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SMLOUVA O KLINICKEM

CLINICAL STUDY AGREEMENT

HODNOCENI
mezi among
Parexel International (IRL) Limited Parexel International (IRL) Limited
a and
I I
a and

Fakultni nemocnice Ostrava

Fakultni nemocnice Ostrava

Protokol spole¢nosti Pfizer ¢. C4221016

Protokol spole¢nosti Pfizer ¢. C4221016

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

This Clinical Study Agreement
(“Agreement”) among

Parexel International (IRL) Limited, se

Parexel International (IRL) Limited,

sidlem v with a place of business at
70 Sir John Rogerson's Quay 70 Sir John Rogerson's Quay
Dublin 2 Dublin 2
Irsko Ireland

Registracni ¢islo spolecnosti: 541507
DIC DPH (EU VAT ¢.): IE 3249971HH
(déle jen ,,CRO*)

Registration number of the company: 541507
EU VAT: IE 3249971HH
(“CRO”)

a

S
pracoviStém na KoZnim oddéleni Fakultni
nemocnice Ostrava se sidlem 17. listopadu
1790/5, 708 52 Ostrava — Poruba (dale jen
,Hlavni zkousSejici®),

and

ith the
place of work being the dermatology
department Ostrava University Hospital
registered at 17. listopadu 1790/5, 708 52
Ostrava — Poruba (“Principal Investigator”),

a

and

Fakultni nemocnice Ostrava,
se sidlem 17. listopadu 1790/5, 708 52
Ostrava, Ceska republika,
ICO: 00843989, DIC: CZ00843989,
ptispévkova organizace zfizena
Ministerstvem zdravotnictvi Ceské republiky
(Ztizovacti listina ¢.j. OP-054-25.11.90, ze
dne 25. listopadu 1990), jednajici
prostfednictvim: doc. et doc. MUDr. Petra
Vavry, Ph.D., namé&stka teditele pro védu,
vyzkum a vyuku (dale jen ,,Poskytovatel®),

Fakultni nemocnice Ostrava,
with registered office on 17 November
1790/5, 708 52 Ostrava,

Czech Republic,

ICO: 00843989, VAT number: CZ00843989,
contributory organization established by the
Ministry of Health of the Czech Republic
(Deed of Establishment No. OP-054-
25.11.90, dated November 25, 1990), acting
through: doc. et doc. MD Petr Vavra, Ph.D.,
Deputy Director for Science, Research and
Teaching




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

when signed by all parties, is effective subject
to compliance with the requirement to publish
the redacted version of the Agreement in
accordance with Section 15.2 (Publication of
Redacted Agreement).

Spolecnost Pfizer Inc., 235 East 42nd Street,
New York, NY 10017, USA (déle jen
»Spole¢nost Pfizer) je zadavatelem
klinického hodnoceni s ndzvem
~RANDOMIZOVANA, DVOJITE
ZASLEPENA STUDIE FAZE 3
HODNOTICI ENKORAFENIB A
BINIMETINIB V KOMBINACI S
PEMBROLIZUMABEM OPROTI
PLACEBU V KOMBINACI S
PEMBROLIZUMABEM U UCASTNIKU
S METASTATICKYM NEBO
NERESEKOVATELNYM LOKALNE
POKROCILYM MELANOMEM S
MUTACI V600E/K GENU BRAF*

(dale jen ,,Studie*), které bude provadéno pod
vedenim Hlavniho zkousSejiciho u
Poskytovatele podle vyse uvedené¢ho
protokolu spole¢nosti Pfizer (dale jen
,»Protokol). Spole¢nost Pfizer delegovala
odpovédnost za fizeni této studie, véetné
uzavirani smluv a monitorovani studie, na
CRO a opravnila CRO zavazovat spolecnost
Pfizer k pInéni veskerych zavazku v této
Smlouvé, u kterych je vyslovné uvedeno, Ze
naleZi spole¢nosti Pfizer.

Pfizer Inc. 235 East 42nd Street, New York,
NY 10017, USA (“Pfizer”) wishes to sponsor
a clinical study entitled “A RANDOMIZED,
DOUBLE-BLIND, PHASE 3 STUDY
EVALUATING ENKORAFENIB AND
BINIMETINIB IN COMBINATION
WITH PEMBROLIZUMAB VERSUS
PLACEBO IN COMBINATION WITH
PEMBROLIZUMAB IN PARTICIPANTS
WITH METASTATIC OR
UNRESECTABLE LOCALLY
ADVANCED MELANOMA WITH THE
V600E/K BRAF MUTATION” (“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.

Strany se dohodly na nasledujicim:

The parties agree as follows:

1. Povinnosti

1. Responsibilities

1.1. Hlavni zkousSejici a Spolupracovnici.
Studii povede Hlavni zkousejici,
ktery je zamé&stnancem Poskytovatele.
Poskytovatel nesmi povéfit vedenim
studie jiného Hlavniho zkouSejiciho
bez ptedchoziho pisemného souhlasu
CRO. Hlavni zkouSejici a
Poskytovatel zajisti, Ze pti provadéni

1.1. Investigators and Research Staff. The
Study will be conducted by Principal
Investigator. Institution may not
reassign the conduct of the Study to a
different Principal Investigator
without prior written authorization
from CRO. Principal Investigator
and Institution will ensure that only




studie budou jakoZto spoluzkousejici
a vyzkumni pracovnici (dale jen
»Spolupracovnici®) spolupracovat
pouze jednotlivci, ktefi jsou piislusné
vyskoleni a kvalifikovani.

individuals who are appropriately
trained and qualified assist in the
conduct of the Study as sub-
investigators or research staff.

1.2.

Zavazky ohledné dodrzovani
predpisu. Hlavni zkousejici a
Poskytovatel odpovidaji CRO a
spolecnosti Pfizer za to, Ze vsichni
pracovnici podilejici se na Studii
budou dodrzovat podminky této
Smlouvy, doporu¢eni Mezinarodni
konference pro harmonizaci spravné
klinické praxe (ICH GCP) a piislusné
zakony, nafizeni a vladni pokyny,
véetné zakonu ¢. 378/2007 Sb., o
1é¢ivech, ve znéni pozdéjsich
ptedpist(dale jen ,,Zakon o
1é¢ivech®), vyhlasku Ministerstva
zdravotnictvi a Ministerstva
zemédélstvi €. 226/2008 Sb., o
spravné klinické praxi a blizsich
podminkach klinického hodnoceni
1é¢ivych ptipravki, ve znéni
pozd¢jsich predpist, vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi €. 86/2008
Sb., o stanoveni zasad spravné
laboratorni praxe v oblasti 1&Civ, ve
znéni pozdéjsich piedpist, vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi ¢. 84/2008
Sh., o spravné lékarenské praxi,
blizSich podminkach zachéazeni s
1é¢ivy v lékarnach, zdravotnickych
zatizenich a u dalSich provozovatelt
a zatizeni vydavajicich lé€ivé
ptipravky, ve znéni pozdéjsich
pfedpist a zakon €. 372/2011 Sb., o
zdravotnich sluzbach a podminkéch
jejich poskytovani, ve znéni
pozdéjsich predpisti. Hlavni
zkousejici ponese celkovou
odpovédnost za provadéni Studie u
Poskytovatele podle Protokolu vcetné

1.2.

Compliance Obligations. Principal
Investigator and Institution are
responsible to CRO and Pfizer for
compliance by all Study personnel
with the terms of this Agreement and
International Conference on
Harmonization Good Clinical
Practice (ICH GCP) guidelines, as
well as applicable law, regulations,
and governmental guidance
including, namely, Act No. 378/2007
Coll. on Pharmaceuticals, as amended
(“Pharmaceuticals Law”), Regulation
of the Ministry of Health and
Ministry of Agriculture No. 226/2008
Coll. on Good Clinical Practice and
Specific Terms for Clinical Trials of
Pharmaceuticals, as amended,
Regulation of the Ministry of Health
and Ministry of Agriculture No.
86/2008 Col. on Good Laboratory
Practice concerning Pharmaceuticals
as amended, Regulation of the
Ministry of Health and Ministry of
Agriculture No. 84/2008 Coll., on
Good Pharmaceutical Practice,
Conditions for Disposal of
Pharmaceuticals within Pharmacies,
Health Institutions and other
Institutions dispensing
Pharmaceuticals, and Act No.
372/2011 Coll., on Medical Services
and conditions for their provision, as
amended. Principal Investigator will
have overall responsibility for the
conduct of the Study based on the
protocol, including all those
responsibilities assigned to principal
investigators by the relevant
regulations governing the conduct of




veskerych povinnosti, které¢ Hlavnim
zkousejicim ukladaji ptislusné
ptedpisy upravujici vedeni klinickych
vyzkumii. Poskytovatel zajisti
odpovidajici dohled nad ¢innosti
Hlavniho zkousejiciho v ramci
Poskytovatele.

clinical investigations. Institution
will provide appropriate oversight of
Principal Investigator’s

1.3.

Skoleni spravné klinické praxe (GCP)
poskytované spolecnosti Pfizer. Pied
tim, nez dojde k zarazeni subjektt do
Studie (definovaném v ¢lanku 4,
Zatazeni subjektli) absolvuji Hlavni
zkousejici, Poskytovatel a vSichni
spoluzkousejici Skoleni spravné
klinické praxe poskytované
spole¢nosti Pfizer (dale jen ,,Skoleni
GCP spolecnosti Pfizer”). V
piipadé, Ze za toto Skoleni bude
uctovan poplatek, bude tento poplatek
hrazen spole¢nosti Pfizer VSichni
zkousejici, ktefi se do Studie zapoji
pozdéji, absolvuji skoleni GCP
spolecnosti Pfizer pfed tim, nez
zac¢nou vykondavat povinnosti
souvisejici se Studii. U
dlouhodobych studii absolvuji Hlavni
zkousejici a vSichni spluzkousSejici
Skoleni GCP spole¢nosti Pfizer kazdé
téi roky po dobu trvani Studie nebo i
Castéji, jestlize dojde k vyznamnym
zménam v pokynech ICH GCP nebo
v materidlech Skoleni.

1.3.

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”). If there is a
fee charged for such a training, that
fee will be covered by Pfizer. 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.

1.4.

Seznamy omezenych stran. Kazda ze
stran prohlasuje a zarucuje, Ze (i) neni
na Seznamech omezenych stran (jak
jsou definovany niZe); (i1) neni ve
vlastnictvi nebo pod kontrolou
jakékoli osoby nebo subjektu
uvedeném na jakémkoliv Seznamu
omezenych stran; a (iii) Ze do ¢innosti
dle této Smlouvy nezapoji jakékoli
0soby nebo subjekty uvedené na
Seznamech omezenych stran. V
piipadé, Ze bude zjisténo, ze

1.4.

Lists of restricted parties. Each party
represents and warrants that (i) 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
individual or entity on a Restricted
Party List is included in activities




jednotlivec nebo subjekt uvedeny na
Seznamech omezenych stran se
ucastni ¢innosti podle této Smlouvy,
strana spojena s témito osobami nebo
subjekty, bude ihned informovat
druhou stranu a pozastavi ptislusné
ovlivnéné ¢innosti, vCetné vSech
ovlivnénych plateb, do té doby,
dokud se strany nedohodnou na
pokracovani.

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.

a) S ohledem na tuto Smlouvu,
Seznamy omezenych stran
zahrnuji Consolidated
Screening List (konsolidovany
provétovaci 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 subjekti, na néz se
vztahuji finan¢ni sankce EU)
(https://eeas.europa.eu/headqu
arters/headquarters-
homepage/8442/consolidated-
list-sanctions_en).

a) 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://eeas.europa.eu/headqua
rters/headquarters-
homepage/8442/consolidated-
list-sanctions_en

1.5. Etickd komise/Statni Ustav pro

kontrolu 1é¢iv. Pfed zahdjenim Studie
obdrzi CRO nebo zajisti, aby treti
strana obdrzela, schvaleni Studie
véetné dokumentu informovaného
souhlasu Statnim dstavem pro
kontrolu 1é¢iv (dale jen ,,SUKL*) a
etickou komisi. CRO vynalozi
pfimétené Usili k zajisténi toho, aby
byla Studie v pribéhu trvani nadale
pfedmétem dohledu etické
komise/SUKL. V piipadé
multicentrickych studii ptedlozi CRO
zadost o posudek pouze jedné etické

1.5. 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 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
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komisi pro multicentrické studie a
zaroven predlozi CRO zadost o
posudek pfislusné etické komisi
poskytovatele, kde tato Studie bude
provadeéna. Jestlize pro nékteré

Z pracovist” planovanych pro vedeni
klinické studie nebude ziizena zadna
eticka komise, pak posudek pro
takovéto pracovisté poskytne eticka
komise pro multicentrické studie.

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.

Financovani. CRO zajisti Poskytovateli
financovani Studie a uhradi Poskytovateli
odménu za sluzby poskytované
Poskytovatelem, Hlavnim zkouSejicim,
spoluzkousejicim a vyzkumnymi
pracovniky v souvislosti s provadénim
Studie tak, jak jsou vymezeny v Ptiloze
A, a podle podminek stanovenych v této
Smlouvé. Strany se dohodly, ze ani CRO,
ani spole¢nost Pfizer nebudou uzavirat
samostatné smlouvy s Hlavnim
zkousejicim, spoluzkousejicimi a/nebo
vyzkumnymi pracovniky, které se tykaji
provadéni Studie Poskytovatel je
pfijemcem vSech finan¢ni prostiedkii

v rdmci této Studie a jedinou platebni
povinnost, kterou CRO mé podle této
Smlouvy, je viici Poskytovateli. Pridéleni
finan¢nich prosttedkt Poskytovatelem
Hlavnimu zkouSejicimu a vyzkumnym
pracovnikiim se tidi ptisluSnymi zédsadami
a postupy Poskytovatele. CRO a
spole€nost Pfizer nemaji zadnou
povinnost ani odpovédnost viaci Hlavnimu
zkousejicimu, spoluzkousejicim a/nebo
vyzkumnym pracovnikiim v souvislosti

S pfidélenim finan¢nich prostiedkil
Hlavnimu zkousejicimu,
spoluzkousSejicim a vyzkumnym
pracovnikiim Poskytovatelem z
finan¢niho ohodnoceni v ramci Studie
poskytnutého CRO Instituci. Poskytovatel
a Hlavni zkousejici timto souhlasi s

2. Funding. CRO will provide funding to

the Institution in support of the Study and,
in particular will pay compensation to
Institution, Principal Investigator and
other study team members for the services
provided in connection with the conduct
of the Study as delineated in

Attachment A and subject to the terms
specified in this Agreement. The parties
agree that neither the CRO nor Pfizer will
enter into separate agreements with the
Principal Investigator, Co-Investigators
and/or Investigators related to the conduct
of the Study and the only payment within
this agreement will be to the Provider.
Allocation of funds by the Provider to the
Principal Investigator and researchers is
governed by the Provider's applicable
policies and procedures. The CRO and
Pfizer shall have no obligation or liability
to the Principal Investigator, Co-
Investigators and/or Investigators in
connection with the Provider's allocation
of funds to the Principal Investigator, Co-
Investigators and Investigators from the
Study Funding provided by the CRO to
the Institution. The Institution and the
Principal Investigator hereby consent to
providing the Ethics Committee of the
Institution and the Ethics Committee for a
multi-center study with this Agreement in
substantiation of the Study conditions in
accordance with the Pharmaceuticals Law.




poskytnutim této Smlouvy ptislusné
etické komisi Poskytovatele a etické
komisi pro multicentricke studie k
dolozeni tipravy podminek Studie dle
Zakona o 1é¢ivech. Poskytovatel
potvrzuje, Ze platby pro Poskytovatele
jsou v souladu s platnymi pravnimi
ptredpisy a jakymikoliv aplikovatelnymi
pravidly a postupy Poskytovatele.
Veskeré platby budou ucinény ve
prospéch Poskytovatele. Zadavatel a CRO
se zavazuji, ze neuzaviou s Hlavnim
zkousejicim ani s zadnym
Spolupracovnikem separatni smlouvu pro
tuto Studii.

Institution certifies that payments to the
Institution comply with applicable law
and any applicable policies and procedure
of the Institution. All payments will be
made in favor of the Provider. The
sponsor and the CRO undertake not to
enter into a separate agreement with the
Principal Investigator or any Collaborator
for this Study.

2.1. Schuzky zkousejicich. Pokud se
Hlavni zkousSejici nebo jini pracovnici
podilejici se na Studii musi zacastnit
schiizek zkousejicich pro tuto Studii,
CRO zatidi a pfimo uhradi dopravu a
ubytovani a pokryje pfimétené
naklady na stravovani v souvislosti
s témito schizkami, nebude vSak za
takovou Ucast poskytovat odménu.
Pokud Poskytovatel musi schvalit
ucast Hlavniho zkouSejiciho na téchto
schiizkach, toto schvaleni nebude
nepfiméfenym zplisobem odmitano
nebo odkladano.

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. Zvetejnéni informaci spolecnosti
Pfizer. V zajmu transparence svych
vztah se zkousejicimi a studijnimi
pracovisti nebo z diivodu zajisténi
dodrzovani piislusnych mistnich
pravnich ptedpisi mize spole€nost
Pfizer zvefejnit finanéni odmeénu,
kterou podle této Smlouvy poskytuje.
Takové zvetejnéni spolec¢nosti Pfizer
muze identifikovat jak Poskytovatele,
tak 1 Hlavniho zkousejiciho, ale bude
zieteln€ rozliSovat mezi platbami a
jinymi pfevody hodnot, jez jsou

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.




poukazany poskytovatelim, a témi,
jez jsou poukédzany jednotliveliim.

. Protokol. Hlavni zkousSejici 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 Poskytovatele
nebo etické komise pro multicentrické
studie (dale jen ,, EK*) a s hlaSenim
nezadoucich piihod.

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. Dodatky. Protokol mtize byt zménén
pouze pisemnym dodatkem
schvalenym spolec¢nosti Pfizer,
Hlavnim zkousejicim, odpovédnou
EK a SUKL (dale jen ,,Dodatek*),

s vyjimkou naléhavych zmén
nezbytnych z diivodu ochrany
bezpecnosti subjektt Studie
(definovanych v ¢lanku 4, Zarazeni
subjektl) tak, jak jsou popsany v
Protokolu. Je-li nezbytné odchylit se
od Protokolu z naléhavych divodii
tykajicich se bezpe€nosti subjekti,
které pravé podstupuji 1écbu,
uvédomi o tom Hlavni zkouSejici
CRO a/nebo spolecnost Pfizer,
odpovédnou etickou komisi a SUKL
(podle konkrétni situace) co mozna
nejdiive, avSak ne pozdéji nez jeden
pracovni den po provedeni zmény.
Z4dna takova zména provedena z
diivodu zajisténi bezpecnosti
Subjekta Studie, kteti prave
podstupuji 1é€bu, se nebude vztahovat
na zadné budouci Subjekty Studie,
pokud nebude schvalena CRO nebo
spolecnosti Pfizer, odpovédnou
etickou komisi a SUKL (podle
konkrétni situace) a dolozena jako
pisemny Dodatek k Protokolu.

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.




3.2. Zadny dodate¢ny vyzkum. Na
subjektech Studie (definovanych v
¢lanku 4, Zarazeni subjektil) nebo na
biologickych vzorcich odebranych v
prabéhu Studie nesmi byt v pribéhu
Studie provadén zadny dodatecny
vyzkum, pokud to neni schvaleno
spole¢nosti Pfizer a zdokumentovano
Dodatkem k Protokolu nebo u¢inéno
za vzajemng piijatelnych podminek,
zaznamenanych stranami jinym
zpusobem.

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.

. Zarazeni subjektt. Hlavni zkousejici a
Poskytovatel se dohodli, Ze v pribchu
doby stanovené spolecnosti Pfizer zatadi
(prostfednictvim Hlavniho zkousSejiciho)
do Studie zpisobilé ucastniky Studie,
ledaze CRO na zaklad¢ predchozich
pokynt spole¢nosti Pfizer nezméni obdobi
zafazovani pisemnym oznadmenim.
Zpusobily ucastnik je osoba, ktera spliuje
vSechna kritéria Protokolu pro zatazeni do
Studie (dale jen ,,Subjekt studie®). Nabor
je kompetitivni.

Subject Enrollment. Principal
Investigator and Institution (through the
actions of the Principal Investigator) have
agreed to enroll in the Study qualified
Study participants unless CRO, upon
Pfizer’s prior instructions, modifies this
enrollment period by written notice. A
qualified participant is one who meets all
Protocol criteria for inclusion in the Study
(“Study Subject”). Enrollment is
competitive.

4.1. Multicentrické studie. CRO muze na
zaklad¢ predchozich pokyni
spole€nosti Pfizer pred¢asné ukoncit
zatazovani Subjektl do Studie,
jestlize bylo dosaZeno zatazeni
celkového poctu Subjektl potiebného
pro multicentrickou Studii pred

koncem zatazovaciho obdobi pro tuto
Studii.

4.1. Multi-Center Studies. CRO, upon
Pfizer's prior instructions, may end
Study Subject enrollment early if the
total enrollment needed for a multi-
center study has been achieved before
the end of the enrollment period for
this Study.

4.2. Trvani studie. Ptiblizné datum
predpokladané pro zah4jeni Studie je
(,,datum zahgjeni
Studie®).

4.2. The approximate date expected for
the start of the Study is

I ('S st

date™).

5. Provadéni studie

5. Study Conduct

5.1. Uétovéani poplatkii Subjektim studie.
Hlavni zkousSejici ani Poskytovatel
nebude Uctovat Subjektiim studie ani

5.1. Charging Study Subjects. Neither
Principal Investigator nor Institution
will charge a Study Subject or third-




tretim platcm hodnocené 1é¢ivo (viz
¢lanek 8, Hodnocené 1é€ivo) ani jiné
sluzby, které hradi CRO podle této
Smlouvy.

party payer for Investigational Drug
(see Section 8, Investigational Drug)
or for any services reimbursed by
CRO under this Agreement.

5.2. Bezpecnostni opatieni a zdvazna
poruseni pravidel Protokolu nebo
pokynt ICH GCP. Hlavni zkousejici
a Poskytovatel budou (ptimo ¢i
nepiimo prostiednictvim Hlavniho
zkousejiciho) neprodlené informovat
CRO v ptipadé jakéhokoli urgentniho
bezpecnostniho opatieni, které Hlavni
zkousejici pouzije za icelem ochrany
Subjektl studie proti okamzZitému
riziku. Hlavni zkousejici a
Poskytovatel budou (piimo ¢i
nepiimo prostiednictvim Hlavniho
zkousejiciho) okamzité informovat
CRO v ptipadé jakéhokoli zadvazného
poruseni Protokolu nebo pokynt ICH
GCP, o kterych se Hlavni zkousejici
nebo Poskytovatel dozvi.

5.2. 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.

5.3. Doba trvani Studie. Pfedpokladané
datum zahdjeni Studie je

(,,Datum zahajeni
Studie*) a konec Studie je

(,,Datum ukonceni
Studie*) véetné. Piipadna odchylka
skutecné doby trvani od
predpokladané doby trvani
piesahujici tuto dobu o vice nez 6
mesicl vyzaduje zménu této Smlouvy
ve form¢ pisemného dodatku.

5.3. Duration of the Study. The expected
start date of the Study is
I Sy Start

Date”) and the end of the Study is

(“Study End Date”)

inclusive. Any deviation of the actual

duration from the expected duration

exceeding this period by more than 6

months requires a change to this

Agreement in the form of a written

amendment.

6. Ochrana 0daju a sdélovani finan¢nich
informaci FDA

6. Data Protection and FDA Financial
Disclosure

6.1. Osobni Udaje. Spole¢nost Pfizer,
Poskytovatel a Hlavni zkouSejici
budou spliiovat podminky a
povinnosti ohledné€ ochrany osobnich
udajii uvedené v Piiloze F.

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

udaju. V ptipadech, kdy spolecnost
Pfizer shleda, Ze se na Studii vztahuje
natizeni amerického Utadu pro
kontrolu potravin a 1éciv (,,FDA®)
nazvané ,,Sdélovani finanénich
informaci zkouSejicimi v klinickém
vyzkumu* (déle jen ,,NaFizeni
FDA®), Hlavni zkousSejici a
Poskytovatel (podle konkrétnich
okolnosti) poskytnou pfiméienou
soucinnost CRO a nebo Zadavateli k
zajisténi souhlasu vSech
spoluzkousejicich, podilejicich se na
Studii, se sdélovanim veskerych
nezbytnych finan¢nich a dalSich
informaci CRO a spole¢nosti Pfizer
(véetné informaci o majetkovych
podilech ve spolecnosti Pfizer nebo
jejich pridruzenych spole¢nostech)
tykajicich se Hlavniho zkouSejiciho
nebo spoluzkousejicich (podle
konkrétnich okolnosti) (a

v relevantnich ptipadech také jejich
manzeli, manzelek a 0sob na nich
zavislych), jak to vyZzaduje CRO, aby
umoznili spolecnosti Pfizer splnit
pozadavky Natizeni FDA.

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 dependents of Principal
Investigator or sub-investigator)
as required by CRO to enable Pfizer
to comply with the FDA Regulation.

7.

Informovany souhlas a nabor subjektu.

7.

Informed Consent and Subject
Recruitment.

7.1. informovany souhlas od kazdého

subjektu studie a uloZi podepsany
stejnopis tohoto souhlasu

v zaznamech ptislusného Subjektu
studie. CRO nebo spole¢nost Pfizer
poskytne ptfedlohu dokumentu
informovaného souhlasu pro studii,
ktera byla schvalena EK a SUKL.
Poskytovatel a Hlavni zkousSejici
nesmi provadét zadné zmény tohoto
dokumentu, aniz by obdrzeli
predchozi pisemny souhlas CRO
nebo spole¢nosti Pfizer diive, nez
upraveny dokument informovaného

7.1. Informed Consent. Principal
Investigator will obtain a 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. 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

11




souhlasu pouziji pro Studii (vCetné
jakychkoli Uprav provedenych béhem
Studie). Poskytovatel a Hlavni
zkousejici nesmi provadét nabor
potencialnich Subjekti pro tcast ve
Studii, zahdjit vyzkum, na ktery se
vztahuje tato Smlouva, nebo podavat
hodnocené 1é¢ivo (tak, jak je
definovano nize) Subjektim studie,
dokud nebyl ziskan platny
informovany souhlas od kazdého
Subjektu studie.

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.

7.2. Nabor subjektii. Hlavni zkousejici
poskytne CRO prilezitost provétit a
schvalit obsah veskerych materialt
tykajicich se ndboru do Studie
zamé&feného na potencialni Subjekty
studie pied tim, nez tyto materialy
pouzije. Tento pozadavek se vztahuje
na veskeré tyto materialy bez ohledu
na medium.

7.2. Subject Recruitment. Principal
Investigator will provide CRO an
opportunity to review and approve
the content of any Study recruitment
materials directed to potential Study
Subjects before such materials are
used. This requirement applies to all
such materials, regardless of medium.

7.3. Nezadouci piihody. Poskytovatel
zajisti prostfednictvim Hlavniho
zkousejiciho, aby byly nahlaSeny
vSechny nezadouci piihody, které se
u Subjektl studie vyskytnou,

v souladu s pokyny uvedenymi v
Protokolu a platnych pfedpisech.
Kde je to vyZadovano, hlaseni
zahrnuje bezodkladné hlaseni CRO a
spolecnosti Pfizer telefonicky nebo
faxem. V tomto ohledu ponese CRO
nebo spole¢nost Pfizer v zakonem
daném rozsahu plnou odpovédnost za
hlaseni vSech nezadoucich ptihod
mistnim a zahrani¢nim kontrolnim ¢i
zdravotnim ufadiim.

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.

. Hodnocené 1é¢ivo. CRO zajisti, aby
Poskytovatel bezplatné obdrzel dostate¢né
mnozstvi piipravku spolecnosti Pfizer,
ktery je ptedmétem hodnoceni, (,,1é€ivo
spole¢nosti Pfizer), aby tim umoznilo

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

12




Hlavnimu zkousejicimu provadét Studii.
Neni-li v Pfiloze A (Rozpocet studie a
platebni podminky) uvedeno jinak, CRO
zajisti, aby Poskytovatel obdrzel také
jakakoli dalsi 1éCiva vyzadovana podle
Protokolu, a to bezplatn€ nebo néklady na
n¢ pokryje (napft. placebo, srovnavaci
1é¢ivo, soubézné podavané 1éCivo).
Jakékoli dalsi Protokolem vyzadované
1é¢ivo, které CRO nebo spolecnost Pfizer
poskytuje nebo jehoz naklady kryje, je
spole¢né s 1é¢ivem spolecnosti Pfizer
povazovano za ,,Hodnocené lé¢ivo*.
Hodnocené Ié¢ivo bude v dostatecném
mnozstvi, v souladu se z.¢.378/2007 Sb.,
dodano do Iékarny Poskytovatele.
Poskytovatel se timto zavazuje, Ze zajisti,
aby bylo Hodnocen¢ lé¢ivo ulozeno v
1ékarné oddélené od ostatnich 1éc¢iv, a aby
ptiprava, kontrolovéni, uchovavani a
vydavani Hodnoceného 1éc¢iva (déle jen
,»hakladani s hodnocenym lécivem*)
probihaly v souladu s Protokolem a pokyny
spolecnosti Pfizer nebo CRO, déle se
vSeobecné zavaznymi pravnimi piedpisy
uvedenymi ve ¢lanku 1.3 vyse, se spravnou
lékarenskou praxi a rovnéZ dle pravidel a
podminek stanovenych v ptislusnych
smérnicich / pokynech vydanych Statnim
ustavem pro kontrolu 1€Civ.

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
"Investigational Drug." The
Investigational Drug shall be in sufficient
quantity, in accordance with Act No.
378/2007 Coll. and supplied 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.
1.2, and the Good Pharmacy Practice, as
well as the terms and conditions stipulated
by applicable Directives issued by State
Institute for Drug Control.

Poskytovatel ur¢i dva nalezité
kvalifikované a zkuSené 1ékarniky.
Lékarnici budou drziteli platnych
profesnich osvédceni (bez omezeni),
budou zapséani u oficialni profesni
organizace 1ékarnikti v Ceské republice v
souladu s pfislusSnymi pravnimi predpisy a
budou odpovidat za nakladani s
Hodnocenym lé¢ivem a za vedeni
kompletni dokumentace o této ¢innosti.
Poskytovatel neprodlené po jejich
jmenovani pisemné oznami CRO jméno a
pifijmeni uvedenych osob spolu s
nalezitymi kontaktnimi udaji. Hlavni
zkousejici se zavazuje, ze bude

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
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Hodnocené¢ 1é¢ivo pouZzivat a podavat
pfimo z 1ékarny Poskytovatele v souladu s
Protokolem a v davkach pozadovanych
pro jednotlivé studijni navstévy Subjektii
studie.

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.

Strany se dohodly, Ze 1é¢ivo spolecnosti
Pfizer bude doru¢eno do nemocni¢ni
lékarny

— adresa lékarny:

Nemocni¢ni lékarna Fakultni
nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava, Ceska
republika, bude fadné 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 pond¢li do patku od
7:00 do 15:00 hodin a oznacena ¢islem
protokolu s formulaci ,,Clinical trial
medication for protocol no....

The parties agreed that the Pfizer drug
would be delivered to the hospital
pharmacy

— pharmacy address:

Nemocni¢ni lekarna Fakultni
nemocnice Ostrava, 17 November
1790/5, 708 52 Ostrava, Czech
Republic, will be properly packed 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
3:00 p.m. and marked with the protocol
number with the wording "Clinical trial
medication for protocol no..."

Lékérna Zdravotnického zatizeni bude
zodpovidat za ptijem zasilky
Hodnoceného 1é¢iva a vydej Hodnoceného
1é¢iva Hlavnimu zkousSejicimu nebo jim
poverené osobe.

The Pharmacy of the Institution will be
responsible for receiving the Evaluated
Drug shipment and dispensing the
Evaluated Drug to the Principal
Investigator or a person authorized by
him.

CRO anebo spolecnost Pfizer vynaloZzi
maximalni usili, aby naplanovali
monitorovaci navstévy v 1ékarné Instituce
za poskytnuti ptedchoziho oznameni
zodpovédnému lékéarnikovi alespon tii (3)
pracovni dny pfed planovanou navstévou.

The CRO and/or Pfizer will use best
efforts to schedule monitoring visits at
the Institution's pharmacy upon
providing advance notice to the
pharmacist-in-charge at least three (3)
business days prior to the scheduled
visit.

8.1. Uchovavani a vydej. Hlavni
zkousejici a Poskytovatel budou
provadét odpovidajici kontrolu
dodavek Hodnoceného 1éciva a
nepodaji nebo nevydaji 1é¢ivo

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
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nikomu, kdo neni Subjektem studie,
ani k nému neumozni ptistup nikomu
jinému nez pracovniktim Studie.

anyone who is not a Study Subject, or
provide access to it to anyone except
Study personnel.

8.2. Pouziti. Hlavni zkouSejici a
Poskytovatel zajisti, Ze hodnocené
1é¢ivo bude pouzivano pouze
zpisobem stanovenym v Protokolu a
v ptisném souladu se Zakonem o
1é¢ivech a s dalSimi pfislusnymi
pravnimi predpisy. Jakékoli jiné
pouziti nebo povoleni pouziti
Hodnoceného 1é¢iva Hlavnim
zkousejicim nebo Poskytovatelem
pfedstavuje zdsadni poruseni této

smlouvy.

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. Vlastnictvi 1é¢iva spoleénosti Pfizer.
Lécivo spolecnosti Pfizer je a ziistane
vlastnictvim spolec¢nosti Pfizer.

S vyjimkou omezenou na pouziti
urcené v Protokolu spole¢nost Pfizer
neudéluje Hlavnimu zkousejicimu ani
Poskytovateli zddné vyslovna ani
konkludentni prava k duSevnimu
vlastnictvi ohledné Léciva
spole¢nosti Pfizer nebo k jakymkoli
metoddm vyroby nebo pouziti Léciva
spolecnosti Pfizer.

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 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.

Vybaveni nebo materialy. CRO nebo
spole¢nost Pfizer mtize poskytnout nebo
zajistit, aby prodejce poskytl, urcité
vybaveni (dale jen ,,Vybaveni*) nebo
chranéné materidly pro pouZiti Hlavnim
zkousejicim nebo Poskytovatelem b&hem
provadéni studie. Takové chranéné
materialy mohou zahrnovat pocitacovy
software, metodologie, hodnotici skaly a
jiné nastroje, které CRO nebo spole¢nost
Pfizer vlastni nebo pouZivani na zakladé
licence (spole¢né dale jen ,,Materialy*).
Vybaveni nebo Materialy, které maji byt
pro Studii poskytnuty, a veskeré
pozadavky, které se k nim vztahuji budou
upraveny samostatnou Smlouvou o

9. Equipment or Materials. CRO or Pfizer

may provide, or arrange for a vendor to
provide, certain equipment
(“Equipment”) or proprietary materials
for use by Principal Investigator or
Institution during the conduct of Study.
Such proprietary materials may include
computer software, methodologies, rating
scales and other instruments that are
owned or licensed for use by CRO or
Pfizer (collectively, “Materials”).
Equipment or Materials to be provided for
the Study and any requirements relating to
them will be regulated by a separate loan
agreement concluded between the CRO
and the Institution Provider or are
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vypujcce uzavienou mezi CRO a
Poskytovatelem ktera je popsana v
ptiloze B, Vybaveni a materidly, jez tvoii
nedilnou soucdst této Smlouvy.

described in Attachment B, Equipment
and Materials which is incorporated into
this Agreement by reference.

10.

Duivérné informace. V pribehu Studie
muze Hlavni zkousejici nebo Poskytovatel
obdrzet nebo vytvofit informace, které
jsou pro CRO, spolecnost Pfizer nebo
pfidruzenou spolecnost spolecnosti Pfizer
diveérné povahy.

10.

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. Definice. Pokud neni v
¢lanku 10.2 nize, Vyluky déle
uvedeno jinak, ,,Divérné informace*

10.1. Definition. Except as specified
in Section 10.2, Exclusions, below,
“Confidential Information” includes:

zahrnuji:

a) Protokol, a) Protocol

b) Soubor informaci pro b) the Investigator Brochure,
zkousejiciho,

c) Studijni Gdaje (jak je definuje c) Study Data (as defined in
¢lanek 11, Studijni udaje Section 11, Study Data,
studie, biologické vzorky a Biological Samples, and Study
studijni zaznamy), Records below),

d) Udaje analyz biologickych d) Biological Sample Analysis
vzorkd, jak jsou definovany v Data (as defined in Section 11,
¢lanku 11, Studijni tdaje, Study Data, Biological
biologické vzorky a studijni Samples, and Study Records,
zdznamy ), below),

e) Ptilohu A (Rozpocet studie a e) Attachment A (Study Budget
platebni podminky) této and Payment Terms) to this
Smlouvy a Agreement, and

f) veskeré dalsi informace f) any other information related

souvisejici se Studii,

s Lécivem spolecnosti Pfizer
nebo s technologii, vyzkumem
nebo obchodnimi plany CRO,
spole€nosti Pfizer nebo jejich
ptidruzenych spolecnosti, které
CRO, spolecnost Pfizer nebo
nékterd jeji pfidruzena
spolecnost poskytne Hlavnimu
zkousejicimu nebo
Poskytovateli v pisemné nebo
jiné hmotné podobé¢ a oznaci
jako DUVERNE nebo které

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
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jim ptvodné sdéli ustné a
nasledn¢ shrne a potvrdi
psemné jako DUVERNE do 30
dnti ode dne tstniho sdéleni.
Ustné sdélené informace
popsané v ¢lanku 10.1.f. vySe
budou téz povazovany za
davérné informace, i v ptipade,
ze nedojde k pozdéjsimu
pisemnému potvrzeni jejich
davérnosti, pokud je divérny
charakter jejich sdéleni druhé
stran¢ pfiméien¢ ziejmy.

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

10.2.

Vyluky. Duvérné informace

nezahrnuji takové informace:

10.2.

Exclusions. Confidential

Information does not include
information that:

a) které jsou vefejné dostupné v a) isin the public domain at the
dobg¢ jejich sdéleni nebo v time of disclosure or during
dob¢ trvani tohoto zavazku the term of this confidentiality
mléenlivosti jakymkoli jinym obligation by means other than
zpusobem, nez porusenim této breach of this Agreement by
Smlouvy Poskytovatelem nebo Principal Investigator or
Hlavnim zkousejicim, Institution,

b) které jsou jiz Hlavnimu b) is already known to Principal
zkousejicimu nebo Investigator or Institution at
Poskytovateli znamy v dobé the time of disclosure and is
jejich sdéleni a nepodléhaji free of any obligations of
zadnému zavazku mléenlivosti, confidentiality,

c) které Hlavni zkousejici nebo C) is obtained by Principal
Poskytovatel ziskali bez Investigator or Institution, free
jakéhokoli zdvazku of any obligations of
mlcenlivosti od tfeti strany, confidentiality, from a third
kterd ma zakonné pravo je party who has a lawful right to
sdilet, nebo disclose it, or

d) které jsou vytvofeny nezavisle d) is independently developed, as

tak, jak je dolozeno pisemnymi
zaznamy, personalem
Hlavniho zkousejiciho nebo
osobami v ramci
Poskytovatele, které nemély

k davérnym informacim
pfistup.

documented by written
records, by Principal
Investigator’s personnel or
individuals within Institution
who had no access to
Confidential Information.
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10.3.

Duivérnost Osobnich udaja.
Vsechny Osobni udaje (podle
definice v Piiloze D), které¢ Hlavni
zkousejici nebo Poskytovatel
shromazd’uje, zpracovava, uklada,
prenasi nebo pouziva ve spojitosti s
provadénim studie a podavanim zprav
0 Studii, budou pro ucely této
Smlouvy pokladany za divérné
informace, a bude s nimi takto
zachazeno.

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.

10.4.

Zavazek mléenlivosti. Hlavni
zkousejici ani Poskytovatel nesméji
bez ptedchoziho pisemného souhlasu
CRO nebo spolecnosti Pfizer
pouzivat divérné informace za
zadnym jinym ucelem nez tim, k
némuz je opraviiuje tato Smlouva, a
dale Hlavni zkousejici ani
Poskytovatel nesméji sdélit divérné
informace zadné tieti stran¢

s vyjimkou situaci, v nichz je k tomu
opraviiuje tato Smlouva, nebo v nichz
to vyzaduji piislu§né pravni predpisy.

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.

Spole¢nost Pfizer a CRO vyslovné
dovoluji uverejnéni Redigované
Smlouvy v souladu s ustanovenim
¢lanku 15.2

CRO and Pfizer specifically
authorize publication of a redacted
version of this Agreement strictly in
accordance with the provisions of
Section 15.2)

a) Spolec¢nost Pfizer a CRO
vyslovné dovoluji jakékoli
pozadované sdéleni divérnych
informaci SUKL, EK nebo
zastupctim pftislusného
kontrolniho tiradu.

a) CRO and Pfizer specifically
authorize any required
disclosure of Confidential
Information to SUKL,
IRB/IEC or regulatory
authority representatives.

b) Dovolena pouziti Studijnich
udajt a udaja analyz
biologickych vzorkt jsou
popsana v ¢lanku 15
(Publikace) této Smlouvy a
pouziti Osobnich tdajl jsou
popsana v ¢lanku 6 (Ochrana

b) Permitted uses of Study Data
and Biological Sample
Analysis Data are described in
Section 15 (Publications) of
this Agreement, and use of
Personal Data is discussed in
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udajt a sdélovani finan¢nich
informaci FDA).

Section 6 (Data Protection and
FDA Financial Disclosure).

10.5. Sdéleni informaci pozadované 10.5. Disclosure Required by Law. If
zakonem. Je-li pravnimi predpisy disclosure of Confidential
pozadovano sdéleni divérnych Information beyond that expressly
informaci nad ramec vyslovné authorized in this Agreement is
dovoleny touto Smlouvou, required by law, that disclosure
nepiedstavuje takové sdéleni does not constitute a breach of
informaci poruseni této Smlouvy, this Agreement so long as the
pokud strana, ktera tyto informace party disclosing the information:
sd€luje:

a) predem pisemné informuje a) notifies CRO in writing as far
CRO, s co nejveétsim moznym as possible in advance of the
¢asovym piedstihem pied disclosure so as to allow CRO
sdélenim informaci, aby CRO or Pfizer to take legal action to
nebo spole¢nost Pfizer mohly protect its Confidential
podniknout veskeré pravni Information,
kroky k ochrané svych
davérnych informaci,

b) sdéli pouze ty diivérné b) discloses only that
informace, které jsou Confidential Information
vyZadovany ze zakona, a required to comply with the

legal requirement, and

c) bude nadale zachovéavat C) continues to maintain the
duvérny charakter téchto confidentiality of this
diveérnych informaci ve vztahu Confidential Information with
ke vSem ostatnim tietim respect to all other third
stranam. parties.

10.6. Pretrvani zavazkd. 10.6. Survival of Obligations. For

U davérnych informaci kromé
Osobnich udajii (jak jsou definovany
v Ptiloze D), Studijnich udajt a tdaja
analyz biologickych vzorki (jak jsou
definovany v ¢lanku 11, Studijni
Udaje, biologické vzorky a studijni
zdznamy) pretrvavaji zavazky

0 nepouZiti a ml¢enlivosti i po
ukonceni této Smlouvy a trvaji po
dobu péti let od jejiho ukonceni.
Zavazek ml€enlivosti ohledné
Osobnich udajti, Studijnich udaji a
udajii analyz biologickych vzorki
pretrvava po celou dobu, po kterou

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
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bude tyto informace Hlavni
zkousejici nebo Poskytovatel
uchovavat, pod podminkou
dovoleného pouziti a sdélovani
popsaného v Piiloze C a ¢lanku 15
(Publikace) této Smlouvy.

Investigator or Institution retain this
information, subject to the permitted
uses and disclosures described in
Attachment D and Section 15
(Publications) of this Agreement.

10.7. Vraceni duvérnych informaci.
Hlavni zkousSejici a Poskytovatel vrati
na pisemnou zaddost CRO nebo
spolecnosti Pfizer veskeré diivérné
informace krom¢ téch, u nichz
ptislusné predpisy pozaduji, aby byly
uchovavany na zkousejicim
pracovisti nebo v rukou Hlavniho
zkousejiciho. Hlavni zkousSejici a
Poskytovatel si v§ak mohou kazdy
ponechat jednu archivni kopii
davérnych informaci k uréeni rozsahu
zavazkl vyplyvajicich z této
Smlouvy.

10.7. 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.

11. Studijni udaje, biologické vzorky a
studijni zaznamy

11. Study Data, Biological Samples, and
Study Records

11.1. Studijni Udaje studie. Béhem
studie shromazdi Hlavni zkouSejici
urcité udaje uvedené v Protokolu, a
ptedlozi je CRO, spolecnosti Pfizer
nebo zastupci spole¢nosti Pfizer (dale
jen ,,Studijni Udaje ). Studijni tdaje
mohou obsahovat Osobni Gdaje
subjektl Studie. Hlavni zkouSejici
zajisti v€asné shromazdéni,
zaznamenani a pfedloZeni Studijnich
udajii, véetné dodrzovani casového
harmonogramu zaddvani idaji
stanoveného v dokumentu Pozadavky
na vyplnéni Zaznamniku subjektu
hodnoceni, ktery Hlavnimu
zkousejicimu poskytne CRO nebo
spole¢nost Pfizer.

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) Vlastnictvi Studijnich udajt.
S vyhradou prava Hlavniho
zkousejiciho na pouziti

a) Ownership of Study Data.
Subject to Principal
Investigator’s right to use
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Studijnich udajt k publikaci
vysledkl Studie (viz ¢lanek
15, Publikace) je vylu¢nym
vlastnikem vSech Studijnich
udaju spole¢nost Pfizer.

Study Data to publish the
results of the Study (see
Section 15, Publications),
Pfizer is the exclusive owner
of all Study Data

b) Zdravotni zéznamy. Zdravotni b) Medical Records. Study
zaznamy tykajici se Subjektt Subject-related medical
studie, ktere nejsou records that are not submitted
poskytovany CRO nebo to CRO or Pfizer may include
spole¢nosti Pfizer, mohou some of the same information
obsahovat urc¢ité informace, as is included in Study Data;
které jsou totozné s however, neither CRO nor
informacemi ve Studijnich Pfizer makes any claim of
udajich; CRO ani spole¢nost ownership to those documents
Pfizer si nevyhrazuje narok na or the information they
vlastnictvi téchto dokumentd contain.
nebo v nich obsazenych
informaci. Strany se dohodly,
ze zdravotni dokumentace
Subjektu studie je vlastnictvim
Poskytovatele.

¢) Kontrola udaji provadéna c) Data Review by CRO. CRO
CRO. CRO nebo spolecnost and/or Pfizer will review the
Pfizer bude obdrzené Studijni Study Data it receives on an
udaje prabézné¢ kontrolovat. ongoing basis. CRO and/or
CRO nebo spole¢nost Pfizer Pfizer will comply with
bude dodrzovat platné applicable regulations
predpisy stanovujici povinnost requiring notification of
informovat zicastnéné participating investigators of
zkousejici o novych Gdajich new safety information about
0 bezpecnosti Léciva the Pfizer Drug (as defined in
spolecnosti Pfizer (podle Section 8 of this Agreement).
definice v ¢lanku 8 této CRO and/or Pfizer further
Smlouvy). CRO nebo commits to promptly notify
spole¢nost Pfizer se dale Principal Investigator of any
zavazuje sdélit bez prodleni other new information of
Hlavnimu zkousejicimu which CRO and/or Pfizer
veskeré dalsi nové informace, becomes aware that could
které CRO nebo spole¢nost affect the safety of the Study
Pfizer ziska a které by mohly Subjects or influence the
ovlivnit bezpe¢nost Subjektii conduct of the Study.
studie nebo provadeéni Studie.

d) Vysledky Studie. Po d) Study Results. After analysis

dokonceni analyzy Studijnich
udaju ze vSech pracovist,
poskytne spolecnost Pfizer

of Study Data from all sites is
complete, CRO or Pfizer will
provide Principal Investigator
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nebo CRO Hlavnimu
zkousejicimu shrnuti
celkovych vysledku studie.
CRO a spolecnost Pfizer
doporucuji Hlavnimu
zkousejicimu, aby vhodnym
zpusobem sd¢lil 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 zpiisobem
spolupracovat s Hlavnim
zkousejicim nebo
Poskytovatelem a zajisti, aby
tyto vysledky byly Hlavnim
zkousejicim nebo
Poskytovatelem odpovidajicim
zpusobem sdéleny Subjektim
studie.

with a summary of the overall
results of the Study. CRO and
Pfizer encourage Principal
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.

11.2.

Biologické vzorky. Je-li to
stanoveno v Protokolu a v dokumentu
informovaného souhlasu, muze
Hlavni zkouSejici odebirat a
poskytovat CRO, spolecnosti Pfizer
nebo jejich ur€enému zastupci
biologické vzorky (napft. krev, moc,
tkan, sliny atd.) ziskané od Subjektl
studie k testim, které piimo
nesouviseji s pééi o Subjekty studie
nebo s monitorovanim bezpecénosti,
jako jsou farmakokinetické nebo
farmakogenomické testy nebo
testovani biomarkert (déle jen
,,Biologicke vzorky*).Biologické
vzorky mohou obsahovat Osobni
udaje subjekti Studie.

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 may
include Personal Data of Study
Subjects.

a) Pouziti. Hlavni zkousejici ani
Poskytovatel nepouZiji
Biologicke vzorky odebrané

a) Use. Neither Principal
Investigator nor Institution will
use Biological Samples

22




podle Protokolu jinym
zpusobem nebo za jinym
ucelem, nez jaky je popsan
v Protokolu. CRO a
spolecnost Pfizer budou
pouzivat Biologické vzorky
pouze zptusobem dovolenym
v dokumentu informovaného
souhlasu, na jehoz zaklad¢
byly ziskany.

collected under 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.

b) Udaje analyz. CRO, b) Analysis Data. CRO, Pfizer,
spole¢nost Pfizer nebo jimi or their designees will test
ur¢ené osoby provedou testy Biological Samples as
Biologickych vzorka described in the Protocol.
zpusobem popsanym v Unless otherwise specified in
Protokolu. Pokud neni the Protocol, neither CRO nor
v Protokolu stanoveno jinak, Pfizer plan to provide the
neplanuje CRO ani spole¢nost results of these tests
Pfizer poskytnuti vysledkt (“Biological Sample Analysis
tdchto testi (dale jen ,,Udaje Data”) to Principal
analyz biologickych vzorka‘) Investigator, Institution or
Hlavnimu zkousSejicimu, Study Subject. If CRO or
Poskytovateli ani Subjektu Pfizer does provide Biological
studie. Jestlize CRO poskytne Sample Analysis Data to
Udaje analyz biologickych Principal Investigator or
vzorkd Hlavnimu Institution, that data will be
zkousejicimu nebo subject to the provisions of
Poskytovateli, budou tyto Section 11.1 (Study Data) of
Udaje podléhat ujednanim this Agreement and considered
¢lanku 11.1 (Studijni udaje part of Study Data for
studie) této Smlouvy, budou purposes of this Agreement
pro ucely této Smlouvy and may be used by Principal
povazovany za Studijni udaje a Investigator to prepare
Hlavni zkousejici je mize publications of the results of
pouzit k piipraveé publikaci the Study (see Section 15,
vysledku studie (viz ¢lanek 15, Publications).

Publikace).
c) Vlastnictvi. Spole¢nost Pfizer c) Ownership. Pfizer is the

je vyluénym vlastnikem vSech
Biologickych vzorkl a Udajii
analyz biologickych vzorkd.

exclusive owner of all
Biological Samples and
Biological Sample Analysis
Data.

11.3.
Poskytovatel bude pro potieby
Hlavniho zkousejiciho a své vlastni

Studijni zdznamy.

11.3.
Principal Investigator and itself,
Institution will retain each Study

Study Records. On behalf of
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uchovavat Studijni zdznamy kazdého
Subjektu studie, které zahrnuji kopie
vSech Studijnich udaja Hlavniho
zkousejiciho, jakoz i pfislusné
zdrojové dokumenty (spolecn¢ dale
jen ,,Studijni zdznamy*), za
skladovacich podminek zajistujicich
jejich stabilitu a ochranu po dobu 15
let od ukonc¢eni Studie. Instituce
souhlasi, Ze bude spolecnost Pfizer
kontaktovat na adrese

i<

ed likvidaci jakychkoli zdznami, a
Hlavni zkousejici a Instituce dale
souhlasi, Ze umozni spole¢nosti
Pfizer v pfipadé nutnosti uchovavat
zaznamy del8i dobu, na naklady
spolecnosti Pfizer, zptisobem, ktery
zajisti ochranu diivérnosti téchto
zaznamu (napf. bezpecné externi
uloZeni).

Subject’s Study records, which
include the Principal Investigator’s
copies of all Study Data as well as
relevant source documents
(collectively, “Study Records”),
under storage conditions conducive to
their stability and protection, for a
period of 15 years after termination of
the Study. Institution agrees to
contact Pfizer at

pr
ior to destroying any Study Records
and Principal Investigator and
Institution further agree to permit
Pfizer to ensure that the Study
Records are retained for a longer
period if necessary, at Pfizer’s
expense, under an arrangement that
protects the confidentiality of the
records (e.g., secure off-site storage).

12. Monitorovani, inspekce a audity

12. Monitoring, Inspections, and Audits

12.1.
umyslu monitorovat provadéni studie.

Monitorovani. CRO mav

Spolecnost Pfizer nebo externi
poskytovatel sluzeb jednajici jejim
jménem maé pravo, avsak nikoli
povinnost, se na monitorovani studie
spolupodilet. Po ozndmeni, s
pfimétenou lhitou, a béhem bézné
pracovni doby povoli Hlavni
zkousejici a Poskytovatel zastupctim
CRO nebo spolecnosti Pfizer piistup
do prostor, zafizeni, ke Studijnim
zaznamum, a spoluzkousejicim a
vyzkumnym pracovnikim tak, jak to
vyzaduje monitorovani provadéni
studie. CRO nebo spolecnost Pfizer
bude Hlavniho zkousSejiciho
neprodlené informovat o vSech
nalezech monitorovani, které by
mohly ovlivnit bezpecnost Subjekta
studie nebo provadéni Studie. Hlavni
zkousejici bude o takovychto

Monitoring. CRO intends to
monitor Study conduct. Pfizer, or an
external service provider 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.
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zjisténich odpovidajicim zptisobem
informovat Subjekty studie.

12.2. Osobni udaje zastupct 12.2. Pfizer Representative Personal
spole¢nosti Pfizer. Pokud je Data. If in the support of a clinical
Vv pribéhu klinického hodnoceni trial, Pfizer representatives are
pozadovano, aby zastupci spole¢nosti required to submit to Institution or
Pfizer predali Poskytovateli své Principal Investigator any Personal
Osobni udaje, v¢etné, ale ne vylu¢né, Data, including but not limited to,
jména adresy, telefonniho ¢isla, name, address, phone number,
identifika¢niho ¢isla nebo data government identifier, or birthdate
narozeni (,,Osobni idaje zastupca (“Pfizer Representative Personal
spolecnosti Pfizer), Poskytovatel Data”), Institution and Principal
bude postupovat nasledujicim Investigator will:
zpusobem:

a. ochrani davérnost a. protect the
Osobnich udaju confidentiality of Pfizer
zastupci  spolecnosti Representative
Pfizer pouzitim Personal Data using the
stejnych nebo same or similar
podobnych  opatieni, standards Institution
které pouziva pro své and, if applicable,
vlastni zaméstnance; Principal Investigator

use for their own
employees;

b. neproda ani b. not sell or disclose
nezpfistupni ~ Osobni Pfizer Representative
udaje zastupcl Personal Data to any
spole¢nosti Pfizer third party except as
zadné  tfeti  stran¢ required by law;

S vyjimkou pripada
vyzadovanych
zakonem;

C. ustanovi ve smlouvé C. impose similar
obdobné povinnosti confidentiality and
ohledné¢ duvérnosti a security obligations, by
zabezpeceni téchto contract, on any
udaji = vaéi  vSem contracted service
poskytovatelim sluzeb, providers with whom
se kterymi by Institution or Principal
Poskytovatel mohl Investigator may share
Osobni udaje zastupct Pfizer Representative

Personal Data;
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spolecnosti
sdilet;

Pfizer

piijme pfislusna opatieni k ochran¢
proti neopravnénému pouziti nebo
zptistupnéni Osobnich udaju zastupct
spole¢nosti Pfizer a bez prodleni bude
spolecnost Pfizer informovat o
jakémkoliv poruseni tohoto
ustanoveni.

take appropriate measures to protect

against any unauthorized use or disclosure

of Pfizer Representative Personal Data
and will promptly notify Pfizer of any
breach of this provision.

12.3.

Inspekce a audity. Hlavni
zkousejici a Poskytovatel berou na
védomi, ze Studie podléha inspekci
ze strany zahrani¢nich kontrolnich
uradu, véetné FDA USA, a ze

k takovymto inspekcim mutize dojit i
po dokonceni Studie a mohou
zahrnovat audit Studijnich zdznam?u.
CRO nebo spolecnost Pfizer mohou
také provadét audit Studijnich
zaznamu béhem Studie nebo po jejim
dokonceni jako sou¢ést monitorovani
provadéni Studie.

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) Ozndmeni. Hlavni zkousejici
bude informovat CRO co
mozna nejdiive, pokud
kontrolni Gifad provede
inspekci pracovisté
v souvislosti se Studii nebo
pokud bude takovéto inspekce
naplanovana.

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) Pravo byt piitomen. Neni-li to
zakazano zékonem, bude mit
CRO nebo spolecnost Pfizer
pravo byt pfitomna a ti¢astnit
se kazdé takové inspekce,
auditu, Setfeni nebo kontrolni
¢innosti.

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 regulatory
action.

c) Spolupréce. Hlavni zkousejici
a Poskytovatel budou
spolupracovat s kontrolnim
ufadem a zastupci CRO nebo
spolecnosti Pfizer pfi

c) Cooperation. Principal
Investigator and Institution

will cooperate with regulatory
authority and CRO or Pfizer
representatives in the conduct

26




provadeéni inspekci a auditii a
zajisti, aby Studijni zaznamy
byly vedeny zpiisobem, ktery
takovéto ¢innosti usnadiiuje.

of inspections and audits and
will ensure that Study Records
are maintained in a way that
facilitates such activities.

d) Reseni nesrovnalosti.
Poskytovatel bude
prostiednictvim Hlavniho
zkousejiciho neprodlené fesit
jakékoli zjisténé nesrovnalosti
mezi Studijnimi Gdaji a
zdravotnimi zaznamy Subjekti
studie.

d) 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.

e) Nalezy inspekce a odpovédi.
Hlavni zkousejici a
Poskytovatel bezodkladné
ptedaji CRO a spole¢nosti
Pfizer kopie veskerych nalezli
inspekce, které kdokoli z nich
obdrzi od kontrolniho uradu,
v souvislosti se Studii.
Kdykoli je to proveditelné a
povolené ze zakona, Hlavni
zkousejici a Poskytovatel také
poskytnou CRO a spole¢nosti
Pfizer ptilezitost k ptipadnému
posouzeni a ptipominkdm
navrh odpovédi na vysledky
inspekce kontrolniho ufadu
tykajici se Studie.

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

12.4. Hodnoceni provadéni studie.
CRO, spolecnost Pfizer nebo jeji
externi poskytovatelé sluzeb mohou
dokumentovat a hodnotit plnéni
Poskytovatele a Hlavniho
zkousejiciho pii provadéni Studie.
CRO a spolecnost Pfizer pouziji tato
hodnoceni vyhradné pro vnitini
ucely.

12.4. Study Conduct Evaluations.
CRO, Pfizer or Pfizer’s external
service providers 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.

13. Néapravné prostiedky v pfipad€ poruSeni
urcitych zdvazkl Studie. V pftipadé, ze
spolecnost Pfizer je objektivné schopna
prokazat, ze Hlavni zkousejici nebo
Poskytovatel nesplnili néktery ze svych

13. Remedies for Breach of Certain Study
Obligations. In the event that Pfizer is
able to objectively show that the Principal
Investigator or Institution fails to comply
with any of its obligations set out in
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zavazki stanovenych v ¢lancich 3
(Protokol), 7 (Informovany souhlas a
nabor subjektit), 11 (Studijni udaje,
biologické vzorky a studijni zd&znamy) a
12 (Monitorovani, inspekce a audity) této
Smlouvy nebo pozadavkii Protokolu
tykajicich se hlaseni nezadoucich ptihod,
etického provadéni Studie a kontroly ze
strany SUKL/EK, bude se CRO, kromé
svého prava Studii okamzité ukoncit
podle ¢lanku 18.1.¢(2), moci uchylit

k jednomu nebo ob&éma z nésledujicich
napravnych prostredki:

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.¢(2),
CRO will have recourse to either or both
of the following alternative remedies:

a) pozastaveni naboru Subjekti
studie, jestlize neni nabor do
Studie ukoncen a

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

b) pozastaveni plateb
provadénych CRO ode dne
zjisténi poruseni.

b) Suspension of all payments by
CRO from the day of
discovering the failure

Jakékoli pozastaveni naboru nebo plateb
bude pokracovat do té doby, dokud Hlavni
zkousejici nebo Poskytovatel, podle
zjisténi CRO, neobnovi dodrZzovani svych
zavazkl ze Studie. PouZiti jednoho nebo
obou napravnych prostredki nebrani CRO
nebo spole¢nosti Pfizer v uplatnéni jejiho
prava okamzité ukonc¢it Smlouvu, jestlize
Hlavni zkousSejici nebo Poskytovatel
neza¢nou dodrzovat zavazky.

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.

14.

Vynélezy

14.

Inventions

14.1. Oznameni. Pokud na zakladé
provadéni Studie vznikne néjaké
pravo, jez miZe byt udéleno nebo
uznano na zéklad¢ jakychkoli
pravnich ptedpisu tykajicich se
patentdi, autorskych prav, ochrannych
znamek, primyslovych vzort, objevii
nebo jiného dusevniho ¢i
primyslového vlastnictvi, bez ohledu
na to, zda jej 1ze patentovat ¢i nikoli
(dale jen ,,Vynalez*), bude Hlavni

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.
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zkousejici o této skutecnosti
bezodkladn¢ informovat CRO.

14.2.

Postoupeni. Poskytovatel nebo
Hlavni zkousejici (podle konkrétni
situace) postoupi veskera prava k
takovym Vynéleziim spolec¢nosti
Pfizer bez jakychkoli dal§ich zavazkl
nebo plateb nad ramec uvedeny v této
Smlouvé, ptipadné zajisti postoupeni
téchto prav prislusSnymi vynalezci.
Hlavni zkousejici jako autor
(vyndlezce, ptivodce) nebo
Poskytovatel jako zaméstnavatel
Hlavniho zkousejiciho vykonavajici
hospodaiska prava Hlavniho
zkousejiciho jako autora (podle
konkrétni situace) timto postupuje
spolecnosti Pfizer veskera
prevoditelna prava k duSevnimu
vlastnictvi ve vztahu k veskerym
Vynalezim (zejména pravo
Poskytovatele vykonavat hospodaiska
prava ve vztahu k Vynaleziim).
Pokud povaha predmétnych prav k
dusevnimu vlastnictvi znemoziuje
postoupeni vSech ¢i nékterych téchto
prav vyse popsanym zplsobem,
Hlavni zkousSejici nebo Poskytovatel
(podle konkrétni situace) timto
udéluje spolecnosti Pfizer vyslovnou,
vylu¢nou, neodvolatelnou a
bezplatnou licenci bez ¢asového
omezeni k uzivani a vykonu
veskerych prav k duSevnimu
vlastnictvi ve vztahu k Vyndlezim

Vv rozsahu dovoleném pfislusnymi
pravnimi pfedpisy pro veskeré
obchodni ucely, jaké si Pfizer bude
prat. Bez ohledu nato, co je
uvedeno vyse, timto Hlavni
zkousejici a Poskytovatel souhlasi, Ze
spole¢nost Pfizer ma pravo udélovat
podlicence nebo prevést licenci, ktera
ji byla podle tohoto ¢lanku

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 (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.
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poskytnuta, na tieti strany, nebo
licenci nevyuzit.

14.3.

Pomoc. Hlavni zkousSejici a
Poskytovatel poskytnou pfimérenou
pomoc spolecnosti Pfizer pii
podéavani a vytizovani jakychkoli
zadosti o patent, které se tykaji
Vynalezu, a to na naklady spolecnosti
Pfizer.

14.3. 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.

15. Publikace.

15. Publications.

15.1.

Publikace vysledkt Studie.
Spolecnost Pfizer podporuje
uplatiiovani akademické svobody a
nema zadné nadmitky viici tomu, aby
Hlavni zkouSejici publikoval
vysledky Studie zalozené na
informacich, které Hlavni zkouSejici
shromazdil nebo vytvofil, at’ jiz
budou vysledky pro 1é€ivo

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

spole¢nosti Pfizer ptiznivé ¢i nikoli. Drug.
15.1.1.1. Kontrola pted 15.1.1.1. Prepublication Review.

publikaci. Hlavni
zkousejici poskytne
spole¢nosti Pfizer
prilezitost ke kontrole
jakychkoli publikaci nebo
jinych zvefejnéni vysledkt
Studie (spolecné dale jen
,Publikaci*) diive, nez
budou ke zvetejnéni
pfedloZeny nebo jinak
zptistupnény. Spolecnost
Pfizer provede kontrolu
ohledné nechranénych
Vynalezl (viz ¢lanek 14,
Vynalezy) a miiZze mit
rovnéZ ptipominky k jejich
obsahu. Hlavni zkouSejici
bude vSechny takové
pfipominky posuzovat v
dobré vite, ale neni povinen

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.
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takové navrhy spolecnosti
Pfizer pouzit.

a) PredloZeni spolecnosti Pfizer. a) Submission to Pfizer.
Hlavni zkousejici predlozi Principal Investigator will
jakoukoli Publikaci spolec¢nosti provide any Publication to
Pfizer nejméné 30 dni pied Pfizer at least 30 days before it
tim, nez bude predlozena ke Is submitted for publication or
zveifejnéni nebo jinak otherwise disclosed. If any
zpristupnéna. Pokud je patent action is required to
zapotiebi jakékoli patentové protect intellectual property
fizeni s cilem ochrany prav rights, Principal Investigator
dusevniho vlastnictvi, Hlavni agrees to delay the disclosure
zkousejici souhlasi s for a period not to exceed an
odloZenim zvetejnéni nejvyse additional 60 days.
0 dodatecnych 60 dnil.

b) Vynechani Duvérnych b) Redaction of Confidential
informaci. Hlavni zkousejici Information. Principal
na pozadani pted zvefejnénim Investigator will, on request,
odstrani veskeré diive remove any previously
nezvefejnéné Duveérné undisclosed Confidential
informace s vyjimkou vSech Information before disclosure,
informaci souvisejicich se except for any Study- or Pfizer
Studii nebo Lécivem Drug-related information
spolecnosti Pfizer, které jsou necessary to the appropriate
nezbytné pro odpovidajici scientific presentation or
veédeckou prezentaci nebo understanding of the Study
porozuméni vysledkim Studie. results.

15.1.1.2. Multicentrické studie. 15.1.1.2. Multi-Center Studies.

Jestlize je Studie soucasti
multicentrického
hodnoceni, Hlavni
zkousejici souhlasi, ze prvni
Publikaci bude spole¢na
Publikace zahrnujici
vSechna pracovisté Studie a
ze nasledné Publikace
Hlavniho zkousejiciho
budou odkazovat na tuto
priméarni Publikaci.
Nicméné pokud nebyl
spolec¢ny rukopis piedlozen
k publikaci béhem 12
mésict od dokonceni nebo
ukonceni Studie vSemi

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
been submitted for
publication within 12
months of completion or
termination of Study at all
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zucCastnénymi pracovisti,
muze Hlavni zkousSejici
publikovat samostatn¢ pod
podminkou splnéni
ostatnich pozadavku tohoto

participating sites, Principal
Investigator is free to
publish separately, subject
to the other requirements of
this Section 15.

¢lanku 15.
15.1.1.3. Standardy. U vSech 15.1.1.3. Standards. For all

Publikaci souvisejicich se
Studii bude Hlavni
zkousejici dodrzovat
autorské pokyny
Doporuceni pro provadéni,
hlaseni, redigovani a
publikaci védeckych praci
Vv Iékatskych Casopisech
(http://www.icmje.org/icmj
e-recommendations.pdf)
stanovené Mezinarodnim
vyborem vydavateli
1€katskych Casopisil.

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/icmj
e-recommendations.pdf)
provided by the
International Committee of
Medical Journal Editors.

15.1.1.4. Smluvni strany se
dohodly, ze na zékladé
zadosti Etické komise
Instituce spole¢nost Pfizer
poskytne po ukonceni
Studie seznam publikaci
vztahujicich se k vysledkim
této Studie.

15.1.1.4. The contracting parties
have agreed that, based on
the request of the Ethics
Committee of the
Institution, Pfizer will
provide a list of
publications related to the
results of this Study after
the end of the Study.

15.2.

Uvetejnéni Redigované
Smlouvy. Pied uzavienim nebo pfi
uzavieni této Smlouvy poskytne CRO
Poskytovateli upravenou verzi této
Smlouvy ve PDF (,,Upravena
smlouva*), ve které budou vymazany
veskeré informace, které CRO nebo
spole¢nost Pfizer diivodné pokladaji
za sva obchodni tajemstvi.
Poskytovatel nasledné do 15
pracovnich dnil od obdrZeni oznacené
smlouvy odstrani informace

15.2.

Publication of Redacted
Agreement. On or before execution of
this Agreement, CRO will provide
Institution with a redacted version of
the Agreement in Czech only in PDF
format (“Redacted Agreement”),
having removed any information
which in CRO’s or Pfizer’s
reasonable opinion constitutes a CRO
or Pfizer trade secret. Within 5 days
of receipt of the Redacted Agreement,
Institution will publish the Redacted
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identifikovane jako obchodni
tajemstvi CRO nebo spole¢nosti
Pfizer tak, aby vytrofil redigovanou
verzi pro uvetejnéni (,,Redigovana
smlouva“) a Redigovanou smlouvu
uvetejni v registru smluv vedeném
ministerstvem vnitra (,,Registr
smluv*) v souladu se zakonem
¢.340/2015 Sb. o Registru smluv.
Strany berou na védomi, ze Smlouva
neni platnd, dokud neni uvetejnéna

v Registru smluv a souhlasi s tim, Ze
Zadné ¢innosti na Studii dle Smlouvy
nebudou zahajeny, dokud ob¢ strany
neobdrzi potvrzeni o takovém
uvefejnéni. Jakékoliv pisemné
dodatky Smlouvy uzaviené v souladu
S ¢lankem 19.5 (Zmény) budou
redigovany a uvetejnény postupem
uvedenym v tomto ¢lanku 15.2.

Agreement in the contract registry
maintained by the Ministry of the
Interior (“Contract Registry”) in
accordance with Act 340/2015 Caoll.
on Contract Registry. The parties
acknowledge that the Agreement is
not valid until published in the
Contract Registry and agree that no
contracted Study-related activities
will commence until both parties are
in receipt of confirmation of such
publication. Any written
amendments to this Agreement made
pursuant to Section 19.5
(Modification) shall be redacted and
published in accordance with the
procedure set out in this Section 15.2.

15.3. Registrace Studie spolecnosti
Pfizer. Spole¢nost Pfizer se zavazuje
zaregistrovat v databazi klinickych
hodnoceni narodnich ustavi zdravi
(www.clinicaltrials.gov) veskeré
intervencni a neintervencni studie 1.
az 4. faze sponzorované spole¢nosti
Pfizer, v nichZ se pouziva pfipravek
spolecnosti Pfizer a které hodnoti
bezpecnost nebo tcinnost tohoto
pfipravku. Spole¢nost Pfizer také
zaregistruje studie sponzorované
spole¢nosti Pfizer v registrech
probihajicich studii vedenych
pfisluSnymi kontrolnimi Grady, u
nichZ je registrace pozadovéna.

15.3. Study Reqistration 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.

16. Pojisténi zadavatele. Spolecnost Pfizer
bude udrzovat pojistné kryti typu a s
limity odpovédnosti odpovidajicimi
okolnostem na ochranu proti narokiim
nebo zavazkim, které mohou vzniknout
na zakladé¢ této dohody, v€etné narokt od
subjektl studie nebo jejich jménem v
souvislosti s iyjmou zptisobenou

16. Sponsor Insurance Coverage. Pfizer will

maintain insurance the type and with
liability limits appropriate to the
circumstances to protect against claims or
liabilities that may arise under this
Agreement, including claims from or on
behalf of Study Subjects relating to
Research Injury. In this context,
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vyzkumem. V této souvislosti se "Ujmou
pfi vyzkumu" rozumi jakékoli
onemocnéni nebo jma (veetné umrti),
které vznikly v dasledku nebo v
souvislosti s podavanim zkoumaného
1é¢iva nebo jakymkoli klinickym
zakrokem nebo postupem stanovenym
nebo vyzadovanym protokolem, kterému
by subjekty studie nebyly vystaveny,
pokud by se netcastnily studie. Na
pisemnou zadost poskytne spole¢nost
Pfizer hlavnimu zkousSejicimu a instituci
certifikat dokladajici toto pojistné kryti.

“Research Injury” means any illness or
injury (including death) 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
Study Subjects would not have been
exposed but for their participation in the
Study. Upon written request, Pfizer will
provide Principal Investigator and
Institution with a certificate documenting
this insurance coverage.

Hlavni zkousSejici a instituce zUstavaji
odpovédni v ptipadech, kdy dojde k Gjme
na zdravi nebo onemocnéni subjektu studie
v dusledku nedbalosti nebo umysIného
zavinénihlavniho zkouSejiciho, instituce
nebo nékterého z jejich zaméstnanct i
zastupci  pfi provadéni studie bez
nedbalosti a v souladu s protokolem.

The Principal Investigator and Institution
remain responsible in circumstances
where personal injury or illness to the
Study Subject arises by negligence or
unintentional failure of the Principal
Investigator, Institution, or either of their
employees or agents to conduct the Study
without negligence and in accordance with
the Protocol.

Kopie pojistné smlouvy bude pfedana
Poskytovateli. Strany timto ujednavaji, ze
za predpokladu dodrzeni pozadavki
pravnich piedpisu je spole¢nost Pfizer
opravnéna piislusnou pojistku v pritbéhu
Studie zménit ¢i upravit, zaroven je vSak
povinna ji udrZovat po celou dobu trvani
Studie.. Pfizer se zavazuje odSkodnit
Poskytovatele a Hlavniho zkousejiciho
v souladu s Piilohou D (Z&ruka
odskodnéni), této Smlouvy.

A copy of the insurance contract will be
given to the Provider. The parties hereby
agree that, subject to compliance with the
requirements of legal regulations, Pfizer is
entitled to change or modify the relevant
insurance during the Study, but is also
obliged to maintain it for the entire
duration of the Study. Pfizer undertakes to
indemnify the Provider and the Principal
Investigator in accordance with Appendix
D (Indemnification Guarantee), of this
Agreement.

17. Postoupeni prav a delegovani povinnosti

17.

Assighment and Delegation

17.1. Ze strany Hlavniho
zkousSejiciho a Poskytovatele. Hlavni
zkousejici ani Poskytovatel nejsou
opravnéni postoupit sva prava nebo
delegovat své povinnosti vyplyvajici
z této Smlouvy nebo na tyto

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
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povinnosti ¢i k nim uzavirat
subdodavatelské smlouvy bez
pisemného souhlasu CRO. Pokud
CRO povoli delegovani povinnosti
nebo uzavirani subdodavatelskych
smluv, strana, ktera delegovala své
povinnosti nebo na n¢€ uzaviela
subdodavatelskou smlouvu, nadale
odpovidad CRO za plnéni vSech
delegovanych povinnosti.

permission from CRO. If CRO
authorizes delegation or
subcontracting, the party that
delegated or subcontracted its duties
remains responsible to CRO for the
performance of those duties.

Ze strany CRO. CRO muze
svobodné postoupit spolecnosti Pfizer
nékterd nebo vsechna sva prava a
delegovat na ni nékteré nebo vSechny
své povinnosti vyplyvajici z této
Smlouvy. Pokud CRO postoupi
spole¢nosti Pfizer v§echna sva prava
a deleguje na ni vSechny své
povinnosti, CRO nebo spolecnost
Pfizer oznédmi tuto skutecnost
pisemn¢ Hlavnimu zkousSejicimu a
Poskytovateli. Po pfedchozim
oznameni Hlavnimu zkousejicimu a
Poskytovateli miuze CRO (nebo
spolec¢nost Pfizer po postoupeni prav
a delegaci povinnosti ze strany CRO)
téZ svobodné postoupit prava
souvisejici se Studii externimu
poskytovateli a delegovat na n¢j
pfislusné povinnosti a miize téz
svobodné& postoupit sva prava
souvisejici se Studii libovolné
pfidruZené spolecnosti Pfizer a
delegovat na ni své piislusné
povinnosti. Jinak nesmi CRO
postoupit sva prava ani delegovat své
povinnosti vyplyvajici z této Smlouvy
bez pisemného souhlasu dotéené
strany. Pokud CRO nebo spolecnost
Pfizer deleguje nebo formou dilci
subdodavatelské smlouvy pievede
jakékoli povinnosti, CRO nebo
spolecnost Pfizer nadale odpovida
Hlavnimu zkousejicimu nebo
Poskytovateli (podle toho, co piipada

17.2. 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
provider 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
provider, that service provider 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.
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V tivahu) 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
pochybam, prava a povinnosti
pojednavané v tomto odstavci jsou
pouze préva a povinnosti vyplyvajici
z této Smlouvy.

18. Ukonceni

18. Termination

18.1. Diivody ukonéeni. Ukonceni
této Smlouvy nastane v dasledku té z
nasledujicich udalosti, ke které dojde
drive.

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

a) Zamitnuti SUKL/EK. Jestlize
nemuize byt Studie zahajena
kvili zamitnuti SUKL/ EK,
pozbyva tato Smlouva
okamzité platnosti.

a) Disapproval by SUKL/IEC. If
the Study cannot be initiated
because of SUKL/IEC
disapproval, this Agreement
will terminate.

b) Dokonceni Studie. Platnost a
ucinnost této Smlouvy skonci,
jakmile bude Studie
dokoncena, tj. dokonc¢eni
vSech ¢innosti vyzadovanych
Protokolem u vSech
zatazenych Subjektl studie.

b) Study Completion. This
Agreement will terminate
when the Study is complete,
which means the conclusion of
all Protocol-required activities
for all enrolled Study Subjects.

c) Pied¢asné ukonceni Studie.
Platnost a uc¢innost této
Smlouvy skonci, jestlize je
Studie piedc¢asné ukonéena
tak, jak je popséno nize.

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

I.  Ukonceni Studie na zakladé vypovédi.
CRO nebo spolecnost Pfizer mohou
ukon¢it Studii z jakéhokoli diivodu na
zaklad¢ pisemné vypoveédi
s vypovedni lhiitou v délce 30 dni,
podané Poskytovateli a Hlavnimu
zkousejicimu.

I.  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.
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Okamzité ukonceni Studie ze strany
CRO nebo spolecnosti Pfizer. CRO
nebo spolecnost Pfizer mohou Studii
ukoncit s okamzitou Ui€innosti na
zaklad¢ pisemného oznameni
podaného Poskytovateli a Hlavnimu
zkousejicimu z diivodd mezi které
patii: nezatazeni dostatecného poctu
ucastnikti pro dosazeni cili Studie;
podstatné neopravnéné odchylky od
Protokolu nebo od pozadavki na
podavani zprav o Studii; okolnosti,
které podle nazoru CRO nebo
spole¢nosti Pfizer ptfedstavuji riziko
pro zdravi nebo blaho Subjektt studie;
kroky kontrolnich Gfada v souvislosti
se Studii nebo Hodnocenym lé¢ivem;
nebo jakékoli nedodrzeni mistnich
zakont, pokynti ICH GCP nebo
podminek ¢lanku 20 této Smlouvy
(Protikorup¢ni opatteni) ze strany
Hlavniho zkousejiciho nebo
Poskytovatele.

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
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.

Okamzité ukonceni Studie Hlavnim
zkousejicim nebo Poskytovatelem.
Hlavni zkouSejici nebo Poskytovatel
mohou ukon¢it Studii s okamzitou
ucinnosti na zaklad¢ pisemného
oznameni podaného CRO, pozada-li o
to SUKL nebo piisluina nezavisla EK
nebo pokud takové ukonceni vyZaduje
ochrana zdravi Subjekti studie.

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
is required to protect the health of
Study Subjects.

18.2.

Datum t¢innosti ukonceni
Smlouvy. V ptipad¢, ze dojde k
ukonceni Smlouvy nékterou z
okolnosti popsanych vyse v ¢lanku
18.1, bude ukonceni u¢inné
okamzikem, kdy CRO nebo
spolecnost Pfizer obdrzi veskeré
Studijni udaje a Biologické vzorky
vyzadované Protokolem a vzniklé do
data ukonceni Smlouvy; okamZikem
ptijeti veSkerych plateb splatnych

18.2.

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
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kterékoli ze stran; a okamzikem
splnéni vSech piislusnych zbyvajicich
povinnosti vyplyvajicich ze Smlouvy
vSemi stranami.

any remaining applicable Agreement
obligations.

18.3.

Platba pfi ptedéasném
ukonceni Studie. Jestlize je Studie
ukoncena piedcasné, zaplati CRO za
fadné vykonanou praci podle Piilohy
A po odecteni jiz uhrazenych plateb
za tuto préci, neni-li v tomto odstavci
uvedeno jinak. CRO uhradi rovnéz
veskeré nezruSitelné vydaje kromé
budoucich nakladii na personal,
pokud byly fadné¢ vynaloZeny, byly
predem schvaleny CRO a jejich vysi
jiz nelze ptiméfené snizit. Jestlize
nemuze byt Studie zahdjena kvuli
zamitnuti SUKL/EK a bez zavinéni
Hlavniho zkousejiciho nebo
Poskytovatele, uhradi CRO Hlavnimu
zkousejicimu nebo Poskytovateli
(podle toho, co pfipada v uvahu)
poplatky zaplacené EK a veskeré
dalsi vydaje, které CRO piedem
pisemné schvalila.

18.3.

Payment upon Early
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) Nedodrzeni protikorupénich
opatifeni. Pokud CRO nebo
spole¢nost Pfizer Smlouvu
pfedcasné ukonci, protoze
mohou objektivné prokazat
nedodrzeni podminek ¢lanku
20 (Protikorup¢ni opatieni)
této Smlouvy Hlavnim
zkousSejicim nebo
Poskytovatelem, CRO a
spolec¢nost Pfizer neuhradi
zadné dalsi platby podle této
Smlouvy za ¢innosti, které se
tykaly poruseni odstavct 20.2
a/nebo 20.3.c, d nebo e, bez
ohledu na jakékoli ¢innosti,
které Hlavni zkouSejici nebo

a) Non-Compliance with Anti-
Corruption Provision. If CRO
or Pfizer terminates the Study
because they are able to show
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, for activities
related to violations of
paragraphs 20.2 and/or 20.3.c,
d or e, regardless of any
activities that Principal
Investigator or Institution has
undertaken or third-party
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Poskytovatel vykonali pred
ukoncenim Smlouvy jakékoli
¢innosti nebo uzavieli jakékoli
dohody se tietimi stranami
pied ukoncenim Smlouvy.

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

18.4. Vraceni materialia. Pokud
CRO nevyda jiny pisemny pokyn,
Poskytovatel a Hlavni zkousejici po
skonceni Smlouvy bezodkladné vrati
vSechny materialy dodané CRO nebo
spolecnosti Pfizer pro provadéni
Studie vetné nepouzit¢ho
hodnoceného 1é¢iva, nepouzitych
formulait Zaznamniku subjektu
hodnoceni a veskerého vybaveni a
materialt dodanych CRO nebo
spole¢nosti Pfizer.

18.4. 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.

18.5. Pietrvani zavazka. Zavazky
tykajici se financovani, Divérnych
informaci, Studijnich zdznam1,
Vynalezii, Publikaci, pojisténi
zadavatele, zptsobilosti a
protikorup¢nich opatieni pretrvavaji i
po ukonceni této Smlouvy, stejné
jako vSechna dalsi ujednani této
Smlouvy véetné jejich ptiloh, z
jejichZ povahy a zdméru vyplyva, Ze
zUstavaji platné po vyprSeni doby
platnosti Smlouvy.

18.5. Survival 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.

19. Dalsi podminky

19. Other Terms

19.1. Zpusobilost. Hlavni zkousejici
a Poskytovatel potvrzuji, Ze jsou
podle ustanoveni mistnich zakon,
predpist, zasad a ufednich pozadavkt
drziteli pfislusnych licenci a registraci
a jsou kvalifikovani a zplsobili
provadét Studii a pozadované ¢innosti
souvisejici se Studii nebo slouzit
jakozto pracovisté Studie (podle toho,
co ptipada v tvahu). Hlavni
zkousejici a Poskytovatel dale
potvrzuji, Ze jim nebylo zakdzano

19.1. Suitability. Principal
Investigator and Institution each
certify that he/she/it is licensed,
registered, or otherwise qualified and
suitable under local law, regulations,
policies, or administrative
requirements to conduct the Study
and required Study-related activities
or act as Study site, as applicable.
Principal Investigator and Institution
also each certify that he/she/it is not
forbidden to or debarred from carrying




vykonavat, nebo nebyly vylouceni z
vykonavani klinického vyzkumu a
provadéni klinického hodnoceni 1€¢iv
podle pravnich ptedpisi kterékoli
jurisdikce (zejména, nikoliv vSak
vyluéné, ze jim nebylo jakkoliv
zakazano provadét jakoukoliv ¢innost
tykajici se vyvoje 1é¢iv ve Spojenych
Statech americkych), a Ze neexistuji
zadné prislusné pravni predpisy
Ceské republiky nebo jiné zavazky,
které by branily kterékoli stran¢ v
provadéni této Studie a uzavieni této
Smlouvy, a Ze zddnym zptisobem
védomée nepouziji sluzeb zadné
osoby, ktera podléhé zakazu ¢innosti
podle takovychto pravnich pfedpist,
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 zaklad¢ novych informaci
nutné kterékoli z téchto potvrzeni
upravit.

out clinical research and the conduct of
trials concerning investigational
medicinal products under the law of
any jurisdiction (in particular, but not
exclusively, that they have not been
prohibited in any way from conducting
any drug development activities in the
United States of America) and that
there are no applicable regulations or
other obligations of the Czech
Republic that prohibit either party
from conducting the Study and
entering into this Agreement and that
they will not knowingly use in any
capacity the services of any person
debarred under such law with respect
to services to be performed under this
Agreement. During the term of this
Agreement and for three years after
its termination, Institution and
Principal Investigator will notify CRO
promptly if any of these certifications
need to be amended in light of new
information.

19.2.

VysSetiovani, patrani, varovani
nebo donucovaci opatieni vztahujici
se Kk provadéni klinického

vyzkumu. Hlavni zkousSejici a
Poskytovatel potvrzuji, Ze vici nim
nebylo ani neni vedeno Zadné
vySetfovani ani patrani, nebylo jim
doru¢eno zadné varovani, ani vici
nim nebylo pfijato z&dné donucovaci
opatieni ze strany vladnich ¢i
kontrolnich urada (dale souhrnné

., UFedni opatieni®) v souvislosti

s provadénim klinického hodnoceni
nebo l¢kaiské praxe, o nichz by CRO
nebo spole¢nost Pfizer nebyly
informovany. Hlavni zkousejici nebo
Poskytovatel budou bezodkladné
informovat CRO, jestlize kdokoli z
nich obdrzi ozndmeni o ufednich
krocich nebo se stanou pfedmétem

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
pending governmental or regulatory
investigation, inquiry, 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
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jakéhokoli Utedniho opatieni

Vv souvislosti s dodrzovanim etickych,
veédeckych a kontrolnich norem pro
provadéni klinického vyzkumu nebo
1ékatské praxe, pokud se tato Utedni
opatieni budou tykat udalosti nebo
¢innosti, k nimz doslo pfed obdobim
nebo v prub&éhu obdobi, kdy byla
Studie vedena.

medicine if the Agency Action relates
to events or activities that occurred
prior to or during the period in which
the Study was conducted.

19.3. Pouziti jména. CRO a

spole¢nost Pfizer si vyhrazuji pravo
jmenovat Hlavniho zkousejiciho a
Poskytovatele v souvislosti s
registraci Protokolu v databazi
klinickych hodnoceni Narodnich
ustavll zdravi USA (NIH), v jinych
vetejné pristupnych seznamech
probihajicich klinickych hodnoceni
nebo v jinych sluzbach nebo
prostfedcich pro nabor subjekti. CRO
ani spolec¢nost Pfizer jinak nepouziji
jméno Hlavniho zkouSejiciho,
Poskytovatele ani zadnych
zaméstnancu ¢1 subdodavateli
Poskytovatele, a Hlavni zkouSejici
ani Poskytovatel nepouZiji jméno
CRO, spolecnosti Pfizer ani Zadnych
jejich zamé&stnanct ¢i subdodavateld,
pro propagacni nebo reklamni ucely
bez pisemného souhlasu strany, ktera
ma byt jmenovana.

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
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.

19.4. Hlaseni SUSAR. V souladu

s povinnosti bezpecnostniho hlaSeni
zadavatele, bude spole¢nost Pfizer
hlasit Hlavnimu zkousejicimu
vSechna Podezieni na zdvazné
neocekavané nezadouci ucinky
(Serious Unexpected Suspected
Adverse Reactions, ,,SUSAR®).
Hlavni zkouSejici obdrzi hlaseni
SUSAR a sezndmi se s nimi.
Spolecnost Pfizer bude hlasit
odpovédné IRB/IEC SUSARy
hodnoceného 1é€ivého piipravku z

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.
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daného klinického hodnoceni, ke
kterému doslo na uzemi Ceské
republiky. Poskytovatel uchova
hlaseni SUSAR v souladu s ¢lankem
11.3 této Smlouvy.

Institution will retain SUSAR reports
consistent with Section 11.3 of this
Agreement.

19.5. Vztah mezi smluvnimi
stranami. Vztah Poskytovatele a
Hlavniho zkousejiciho vi¢i CRO a
spolecnosti Pfizer je vztahem
nezavislych dodavatelii a neni
vztahem obchodniho partnerstvi,
zmocneénce a zmocnitele,
zameéstnance a zameéstnavatele,
spole¢ného podniku ani jinym
vztahem.

19.5.

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.

19.6. Zmény. Veskeré zmény této
Smlouvy musi byt provedeny
pisemnég, podepsany stranami a
oznaceny jako dodatek, vyjma
urcitych oboustranné piijatelnych
uprav rozpoctu Studie, jez jsou
popsany v Piiloze A.

19.6.

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.

19.7. Nemoznost zieknout se prava.
Neuplatnéni prava vyplyvajiciho z
této Smlouvy nezaklada zieknuti se
tohoto prava do budoucna. Zadné
zfeknuti se prava neni u¢inné, pokud
neni u¢inéno pisemn¢ a podepsano
stranou, kterd se prava ziika.

19.7.

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.
identified in Attachment A.

19.8. Rozpor s piilohami. Pokud
nastane jakykoli rozpor mezi touto
Smlouvou a jakoukoli jeji ptilohou,
uplatni se Gprava a podminky
stanovené v této Smlouveé. Pokud
nastane rozpor mezi touto Smlouvou
a Protokolem, Protokol bude
rozhodujici ve vécech lécby Subjekti
studie a Smlouva bude rozhodujici ve
vSech ostatnich vécech.

19.8.

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.

19.9. Piidruzené spolecnosti.
Termin ,,pfidruzend spole¢nost*

19.9.

Affiliates. As used in this
Agreement, the term “affiliate”
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znamena pro ucely této Smlouvy
jakykoli subjekt, ktery pfimo nebo
nepiimo kontroluje jmenovanou
stranu, je ji kontrolovan nebo je s ni
pod spolecnou kontrolou.

means any entity that directly or
indirectly controls, is controlled by,
or is under common control with the
named party.

19.10. Pravni nastupci. Tato
Smlouva bude zavazné pro pravni
nastupce kazdé ze stran a bude
pusobit v jejich prospéch.

19.10. Successors and Assigns. This
Agreement will bind and inure to the
benefit of the successors and
permitted assigns of each party.

19.11. Obmyslena tfeti strana.
Spolecnost Pfizer je obmyslenou treti
stranou opravnénou z této Smlouvy a
ma na zaklad¢ této Smlouvy pravo
pfimo vyméhat v§echna sva prava z
ni vyplyvajici. Pokud n¢jaka treti
strana ziska prava na lé¢ivo
spolecnosti Pfizer a spole¢nost Pfizer
pfevede prava zadavatele Studie na
tuto tteti stranu, spolecnost Pfizer je
opravnéna k pfevodu jakychkoliv a
vSech povinnosti vyplyvajicich z této
Smlouvy na nového zadavatele.

19.11. 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.

19.12. Odmitnuti z&ruk ze strany
CRO. Strany berou na védomi, ze
spolecnost Pfizer najala CRO za
ucelem poskytovani sluzeb v
souvislosti s touto klinickou Studii,
JiZ je spole€nost Pfizer zadavatelem.
CRO neprovedla zadny nezavisly
vyzkum ani analyzu ohledné
bezpecnosti ani 1¢innNosti
Hodnoceného 1é¢iva ani jinych
materiald ¢i 1écebnych postupii, které
se pii této Studii pouziji, a CRO proto
neposkytuje zadné vyslovné ani
konkludentni zaruky ohledné téchto
1é¢iv, materialii ani 1é¢ebnych
postupi, vysledkt, které¢ maji byt
ziskany jejich podanim v souladu
s Protokolem, ohledné¢ jejich
vhodnosti pro jakykoli konkrétni ucel
ani ohledné jakéhokoli jin¢ho

19.12. 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.
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zavazku spolecnosti Pfizer na zaklad¢
Protokolu nebo této Smlouvy.

19.13.  Uplna dohoda. Tato Smlouva
vcetné priloh predstavuje uplné
ujednani mezi stranami ohledné
doty¢ného predmétu Smlouvy. Tato
Smlouva nahrazuje veskeré piedeslé
dohody mezi stranami (Ustni a
pisemné) tykajici se této Studie s
vyjimkou zavazku, které na zékladé
své podstaty pretrvavaji bez ohledu
na tuto Smlouvu.

19.13. Entire Agreement. This
Agreement, including Attachments
and Loan Agreement, 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.

19.14. Rozhodné pravo a prorogace.
Tato Smlouva se fidi pravnimi
predpisy Ceské republiky, zejména
zakonem ¢. 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
prostiednictvim ptislu§ného soudu
Ceské republiky.

19.14. Governing Law and
Prorogation. 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.

Tato smlouva je vyhotovena v anglickém a
Ceském jazyce. V pfipadé nesouladu,
rozporu nebo nejednoznaCnosti mezi
anglickym a ¢eskym znénim této smlouvy,
je rozhodujici ustanoveni v ¢eském jazyce.

This contract is drawn up in English and
Czech. In case of inconsistency,
contradiction or ambiguity between the
English and Czech versions of this
contract, the provision in the Czech
language is decisive.

Smluvni strany souhlasi, Ze nedojde
spole¢nosti Pfizer do 1ékarny Poskytovatele
do okamziku uvetejnéni kone¢ného
dokumentu v registru smluv.

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

19.15. Oznémeni. Strany doruci
oznameni a dal$i zpravy vztahujici se
k této Smlouvé osobné, kuryrem nebo

19.15. Notices. The parties will
deliver notices and other
communications relating to this
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postou se zaplacenym poStovnym a
moznosti sledovani zasilky na nize
uvedenou adresu nebo na takovou
adresu, kterou strana pozd¢ji urci
oznamenim druhé strané v souladu s
timto ¢lankem.

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: CRO:
I I
Parexel International Parexel International
(IRL) Limited (IRL) Limited
One Kilmainham Square One Kilmainham Square
Inchicore Road Inchicore Road
Kilmainham Kilmainham
Dublin 8 Dublin 8

Poskytovatel: Institution

Fakultni nemocnice Ostrava
Centrum Klinickych studii
17. listopadu 1790/5

Fakultni nemocnice Ostrava
Centrum Klinickych studii
17. listopadu 1790/5

Global Brands Clinical Development
Pfizer Biopharmaceuticals Group
Pfizer Inc

235 East 42nd Street, Office 235/6/62
New York, NY 10017

708 52 Ostrava 708 52 Ostrava
K rukam: K rukam:
Telefon: Telefon:
E-mail: E-mail:
Spolecnost Pfizer: Pfizer

Director Director
Clinician Clinician

Global Brands Clinical Development
Pfizer Biopharmaceuticals Group
Pfizer Inc

235 East 42nd Street, Office 235/6/62
New York, NY 10017

Tato Smlouva bude uzaviena ve
tiech vyhotovenich, z nichz kazdé je
povazovano za original a vSechny
spolec¢né jsou jednou smlouvou.

Office Phone: Office Phone:
Mobile Phone: Mobile Phone:
E-Mail: E-Mail:
19.16. Pocet vyhotoveni a podpis. 19.16. Counterparts and Signature.

This Agreement may be executed in
three counterparts, each of which will
be deemed to be an original, and all
of which will together constitute one
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Smlouva bude povazovana za plné
uzavienou po podepsani kazdou ze
stran vlastni rukou.

and the same agreement. The
Agreement will be deemed to be fully
executed when signed by each of the
parties through written signature.

20. Protikorup¢ni opatfeni

20. Anti-Corruption

20.1. Definice 20.1. Definitions

a) Vlada. Pro ucely této Smlouvy a) Government. As used in this
zahrnuje pojem ,,VIada Agreement, “Government”
vSechny arovné a slozky vlady includes all levels and
(tj. organy na mistni, krajské i subdivisions of governments
celostatni Urovni, a to spravni, (ie, local, regional, and
zakonodarné i vykonné). national; administrative,

legislative, and executive).
b) Utedni osoba. Pro uéely této b) Government Official. As used

Smlouvy pojem ,,Ufedni
osoba” oznacuje (1) jakoukoli
volenou nebo jmenovanou
ufedni osobu vlady jiné nez
vlady USA (napt. zakonodérce
nebo ufednika ministerstva
vlady jiné nez vlady USA), (2)
jakéhokoli zaméstnance nebo
osobu jednajici jménem c¢i

Z poveteni ufedni osoby vlady
jiné nez vlady USA, Gfadu
vlady jiného nez vlady USA
nebo podniku, ktery vykonava
vladni funkci pro vladu jinou
neZ vladu USA, nebo ktery
vlastni ¢i fidi vlada jind nez
vlada USA (napft. zdravotnika
zaméstnaného ve statni
nemocnici, kterd neni statni
nemocnici USA, nebo
vyzkumného pracovnika
zaméstnaného na statni
univerzité, ktera neni statni
univerzitou USA), (3)
jakéhokoli predstavitele
politické strany v jiné zemi nez
USA, kandidéta na vetfejnou
funkei v jiné zemi nez USA,
zaméstnance nebo osobu

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 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
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jednajici jménem nebo

Z povéteni politické strany
nebo kandidata na vefejnou
funkci v jiné zemi nez USA,
(4) jakéhokoli zaméstnance
nebo osobu jednajici jménem
nebo z povéieni veiejné
mezinarodni organizace a (5)
jakéhokoli Clena kralovskeé
rodiny nebo pfislusnika
armady jiné nez armady USA.

organization, and (5) any
member of a royal family or
member of a non-US military.

20.2.

Protiuplatkaiské a
protikorupéni zasady. Poskytovatel i
Hlavni zkouSejici kazdy obdrzeli
kopii Mezinarodnich
protiuplatkaiskych a protikorupcnich
zasad spolecnosti Pfizer jako Ptilohu
C této Smlouvy. Hlavni zkouSejici a
Poskytovatel zajisti, Zze oni sami a
vSichni jejich zmocnénci a
subdodavatelé vykonavajici praci pro
spole¢nost Pfizer budou tyto
protitiplatkaiské a protikorupéni
zasady dodrZovat.

20.2.

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 to this Agreement.
Principal 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.

20.3.

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

20.3.

Warranties. Principal
Investigator and Institution warrant to
CRO and Pfizer the following:

a) Veskeré informace, které
Hlavni zkousSejici nebo
Poskytovatel poskytli CRO
nebo spole¢nosti Pfizer, v
ramci procesu nalezité
protikorup¢éni péce CRO nebo
spole¢nosti Pfizer, jsou Uplné a
piesné.

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) Pokud béhem obdobi platnosti
této Smlouvy dojde ke
zméndm u jakékoli odpovédi,
kterou Hlavni zkousejici nebo
Poskytovatel poskytli

Vv dotazniku nalezité
protikorup¢ni péce ohledné:
Hlavniho zkousejiciho nebo

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
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Poskytovatele, jakékoli osoby
identifikované v takovém
dotazniku nebo blizkého
ptibuzného (definovaneho

v takoveém dotazniku), bude
Hlavni zkousejici nebo
Poskytovatel informovat CRO.

defined in the questionnaire) of
those individuals changes
during the term of this
Agreement, Principal
Investigator or Institution will
notify CRO.

c) Financovani, které CRO nebo
spolecnost Pfizer poskytuji
podle této Smlouvy nezpusobi,
ze se Hlavni zkousSejici ani
Poskytovatel dopusti
jakéhokoli jednani, které by
mélo za nasledek nepatiicné
ziskani nebo udrzeni obchodni
ptilezitosti nebo ziskéani
jakékoli nepatti¢né obchodni
vyhody na strané¢ CRO nebo
spolecnosti Pfizer.

c) 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.

d) Hlavni zkousejici a
Poskytovatel neobdrzeli a
neobdrzi zadnou platbu ani
cokoli hodnotného, co by mélo
za nasledek nepatfi¢né ziskani
nebo udrZeni obchodni
prilezitosti nebo ziskani
jakékoli nepatfi¢né obchodni
vyhody na stran¢ CRO nebo
spole¢nosti Pfizer.

d) 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.

e) Hlavni zkousejici a
Poskytovatel pfimo ani
nepiimo neposkytli a
neposkytnou platbu ani
nabidku, ani neschvalili a
neschvali platbu jakékoli
¢astky nebo nabidku ¢ehokoli
hodnotného, ve snaze ovlivnit
jakoukoli Utedni osobu nebo
jinou osobu.

e) 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.

Pozadavky na financovani.
CRO neposkytne v souvislosti s touto
Smlouvou zadnou platbu navic

k financovani uvedenému v Ptiloze A
(Rozpocet Studie a platebni
podminky), pokud CRO takovy vydaj

20.4. Funding Requirements. CRO
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
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predem pisemné neschvali. Veskeré
faktury a doplitkové dokumenty,
které podle této Smlouvy Hlavni
zkousejici nebo Poskytovatel predlozi
CRO nebo spolecnosti Pfizer, musi
byt pravdivé a dostatec¢né presné
uvadét, za co je platba pozadovana.
Hlavni zkousSejici a Poskytovatel
povedou pravdive, piesné a uplné
zaznamy (napf. faktury, zpravy,
vykazy a tcéetni knihy) souvisejici s
financovanim a vydaji této Studie.

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.

Pravo auditu. CRO a Pfizer
maji pravo podniknout veskeré
pfiméiené kroky a ukony k zajisténi
toho, aby kazda platba uskute¢néna
CRO byla fadn¢ a legitimné pouZita.
Za timto uc¢elem musi Hlavni
zkousejici a Poskytovatel povolit
béhem obdobi trvani Smlouvy a tfi
roky poté, co byla podle Smlouvy
provedena kone¢na platba, ptistup
internim a externim auditorim CRO
nebo spolecnosti Pfizer ke vSem
pfislusnym ucetnim kniham,
dokumentiim, pisemnostem a
zaznamum Poskytovatele nebo
Hlavniho zkousejiciho dokladajicim
transakce tykajici se Smlouvy.
ProtozZe se tato Smlouva tyka klinické
studie, budou pro piipad takového
auditu zavedena pfijatelna ochranna
opatfeni k zajisténi dlivérnosti a
ochrany soukromi Subjektt studie.

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
and protect the privacy of the Study
Subjects.

Nedodrzeni ujednani. Pokud
CRO nebo spolecnost Pfizer ukonci
tuto Smlouvu z divodu poruseni
kteréhokoli ujednani tohoto
protikorup¢niho ¢lanku Hlavnim
zkousejicim nebo Poskytovatelem,
budou Hlavni zkouSejici a
Poskytovatel odpovidat za Skody

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.
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nebo napravna opatieni spolecnosti
Pfizer dle zakona.

20.7. Stiet zajmu. Smluvni strany
timto prohlasuji, ze z jejich strany
neexistuje zadny stret z4jmu financni
¢1 nefinancni povahy, ktery by brénil
fadné realizaci Studie v souladu s
obecné platnymi predpisy a
regula¢nimi pozadavky (pfedevsim
Good Clinical Practice). CRO a
Hlavni zkousejici prohlasuji, ze mezi
sebou neuzaviou zadny dalsi pravni
vztah bez ohledu na to, zda se
vztahuje Kk této Studii, aniz by s tim
Instituce vyjadrila souhlas.

Conflict of Interest.
Contracting parties hereby declare
that there is no conflict of interest
either financial or non-financial
nature that could prevent proper
conduct of the Study in accordance
with general rules and regulatory
guidance (in particular good clinical
practice). CRO and Principal
Investigator declare that there they
will not conclude any other legal
relation regardless of this Study,
without firsly obtaining consent by
the Institution.

Schvalil a piijal/Agreed and accepted:
CRO

Podpis/Signature

Jméno tiskacim pismem

Funkce/Title

Datum/Date:

50

Fakultni nemocnice Ostrava

Podpis/Signature

doc. et doc. MUDr. Petr VAvra,

naméstek feditele pro védu, vyzkum
a vyuku

Datum/Date:




Hlavni zkouSejici/Principal Investigator

Piecetla jsem si tuto Smlouvu, rozumim ji a
akceptuji jeji podminky, které se tykaji vykonu
mé funkce Hlavniho zkousejicitho.  Dale
souhlasim s tim, ze =zajistim, aby moji
spoluzkousejici a vyzkumni pracovnici byli
fadn¢ informovani o svych zavazcich
vyplyvajicich z této Smlouvy. Kromé toho
souhlasim se shromazd’ovanim, pouzitim a
pfenosem mych Osobnich udaji tak, jak je to
stanoveno Vv této Smlouvé.

| read this Agreement, | understand and
accept the conditions that outline the
functionality of Principal Investigator. | agree
that I will ensure that my study team is duly
trained in its obligations outlined in this
Agreement. Furthermore | agree with
obtaining, processing and transferring my
Personal Data as it is outlined in this
Agreement.

Podpis

Datum:

Ptilohy
Ptiloha A
podminky
Ptiloha B Smlouva o vypijcce

Ptiloha C Mezinarodni protiaplatkaiské a
protikorup¢ni zasady spolecnosti

Ptiloha D Ochrana Osobnich tdaji

Ptiloha E Zaruka odskodnéni

Ptiloha F Standardni smluvni doloZky

Rozpocet Studie a platebni
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Priloha A
ROZPOCET STUDIE A PLATEBNI
PODMINKY

1. Jméno a adresa prijemce: Platba ¢astek

splatnych podle této smlouvy bude splatna
piijemci uvedenému nize — jedinym
pfijemcem plateb podle této smlouvy je
Poskytovatel:

Protocol Number / Cislo Protokolu

Exhibit A
STUDY BUDGET AND PAYMENT
TERMS

1. Name and address recipient : Payment
amounts due according to this contracts will
be due recipients to that below - the only one
recipient of payments according to this of the
contract is the Institution:

Site Number / Cislo centra

C4221016
I

Payee Name / Jméno piijemce platby

Fakultni nemocnice Ostrava

Payee Address / Adresa piijemce platby

17. listopadu 1790/5

Address Line 2 / 2. fadek adresy N/A

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

City / Mésto Ostrava

Postal Code / Postovni smérovaci Cislo 708 52
Country / Stat Czech Republic

Payee Contact / Kontaktni osoba piijemce

platby

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

Remittance E-mail Address / E-mailova
adresa osoby pfijimajici platbu

‘IIF

Danova identifikace

General Finance contract e-mail address if N/A
different from above / Obecna Emailova

adresa finan¢niho utvaru, 1i$i-li se od e-

mailové adresy vyse

NPI N/A

Tax ID (VAT/GST Registration/TIN/SSN) / CZ00843989

Bank Account Holder Name / Jméno majitele
bankovniho uc¢tu

Fakultni nemocnice Ostrava

Bank Account Number / Cislo u¢tu

IBAN (International Bank Account Number) /
IBAN (mezinarodni formét ¢isla uctu)

Bank Name / Nazev banky

Bank Number / Ciselny kod banky

Bank Branch Number / Cislo bankovni
pobocky

IA

=z

Bank Identification Code / SWIFT kéd

Bank Type / Druh banky

Payment/transaction reference /
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“variabilni symbol”

Number of the respective invoice / ¢islo
faktury

Sender to Recipient information /
zprava pro prijemnce platby

“C4221016” (i.e. protocol number)
Variabilni symbol 649071396

Ptijemce musi pisemn¢ poskytnout CRO
uplné platebni instrukce pro vyse uvedeného
piijemce platby ptfedtim, nez bude mozné
uskutecnit platby podle dohody. Piijemce je
povinen pisemn¢ informovat CRO o vSech
zménach nebo pozadovanych aktualizacich
platebnich instrukci a / nebo bankovnich
udaju.

CRO provede platbu start-up poplatku dle
ptilohy 1 této smlouvy béhem 45 dni po
podpisu této smlouvy. Zadné dal§i platby
nebudou pfijemnci zaslany, dokud nebudou
splnény nasledujici podminky: (1) podpis
smlouvy, (2) pfedlozeni vSech regulatornich
dokumentt CRO a (3) schvaleni EK.

Pokud bude smlouva ukon¢ena pied tim, nez
budou vsechny platby splaceny, zbyvajici
¢astka musi byt okamzité vracena CRO v
souladu s €lankem 13 (Navraceni plateb)
niZe. Pokud tak pfijemce neucini, mize CRO
podle svého vlastniho uvazeni pouzit takove
nezaplacené ¢astky na platby, které jsou jinak
splatné v souvislosti s G¢asti piijemce v jiné
studii CRO nebo mohou vyuzit dal$i dostupné
prostiedky.

2. Platba za jednoho pacienta: Platba za
jednoho pacienta (subjekt hodnoceni) bude na
zaklad¢ Prilohy 12 a je zalozena na ukonceni
vSech navstév a postupil v souladu se
specifikacemi studie uvedenymi v protokolu.
Platby budou vypocteny na zaklad€ tidaja ze
studie zadanych do systému EDC a budou
proplaceny, pokud je studijni centrum v
souladu s protokolem a podminkami smlouvy.

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.
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 pay the start-up fee in
accordance with Exhibit 1 to this Agreement
within 45 days from the issue of the invoice
by the Payee and after the signature of this
agreement. No further payments will be made
to the beneficiary until the following
conditions are met: (1) signature of the
contract, (2) submission of all CRO
regulatory documents, and (3) approval by the
EC.

If the contract is terminated before all
payments have been made, the remaining
amount must be immediately refunded to
CRO in accordance with clause 13 (Refunds)
below. If the recipient fails to do so, the CRO
may, in its sole discretion, apply such unpaid
amounts to payments otherwise due in
connection with the recipient's participation in
another CRO study or may use other available
funds.

2. Per Subject Cost: The Per-Subject Cost as
defined in Exhibit 1 is based upon completion
of all visits and procedures in accordance with
the Study specifications set forth in the
Protocol. Payments will be calculated based
on Study Data entered into EDC system and
will be paid as long as the site is in
compliance with the Protocol and the terms of
the Agreement including the submission of an
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CRO uskuteéni platby s ¢tvrtletni
frekvenci.

3. Dodate¢né naklady spojené s 1éébou:

invoice where required. CRO will take place
payments quarterly

3. Additional Treatment Costs: In addition

Kromé platby za pacienta bude CRO platit
ptijemci za dalsi naklady spojené s 1écbou,
jak je uvedeno v Ptiloze 1. Piijemce piedlozi
zadosti o zaplaceni dodatecnych naklada
souvisejicich s 1é¢bou v souladu s oddilem 12
(Faktury a platby), v¢etn¢ predlozeni
jakékoliv podptirné dokumentace nebo
potvrzeni o vydajich z pfechodu. Jakékoli
naklady oznacené jako fakturované v Ptiloze
1 by mély byt fakturovany na navstévach
nebo ¢asovych bodech, které jsou v nich
specifikovany, a nebyly piedlozeny tietimu
pojistovateli.

4. Dalsi naklady v souvislosti se studii:
Kromé nékladi zahrnutych vyse zaplati CRO
ptijemci za dalsi naklady v souvislosti se
studii, jak je uvedeno v Piiloze 1 Pfilohy A.
Ptijemce ptedlozi zadosti o platbu za takové
néklady v souladu s oddilem 12 (Faktury a
platby), v¢etné predlozeni jakékoliv
podptrné dokumentace nebo potvrzeni o
pribézné€ vynaloZenych vydajich. Jakékoli
neprocesni pribézné ndklady budou
zaplaceny pouze ve skutecné vynaloZené vysi,
a to az do vySe maximalnich ¢astek
uvedenych v Ptiloze 1, aniZ by doslo k
narastu ndklada. Jakékoli ptipadné naklady
oznacené jako fakturované v Ptiloze 1 by
mély byt pfedloZeny k proplaceni nebo
fakturovany na navstévach nebo ¢asovych
bodech, které jsou v nich specifikovany, a
nebyly pfedloZeny tfetimu pojistovateli.

4.1 START-UP POPLATEK: Jednorazova,
nevratnd odmeéna ve vysi
I < vyplacena za Einnosti
souvisejici s ptipravou klinického hodnoceni
(napf. ptiprava dokumentace pro organy
statniho dozoru, administrativni ukony
souvisejici s ptipravou a predloZzenim
protokolu a souvisejici dokumentace etické

to the Per-Subject Costs, CRO will pay
Institution for the other Additional Treatment
Related Costs as set forth in Exhibit 1.
Institution shall submit requests for payment
for Additional Treatment Related Costs in
accordance with Section 12 (Invoices &
Payments), including submission of any
back-up documentation or receipts for pass-
through expenses. Any costs designated as
invoiceable in Exhibit 1 should be invoiced at
the visits or timepoints specified therein and
not submitted to third party insurance payors.

4. Other Study-L evel Costs: In addition to
costs covered in the other two sections of
Exhibit 1, CRO will pay Institution for the
other Study-Level Costs as set forth in
Exhibit 1. Institution shall submit requests for
payment for other Study-Level Costs in
accordance with Section 12 (Invoices &
Payments), including submission of any
back-up documentation or receipts for pass-
through expenses. Any non-procedural pass-
through expenses will be paid only in the
amount actually incurred, up to the maximum
amounts shown in Exhibit 1, with no mark-up
in cost. Any costs designated as invoiceable
in Exhibit 1 should be submitted for payment
or invoiced, where applicable, at the visits or
timepoints specified therein and not submitted
to third party insurance payors.

4.1 START-UP FEE : One-time, non-
refundable fee of ill be
paid for activities related to the preparation of
the clinical trial (eg preparation of
documentation for state supervisory
authorities, administrative tasks related to the
preparation and submission of the protocol
and related documentation to the ethics
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komisi apod.). Tato odména bude vyplacena
po podpisu smlouvy, schvaleni klinického
hodnoceni etickou komisi, pficemz vSechny
tyto body musi byt splnény. Tato castka
predstavuje uplnou a kone¢nou odménu za
vSechny ¢innosti souvisejici s pfipravou na
provedeni klinického hodnoceni. Vyplata
odmény bude provedena po obdrzeni
prislusné faktury.

4.2 POPLATEK ZA DODATEK: Bude-li
Smluvnimi stranami uzavien dodatek ke
Smlouvé, zavazuje se CRO uhradit poplatek
za sjednéni dodatku ke Smlouvé ve vysi

, ato jen v pripadé, Ze tento
dodatek se tyka rozpoctu a byl vyvolan
Zadavatelem nebo CRO. Tento
poplatek zahrnuje néklady Poskytovatele
spojené s administrativou a projednanim
dodatku z pravniho a ekonomického hlediska.
Tento poplatek je fakturovan bezprostiedné
po podepsani dodatku v§emi Smluvnimi
stranami.

4.3 POPLATEK ZA ARCHIVACI: CRO
uhradi _,- ro¢né za kazdy
rok povinné archivacni doby (tj. 15 let).
Souhrnna vySe poplatku za archivaci bude
Cinit . Tento poplatek za
uchovavani dokumentace bude uhrazen po
ukonceni studie v ramci zavérecné platby.
CRO déle uhradi archivaci dokumentace
souvisejici se studii, ktera ptesahuje
standardni archivacni dobu (tj. 15 let), a to
podle ceniku Poskytovatele platného v dané
dobé.

4.4 PLATBY LEKARNE - START-UP:
Jednorazova, nevratnd odmeéna v celkové vysi
I < vyplacena za Einnosti
souvisejici s pfipravou institu¢ni 1ékarny na
provedeni klinického hodnoceni. Tato
odména bude vyplacena po podpisu smlouvy
po obdrZeni pfislusné faktury.

committee, etc.). This reward will be paid
upon signing the contract, approval of the
clinical trial by the ethics committee, all of
which must be met. This amount represents
the full and final reward for all activities
related to the preparation for the clinical trial.
The remuneration of the Institution will be
paid upon receipt of the relevant invoice.

4.2 AMENDMENT FEE: If an amendment
to the Agreement is concluded by the
Contracting Parties, the CRO undertakes to
pay the Institution a fee for negotiating an
amendment to the Agreement in the amount
of , and only if this
amendment relates to the budget and was
initiated by the Contracting Authority or the
CRO. This fee includes the Institutional's
costs associated with the administration and
negotiation of the amendment from a legal
and economic point of view. This fee is
invoiced immediately after the amendment is
signed by all Contracting Parties.

4.3 ARCHIVING FEE: CRO will pay

per year for each year of
the mandatory archiving period (i.e. 15
years). The total amount of the archiving
fee will be . This record
keeping fee will be paid after completion of
the study as part of the final payment. The
CRO will also pay for the archiving of study-
related documentation that exceeds the
standard archiving period (i.e. 15 years),
according to the Provider's price list valid at
the time.

4.4 PHARMACY PAYMENTS - START-
UP: A one-time, non-refundable fee in the
total amount of ill be paid
for activities related to the preparation of the
institutional pharmacy for the clinical
evaluation. This reward will be paid after
signing the contract after receiving the
relevant invoice.
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4.5 PLATBY LEKARNE — ROCNI 4.5 PAYMENTS TO THE PHARMACY -

PAUSAL: CRO dale uhradi poskytovateli ANNUAL FLAT-FEE: The CRO will also
ro¢ni pausalni poplatek za sluzby lékarny v pay the provider an annual flat-rate fee for
souvislosti se studii, a to ve vysi pharmacy services in connection with the
I csic (aktivity spojené s study, in the amount of [|EGEGEGNoer
pfijetim zasilky studijni medikace, jeji month (activities associated with receiving the
potvrzeni v IWR, kontrola, uskladnéni a shipment of study medication, its

nalezitd dokumentace) confirmation in the IWR, inspection, storage

and appropriate documentation)

4.6 PLATBY LEKARNE — ZAVERECNA 4.6 PHARMACY PAYMENTS -

NAVSTEVA (,,Close-Out*): ¢astka v CLOSING VISIT ("'Close-Out™): a total

celkové vysi | EEGGGEEEouoe amount of ill be paid for

vyplacena za aktivity stpojené s ¢innosti activities connected with the activity of the

Iékérny v rdmci uzavieni studijniho centra. pharmacy as part of the closure of the study
center.

4.7 PLATBY LEKARNE — LIKVIDACE 4.7 PAYMENTS TO THE PHARMACY -
HODNOCENEHO LECIVA: DISPOSAL OF THE EVALUATED

jednorazové uhradi CRO MEDICINE: | i e paid

poskytovateli jako odménu za zajisténi lokalni by the CRO as a one-time payment to the

likvidace hodnoceného 1é¢iva 1ékarnou provider as a reward for ensuring the local
poskytovatele, bude-li to vyzadano disposal of the evaluated drug by the
Zadavatelem anebo CRO. provider's pharmacy, if requested by the

Client or the CRO.

4.8 ZAHAJOVACI ODMENA PRO 4.8 START-UP REWARD FOR THE
LOKALNi LABORATOR (biochemie a LOCAL LABORATORY (biochemistry

hematologie): || EEGG—_ o and hematology): || N after

podpisu této Smlouvy, schvaleni ze strany the signing of this Agreement, approval by
Etické komise a po aktivaci centra uhradi the Ethics Commission and after the

CRO jednorazovy poplatek jako odménu activation of the center, the CRO will pay a
poskytovateli za praci vykonanou pfi ptipravé one-time fee as a reward to the provider for
Klinického hodnoceni v lokalni laboratofi. the work performed in the preparation of the
Vyplata odmény poskytovateli bude Clinical Evaluation in the local laboratory.
provedena po obdrzeni pfislusné faktury. Payment of the reward to the provider will be

made after receipt of the relevant invoice.

4.9 ODMENA PRO LABORATOR za 4.9 LABORATORY REWARD for
laboratorni certifikaty — ||| || | j JJNNEEl  'avoratory certificates —

za kazdy vydany certifikat — po aktivaci I o' cach certificate issued —
centra a podpisu Smlouvy a vystaveni after activation of the center and signing of
laboratorniho certifikatu uhradi CRO the Contract and issuance of the laboratory
jednorazovy poplatek pro laboratof jako certificate, the CRO will pay a one-time fee to
odménu poskytovateli za vystaveni the laboratory as a reward to the provider for
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laboratornich certifikati. Vyplata odmény
poskytovateli bude provedena po obdrzeni
prislusné faktury.

4.10 ODMENA PRO LABORATOR -
pausalni poplatek: ||| GG 2 <axdy
rok — poplatek pro laboratof jako odménu
poskytovateli za poskytovani sluzeb
laboratoie bude hrazen ro¢né€. Vyplata
odmény poskytovateli bude provedena po
obdrZeni piislusné faktury.

4.11 PLATBY LEKARNE - ZA VYDEJ
OSETRENI NA OSOBU (,,VYDEJNI“):
a kazda vydej

den CxD1 na kozni

oddéleni.

4.12 ODMENA PRO EKONOMICKE
ODDELENI: za kazdy rok
bude CRO hradit poskytovateli jako odménu
za praci ekonomického oddéleni v souvislosti
s Klinickym hodnocenim. Vyplaty odmén
poskytovateli budou provedeny ro¢né po
obdrZeni ptislusné faktury. Tento poplatek se
neuplatiiuje, pokud se Klinického hodnoceni
aktivné netcastni Zadny Subjekt hodnoceni.

4.13 ODMENA PRO ODDELENI
KLINICKYCH STUDII:

za kazdy rok bude CRO
hradit poskytovateli jako odménu za praci
oddéleni klinickych studii v souvislosti
s Klinickym hodnocenim. Vyplaty odmén
poskytovateli budou provedeny ro¢né po
obdrZeni piislusné faktury. Tento poplatek se
neuplatiiuje, pokud se Klinického hodnoceni
aktivné netcastni Zzadny Subjekt hodnoceni.

414 POPLATEK ZA UCHOVAVANI
DOKUMENTU: Pro ugely thrady vsech
nakladti souvisejicich s uchovavanim a
vedenim vSech pfislusnych zaznamii a

issuing laboratory certificates. Payment of the
reward to the provider will be made after
receipt of the relevant invoice.

4.10 REWARD FOR THE
LABORATORY -: for
each year — the fee for the laboratory as a
reward to the provider for providing
laboratory services will be paid annually.
Payment of the reward to the provider will be
made after receipt of the relevant invoice.

4.11 PAYMENTS TO THE PHARMACY
— FOR PER OS DISPENSING OF THE

TREATMENT (“DISPENSING”):
and each dispensing of

anc [ -y

CxD1 to the skin department.

4.12 REWARD FOR THE ECONOMIC
DEPARTMENT: per year
will be paid by the CRO to the provider as
remuneration for the work of the economic
department in connection with the Clinical
Evaluation. Reward payments to the Provider
will be made annually upon receipt of the
relevant invoice. This fee does not apply if no
Evaluation Subject is actively participating in
the Clinical Evaluation.

4.13 REWARD FOR THE CLINICAL
STUDIES DEPARTMENT:

per year will be paid by the
CRO to the provider as remuneration for the
work of the clinical studies department in
connection with the Clinical Evaluation.
Reward payments to the Provider will be
made annually upon receipt of the relevant
invoice. This fee does not apply if no
Evaluation Subject is actively participating in
the Clinical Evaluation.

4.14 DOCUMENT RETENTION FEE: For
the purpose of paying all costs associated with
the preservation and maintenance of all
relevant records and documents relating to the
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dokumentti  tykajicich se  Klinického
hodnoceni po dobu pozadovanou touto
Smlouvou, Protokolem a Vztahujicimi se
ptedpisy, podle toho, co je delsi, uhradi CRO
Poskytovateli poplatek za archivaci, a to
nasledovné:

. -

rocné za kazdy rok

povinné  archivacni
doby (tj. 15 let).
Souhrnna vySe
poplatku za archivaci
bude Cinit
ii. CRO uhradi
poskytovateli
archivacni poplatek
V jednordzové — po

ukondeni studie v ramci
zaveérecné platby.

iii. Platba Mistu klinického
hodnoceni bude uhrazena
na zakladé¢ faktury s
ptislusnymi podklady
pfedané pfi ukonceni
Klinického hodnoceni.

5. Zavérecna platba: V piipad¢ plateb
provedenych podle vyse uvedeného oddilu
"Platba za jednoho pacienta" se v dobé& platby
zadrzi/odecte kazdé
platby. Tyto srazky z kazdé
jednotlivé platby se zactuji a budou
doplaceny/dorovnany v ramci zavere¢né
platby. Zavérecna platba bude zaplacena pti
zavérecné kontrole a ptijeti vSech studijnich
dat pro studijni subjekty ze strany CRO,
dokonceni vSech poZzadovanych
administrativnich zalezitosti hlavnim

Clinical Trial for the period required by this
Agreement, the Protocol and the Applicable
Regulations, whichever is longer, the CRO
shall pay the Provider a fee for archiving, as
follows:

. I vear
for each year of the
mandatory archiving period
(ie. 15 years). The total
amount of the archiving fee

will be |

ii. The CRO will pay the
provider a one-time archiving
fee — after the study has been
completed as part of the final
payment.

iii. Payment to the Clinical
Evaluation Site will be made
on the basis of the invoice
with the relevant documents
submitted at the end of the
Clinical Evaluation.

5. Final payment: In the case of payments
made in accordance with the "Payment per
patient™ section above, of
each payment will be withheld / deducted at
the time of payment. These

deductions from each
individual payment are settled and will be
repaid / settled as part of the final payment.
The final payment will be made upon final
review and acceptance of all study data for
the study subjects by the CRO, completion of
all required administrative matters by the
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zkousejicim anebo instituci, véetné vyieseni
vSech nevyfesenych dotazli ohledné dat
zadanych v CRF (“CRF queries”™) a vraceni
jakéhokoli zatizeni poskytnutého spolec¢nosti
Pfizer nebo jakymkoli jinym dodavatelem.

6. ZAadné platby. piijemce nebude placen za
zadné subjekty, jejichz zatazeni do Studie se
odchyluje od kritérii zptisobilosti dle
Protokolu nebo jejichz data nelze analyzovat
kvuli odchylkam protokolu, nedostatku
fadnych zaznamti nebo netplnym,
neopravenym nebo neovétitelnym CRF .

7. Hodnocené 1é¢ivo:

Podle
oddilu 8 této dohody studijni 1é¢ivo doda
Pfizer anebo CRO.

8. Standard péce: rozpocet studie (v ptiloze

1) zahrnuje platby za veskera vySetieni, ktera
bude piijemce v ramci studie provadeét, jak je
poZaduje protokol.

9. Neuspésny skrining: "Netspesny
skrining" je subjekt, ktery podepsal
informovany souhlas, ktery vSak nespliiuje
kritéria screeningové navstévy, a proto neni
zpusobily pro zafazeni do studie. Neuspésné
skriningy budou hrazeny v souladu s pfilohou
1. Pro obdrZeni platby za neuspéSny skrining
je nutné zadat data ze skriningové navstévy
do CRF. Ptijemce pozada o platbu za kazdy
neuspésny skrining v souladu s ¢lankem 12
(Faktury a platby), ve kterém uvede
skriningové ¢islo subjektu (nebo jiného
jedine¢ného identifikatoru) datum, kdy k
neuspésny skrining nastal.

10. Néklady na cestu pacienta: Pfizer nahradi
pfiméfené cestovni vydaje na navstévu
pacienta béhem studie ve vysi stanovené v
rozpoctu (pfiloha 1).

Principal Investigator or institution, including
resolution of any outstanding CRF data
queries and return of any equipment provided
by Pfizer or any other supplier.

6. 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.

Investigational Drug: Per this Agreement,
CRO will provide the Pfizer Drug. The
following additional Protocol-required drugs
will be provided at no charge or Pfizer will
cover the costs of as indicated below:

8. Standard of Care: Compensation for all
Protocol-required activities to be performed
by Institution is included in the budget as
documented in Exhibit 1.

9. Screen Failures: A “Screen Failure” is a
consented subject who fails to meet the
screening visit criteria and is thus not eligible
for enrollment into the Study. Screen Failures
will be reimbursed as outlined in Exhibit 1.
To receive payment for Screen Failures, the
Screening CRFs must be completed.
Institution shall request payment for each
Screen Failure in accordance with Section 12
(Invoices & Payments), specifying the
candidate’s screening number (or other
unique identifier) and the date of the Screen
Failure.

10. Patient's travel costs: Pfizer will
reimburse reasonable travel expenses for the
patient's visit during the study in the amount
set out in the budget (Exhibit 1).
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Za kaZdou dokoncéenou navStévu obdrzi
subjekty hodnoceni castku ve vySi

na pokryti cestovnich
nakladi, za stravné a dalSi primérené
hotovostni vydaje.

Néhradu cestovnich vydaji bude vydavat
piijemce pifimo studijnim subjektim.

CRO poskytne Instituci za u¢elem
refundace cestovného subjektii
vratnou finan¢ni rezervu ve vysi

. Finan¢ni rezerva je
splatna do ticeti (30) dni po vystaveni
platné faktury, ktera bude vystavena
Poskytovatelem po uzavieni této
Smlouvy.
V ptipadé vycerpani uvedené financni
rezervy bude poskytnuta dalsi finan¢ni
rezerva ze strany CRO v pfimétené
vyS$i, a to na zaklad¢ faktury vystavené
Poskytovatelem po predchozim
schvaleni v kazdém ptipade¢.
Tyto odmény nejsou piijmem
Poskytovatele a penéZzni ¢astky
vyplacené subjektim nejsou nakladem
Poskytovatele, ktery je pouze
zprostfedkovatelem vyplacenych
nahrad.

11. Ostatni vySeti‘eni, 1écba nebo
procedury: Strany souhlasi, ze pfiloha 1
zahrnuje veskeré naklady souvisejici se studii,
jak je uvedeno v protokolu. Pfijemci nebudou
hrazeny 74dna dodatec¢na vySetteni, 1écba
nebo postupy, které Protokol nevyzaduje nebo
které nejsou uvedeny ve Smlouvé nebo v této
Ptiloze A, aniz by takova dodatecna
vySetieni, 1é¢ba nebo postupy byly predem
schvaleny spolecnosti Pfizer nebo CRO nebo
se jednalo o 1é¢bu jmy na zdravi v
souvislosti se studii (viz popis nize ¢lanek
16).
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For each completed visit, the evaluation
subjects will receive an amount of

to cover travel costs, food
and other necessary cash expenses.

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

The CRO will provide the Institution
with a refundable financial reserve in
the amount of || EGgor the
purpose of reimbursing travel
subjects. The financial reserve is
payable within thirty (30) days after
the issuance of a valid invoice, which
will be issued by the Provider after the
conclusion of this Agreement.

In the event of exhaustion of the said
financial reserve, an additional
financial reserve will be provided by
the CRO in a reasonable amount, on
the basis of an invoice issued by the
Provider after prior approval in each
case.

These rewards are not the income of
the Provider and the monetary
amounts paid to the subjects are not
the expense of the Provider, who is
only an intermediary of the paid
compensations.

11 Additional Testing, Treatment or
Procedures: The Parties agree that the
Exhibit 1 includes all Trial-related costs, as
referenced in the Protocol. Institution will not
be reimbursed for any additional testing,
treatment, or procedures not required by the
Protocol or specified in the Agreement or this
Exhibit A, unless such additional testing,
treatment or procedures are pre-approved by
Pfizer or CRO (see article 16).




12. Faktury a platby: Platby budou ze
strany CRO provadény s cCtvrtletni

12. Invoices and payments : Payments
will be made by the CRO on a quarterly

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

Platba bude provedena v K¢.

Sazba DPH je v reZimu preneseni danové

basis and due within 45 days of receipt and
approval of the invoice issued on the basis of
activities and services performed in the
previous 3 months.

Payment will be made in CZK.

The VAT rate is in the reverse charge

povinnosti (reverse charge, tj. bez DPH) a

regime (ie without VAT) and is governed by

ridi se zakony platnvmi v dobé vystaveni

the laws in force at the time the invoice was

faktury.

V ptipadé nakladi, které nejsou uvedeny v
Ptiloze 1, Zadosti o platbu nebo tthradu nebo
faktury nesmi pfijemce vystavit, dokud nebyla
provedena zména smlouvy dodatkem nebo
dopisem o zméné rozpoctu. (K urychleni
platby mohou byt tyto faktury doprovazeny
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 no [

CRO se zavazuje <zaslat Poskytovateli

informace nezbytné ke stanoveni vySe odmény
(podklad k fakturaci), ktera ma byt Instituci
vyplacena, pficemz zkousSejici tyto podklady
zreviduje a schvali pred vystavenim faktury ze
strany Poskytovatele.

issued.

In the case of costs not listed in Exhibit 1, the
beneficiary may not issue a request for
payment or reimbursement or an invoice until
the contract has been amended by an
amendment or a letter amending the budget.
(These invoices may be accompanied by a
copy of the addendum / letter to expedite
payment).

Invoices must be issued to the legal entity
CRO, which enters into the contract, ie:

PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

EU VAT: IE 3249971HH

On the day of issue, invoices will be sent to the

e-mail acdress: [

The CRO undertakes to send the Institution
information necessary to determine the
remuneration ( basis for invoicing ) for all
services performed during the relevant period
within the study,, which has be paid to the
Institution , whereby the Investigator , or the
study coordinator in _ cooperation with the
study monitor will review and approve the
documentation before the Institution sends the
invoice.
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Faktury musi obsahovat nasledujici
informace:

Cislo faktury

Datum vystaveni

Fakturovana ¢astka

Datum a popis poskytnutych sluzeb (dle
popisu v Ptiloze 1)

Jméno hlavniho zkousejiciho

Jméno a adresu studijniho centra

Ptidélené “Pfizer ID” ¢islo / ¢islo centra
(1249)

Identifikaci nebo ¢islo protokolu C4221016
DIC

Platnou sazbu DPH, pfipadné oznaceni
“reverse charge”

Neptijeti poZzadovanych informaci o vSech
zadostech o platbu nebo thradu nebo faktury
bude mit za nasledek zpozdéni platby.

13. Vréaceni plateb: Chcete-li potvrdit proces
vraceni pen¢z, piijemce kontaktuje CRO na
adrese

14. Dodatky: Nasledujici zmény ve studijnim
rozpoctu mohou byt zdokumentovany
modifika¢nim dopisem podepsanym
spole¢nosti Pfizer nebo jeho povétenym
zastupcem: (1) navySeni celkového rozpoctu
studie, s modifikaci platebniho planu nebo
bez n¢j, nebo (2) zménou schéma plateb bez
zmény v celkovém rozpoctu studia.

15. Dotazy: Veskeré dotazy tykajici se
procesu piedkladani zadosti o platbu nebo
uhrady a faktur, jakoz 1 stavu takové Zadosti o
platbu nebo Uhradu nebo faktury v systému
zpracovani plateb musi byt smérovany na
zpracovatele plateb na adrese

eSkeré

Invoices must contain following
information :

Number of the invoice

Date of issue

Invoiced amount

Date and description provided services (
according to description in Annex 1 or
invoice basis as an invoice attachment)

Name of the principal investigator

Name and address of the study center
Assigned “Pfizer ID” number / center number

Identification or number of the protocol
VAT number

Valid VAT rate , if applicable reverse charge
label

Failure to receive the required information on
all payment or payment requests or invoices
will result in late payment. In the event of late
payment of invoices, the Payee can claim
interest on arrears in the statutory amount.

13. Refunds: To confirm process for return of
refunds, Institution shall contact CRO at

14. 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.

15. Inquiries: All inquiries regarding the
payment or reimbursement request and
invoice submission process, as well as the
status of such payment or reimbursement
request or invoice in the payment processing
system, should be directed to the Payment
Processor at
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dotazy tykajici se davodit odmitnuti Zadosti o
platbu nebo Uhrady nebo faktury nebo jeji
neschvaleni musi byt adresovany zpracovateli
plateb na adresu

16. Lécba ujmy na zdravi subjektu
hodnoceni pii provadéni studie: V souladu
s politikou odskodnéni jmy na zdravi
subjektu hodnoceni v souvislosti s
provadénim studie bude piijemce
bezodkladné informovat CRO o vSech ujméch
na zdravi subjektll hodnoceni v souvislosti se
studii. Poskytovatel piedlozi v§echny faktury
pro Ié¢bu ujmy na zdravi subjektu hodnoceni
v souvislosti se studii v souladu s vyse
uvedenym oddilem 12 (Faktury a platby).

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

« Cislo faktury

* Datum faktury

+ Fakturovana ¢astka spojena s kazdym AE /
SAE

* Jméno hlavniho zkouSejiciho

* Nazev a adresa studijniho centra

+ Identifikator protokolu nebo ¢islo

« Cislo dil¢iho projektu

« Identifikator/¢islo subjektu hodnoceni (tj.
jak je hlaSen na CRF)

* Datum vyskytu AE / SAE (4. jak je uvedeno
na CRF)

* [écba (1eky) AE / SAE spojena s kazdou AE
| SAE

* Datum podani 1écby

» Datum ukonceni AE / SAE (pokud netrva
nadale v dob¢ fakturace a pokud je v souladu
s CRF)

* nazev/diagnéza AE / SAE
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Il
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 ||| GGG

16. Treatment of the subject's evaluation
during the study: In accordance with the
study's compensation policy, the Institution
will immediately inform the CRO of any
injury to the subject in connection with the
study. The institution shall submit all invoices
for the treatment of the subject’s health
assessment in connection with the study in
accordance with Section 12 (Invoices and
Payments) above.

Invoicing for the treatment of injury to the
subject of evaluation must be separate
from invoices submitted for any other
treatment required by the protocol and
must be clearly identified as treatment for
injury. The invoice sent should contain the
following information:

* Number of the invoice

* Invoice date

* Invoiced amount associated with each AE /
UAE

* Name of the Principal Investigator

* Name and address of the study center

* Identifier protocol or number

* Number partial project

* Identifier / number subject evaluation ( ie as
reported and CRF)

* Date of occurrence of AE / SAE (ie as
indicated and CRF)

* AE / SAE treatment ( s ) associated with
each AE / SAE

* Filing date treatment

» AE / UAE termination date ( if does not last
still in time invoicing and if it complies with
the CRF)

* AE / SAE name / diagnosis



Terminologie AE / SAE a lécba uvedené na
faktufe musi odpovidat idajim, které jsou
uvedeny v CRF a formularich AE / SAE, aby
Se zabranilo zpozdéni platby.

17. Preplatky. Vraceni ptipadnych pieplatkii,
které vzniknou doddnim chybnych podkladi
k fakturaci ze strany Zadavatele/ CRO ¢i
jakéhokoliv jeho zastupce, je Zadavatel/CRO
povinen uplatnit nejpozdeji do 2 mésicti ode
dne uskutecnéni zavérecné platby podle této
smlouvy. Zadavatel / CRO bere na védomi, Ze
po tomto okamziku neni Instituce povinna
vracet jakékoliv preplatky, jelikoz vzhledem
ke zptisobu fakturace je Instituce v dobré viie
k nabytym finan¢nim prosttedkim.

18. 'V  ptfipadé vyskytu neptiznivé
epidemiologické situace v Ceské republice,
Zadavatel proplati ochranné osobni pomticky
za ucelem ochrany Persondlu zdravotnického
zafizeni a Subjektl studie v ramci provadéni
Studie.

The AE / SAE terminology and invoice
treatment must match the information
provided in the CRF and AE / SAE forms to
avoid late payment.

17. Overpayments. The Client/CRO is
obliged to refund any overpayments that arise
from the delivery of incorrect documents for
invoicing by the Client/CRO or any of its
representatives no later than 2 months from
the date of making the final payment
according to this contract. The Client/ CRO
acknowledges that after this point the
Institution is not obliged to return any
overpayments, as due to the method of
invoicing the Institution is in good faith with
the funds acquired.

18. In the event of an adverse epidemiological
situation in the Czech Republic, the
Contracting Authority shall pay for personal
protective equipment for the purpose of
protecting the Medical Facility Staff and
Study Subjects within the scope of the Study.
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Pfiloha B

Exhibit B

Smlouva o vypUjéce

EQUIPMENT AND MATERIALS

Smlouva o vypujcce

uzaviena podle ust. 2193 a nasl. zakona €. 89/2012 Sb.,
obcéanského zdkoniku

obchodni firma: PAREXEL International Czech Republic
s.r.o.
sidlo: Sokolovska 651/136a, Karlin, 186 00 Praha 8

IC: 27160360

zapsana v OR vedeném Méstskym soudem v Praze,
oddil C vloZzka 100886

jednajici: ( dale jen ,,pujcitel”)

Fakultni nemocnice Ostrava

se sidlem 17. listopadu 1790, 708 52 Ostrava

IC: 00843989

jednajici: Bc. Petr Foltyn, ndméstek feditele pro
informacni technologie

Zfizovaci listina MZ CR ze dne 25. listopadu 1990 &.j. OP-
054-25.11.90

(dale jen ,vypujcitel)

Pajcitel uzavrel s vypujcitelem smlouvu o klinické studii
(,CSA“) ze dne upravujici podminky, za
kterych bude vypUjcovatel provadét studii.

1. Pujcitel poskytne vypujciteli movité véci:

Barcode Scanner vyrobni
¢islo, datu
m vyroby:
v hodnoté ,
Camera for Calyx Images vyrobni
¢islo, datu
m vyroby:

v hodnoté ,
Yprime tablet vyrobni
¢islo, datu

Borrowing Contract

Concluded according to provisions of Section 2193 et seq. of
the Civil Code

Business name: PAREXEL International Czech Republic s.r.o.
Domicile: Sokolovska 651/136a, Karlin, 186 00 Praha 8

ID: 27160360

registered in the Commercial Register administered by the
City Court in Prague, Section C, File 100886

Represented by:

(hereinafter referred to as the "Lender")

and

Fakultni nemocnice Ostrava

Domicile: 17. listopadu 1790, 708 52 Ostrava

ID: 00843989

Represented by: Bc. Petr Foltyn, Deputy Director for
Information Technologies

Foundation Deed of the Ministry of Health of the Czech
Republic dated 25 November 1990, Ref. No. OP-054-
25.11.90

(hereinafter referred to as the "Borrower")

The Lender entered in to a clinical study agreement (“CSA”)
with the Borrower dated governing the terms
under which the Borrower will conduct the Study.

1. The Lender shall provide:
Barcode Scanner
number:
assembly
date:

manufacture

replacement value of

’

Camera for manufacture
number:

assembly

Calyx  Images

65



m vyroby:
v hodnoté ,

Vyse uvedena informacni technologie ma instalovan
operacni systém

(licence: avést licencni cislo). Pajcitel ruci za to, Ze
software je legalni (legdlni licen¢ni operacni systém
+ legalni programové aplikace).

Pljcitel se zavazuje, Ze movité véci podle odst.1. této
smlouvy prenechd k do¢asnému uzivani vypujciteli
pro ucely klinického hodnoceni C4221016 -
Randomizovand, dvojité zaslepena studie faze 3
hodnotici enkorafenib a binimetinib v kombinaci s
pembrolizumabem oproti placebu v kombinaci s
pembrolizumabem u ucastnikd s metastatickym
nebo neresekovatelnym lokdlné  pokrocilym
melanomem s mutaci V600E/K genu BRAF dle
smlouvy o provedeni klinického hodnoceni ¢.
017/0VZ/21/091-P Vypljcitel se zavazuje uZivat véc
podle odst.1. této smlouvy vyhradné pro ucely
tohoto klinického hodnoceni. Pfedmét vypujcky
budou pouzivat a obsluhovat pouze nélezité
vySkolené a kvalifikované osoby, které budou
obsluhovat s pfimérenou dovednosti a péci.

Vypujcitel se zavazuje umistit movité véci podle
odst. 1. této smlouvy na pracovisti: Oddéleni koZni
Fakultni nemocnici Ostrava a nepfemistovat ji bez
souhlasu pujcitele na jiné misto. Vypljcitel vrati

.....

pro ucely klinického hodnoceni.

Vypujcka podle této smlouvy se déje bezplatné.
Vypluijcitel se zavazuje neprenechdvat ji bez souhlasu
pujcitele k uzivani jinym osobam.

VypUjéitel se zavazuje hradit obvyklé ndklady
spojené s uzivanim movité véci uvedené v odstavci
1 této smlouvy.
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date: replacement value of

’

manufacture

Yprime
number:
assembly
date:

replacement value of

’

have

Above mentioned equipments installed

operating

... The lender guarantees that the software is legal
(legal licensed operating system + legal software
applications).

The Lender is obliged to let the movable asset
according to Clause 1 of this Contract for temporary
use by the Borrower for the Borrower purposes of the
Clinical Trial C4221016 - A RANDOMIZED, DOUBLE-
BLIND, PHASE 3 STUDY EVALUATING ENKORAFENIB

AND  BINIMETINIB IN COMBINATION  WITH
PEMBROLIZUMAB VERSUS PLACEBO IN
COMBINATION WITH PEMBROLIZUMAB IN

PARTICIPANTS WITH METASTATIC OR UNRESECTABLE
LOCALLY ADVANCED MELANOMA WITH THE V600E/K
BRAF MUTATION. according to the Clinical Trial
Agreement no. 017/0VZ/21/091-P The Borrower is
obliged to use the asset according to Clause 1 hereof
exclusively for purposes of the Clinical Trial. Only
appropriately trained and qualified individuals will use
and operate the subject of loan and will operate the
subject of loan with reasonable skill and care.

The Borrower is obliged to place the movable asset
according to Clause 1 of this Contract in the worksite
of Fakultni nemocnici Ostrava and do not move it to
other place without the Lender’s approval. The
Borrower shall return the movable asset to the Lender
promptly to the Lender when the movable asset is no
longer needed for the Clinical Trial.

The borrowing hereunder is granted free of charge.

The Borrower is obliged not to let it use by other
parties without the Lender's approval.



7.

10.

11.

12.

13.

14.

Pljcitel nenese Zadnou odpovédnost za Skody
jakéhokoli druhu, véetné zranéni osob nebo skod na
majetku, vyplyvajici z pouZivanimovitych véci, s
vyjimkou pripadl, kdy (1) takové 3Skody byly
zpUsobeny nedbalosti nebo Umysinym pochybenim
PljCitele nebo (2) osobni zranéni predstavuje
vyzkumné zranéni subjektu klinického hodnoceni,
jak je popsdno v pfiloze B Smlouvy o klinickém
hodnoceni (3) nebo v pfipadé, kdy byla Ujma
zpUsobena vadou movitych véci, kterou nezpusobil
Vypujcitel.

Vypujcitel se zavazuje umozZnit pujciteli vstup na
svoje pracovisté za ucelem kontroly, zda jsou movité
véci podle odst.1. této smlouvy uZivana v souladu
s podminkami jeji vypljcky podle této smlouvy.

Neni-li touto smlouvou ujedndno jinak, fidi se
vzdjemny pravni vztah mezi obéma stranami ust.
§ § 2193 a ndsl. obcanského zakoniku.

Tato smlouva nabyva platnosti dnem jejiho podpisu
a uzavird se pro obdobi klinického hodnoceni, do té
doby, kdy jiz nebudou movité véci tfeba pro ucely
klinického hodnoceni. Predpoklddana doba trvani
vypujcky je 8 let.

Tato Smlouva byla vyhotovena ve dvojjazycné verzi,
anglické a ceské. V pripadé rozporl a (nebo)
nesrovnalosti mezi anglickou a ceskou verzi ma
prednost verze ¢eska.

Smlouva je vyhotovena ve dvou stejnopisech,
z nichZ kazda smluvni strana obdrzi po jednom
vyhotoveni.

Nic v tomto dokumentu nema za cil zménit
ustanoveni Smlouvy o klinickém hodnoceni, ktera
zUstavaji v pIné platnosti a Ucinnosti.

Pujcitel timto bere na védomi, Ze vypujcitel je
povinen zverejnit tuto smlouvu a jeji pfipadné
dodatky v souladu se zak. ¢. 340/2015 Sh., o
Registru smluv.
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6.

10.

11.

12.

13.

14.

The Borrower is obliged to perform at its own costs
the regular maintenance and repairs of the
movable assets according to Clause 1 of this Contract.

Lender has no liability for damages of any sort,
including personal injury or property damage,
resulting from the use of Equipment, except to the
extent that (1) such damages were caused by the
negligence or willful misconduct of Lender or (2) a
personal injury constitutes a Research Injury to a
study subject, as described in Attachment B to the CSA
(3) or in case when damages were caused by failure of
the equipment that were not caused by the Borrower.

The Borrower is obliged to allow the Lender to enter
its worksite for the purpose of performing inspection
to check, if the movable asset according to Clause 1 of
this Contract is used in accordance with the borrowing
conditions hereunder.

If not agreed otherwise hereby, the mutual legal
relationship between the parties is governed by the
provisions of 2193 et seq. of the Civil Code.

This Contract is effective on the date of signing and is
effective on the period of Clinical Trial according to
the Clinical Trial Agreement, ending on the date when
the movable asset is no longer needed for the Clinical
Trial. Expected loan duration is 8 years.

This Agreement has been drafted in bilingual version,
English and Czech. In case of any contradictions
and/or inconsistencies between the English and the
Czech versions, the Czech version shall prevail.

This Contract is executed in two copies, of which each

contracting party shall receive one.

Nothing herein is intended to amend the provisions of
the CSA which remain in full force and effect.

The Lender acknowledges that the Borrower is
obligated in accordance to the Act. No. 340/2015



Pujcitel/Lender:

Podpis/Signature:

Jméno/Name:

Datum/Date:

Vyptjéitel/Borrower:

Podpis/Signature:

Jméno/Name: Bc. Petr Foltyn, ndméstek feditele pro
informacni technologie/Deputy Directo for Information
Technologies

Datum/Date:
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Coll., on Agreement Registry to publish
Agreement and any amendments thereto.

this



Priloha C

MEZINARODNI PROTIUPLATKARSKE

A PROTIKORUPCNI ZASADY
SPOLECNOSTI PFIZER

Spolecnost Pfizer dlouhodobé prosazuje
firemni politiku zakazujici Uplatky a korupci
pti obchodni ¢innosti ve Spojenych statech i
v zahrani¢i. SpoleCnost Pfizer se zavézala
vykondvat  svou  obchodni  Cinnost
bezihonnym, etickym a  zékonnym
zpusobem v souladu se vSemi piisluSnymi
zakony a nafizenimi. Stejny zavazek
oc¢ekavame od nasich poradcti, zmocnénct,
zastupci nebo dalSich spolecnosti ¢i
fyzickych osob jednajicich nasim jménem
(dale jen ,,Obchodnich partnerii*), jakoz i od
osob jednajicich jménem téchto Obchodnich
partnert (napf. subdodavatelll) v souvislosti
S praci pro spole¢nost Pfizer.

Uplaceni uiednich osob

Ve vetsing stath existuji zdkony zakazujici
(pfimé ¢i nepfimé) poskytovani, nabizeni
nebo slibovani jakychkoli plateb nebo
¢ehokoli hodnotného ufednim osobam s
umyslem ovlivnit afedni Ukony ¢i
rozhodnuti o ziskdni ¢i udrzeni urcité
obchodni pftileZitosti.

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

(i) jakoukoli volenou nebo jmenovanou
ufedni osobu (napf. zakonodarce
nebo Ufednika ministerstva vlady);

(i)  jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéieni
Utedni osoby, ufadu vlady nebo
podniku, ktery vykonava vladni
funkci nebo ktery vlastni ¢i fidi
vlada (napf. zdravotnika
zaméstnané¢ho ve stitni nemocnici
nebo  vyzkumného  pracovnika

Exhibit C
PFIZER INTERNATIONAL ANTI-
BRIBERY AND ANTI-CORRUPTION
BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly
interpreted and means:

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

(i) any employee or individual acting
for or on behalf of a Government
Official, agency, or enterprise
performing a governmental
function, or owned or controlled by,
a Government (e.g., a healthcare
professional employed by a
Government hospital or researcher
employed by a Government
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zaméstnaného na statni univerzite);

(iii)  jakéhokoli predstavitele politické
strany, kandidata na vefejnou funkci,
ufednika, zaméstnance nebo osobu
jednajici jménem nebo z povéieni
politické strany nebo kandidata na
vefejnou funkeci,

(iv)  jakéhokoli zamé&stnance nebo osobu
jednajici jménem nebo z povéieni
vefejné mezinarodni organizace;

(v)  jakéhokoli ¢lena kralovské rodiny
nebo pfislusnika armady; a

(vi)  jakoukoli osobu jinak ze zakona
povazovanou za Utedni osobu.

Pojem ,,Vlada“ v tomto kontextu zahrnuje
vSechny trovné a slozky vlady (tj. organy na
mistni, krajské i celostatni urovni, a to
spravni, zakonodarné i vykonne).

Vzhledem k Sirokému pojeti definice ufedni
osoby je pravdépodobné, Ze Obchodni
partnefi budou v ramci své obvyklé ¢innosti
pro spole¢nost Pfizer s Ufednimi osobami
bézné jednat. Naptiklad 1€katfi zaméstnani
ve statnich nemocnicich se podle zésad
spole¢nosti Pfizer povazuji za .,,Utedni
osoby*‘.

Americky zakon 0 zahrani¢nich korupénich
praktikach (dale jen ,,FCPA®) zakazuje
poskytovani, slibovani nebo schvalovani
platby  nebo  poskytovani  cehokoli
hodnotného zahrani¢ni Ufedni osob& za
ucelem nepatficného nebo korupéniho
ovlivnéni jednani nebo rozhodovani takové
0soby s timyslem pomoci spole¢nosti ziskat
nebo si udrzet obchodni pfileZitost nebo
ziskat jinou nepatficnou vyhodu. FCPA
rovnéz zakazuje spoleCnostem ¢i osobdm
vyuzivat jinych spole¢nosti nebo fyzickych
osob k provadéni jakékoli z vySe uvedenych
¢innosti. Spole€nost Pfizer je jako americka

university);

(i) 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;

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

(vi)  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

70



spolecnost povinna dodrzovat ustanoveni
FCPA a muze nést pravni odpovédnost za
jednani, jehoz se kdekoli na svété¢ dopusti
kterykoli z jejich Obchodnich partnera.

Protiuplatkaiské a protikorupéni zasady
upravujici vztahy s Vladami a Uiednimi
osobami

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se

jejich  vztaht s Vladami a Utednimi
osobami:
. Obchodni partnefi a osoby jednajici

jejich jménem v souvislosti s praci
pro spolecnost Pfizer nesmi pfimo
ani nepiimo poskytovat, slibovat
nebo schvalovat provedeni korupcni
platby nebo poskytovani c¢ehokoli
hodnotného, kterékoli Utedni osobé
sumyslem ji pfimét, aby ucinila
uréity Ukon nebo pfijala urcité
rozhodnuti, které¢ spole¢nosti Pfizer
pomlze ziskat nebo udrzet si
obchodni  pfilezitost.  Obchodni
partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spolecnost Pfizer nesmi nikdy
poskytnout zadné Utedni osobé
platbu nebo ji nabidnout jakykoli
pifedmét ¢i vyhodu (bez ohledu na
jejich  hodnotu) s  Umyslem
nepatiiéné primét Ufedni osoby ke
schvaleni, proplaceni, piedepsani
nebo nakupu jakéhokoli pfipravku
spole¢nosti Pfizer nebo ovlivnéni
vysledku klinického hodnoceni nebo
dosazeni jakéhokoli jiného
nepatiiéného zvyhodnéni obchodni
¢innosti spolecnosti Pfizer.

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spolecnost Pfizer musi znat a

held liable as a result of acts committed
anywhere in the world by a Business
Associate.

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

Business Associates must communicate and
abide by the following principles with
regard to their interactions with
Governments and Government Officials:

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly make, promise,
or authorize the making of a corrupt
payment or provide anything of
value to any Government Official to
induce that Government Official to
perform any governmental act or
make a decision to help Pfizer
obtain or retain business. Business
Associates, and those acting on their
behalf in connection with work for
Pfizer, may never make a payment
or offer any item or benefitto 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
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dodrzovat vSechny mistni zakony,
nafizeni nebo provozni postupy
(véetné pozadavku vladnich
subjektl, jako napf. statnich
nemocnic nebo  vyzkumnych
ustavi), které stanovi limity,
omezeni nebo pozadavky na
zvetejnéni odmen, finan¢ni podpory,
dari nebo darki, jez mohou byt
poskytovany  Ufednim  osobam.
Pokud si Obchodni partner neni jisty
vyznamem nebo aplikovatelnosti
kteréhokoli  stanoveného  limitu,
omezeni nebo pozadavkii na
zvetejnéni v souvislosti s jedndnim s
Utednimi osobami, mél by se pred
zahajenim takoveho jednani obratit
na svou primarni kontaktni osobu ve
spolecnosti Pfizer.

Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spole¢nost Pfizer nesmi nabizet
odmény za urychlené vyfizeni.
,»Odménou za urychlené vyrizeni‘
se rozumi platby zanedbatelné
astky Utednim osobam s cilem
zajisténi nebo urychleni rutinniho
ufedniho tkonu, ke kterému nema
rozhodovaci pravomoci. Ptikladem
Odmény za urychlené vytizeni jsou
platby za urychlené vyftizeni 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
Vv souvislosti s praci pro spolecnost
Pfizer, je Obchodni partner povinen
tuto skutecnost bezodkladné nahlasit
sve primarni kontaktni osobé& ve
spolecnosti  Pfizer pfedtim, nez

entities such as Government-owned
hospitals or research institutions)
that impose limits, restrictions, or
disclosure obligations on
compensation, financial support,
donations, or gifts that may be
provided to Government Officials.
If a Business Associate is uncertain
as to the meaning or applicability of
any identified limits, restrictions, or
disclosure requirements with
respect to interactions with
Government Officials, that Business
Associate should consult with his or
her primary Pfizer contact before
engaging in such interactions.

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

Commercial Bribery



podnikne jakékoli dalsi kroky.

Komercni uplatkaistvi

K uplatkarstvi a korupci miize dochazet i
mimo ufedni styk, v obchodnich vztazich
mezi podniky. Ve vétSiné stath existuji
zakony zakazujici nabizeni, slibovani,
poskytovani, pozadovéni, piijiméni nebo
souhlas s pfijimanim pené¢z nebo ¢ehokoli

hodnotného, vyménou za poskytnuti
nepatiicné obchodni vyhody. Mezi piiklady
zakédzan¢ho  jednani  patii = zejména
poskytovani  drahych  dard, okazala

pohostinnost, nezakonné provize nebo
investicni pfrilezitosti s cilem nepatiicné
nekoho pifimét k nakupu zbozi nebo sluzeb.
Spolupracovnici spole¢nosti Pfizer nesmi
nabizet, poskytovat, poZzadovat nebo
pfijimat Uplatky a ocekavame od svych
Obchodnich partnerti, jakoz i od 0sob
jednajicich jejich jménem v souvislosti s
praci pro spolecnost Pfizer, ze budou
dodrzovat stejné zasady.

Protiuplatkaiské a protikorup¢ni zasady
upravujici  vztahy se soukromymi
osobami a spolupracovniky spole¢nosti
Pfizer

Obchodni partnefi jsou povinni sdélovat a
dodrZovat nasledujici zasady tykajici se
jejich vztahii se soukromymi osobami a
spolupracovniky ve spole¢nosti Pfizer:

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spole¢nost Pfizer nesmi piimo
ani neptimo provadet, slibovat nebo
schvalovat  provedeni  korup¢ni
platoy nebo poskytnout cokoliv
hodnotného kterékoli osobé s cilem
ovlivnit ji, aby poskytla spolecnosti
Pfizer ~ nezakonnou  obchodni
vyhodu.

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

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

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

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

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly, solicit, agree
to accept, or receive a payment or
anything of value as an improper
incentive in connection with their
business activities performed for
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. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spole¢nost Pfizer nesmi piimo
ani nepiimo pozadovat, souhlasit
S piijetim 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 partnera a
osob jednajicich jejich jménem v
souvislosti s praci pro spolecnost
Pfizer pfijimat zadné dary, sluzby,
vyhody, zabavu nebo jiné predméty
s vys§i nez symbolickou nebo
zanedbatelnou penézni hodnotou.
Dary zanedbatelné hodnoty jsou
dovoleny jen v pfipadé, Ze jsou
pfijimany jen obcas pouze pfi
vhodnych pfilezitostech.

OhlaSovani poruSeni nebo podezieni na
poruSeni

Od Obchodnich partnert a osob jednajicich
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer se ocekdva, ze nahlési své
obavy ohledné¢ mozného porusSeni téchto
Mezinarodnich  protiuplatkarskych a
protikorupénich zasad nebo zakonid. Tato
hlaSeni mohou byt adresovdna primarni
kontaktni osob&é Obchodniho partnera ve
spolecnosti Pfizer, nebo pokud to dany
Obchodni partner upiednostiiuje, oddéleni
Compliance spolecnosti Pfizer e-mailem na
adresu

nebo
telefonicky na €islo

Pfizer.

. Pfizer colleagues are not permitted
to receive gifts, services, perks,
entertainment, or other items of
more than token or nominal
monetary value from Business
Associates, and those acting on their
behalf in connection with work for
Pfizer. Moreover, gifts of 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
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Priloha D
OCHRANA OSOBNICH UDAJU

1. Definice. Pojmy s velkymi
pocatecnimi pismeny pouzivané v této Priloze
C maji vyznam pfifazeny jim v tomto Oddile
1 Ptilohy C. Vsechny pojmy, které nejsou
definované v Ptiloze C, maji vyznam
pfifazeny jim ve Smlouvé

@ ,,Platné pravni predpisy* znamena
jakykoli platny zakon, natizeni nebo jiné
pravni pozadavky, zahrnujici platné pravni
predpisy platné a u¢inné na izemi Ceské
republiky, jez se vztahuji ke sluzbam
poskytované podle této Smlouvy.

(b) .. Spravce“ se rozumi subjekt, ktery
sdm nebo spolecné s jinymi urcuje Ucely a
zpusoby Zpracovani Osobnich tdaju.

(©) ,Poruseni Bezpe¢nosti udaji‘ se
rozumi naruseni bezpecnosti, které vede k
nahodnému nebo protipravnimu znicent,
ztraté, zmeéng, neopravnénému vyzrazeni nebo
zptistupnéni Osobnich Udajii prenasenych,
uchovavanych nebo jinak zpracovavanych.

(d) ,Bezpecnostni incident se rozumi (i)
Poruseni bezpec¢nosti udajti; (ii) naruSeni
zabezpecenti, které s sebou nese vyznamné
riziko ohrozeni divérnosti, integrity nebo
bezpecnosti Osobnich tdaju; (iii) poruseni
Platnych pravnich ptedpist tykajicich se
Zpracovani Osobnich tdaji podle této
Smlouvy; nebo (iv) jakékoli neopravnéné
ziskani pfistupu nebo pouziti Osobnich udaji,
které spousti oznamovaci povinnost poruseni
Osobnich udajti podle Platnych pravnich
pfedpist. Bezpecnostni incident nezahrnuje
nasledujici:

(1) jakakoliv neimyslné ziskani, ptistup,
nebo pouziti Osobnich tdaji zaméstnancem
nebo zastupcem Poskytovatele nebo Hlavniho

Exhibit D
PROTECTION OF PERSONAL DATA

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

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

(b) “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.

(d) “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.
A Security Incident will exclude the
following:

M any unintentional acquisition, access,
or use of Personal Data by an employee or
agent of Institution or Principal Investigator if
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zkousejiciho, pokud takové ziskani, ptistup
nebo pouziti bylo provedeno v dobré vite a
nema za nasledek dalsi neopravnéné nebo
nevhodné Zpracovani Osobnich udaji;

(i)  jakékoliv neumyslné zpiistupnéni
osobou, ktera je opravnéna k piistupu k
Osobnim udajim jménem Poskytovatele nebo
Hlavniho zkousejiciho, jiné osobé¢, kterd je
opravnéna k ptistupu k Osobnim udajim
jménem Poskytovatele nebo Hlavniho
zkousejiciho, za ptedpokladu, Ze informace,
které obdrzela jako vysledek tohoto
zptistupnéni nejsou dale pouzity nebo
zptistupnény neopravnénym nebo nevhodnym
zpusobem; nebo

(i)  jakakoliv ztrata nebo neopravnéna
akvizice nebo pfistup k Sifrovanym Osobnim
udajiim, za predpokladu, ze divérna hesla
nebo kli¢, které jsou schopny ohrozit
bezpecnost, divérnost nebo integritu
Sifrovanych Osobnich udajii, nejsou souc¢asné
predmétem ztraty, neopravnéné akvizice nebo
pfistupu.

e) ,Osobni Udaje* ma vyznam uvedeny
Platnymi pravnimi piedpisy a zahrnuje, bez
omezeni, jakékoli informace (bez ohledu na
médium a to, zda jsou samostatné nebo v
kombinaci s dal§imi dostupnymi
informacemi), které identifikuji nebo se
vztahuji k identifikované nebo
identifikovatelné fyzické osobé. Udaje
kddované klicem jsou povazovany za Osobni
udaje, 1 kdyz drzitel téchto udaji nema ptistup
ke kli¢i, ktery idaje propojuje s identitou
jedince. Osobni udaje shromazdéné v
souvislosti se Studii budou zahrnovat i
Osobni udaje zastupct spolecnosti Pfizer,
jakoz i Osobni Udaje tykajici se Hlavniho
zkousejiciho, spoluzkousejicich, vyzkumnych
pracovnikd, tfetich stran a subjektii Studie.

)] »Zpracovani se rozumi jakakoli
operace nebo soustava operaci, které jsou

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

(iii)  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.

(e) “Personal Data” has the meaning
given by Applicable Law and includes,
without limitation, any information
(regardless of the medium and whether alone
or in combination with other available
information) that identifies or relates to an
identified or identifiable natural person. Key
coded 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
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provadény s Osobnimi Udaji, s pouZitim nebo
bez pouziti automatickych prostredkd, jako je
shromazd’ovani, zaznamenavani, organizace,
uchovavani, prizptisobovani nebo
pozménovani, vyhledavani, konzultace,
pouziti, sdéleni prostfednictvim pfenosu,
Siteni nebo jakékoli jiné zptistupnéni,
srovnani ¢i kombinovani, blokovani, vymaz
nebo zniceni.

(9) ,,PFenos®, ,,PFevod‘ nebo
»~PFeneseni‘ se rozumi, at’ uz fyzickymi
nebo elektronickymi prostiedky, pres narodni
hranice, jak (a) pohyb Osobnich udajt z
jednoho mista nebo od osoby na druhé misto
nebo ke druhé osobg, tak i (b) poskytnuti
pfistupu k Osobnim udajiim z jednoho mista
nebo od jedné osoby na jiné misto nebo jiné
osob¢.

2. Osobni tdaje subjektt Studie.
Spole¢nost Pfizer bude nezavislym Spravcem
co se tyka Zpracovani Osobnich udajl
obsazenych v tdajich Studie a Biologickych
vzorcich, které predava Poskytovatel nebo
Hlavni zkouSejici spolecnosti Pfizer nebo jsou
jinak vytvotené spolec¢nosti Pfizer.
Poskytovatel je Spravcem Osobnich udaji
Zpracovavanych Poskytovatelem s ohledem
na lékatskou péci subjekt Studie pro splnéni
pravnich povinosti stanovenych zdkonem ¢.
372/2011 Sb., o zdravotnich sluzbach.

3. Osobni udaje personalu Studie.
Poskytovatel potvrzuje, Ze obdrzel Oznameni
spolecnosti Pfizer o ochran¢ Osobnich udaji
zkousejicich a personalu Studie — pro
Evropské unii, Evropsky hospodarsky prostor
a Svycarsko

4. Soulad. Strany a spolecnost Pfizer
souhlasi, ze ve véci Zpracovani Osobnich
udajii budou po celou dobu trvani Smlouvy
jednat v souladu s Platnymi pravnimi
ptedpisy. Je zodpovédnosti kazdé Strany
zavést a udrzovat veskeré seznamy a

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.

(0) “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.

2. 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 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.

3. 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

4. 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. Itis
the responsibility of each party to effect and
maintain all inventories and registrations for
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registrace Zpracovani Osobnich udajt tak, jak
je pozadovano Platnymi pravnimi pfedpisy.
Strany a spolecnost Pfizer budou
spolupracovat a poméhat si navzajem s
ohledem na posouzeni dopadl na ochranu
udaju a/nebo predchozi konzultace s organy
statni spravy, které mohou byt pozadovéany v
souvislosti se Zpracovanim, které se provadi v
ramci Smlouvy. Poskytovatel bude také
okamzité informovat spolecnost Pfizer o
jakémkoli oznameni obdrzeném od organt
pro ochranu osobnich tdajii v souvislosti se
Studii.

5. Programy pro ochranu a bezpecnost
Osobnich udaji. V pribéhu trvani této
Smlouvy budou Poskytovatel a spole¢nost
Pfizer kazdy udrzovat pfiméfend opatieni k
zajiSténi ochrany a bezpecnosti Osobnich
udajii navrzena tak, aby bylo zajisténo, ze
Osobni Gdaje budou Zpracovavany pouze v
souladu se Smlouvou, véetn¢ jmenovani
povétence pro ochranu osobnich tdaja, jak je
pozadovano Platnymi pravnimi piedpisy.
Strany budou realizovat odpovidajici
administrativni, technicka a fyzicka
bezpecnostni opatfeni k ochrané Osobnich
udaju.

6. Personal. Poskytovatel a spole¢nost
Pfizer zajisti, aby jejich pracovnici zabyvajici
se Zpracovanim Osobnich udajt byli
informovéani o divérné povaze Osobnich
udajti, absolvovali odpovidajici odbornou
pfipravu ohledné vlastni odpovédnosti a
podepsali pisemnou dohodu o mlc¢enlivosti
nebo byli subjektem profesionalni povinnosti
mlcenlivosti. Strany zajisti, aby pfistup k
Osobnim udajim byl omezen na ty
pracovniky, kteti vykonavaji sluzby
souvisejici se Smlouvou.

7. Bezpecnostni Incident.

@ Poskytovatel bude informovat
spolecnost Pfizer, a to zplisobem stanovenym

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.

5. 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.

6. 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.

7. Security Incident.

@ Institution will notify Pfizer, in the
manner specified in the Agreement, within
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ve Smlouvé, do Ctyficet osm (48) hodin od
zjisténi Bezpecnostniho incidentu tykajiciho
se Osobnich udaja uchovavanych
Poskytovatelem podle této Smlouvy.

(b) V pribéhu oznameni Poskytovatel
poskytne, pokud to bude proveditelné,
dostatecné informace pro spolecnost Pfizer,
aby posoudila Bezpecnostni incident a mohla
poskytnout zpétnou vazbu, a to vyhradné jako
zucCastnéna strana, nikoli ve smyslu pravniho
nebo regulacéniho poradenstvi, Poskytovateli k
tomu, zda oznameni organu pro ochranu
osobnich udaju je pozadovano Platnymi
pravnimi predpisy.

(©) Poskytovatel ur¢i na zakladé vSech
dostupnych informaci a Platnych pravnich
predpisi, zda bude Bezpecnostni Incident
povazovan za PoruSeni bezpecnosti idaju a
zajisti ozndmeni subjektlim udajii a/nebo
organtim statni spravy, pokud to vyzaduje
zakon, a bude odpovédna za podani takového
oznameni. Tim nejsou dot¢eny obdobné
povinnosti spole¢nosti Pfizer jako spravce
Osobnich udaju, které ziskala pii plnéni
Smiouvy.

(d)  Poskytovatel bude zodpovédny za
veskeré néklady, vydaje, jakoz i za veSkeré
sankce, v souvislosti s poskytovanim téchto
ozndmeni, , pokud byl Bezpe¢nostni incident
porusenim povinnosti Poskytovatele.
Poskytovatel bude také provadét vSechny
potiebné kroky k napravé a zmirnéni
Bezpecnostniho Incidentu na své vlastni
naklady.

(e) Instituce bude zodpovédna za vSechny
néklady, vydaje, jakoz i veskeré nasledné
sankce spojené s poskytovanim takovych
oznameni. Instituce také na své vlastni
naklady provede vSechna nezbytnd opatifeni k
napravé a zmirnéni bezpecnostniho incidentu.

twenty-four (24) 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, 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.
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8. Prava subjektti Udaji, které se Gidastni
Studie. Poskytovatel a spolecnost Pfizer
souhlasi s tim, Ze Poskytovatel je nejlépe
schopen spravovat pozadavky subjekt Studie
na ptistup, zménu, Pievod, omezeni nebo
odstranéni Osobnich udaji. V piipade, ze
spolecnost Pfizer nebo CRO obdrzi zadost od
subjektu Studie o takovy pfistup, zménu,
Ptevod, omezeni nebo odstranéni, spole¢nost
Pfizer nebo CRO pieda pozadavek
Poskytovateli. Poskytovatel bude reagovat na
zadosti subjektti Studie o pfistup, zménu,
Ptevod, omezeni nebo vymaz Osobnich udaji
v souladu s Platnymi pravnimi predpisy,
Smlouvou a jakymikoliv dal§imi instrukcemi
poskytnutymi spolec¢nosti Pfizer jako
nezavisly Spravce Osobnich udaj

v souvislosti se zpracovavanim Osobnich
udajl obsazenych ve Studijnich udajich a
biologickych vzorcich. Tim nejsou dotéeny
obdobné povinnosti spolecnosti Pfizer jako
spravce Osobnich udaju, které ziskala pti
plnéni Smlouvy. Poskytovatel bere na
védomi, ze v zajmu zachovani integrity
vysledkl Studie, miiZe byt omezena moznost
zménit, omezit nebo odstranit Osobni daje v
souladu s Platnymi pravnimi piedpisy.
Spolec¢nost Pfizer bere na védomi, Ze subjekty
Studie mohou kdykoliv odvolat sviij
informovany souhlas s ucasti ve Studii a
souhlas se Zpracovanim Osobnich udajt.

9. Préva subjektti Udajt, které se Ulastni

Studie, po uzavieni Studie. Poskytovatel
neprodlené oznami spole¢nosti Pfizer kazdé
takové odvolani souhlasu, které mize mit vliv
na pouziti Osobnich udaji podle této
Smlouvy a jakékoli jiné pokyny poskytnuté
spolecnosti Pfizer. Tyto Zadosti mohou byt
smérovany na e-mailovou adresu spolecnosti

pfizer [

10. Pteshrani¢ni Prenosy tidajii.
Poskytovatel uskutecni Pfenos Osobnich
udaji mimo Evropsky hospodaisky prostor
nebo Svycarsko pouze v souladu s

8. 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 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.

9. 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

10. Cross-Border Data Transfers.
Institution will only Transfer Personal Data
outside the European Union, European
Economic Area or Switzerland in accordance
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prislusnymi instrukcemi, které ji v souvislosti
se Studii poskytne spole¢nost Pfizer. Pozada-
li o to Poskytovatel nebo spole¢nost 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 Pevod.

11. Zaznamy. Poskytovatel a spole¢nost
Pfizer budou oba udrzovat pisemné zdznamy
o vSech ¢innostech Zpracovani Osobnich
udajt, které jsou provadény v ramci
Smlouvy. Takovy zdznam bude obsahovat
alespon (i) jméno a kontaktni Gdaje
zpracovatele; (ii) jméno a kontaktni udaje
zpracovatelova povétrence pro ochranu
osobnich tdaj; (iii) kategorie provadénych
Zpracovani udaji; (iv) prevody udaji do
ttetich zemi nebo mezindrodnich organizaci a
dokumentaci vhodnych ochrannych opattent,
ktera byla pfijata; a (v) obecny popis
administrativnich, technickych a fyzickych
bezpecnostnich opatfeni, kterd byla pfijata k
ochran¢ Osobnich udajt.

12.  Pouziti zpracovatelt. Pfizer a
Poskytovatel se dohodly, ze veskeré dohody o
zpracovani udaji musi byt v pisemné formé, a
Ze zpracovatel€ jsou povinni jednat v souladu
s podminkami Smlouvy. Pro téely této
Smlouvy jsou CRO a Poskytovatel
zpracovatelem pro spole¢nost Pfizer.
Poskytovatel a spole¢nost Pfizer budou
zodpovédné za jakékoliv poruseni ze strany
svych zamé&stnanct, poruSeni pak bude
povazovano, jako by jej zptsobila piimo
pfislusna Strana.

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.

11. 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.

12. 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.
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Od:

Priloha E
ZARUKA ODSKODNENI

Pfizer Inc, spolecnost ve staté Delaware

s mistem podnikani na adrese 235 East 42"
Street, New York, NY 10017-5755 (déle jen
jako ,,Pfizere)

Komu:

Komu:

Spolecnost

]
s pracovistem na Koznim oddéleni,
Fakultni nemocnice Ostrava, Ceské
republika  (dale jen jako ,Hlavni
zkouSejici®)

Fakultni nemocnice Ostrava, se
sidlem 17. listopadu 1790/5, 708 52
Ostrava — Poruba, Ceska republika,
ICO: 00843989, DIC: CZ00843989
(dale jen jako ,,Poskytovatel*)

Protokol klinické studie &.: C4221016
ro

(,,Lécivo spole¢nosti Pfizer”)

Pfizer povéfila Parexel
International (IRL) Limited, se
sidlem 70 Sir John Rogerson's Quay,

Exhibit E

COMPENSATION WARRANTY

From: Pfizer Inc, a Delaware corporation with

a place of business at 235 East 42nd
Street, New York, NY 10017-5755
("Pfizer™)

., With
a workplace at the Skin Department,
University Hospital Ostrava, Czech
Republic (hereinafter referred to as
"Principal Investigator")

To: Faculty Hospital Ostrava, with registered

Subject:

office 17 November 1790/5, 708 52
Ostrava — Poruba, Czech Republic,
ID: 00843989, VAT number:
CZ00843989 (hereinafter referred to
as "Provider")

Clinical study protocol No:

C4221016 for
(““ Pfizer

Drug”)

Pfizer has instructed Parexel International
(IRL) Limited , with its registered office at

70 Sir John Rogerson's Quay, Dublin 2,

Dublin_2, Irsko (,,CRO*) zavazat
spoleCnost Pfizer zavazky v ramci
odSkodnéni, jak jsou uvedeny niZe, a
dale jejim jménem podepsat tuto
Zaruku odskodnéni.

Navrhuje se, aby se Hlavni zkousejici a
Poskytovatel dohodli na ti¢asti na shora

uvedené Studii sponzorované
spolec¢nosti  Pfizer (dale jen jako
Lotudie®), jez zahrnuje pacienty
Hlavniho zkousejiciho ¢i

Poskytovatele a jez bude fizeno a
provedeno Hlavnim zkouSejicim u
Poskytovatele v souladu s protokolem

Ireland (" CRO "), to bind Pfizer's indemnity
obligations as set forth below and to sign this
Indemnity Guarantee on its behalf.

1. It is proposed that the Principal
Investigator and the Provider agree to
participate in the above Pfizer-sponsored
Study (the “ Study ), which includes the
Principal Investigator's or the Provider's
patients and will be managed and conducted
by the Provider's Chief Investigator in
accordance with the Protocol as amended by
the agreement between Pfizer and the
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ve znéni aktualizovaném dle dohody
mezi spole¢nosti Pfizer a Hlavnim
zkouSejicim  (,,Protokol”). Pacienti,
kteti se do Studie zapoji dle ptijimacich
kritérii Protokolu, jsou Subjekty Studie
(,,Subjekty Studie®).

2. Poskytovatel souhlasi s ucasti a umozni
provedeni Studie ve svych prostorech s
vyuzitim takového zafizeni, personéalu
a vybaveni, jez Hlavni zkousejici mize
rozumn¢ potiebovat pro ucely Studie.

3. S ohledem na cCast Hlavniho
zkousejictho a Poskytovatele a dle
odstavce 4 nize je spolecnost Pfizer
povinna odSkodnit a kryt Hlavniho
zkousejiciho, Poskytovatele 1 jejich
zaméstnance a spolupracujici osoby proti
vSem narokim a fizenim o odskodné
(v€etné jakychkoliv ujednani ¢i plateb ex
gratia provedenych se souhlasem téchto
stran a dale vcetné odpovidajicich
nakladii a vydajii na expertni a pravni
posudky) u¢inénym ¢i vznesenym (at’ uz
uspeésné, ¢i jinak) Subjekty Studie ¢i
jejich jménem (anebo prostiednictvim
jejich zavislych osob) vic¢i Hlavnimu
zkousejicimu €1 Poskytovateli anebo viici
kterymkoliv jejich zaméstnanclim anebo
spolupracujicim osobdm kvili osobni
Ujmé na zdravi (v€etné smrti) Subjektd
Studie na zakladé ¢i v souvislosti s
podanim Zkoumaného 1é¢iva v ramci
zkoumdni ¢i klinického Setfeni anebo
postupu provedeného anebo
pozadovaného Protokolem, jiz by
Subjekty Studie nebyly jinak vystaveny
nebyt jejich Gcasti na Studii (,,Ujma na
zdravi”).

Zdravotni ujma Subjektu hodnoceni. Spole¢nost
Pfizer uhradi Poskytovateli pifimé, pfiméiené
anezbytné 1écebné vylohy, které vznikly
Poskytovateli a které nejsou hrazeny platci
tietich stran v souvislosti s lécbou jakékoli
fyzické ujmy

Principal Investigator (the “ Protocol ).
Patients who participate in the Study in
accordance with the Protocol's admission
criteria are Study Subjects (“ Study Subjects

).

2. The Provider agrees to participate and
will allow the Study to be performed on its
premises using such facilities, personnel and
equipment as the Principal Investigator may
reasonably need for the purposes of the Study.

3. With respect to the participation of the
Principal Investigator and the Provider and
pursuant to paragraph 4 below, Pfizer shall
indemnify and hold Chief Principal, the
Provider and their employees and
collaborators against all claims and damages
proceedings (including any ex gratia
arrangements or payments made with
consent). including the corresponding costs
and expenses for expert and legal opinions)
made or raised (whether successfully or
otherwise) by the Study Entities or on their
behalf (or through their dependents) against
the Principal Investigator or the Provider or
against any of their employees or
collaborators due to personal injury (including
death) of the Study Subjects based on or in
connection with the administration of the
Study Drug in an investigation or clinical
investigation or procedure performed or
required by the Protocol to which the Study
Subjects would not otherwise be exposed
without their participation in the Study
(,.health ™).

Health damage to the Evaluation Subject.
Pfizer will reimburse Provider for direct,
reasonable and necessary medical expenses
incurred by Provider and not covered by
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(@) vdusledku nezadouci reakce na léCivy
ptipravek nebo
(b) zpiisobené 1écbou ¢i postupy pozadované
Protokolem Studie, které by Ucastnik Studie
neutrpél, pokud by se Studie nencastnil,
s vyjimkou piipadd, kdy je pfi¢inou takové
fyzické ajmy:
(1)  nedodrZeni ustanoveni této Smlouvy,
Protokolu, pisemnych pokyni Spole¢nosti
Pfizer tykajicich se Studie nebo Predpisti nebo
predpisi  vydanych  kontrolnimi  ufady
ze strany Poskytovatele, Zkousejicitho nebo
jakéhokoli z jejich pfislusnych pracovniki;
nebo
(i) nedbalost ¢i  zamérné pochybeni
ze strany Poskytovatele, Zkousejiciho nebo
jakéhokoli z jejich ptislusnych pracovnika.

Odpovédnost  Spolecnosti  Pfizer  vyplatit
Poskytovateli nahradu podle tohoto ustanoveni
se nebude omezovat na ¢astku splatnou v ramci
jakéhokoli pojisténi, které musi mit Spole¢nost
Pfizer sjednano, ale bude se tykat plné vySe
skutecnych Skod vzniklych Poskytovateli, jak je
popsano Vv odstavci vyse.

4. Shora uvedena odpovédnost spolecnosti
Pfizer za Skody se nevztahuje na zadné
takové naroky ¢i fizeni:

pokud k Ujmé na zdravi doslo nedbalym
nebo neopravnénym jednanim,
opomenutim ¢1 poruSenim zakonnych
povinnosti  ze  strany  Hlavniho
zkousejiciho, Poskytovatele ¢i jejich
zaméstnanci anebo  spolupracujicich
0sob;

(@)

pokud k Ujmé na zdravi doslo porugenim
povinnosti na  strané  Hlavniho
zkousejiciho,  Instituce ¢ jejich
zaméstnancli anebo zastupcl, vcetné
neprovedeni  Studie  vsouladu s

(b)

third-party payors in connection with the
treatment of any physical injury

(a) as a result of an adverse reaction to a
medicinal product or

(b) caused by the treatment or procedures
required

By the Study Protocol, which the Study
Participant would not have suffered if he had
not participated in the Study, except when the
cause of such physical harm is:

(i) failure by the Provider, the Investigator or
any of their respective personnel to comply
with the provisions of this Agreement, the
Protocol, Pfizer's written instructions relating
to the Study or the Regulations or regulations
issued by regulatory authorities; or

(ii) negligence or willful misconduct on the
part of the Provider, the Examiner or any of
their respective employees.

Pfizer's liability to indemnify Provider under
this provision shall not be limited to the
amount payable under any insurance Pfizer
must have in place, but shall be for the full
amount of actual damages incurred by
Provider as described in the paragraph above.

4. Pfizer's liability for damages shall not
extend to any such claims or proceedings:

@) if the Injury occurred due to negligent
or unauthorized acts, omissions or breaches of
legal obligations by the Principal Investigator,
the Provider or their employees or
cooperating persons;

(b) if the Injury occurred due to the
inability of the Principal Investigator, the
Provider or their employees or collaborators
to conduct the Study in accordance with the
Protocol,
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(©)

(d)

Protokolem

pokud pfijemce ozndmeni o podani
naroku ¢i zahajeni fizeni (Hlavni
zkousejici, Poskytovatel anebo oba) v
rozumné lhit€¢ po pfijeti takového
oznameni neupozorni pisemné¢ CRO
anebo spole¢nost Pfizer o tomto
oznameni a neumozni spole¢nosti Pfizer
na jeji zadost a jeji naklady plné se o tuto
zalezitost postarat a kontrolovat vyfizeni

naroku ¢i Skodného fizeni
prostiednictvim  vlastniho  pravniho
zastoupeni; a

pokud  Hlavni  zkouSejici  anebo

Poskytovatel ¢i jejich zaméstnanci anebo
spolupracujici osoby  jakymkoliv
zpusobem a bez pisemného souhlasu
spolecnosti  Pfizer, jenz by nebyl
bezduvodné odpiran, uznaji tento narok
nebo fizeni nebo ucini jakykoliv tkon
tykajici se tohoto naroku nebo fizeni, jez
by spole¢nost poskodilo -- tato podminka
ovSem nebude chépana jako poruSena,
jde-li o tadné vyjadifeni Hlavniho
zkousSejictho ¢i Poskytovatele anebo
jejich zaméstnanct ¢i spolupracujicich
osob ohledné postupu interniho fizeni
reklamaci u Poskytovatele, postupu
hlaSeni Skod ¢i postupu v piipadé
disciplinarniho fizeni ¢i kdekoliv je toto
vyjadieni ze zdkona pozadovano.

Spole¢nost Pfizer je povinna fadné
informovat  Hlavniho  zkouSejiciho,
Poskytovatele a jejich pravni poradce o
postupu naroku ¢i  fizeni, plné
konzultovat s Hlavnim zkouSejicim a
Poskytovatelem  povahu  obhajoby,
kterou zvoli, a neurovnavat Zadné naroky
¢i fizeni bez pisemného schvaleni ze
strany  Hlavniho  zkouSejictho a
Poskytovatele (toto schvaleni nesmi byt
bezdivodné odpirano).

(©) if the Recipient does not notify the
CRO or Pfizer in writing within the
reasonable time after receipt of such notice or
initiate proceedings (Principal Investigator,
Provider or both) and does not allow Pfizer, at
its request and expense, to fully the matter of
taking care of and controlling the settlement
of a claim or damages proceedings through
one's own legal representation; and

(d) if the Principal Investigator or the
Provider or their employees or collaborators
in any way and without the written consent of
Pfizer, which would not be unreasonably
withheld, acknowledge such claim or
proceeding, or take any act relating to such
claim or proceeding that would harm the
Company, - however, this condition will not
be considered violated if it is a proper
statement of the Chief Examiner or the
Provider or their employees or cooperating
persons regarding the Provider's internal
complaints procedure, claims procedure or
disciplinary proceedings or wherever such a
statement is required by law.

5. Pfizer is required to properly inform
the Principal Investigator, the Provider and
their legal counsel of the claim or procedure,
fully consult with the Principal Investigator
and the Provider of the nature of the defense
of its choice, and not settle any claims or
proceedings without written approval by the
Principal Investigator and the Provider. (This
approval must not be unreasonably withheld).
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Aniz by byla dotfena ustanoveni
odstavce 4(c) shora, vynalozi Hlavni
zkouSejici a Poskytovatel adekvatni Usili
a upozorni ihned CRO ¢i spolecnost
Pfizer na jakékoliv okolnosti, jez Ize pfi
rozumném uvdzeni povazovat za
okolnosti zakladajici vznik naroku anebo
zahdjeni fizeni a o nichz jsou sami piimo
informovani, a ptfiméfen¢ budou i1 nadale
informovat CRO ¢i spolecnost Pfizer o
celkovém vyvoji takového naroku nebo
fizeni, ackoliv se mnakonec Hlavni
zkousejici a Poskytovatel rozhodnou
narok v ramci odskodnéni neuplatnit.
Podobné pak spole¢nost Pfizer vynalozi
adekvatni usili, aby upozornila Hlavniho
zkousejiciho a Poskytovatele na tyto
okolnosti, a nadale je bude informovat o
vyvoji onoho néroku ¢i fizeni vedenému
¢i vznesenému vuci spolecnosti Pfizer.

Hlavni  zkouSejici, Poskytovatel a
spole¢nost Pfizer si vzdjemné poskytnou
adekvatni pomoc pro ucely efektivniho
provedeni a  vc€asného  vyfizeni
jakéhokoliv naroku ¢i Skodného fizeni
vedeného ze strany Subjekti Studie ¢i
jejich jménem (anebo ze strany jejich
zavislych osob).

Pro ucely této zaruky odskodnéni vyraz
»Spolupracujici osoby* zahrnuje
jakékoliv  zdravotni sestry ¢&i  jiny
zdravotnicky persondl poskytujici sluzby
Hlavnimu zkousejicimu ¢i Poskytovateli
v ramci smlouvy o poskytovani sluzeb ¢i
jiné smlouvy a dale i jakékoliv osoby
provadéjici smluvni  praci  pro
Poskytovatele, jez se tyka zafizeni a
vybaveni Poskytovatele poskytnutého ke
Studii dle odstavce 2 shora.

6. Without prejudice to the provisions of
paragraph 4 (c) above, the Principal
Investigator and the Provider shall make
reasonable efforts to notify the CRO or Pfizer
immediately of any circumstances which, in
their reasonable discretion, may be considered
as establishing a claim or initiating
proceedings. directly informed, and will
continue to keep the CRO or Pfizer
reasonably informed of the overall
development of such claim or proceeding,
although ultimately the Principal Investigator
and the Provider will choose not to pursue the
claim. Similarly, Pfizer will use reasonable
efforts to notify the Principal Investigator and
the Provider of these circumstances and will
continue to inform them of the development
of that claim or proceeding against Pfizer.

7. The Principal Investigator, the
Provider and Pfizer will provide each other
with adequate assistance for the purpose of
the effective execution and timely settlement
of any claim or claims procedure conducted
by or on behalf of the Study Subjects (or their
dependents).

8. For the purposes of this indemnity
guarantee , the term "collaborators™ includes
any nurses or other medical personnel
providing services to the Principal
Investigator or Provider under a service
contract or other contract, as well as any
persons performing contract work for the
Provider relating to the facility. and the
Provider's equipment provided for the Study
pursuant to paragraph 2 above.

Podepsano CRO jménem a na ucet spolecnosti Pfizer/ Signed CRO, on behalf of and on behalf of Pfizer:

Parexel International (IRL) Limited Fakultni nemocnice Ostrava
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Podpis/Signature

Jméno tiskacim pismem

Funkce/Title

Datum/Date:

Podpis/Signature

Funkce/Title:

Datum/Date:

Podpis/Signature

doc. et doc. MUDr. Petr Vavra, Ph.D.

Jméno tiskacim pismem

Funkce/Title

Datum/Date:
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Pfiloha F

STANDARDNI SMLUVNi DOLOZKY

Exhibit F

Standard Contractual Clauses for the Transfer of

Personal Data to Third Countries

ODDIL | SECTION |
Dolozka 1 Clause 1
Uéel a oblast piisobnosti Purpose and scope
@) Ucelem téchto standardnich (a) The purpose of these standard
smluvnich  dolozek je  zajistit contractual clauses is to ensure
dodrzovani pozadavkt uvedenych v compliance with the requirements of
natizeni Evropského parlamentu a Regulation (EU) 2016/679 of the
Rady (EU) 2016/679 ze dne 27. European Parliament and of the
dubna 2016 o ochrané fyzickych osob Council of 27 April 2016 on the
v souvislosti se  zpracovanim protection of natural persons with
osobnich udaji a o volném pohybu regard to the processing of personal
téchto udaji (obecné nafizeni o data and on the free movement of
ochrané 1daji)!, pokud jde o such data (General Data Protection
predavani osobnich udaji do tieti Regulation)® for the transfer of
zemg. personal data to a third country.
(b) Strany: (b) The Parties:

(i) fyzicka nebo pravnicka osoba i
osoby, organ ¢i organy vefejné
moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty
(ddle  jen  ,subjekt* i
»subjekty) preddvajici osobni

(i) the natural or legal person(s),
public authority/ies, agency/ies
or other bodyl/ies (hereinafter
“entity/ies”) transferring the
personal data, as listed in
Annex LA. (hereinafter each

udaje, uvedené v priloze I Casti

1

Pokud je vyvozcem idaji zpracovatel, na néjz se vztahuje natizeni (EU) 2016/679 a ktery jedna jménem organu nebo subjektu Unie
jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (diléi zpracovani), na kterého se natizeni (EU) 2016/679
nevztahuje, rovnéz zajist'uje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 0
ochrang fyzickych osob v souvislosti se zpracovanim osobnich udajti organy, institucemi a jinymi subjekty Unie, a 0 volném pohybu
téchto udaji a o zruseni natizeni (ES) 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, Vv
némz jsou tyto dolozky a povinnosti tykajici se ochrany udaji stanovené ve smlouve nebo jiném pravnim aktu mezi spravcem a
zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To bude zejména ptipad, kdy se spravce a zpracovatel spoléhaji
na standardni smluvni dolozky obsaZzené v rozhodnuti [...].

Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as
controller, reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679
also ensures compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23
October 2018 on the protection of natural persons with regard to the processing of personal data by the Union institutions, bodies,
offices and agencies and on the free movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No
1247/2002/EC (OJ L 295 of 21.11.2018, p. 39), to the extent these Clauses and the data protection obligations as set out in the
contract or other legal act between the controller and the processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are
aligned. This will in particular be the case where the controller and processor rely on the standard contractual clauses included in
Decision [...].
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(©)

(d)

(@)

A (dale jen ,,vyvozce udaji®), a
(if) subjekt ¢i subjekty ve tieti
zemi, pfijimajici pfimo nebo
nepiimo prostiednictvim jiného
subjektu, jenz je rovnéz stranou
téchto dolozek, osobni udaje od
vyvozce udaji, uvedené v
pfiloze I c¢asti A (dale jen
»dovozce udaju‘),
se dohodly na téchto standardnich

smluvnich dolozkdch (dale jen
,»dolozky*).

Tyto dolozky se pouziji s ohledem na
predavani osobnich 1udaji podle
ptilohy I ¢asti B.

Dodatek k t¢émto dolozkam obsahujici
ptilohy, na néz se v téchto dolozkach
odkazuje, tvoii nedilnou soucast
téchto dolozek.

Dolozka 2
Uéinek a neménnost doloek

Tyto dolozky stanovi vhodné zaruky,
véetné vymahatelnych prav subjektu
udaji a ucinné pravni ochrany, podle
¢l. 46 odst. 1 a €l. 46 odst. 2 pism. c)
natizeni (EU) 2016/679 a s ohledem

na preddvani 0daji od spravci
zpracovatelim a/nebo od
zpracovatelll zpracovatelim,

standardni smluvni dolozky podle ¢l.
28 odst. 7 natizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou
vybéru vhodného modulu (vhodnych
modulil) nebo za G¢elem piidani nebo
aktualizace informaci v dodatku. To
smluvnim stranam nebrani v tom, aby
zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkach do Sirsi
smlouvy a/nebo ptidaly dalsi dolozky
nebo dodatecné zaruky, pokud
nebudou piimo nebo nepfimo v
rozporu s témito dolozkami nebo

(©)

(d)

(@)

“data exporter”), and
(if)  the entity/ies in a third country
receiving the personal data
from the data exporter, directly
or indirectly via another entity
also Party to these Clauses, as
listed in Annex I.A. (hereinafter
each “data importer”)

these standard
(hereinafter:

have agreed to
contractual  clauses
“Clauses”).

These Clauses apply with respect to
the transfer of personal data as
specified in Annex I.B.

The Appendix to these Clauses
containing the Annexes referred to
therein forms an integral part of these
Clauses.

Clause 2

Effect and invariability of the Clauses
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These Clauses set out appropriate
safeguards, including enforceable
data subject rights and effective legal
remedies, pursuant to Article 46(1)
and Article 46 (2)(c) of Regulation
(EU) 2016/679 and, with respect to
data transfers from controllers to
processors and/or processors to
processors, standard  contractual
clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided
they are not modified, except to select
the appropriate Module(s) or to add or
update information in the Appendix.
This does not prevent the Parties from
including the standard contractual
clauses laid down in these Clauses in
a wider contract and/or to add other
clauses or additional safeguards,



(b)

(@)

(b)

nebudou dotéena zakladni prava nebo
svobody subjektti udaja.

Témito doloZzkami nejsou dotCeny
povinnosti, které se vztahuji na
vyvozce udaji na zaklad¢é natizeni
(EU) 2016/679.

Dolozka 3
Opravnéné tieti strany

Subjekty 1daji se mohou jako
opravnéné treti strany ve vztahu k
vyvozei a/nebo  dovozei udaji
dovolavat téchto dolozek a vymahat
je, a to s nasledujicimi vyjimkami:

(i) dolozka 1, dolozka 2, dolozka
3, dolozka 6, dolozka 7;

(i) dolozka 8 — modul 1: dolozka
8.5 pism. ¢) a dolozka 8.9 pism.
b); modul 2: dolozka 8.1 pism.
b), dolozka 8.9 pism. a), ¢), d) a
e); modul 3: dolozka 8.1 pism.
a), ¢) a d) a dolozka 8.9 pism.
a), ¢), d), e), f) a g); modul 4:
dolozka 8.1 pism. b) a dolozka
8.3 pism. b);

dolozka 9 — modul 2: dolozka 9
pism. a), ¢), d) a e); modul 3:
dolozka 9 pism. a), ¢), d) a e);

dolozka 12 — modul 1: dolozka

12 pism. a) a d); moduly 2 a 3:
dolozka 12 pism. a), d) a f);

(v) dolozka 13;
(vi) dolozka 15.1 pism. c), d) a e);
(vii) dolozka 16 pism. e);

(viii) dolozka 18 — moduly 1, 2 a 3:
dolozka 18 pism. a) a b); modul
4: dolozka 18.

Pismenem a) nejsou dotfena prava
subjekti tdajii podle natfizeni (EU)
2016/679.

(iii)

(iv)

(b)

(a)
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provided that they do not contradict,
directly or indirectly, these Clauses or
prejudice the fundamental rights or
freedoms of data subjects.

These Clauses are without prejudice
to obligations to which the data
exporter is subject by virtue of
Regulation (EU) 2016/679.

Clause 3
Third-party beneficiaries

Data subjects may invoke and enforce
these  Clauses, as third-party
beneficiaries, against the data
exporter and/or data importer, with
the following exceptions:

(i) Clause 1, Clause 2, Clause 3,
Clause 6, Clause 7;

(i) Clause 8 - Module One: Clause
85 (e) and Clause 8.9(b);
Module Two: Clause 8.1(b),
8.9(a), (c), (d) and (e); Module
Three: Clause 8.1(a), (c) and (d)
and Clause 8.9(a), (c), (d), (e),
() and (g); Module Four:
Clause 8.1 (b) and Clause
8.3(b);

Clause 9 - Module Two: Clause
9(a), (c), (d) and (e); Module
Three: Clause 9(a), (c), (d) and
(©);

Clause 12 - Module One:

Clause 12(a) and (d); Modules
Two and Three: Clause 12(a),

(d) and (f);
(v) Clause 13;
(vi) Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii) Clause 18 - Modules One, Two
and Three: Clause 18(a) and
(b); Module Four: Clause 18.

(iii)

(iv)



Dolozka 4
Vyklad

Pokud tyto dolozky pouzivaji pojmy,
které jsou vymezeny v natizeni (EU)
2016/679, maji tyto pojmy stejny
vyznam jako v uvedeném nafizeni.

(@)

(b) Tyto dolozky je tieba Cist a vykladat s
ohledem na ustanoveni nafizeni (EU)

2016/679.

Tyto dolozky nebudou vykladany
zadnym zpasobem, ktery by byl v

(©)

rozporu S pravy a povinnostmi
stanovenymi v nafizeni (EU)
2016/679.

Dolozka 5

Hierarchie

V pfipadé rozporu mezi t€émito dolozkami a
ustanovenimi  souvisejicich dohod mezi
stranami, které existovaly v dobé sjednani
téchto doloZek, nebo které byly uzavieny az po
jejich sjednani, maji tyto dolozky pfednost.

Dolozka 6
Popis pieddvani

Podrobnosti tykajici se ptredavani, zejména
kategorie  osobnich udaji, které jsou
predavany, a ucel nebo ucely, pro které jsou
pfedavany, jsou uvedeny v piiloze I ¢asti B.

Dolozka 7 — volitelna
DoloZka o pFistoupeni

(@)

Subjekt, ktery neni stranou téchto
dolozek, muze se souhlasem stran k

(b) Paragraph (a) is without prejudice to
rights of data subjects under

Regulation (EU) 2016/679.

Clause 4
Interpretation

Where these Clauses use terms that
are defined in Regulation (EU)
2016/679, those terms shall have the
same meaning as in that Regulation.

(a)

These Clauses shall be read and
interpreted in the light of the
provisions of Regulation (EU)
2016/679.

These Clauses shall not be interpreted
in a way that conflicts with rights and
obligations  provided for in
Regulation (EU) 2016/679.

(b)

(©)

Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related
agreements between the Parties, existing at the
time these Clauses are agreed or entered into
thereafter, these Clauses shall prevail.

Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular
the categories of personal data that are
transferred and the purpose(s) for which they
are transferred, are specified in Annex I.B.

Clause 7 - Optional
Docking clause

@ An entity that is not a Party to these

Clauses may, with the agreement of
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témto dolozkdm kdykoli pfistoupit,
bud’ jako vyvozce udaji, nebo jako
dovozce udaji, a to vyplnénim
dodatku a podepsanim pitilohy I ¢asti
A

Poté, co pfistupujici subjekt vyplni
dodatek a podepise ptilohu I ¢ast A,
stane se stranou téchto dolozek a ma
prava a povinnosti vyvozce udaju
nebo dovozce udaji v souladu se
svym urcenim v piiloze I ¢asti A.

(b)

(©) Pfistupujici subjekt nema zadna prava
ani povinnosti na zéklad¢ téchto
dolozek plynouci z obdobi pted tim,

nez se stal stranou.

ODDIL Il - POVINNOSTI STRAN

Dolozka 8
Zaruky ochrany udaji

Vyvozce udaji zaruCuje, Ze vynalozil
pfiméfené Usili, aby mohl stanovit, zda je
dovozce tdajt schopen — zavedenim vhodnych
technickych a organizacnich opatieni — plnit
své povinnosti podle téchto dolozek.

8.1
(@)

Pokyny

Vyvozce udajii zpracovavd osobni
udaje pouze na zéklad¢ doloZenych
pokynti od dovozce udaji, ktery jedna
jako jeho spravce.

(b) Vyvozce daji neprodlené informuje
dovozce udaj, pokud neni schopen
tyto pokyny dodrzovat, vcetné
ptipadt, kdy tyto pokyny porusuji
natizeni (EU) 2016/679 nebo jiné
pravni ptredpisy Unie nebo ¢lenského
statu v oblasti ochrany tdajt.

(© Dovozce udaji se zdrzi pfijimani
jakychkoli opatfeni, ktera by vyvozci

udajii branila v plnéni jeho povinnosti

the Parties, accede to these Clauses at
any time, either as a data exporter or
as a data importer, by completing the
Appendix and signing Annex |.A.

(b) Once it has completed the Appendix
and signed Annex LA, the acceding
entity shall become a Party to these
Clauses and have the rights and
obligations of a data exporter or data
importer in accordance with its

designation in Annex L.A.

(© The acceding entity shall have no
rights or obligations arising under
these Clauses from the period prior to

becoming a Party.

SECTION Il — OBLIGATIONS OF THE
PARTIES

Clause 8
Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation
of appropriate technical and organisational
measures, to satisfy its obligations under these
Clauses.

8.1
(@)

Instructions

The data exporter shall process the
personal data only on documented
instructions from the data importer
acting as its controller.

(b) The data exporter shall immediately
inform the data importer if it is unable
to follow those instructions, including
if  such instructions infringe
Regulation (EU) 2016/679 or other
Union or Member State data

protection law.

(©)

The data importer shall refrain from
any action that would prevent the data
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(d)

8.2
@)

podle natizeni (EU) 2016/679, mimo
jiné v kontextu dil¢itho zpracovani,
nebo pokud se jedna o spolupréci s
pfislusnymi dozorovymi trady.

Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce
udaji v souladu s volbou dovozce
udajii vymaze vSechny osobni udaje
zpracovavané jménem dovozce udaji
a potvrdi dovozci udajt, ze tak ucinil,
nebo dovozci udaji vrati vsechny
osobni Udaje zpracovavané jeho
jménem a vymaze vSechny existujici
kopie.

Zabezpeceni zpracovani

Strany zavedou vhodnéa technicka a
organizatni opatieni k zajiSténi
zabezpeceni udajii, ato 1 bchem
predavani, a =zajisti ochranu pied
porusenim zabezpecCeni vedoucim k
nahodnému nebo  protipravnimu
znicenti, ztratge, zmeng,
neopravnénému  poskytnuti  nebo
zptistupnéni (dale jen ,,poruseni
zabezpeceni osobnich udaju®). Pii
posuzovani vhodné urovné
zabezpeceni strany nalezit¢ zohledni
aktualni stav techniky, naklady na
provedeni, povahu osobnich udaja?,
povahu, rozsah, kontext a i¢el nebo
ucely zpracovani a rizika pro subjekty
udajii spojend se zpracovanim, a
zejmeéna zvazi pouZiti Sifrovani nebo
pseudonymizace, a to 1 bé&hem

2

(d)

8.2
(@)

exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation
with competent supervisory
authorities.

After the end of the provision of the
processing services, the data exporter
shall, at the choice of the data
importer, delete all personal data
processed on behalf of the data
importer and certify to the data
importer that it has done so, or return
to the data importer all personal data
processed on its behalf and delete
existing copies.

Security of processing

The  Parties shall  implement
appropriate technical and
organisational measures to ensure the
security of the data, including during
transmission, and protection against a
breach of security leading to
accidental or unlawful destruction,
loss, alteration, unauthorised
disclosure or access (hereinafter
“personal data breach”). In assessing
the appropriate level of security, they
shall take due account of the state of
the art, the costs of implementation,
the nature of the personal data®, the
nature, scope, context and purpose(s)
of processing and the risks involved
in the processing for the data subjects,
and in particular consider having
recourse to encryption or

Mimo jiné se jedna o to, zda se predavani a dalsi zpracovani tyka i osobnich (idaji vypovidajicich o rasovém nebo etnickém ptivodu,
politickych nazorech, nabozenském vyznani nebo filozofickém pifesvédceni nebo Clenstvi v odborech, genetickych tdaji nebo
biometrickych Gidajii za u¢elem jedineéné identifikace fyzické osoby, Gidajii o zdravotnim stavu ¢&i o sexudlnim Zivoté nebo sexualni
orientaci fyzické osoby nebo udaji tykajicich se rozsudki v trestnich vécech nebo trestnych cinti.

This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying
a natural person, data concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or
offences.
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(b)

(©)

8.3
(@)

(b)

predavani, pokud lze timto zptisobem
splnit Gcel zpracovani.

Vyvozce udaji  pomaha dovozci
udajii pfi zajistovani odpovidajiciho
zabezpeCeni udaji v souladu s
pismenem a). V pfipad¢ poruseni
zabezpeceni osobnich udaju
tykajictho  se  osobnich  udaju
zpracovavanych vyvozcem udaja
podle téchto dolozek vyvozce udaji
poda hlaseni dovozci udaju bez
zbyte¢ného odkladu poté, co se 0 ném
dozvédél, a dovozci udajii bude pii
feSeni uvedeného poruseni
napomocen.

Vyvozce udaju zajisti, aby se osoby
opravnéné zpracovavat osobni tdaje
zavazaly k mlc¢enlivosti, nebo aby se
na n¢ vztahovala zakonna povinnost
mlcenlivosti.

Dokumentace a pInéni povinnosti

Strany musi byt schopny prokézat
dodrzovani téchto dolozek.

Vyvozce udaji poskytne dovozci
udaju veskeré informace potiebné k
doloZeni toho, Ze byly splnény
povinnosti  stanovené v  téchto
dolozkach, umozni provedeni auditil
a bude k nim pfispivat.

Dolozka 9

VyuZiti dilcich zpracovatelii
N/A

(b)

(©)

8.3
(@)

(b)

94

pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The data exporter shall assist the data
importer in ensuring appropriate
security of the data in accordance
with paragraph (a). In case of a
personal data breach concerning the
personal data processed by the data
exporter under these Clauses, the data
exporter shall notify the data importer
without undue delay after becoming
aware of it and assist the data importer
in addressing the breach.

The data exporter shall ensure that
persons authorised to process the
personal data have committed
themselves to confidentiality or are
under an appropriate statutory
obligation of confidentiality.

Documentation and compliance

The Parties shall be able to
demonstrate compliance with these
Clauses.

The data exporter shall make
available to the data importer all
information necessary to demonstrate
compliance with its obligations under
these Clauses and allow for and
contribute to audits.

Clause 9
Use of sub-processors
N/A

Clause 10
Data subject rights



Dolozka 10

Prava subjekti udajii

Strany si vzajemn¢ pomahaji pti odpovidani na
dotazy a zadosti subjektti udaji podle mistniho
prava pouzitelného na dovozce udaji nebo v
piipadé zpracovani udaji dovozcem udaji v
EU podle natizeni (EU) 2016/679.

(a)

(@)

Dolozka 11
Naprava

Dovozce udajii transparentné a ve
snadno ptistupném formatu informuje
subjekty  0daji  prostfednictvim
individualniho oznameni nebo na
svych internetovych strankdch o
kontaktnim  mist¢  opravnéném
vyfizovat stiznosti. Takové misto
neprodlen¢ vyfidi jakékoli stiznosti,
které od subjektu udaji ptijme.

Dovozce udajii souhlasi s tim, ze
subjekty 10daji  mohou rovnéz
bezplatn¢  podat stiZnost u
nezavislého organu pro feseni sport>.
O tomto mechanismu népravy a o
tom, Ze subjekty udaji nejsou
povinny jej vyuzivat nebo postupovat
podle konkrétniho postupu pii hledani
napravy, dovozce udaji informuje
subjekty tdajii zpiisobem uvedenym
Vv pismenu a).

Dolozka 12
Odpovédnost

Kazda strana je vic¢i druhé strané /
ostatnim strandim odpovédnad za
jakoukoli ujmu, kterou druhé strané /
ostatnim stranam pii poruseni téchto
dolozek zpiisobi.

The Parties shall

assist each other in

responding to enquiries and requests made by
data subjects under the local law applicable to
the data importer or, for data processing by the
data exporter in the EU, under Regulation (EU)

2016/679.
Clause 11
Redress
@ The data importer shall inform data

(b)

(©)
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subjects in a transparent and easily
accessible format, through individual
notice or on its website, of a contact
point  authorised to  handle
complaints. It shall deal promptly
with any complaints it receives from
a data subject.

The data importer agrees that data
subjects may also lodge a complaint
with an  independent  dispute
resolution body’ at no cost to the data
subject. It shall inform the data
subjects, in the manner set out in
paragraph (a), of such redress
mechanism and that they are not
required to use it, or follow a
particular sequence in seeking
redress.

Clause 12

Liability
Each Party shall be liable to the other
Party/ies for any damages it causes

the other Party/ies by any breach of
these Clauses.

Each Party shall be liable to the data
subject, and the data subject shall be
entitled to receive compensation, for
any material or non-material damages
that the Party causes the data subject
by  breaching the third-party
beneficiary rights under these



(b)

(©)

(d)

(€)

Kazda strana je odpovédna vici
subjektu udaji a subjekt udaji ma
narok na nahradu jakékoli hmotné
nebo nehmotné djmy, kterou strana
zpusobi subjektu udaji porusenim
prav nalezejicich opravnéné treti
stran¢ na zakladé¢ téchto dolozek. Tim
neni dotena odpovédnost vyvozce
udajt podle nafizeni (EU) 2016/679.

Pokud je za Umu zpisobenou
subjektu tdaju v dusledku poruseni
téchto dolozek odpovédnéd vice nez
jedna strana, nesou spole¢nou a
nerozdilnou odpovédnost vSechny
odpovédné strany a subjekt udaji je
opravnén proti kterékoli z téchto stran
podat zalobu u soudu.

Smluvni strany se dohodly, ze pokud
je jedna ze smluvnich stran
odpovédna podle pismene c), je
opravnéna pozadovat od druhé
smluvni strany / ostatnich smluvnich
stran zpét Cast nahrady Ujmy
odpovidajici jeji odpovédnosti za
ajmu.

Dovozce udaji se nemtize dovolavat
jednéni zpracovatele nebo dil¢iho
zpracovatele, aby se wvyhnul své
vlastni odpovédnosti.

Dolozka 13
Dohled
N/A

ODDIL Il — MISTNiI PRAVNI

PREDPISY A POVINNOSTI V PRIPADE

PRISTUPU ORGANU VEREJNE MOCI

Dovozce udaji mize nabidnout nezavislé feseni sporti prostiednictvim rozhod¢iho organu pouze v pripade, Ze je usazen v zemi,

(d)

(€)

(f)

Clauses. This is without prejudice to
the liability of the data exporter under
Regulation (EU) 2016/679.

Where more than one Party is
responsible for any damage caused to
the data subject as a result of a breach
of these Clauses, all responsible
Parties shall be jointly and severally
liable and the data subject is entitled
to bring an action in court against any
of these Parties.

The Parties agree that if one Party is
held liable under paragraph (c), it
shall be entitled to claim back from
the other Party/ies that part of the
compensation corresponding to its /
their responsibility for the damage.

The data importer may not invoke the
conduct of a processor or sub-
processor to avoid its own liability.

Clause 13
Supervision
N/A

SECTION 11 - LOCAL LAWS AND

OBLIGATIONS IN CASE OF ACCESS

BY PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting

compliance with the Clauses

kterd ratifikovala Newyorskou umluvu o vykonu rozhod¢ich nalezt.

The data importer may offer independent dispute resolution through an arbitration body only if it is established in a country that has

ratified the New York Convention on Enforcement of Arbitration Awards.
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(@)

(b)

Dolozka 14

Mistni pravni piedpisy a postupy majici

dopad na dodrZovani doloZek

Strany zarucuji, ze nemaji divod se
domnivat, Ze pravni predpisy a
postupy ve tfeti zemi urceni, které se
vztahuji na zpracovani osobnich
udaji  dovozcem udaji, vcetné
jakychkoli pozadavki na zptistupnéni
osobnich 1daji  nebo opatieni,
kterymi se povoluje piistup organim
vetejné moci, brani dovozci udaji pti
plnéni svych povinnosti podle téchto
dolozek. To je zaloZeno na
predpokladu, Zze pravni predpisy a
postupy, které respektuji podstatu
zakladnich  prdv a svobod a
neptekracuji to, co je v demokratické
spoleCnosti nezbytné a pfiméfené k
zajisténi jednoho z cilti uvedenych v
¢l. 23 odst. 1 natizeni (EU) 2016/679,
nejsou v rozporu s t€émito dolozkami.

Smluvni strany prohlasuji, ze pfi
poskytovani  zaruky uvedené v
pismenu a) nalezit¢ zohlednily
zejména nasledujici prvky:

(i) konkrétni okolnosti piedani,
véetné délky zpracovatelského
fetézce, poCtu  zapojenych
subjektii a pouzitych kanala pro
prenos udajii, zamyslené dalsi
pfedani, druh ptijemce, uUcely
zpracovani, kategorie a format
pfedavanych osobnich udaji,
hospodaiské odvétvi, v némz se
pfedavani uskuteciiuje, misto,
kde se predané  udaje
uchovavaiji;

(if) pravni pfedpisy a postupy tieti
zem¢ urceni — vCetné téch, které
vyZzaduji  zpfistupnéni udaji

(a)

(b)
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The Parties warrant that they have no
reason to believe that the laws and
practices in the third country of
destination  applicable to the
processing of the personal data by the
data  importer, including any
requirements to disclose personal data
or measures authorising access by
public authorities, prevent the data
importer ~ from  fulfilling its
obligations under these Clauses. This
IS based on the understanding that
laws and practices that respect the
essence of the fundamental rights and
freedoms and do not exceed what is
necessary and proportionate in a
democratic society to safeguard one
of the objectives listed in Article
23(1) of Regulation (EU) 2016/679,
are not in contradiction with these
Clauses.

The Parties declare that in providing
the warranty in paragraph (a), they
have taken due account in particular
of the following elements:

(i) the specific circumstances of
the transfer, including the
length of the processing chain,
the number of actors involved
and the transmission channels
used; intended onward
transfers; the type of recipient;
the purpose of processing; the
categories and format of the
transferred personal data; the
economic sector in which the
transfer occurs; the storage
location of the data transferred;

(i) the laws and practices of the
third country of destination—
including those requiring the
disclosure of data to public
authorities or authorising access
by such authorities — relevant in
light of the specific



orgdnim vefejné moci nebo
povoluji pristup téchto organi —
relevantni s ohledem na
konkrétni okolnosti ptedani,
jakoz 1 pouzitelna omezeni a
zaruky*;

(iii) veskeré piislusné smluvni,
technické nebo organizacni
zaruky zavedené za ucelem
doplnéni zéruk podle téchto
dolozek,  vcetné  opatieni
uplatiiovanych béhem ptedani a
zpracovani osobnich udaju v
zemi urcenti.

(©)

circumstances of the transfer,
and the applicable limitations
and safeguards®;

(iii) any  relevant  contractual,
technical or organisational
safeguards put in place to
supplement the safeguards
under these Clauses, including
measures  applied  during
transmission and to the
processing of the personal data
in the country of destination.

The data importer warrants that, in
carrying out the assessment under

(©) Dovozce udaji zaruCuje, Ze pii paragraph (b), it has made its best
provadéni posouzeni podle pismene efforts to provide the data exporter
b) vynalozil maximalni usili, aby with relevant information and agrees
poskytl vyvozci tudaji relevantni that it will continue to cooperate with
informace, a souhlasi s tim, ze bude the data exporter in ensuring
pfi zajistovani dodrzovani téchto compliance with these Clauses.
doloZek s vyvozeem Gdajli | nadale ;) The Parties agree to document the
spolupracovat. assessment under paragraph (b) and

(d) Strany souhlasi, ze posouzeni podle make it available to the competent

pismene b) zdokumentuji a na
pozadani  zpfistupni pfisluSnému ©)

supervisory authority on request.
The data importer agrees to notify the

Pokud jde o dopad takovych pravnich pfedpisi a postupi na dodrzovani téchto dolozek, za soucast celkového posouzeni lze
povazovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické zkusenosti s pfedchozimi ptipady
zadosti o zpfistupnéni od organi verejné moci nebo neexistence takovych zadosti, které pokryvaji dostateéné reprezentativni casovy
ramec. Tyka se to zejména internich zdznamt nebo jiné dokumentace, vypracovavané pribézné v souladu s nalezitou péci a
certifikované na urovni vrcholového vedeni, za pfedpokladu, ze tyto informace lze v souladu s pravnimi predpisy sdilet se tretimi
stranami. Pokud se na zakladé této praktické zkuSenosti dospéje k zavéru, ze dovozci udaji nebude branéno v dodrzovani téchto
dolozek, je tieba to podpofit dalSimi relevantnimi, objektivnimi prvky a je na smluvnich stranach, aby peclive zvazily, zda tyto prvky
maji spole¢né dostate¢nou vahu na podporu tohoto zavéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi
zejména zohlednit, zda jsou jejich praktické zkuSenosti potvrzeny vefejné dostupnymi nebo jinak pfistupnymi spolehlivymi
informacemi o existenci ¢i neexistenci zadosti ve stejném odvétvi a/nebo o uplatiovani prava v praxi, jako je naptiklad judikatura a
zpravy nezavislych organti dohledu, a nejsou s nimi v rozporu.

As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of
an overall assessment. Such elements may include relevant and documented practical experience with prior instances of requests for
disclosure from public authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in
particular to internal records or other documentation, drawn up on a continuous basis in accordance with due diligence and certified
at senior management level, provided that this information can be lawfully shared with third parties. Where this practical experience
is relied upon to conclude that the data importer will not be prevented from complying with these Clauses, it needs to be supported
by other relevant, objective elements, and it is for the Parties to consider carefully whether these elements together carry sufficient
weight, in terms of their reliability and representativeness, to support this conclusion. In particular, the Parties have to take into
account whether their practical experience is corroborated and not contradicted by publicly available or otherwise accessible, reliable
information on the existence or absence of requests within the same sector and/or the application of the law in practice, such as case
law and reports by independent oversight bodies.
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(€)

(f)

dozorovému uradu.

Dovozce udaji souhlasi s tim, ze
neprodlen¢ uvédomi vyvozce udaju,
pokud ma po vyjadieni souhlasu s
témito ustanovenimi a po dobu trvani
smlouvy divod se domnivat, Ze se na
n¢j vztahuji, nebo se zacaly vztahovat
pravni ptedpisy nebo postupy, které
nejsou v souladu s pozadavky podle
pismene a), a to i po zméné v pravnich
predpisech treti zemé& nebo opatfeni
(jako je naptiklad zadost o poskytnuti
udajit), jez svédéi o tom, Ze
uplatiiovani téchto pravnich predpisi
v praxi neni v souladu s pozadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e), nebo
pokud ma vyvozce udaji jinak diivod
se domnivat, ze dovozce udaju jiz
nemuze plnit své povinnosti na
zaklad¢ téchto dolozek, vyvozce
udaji  neprodlen¢ uré¢i vhodna
opatfeni (napf. technicka nebo
organizatni opatfeni k zaji$téni
bezpecnosti a divérnosti), kterd ma
pfijmout vyvozce udaji a/nebo
dovozce 1udaji k feSeni situace.
Vyvozce udaji pozastavi predavani
udajii, pokud se domniva, ze pro toto
predavani nemohou byt zajiStény
zadné vhodné zaruky, nebo pokud mu
da pokyn piislusny dozorovy tfad. V
tomto piipadé¢ je vyvozce udaji
opravnén vypovedeét smlouvu, pokud
jde o zpracovani osobnich udaji
podle téchto dolozek. Jestlize
smlouva zahrnuje vice nez dvé
smluvni strany, mize vyvozce udaji
toto pravo na vypovézeni uplatnit
pouze ve vztahu k piislusné stran¢,
pokud se strany nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16
pism. d) a e).

(f)
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data exporter promptly if, after having
agreed to these Clauses and for the
duration of the contract, it has reason
to believe that it is or has become
subject to laws or practices not in line
with  the  requirements  under
paragraph (a), including following a
change in the laws of the third country
or a measure (such as a disclosure
request) indicating an application of
such laws in practice that is not in line
with the requirements in paragraph
(a).

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that
the data importer can no longer fulfil
its obligations under these Clauses,
the data exporter shall promptly
identify appropriate measures (e.g.
technical or organisational measures
to ensure security and confidentiality)
to be adopted by the data exporter
and/or data importer to address the
situation The data exporter shall
suspend the data transfer if it
considers that no appropriate
safeguards for such transfer can be
ensured, or if instructed by the
competent supervisory authority to do
so. In this case, the data exporter shall
be entitled to terminate the contract,
insofar as it concerns the processing
of personal data under these Clauses.
If the contract involves more than two
Parties, the data exporter may
exercise this right to termination only
with respect to the relevant Party,
unless the Parties have agreed
otherwise. Where the contract is
terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.



Dolozka 15

Povinnost dovozce udaji v piipadé piistupu

15.1
(@)

(b)

organii veiejné moci

Oznameni

Dovozce udaji souhlasi s tim, ze
neprodlen¢ uvédomi vyvozce udaji, a
je-li to mozné, subjekt udaji (v
piipadé potieby s pomoci vyvozce
udajit), pokud:

(i) na zakladé pravnich piedpist
zem¢ urceni obdrzi pravné
zavaznou zadost od organu
vefejné moci, véetné soudnich
organt, o zpiistupnéni osobnich
udajii predanych podle téchto
dolozek; takové oznameni
obsahuje informace 0
pozadovanych osobnich
udajich, dozadujicim organu,
pravnim zakladu zadosti a
poskytnuté odpovédi, nebo

(ii) se dozvi o jakémkoli pfimém
pristupu organii vetejné moci k
osobnim udajim predavanym
podle téchto dolozek v souladu
s pravnimi predpisy zemé
urcenti; takové oznameni
obsahuje vSechny informace
dostupné dovozci.

Pokud je podle pravnich ptedpisi
zem¢ uréeni dovozci udaji zakazano
informovat vyvozce udaji a/nebo
subjekt tdajii, souhlasi dovozce tidaji
s tim, Ze za uc¢elem co nejrychlejsiho
sdéleni co nejvétsiho mnozZstvi
informaci vynalozi maximalni usili,
aby od tohoto zakazu bylo upusténo.
Dovozce  udaji  souhlasi, Ze
zdokumentuje své maximalni Usili,
aby je mohl na zadost vyvozce udaji

Clause 15

Obligations of the data importer in case of

15.1
(@)

(b)
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access by public authorities

Notification

The data importer agrees to notify the
data exporter and, where possible, the
data subject promptly (if necessary
with the help of the data exporter) if
it:
(i) receives a legally binding
request from a public authority,
including judicial authorities,
under the laws of the country of
destination for the disclosure of
personal  data  transferred
pursuant to these Clauses; such
notification  shall  include
information about the personal
data requested, the requesting
authority, the legal basis for the
request and the response
provided; or

(i) becomes aware of any direct
access by public authorities to
personal  data  transferred
pursuant to these Clauses in
accordance with the laws of the
country of destination; such
notification shall include all
information available to the
importer.

If the data importer is prohibited from
notifying the data exporter and/or the
data subject under the laws of the
country of destination, the data
importer agrees to use its best efforts
to obtain a waiver of the prohibition,
with a view to communicating as
much information as possible, as soon
as possible. The data importer agrees
to document its best efforts in order to
be able to demonstrate them on



(©)

(d)

(€)

15.2

(a)

prokazat.

Je-li to povoleno pravnimi ptedpisy
zem¢ urceni, dovozce udaji souhlasi,
ze bude poskytovat vyvozci udaji v
pravidelnych intervalech po dobu
trvani smlouvy co nejrelevantnéjsi
informace o pfijatych Zadostech
(zejména informace o poctu zadosti,
druhu pozadovanych udaju,
dozadujicim organu nebo orgéanech,
zda byly tyto zéadosti napadeny a
vysledek takového napadeni atd.).

Dovozce udajii souhlasi s tim, ze po
dobu trvani smlouvy bude informace
podle pismene a) az ¢) uchovavat a na
vyzadani je poskytne pfislusnému
dozorovému utadu.

Pismeny a) az c) neni dotcena
povinnost dovozce udaji podle
dolozky 14 pism. e) a dolozky 16
neprodlen¢  informovat  vyvozce
udajii, pokud neni schopen tyto
dolozky dodrzovat.

Prezkum zakonnosti a
minimalizace udaji

Dovozce Udaji souhlasi s tim, Ze
pfezkouma zékonnost Zadosti o
poskytnuti  udajii, zejména zda
nepiekrocila  meze pravomoci
udélenych  dozadujicimu organu
vefejné moci, a ze Zadost napadne,
pokud po peclivém posouzeni dojde k
zavéru, ze existuji opodstatnéné
divody se domnivat, ze Zadost je
podle pravnich ptedpisti zem¢ urceni,
platnych zavazkl podle

(©)

(d)

(€)

15.2

(@)
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request of the data exporter.

Where permissible under the laws of
the country of destination, the data
importer agrees to provide the data
exporter, at regular intervals for the
duration of the contract, with as much
relevant information as possible on
the requests received (in particular,
number of requests, type of data
requested, requesting authority/ies,
whether  requests have  been
challenged and the outcome of such
challenges, etc.).

The data importer agrees to preserve
the  information  pursuant to
paragraphs (a) to (c) for the duration
of the contract and make it available
to the competent supervisory
authority on request.

Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e) and
Clause 16 to inform the data exporter
promptly where it is unable to comply
with these Clauses.

Review of
minimisation

legality and data

The data importer agrees to review
the legality of the request for
disclosure, in particular whether it
remains within the powers granted to
the requesting public authority, and to
challenge the request if, after careful
assessment, it concludes that there are
reasonable grounds to consider that
the request is unlawful under the laws
of the country of destination,
applicable obligations under
international law and principles of
international comity. The data
importer shall, under the same
conditions, pursue possibilities of
appeal. When challenging a request,



(b)

(©)

(@)

(b)

mezinarodniho prava a zasad
mezinarodni zdvortilosti protipravni.
Dovozce udaja za stejnych podminek
vyuzivda moznosti odvolani. Pri
napadeni zadosti dovozce udaju
pfijme pfedbéznd opatfeni s cilem
pozastavit ucinky zadosti, dokud
pfislusny soudni organ nerozhodne o
jeji  opodstatnénosti. Nezptistupni
pozadované osobni udaje, dokud mu
takova povinnost nebude stanovena
na zdkladé¢ platnych procesnich
pravidel. Témito pozadavky nejsou
dotéeny povinnosti dovozce udaji
podle dolozky 14 pism. e).

Dovozce  udaji  souhlasi, ze
zdokumentuje své pravni posouzeni i
jakékoli  napadeni  zadosti o
poskytnuti 0daji a v rozsahu
povoleném pravnimi piedpisy zemé
ureni  zpiistupni  dokumentaci
vyvozci Udaju. Na pozadani ji rovnéz
zptistupni pfislusSnému dozorovému
uradu

Dovozce souhlasi s
poskytnutim minimalniho
pfipustného mnozstvi informaci pfi
odpovédi na zadost o zptistupnéni, a
to na zakladé pfiméfené¢ho vykladu
zadosti.

udajl

ODDIL IV - ZAVERECNA

USTANOVENI

Dolozka 16

Nedodrieni doloZek a vypovézeni

Dovozce tdaji neprodlené informuje

vyvozce udajii, pokud neni z
jakéhokoli divodu schopen tyto
dolozky dodrzet.

Pokud dovozce udaji porusi tyto

(b)

(©)

the data importer shall seek interim
measures with a view to suspending
the effects of the request until the
competent judicial authority has
decided on its merits. It shall not
disclose the personal data requested
until required to do so under the
applicable procedural rules. These
requirements are without prejudice to
the obligations of the data importer
under Clause 14(e).

The data importer agrees to document
its legal assessment and any challenge
to the request for disclosure and, to
the extent permissible under the laws
of the country of destination, make
the documentation available to the
data exporter. It shall also make it
available to  the  competent
supervisory authority on request.

The data importer agrees to provide
the minimum amount of information
permissible when responding to a
request for disclosure, based on a
reasonable interpretation of the
request.

SECTION IV — FINAL PROVISIONS

(@)

(b)

Non-
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Clause 16

compliance with the Clauses and
termination

The data importer shall promptly
inform the data exporter if it is unable
to comply with these Clauses, for
whatever reason.

In the event that the data importer is
in breach of these Clauses or unable
to comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer
until compliance is again ensured or
the contract is terminated. This is



(©)

(d)

dolozky nebo neni schopen tyto
dolozky dodrzet, vyvozce udaji
pozastavi predavani osobnich udaji
dovozci  udajia, dokud  neni
dodrZzovani opét zajisténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udaji  je  opravnén
vypovédét smlouvu v rozsahu, v
némz se jedna o zpracovani osobnich
udajt podle téchto dolozek, pokud:

(i) wvyvozce udaji  pozastavil
preddvani  osobnich  udaja
dovozci udaji podle pism. b) a
dodrzovéni téchto dolozek neni
v pfimétené lhuté a v kazdém
ptipad¢ do jednoho meésice od
pozastaveni obnoveno;

(i) dovozce udaju tyto dolozky
podstatné nebo trvale porusuje
nebo

(ili) dovozce  udaji  nedodrzi

zavazné rozhodnuti pfislusného

soudu nebo dozorového ufadu
tykajiciho se jeho povinnosti
podle téchto dolozek.

V takovych piipadech o nedodrZeni
informuje pfislusny dozorovy urad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany, mize vyvozce udaji
toto pravo na vypovézeni uplatnit
pouze ve vztahu k ptislusné stran¢,
pokud se strany nedohodly jinak.

Osobni Udaje shromazdéné vyvozcem
udaju v EU, které byly predany pied
vypovézenim smlouvy podle pismene
¢), musi byt neprodlené vymazany v
celém rozsahu, vcetné vesSkerych
jejich kopii. Dovozce udajii potvrdi
vyvozci udaji, Zze Dbyly tudaje
vymazany. Dokud nejsou Udaje
vymazany nebo vraceny, dovozce
udajii nadale zajist'uje soulad s t€émito
doloZzkami. V pfipadé, Ze se na

(©)

(d)
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without prejudice to Clause 14(f).

The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal
data under these Clauses, where:

(i) the data exporter has suspended
the transfer of personal data to
the data importer pursuant to
paragraph (b) and compliance
with these Clauses is not
restored within a reasonable
time and in any event within
one month of suspension;

(i) the data importer is in
substantial or persistent breach
of these Clauses; or

the data importer fails to
comply with a binding decision
of a competent court or
supervisory authority regarding
its obligations under these
Clauses.

(iii)

In these cases, it shall inform the
competent supervisory authority] of
such non-compliance. Where the
contract involves more than two
Parties, the data exporter may
exercise this right to termination only
with respect to the relevant Party,
unless the Parties have agreed
otherwise.

Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination of
the contract pursuant to paragraph (c)
shall immediately be deleted in its
entirety, including any copy thereof.
The data importer shall certify the
deletion of the data to the data
exporter. Until the data is deleted or
returned, the data importer shall
continue to ensure compliance with
these Clauses. In case of local laws
applicable to the data importer that



dovozce udaji vztahuji mistni pravni
ptredpisy, které mu zakazuji pfedané
osobni Udaje vratit nebo vymazat,
dovozce udaji zarucuje, ze bude i
nadale zajiStovat dodrzovani téchto
dolozek a bude udaje zpracovavat
pouze v takovém rozsahu a tak
dlouho, jak to uvedené mistni pravo
vyzaduje.

(e Kterdkoli ze stran mize odvolat svijj
souhlas s tim, Ze bude vazana témito
dolozkami, pokud i) Evropské komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natizeni (EU) 2016/679 tykajici se
pfedavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo ii) se
natizeni (EU) 2016/679 stane soucasti
pravniho rdmce zemé, do které jsou
osobni tdaje pfedavany. Tim nejsou
dotéeny dalsi povinnosti vztahujici se
na dotc¢ené zpracovani podle natizeni
(EV) 2016/679.

Dolozka 17
Rozhodné pravo

Tyto dolozky se ftidi pravem zemé, jez
umoziiuje  uplatiovat prdva  nalezejici
opravnéné treti stran¢. Strany se dohodly, Ze se
budou fidit pravem Ceské republiky.

Dolozka 18

Vesker¢ spory vyplyvajici z téchto dolozek
budou feSeny soudy Ceské republiky.

prohibit the return or deletion of the
transferred personal data, the data
importer warrants that it will continue
to ensure compliance with these
Clauses and will only process the data
to the extent and for as long as
required under that local law.

Either Party may revoke its
agreement to be bound by these
Clauses where (i) the European
Commission adopts a decision
pursuant to Article 45(3) of
Regulation (EU) 2016/679 that covers
the transfer of personal data to which
these Clauses apply; or (ii)
Regulation (EU) 2016/679 becomes
part of the legal framework of the
country to which the personal data is
transferred. This is without prejudice
to other obligations applying to the
processing in  question  under
Regulation (EU) 2016/679.

(€)

Clause 17
Governing law

These Clauses shall be governed by the law of
a country allowing for third-party beneficiary
rights. The Parties agree that this shall be the
law of the Czech Republic.

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall
be resolved by the courts of the Czech
Republic.

APPENDIX
EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or
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DODATEK
VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace, které
se vztahuji na kazdé predani nebo kazdou
kategorii predani, a v tomto ohledu urcit
ptislusnou ulohu / pfislusné ulohy stran v
postaveni vyvozce/vyvozci udaji a/nebo
dovozce/dovozeli daji. To nemusi nutné
vyzadovat vyplnéni a podepsani samostatnych
dodatkt pro kazdé ptedani / kategorii predani
a/nebo smluvni vztah, pokud Ize této
transparentnosti dosdhnout prostfednictvim
jednoho dodatku. Pokud je to vSak nutné k
zajisténi dostatecné srozumitelnosti, mély by
se pouzit samostatné dodatky.

PRILOHA I
A. SEZNAM  SMLUVNICH
STRAN

Vyvozce (vyvozcei) udaji:
1. Jméno/néazev: Fakultni nemocnice Ostrava

Adresa: 17.listopadu 1790/5, 708 52, Ostrava-
Poruba

Jméno, funkce a kontaktni Gdaje kontaktni
osoby: I

Cinnosti relevantni pro pfedavani dajii na
zaklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): Zpracovatel

Dovozce nebo dovozci udaji:
1. Jméno/nazev: Chief Privacy Officer
Adresa:

Pfizer Inc.

235 East 42nd Street

New York, NY 10017

category of transfers and, in this regard, to
determine the respective role(s) of the Parties
as data exporter(s) and/or data importer(s).
This does not necessarily require completing
and signing separate appendices for each
transfer/category ~ of  transfers  and/or
contractual relationship,  where  this
transparency can achieved through one
appendix. However, where necessary to ensure
sufficient clarity, separate appendices should
be used.

ANNEX |

A. LIST OF PARTIES

Data exporter(s):
1. Name: Fakultni nemocnice Ostrava

Address:  17.listopadu 1790/5, 708 52,
Ostrava-Poruba

Contact person’s name, position and contact
details:

Activities relevant to the data transferred under
these Clauses:

Role (controller/processor): Processor

Data importer(s):
1. Name: Chie Privacy Officer
Address:
Pfizer Inc.
235 East 42nd Street
New York, NY 10017

Contact person’s name, position and
contact details:

Telephone: or toll-
or

free at
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Telephon 0 or toll-free at

or

mail:

spolu s naskenovanou kopii zaslanou e-
mailem na adresu a kopii
autorizovanému zastupci (zastupctim)
spolecnosti Pfizer uvedenym ve smlouvé.

Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI

Kategorie subjektii udajii, jejichz osobni udaje
se predavaji

* Predmety védeckého a klinického vyzkumu,
mimo jiné a véetné ucastnikii klinickych studii
nebo jiného klinického vyzkumu nebo jejich
zakonnych zdstupcii

* Jednotlivci, kteri provadéji klinické studie a
klinicky ~ vyzkum,  vcéetné  zaméstnancii
vyzkumnych  pracovnikii  védeckého  a
klinického vyzkumu a jejich zaméstnancu (jako
Jsou lékari a dalsi zdravotnicti pracovnici)

» Osoby, které jsou cleny védecké a etické
komise

Kategorie predavanych osobnich udajii

* Pro subjekty védeckého a klinického
vyzkumu: Klicové informace, dalsi relevantni
identifikatory  (napr. identifikacni  cislo
pacienta); Rod; veék nebo vékova kategorie
(napr. dospivajici, dospeli, starsi lidé) nebo
datum narozeni, souvisejici zdravotni stav
(stavy), anamnéza,  prislusna  rodinnad
anamnéza, zemé a dalSi lékarské nebo
zdravotni a bezpecnostni zaznamy.

* Pro jednotlivce, kteii provadéji klinické
studie a klinicky vyzkum, véetné zaméstnancii

emeil: I

together with a scanned copy emailed
to , and a copy to the
Pfizer authorized representative(s)
listed in the Agreement.

Role (controller/processor): controller

B. DESCRIPTION
TRANSFER

OF

Categories of data subjects whose personal
data is transferred

e Scientific and clinical research subjects,
including, but not limited to, participants
in clinical trials or other clinical
research or their legal representatives

e Individuals who administer clinical
trials and clinical research including
employees of scientific and clinical
research investigators and their staff
(such as physicians and other health
care professionals)

¢ Individuals who serve on Scientific and
Ethics Committee members

Categories of personal data transferred

e For Scientific and Clinical Research
Subjects: Key-coded information, other
relevant identifiers (e.g., patient
identification number); gender; age or
age category (e.g., adolescent, adult,
elderly) or date of birth, associated
health condition(s), medical history,
relevant family history, country, and
other medical or health and safety
records.

e For Individuals who administer clinical
trials and clinical research including
employees of scientific and clinical
research investigators and their staff
(such as physicians and other health
care professionals): Contact
information and  other  related
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zkousejicich védeckych a klinickych vyzkumi
a jejich zaméstnancii (jako jsou lékaii a dalsi
zdravotniéti pracovnici): Kontaktni Udaje a
dalsi souvisejici informace, jako je jméno,
adresa, e-mail a telefon podrobnosti, pohlavi,
titul, profesni licence, Skoleni a zkusenosti,
instituce,  afiliacni  publikace;  historie
vzdelavani;  jazykové  znalosti;  dalsi
podrobnosti obsazené v resumé/CV; platby
nebo jiné financni informace nezbytné pro
kompenzaci sluzeb, informace nezbytnée k
zajisténi cesty, a informace o vykonu.

* Pro jednotlivce, kteii pusobi v
institucionalnich kontrolnich komisich, a
Cleny védecké a etické komise: Kontaktni
udaje a dalsi souvisejici informace, jako je
jméno, adresa, e-mailové a telefonni Udaje,
pohlavi, titul, profesni licence, Skoleni a
zkusenosti, instituce, pridruzené publikace;
historie vzdélavani; jazykové znalosti; dalsi
podrobnosti obsazené v resumé/CV,; platby
nebo jiné financni informace nezbytné pro
kompenzaci sluzeb, informace nezbytné k
zajisténi cesty, a informace o vykonu.Citlivé
udaje, které se predavaji (v prislusnych
pripadech), a uplatnénda omezeni nebo zaruky,
jez piné zohlednuji povahu udajii a souvisejici
rizika, napriklad prisné ucelové omezeni,
omezeni pristupu (véetné pristupu pouze pro
zaméstnance, kteri absolvovali specializované
Skoleni), vedeni zaznamu o pristupu k udajim,
omezeni pro dalsi predavani nebo dodatecna
bezpecnostni opatreni.

Citlivé udaje, které se predavaji (v prislusnych
pripadech), a uplatnénd omezeni nebo zaruky,
jez plné zohlednuji povahu udajii a souvisejici
rizika, napriklad prisné ucelové omezeni,
omezeni pristupu (vcetné pristupu pouze pro
zaméstnance, kteri absolvovali specializované
Skoleni), vedeni zaznamu o pristupu k udajum,
omezeni pro dalsi predavani nebo dodatecna
bezpecnostni opatreni.

Klinické hodnoceni se 7idi technickymi
zarukami, jako jsou zaésady a standardy
informacni bezpecnosti, fyzickda bezpecnost,

information, such as name, address, e-
mail and telephone details, gender, title,

professional licenses, training and
experience, institution,  affiliations
publications; education history;

language skills; other details contained
in  réesumé/CV; payments or other
financial information necessary to
compensate for services; information
necessary to arrange travel; and
performance information.

e For Individuals who serve on
Institutional Review Boards, and
Scientific and Ethics Committee
members: Contact information and
other related information, such as name,
address, e-mail and telephone details,

gender, title, professional licenses,
training and experience, institution,
affiliations  publications;  education

history; language skills; other details
contained in résumé/CV; payments or
other financial information necessary to
compensate for services; information
necessary to arrange travel; and
performance information.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully
take into consideration the nature of the data
and the risks involved, such as for instance
strict purpose limitation, access restrictions
(including access only for staff having
followed specialised training), keeping a
record of access to the data, restrictions for
onward transfers or additional security
measures.

Sensitive Data as required and permitted by
Applicable Law. For example, for research
subjects, Sensitive Data may include: key-
coded information concerning certain health
conditions and treatments, medical history,
family history and diagnostic information,
health-related information concerning adverse
events and product quality complaints,
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organizacni zabezpeceni, sitovd bezpecnost,
kontrola pristupu, kontroly virii a malwaru a
protokoly  kontinuity  provozu.  Vsichni
zaméstnanci jsou povinni dodrzovat predchozi
normy a bezpecnostni opatieni. Smluvni
wjisténi  zajistujici  dodrzovani  téchto
standardu jsou ziskavana od dodavatelii
tretich stran, které importéri dat najimaji.

Kromé toho misto klinického hodnoceni
uchovava informace nezbytné k opétovné
identifikaci  klicove  kodovanych  nebo
pseudonymizovanych udaju ucastnika
klinického hodnoceni, které nejsou sdileny s
importéry udajii.

Cetnost predavani (napr. zda jsou udaje
predavany jednorazove nebo priibézne).

Data budou prenasena pribézné behem
Zivotniho cyklu klinického hodnoceni.

Povaha zpracovani

Zpracovani  sestava ze  shromazdovani,
pouZzivani, prenosu, zpristupnovani, ukladani a
analyzy osobnich udajii za ucelem provedeni
klinické vyzkumné studie.

Ucel nebo ucely predani udajii a dalsi
zpracovani

* Vyzkumné cCinnosti: podpora védeckych a
klinickych vyzkumnych cinnosti a studii, véetné
provadeni a analyzy klinickych zkousek a
vyzkumu a hodnoceni bezpecnosti a ucinnosti
produktii

information related to sex life or practices, and
demographic information that may include
race, ethnicity or other Sensitive Data that may
be relevant to the adverse event.

The clinical trial is governed by technical
safeguards such as information security
policies and standards, physical security,
organizational security, network security,
access control, virus and malware controls,
and business continuity protocols. All
personnel are required to comply with the
preceding standards and security measures.
Contractual assurances to ensure adherence
to these standards are obtained from third-
party vendors that Data Importers engage.

Additionally, the clinical trial site maintains
the information necessary to re-identify the
key-coded or pseudonymized clinical trial
participant data, which is not shared with the
Data Importers.

The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

Data will be transferred on a continuous basis
during the life cycle of the clinical trial.

Nature of the processing

Processing consists of collection, use, transfer,
disclosure, storage, and analysis of personal
data to conduct the clinical research study.

Purpose(s) of the data transfer and further
processing

e Research  activities:  supporting
scientific and clinical research
activities and studies, including the
conduct and analysis of clinical trials
and research, and assessment of
product safety and efficacy

e Pharmacovigilance:
adverse events

reporting  of
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« Farmakovigilance: hlaseni nezZddoucich
ucinkii

« Administrace studie: administrace studie,
véetné registrace pacienti, planovani studie,
proveditelnosti a vybéru mista, realizace
studie, TFizeni klinického hodnoceni a
informacnich systémii, monitorovani a platby.

» Soulad: dodrzovani pravnich a jinych
pozadavkii, jako je vedeni zaznamu a
ohlasovaci povinnosti, provadeni auditi,
dodrzovani vladnich inspekci, dodrzovani
samoregulacnich ramci vcetné povinnosti
EFPIA tykajicich se prevodii hodnoty a dalsich
pozadavkii od viadnich nebo jinych verejnych
organii

Doba, po kterou budou osobni Udaje
uchovavany, nebo neni-li ji mozné uwurdit,
kritéria pouzita pro stanoveni této doby

Osobni udaje budou uchovavany po dobu
nezbytnou ke splnéni ucelii predani udajii a v
souladu s platnymi pravnimi predpisy.

Pokud jde o predavani (dilcim) zpracovateliim,
rovnez uvedte predmét, povahu a trvani
zpracovani

Dovozce udajit miize podle potreby zapojit
zpracovatele, aby usnadnil ¢innosti dovozce
udajii pri provadeni klinického hodnoceni.
Doba zpracovani je po dobu nezbytnou k
provedeni klinického hodnoceni po celou
dobu jeho zivotniho cyklu. Nize jsou uvedeny
cinnosti, které zahrnuji procesory.

* Rizeni klinického hodnocent — Projektové
Fizeni aktivit klinického hodnoceni.

* Sprava klinickych dat — Shér a kontrola
udajii z klinickych studii.

e Study Administration: administering
the study, including patient enrolment,
study planning, site feasibility and
selection,  study  implementation,
clinical trial and information systems
management, monitoring, and payment
activities.

e Compliance: complying with legal and
other requirements, such as record-
keeping and reporting obligations,
conducting audits, compliance with
government inspections, adhere with
self-regulatory frameworks including
EFPIA obligations relating to transfers
of value and other requests from
government or other public authorities

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period

Personal data will be retained for the period
necessary to fulfill the purposes of the data
transfer and as required by applicable law.

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing

Data Importer may engage Processors as
necessary to facilitate the Data Importer’s
activities to conduct the clinical trial.
Duration of the processing is for the period
necessary to conduct the clinical trial
throughout its life cycle. Listed below are the
activities that involve Processors.

e (linical Trial Management — Project
management of clinical trial activities.

e C(linical Data Management — Collection
and review of clinical trial data.

e Interactive Response Technology —
Management of patient enrolment,
randomization, inventory management,
and study drug dispensing.
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« Interactive Response Technology — Rizeni
registrace pacientii, randomizace, sprava
inventare a vydej studovanych lékii.

« Rizeni klinického zasobovani — Feseni
dodavatelského retezce klinickych zkousek,
Jjako je baleni a oznacovani, tradicni balenti,
skladovani a distribuce.

* Monitorovani — Dohled nad provadenim
mista studie vcetné zajisteni toho, Ze je
provadeno, zaznamendvano a hlaseno v
souladu s protokolem, standardnimi
operacnimi postupy (SOP) a prislusnymi
mistnimi a regulacnimi pozadavky.

* Elektronické pacientem hlasené vysledky —
umoznuje pacientum odpovidat na otdzky a
podavat zpravy o svém zdravi prostrednictvim
elektronického zarizeni, jako je chytry telefon
nebo tablet.

* Centralni laborator — Sponzorem urcend
laboratorni hodnoceni, Alaseni vysledkii a
dodavka laboratornich potreb.

* Centrdlni lékarské zobrazovani —
Sponzorem urcené lékarské zobrazovaci
sluzby.

* Hlaseni nezadoucich ucinki — Hlaseni a
analyza udélosti souvisejicich s drogovymi
produkty.

* Trial Master File — uloZisté dokumentii
klinického hodnoceni k prokéazani souladu se
spravnou klinickou praxi (GCP).

* Platba na miste klinického hodnoceni —
platby a uhrada za cinnosti v misté klinického
hodnoceni.

Clinical Supplies Management - Clinical
trial supply chain solutions such as
packaging and labeling, traditional
packaging, storage and distribution.

Monitoring — Oversight of the conduct of
a study site including ensuring that it is
conducted, recorded, and reported in
accordance with the protocol, standard
operating procedures (SOPs), and the
applicable local and regulatory
requirements.

Electronic Patient-Reported Outcomes -
Allows patients to answer questions and
report on their health through an
electronic device, such as a smartphone
or tablet.

Central Laboratory — Sponsor-designated
laboratory assessments, results reporting,
and laboratory supplies delivery.

Central Medical Imaging — Sponsor-
designated medical imaging services.

Adverse Event Reporting - Reporting and
analysis of events related to drug
products.

Trial Master File — Repository of clinical
trial documents to demonstrate
compliance to Good Clinical Practice
(GCP).

Clinical Trial Site Payment — Payments
and reimbursement for clinical trial site
activities.
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