, kterou strana
pozdé&ji ur¢i ozndmenim druhé

strané v souladu s timto
¢lankem.
CRO:
Parexel International
(IRL) Limited

One Kilmainham Square
Inchicore Road
Kilmainham

Dublin 8

Poskytovatel:
Fakultni nemocnice
Hradec Kralové
Pravni odbor
Sokolska 581
500 05 Hradec Kralové —
Novy Hradec Kralové
K rukam: Dasi
Proktipkové
Telefon: +420 495 832
881
E-mail:

dasa.prokupkova@

fnhk.cz

Spolecnost Pfizer:
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19.17

Counterparts and Signature.
This Agreement shall be
executed in three (3)
counterparts, each of which
shall be deemed an original
and all of which together shall
constitute one Agreement.
The  contract will be
considered fully concluded
upon signature by each of the
parties with their own hand.

Anti-Corruption

20.1

Definitions

a. Government. As used
in this Agreement,
“Government”
includes all levels and
subdivisions of
governments (ie, local,
regional, and national;

administrative,
legislative, and
executive).

b. Government _ Official.
As used in this
Agreement,
“Government
Official” includes (1)
any elected or

appointed non-US
Government  official
(eg, a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government  official,
non-US  Government
agency, or enterprise
performing a function

19.17 Pocet vyhotoveni a podpis.

Tato Smlouva bude uzaviena
ve tfech (3) vyhotovenich, z
nichz kazdé je povaZovano za
original a vSechny spole¢né
jsou jednou smlouvou.
Smlouva bude povazovana za
pln¢ uzavienou po podepsani
kaZdou ze stran vlastni rukou.

Protikorupéni opatieni

Definice
a. Vldda. Pro ucely této
Smlouvy zahrnuje

pojem ,,Vlada vsechny
urovné a slozky vlady
(tj. orgdny na mistni,
krajské 1 celostatni
drovni, a to spravni,

zakonodarné 1
vykonné).
b. Ufedni osoba. Pro

ucely této Smlouvy
pojem ,,Utedni osoba”
oznacuje (1) jakoukoli
volenou nebo
jmenovanou ufedni
osobu vlady jiné neZz
vliddy USA  (napft.
zakonodéarce nebo
ufednika ministerstva
vlady jiné nez vlady
USA), (2) jakéhokoli
zaméstnance nebo
osobu jednajici jménem
¢1 zpovefeni ufedni
osoby vlady jiné nez
vlady USA, tradu vlady
jiného nez vlady USA
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20.2

of, or owned or
controlled by, a non-US
Government (eg, a
healthcare professional
employed by a non-US
Government hospital or
researcher employed by
a non-US Government
university), (3) any
non-US political party
officer, candidate for
non-US public office,
or employee or
individual acting for or
on behalf of a non-US
political ~ party  or
candidate for public
office, 4) any
employee or individual
acting for or on behalf
of a public international
organization, and (5)
any member of a royal
family or member of a
non-US military.

Anti-Bribery and Anti-
Corruption Principles.
Principal  Investigator and

Institution have each received a
copy of Pfizer’s International
Anti-Bribery and Anti-
Corruption Principles as an
Attachment C  to  this
Agreement. Principal

20.2

nebo podniku, ktery
vykondva vladni funkci
pro vladu jinou nez
vladu USA, nebo ktery
vlastni ¢i fidi vlada jind
nez vlada USA (napf.
zdravotnika

zaméstnaného ve statni
nemocnici, kterd neni
statni nemocnici USA,
nebo vyzkumného
pracovnika

zaméstnaného na statni
univerzit€, ktera neni
statni univerzitou
USA), (3) jakéhokoli
pfedstavitele politické
strany v jiné zemi neZ
USA, kandidiata na
vefejnou funkci v jiné
zemi nez USA,
zaméstnance nebo
osobu jednajici jménem
nebo z povéteni
politické strany nebo
kandiddta na vefejnou
funkci v jiné zemi nez
USA, (4) jakéhokoli
zaméstnance nebo
osobu jednajici jménem
nebo z povéteni vefejné
mezindrodni organizace
a (5) jakéhokoli c¢lena
kralovské rodiny nebo
pfisluSnika armédy jiné

nez armady USA.
Protiuplatkarské a
protikorupcni zasady.

Poskytovatel i Hlavni
zkousSejici kazdy obdrzeli kopii
Mezindrodnich

protidplatkatskych a
protikorup¢énich zasad
spole¢nosti Pfizer jako pfilohu
C této Smlouvy. Hlavni
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20.3

Investigator and Institution will
ensure that they and any of their
agents or subcontractors
conducting Pfizer work will
comply with the Anti-Bribery

and Anti-Corruption
Principles.
Warranties. Principal

Investigator and Institution
warrant to CRO and Pfizer the
following:

a. Any information that
Principal Investigator
or Institution provided
to CRO or Pfizer as part
of CRO’s or Pfizer’s
anti-corruption  due-
diligence process is
complete and accurate.

b. If any response that
Principal Investigator
or Institution provided
on the CRO or Pfizer
due-diligence
questionnaire in regard

to Principal
Investigator or
Institution, any

individuals identified in
the questionnaire, or the
Family Relatives (as
defined in the
questionnaire) of those

individuals changes
during the term of this
Agreement, Principal
Investigator or
Institution will notify
CRO.

20.3

zkouSejici a  Poskytovatel
zajisti, Ze oni sami a vSichni
jejich zmocnénci a
subdodavatelé  vykonavajici
praci pro spolecnost Pfizer
budou tyto protidplatkdrské a
protikorupcni zasady
dodrzovat.

Zéaruky. Hlavni zkouSejici a
Poskytovatel zarucuji CRO a
spolecnosti Pfizer nasledujici:

a. Veskeré informace,
které Hlavni zkouSejici
nebo Poskytovatel

poskytli CRO nebo
spoleCnosti  Pfizer, v
rdmci procesu naleZzité
protikorup¢ni péce
CRO nebo spolecnosti
Pfizer, jsou uplné a
presné.

b. Pokud bc¢hem obdobi
platnosti této Smlouvy

dojde ke zméndm
u jakékoli  odpovédi,
kterou Hlavni
zkousSejici nebo
Poskytovatel  poskytli
v dotazniku nalezité
protikorupéni péce
ohledné¢: Hlavniho
zkousejiciho nebo

Poskytovatele, jakékoli
osoby identifikované

v takovém  dotazniku
nebo blizkého
ptibuzného
(definovaného

v takovém dotazniku),
bude Hlavni zkouSejici
nebo Poskytovatel
informovat CRO.
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The funding provided
by CRO or Pfizer under
this Agreement will not
cause Principal
Investigator or
Institution to do
anything that would
result in CRO or Pfizer
improperly obtaining or
retaining business or
gaining any improper
business advantage.

Principal Investigator
and Institution have not
and will not accept any
payment or anything of
value that would result
in CRO or Pfizer
improperly obtaining or
retaining business or
gaining any improper
business advantage.

Principal Investigator
and Institution have not
and will not in the
future  directly or
indirectly offer or pay,
or authorize the offer or
payment of, any money
or anything of value in
an effort to influence
any Government
Official or any other
person.

20.4 Funding Requirements. CRO

Financovani, které
CRO nebo spolecnost
Pfizer poskytuji podle
této Smlouvy
nezpusobi, Ze se Hlavni{
zkousejici ani
Poskytovatel  dopusti
jakéhokoli jednéni,
které by mélo za
nasledek nepatiicné
ziskdni nebo udrZeni
obchodni  piilezitosti
nebo ziskdni jakékoli
nepatficné  obchodni
vyhody na strané¢ CRO
nebo spolecnosti Pfizer.

Hlavni zkouSejici a
Poskytovatel

neobdrzeli a neobdrZzi
Zddnou platbu  ani
cokoli hodnotného, co
by mélo za nésledek
nepatiicné ziskani nebo

udrZeni obchodni
prileZitosti nebo ziskani
jakékoli nepatiicné

obchodni vyhody na
stran¢ CRO  nebo
spole¢nosti Pfizer.

Hlavni zkouSejici a
Poskytovatelpiimo ani
nepiimo neposkytli a
neposkytnou platbu ani
nabidku, ani neschvalili
a neschvdli platbu
jakékoli castky nebo

nabidku ¢ehokoli
hodnotného, ve snaze
ovlivnit jakoukoli

Ufedni osobu nebo
jinou osobu.

20.4 Pozadavky na financovani.
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20.5

will make no payment in
addition to the funding set out
in Attachment A (Study Budget
and Payment Terms) in
connection with this
Agreement unless CRO has
prospectively approved that
expenditure in writing. All
invoices and any supplemental
documents  that  Principal
Investigator and Institution
submit to CRO or Pfizer under
this Agreement must be truthful
and show in reasonable detail
what the requested payment is
for. Principal Investigator and
Institution will maintain true,
accurate, and complete records
(eg, invoices, reports,
statements, and books) relating
to the funding and expenditures
for this Study.

Right to Audit. Pfizer has the
right to take all reasonable
steps and actions to ensure that
each payment made by CRO on
behalf of Pfizer is properly and
legitimately used. To this end,
Principal  Investigator and
Institution will permit, during
the term of the Agreement and
for three years after the final
payment has been made under
the  Agreement, Pfizer’s
internal and external auditors
access to any relevant books,
documents, papers, and records
of the Principal Investigator

and Institution  involving
transactions related to the
Agreement. Because  this

Agreement relates to a clinical
study, there will be acceptable
safeguards employed in such an
audit to ensure confidentiality

20.5

CRO neposkytne v souvislosti s
touto Smlouvou Zadnou platbu
navic k financovéani{
uvedenému v  Priloze A
(Rozpocet Studie a platebni
podminky), pokud CRO takovy
vydaj piedem pisemné
neschvali. Veskeré faktury a
doplikové dokumenty, které
podle této Smlouvy Hlavni
zkousejici nebo Poskytovatel
predlozi CRO nebo spolecnosti
Pfizer, musi byt pravdivé a
dostatecné piesn¢ uvadeét, za co
je platba pozadovdna. Hlavni

zkousejici a
Poskytovatelpovedou

pravdivé, ptresné a Uplné
zdznamy  (napf. faktury,

zpravy, vykazy a ucetni knihy)
souvisejici s financovdnim a
vydaji této Studie.

Pravo auditu. CRO a Pfizer
maji pravo podniknout veskeré
pfiméfené kroky a tkony
k zajiSténi toho, aby kazda
platba uskute¢nénd CRO byla
fadné a legitimné pouZita. Za
timto ucelem musi Hlavni
zkouSejici a  Poskytovatel
povolit béhem obdobi trvani
Smlouvy a tf1 roky poté, co
byla podle Smlouvy provedena
konecna platba, piistup
internim a externim auditorim
CRO nebo spole¢nosti Pfizer
ke vSem piisluSnym ucetnim
kniham, dokumentim,
pisemnostem a zdznamim
Poskytovatel nebo Hlavniho
zkousejiciho dokladajicim
transakce tykajici se Smlouvy.
ProtoZe se tato Smlouva tyka
klinické studie, budou pro
piipad takového auditu
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20.6

and protect the privacy of the
Study Subjects.

Failure to Comply. If CRO or
Pfizer terminates the Study or
this Agreement because of
Principal Investigator’s  or
Institution’s breach of any of
the provisions in this Anti-
Corruption section, Principal
Investigator and Institution will
be liable to Pfizer for damages
or remedies as provided by law.
Further, Principal Investigator
and Institution will indemnify
CRO and Pfizer against any
third-party claim, fine, or
penalty against CRO or Pfizer
that results from such a breach
by Principal Investigator or
Institution.

20.6

zavedena pfijatelnd ochranna
opatieni k zajiSténi diveérnosti a
ochrany soukromi Subjektl
studie.

Nedodrzeni ujedndni. Pokud
CRO nebo spolecnost Pfizer
ukon¢i tuto Smlouvu z divodu
poruSeni kteréhokoli ujednéani
tohoto protikorupéniho ¢lanku
Hlavnim zkouSejicim nebo
Poskytovatelem, budou Hlavni
zkousejici a  Poskytovatel
odpovidat za Skody nebo
napravnd opatieni spolecnosti
Pfizer dle zdkona.  Hlavni
zkouSejici a Poskytovatelddle
odskodni CRO a spolecnost
Pfizer ve véci jakékoli
pohledavky tieti strany, pokuty
nebo pendle uplatnéné vici
CRO nebo spolecnosti Pfizer
v disledku takového poruseni

téchto  ujedndni  Hlavnim
zkousSejicim nebo
Poskytovatelem.

Agreed to and Accepted by:/Schvalil a piijal:

Parexel International (Irl) Limited Fakultni nemocnice Hradec Kralové

Printed Name /Jméno tiskacim pismem MUDr. Ale§ Herman, Ph.D.

Date:/Datum: 20. 2. 2023 Date:/Datum: 23. 2. 2023

Title/Funkce
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I have read this Agreement, I understand it and
I accept its terms, which relate to the
performance of my function as Principal
Investigator. I further agree to ensure that my
sub-investigators and Study Staff are properly
informed of their obligations under this
Agreement. In addition, I consent to the
collection, use and transfer of my Personal
Information as set forth in this Agreement.

Precetl jsem si tuto Smlouvu, rozumim ji a
akceptuji jeji podminky, které se tykaji vykonu
mé funkce Hlavniho zkouSejictho.  Ddle
souhlasim s tim, Ze =zajistim, aby moji
spoluzkousejici a Spolupracovnici byli fadné
informovdéni o svych zdvazcich vyplyvajicich z
této Smlouvy. Kromé toho souhlasim se
shromazd’ovanim, pouZzitim a pfenosem mych
Osobnich tdaju tak, jak je to stanoveno v této
Smlouvé.

Hlavni zkouSejici/Principal Investigator

Title

Date:/Datum: 24. 2. 2023

Attachments/Piilohy

Attachment A Study Budget and Payment
Terms

Attachment B Pfizer International Anti-
Bribery and Anti-
Corruption Principles

Attachment C  Protection of Personal Data

Attachment D  Indemnification Form

Piedloha trojstranné smlouvy (Ceskd

Priloha A°  Rozpocet Studie a platebni
podminky

Ptiloha B Mezinarodni protitplatkérské a
protikorup¢ni zdsady spolecnosti
Pfizer

Ptiloha C ~ Ochrana Osobnich ddaji

Ptiloha D Zaruka odSkodnéni
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Attachment A
STUDY BUDGET AND PAYMENT
TERMS

Protocol Number ||

1. Payee Name and Address: Payment
of the sums due under this Agreement will be
made payable to:

Piiloha A
ROZPOCET STUDIE A PLATEBNI
PODMINKY

Cislo Protokolu _

1. Jméno a adresa prijemce platby:
Uhrada ¢éstek splatnych podle této smlouvy
bude provedena ve prospéch piijemce platby:

Protocol Number / Cislo Protokolu

Site Number / Cislo centra

e —

Payee Name / Jméno piijemce platby

Fakultni nemocnice Hradec Kralové

Payee Address / Adresa piijemce platby Sokolska
Address Line 2 / 2. tadek adresy N/A

Address Line 3 / 3. fadek adresy N/A
Province/State/Country / Provnicie/Stat/Stat N/A

City / Mésto Hradec Kralové
Postal Code / Postovni smérovaci ¢islo 500 05

Country / Stat Czech Republic

Payee Contact / Kontaktni osoba piijemce platby

Payee Contact Phone Number / Tel. ¢islo kontaktni
osoby pifjemce platby

+420 495 833 827

Remittance E-mail Address / E-mailova adresa osoby jitka.halesova@fnhk.cz
pfijimajici platbu

General Finance contract e-mail address if different N/A

from above / Obecnd Emailova adresa finan¢niho

dtvaru, lisi-li se od e-mailové adresy vyse

NPI N/A

Tax ID (VAT/GST Registration/TIN/SSN) / Dailovd CZ00179906

identifikace

Bank Account Holder Name / Jméno majitele
bankovniho uctu

Fakultni nemocnice Hradec Kralové

Bank Account Number / Cislo détu

24639511/0710

IBAN (International Bank Account Number) / IBAN
(mezindrodni format ¢isla uctu)

CZ23 0710 0000 0000 2463 9511

Bank Name / Ndzev banky

Cesk4 ndrodni banka (Czech National Bank; cnb.cz/en)

Bank Number / Ciselny kéd banky

0710

Bank Branch Number / Cislo bankovni poboc¢ky

N/A

Bank Identification Code / SWIFT kod

CNBACZPP

Bank Type / Druh banky

National bank

Payment/transaction reference /
“‘yariabilni symbol”

Number of the respective invoice / ¢islo faktury

Sender to Recipient information /
zprava pro piijemnce platby

‘_” (i.e. protocol number)

The Institution must provide CRO, in writing,
full payment instructions for the payee listed
above, including completion of applicable
payment processing forms, before any
payments can be made under the Agreement.

Poskytovatel musi CRO pisemné poskytnout
uplné platebni pokyny pro vySe uvedeného
piijemce platby, v€etné vyplnéni piislusnych
formulart pro zpracovdni plateb, a to predtim,
neZ bude moci byt provedena jakakoli platba

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018



The Institution is obligated to inform CRO, in
writing, of any changes or required updates of
payment instructions and/or bank details.

The CRO will make the payment of the start-
up fee according to Annex 1 of this contract
within 45 days after the signing of this
contract. No further payments will be sent to
the recipient until the following conditions are
met: (1) contract signature, (2) submission of
all regulatory documents to the CRO, and (3)
EC approval.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO/Pfizer immediately in
accordance with Section 12 (Refunds) below.
If Institution fails to do so, CRO/Pfizer, in its
sole discretion, may apply such unearned
sums to payments otherwise due in connection
with Institution participation in another
Pfizer study or may pursue other available
remedies.

2. Per Subject Cost: Payment per
patient: ~ Payment  per  patient
(evaluation subject) will be based on
Schedule 1 and is based on the
completion of all visits and procedures
in accordance with the study
specifications outlined in the protocol.
Payments will be calculated based on
the study data entered into the EDC
system and will be reimbursed if the
study center is in compliance with the
protocol and terms of the contract.
CRO will make payments on a
quarterly basis.

podle této smlouvy. Poskytovatel je povinna
pisemné informovat CRO o jakychkoli
zménach nebo poZzadovanych aktualizacich
platebnich pokynil a/nebo bankovnich tidaju.

CRO provede platbu start-up poplatku dle
piilohy 1 této smlouvy bchem 45 dni po
podpisu této smlouvy. Zadné dalsi platby
nebudou pifjemnci zasldny, dokud nebudou
splnény nésledujici podminky: (1) podpis
smlouvy, (2) pfedloZeni vSech regulatornich
dokumenttit CRO a (3) schvéleni EK.

Pokud bude smlouva ukoncéena pied tim, nez
budou poskytnuty sluzby odpovidajici vSem
platbAim, musi byt zbyvajici C¢éstka
bezodkladné vracena CRO/spole¢nosti Pfizer
v souladu s odstavcem 13 (Refundace) nize.
Pokud tak Poskytovatel neudini,
CRO/spolecnost Pfizer mtize uplatnit takové
nezaslouzené Castky na platby, které jsou
jinak splatné v souvislosti s ucasti
Poskytovatel v jiné studii spolecnosti Pfizer,
nebo muze uplatnit dal$i dostupné opravné
prostiedky.

Platba za jednoho pacienta: Platba za
jednoho pacienta (subjekt hodnoceni)
bude na zakladg Piilohy 1 a je zaloZena
na ukonceni vSech navstév a postupt v
souladu se  specifikacemi  studie
uvedenymi v protokolu. Platby budou
vypocteny na zdkladé udaji ze studie
zadanych do syst¢tmu EDC a budou
proplaceny, pokud je studijni centrum v
souladu s protokolem a podminkami
smlouvy. CRO uskute¢ni platby s
¢tvrtletni frekvenci.
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3. Additional _Treatment  Related 3. Dodatecné niklady spojené s lécbou:
Costs: In addition to the patient Kromé¢ platby za pacienta bude CRO
payment, the CRO will pay the platit piijemci za dalsi ndklady spojené s
Beneficiary for additional treatment- lé¢bou, jak je uvedeno v Priloze 1.
related costs as set forth in Schedule 1. Piijemce predlozi zadosti o zaplaceni
The Beneficiary shall submit requests dodate¢nych ndkladi souvisejicich s
for payment of additional treatment- 1é¢bou v souladu s oddilem 12 (Faktury
related costs in accordance with a platby), vcéetné predlozeni jakékoliv
Section 12 (Invoices and Payments), podpiirné dokumentace nebo potvrzeni o
including  submission of  any vydajich z prechodu. Jakékoli nédklady
supporting documentation or oznacené jako fakturované v Priloze 1 by
confirmation on transition expenses. m¢ély byt fakturovany na navstévach nebo
Any costs identified as invoiced in casovych bodech, které jsou v nich
Schedule 1 should be invoiced at the specifikovany, a nebyly pfedloZzeny
visits or time points specified therein tretimu pojistovateli.

and not submitted to a third party
insurer.

. Other Study-Level Costs: In

addition to the costs included above,
the CRO will pay the Recipient for
other costs related to the Study as set
forth in Schedule 1 of Appendix A.
The Recipient shall submit requests for
payment of such costs in accordance
with Section 12 (Invoices and
Payments), including the submission
of any supporting documentation or
confirmation on ongoing expenses.
Any non-procedural ongoing costs will
only be paid for the amount actually
incurred, up to the maximum amounts
set out in Schedule 1 without any
increase in costs. Any costs, if any,
identified as invoiced in Schedule 1
should be submitted for
reimbursement or invoiced at the visits
or time points specified therein and not
submitted to a third party insurer.

1. CONTRACT
NEGOTIATION FEE: A one-
time, non-refundable fee in the

4. Dalsi naklady souvisejici se studii:

Kromé nédkladii zahrnutych vyse zaplati
CRO pfijemci za dalsi ndklady
v souvislosti se studii, jak je uvedeno
v Priloze 1 Prilohy A. Pfijemce
piedlozi zadosti o platbu za takové
ndklady v souladu s oddilem 12
(Faktury a platby), vcetn¢ predloZeni
jakékoliv podptirné dokumentace nebo
potvrzeni o pribézné vynaloZenych
vydajich. Jakékoli neprocesni priibézné
ndklady budou zaplaceny pouze ve
skutecné vynaloZené vysi, a to az do
vySe maximalnich ¢astek uvedenych v
Ptiloze 1, aniZz by doSlo k naristu
ndkladt. Jakékoli ptipadné ndklady
oznacené jako fakturované v Ptiloze 1
by mély byt pfedloZzeny k proplaceni
nebo fakturovdny na ndvstévach nebo
casovych bodech, které jsou v nich
specifikovdny, a nebyly pifedloZeny
tietimu pojistovateli.

1. POPLATEK ) ZA
PROJEDNANI SMLOUVY:
Jednorazova, nevratna odmeéna
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amount of
I ! be paid
after signing the contract. The
payment of the fee to the
Institution will be made upon
receipt of the relevant invoice.

. START-UP FEE to the

clinical department: A one-
time, non-refundable fee of
I ! be poid
for activities related to the
preparation of the clinical
evaluation in the clinical
department. This reward will be
paid after signing the contract.
Payment of the remuneration to
the Provider will be made upon
receipt of the relevant invoice.

. AMENDMENT FEE: If the

Contracting Parties conclude an
addendum to the Contract, the
CRO undertakes to pay the
Provider a fee for negotiating
an addendum to the Contract in
the amount of
T
this addendum relates to the
budget and was requested by
the Contracting Authority or
CRO. This fee includes the
Provider's costs associated with
the administration and
discussion of the amendment
from a legal and economic
point of view. This fee is
invoiced immediately after the
signing of the addendum by all
Contracting Parties.

. ARCHIVING FEE: The CRO

will pay a one-time fee of
for  the
storage of all documentation
related to the study in
accordance with applicable
local legislation and the
protocol.  This  document

-

vyplacena po podpisu smlouvy
Vyplata odmény Poskytovateli
bude provedena po obdrZeni
prislusné faktury.

START-UP POPLATEK
klinickému oddéleni:
Jednorazova, nevratnd odmeéna
ve vysi |-
vyplacena za Cinnosti souvisejici
S piipravou klinického
hodnoceni na klinickém
oddéleni. Tato odmeéna bude
vyplacena po podpisu smlouvy.
Vyplata odmény Poskytovateli
bude provedena po obdrZeni
piislusné faktury.

. POPLATEK ZA DODATEK:

Bude-li Smluvnimi stranami
uzavien dodatek ke Smlouve,
zavazuje se CRO uhradit
Poskytovateli  poplatek  za
sjednani dodatku ke Smlouvé ve
vysi . 0 jer
v ptipad¢é, Ze tento dodatek se
tykd rozpoctu a byl vyvolan
Zadavatelem nebo CRO. Tento
poplatek zahrnuje naklady
Poskytovatele spojené S
administrativou a projednanim
dodatku z  prdvniho a
ekonomického hlediska. Tento
poplatek je fakturovan
bezprostfedné po podepsani
dodatku  vSemi  Smluvnimi
stranami.

. POPLATEK ZA

ARCHIVACIL: CRO uhradi
jednordzovy poplatek ve vysi

za uchovavani
veSkeré dokumentace, ktera se
vztahuje ke studii v souladu s
platnou mistni legislativou a s
protokolem. Tento poplatek za
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retention fee will be paid after
signing this contract. The CRO
will also reimburse the Provider
for the archiving of
documentation related to the
study that exceeds the standard
archiving period (i.e. 25 years),
according to the Provider's
price list valid at the time.

. PHARMACY FEE - START-

UP: A one-time, non-
refundable reward in the total
amount of
T ———
for activities related to the
preparation of the pharmacy for
the clinical evaluation. This
reward will be paid after
signing the contract after
receiving the relevant invoice.

. PAYMENTS TO THE

PHARMACY - MONTHLY
FLAT-FEE: The CRO will
also pay the provider a monthly
flat-rate fee for pharmacy
services in connection with the
study, in the amount of
per month
(activities  associated  with
receiving the shipment of study
medication, its confirmation in
the IWR, control, storage and
appropriate documentation)

. PHARMACY FEE -

CLOSING VISIT (*“Close-
Out”): a total amount of
B i b paid
for the dispensing and delivery
of properly prepared study
medication from the pharmacy
to the clinical workplace.

uchovdvani dokumentace bude
uhrazen po podpisu  této
smlouvy. CRO dale
Poskytovateli uhradi archivaci
dokumentace souvisejici  se
studii, ktera pfesahuje
standardni archivac¢ni dobu (tj.
25 let), a to podle ceniku
Poskytovatele platného v dané
dobg.

. PLATBY LEKARNE -

START-UP: Jednorazova,
nevratnd odmeéna v celkové vysi
I i
vyplacena za ¢innosti souvisejici
s pfipravou 1ékédrny na provedeni
klinického hodnoceni. Tato
odména bude vyplacena po
podpisu smlouvy po obdrZeni
piislusné faktury.

. PLATBY LEKARNE -

MESICNI PAUSAL: CRO dile
uhradi poskytovateli mésicni
pausdlni poplatek za sluzby
1ékarny v souvislosti se studii, a
to ve vysi _za
mesic  (aktivity  spojené s
piijetim zasilky studijni
medikace, jeji potvrzeni v IWR,
kontrola, uskladnéni a nalezita
dokumentace)

. PLATBY LEKARNE -

ZAVERECNA NAVSTEVA
(,,Close-Out‘): ¢astka v celkové
v
vyplacena za vydej a dodani
fadn¢  pfipravené studijni
medikace z lékdrny na klinické
pracoviste.

5. Final Payment: For payments made 5. Zavérecna platba: V piipadé plateb
pursuant to the "Per Patient Payment" provedenych podle vySe uvedeného
section above, five percent (5%) of oddilu "Platba za jednoho pacienta" se
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each payment will be
withheld/deducted at the time of
payment. These 5 percent deductions
from each individual payment will be
accounted for and will be
paid/reimbursed as part of the final
payment. Final payment will be made
upon final review and acceptance of all
study data for study subjects by the
CRO, completion of all required
administrative matters by the principal
investigator and/or institution,
including  resolution of  any
outstanding data queries entered in the
CRF (“CRF queries”) and return of
any device provided by Pfizer or any
other supplier.

. No Payment: Institution will not be

paid for any Study Subjects whose
enrollment in the Study deviates from
the Protocol’s eligibility criteria or
from whom Study Data cannot be
analyzed because of  Protocol
deviations, lack of proper records or

incomplete, uncorrected or
unverifiable CRFs.
7. Investigational Drug:

v dob¢ platby zadrzi/odeCte pét
procent (5%) z kazdé platby. Tyto
Sprocentni srdzky z kazdé jednotlivé
platby se zic¢tuji a  budou
doplaceny/dorovnéany v ramci
zavereCné platby. ZavéreCnd platba
bude zaplacena pfi zdvérecné kontrole
a pfijeti vSech studijnich dat pro
studijni subjekty ze strany CRO,
dokonceni  vSech  pozadovanych
administrativnich zdleZitosti hlavnim
zkouSejicim anebo Poskytovatelem,
veetné vyfeSeni vSech nevyfeSenych
dotazii ohledné dat zadanych v CRF
(“CRF queries™) a vraceni jakéhokoli
zafizeni poskytnutého spole¢nosti
Pfizer nebo  jakymkoli jinym
dodavatelem.

6. 7Zadna platba. Poskytovatel nebude

placen za Z4dné subjekty, jejichz
zatazeni do Studie se odchyluje od
kritérii zptisobilosti dle Protokolu nebo
jejichz data nelze analyzovat kvili
odchylkdm  protokolu, nedostatku
fddnych zdznami nebo nedplnym,
neopravenym nebo neovéfitelnym
CRF.

Hodnocené lécivo:

b

I Pursuvant to Section 8

of this Agreement, the study drug will
be supplied by Pfizer or the CRO.

. Standard of Care: The study budget

(in Appendix 1) includes payments for
all examinations that the beneficiary
will perform as part of the study as
required by the protocol.

. Screen Failures: A "screening
failure" is a subject who has signed an

|®°

Podle oddilu 8 této dohody studijni
1é€Civo doda Pfizer anebo CRO.

. Standard péce: Rozpocet studie (v

piiloze 1) zahrnuje platby za veSkerd
vySetieni, kterd bude piijemce v rdmci
studie provadét, jak je poZzaduje
protokol.

9. Subjekty, které neprosly

screeningem: "Neuspeésny skrining" je
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10.

11

informed consent but does not meet the
screening visit criteria and is therefore
ineligible for inclusion in the study.
Failed screenings will be paid in
accordance with Appendix 1. To
receive payment for a failed screening,
data from the screening visit must be
entered into the CRF. The Recipient
shall request payment for each failed
screening in accordance with Article
12 (Invoices and Payments),
indicating the subject's screening
number (or other unique identifier) and
the date the failed screening occurred.

Patient Travel Expenses:

Pfizer will reimburse reasonable travel
expenses for a patient visit during the
study in the amount specified in the
budget (Appendix 1).

For each completed visit, the
evaluation subjects will receive an
amount of to cover
travel costs, food and other
reasonable cash expenses.

Reimbursement of travel expenses
will be issued by the recipient directly
to the study subjects.

Additional Testing, Treatment or
Procedures: The parties agree that
Schedule 1 includes all costs related to
the study as set forth in the protocol.
Beneficiaries will not be reimbursed
for any additional tests, treatments, or
procedures not required by the
Protocol or not covered by the
Agreement or this Appendix A unless
such additional tests, treatments, or
procedures are pre-approved by Pfizer
or the CRO or are for the treatment of

subjekt, ktery podepsal informovany
souhlas, ktery vSak nespliiuje kritéria
screeningové ndvstévy, a proto neni
zpisobily pro zafazeni do studie.
Netspésné skriningy budou hrazeny v
souladu s ptilohou 1. Pro obdrZeni
platby za nedspéSny skrining je nutné
zadat data ze skriningové ndvstévy do
CRF. Piijemce pozadd o platbu za
kazdy neuspéSny skrining v souladu s
¢lankem 12 (Faktury a platby), ve
kterém uvede skriningové Cislo
subjektu (nebo jiného jedine¢ného
identifikdtoru) datum, kdy k netsp&Sny
skrining nastal.

Cestovni vydaje pacientu: Pfizer
nahradi pfiméfené cestovni vydaje na
ndvstévu pacienta béhem studie ve vysi
stanovené v rozpocCtu (ptiloha 1).

Za Kkazidou dokoncenou navstévu
obdrzi subjekty hodnoceni ¢astku ve
visi |2  pokryti
cestovnich nakladua, za stravné a
dalsi priméiené hotovostni vydaje.

Nahradu cestovnich vydaji bude
vydavat piijemce piimo studijnim
subjektim.

11. Dodate¢né testovani, oSetieni nebo

vySetiteni: Strany souhlasi, Ze ptiloha
1 zahrnuje veskeré naklady souvisejici
se studii, jak je uvedeno v protokolu.
Ptijemci nebudou hrazeny Z4adna
dodate¢na vySetieni, 1écba nebo
postupy, které Protokol nevyZaduje
nebo které nejsou uvedeny ve
Smlouvé nebo v této Priloze A, aniz
by takova dodate¢nd vysSetfeni, 1éCba
nebo postupy byly predem schvaleny
spolecnosti Pfizer nebo CRO nebo se
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12.

injury in connection with the study
(see description below Article 16).

Invoices & Payments: Payments will
be made by the CRO with a quarterly
frequency and due within 30 days from
the delivery of the invoice issued based
on the activities and services
performed in the previous 3 months.

Payment will be made in CZK.

The VAT rate is in the regime of
transfer of tax liability (reverse
charge, i.e. without VAT) and is
governed by the laws in force at the
time the invoice is issued.

In the case of costs that are not listed in
Annex 1, requests for payment or
reimbursement or invoices may not be
issued by the recipient until the
contract has been amended by an
amendment or a letter of budget
change. (To expedite payment, these
invoices may be accompanied by a
copy of the amedment/letter).

Invoices must be issued to:

PAREXEL International
Limited,

70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

EU VAT: IE 3249971HH

(IRL)

and sent to

The CRO undertakes to send the
Provider the information necessary to
determine the amount of remuneration

jednalo o 1é¢bu djmy na zdravi v
souvislosti se studii (viz popis niZe
¢lanek 16).

12. Faktury a platby:

Platby budou ze strany CRO provadény

s Ctvrtletni frekvenci, a se splatnosti do
30 dni od doruceni faktury vystavené
na zakladé aktivit a  sluZeb
provedenych za predchozi 3 mésice.

Platba bude provedena v K¢.

Sazba DPH je v rezimu pieneseni
danové povinnosti (reverse charge,
ti. bez DPH) a ridi se zakony
platnymi v dobé vystaveni faktury.

V piipad¢ ndklad, které nejsou
uvedeny v Piiloze 1, Zadosti o platbu
nebo uhradu nebo faktury nesmi
pifjemce vystavit, dokud nebyla
provedena zména smlouvy dodatkem
nebo dopisem o zméné rozpoctu. (K
urychleni platby mohou byt tyto
faktury doprovéizeny kopii
dodatku/dopisu).

Faktury museji byt vystaveny na:

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company number 541507

EU VAT: IE 3249971HH

a zaslany na

CRO se zavazuje zaslat Poskytovateli
informace nezbytné ke stanoveni vyse
odmény (podklad k fakturaci), kterd
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(basis for invoicing) to be paid to the
Institution, while the examiner will
review and approve these documents
before the Provider issues an invoice.

Documents for invoicing and all
notifications to the Provider (change of
billing address, VAT number, etc.)
will be sent to Ms. Dasa Proktipkova —
legal department, email:
dasa.prokupkova@fnhk.cz, and Ing.
Jitce HaleSovd — Department of
Finance and  Analysis, email:
jitka.halesova@fnhk.cz.

The following information shall be
provided when submitting an
invoice:

Invoice number

Invoice date

Invoice amount

Date and description of

service provided as
described in Exhibit 1

e Principal Investigator
Name

e Institution/Center or Site
Name and Address

e Pfizer assigned Site Id (as

listed above) |||l

e Protocol Identifier or
Number [

e VAT Registration Number

e Any VAT charge, relevant
VAT  perecentage  or
indication of a ‘reverse
charge’

Failure to include required information
on all requests for payment or
reimbursement or invoices  will
result in delayed payment.

ma byt Poskytovateli vyplacena,
pficemZz zkouSejici tyto podklady
zreviduje a schvali pfed vystavenim
faktury ze strany Poskytovatele.

Podklady pro fakturaci a veSkera
oznameni  Poskytovateli  (zména
fakturacni adresy, DIC atd.) budou
zaslana pani D&se Prokupkové -
pravni odbor, email:
dasa.prokupkova@fnhk.cz, a Ing.
Jitce HaleSové — Odbor financi a
analyz, email:
jitka.halesova@fnhk.cz.

Pri predlozeni faktury musi byt
uvedeny tyto informace:

« Cislo faktury

* Datum faktury

« Céstka faktury

e Datum a popis poskytnuté sluzby,
jak je popséno v Piiloze 1

* Jméno hlavniho zkouSejiciho

* Nézev a adresa Poskytovatel/centra
nebo pracovisté

* ID centra pfidélené spoleCnosti
Pfizer (jak je uvedeno vyse) -
* Identifikator protokolu nebo c¢islo
I

*DPH registracni ¢islo

o Jakykoli poplatek DPH, piislusné
procento DPH nebo oznaceni ,,reverse
charge*

Nepfijeti pozadovanych informaci o
vSech Zadostech o platbu nebo thradu
nebo faktury bude mit za nésledek
zpozdéni platby.
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13.

14.

15.

16.

Refunds: To confirm the refund
process, the beneficiary will contact
the CRO at

Amendments: The following Study
budget changes may be documented by
a modification letter signed by Pfizer
or its authorized agent: (1) increases in
the total Study budget, with or without
modification of the payment schedule,
or (2) modification of the payment
schedule with no change in total Study
budget.

Inquiries: All inquiries regarding the
process of submitting payment or
payment requests and invoices, as well
as the status of such payment or
payment request or invoice in the
payment processing system, must be
directed to the payment processor at

. All
inquiries regarding the reasons for the
rejection or disapproval of a payment
request or payment or invoice must be
directed to the Payment Processor at

Treatment of Study Subject Injury:
In accordance with the study study
subject injury compensation policy,
the recipient will promptly notify the
CRO of any study-related injury to
study subjects. The Provider shall
submit all invoices for the treatment of
the study subject's health injury in
accordance with Section 12 (Invoices
and Payments) above.

13. Vraceniplateb: Chcete-li potvrdit

proces vriaceni pencz,
kontaktuje CRO na

piijemce
adrese

14. Dodatky: Nasledujici zmény rozpoctu

studie mohou byt zdokumentoviny
modifikaénim dopisem podepsanym
spoleCnosti  Pfizer nebo jejim
opravnénym zastupcem: (1) zvySeni
celkového rozpoctu studie, s dpravou
nebo bez dpravy harmonogramu
plateb, nebo (2) tuprava splitkovy
kalenddt beze zmény celkového
rozpoctu studie.

15. Dotazy: Veskeré dotazy tykajici se

procesu predklddani Zadosti o platbu
nebo vhrady a faktur, jakoZ i stavu
takové Zadosti o platbu nebo dhradu
nebo faktury v systému zpracovani
plateb musi byt smcroviany na
zpracovatele plateb na  adrese

Veskeré dotazy tykajici se duvodl
odmitnuti Zadosti o platbu nebo
uhrady nebo faktury nebo jeji
neschvdleni musi byt adresoviany
zpracovateli plateb na adresu

16. Lécba ujmy na zdravi subjektu

hodnoceni pri provadéni studie: V
souladu s politikou odSkodnéni tjmy
na zdravi subjektu hodnoceni Vv
souvislosti s provddénim studie bude
piijemce bezodkladné informovat
CRO o vSech Ujmiach na zdravi
subjektli hodnoceni v souvislosti se
studii. Poskytovatel predlozi vSechny
faktury pro 1é€bu ujmy na zdravi
subjektu hodnoceni v souvislosti se
studii v souladu s vySe uvedenym
oddilem 12 (Faktury a platby).
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Invoicing for treatment of the
subject's injury must be separate
from invoices submitted for any
other protocol-required treatment
and must be clearly identified as
treatment of the injury. The sent
invoice should contain the following
information:

* Invoice number

* Invoice date

* Invoiced amount associated with
each AE / SAE

» Name of principal investigator

* Name and address of the study center
* Log identifier or number

* Subproject number

* Assessee identifier/number (ie as
reported on the CRF)

* Date of occurrence of AE / SAE (ie
as reported on the CRF)

 AE / SAE treatment (drugs)
associated with each AE / SAE

* Date of administration of treatment
 AE / SAE termination date (if not
continuing at the time of invoicing and
if consistent with CRF)

* name/diagnosis of AE / SAE

The AE / SAE terminology and
treatment indicated on the invoice
must match the information that is
provided on the CRF and AE / SAE
forms to avoid payment delays.

Fakturace za 1é¢bu ajmy na zdravi
subjektu hodnoceni musi byt
oddélena od faktur piedkladanych
za jakoukoli jinou 1é¢bu
pozadovanou protokolem a musi byt
jasné oznacena jako lécbu djmy.
Zaslana faktura by méla obsahovat
nasledujici informace:

« Cislo faktury
* Datum faktury

* Fakturovana ¢éstka spojend s kazdym
AE / SAE

* Jméno hlavniho zkousSejiciho

* Ndzev a adresa studijniho centra
* Identifikator protokolu nebo Cislo
« Cislo dil¢iho projektu

. Identifikator/Cislo subjektu
hodnoceni (tj. jak je hldSen na CRF)

* Datum vyskytu AE / SAE (t]. jak je
uvedeno na CRF)

» lécba (I€ky) AE / SAE spojend s
kazdou AE / SAE

* Datum podani 1écby

* Datum ukonceni AE / SAE (pokud
netrva nadale v dobé fakturace a pokud
je v souladu s CRF)

* nazev/diagnéza AE / SAE
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Attachment B
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
interpreted and means:

broadly

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

(11) 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);

Piiloha B
MEZINARODNI PROTIUPLATKARSKE A
PROTIKORUPCNI ZASADY
SPOLECNOSTI PFIZER

Spolecnost  Pfizer dlouhodob& prosazuje
firemni politiku zakazujici uplatky a korupci
pifi obchodni Cinnosti ve Spojenych stitech i
v zahrani¢i. Spolecnost Pfizer se zavazala
vykondvat svou obchodni ¢innost
bezihonnym, etickym a zdkonnym zplsobem
v souladu se vSemi pfisluSnymi zakony a
nafizenimi. Stejny zdvazek ocekdvame od
nasich poradcli, zmocnénci, zdstupci nebo
dalSich  spolecnosti €1 fyzickych osob
jednajicich naSim jménem (ddle jen
,»Obchodnich partnerid”), jakoz i od osob
jednajicich  jménem téchto Obchodnich
partnert(napt. subdodavateltl) v souvislosti
s praci pro spole¢nost Pfizer.

Upldceni viednich osob

Ve vétsiné statll existuji zdkony zakazujici
(ptimé €1 nepiimé) poskytovani, nabizeni nebo
slibovani jakychkoli plateb nebo c¢ehokoli
hodnotného tufednim osobdm s umyslem
ovlivnit Ufedni dkony ¢i rozhodnuti o ziskani
¢1 udrZeni urcité obchodni prilezitosti.

Pojem ,,Ufedni osoba* je vykladan v Sirokém
smyslu a zahrnuje:

(1) jakoukoli volenou nebo jmenovanou
ufedni osobu (napt. zdkonodéarce nebo
ufednika ministerstva vlady);

(i1) jakéhokoli zaméstnance nebo osobu

jednajici jménem nebo z povéteni
ufedni osoby, ufadu vlady nebo
podniku, ktery vykondva vladni funkci
nebo ktery vlastni ¢i fidi vlada (napf.
zdravotnika zaméstnaného ve statni

nemocnici nebo vyzkumného
pracovnika zaméstnaného na statni
univerzit¢);
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(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;

(iv)  any employee or individual acting for
or on behalf of a public international
organization;

(i1) any member of a royal family or
member of the military; and

(i11))  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.

(iii))  jakéhokoli  pfedstavitele politické
strany, kandidata na vefejnou funkci,
urednika, zameéstnance nebo osobu
jednajici jménem nebo z povéteni
politické strany nebo kandidita na
vefejnou funkci;

(iv)  jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéteni
vetejné mezindrodni organizace;

(i1))  jakéhokoli €lena kralovské rodiny nebo

pfislusnika armédy; a
(iii)  jakoukoli osobu jinak ze zdkona
povazovanou za Uredni osobu.

Pojem ,,Vldda* v tomto kontextu zahrnuje
vSechny trovné a slozky vlady (tj. orgéany na
mistni, krajské i celostatni Grovni, a to spravni,
zakonodarné 1 vykonné).

Vzhledem k Sirokému pojeti definice uredni
osoby je pravdépodobné, Ze Obchodni partnefi
budou v ramci své obvyklé cinnosti pro
spolecnost Pfizer s tfednimi osobami b&zné
jednat. Naptiklad 1ékati zaméstnani ve statnich
nemocnicich se podle zdsad spole¢nosti Pfizer
povazuji za Utedn{ osoby.

Americky zakon o zahrani¢nich korup¢nich
praktikich (ddle jen ,JFCPA*) zakazuje
poskytovani, slibovdni nebo schvalovani
platby nebo poskytovani ¢ehokoli hodnotného
zahrani¢ni ufedni osobé za ucelem
nepatiicného nebo korupéniho ovlivnéni
jedndni nebo rozhodovani takovéto osoby
s imyslem pomoci spolecnosti ziskat nebo si
udrzet obchodni pfilezitost nebo ziskat jinou
nepatiicnou vyhodu. FCPA rovnéz zakazuje
spoleCnostem €1 osobdm vyuZivat jinych
spolec¢nosti nebo fyzickych osob k provadéni
kterékoli z vySe uvedenych cCinnosti.
Spolecnost Pfizer je jako americka spolecnost
povinna dodrZovat ustanoveni FCPA a muzZe
nést pravni odpoveédnost za jednéni, jehoz se
kdekoli na svété dopusti kterykoli z jejich
Obchodnich partnert.

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

74



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 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

Protiuplatkaiské a protikorupéni zasady
upravujici vztahy s Vladami a Ufednimi
osobami

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se jejich
vztahil s Vlddami a Ufednimi osobami:

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci pro
spoleCnost Pfizer nesmi piimo ani
nepiimo 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 spolecnosti Pfizer pomulze ziskat
nebo udrZet si obchodni pfileZitost.
Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci pro
spoleCnost  Pfizer nesmi nikdy
poskytnout z4dné Utedni osobé& platbu
nebo ji nabidnout jakykoli predmét Ci
vyhodu (bez ohledu na jejich hodnotu)
s dmyslem nepatfiéné primét Utedni
osoby ke schvdleni, proplaceni,
pfedepsdni nebo ndkupu jakéhokoli
piipravku spolecnosti Pfizer nebo
ovlivnéni vysledku klinického
hodnoceni nebo dosaZeni jakéhokoli
jiného  nepatficného  zvyhodnéni
obchodni ¢innosti spolecnosti Pfizer.

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci pro
spoleCnost Pfizer musi zniat a
dodrzovat vSechny mistni zdkony,
nafizeni nebo provozni postupy
(vCetn¢ pozadavkl vladnich subjekti,
jako napf. statnich nemocnic nebo
vyzkumnych dstavil), které stanovi
limity, omezeni nebo pozadavky na
zvefejnéni odmeén, financni podpory,
dari nebo darkim, jeZ mohou byt
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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.

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

poskytovany Ufednim osobam. Pokud

si  Obchodni partner neni jisty
vyznamem nebo  aplikovatelnosti
kteréhokoli ~ stanoveného  limitu,

omezeni nebo pozadavkil na zvétejnéni
v souvislosti s jednanim s Ufednimi
osobami, m¢l by se pfed zahdjenim
takového jedndni obritit na svou
primarni  kontaktni  osobu  ve
spolecnosti Pfizer.

Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci pro
spoleCnost Pfizer nesmi nabizet
odmény za urychlené vyfizeni.
,Odmeénou za urychlené vytizeni* se
rozumi platby zanedbatelné castky
Utednim osobam s cilem zaji§téni nebo
urychleni rutinniho ufedniho tkonu, ke
kterému nemd rozhodovaci pravomoci.
Prikladem Odmény za urychlené
vyfizeni jsou platby za urychlené
vytizeni licenci, povoleni nebo viz, k
nimz byly fadné 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 spolecnost
Pfizer, je Obchodni partner povinen
tuto skutecnost bezodkladné nahlésit
své primarni kontaktni osobé ve
spoleCnosti ~ Pfizer pfedtim, nez
podnikne jakékoli dalsi kroky.

Komercéni uplatkaistvi

K uplatkédistvi a korupci muize dochdzet i
mimo ufedni styk, v obchodnich vztazich mezi
podniky. Ve vétSin€ stath existuji zdkony
zakazujici nabizeni, slibovéni, poskytovéni,
pozadovani,  pfijimdni nebo  souhlas

(Czech language) 20211027 1.0

Predloha trojstranné smlouvy (Ceskd republika) Verze predlohy: kvéten 2018

76



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

s pfijimanim pené¢z nebo ¢ekoholi hodnotného
vyménou za poskytnuti nepatficné obchodni
vyhody. Mezi piiklady zakdzaného jedndni
patii zejména poskytovani drahych dart,
okézala pohostinnost, nezadkonné provize nebo
investicni pfileZitosti s cilem nepatficné
nékoho piimét k ndkupu zbozi nebo sluzeb.
Spolupracovnici spole¢nosti Pfizer nesmi
nabizet, poskytovat, poZadovat nebo pfijimat
uplatky; spolec¢nost Pfizer o¢ekdva od svych
Obchodnich partneri, jakoZz 1 od osob
jednajicich jejich jménem v souvislosti s praci
pro spolecnost Pfizer, Ze budou dodrzovat
stejné zdsady.

Protitplatkarské a protikorupéni zasady
upravujici vztahy se soukromymi osobami a
spolupracovniky spolecnosti Pfizer

Obchodni partnefi jsou povinni sdélovat a
dodrZovat nasledujici zasady tykajici se jejich

vztahi se  soukromymi  osobami a
spolupracovniky ve spolecnosti Pfizer:
. Obchodni partnefi a osoby jednajici

jejich jménem v souvislosti s praci pro
spoleCnost Pfizer nesmi piimo ani
nepiimo provadét, slibovat nebo
schvalovat provedeni korup¢ni platby
nebo poskytnout cokoli hodnotného
kterékoli osob€ s cilem ji ovlivnit, aby

poskytla spolecnosti Pfizer
nezdkonnou obchodni vyhodu.
. Obchodni partnefi a osoby jednajici

jejich jménem v souvislosti s praci pro
spole€nost Pfizer nesmi piimo ani
nepiimo 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 partnerii a osob
jednajicich jejich jménem v souvislosti
s praci pro spole¢nost Pfizer pfijimat
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from Business Associates, and those
acting on their behalf in connection
with work for Pfizer. Moreover, gifts
of 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

zadné dary, sluzby, vyhody, zabavu
nebo jiné pifedméty s vyS§i nez
symbolickou nebo zanedbatelnou
penézni hodnotou. Dary zanedbatelné
hodnoty jsou dovoleny jen v piipadg,
Ze jsou pfijimany jen obcas pfi
vhodnych pftilezitostech.

Ohlasovdni poruSeni nebo podezieni na
poruseni

Od Obchodnich partnertt a osob jednajicich
jejich jménem v souvislosti s praci pro
spolecnost Pfizer se ocekava, Ze nahlasi své
obavy ohledn¢ moZného poruseni téchto
mezinarodnich protiuplatkafskych a
protikorup¢nich zdsad nebo zdkonl. Tato
hlaSeni mohou byt adresovdna primérni
kontaktni osobé Obchodniho partnera ve
spoleCnosti Pfizer nebo, pokud to dany
Obchodni partner upfednostiiuje, odd¢leni
Compliance spolecnosti Pfizer e-mailem na
adresu

ebo
telefonicky na ¢islo .
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Attachment C

PROTECTION OF PERSONAL DATA

1. Definitions.

Capitalized terms used in

this Attachment D will have the meaning
assigned to them in this Section 1 of
Attachment D. All capitalized terms not
otherwise defined in Attachment D will
have the meaning assigned to them in the
Agreement

(a)

(b)

(©

(d)

“Applicable Law” means any
applicable law, regulation, or
other legal requirement applicable
to the services provided under the
Agreement.

“Controller” will mean the entity
that alone or jointly with others
determines the purposes and
means of the Processing of
Personal Data.

“Data Security Breach” means a
breach of security leading to the
accidental or unlawful
destruction, loss, alteration,
unauthorised disclosure of, or
access to, Personal Data that has
been transmitted, stored, or
otherwise processed.

“Security Incident” will mean (i)
Data Security Breach; (ii) a
security vulnerability that carries a
material risk of compromising the
confidentiality,  integrity, or
security of Personal Data; (iii) a
violation of Applicable Law
relating to the Processing of
Personal Data  under this
Agreement, or (iv) or any
unauthorized acquisition, access
or use of Personal Data that
triggers a breach notification
obligation under Applicable Law.

79

Ptiloha C

OCHRANA OSOBNICH UDAJU

1.

Definice.

Pojmy s velkymi pocdtecnimi

pismeny pouzivané v této Ptiloze D maji
vyznam pfifazeny jim v tomto Oddile 1
Piilohy D. VSechny pojmy, které nejsou
definované v Priloze D, maji vyznam
pfifazeny jim ve Smlouvé

(a)

(b)

(©)

(d)

,Platné pravni piedpisy” znamena
jakykoli platny zdkon, nafizeni nebo
jiné pravni pozadavky, jeZ se vztahuji
ke sluzbam poskytované podle této
Smlouvy.

,Spravee* se rozumi subjekt, ktery
sdm nebo spole¢n€ s jinymi urcuje
ucely a zptisoby Zpracovani Osobnich
udaji.

,Poruseni Bezpecnosti ddaja“ se
rozumi naruSeni bezpecnosti, které

vede k ndhodnému nebo
protiprdvnimu zniceni, ztraté, zmeéne,
neoprdvnénému  vyzrazeni  nebo
zptistupnéni Osobnich udajl
pfenaSenych, uchovdvanych nebo

jinak zpracovdvanych.

,,Bezpe¢nostni incident se rozumi
(i) Poruseni bezpec¢nosti udaji; (ii)
zabezpeCeni, které s sebou nese
vyznamné riziko ohroZeni diivérnosti,
integrity nebo bezpecnosti Osobnich
udaji;  (iii) poruSeni  Platnych
pravnich predpisit tykajicich se
Zpracovani Osobnich udajt podle této
Smlouvy; nebo  (iv)  jakékoli
neopravnéné ziskdni ptistupu nebo
pouziti Osobnich tdaju, které spousti
oznamovaci  povinnost  poruSeni
Osobnich 1daji  podle Platnych
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(e

A Security Incident will exclude
the following:

(1) any unintentional acquisition,
access, or use of Personal
Data by an employee or agent
of Institution or Principal
Investigator if such
acquisition, access, or use
was made in good faith and
does not result in further
unauthorized or inappropriate
Processing of Personal Data;

(i) any inadvertent disclosure by
a person who is authorized to

access Personal Data on
behalf of Institution or
Principal  Investigator to
another person who is

authorized to access Personal
Data on behalf of Institution
or Principal Investigator,
provided the information
received as a result of such
disclosure is not further used
or disclosed in an
unauthorized or inappropriate
manner; or

(i11) any loss or unauthorized
acquisition of or access to
encrypted Personal Data,
provided the confidential
process or key that is capable
of compromising the
security, confidentiality, or
integrity of the encrypted
Personal Data is not also
subject to loss or
unauthorized acquisition or
access.

“Personal Data” has the
meaning given by Applicable
Law and includes, without
limitation, any information
(regardless of the medium and

pravnich predpisu.

Bezpecnostni

incident nezahrnuje nasledujici:

@

(ii)

(111) jakakoliv

jakdkoliv neumyslné ziskani,
pristup, nebo pouziti Osobnich
udajic zaméstnancem  nebo
zastupcem Poskytovatele nebo
Hlavniho zkouSejicitho, pokud
takové ziskdni, pftistup nebo
pouziti bylo provedeno v dobré
vife a nemd za néasledek dalsi
neoprdvnéné nebo nevhodné
Zpracovéani Osobnich udaji;

jakékoliv nedmyslné
zptistupnéni osobou, kterd je
opravnéna k pristupu k Osobnim
udajim jménem Poskytovatele
nebo Hlavniho zkouSejiciho, jiné
osob¢, kterd je oprdvnéna k
pfistupu k Osobnim udajim
jménem  Poskytovatele nebo
Hlavniho zkousSejiciho, za
pfedpokladu, Ze informace, které
obdrZzela jako vysledek tohoto
zptistupnéni nejsou dale pouzity
nebo zptistupnény
neopravnénym nebo nevhodnym
zpusobem; nebo

ztrata nebo
neoprdvnénd  akvizice  nebo
pfistup k Sifrovanym Osobnim
udajum, za predpokladu, Ze
duvérna hesla nebo kli¢, které
jsou schopny ohrozit bezpecnost,
divérnost nebo integritu

Sifrovanych  Osobnich  udajt,
nejsou  soucasné¢ predmétem
ztraty, neoprdvnéné akvizice

nebo pfistupu.

(e) ,,Osobni ddaje* ma vyznam uvedeny
Platnymi
zahrnuje, bez

pravnimi
omezeni,

pfedpisy a
jakékoli

informace (bez ohledu na médium a

to,

zda jsou samostatn¢ nebo v
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whether alone or in combination
with other available information)
that identifies or relates to an
identified or identifiable natural
person. Key coded 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 Pfizer
Representative Personal Data as
well as Personal Data relating to
the Principal Investigator, sub-
investigators, research staff, third
parties, and Study Subjects.

) “Process” or “Processing” will
mean any operation or set of
operations, which is performed
upon Personal Data, whether or
not by automatic means, such as

collection, recording,
organization, storage, adaptation
or alteration, retrieval,

consultation, use, disclosure by
transmission, dissemination or
otherwise making available,
alignment or  combination,
blocking, erasure or destruction.

(2) “Transfer”, “Transferred” or
“Transferring” means, whether
by physical or electronic means,
across national borders, both (a)
the moving of Personal Data
from one location or person to
another, and (b) the granting of
access to Personal Data by one
location or person to another.

Personal Data of Study Subjects. Pfizer
will be an independent Controller with
respect to its Processing of Personal Data
contained in the Study Data and
Biological Samples that are reported by

kombinaci s dalSimi dostupnymi
informacemi), které identifikuji nebo
se vztahuji k identifikované nebo
identifikovatelné  fyzické  osobé.
Udaje  kédované  klitem  jsou
povaZovany za Osobni udaje, 1 kdyz
drzitel téchto ddaji nemd pfistup ke
kli¢i, ktery udaje propojuje s identitou
jedince. Osobni tdaje shromadzdéné v
souvislosti se Studif budou zahrnovat
i Osobni ddaje zdstupcl spolecnosti
Pfizer, jakoZ i Osobni udaje tykajici se

Hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych
pracovnikd, tfetich stran a subjektl
Studie.

(f) ,,Zpracovani“ se rozumi jakédkoli
operace nebo soustava operaci, které
jsou provadény s Osobnimi Udaji, s
pouzitim  nebo bez pouZiti
automatickych prostfedkd, jako je
shromazd’ovani, zaznamenavani,
organizace, uchovavani,
ptizptisobovdni nebo pozménovani,
vyhledavani, konzultace, pouZiti,
sdéleni prostfednictvim  pienosu,
Sifeni nebo jakékoli jiné zpfistupnént,
srovnani ¢i kombinovani, blokovani,
vymaz nebo zniceni.

(g) .,Prenos”, ,,Prevod* nebo
,,Preneseni se rozumi, at uZ
fyzickymi nebo elektronickymi

prosttedky, pfes ndrodni hranice,
jak (a) pohyb Osobnich udaji z
jednoho mista nebo od osoby na druhé
misto nebo ke druhé osobé, tak i (b)
poskytnuti piistupu k Osobnim
udajiim z jednoho mista nebo od jedné
osoby na jiné misto nebo jiné osobé.

2. Osobni tdaje subjektt Studie. Spolecnost
Pfizer bude nezdvislym Spravcem co se
tykd  Zpracovani  Osobnich  udaja
obsazenych v  udajich Studie a
Biologickych vzorcich, které piedava
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Institution or Principal Investigator to
Pfizer or otherwise created by Pfizer.
Institution or Principal Investigator is the
Controller of Personal Data Processed by
Institution with respect to the medical
treatment of the Study Subject,
furthermore, Institution is a processor
vis-a-vis Pfizer. The processor complies
with the measures according to Article
28 of the GDPR and is the administrator
of § 16 of Act No. 110/2019 Coll., on the
processing of personal data. The
Institution transfers the data about
patients only in pseudonymized form, or
if this does not prevent the fulfillment of
the purpose of this Agreement,
anonymized data. Biological samples,
like genetic data, are data of a special
category according to the GDPR
(sensitive data) that require higher
protection.

Personal Data of Study Staff. Institution
acknowledges that it has received the
Pfizer Privacy Notice for Investigators
and Study Personnel — European Union,
European Economic Area, and
Switzerland

Compliance. The parties and Pfizer
agree to comply with Applicable Law
with respect to its Processing of Personal
Data throughout the term of the
Agreement. It is the responsibility of
each party to effect and maintain all
inventories and registrations for the
Processing of Personal Data as required
under Applicable Law. The parties and
Pfizer will cooperate and assist each
other with respect to any data protection
impact  assessments and/or  prior
consultations with government
authorities that may be required in
respect to Processing that is carried out
under the Agreement. Institution will
also immediately notify Pfizer of any
notices received from a data protection
authority that relate to the Study.

Poskytovatel nebo Hlavni zkouSejici
spoleCnosti  Pfizer nebo jsou jinak
vytvorené spole¢nosti Pfizer.
Poskytovatel nebo Hlavni zkouSejici
budou Sprdvcem  Osobnich  uddaji
Zpracovavanych  Poskytovatelem s

ohledem na Iékafskou péci subjekth
Studie, jinak je vic¢i Spolecnosti Pfizer
zpracovatelem. Zpracovatel dodrzuje
opatieni dle ¢l. 28 GDPR a se spravcem §
16 zakona ¢. 110/2019 Sb., o zpracovani
osobnich udaji. Poskytovatel predava
udaje 0 pacientech pouze
v pseudonymizované podobé¢, piipadné
nebrani-li to plnéni ucelu této smlouvy,
anonymizované udaje. Biologické vzorky
jsou jako genetické udaje udaji zvlastni
kategorie dle GDPR (citlivé udaje), které
vyzaduji vySsi ochranu.

Osobni  udaje  persondlu Studie.
Poskytovatel potvrzuje, Ze obdrZela
Oznameni spolecnosti Pfizer o ochrané
Osobnich tdaji zkousejicich a persondlu
Studie — pro Evropské unii, Evropsky
hospodatsky prostor a Svycarsko

Soulad.  Strany a spole€nost Pfizer
souhlasi, zZe ve véci Zpracovani Osobnich
udaji budou po celou dobu trvani
Smlouvy jednat v souladu s Platnymi
pravnimi piedpisy. Je zodpovédnosti
kazdé Strany zavést a udrZovat veSkeré
seznamy a registrace  Zpracovani
Osobnich ddajii tak, jak je poZadovdno
Platnymi pravnimi pfedpisy. Strany a
spole¢nost Pfizer budou spolupracovat a
pomdhat si navzdjem s ohledem na
posouzeni dopadli na ochranu uddaji
a/nebo ptfedchozi konzultace s orgdny
stitni  sprdvy, které mohou byt
pozadovany v souvislosti se Zpracovanim,
které se provadi v rdmci Smlouvy.
Poskytovatel bude také okamzité
informovat spolecnost Pfizer o jakémkoli
oznameni obdrzeném od orgiani pro
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Privacy and Security Programs. During
the term of this Agreement, the
Institution and Pfizer will each maintain
a comprehensive privacy and security
program designed to ensure that Personal
Data will only be Processed in
accordance  with the  Agreement,
including the appointment of a data
protection officer as required by
Applicable Law.  The Parties will
implement appropriate administrative,
technical, and physical security measures
to protect Personal Data.

Personnel. Institution and Pfizer will
ensure that their personnel engaged in the
Processing of Personal Data are
informed of the confidential nature of the
Personal Data, have received appropriate
training on their responsibilities, and
have executed written confidentiality
agreements or are otherwise subject to
professional obligations of
confidentiality. The Parties will ensure
that access to Personal Data is limited to
those personnel who perform services in
accordance with the Agreement.

Security Incident.

(a) Institution will notify Pfizer, in
the manner specified in the
Agreement, within fourty-eight
(48) hours of discovery of a
Security Incident related to
Personal Data maintained by
Institution under the Agreement.

(b) In the course of notification,
Institution will provide, as
feasible, sufficient information
for Pfizer to assess the Security
Incident and provide feedback,

ochranu osobnich ddaji v souvislosti se
Studii.

Programy pro ochranu a bezpec€nost
Osobnich ddajii. V prabéhu trvani této
Smlouvy, budou  Poskytovatel a
spoleCnost  Pfizer kazdy udrzovat
komplexni program zajiSténi ochrany a
bezpecnosti Osobnich tdaji navrZeny tak,
aby bylo zajisténo, Ze Osobni udaje budou
Zpracovavany pouze Vv souladu se
Smlouvou, vcetné jmenovéni inspektora
ochrany bezpe€nosti ddaji, jak je
poZadovano Platnymi pravnimi ptedpisy.
Strany budou realizovat odpovidajici
administrativni, technickd a fyzicka
bezpecnostni opatieni k ochrané Osobnich
udaju.

Persondl. Poskytovatel a spole¢nost Pfizer
zajisti, aby jejich pracovnici zabyvajici se
Zpracovanim  Osobnich ddajd, byli
informovéni o divérné povaze Osobnich
udaju, absolvovali odpovidajici odbornou
piipravu ohledné vlastni odpovédnosti a

podepsali pisemnou dohodu 0
mlcenlivosti nebo  byli  subjektem
profesiondlni povinnosti mlcenlivosti.

Strany zajisti, aby pfistup k Osobnim
udajiim byl omezen na ty pracovniky, ktef{
vykondvaji  sluzby  souvisejici  se
Smlouvou.

Bezpecnostni Incident.

(a) Poskytovatel bude informovat
spolecnost Pfizer, a to zpisobem
stanovenym ve Smlouvé, do
Ctyficeti osmi (48) hodin od zjiSténi
Bezpecnostniho incidentu tykajiciho
se Zpracovani Osobnich ddajt podle
této Smlouvy.

(b) V pribéhu ozndmeni Poskytovatel
poskytne, pokud to bude
proveditelné, dostate¢né informace
pro spole¢nost Pfizer, aby posoudila
BezpeCnostni incident a mohla
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solely as an interested party and
not as legal or regulatory advice,
to Institution on  whether
notification to any government is
required by Applicable Law.

(©) Institution will determine on the
basis of all available information
and Applicable Law, if the
Security  Incident will be
considered a Data Security
Breach and  arrange for
notification to data subjects
and/or government authorities if
required by law, and will be
responsible for providing such
notification

(d) Solely with respect to any Data
Security Breach notifications
involving Pfizer Representative
Personal Data (as defined in
Section 12), Pfizer will have the
opportunity to review and
approve such notices before they

are sent to the Pfizer
representatives.
(e) Institution will be responsible for

all costs, expenses, as well as any
resulting penalties, associated
with the provision of such
notifications. Institution will also
perform all necessary actions to
rectify and mitigate the Security
Incident at its sole expense.

Rights of Data Subjects Participating in
the Study. Institution and Pfizer agree
that, as between them, Institution is best
able to manage requests from Study
Subjects for access, amendment,
Transfer, restriction, or deletion of
Personal Data. In the event that Pfizer

(d) Pouze v

poskytnout zpétnou vazbu, a to
vyhradné jako zucastnénd strana,
nikoli ve smyslu prdvniho nebo
regulacniho poradenstvi,
Poskytovatele k tomu, zda ozndmeni
organu pro ochranu osobnich udajt
je pozadovéno Platnymi pravnimi
predpisy.

(c) Poskytovatel urci na zdklad¢ vSech

dostupnych informaci a Platnych
pravnich  pfedpisti, zda bude
Bezpecnostni Incident povazovan za
PoruSeni bezpec¢nosti udaji a zajisti
ozndmeni subjektlim udajii a/nebo
orgdniim statni spravy, pokud to
vyzaduje zékon, a bude odpovédnd
za podani takového ozndmeni.

piipadé  jakéhokoliv
ozndmeni PoruSeni bezpecnosti
udaju, které by zahrnovalo i Osobni
udaje zdstupcl spolecnosti Pfizer
(jak je definovdno v c¢lanku 12),
bude mit spole¢nost Pfizer moZnost

pfezkoumat a schvdlit takové
ozndmeni pfed tim, nez bude
odesldno zdstupcim spolecnosti
Pfizer.

(e) Poskytovatel bude zodpovédnd za

veskeré ndklady, vydaje, jakoZ i za
veSkeré sankce, v souvislosti s
poskytovanim téchto ozndmeni.
Poskytovatel bude také provadét
vSechny potfebné kroky k néprave a
zmirnéni Bezpecnostniho Incidentu
na své vlastni ndklady.

Priva subjektd Udaji, které se tdastni
Studie. Poskytovatel a spolecnost Pfizer
souhlasi s tim, Ze Poskytovatel je nejlépe
schopna spravovat pozadavky subjektli
Studie na pfistup, zménu, Pievod,
omezeni nebo odstranéni Osobnich
udaja. V ptipadé, Ze spoleCnost Pfizer
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10.

and/or CRO receive a request from a
Study Subject for such access,
amendment, Transfer, restriction, or
deletion, Pfizer or CRO will forward the
request to Institution. Institution will
respond to Study Subjects’ requests for
access, amendment, Transfer,
restriction, or deletion of Personal Data
in accordance with Applicable Law, the
Agreement, and any other instructions
provided by Pfizer. Institution
acknowledges that in order to maintain
the integrity of Study results, the ability
to amend, restrict, or delete Personal
Data may be limited, in accordance with
Applicable Law. Pfizer acknowledges
that Study Subjects may withdraw their
informed consent to Study participation
and their consent to Processing of
Personal Data at any time.

Rights of Data Subjects Participating in
the Study post Study Closure.
Institution will promptly notify Pfizer of
any such withdrawal of consent that
may affect the use of the Personal Data
under the Agreement and any other
instructions provided by Pfizer. Such
requests may be directed to Pfizer at

Cross-Border Data Transfers.
Institution will only Transfer Personal
Data outside the European Union,

European = Economic Area  or
Switzerland in accordance with Study
related instructional documents

provided by Pfizer. If requested by
either Institution or Pfizer (or by CRO
on behalf of Pfizer), Institution and
Pfizer will enter into an agreement
governing such Transfer, including, but
not limited to the EU Standard
Contractual Clauses, unless another
adequate mechanism for the Transfer
exists. The transfer of data of other data

10.

nebo CRO obdrzi zadost od subjektu
Studie o takovy pfistup, zménu, Pfevod,
omezeni nebo odstranéni, spolecnost
Pfizer nebo CRO piedd pozadavek
Poskytovatele. Poskytovatel bude
reagovat na zadosti subjektli Studie o
piistup, zménu, Pfevod, omezeni nebo
vymaz Osobnich uddaji v souladu s
Platnymi pravnimi pfedpisy, Smlouvou a
jakymikoliv dal$imi instrukcemi
poskytnutymi spolecnosti Pfizer.
Poskytovatel bere na védomdi, Ze v zajmu
zachovéani integrity vysledkt Studie,
miZe byt omezena mozZnost zmeénit,
omezit nebo odstranit Osobni udaje v
souladu s Platnymi pravnimi ptredpisy.
Spolecnost Pfizer bere na védomi, ze
subjekty Studie mohou kdykoliv odvolat
svij informovany souhlas s udcasti ve
Studii a souhlas se Zpracovanim
Osobnich udaji.

Priva subjektt Udaji, které se Ugastni
Studie, po uzavieni Studie. Poskytovatel
neprodlené ozndmi spolecnosti Pfizer
kazdé takové odvoldni souhlasu, které
muZe mit vliv na pouZziti Osobnich ddaja
podle této Smlouvy a jakékoli jiné
pokyny poskytnuté spolecnosti Pfizer.
Tyto Zadosti mohou byt smérovany na e-
mailovou adresu spoleCnosti Pfizer

Preshrani¢ni Pienosy udajh.
Poskytovatel uskute¢ni Pfenos Osobnich
udaji mimo Evropsky hospodatsky
prostor nebo Svycarsko pouze v souladu
s pfisluSnymi instrukcemi, které ji v
souvislosti se Studii poskytne spole¢nost
Pfizer. Pozada-li o to Poskytovatel nebo
spoleCnost Pfizer (nebo CRO jménem
spolecnosti Pfizer), uzavie Poskytovatel
se spolecnosti Pfizer dohodu upravujici
takovy Pievod, zahrnujici, ale ne
omezenou pouze na Standardni smluvni
dolozky EU, pokud nebude existovat jiny
pfiméfeny mechanismus pro Prevod.
Predani udaju dalSich subjekta tdaji do
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11.

12.

subjects to third countries must be in
accordance with Articles 44 to 46 of the
GDPR, in particular according to
Standard Contractual Clauses No. L
199/37 from Commission Decision
(EU) 2021/914 of 4 June 2021 (L
199/31 ). The supervisory authority in
the field of personal data protection is
the Office for the Protection of Personal
Data in the Czech Republic,
WWW.UOOU.CZ.

Records. Institution and Pfizer will
each maintain a written record of all
Processing activities that are carried out
under the Agreement. Such record will
contain, at a minimum, (i) the name and
contact details of any processors; (ii) the
name and contact details of the
processors’ data protection officers; (iii)
the categories of Processing that are
carried out; (iv) Transfers to third
countries or international organizations
and documentation of the suitable
safeguards that are employed; and (v) a
general description of the
administrative, technical, and physical
security measures that have been taken
to safeguard the Personal Data.

Use of Processors. Pfizer and
Institution agree that all processing
agreements will be in writing and that
processors will be required to comply
with the terms of the Agreement. For
purposes of this Agreement, CRO is a
processor of Pfizer. Institution and
Pfizer will be responsible for any
noncompliance by a processor which it
has engaged, which noncompliance will
constitute a breach as if committed
directly by that Party.

11.

12.

ttetich zemi musi byt v souladu s ¢l. 44
az 46 GDPR, zejména dle Standardnich
smluvnich dolozek ¢. L 199/37 z
Rozhodnuti komise (EU) 2021/914 ze
dne 4.6.2021 (L 199/31). Dozorovym
organem v oblasti ochrany osobnich
tidajt je Ufad pro ochranu osobnich
tdajt v Ceské republice, www.uoou.cz.

Zaznamy. Poskytovatel a spole¢nost
Pfizer budou oba udrZovat pisemné
zaznamy o vSech Cinnostech Zpracovani
Osobnich ddaja, které jsou provadény v
rdmci Smlouvy. Takovy zdznam bude
obsahovat alesponi (i) jméno a kontaktni
udaje zpracovatele; (i1) jméno a
kontaktn{ udaje zpracovatelova
povétfence pro ochranu osobnich ddaji;
(iii) kategorie provadénych Zpracovani
udaji; (iv) prevody tdajl do tietich zemi
nebo mezindrodnich organizaci a
dokumentaci  vhodnych  ochrannych
opatfeni, kterd byla pfijata; a (v) obecny
popis administrativnich, technickych a
fyzickych bezpe€nostnich opatteni, kterd
byla pfijata k ochran¢ Osobnich tdaju.

Pouziti  zpracovateli. Pfizer a
Poskytovatel se dohodly, Ze veSkeré
dohody o zpracovani ddajii musi byt v
pisemné formé&, a Ze zpracovatelé jsou
povinni jednat v souladu s podminkami
Smlouvy. Pro ucely této Smlouvy je
CRO zpracovatelem pro spolecnost
Pfizer. Poskytovatel a spolecnost Pfizer
budou zodpovédné za jakékoliv poruSeni
ze  strany  zpracovatele,  kterého
zameéstnala, poruSeni pak  bude
povazovano jako by jej zpusobila pifimo
piisluSné Strana.
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Od/From:

Pro/To:

Véc/Re:

Priloha / Attachment D:
Zakura Skod / Form of Indemnity

Pfizer Inc., a Delaware Corporation with a place of business at 235 East 42nd Street,
New York, NY 10017 5755 (“Pfizer”)

., zaméstnanec Fakultni nemocnice Hradec
Krilové, s pracoviStem na adrese Klinika onkologie a radioterapie, Fakultni
nemocnice Hradec Kréalové, Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Ceska republika (dale jen jako ,,Hlavni zkouSejici) a/and

Fakultni nemocnice Hradec Krzilové3 se sidlem Sokolskgl 581, 500 05 Hradevc
Krilové — Novy Hradec Krilové, Ceskda republika, ICO: 00179906, DIC:
CZ00179906 (dale jen jako ,,Poskytovatel*)

Protokol klinické studie pro

Spolecnost  Pfizer povéfila  Parexel
International (IRL) Limited a jeji
pfidruzené spoleCnosti, se sidlem 70 Sir
John Rogerson's Quay, Dublin 2, Irsko
(,,CRO*) zavazat spole€nost Pfizer zavazky
v rdmci odSkodnéni, jak jsou uvedeny niZe,
a déle jejim jménem podepsat tuto Zaruku
odSkodnéni.

1. Navrhuje se, aby hlavni zkouSejici a
Poskytovatel souhlasili s ucasti ve vySe
uvedené studii zadané spolecnosti Pfizer
(ddle jen ,studie*) zahrnujici pacienty
Poskytovatele, kterou bude  hlavni
zkousSejici provadét u Poskytovatele v
souladu s protokolem, ktery miZe byt
prilezitostn& upraven (dale jen ,,protokol®).
Pacienti zafazeni do studie v souladu s
kritérii protokolu pro zatazovani do studie

jsou  nazyvani  subjekty  hodnoceni
(;,subjekty®).
2. Vzhledem k této casti  hlavniho

zkousSejicitho a Poskytovatele, a s ohledem
na odstavec 3 niZe, se spolecnost Pfizer
zavazuje, 7e hlavniho zkouSejictho a
Poskytovatele a vSechny jeji zaméstnance a
jednatele odSkodni a zbavi odpovédnosti v

I |0 spolcenos Piizer

Pfizer Inc. has authorized Parexel International
(IRL) Limited and its associated delegees, with
its registered seat at 70 Sir John Rogerson's
Quay, Dublin 2, Irsko (,,CRO*) to bind the
Pfizer Inc. with regard to indemnifications, as
detailed below, as well as to sign off this form
of Indemnity.

1. It is proposed that the Principal
Investigator and Institution agree to participate
in the above Pfizer sponsored study (the
“Study”) involving patients of the Institution
to be conducted by the Principal Investigator
at the Institution in accordance with the
protocol, as amended from time to time with
the agreement of Pfizer (the “Protocol”).
Patients who are enrolled onto the Study
according to Protocol criteria for inclusion in
the Study are study subjects (“Subjects”).

2. In consideration of such participation
by the Principal Investigator and Institution,
and subject to paragraph 3 below, Pfizer
represents to indemnify and hold harmless the
Principal Investigator and the Institution and
their employees and agents against all claims
and proceedings (to include any settlements or
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souvislosti s jakymikoli ndroky nebo
soudnimi  spory (vCetné¢ jakychkoli
vyrovnéni nebo platby z milosti provedené
se souhlasem stran této smlouvy a
pfiméfenych ndkladi a vydajii na obhajobu
a odborné svédky) ucinénymi nebo
vznesenymi (at’ isp&Sné ¢i nikoli) subjekty
nebo jejich jménem (nebo jejich rodinnymi
piislusniky) nebo jejich pravnimi ndstupci
vici  hlavnimu  zkouSejicimu  nebo
Poskytovateli ~ ¢i  jakymkoli  jejim
zaméstnancim nebo jednateliim z divodu
Ujmy na zdravi (v€etné¢ umrti) subjektd v
disledku nebo souvislosti s poddvanim
hodnoceného 1é¢ivého piipravku nebo
jakychkoli  klinickych  zdkrokd nebo
postupl stanovenych nebo vyZzadovanych
protokolem, kterym by se subjekt
nepodrobil, kdyby se neucastnil této studie
(,,4jma souvisejici s vyzkumem™).

. VySe wuvedené odSkodnéni spolecnosti
Pfizer se nebude vztahovat na Zadné néaroky
nebo soudni spory, pifipadné se bude
vztahovat jen na jeji ¢ést:

(a) kdy je takovd Ujma souvisejici s
vyzkumem zpusobena pocindnim anebo
opomenutim v rozporu se zdkonem nebo
smluvnimi povinnostmi hlavniho
zkousSejicitho, Poskytovatele nebo jejich
zaméstnanct ¢i jednatel(;

(b) kdy je takovd Ujma souvisejici s
vyzkumem zpiisobena porusenim
povinnostii hlavniho zkousejiciho,
Poskytovatele nebo jejich zaméstnanct ¢i
jednatelt provadét studii v souladu s
protokolem;

(c) kdy pfijemce ozndmeni o tomto naroku
nebo soudnim sporu (hlavni zkouSejici
nebo Poskytovatel nebo oba dva) neoznami
pisemné pftijeti tohoto ozndmeni CRO nebo
spoleCnosti ~ Pfizer, jakmile to bude
prakticky moZné, a nepovoli spolecnosti
Pfizer na jeji Zadost a jeji ndklady plnou
péci a kontrolu nad timto narokem nebo

ex gratia payments made with the consent of
the parties hereto and reasonable legal and
expert costs and expenses) made or brought
(whether successfully or otherwise) by or on
behalf of Subjects (or their family members) or
their legal successors against the Principal
Investigator or the Institution or any of their
employees or agents for injury (including
death) to Subjects arising out of or relating to
the administration of the Study drug under
investigation or any clinical intervention or
procedure provided for or required by the
Protocol to which the Subjects would not have
been exposed but for their participation in the
Study (“Research Related Injury”).

3. The above indemnity by Pfizer shall
not apply to any such claim or proceeding, or
shall only apply partially:

(a) to the extent that such Research
Related Injury is caused by acts or omission in
conflict with the law or with the contractual
obligations of the Principal Investigator, the
Institution, or either of their employees or
agents;

(b) to the extent that such Research
Related Injury is caused by the failure of the
Principal Investigator, Institution, or their
employees or agents to conduct the Study in
accordance with the Protocol;

(c) unless as soon as reasonably
practicable following receipt of notice of such
claim or proceeding, the recipient of the notice
(Principal Investigator or Institution or both)
shall have notified CRO or Pfizer in writing of
it and shall, upon Pfizer’s request, and at
Pfizer’s cost, have permitted Pfizer to have full
care and control of the claim or proceeding
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soudnim sporem za vyuziti pravniho

zastoupent, které si sama zvoli; a

(d) kdy hlavni zkousejici nebo
Poskytovatel anebo jeji zaméstnanci ¢&i
jednatelé ucini pisemné jakékoli pfiznéni v
souvislosti s takovym ndrokem nebo
soudnim sporem, nebo pokud ucini Vv
souvislosti s takovym ndrokem nebo
soudnim sporem jakékoli kroky, které by
poskodily jejich obhajobu, bez pisemného

souhlasu spolecnosti  Pfizer, pficemz
takovy souhlas nebude bezdivodné
odepfen — =za predpokladu, Ze tato
podminka  nebude  povaZovdna za

porusenou jakymkoli prohldSenim tadné
podanym hlavnim zkouSejicim nebo
Poskytovatelem anebo jejimi zaméstnanci
¢i jednateli v souvislosti s internimi postupy
Poskytovatel pro poddvéani stiZnosti,
hlaseni nehod nebo disciplindrnich fizent,
kdy je takové prohlaseni vyZadovano
zakonem.

. SpoleCnost ~ Pfizer = bude  hlavniho
zkousSejiciho a Poskytovatele a jejich pravni
poradce pribéZné¢ plné informovat o
prabéhu jakéhokoli takového naroku nebo
soudniho  sporu, bude s hlavnim
zkousejicim a Poskytovatelemplné
konzultovat povahu jakékoli obhajoby,
kterd m4 byt pfedloZena, a neurovna Zadny
narok nebo soudni spor bez pfedchoziho
pisemného souhlasu hlavniho zkousejictho
a Poskytovatel (pfi¢emz takovy souhlas
nebude bezdlivodné odepien).

5.AniZz by tim byla dotéena ustanoveni
odstavce 3, pismene c) vySe, hlavni
zkouSejici a  Poskytovatel  vynaloZi
pifiméfené usili k tomu, aby spolecnost
Pfizer neprodlen¢ informovali o jakychkoli
okolnostech, jichz si jsou pfimo védomi a o
nichZ se da pfimétene predpokladat, Ze by

pravdépodobné mohly dit za vznik
takovému ndroku nebo soudnimu sporu, a
budou  spoleCnost  Pfizer piimétrené

informovat o vyvoji uddlosti v souvislosti s

using legal representation of its own choosing;
and

(d) if the Principal Investigator or the
Institution or their employees or agents shall
have made any admission in respect of such
claim or proceeding or taken any action
relating to such claim or proceeding
prejudicial to the defence of it without the
written consent of Pfizer, such consent not to
be unreasonably withheld -- provided that this
condition shall not be treated as breached by
any statement properly made by the Principal
Investigator or the Institution or their
employees or agents in connection with the
operation of the Institution’s internal
complaint procedures, accident reporting
procedures, or disciplinary procedures or
where such statement is required by law.

4. Pfizer shall keep the Principal
Investigator and the Institution and their legal
advisers fully informed of the progress of any
such claim or proceeding, will consult fully
with the Principal Investigator and the
Institution on the nature of any defence to be
advanced and will not settle any such claim or
proceeding without the written approval of the
Principal Investigator and the Institution (such
approval not to be unreasonably withheld).

5. Without prejudice to the provisions of
paragraph (c) above, the Principal Investigator
and the Institution will use their reasonable
endeavours to inform Pfizer promptly of any
circumstances reasonably thought likely to
give rise to any such claim or proceeding of
which it is directly aware and shall keep Pfizer
reasonably informed of developments in
relation to any such claim or proceeding even
where the Principal Investigator and
Institution decide not to make a claim under
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jakymkoli takovym narokem nebo soudnim
sporem, a to i v pfipad¢, Ze se hlavni
zkouSejici a Poskytovatel rozhodnou, Ze
nevznesou nirok na zdkladé tohoto
odskodnéni. A podobné, spole¢nost Pfizer
vynalozi pfimétené usili k tomu, aby
hlavniho zkouSejictho a  Poskytovatele
informovala o  jakychkoli  takovych
okolnostech, a bude je ptfimétené informovat
o vyvoji udélosti v souvislosti s takovym
ndrokem nebo soudnim sporem ucinénym
nebo vznesenym proti spoleCnosti Pfizer
samotné.

6.Hlavni zkousejici, Poskytovatel i spole¢nost

Pfizer si budou vzdjemné poskytovat
takovou soucinnost, jakd miZe byt
piiméfené¢ pozadovdna pro  efektivni

provadéni a vcasné vyieSeni jakéhokoli
naroku nebo soudniho sporu vzneseného
subjekty nebo jejich jménem (nebo jejich
rodinnymi piislusniky).

7.Pro ucely tohoto odSkodnéni se bude mit za
to, Ze pojem ,,jednatelé* mimo jiné zahrnuje
jakékoli zdravotni sestry nebo jiné odborné
zdravotni pracovniky poskytujici sluzby
hlavnimu zkouSejicimu nebo Poskytovateli
podle smlouvy o provadéni sluZzeb nebo
jinak, a jakoukoli osobu provadéjici praci
pro Poskytovatele podle smlouvy, kterd
souvisi se zafizenim a vybavenim
Poskytovatel zpfistupnéného pro ucely
studie podle odstavce 2 vyse.

8. Spolecnost Pfizer se dile zavazuje, Ze
Poskytovateli uhradi nédklady na zdravotni
péci o subjekty hodnoceni v pfipad¢, Ze
subjekt hodnoceni utrpi Ujmu v souvislosti
s vyzkumem, a jakékoli dal§i ndklady
Poskytovatel, které s tim souvisi, pokud
nejsou tyto kryty zdravotnim pojisténim
subjektu hodnoceni za predpokladu, Ze
Ujma souvisejici s vyzkumem nebyla
zpisobena Poskytovatelem nebo hlavnim
zkousSejicim za okolnosti popsanych v ¢asti
3, pism. a) nebo pism. b) této prilohy.

this indemnity. Likewise, Pfizer shall use its
reasonable endeavours to inform the Principal
Investigator and Institution of any such
circumstances and shall keep them reasonably
informed of developments in relation to any
such claim or proceeding made or brought
against Pfizer alone.

6. The Principal Investigator and
Institution and Pfizer will each give to the
other such help as may reasonably be required
for the efficient conduct and prompt handling
of any claim or proceeding by or on behalf of
Subjects (or their dependants).

7. For the purpose of this indemnity, the
expression “agents’ shall be deemed to include
by not be limited to any nurse or other health
professional providing services to the
Principal Investigator or Institution under a
contract for services or otherwise and any
person carrying out work for the Institution
under such a contract connected with such of
the Institution’s facilities and equipment as are
made available for the Study under paragraph
2 above.

8. Furthermore, Pfizer undertakes to
reimburse the Institution for the costs of Study
Subject’s medical treatment in case the trial
subject suffers a Research Related Injury and
any other Institution’s costs related thereto,
unless covered under trial subject's public
health insurance provided that Research
Related Injury was not caused by the
Institution or Principal Investigator in the
circumstances detailed in Sections 3 (a) or (b)
of this Attachment.
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9. Odskodnéni  Poskytovatel  spolecnosti
Pfizer v souladu s touto piilohou nebude
omezeno Cdstkami  splatnymi  podle
jakékoli  pojistné smlouvy uzaviené
spolecnosti Pfizer.

10. Smluvni strany jsou povinny se

vzdjemn¢ informovat o prib¢hu a vysledku

mimosoudnich  spori. a  moZnych
mimosoudnich vyrovnéni.

PODEPSAL/SIGNED BY

Podpis:
Jméno:
Funkce:
zkousSejici
Datum:

Principal Investigator/Hlavni

24. 2. 2023

PODEPSAL Fakultni nemocnice Hradec

Kralové

Podpis:
Jméno:
Funkce: Director/Reditel

23. 2. 2023

Datum:

Signed CRO, on behalf of Pfizer Inc.
Parexel International (Irl) Limited

Podpis:

Jméno:

Funkce:

20. 2. 2023

Datum:

9. Pfizer’s indemnification of the
Institution pursuant to this Attachment shall
not be limited by amounts payable under any
insurance policy taken out by Pfizer.

10.  The parties are required to inform each
other of the progress and outcome of out-of-
court proceedings and of possible out-of-court
settlements.
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