ev. ¢. zdravotnického zarizeni: 017/OVZ/23/041-P

OBSERVATIONAL STUDY

SMLOUVA O PROVEDENI

AGREEMENT OBSERVACNI STUDIE
between mezi:
IQVIA Ltd. spolecnosti IQVIA Ltd.
and a
and a

University Hospital Ostrava

Fakultni nemocnici Ostrava

Pfizer Protocol #

C. protokolu spole¢nosti Pfizer

C0311015

C0311015

This Observational Study Agreement
(“Agreement”) between

Tato smlouva o provedeni observacni studie
(dale jen ,,smlouva‘®) mezi

IQVIA Ltd., with aregistered
address at 3 Forbury Place , 23
Forbury Road , Reading, RG1 3JH,
United Kingdom , with a tax number:
GB450315485 (“CRO”)

spolecnosti IQVIA Ltd., se sidlem na
adrese 3 Forbury Place , 23 Forbury
Road , Reading, RG1 3JH, Velka
Britanie , s danovym Cislem:
GB450315485 (dale jen ,,CRO*)

and

physician of the Pediatric Clinic of
the University Hospital Ostrava

Iékafem Kliniky détského 1€karstvi
Fakultni nemocnice Ostrava (dale jen
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(“Principal Investigator”),

»hlavni zkousejici*),

and

University Hospital Ostrava , with
a place of business at 17.listopadu
1790, 708520strava -Poruba,
Ceska republika, ICO: 00843989,
DIC: CZ00843989, deed of
foundation MZ CR, dated 25
November 1990, ¢.j. OP-054-
25.11.90, represented by

deputy for science and research
(“Institution”),

Fakultni nemocnici Ostrava, se
sidlem na adrese 17. listopadu 1790/5,
708 52 Ostrava-Poruba,

Ceska republika, ICO: 00843989,

DIC: CZ00843989, zfizovaci listina MZ
CR ze dne 25. listopadu 1990, &. j. OP-

054-25.11.90, zastouienou

naméstkem feditele pro védu, vyzkum a
vyuku (dale jen ,,zdravotnicke
zarizeni

when signed by all parties, is effective as of
the date of its publishing in the

Contract Register subject to compliance with
the requirement to publish the redacted
version of the Agreement in accordance with
Section 15.2 (Publication of Redacted
Agreement).

The expected duration of the Study is from
the date of signing this Agreement until end
of year 2030.

nabyva po podpisu vSemi smluvnimi stranami
ucinnosti ke dni uvetejnéni v registru smluv,
pod podminkou splnéni pozadavku na
uvefejnéni upravené verze smlouvy podle
ustanoveni ¢l. 15.2 (Uveiejnéni upravené
smlouvy).

Ptedpokladand doba trvani studie je od podpisu
této smlouvy do konce roku 2030

Pfizer Inc. (“Pfizer’”) wishes to sponsor an
observational study entitled “Pfizer
Registry of Outcomes in Growth hormone
RESearch (PROGRES): A multi-country,
non-interventional prospective cohort
study among patients with human growth
hormone (hGH) treatments under routine
clinical care” (“Study”), to be conducted at
Institution under the Pfizer protocol
identified above (“Protocol”). The Study is
non-interventional and consists of data

Spolecnost Pfizer Inc. (déle jen ,,spole¢nost
Pfizer*) si pteje financovat observaéni studii
nazvanou ,,Registr vysledki vyzkumu
rustového hormonu spolecnosti Pfizer
(PROGRES): neintervenéni prospektivni
kohortova studie provadéna ve vice zemich u
pacientii podstupujicich 1é¢bu lidskym
rustovym hormonem (hGH) v ramci béZné
Kklinické péce* (déle jen ,,studie*), ktera se
bude provadét ve zdravotnickém zatizeni podle
vyse uvedeného protokolu spolecnosti Pfizer
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collection on patients receiving daily human
growth hormone (hGH) treatment(s) as
specified in the Protocol as part of their
standard medical care. 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.

(dale jen ,,protokol*). Jedna se 0 neinterven¢ni
studii spocivajici ve sbéru tidaji o pacientech,
ktefi denn€ podstupuji Iécbu (1écby) lidskym
rastovym hormonem (hGH), jak je uvedeno

v protokolu, a to v ramci standardni 1ékaiské
péce. Spolecnost Pfizer prenesla odpoveédnost
za fizeni této studie, vCetné uzavirani smluv

a monitorovani studie, na CRO a zmocnila
CRO k zavazovani spole¢nosti Pfizer k plnéni
v8ech povinnosti uvedenych v této smlouvé

a oznacenych jako zavazky spolecnosti Pfizer.

The parties agree as follows:

Smluvni strany se dohodly nésledovné:

1. Responsibilities

1. Povinnosti

1.1 Investigators and Research
Staff. The Study will be
conducted by Principal
Investigator. Principal
Investigator is an employee
of Institution and the
Institution as the employer
hereby grants its express
consent to the Principal
Investigator’s participation in
the Study according to this
Agreement according to
Section 304(1) of Act No.
262/2006 Coll., Labor Code,
as amended.] 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
individuals who are
appropriately trained and

1.1 ZkouSejici a vyzkumny
personal. Studii bude provadét
hlavni zkousejici. Hlavni
zkousejici je zaméstnancem
zdravotnického zatizeni

a zdravotnické zatizeni jako
zaméstnavatel timto udéluje svij
vyslovny souhlas s ucasti
hlavniho zkouSejiciho ve studii
podle této smlouvy podle § 304
odst. 1 zakona ¢. 262/2006 Sb.,
zakonik prace, v platném znéni.
Zdravotnické zatizeni nesmi bez
ptedchoziho pisemného
souhlasu CRO povéftit
provadénim studie jiného
hlavniho zkousejiciho. Hlavni
zkousSejici a zdravotnické
zafizeni zajisti, aby pii
provadéni studie jako
spoluzkousejici nebo vyzkumny
personal pomahaly pouze fadné
proSkolené a kvalifikované
osoby.
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qualified assist in the conduct
of the Study as sub-
investigators or research staff.

1.2 No Substitution. Institution 1.2  Z&kaz zastupovani.
may not reassign the conduct Zdravotnické zafizeni nesmi bez
of the Study to a different piedchoziho pisemného
Principal Investigator without souhlasu CRO povefit
prior written authorization provadénim studie jiného
from CRO. hlavniho zkousejiciho.

1.3 Compliance Obligations. 1.3 Povinnosti v oblasti dodrZzovani

Principal Investigator and
Institution are responsible to
CRO and Pfizer for
compliance by all Study
personnel, with the terms of
this Agreement, as well as
applicable law, regulations,
and governmental guidance.
Institution and Principal
Investigator will perform the
Study in accordance with, but
not limited to, Act No.
378/2007 Coll., on
Pharmaceuticals, as amended,
Act No. 372/2011 Coll., on
Health Services, as amended,
Decree No. 226/2008 Coll.,
on Good Clinical Practice and
Conditions of Clinical Trials
on Medicinal Products, as
amended, and Act No.
110/2019, on Personal Data
Processing, as amended.
Principal Investigator will
have overall responsibility for
the conduct of the Study,
including all those
responsibilities assigned to
principal investigators by the
relevant regulations

pravnich ptedpist. Hlavni
zkousSejici a zdravotnické
zafizeni nesou vic¢i CRO

a spolec¢nosti Pfizer
odpovédnost za dodrzovani
podminek této smlouvy, jakoZz

i platnych zakonu, pravnich
ptedpisii a narodnich pokynti ze
strany vesSkerého personalu
studie Zdravotnické zatizeni a
hlavni zkouSejici budou studii
provadét, mimo jiné, na zaklade
zakona ¢. 378/2007 Sb., 0
1é¢ivech, v platném znéni,
zakona €. 372/2011 Sb., o
zdravotnich sluzbach, v platném
znéni, vyhlasky ¢. 226/2008 Sb.,
o0 sprévné klinicke praxi a
podminkach klinického
hodnoceni [é€iv, v platném
znéni a zakona ¢. 110/2019 Sb.,
o zpracovani osobnich udaji, v
platném znéni. Hlavni zkousejici
ponese celkovou odpovédnost za
provadéni studie, véetné vSech
povinnosti uloZenych hlavnim
zkousSejicim piislusnymi
pravnimi piedpisy upravujicimi
provadeéni klinickych hodnoceni.
Zdravotnické zatizeni zajisti
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governing the conduct of odpovidajici dohled nad

clinical investigations. ¢innostmi hlavniho zkousejiciho
Institution will provide Vv ramci zdravotnického zatizeni.
appropriate oversight of Zdravotnické zafizeni a hlavni
Principal Investigator’s zkousSejici budou dale dodrZovat
activities within the obecné uzndvané vyzkumné
Institution. Institution and postupy pro neintervencni
Principal Investigator will studie, jako je spravna

also follow generally farmakoepidemiologicka praxe
accepted research practices (GPP).

for non-interventional studies,
such as the Good
Pharmacoepidemiology
Practices (GPP)

1.4  Compliance with Global 1.4  Dodrzovani regulaci globalniho
Trade Controls. The parties obchodu. Smluvni strany
agree that activities under this souhlasi se skute¢nosti, Ze
Agreement may be subject to ¢innosti podle této smlouvy
applicable import, export, and mohou podléhat platnym
economic sanctions laws and zakonlim a pravnim predpisim
regulations (“Global Trade o dovozu, vyvozu
Control Laws”). Institution, a ekonomickych sankcich (dale
Principal Investigator and jen ,,zakony o regulaci
CRO will comply with all globalniho obchodu®).
applicable Global Trade Zdravotnické zafizeni, hlavni
Control Laws. zkousejici a CRO budou

dodrZovat vSechny platnée
zakony o regulaci globalniho
obchodu.
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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 under this
Agreement, the party

a. The parties confirm Smluvni strany
that none of the potvrzuji, Ze Zadna
activities under this z ¢innosti podle této
Agreement will (i) smlouvy (i) nebude
take place in a probihat na omezeném
Restricted Market; (ii) trhu, (ii) nezapoji se do
involve individuals ni osoby pochazejici ze
from or ordinarily zemi s omezenym trhem
resident in a nebo v nich bézné
Restricted Market; pobyvajici
and (iii) involve a (iii) nezapoji se do ni
companies, spole¢nosti, organizace
organizations, or nebo statni subjekty ze
Governmental Entities zemi s omezenym trhem.
from a Restricted ,Omezenym trhem* se
Market. “Restricted rozumi Krymsky
Market” shall mean poloostrov, Kuba, region
the Crimean Donbas, Iran, Severni
Peninsula, Cuba, the Korea, Sudan a Syrie.
Donbass Region, Iran,
North Korea, Sudan,
and Syria.

b. Each party represents Kazda ze smluvnich

stran prohlasuje

a zarucuje, Ze

(i) nefiguruje na Zadném
ze seznamu omezenych
stran (definovanych
nize), (i) neni vlastnéna
ani kontrolovéana Zadnou
fyzickou ani pravnickou
osobou figurujici na
kterémkoli ze seznamu
omezenych stran

a (i) nebude do ¢innosti
podle této smlouvy
zapojovat Zadného
fyzickeé ani pravnické
osoby figurujici na
kterémkoli ze seznamu
omezenych stran.

V piipadé, Ze se do
¢innosti podle této

Observational Study CSA
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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.

smlouvy zapoji fyzicka
nebo prévnicka osoba
uvedena na seznamu
omezenych stran,
smluvni strana s vazbou
na takovou fyzickou
nebo pravnickou osobu
bezodkladné uvédomi
druhou smluvni stranu
a pozastavi ptislusné
dotcené Cinnosti véetné
veskerych dotcenych
plateb, dokud se smluvni
strany nedohodnou na
jejich pokracovani.

With respect to this
Agreement, Restricted
Party Lists include the
Consolidated
Screening List
(https://www.export.g
ov/consolidated scree
ning_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/
headquarters/headquar
ters-
homepage/8442/conso
lidated-list-
sanctions_en

Pokud jde o tuto
smlouvu, seznamy
omezenych stran
zahrnuji konsolidovany
overovaci seznam
(https://www.export.qov/
consolidated screening_|
ist), systém seznamu
vyloucenych stran
(https://www.sam.gov)

a konsolidovany seznam
osob, skupin a subjektt
podléhajicich finanénim
sankcim EU
https://eeas.europa.eu/he
adquarters/headquarters-
homepage/8442/consolid
ated-list-sanctions_en.

1.5 CRO. Before signing this
Agreement, CRO agrees to submit the

Observational Study CSA Version Date: May 2018
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in support of this Study to Institution
as delineated in Attachment A, Study
Budget and Payment Terms, and
subject to the terms specified in that
Attachment. Institution certifies that
payments to the Institution comply
with applicable law and any
applicable policies and procedure of
the Institution.

Payments of compensation described
in Attachment A represent the sole
and exclusive form of proper
financial settlement between the
Parties. CRO hereby certifies that it
did not enter into a separate
agreement with the Principal
Investigator for compensation for
conducting the Study. The
compensation shall be divided
among the Institution and the
Principal Investigator and his/her
Study Team after deduction of the
costs, in accordance with internal
rules of the Institution.

CRO and Principal Investigator
certify that they will not enter into
any mutual legal relationship,
whether related or not related to the
Study, without express consent of the
Institution. Parties hereby certify that
no financial or non-financial conflict
of interest exists on their part that
would impede the proper
performance of the Study in
accordance with generally applicable

mandatory notification regarding this Study 1.5 CRO. CRO se zavazuje pied

to the regulatory authority (State Institute for podpisem této smlouvy splnit

Drug Control) and ensure the approval of oznamovaci povinnost ve véci

this Study by the relevant Ethics Committee. této studie viici prislusnému
regulaénimu organu (SUKL) a
zajistit schvaleni této studie
piislusnou Etickou komisi.

2. Funding. CRO will provide funding | 2. Financovéani. CRO poskytne finan¢ni

prostiedky zdravotnickému zatizeni na podporu
provadéni této studie, jak je uvedeno
v piiloze A, Rozpocet studie a platebni
podminky, a v souladu s podminkami
uvedenymi v této ptiloze. Zdravotnické
zatizeni potvrzuje, Ze platby hrazené
zdravotnickému zafizeni jsou v souladu
s platnymi pravnimi piedpisy a vesSkerymi
platnymi zdsadami a postupy zdravotnického
zafizeni.
Platby odmény uvedené v ptiloze A
predstavuji jediny a vylucny zpisob
fadného finanéniho vyporadani mezi
smluvnimi stranami. CRO timto
prohlasuje, ze neuzavielo s hlavnim
zkousSejicim separatni smlouvu na
odménu za provedeni studie. Odména
bude mezi zdravotnické zafizeni a
hlavniho zkouSejiciho a jeho studijni
tym rozdé€lena po odecteni nakladt
podle vnitinich ptedpist zdravotnického
zafizeni.

CRO a hlavni zkousejici prohlasuji, ze
mezi sebou neuzaviou zadny pravni
vztah bez ohledu na to, zda se vztahuje
k této studii, aniZ by s tim zdravotnické
zafizeni vyjadiilo souhlas. Smluvni
strany timto prohlasuji, Ze z jejich
strany neexistuje zadny stfet zajmi
finan¢ni ¢i nefinan¢ni povahy, ktery by
branil fadné realizaci studie v souladu s
obecné platnymi predpisy a regulacnimi
pozZadavky (zejména se spravnou
klinickou praxi).

Observational Study CSA
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regulations and regulatory
requirements (in particular, good
clinical practice).

the CRO or 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

2.1 Basis of Study Participation. 2.1  Vychodiska tcasti ve studii.
Institution’s and Principal Ugast zdravotnického zafizeni
Investigator participation in a hlavniho zkousejiciho ve studii
the Study is not based on any se nezaklada na Zadném jiz
pre-existing or future existujicim nebo budoucim
business relationship between obchodnim vztahu mezi
Pfizer and either the Principal spole¢nosti Pfizer a hlavnim
Investigator or Institution. It zkousejicim nebo
is also not conditioned on any zdravotnickym zafizenim. Dale
business or other decisions neni podminéna zadnymi
the Principal Investigator or obchodnimi ani jinymi
Institution has made, or may rozhodnutimi, ktera hlavni
make, relating to Pfizer or zkousSejici nebo zdravotnické
Pfizer products. zatizeni ucinili nebo mohou

ucinit a ktera se tykaji
spolecnosti Pfizer nebo jejich
ptipravki.

2.2  Disclosure and Reporting by 2.2  Poskytovani a hlaseni tidaju ze

strany CRO nebo spole€nosti
Pfizer. V zajmu transparentnosti
svych vztahii se zkousSejicimi

a studijnimi pracovisti nebo pro
zajisténi souladu s platnymi
mistnimi zdkony miiZe
spolecnost Pfizer zvefejnit
skutecnost, ze poskytuje
podporu podle této smlouvy.

V ramci zvetejnénych udaja
muze spole¢nost Pfizer oznacit
zdravotnické zatizeni i hlavniho
zkousejiciho, pficemz bude
ovSem jasn¢ rozliSovat mezi
platbami nebo jinymi pfevody
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institutions and those made to
individuals.

hodnotnych véci zdravotnickym
zatizenim a fyzickym osobam.

3. Protocol. Institution and Principal
Investigator will conduct the Study
and Study-related activities in
accordance with the Protocol,
including, but not limited to, the
requirements relating to Ethics
Committee (“EC”) approval and
adverse event reporting.

Protokol. Zdravotnické zatizeni a hlavni
zkousejici bude studii a ¢innosti s ni
souvisejici provadét v souladu

S protokolem, mimo jiné véetné
pozadavku tykajicich se schvaleni
etickou komisi (déle jen ,,EK")

a hlaseni nezadoucich piihod.

3.1  Amendments. The Protocol
may be modified only by a
written amendment, approved
by Pfizer, the Principal
Investigator, and the
responsible EC
(“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
Enroliment).

3.1 Dodatky. Protokol Ize upravit
pouze pisemnym dodatkem
schvalenym spolecnosti Pfizer,
hlavnim zkouSejicim
a odpovédnou EK (déle jen
»,dodatek*) s vyjimkou ptipada
popsanych v protokolu, tj.
naléhavych zmén nezbytnych
k ochran¢ bezpecnosti pacientti
ve studii (dle definice uvedené
V odstavci 4., Zarazovani
pacienttt).
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4. Subject Enrollment and Enrollment | 4. Zatazovani pacientt do studie

Cap. For each of the growth hormone a maximalni pocet zafazenych pacientd.

therapies Norditropin, Humatrope, Zdravotnické zafizeni a hlavni

and Omnitrope, Institution and zkousSejici se zavazuji, Ze pro kazdou

Principal Investigator agree to enroll Z terapii rastovym hormonem

in the Study a maximum of 3 Norditropin, Humatrope a Omnitrope

qualified participants being treated zatadi do studie nejvyse tii zpasobilé

with those therapies. Institution and ucastniky podstupujici 1é¢bu témito

Principal Investigator will not enroll terapiemi. Pokud spole¢nost Pfizer

more than 3 participants for each of pisemnym oznamenim neupravi limit

the aforementioned therapies unless zatazenych pacientt pro danou terapii,

Pfizer, by written notice, modifies zdravotnické zatizeni a hlavni

the enrollment cap with respect to zkousSejici nezatadi pro zadnou z vySe

that therapyA qualified participant is uvedenych terapii vice nez tfi ucastniky.

one who meets all Protocol criteria Zpusobily je takovy ucastnik, ktery

for inclusion in the Study (“Study spliiuje vSechna kritéria protokolu pro

Subject”). The opportunity for a zatazeni do studie (dale jen ,,pacient ve

patient to participate in the Study studii*). Prilezitost k pacientove ti¢asti

will play no role in the clinician’s ve studie nebude hrat Zadnou roli
decision to prescribe Pfizer Product. Vv lékafoveé rozhodovani o predepsani
piipravku spole¢nosti Pfizer.

4.1  Early Discontinuation. CRO 4.1  Ptedcasné ukonceni. Pokud
may discontinue Study k zafazeni potfebného poctu
Subject enrollment early by pacientt dojde jesté pied
written notice if the total koncem obdobi zafazovani,
enrollment needed for the CRO mize jejich zafazovani do
Study has been achieved studie ukoncit predcasné, a to
before the end of the pisemnym oznamenim.
enrollment period.

5. Study Conduct 5. Provadéni studie

5.1  Charging Study Subjects.
Neither Principal Investigator
nor Institution will charge a
Study Subject or third-party
payer for any services
reimbursed by CRO under

5.1 Uttovani thrad pacientim ve
studii. Zdravotnické zafizeni ani
hlavni zkouSejici nebudou
pacientovi ve studii ani platci
V postaventi tieti strany uctovat
zadné sluzby hrazené ze strany

Observational Study CSA
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this Agreement.

CRO podle této smlouvy.

5.2  Serious Protocol or ICH GCP
Breaches. If Institution or
Principal Investigator become
aware of any serious breaches
of (1) the Protocol or (2) any
applicable law, regulations,
governmental guidance or
generally accepted research
practices for non-
interventional studies, such as
the Good
Pharmacoepidemiology
Practices relevant to this type
of study, Institution or
Principal Investigator will
inform CRO immediately.

5.2

Zavazna poruSeni protokolu
nebo SKP podle ICH. Pokud se
zdravotnické zatizeni nebo
hlavni zkouSejici dozvédi

0 jakéemkoli zavazném poruseni
(1) protokolu nebo (2) platného
zakona, pravnich ptedpisu,
narodnich pokynt nebo obecné
uznavanych vyzkumnych
postuptll pro neintervencni
studie, jako je spravna
farmakoepidemiologicka praxe
relevantni pro tento druh studie,
budou o tom neprodlené
informovat CRO.

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

6. Data Protection and FDA Disclosure | 6. Ochrana idaju a majetkové piiznéni
uradu FDA.
6.1  Personal Data. Pfizer, 6.1  Osobni Gdaje. Spole¢nost Pfizer,

hlavni zkousejici a zdravotnické
zafizeni budou dodrzovat
podminky a povinnosti
souvisejici s ochranou osobnich
udajii, uvedené v ptiloze D.

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

6.2

Majetkové ptiznani. Pokud
spolecnost Pfizer povazuje studii
za , krytou‘ pro ucely nafizeni
amerického Utadu pro kontrolu
potravin a 1é¢iv nazvaného
~Majetkové priznéni klinickymi
zkouSejicimi (dale jen ,,nafizeni
ttadu Ufadu pro potraviny a
lé¢iva (Food and Drug
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Regulation”), Principal Administration, ,,FDA"), hlavni
Investigator agrees, and zkousSejici se zavazuje
Principal Investigator and poskytnout CRO a spole¢nosti
Institution will ensure that Pfizer veSkeré relevantni

any sub-investigator engaged finanéni a jiné informace

in the Study agrees, to (vCetn€ podrobnosti

disclose to CRO and Pfizer 0 majetkovych podilech ve

all relevant financial and spole¢nosti Pfizer nebo

other information (including kteréhokoli z k ni pfidruzenych
details of equity interests in subjektl), které se dle dané¢ho
Pfizer or any of its affiliates) piipadu tykaji hlavniho
relating to the Principal zkousejiciho nebo

Investigator or sub- spoluzkousejicich (je-li to
investigators, as the case may relevantni, i manzela/manzelky
be (and, where relevant, a vyzivovanych osob hlavniho
spouse and dependants of zkousejiciho nebo

Principal Investigator or sub- spoluzkousejicich), a hlavni
investigator) as required by zkousSejici a zdravotnické
Pfizer to enable Pfizer to zafizeni zajisti, aby taktéz ucinili
comply with the FDA i spoluzkousejici zapojeni do
Regulation. studie; vSe v souladu

s pozadavky spolecnosti Pfizer
tak, aby tato vyhovéla nafizeni

ufadu FDA.
7. Informed Consent, and Subject 7. Informovany souhlas a nabor pacientt

Recruitment

7.1 Informed Consent. Principal 7.1 Informovany souhlas. Hlavni
Investigator will obtain a zkousejici ziska od kazdého
written informed consent for z pacientu ve studii pisemny
each Study Subject and will informovany souhlas
maintain a signed original of a podepsany origindl tohoto
that consent in that Study souhlasu uloZi v jeho
Subject’s record. For that zaznamech. Pro tyto ucely se
purpose, CRO undertakes to CRO zavazuje vypracovat
prepare an informed consent formulat informovaného
form, have it approved by the souhlasu, nechat jej schvalit
relevant EC, and provide it to piislusnou EK a poskytnout jej
the Institution and Principal zdravotnickému zafizeni a
Investigator. Institution and hlavnimu zkousejicimu
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Principal Investigator must
not make any changes to this
document without the prior
written approval of the CRO
or Pfizer (including any
revisions made during the
course of the Study) before
the revised informed consent
document is used for the
Study.

Zdravotnické zafizeni a hlavni
zkousSejici nesmi v tomto
dokumentu bez predchoziho
pisemného souhlasu CRO nebo
spolecnosti Pfizer provadét
zadné zmény (vCetné jakychkoli
revizi provedenych v prub&hu
studie); takovy souhlas je tfeba
zajistit pred pouzitim
revidovaneho dokumentu
informovaného souhlasu v ramci
studie.

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.

7.2 Néabor pacientt. Hlavni
zkousejici umozni CRO
zkontrolovat a schvalit obsah
veskerych studijnich
naborovych materialti uréenych
pro potenciélni pacienty ve
studii pfed tim, nez budou
pouzity. Tento pozadavek se
vztahuje na vSechny takové
materialy bez ohledu na jejich
formu.

Pfizer Product. Since this is an 8. Piipravek spole¢nosti Pfizer. Vzhledem
observational study, CRO will not k tomu, Ze se jedna o observacni studii,
provide the Pfizer Product. Study piipravek spole¢nosti Pfizer nebude
Subjects will receive the Pfizer poskytovat CRO. Pacienti ve studii
Product by prescription as part of budou ptipravek Pfizer dostavat na
their standard medical care. ptredpis v ramci standardni 1ékatské
péce.
Equipment or Materials. CRO may Q. Vybaveni nebo materidly. CRO miize

provide, or arrange for a vendor to
provide, certain equipment
(“Equipment”) or proprietary
materials for use by Principal
Investigator or Institution during the

poskytnout urcité vybaveni (dale jen
»vybaveni®) nebo chranéné materialy,
které budou hlavni zkousejici nebo
zdravotnické zafizeni pouZzivat béhem
provadéni studie, nebo zajistit, aby je
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materials may include computer
software, methodologies, rating

Pfizer (collectively, “Materials”).
Equipment or Materials to be
provided for the Study and any
requirements relating to them are
described in Attachment B,
Equipment and Materials.

conduct of Study. Such proprietary

scales and other instruments that are
owned or licensed for use by CRO or

poskytl dodavatel. Tyto chranéné
materialy mohou zahrnovat pocitacovy
software, metodiky, hodnotici skaly

a dalSi nastroje, které CRO nebo
spole¢nost Pfizer vlastni nebo k nimz
maji licenci (spolecné déle jen
»materialy“). Vybaveni nebo materialy,
které maji byt poskytnuty pro ucely
studii, a veSkeré pozadavky, které se

k nim vztahuji, jsou popsany

v piiloze B, Vybaveni a materialy.

course of the Study, Principal
Investigator and Institution may

Pfizer affiliate.

10.  Confidential Information. During the

receive or generate information that
is confidential to CRO, Pfizer, or a

10.

Dutivérné informace. V prubéhu studie
mohou hlavni zkousejici a zdravotnicke
zafizeni obdrzet nebo generovat
informace, které jsou pro CRO,
spolecnost Pfizer nebo k ni pfidruzeny
subjekt divérné.

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

10.1 Definice. Krom¢ piipadu
uvedenych v odstavci 10.2,
Vyjimky nize zahrnuji ,,daveérné

Records),

defined in Section 11,
Study Data and Study

“Confidential Information” informace*:

includes:

a. the Protocol, a. protokol,

b. Study Data (as b. Udaje ze studie

(definované
v odstavci 11, Udaje
a zaznamy ze studie),

C. Not applicable

C. neuplatiiuje se

Terms) to this
Agreement, and

d. Attachment A (Study
Budget and Payment

d. ptilohu A (Rozpocet
studie a platebni
podminky) této smlouvy
a

f. any other information
related to the Study,

f. jakékoli dalsi informace
souvisejici se studii,

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

pripravkem spolecnosti
Pfizer nebo technologii,
vyzkumem nebo
obchodnimi plany CRO,
spolecnosti Pfizer nebo
K ni pfidruzeného
subjektu, které CRO,
spole¢nost Pfizer nebo

K ni pfidruZzeny subjekt
poskytnou
zdravotnickému zafizeni
pisemné nebo v jiné
fyzické podob¢ a oznaci
je jako DUVERNE nebo
které nejdiive sdé€li ustné
a nésledné¢ do 30 dnti od
data ustniho sdéleni
shrnou a potvrdi pisemné
jako DUVERNE. Pokud
je divérna povaha
sdéleni druhé smluvni
stran¢ pfiméfené zjevna,
informace druhu
popsaného v tomto
odstavci 10.1.f., k jejichz
sdéleni dojde ustné,
budou rovnéz
povazovany za diveérne,
i kdyZ nebudou pozdéji
potvrzeny pisemng.

10.2 Exclusions. Confidential
Information does not include
information that:

10.2

Vyjimky. Za davérné se
nepovazuji informace:

a. is in the public
domain at the time of
disclosure or during
the term of this
confidentiality

a. jsou v dob¢ poskytnuti
nebo po dobu platnosti
této povinnosti zachovat
mlcenlivost vefejné
dostupne jinym
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CRO & Institution — Czech Republic
Investigator/Institution Name: Dr. Jii{ Strnadel / Fakultni nemocnice Ostrava

16

Version Date: May 2018



ev. ¢. zdravotnického zarizeni: 017/OVZ/23/041-P

obligation by means
other than breach of
this Agreement by
Institution,

zpusobem nez porusenim
této smlouvy
zdravotnickym
zarizenim,

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

b. jsou zdravotnickému
zafizeni v dobé
poskytnuti jiz zndmy
a nevztahuji se na né
Zadné povinnosti
zachovat mlcenlivost,

C. is obtained by C. které zdravotnické
Institution, free of any zatizeni ziska bez
obligations of jakychkoli zavazku

confidentiality, from a
third party who has a
lawful right to
disclose it, or

zachovani mlc¢enlivosti
vuci tieti stran¢, ktera ma
zakonné pravo je
poskytnout.

d. is independently
developed, as
documented by
written records, by
individuals within
Institution who had no
access to Confidential
Information.

d. budou podle
dokumentace pisemnymi
zaznamy nezavisle
vyvinuty fyzickymi
osobami na pracovisti
zdravotnického zafizeni,
které nemély piistup
k davérnym informacim.

10.3

Confidentiality of Personal
Data. All Personal Data (as
defined in Attachment D) that
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.

10.3

Diivérnost osobnich udaji.
VSechny osobni Udaje
(definované v ptiloze D), které
zdravotnické zatizeni
shromazd’uje, zpracovava,
uklada, predava nebo pouziva
v souvislosti s provadénim
studie a podavanim zprav o ni,
musi byt pro tcely této smlouvy
rovnéz oznaceny jako diveérné
informace a musi se s nimi
nakladat jako s davérnymi
informacemi.
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10.4

Obligations of
Confidentiality. Unless CRO

provides prior written
consent, neither Principal
Investigator nor Institution
may use Confidential
Information for any purpose
other than that authorized in
this Agreement, nor may
Institution disclose
Confidential Information to
any third party except as
authorized in this Agreement

10.4

Zéavazek zachovani mlcenlivosti.
Bez ptedchoziho pisemného
souhlasu CRO nesmi hlavni
zkousSejici ani zdravotnické
zafizeni pouzit divérné
informace k Zaddnému jinému
ucelu, nez k némuz je opraviiuje
tato smlouva, a nesmi je
poskytnout zadné tieti stran¢

s vyjimkou piipadu, kdy je

K tomu opraviiuje tato smlouva,
pifipadné jim to ukladaji zékony,
vcetné platnych pravnich

or as required by law, predpisi.

including applicable

regulations.

a. CRO and Pfizer a. CRO a spolecnost Pfizer

specifically authorize
publication of a
redacted version of
this Agreement strictly
in accordance with the
provisions of Section
15.2.

vyslovné povoluji
uvefejnéni upravené
verze této smlouvy
pfisné v souladu s
ustanovenimi ¢l. 15.2.

b. CRO and Pfizer
specifically authorize
any required
disclosure of
Confidential
Information to EC or
regulatory authority
representatives.

b. CRO a spolec¢nost Pfizer
vyslovné povoluji
jakékoli povinné
poskytnuti davérnych
informaci zastupcim EK
nebo regula¢nim
organtim.
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Permitted uses and
disclosures of Study
Data are described in
Sections 11 (Study
Data, and Study
Records) and 15
(Publications) of this
Agreement and use of
Personal Data is
discussed in Section 6
(Data Protection and
FDA Financial
Disclosure).

Povolené zptsoby
pouZiti a poskytnuti
udaju ze studie je
popsano v odstavcich 11
(Udaje a zaznamy ze
studie) a 15 (Zvefejnéni)
této smlouvy a pouZziti
osobnich udajl je
popsano v odstavci 6
(Ochrana udaju

a majetkové pfiznani
Ufadu FDA).

10.5 Disclosure Required by Law.

If disclosure of Confidential
Information beyond that
expressly authorized in this
Agreement is required by
law, that disclosure does not
constitute a breach of this
Agreement so long as
Institution and/or Principal
Investigator:

10.5

Poskytnuti duvérnych informaci

poZadované zdkonem. Pokud je

poskytnuti divérnych informaci
nad rdmec vyslovné povoleny
touto smlouvou poZadovano
zakonem, nepfedstavuje takové
poskytnuti udaji poruseni této
smlouvy, jestliZze zdravotnické
zafizeni a/nebo hlavni
zkousejici:

a. notifies CRO in CRO o takovém
writing as far as poskytnuti davérnych
possible in advance of informaci pfedem a co
the disclosure so as to nejdiive pisemné
allow CRO or Pfizer informuje, aby CRO
to take legal action to nebo spolecnost Pfizer za
protect its ucelem ochrany svych
Confidential divérnych informaci
Information, mohly podniknout pravni

kroky,
b. discloses only that poskytne pouze ty

Confidential
Information required

duveérné informace, které
jsou nezbytné pro
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to comply with the splnéni zakonného
legal requirement, and pozadavku, a
C. continues to maintain C. 0 téchto davérnych
the confidentiality of informaci nadéle
this Confidential zachovava mlcenlivost
Information with vici vSem dal§im tretim
respect to all other stranam.
third parties.

10.6  Survival of Obligations. For 10.6  Pretrvani zavazku. S vyjimkou
Confidential Information osobnich tdaju zistanou tyto
other than Personal Data (as povinnosti tykajici se
defined in Attachment D), neopravnéného pouZiti
Study Data these obligations a poskytovani davérnych
of nonuse and nondisclosure informaci (definovanych
survive termination of this v piiloze D, Udaje ze studie)
Agreement and continue for a v platnosti i po ukonceni této
period of five years after smlouvy, a to po dobu péti let po
termination. Confidentiality jejim ukonceni. Povinnosti
obligations for Study Data zachovat ml¢enlivost o Udajich
survive for as long as ze studie zustavaji v platnosti po
Principal Investigator or celou dobu, po kterou si hlavni
Institution retain this zkousejici nebo zdravotnicke
information, subject to the zafizeni tyto informace
permitted uses and ponechaji, s vyhradou
disclosures described povoleného pouziti a poskytnuti
Attachment D and Section 15 udaju popsanych v piiloze D
of this Agreement. a odstavci 15 této smlouvy.

10.7 Return of Confidential 10.7  Vraceni divérnych informaci.
Information. If requested by Pokud o to CRO pisemné
CRO in writing, Principal pozada, hlavni zkouSejici
Investigator and Institution a zdravotnické zatizeni vrati
will return all Confidential veskeré divérné informace
Information except that s vyjimkou téch, u nichZ platné
required to be retained at the pravni predpisy vyzaduji, aby
Study site by applicable byly uchovany na studijnim
regulation. However, pracovisti. Hlavni zkousejici
Principal Investigator and a zdravotnické zatizeni si vSak
Institution may retain a single mohou ponechat jednu archivni
archival copy of the kopii diivérnych informaci, a to
Confidential Information to vyhradn¢ pro tcely stanoveni
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determine the scope of
obligations incurred under
this Agreement.

rozsahu povinnosti vzniklych na
zékladé této smlouvy.

11. Study Data and Study Records

11.

Udaje a zdznamy ze studie

111

Study Data. During the
course of the Study, Principal
Investigator will collect
certain data and submit it to
CRO (“Study Data”) as
specified in the Protocol.
Study Data may include
Personal Data of Study
Subjects. Principal
Investigator will ensure
accurate and timely
collection, recording, and
submission of Study Data,
consistent with CRO
instructions.

111

Udaje ze studie. Hlavni
zkousSejici bude v prubéhu studie
shromazd’ovat urcité udaje

a predkladat je CRO (dale jen
,udaje ze studie®), jak je
uvedeno v protokolu. Udaje ze
studie mohou zahrnovat osobni
udaje pacientti ve studii. Hlavni
zkousejici zajisti, aby se
shromazd’ovani, zaznamenavani
a predkladani udaji ze studie
provadelo pecliveé a véas a

v souladu s pokyny CRO.

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

a. Vlastnictvi tidajt ze
studie. S vyhradou prav
hlavniho zkousejiciho na
pouziti udajl ze studie
k zvetejnéni vysledka
studie (viz odstavec 15,
Zvetejnéni) je spolecnost
Pfizer vyluénym
vlastnikem vSech udaja

owner of all Study ze studie.
Data.
b. Medical Records. b. Lékarské zaznamy.

Study Subject-related
medical records that

Lékarské zadznamy
tykajici se pacientl ve
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are not submitted to studii, které se
CRO may include nepredkladaji CRO,
some or all of the mohou obsahovat
same information as is nékteré nebo vSechny
included in Study stejneé informace, které
Data; however, jsou zahrnuty v udajich
neither CRO nor ze studie; CRO ani
Pfizer makes any spolecnost Pfizer si vSak
claim of ownership to vlastnictvi téchto
those documents or dokumentl nebo
the information they informaci, které
contain. obsahuji, nenérokuji.
11.2  Study Records. On behalf of 11.2 Z&znamy ze studie.
Principal Investigator and Zdravotnické zatizeni bude
itself, Institution will retain jménem svym a jménem
each Study Subject’s Study hlavniho zkouSejiciho zaznamy
records, which include the kazdého z pacientt ve studii,
Institution’s copies of all které zahrnuji kopie vSech udaji
Study Data as well as relevant ze studie zdravotnického
source documents zafizeni, jakoz i ptislusné
(collectively, “Study zdrojové dokumenty (spolec¢né
Records”), under storage dale jen ,,zaznamy ze studie®),
conditions conducive to their uchovévat za podminek
stability and protection, for a vhodnych pro zachovani jejich
period of 15 years after stability a ochrany, a to po dobu
termination of the Study 15 let po ukonceni studie, pokud
unless CRO or Pfizer CRO nebo spolecnost Pfizer
authorizes, in writing, earlier pisemn¢ nepovoli diivejsi
destruction. zniceni.
12. Monitoring, Inspections, and Audits. | 12. Monitorovéani, kontroly a audity.
12.1 Monitoring. CRO and Pfizer 12.1 Monitorovani. CRO
reserve the right to monitor a spolecnost Pfizer si vyhrazuji
Study conduct in the manner pravo monitorovat provadéni
that CRO or Pfizer deems studie zptisobem, ktery CRO
appropriate to the nebo spole¢nost Pfizer za
circumstances, and Institution danych okolnosti povazuji za
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and Principal Investigator
will cooperate with such
activities. Upon reasonable
notice and during regular
business hours, Institution
and Principal Investigator
will permit CRO and Pfizer
representatives access to the
premises, facilities, Study
Records, investigators, and
research staff if and as
required to monitor Study
conduct.

vhodny, a zdravotnické zatizeni
a hlavni zkousSejici budou pii
téchto Cinnostech spolupracovat.
Bude-li to nutné k monitorovani
provadéni studie, zdravotnické
zatizeni a hlavni zkouSejici
umozni zastupcim CRO

a spolecnosti Pfizer pfistup do
prostor, zatizeni, k zdznamtim
ze studie, zkousejicim

a vyzkumnému personalu, a to
po v€asném upozornéni a béhem
bézné pracovni doby.

12.2 Pfizer Representative Personal

Data. If in the support of a
clinical trial, Pfizer
representatives are required to
submit to Institution any
Personal Data, including but
not limited to, name, address,
phone number, government
identifier, or birthdate (“Pfizer
Representative Personal
Data”), Institution and
Principal Investigator will:

12.2 QOsobni udaje zastupcu

spole¢nosti Pfizer. Pokud zastupci
spole¢nosti Pfizer musi v rdmci
podpory klinického hodnoceni
ptredlozit zdravotnickému zafizeni
jakékoli osobni udaje, mimo jiné
véetné jména, adresy, telefonniho
¢isla, rodného c¢isla nebo data
narozeni (dale jen ,,0sobni Gdaje
zastupci spole¢nosti Pfizer”),
zdravotnické zafizeni a hlavni
zkousejici:

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

a.  zajisti ochranu divérnych
osobnich udaji zastupca
spolecnosti Pfizer pouzitim
stejnych nebo podobnych
standardu, které
zdravotnické zafizeni
a ptipadné i hlavni
zkousejici pouZzivaji u svych
vlastnich zaméstnanci,

b.  not sell or disclose Pfizer
Representative Personal
Data to any third party

b.  nebudou prodavat ani
poskytovat osobni udaje
zastupcl spolecnosti Pfizer
zadné treti strané
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except as required by
law;

s vyjimkou ptipadi, kdy to
vyZaduje zakon,

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

smluvné uloZi obdobné
povinnosti zachovat
mlcenlivost a zajistit
bezpeénost vsem smluvnim
poskytovateliim sluzeb,

s nimiz mohou zdravotnicke
zatizeni a hlavni zkouSejici
sdilet osobni udaje zastupct
spolecnosti Pfizer,

take appropriate
measures to protect
against any unauthorized
use or disclosure of
Pfizer Representative
Personal Dataand will

promptly notify Pfizer of Pfizer neprodlené
any breach of this informovat o jakémkoli
provision. poruseni tohoto ustanoveni.

piijmou vhodna opatteni

k zajisténi ochrany pied
neopravnénym pouzitim
nebo poskytnutim osobnich
udajt zastupct spolec¢nosti
Pfizer a budou spolecnost

12.3

Inspections and Audits. The

Study may be subject to
inspection by regulatory
agencies worldwide,
including the FDA.
Regulatory inspections may
occur after completion of the
Study and may include
auditing of Study Records.
CRO or Pfizer may also
choose to audit Study
Records during or after the
Study as part of its
monitoring of Study conduct.

12.3

Kontroly a audity. Studie mize
byt pfedmétem kontroly
provadeéné regulacnimi
agenturami kdekoli na svéte,
vcetné uradu FDA. Kontroly
provadéné regulacnimi organy
mohou probihat po dokonceni
studie a jejich soucasti mize byt
audit zdznamu ze studie. CRO
nebo spole¢nost Pfizer mohou
dale v ramci monitorovani
provadéni studie rozhodnout

0 provedeni auditu zdznamu ze
studie béhem jejiho trvani nebo
po jejim skonceni.
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Investigator and
Institution will
cooperate with
regulatory agency,
CRO and Pfizer
representatives in the
conduct of inspections
and audits and will
ensure that Study
Records are
maintained in a way
that facilitates such
activities.

a. Notification. Principal Oznameni. Hlavni
Investigator will zkousSejici bude co
notify CRO as soon as nejdiive informovat
reasonably possible if CRO o pripadné kontrole
the site is inspected or pracovisté v souvislosti
scheduled to be se studii ze strany
inspected by a regulaéniho orgdnu nebo
regulatory agency in 0 jejim planovaném
relation to the Study. terminu.

b. Right to be Present. If Prévo na osobni
not prohibited by law, pritomnost. Pokud to
Pfizer or CRO will zakon nezakazuje,
have the right to be spole¢nost Pfizer nebo
present during, and CRO budou mit pravo
participate in, any byt ptitomni pfi jakékoli
such inspection, audit, takové kontrole, auditu,
investigation, or vySetfovani nebo
regulatory action. regulaénim opatieni

a ucastnit se jich.
C. Cooperation. Principal Spolupréce. Hlavni

zkousejici a zdravotnické
zafizeni budou
spolupracovat

s regula¢nim orgdnem,
CRO a zéstupci
spolecnosti Pfizer pfi
provadeéni kontrol

a auditu a zajisti, aby
zaznamy ze studie byly
vedeny zpiisobem, ktery
takové ¢innosti umozni.

Observational Study CSA

CRO & Institution — Czech Republic

Investigator/Institution Name: Dr. Jii{ Strnadel / Fakultni nemocnice Ostrava

25

Version Date: May 2018



ev. ¢. zdravotnického zarizeni: 017/OVZ/23/041-P

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.

Reseni nesrovnalosti.
Zdravotnické zatizeni
prostiednictvim hlavniho
zkousejiciho neprodlené
vyftesi veskeré zjisténé
nesrovnalosti mezi Udaji
ze studie a lékaiskymi
zaznamy pacientll ve
studii.

Inspection Findings
and Responses.
Principal Investigator
and Institution will
promptly forward to
CRO and Pfizer
copies of any
inspection findings
that Institution
receives from a
regulatory agency in
relation to the Study.
Whenever feasible,
Principal Investigator
and Institution will
also provide CRO and

Pfizer with an piezkoumani jakékoli
opportunity to zpétné vazby na
prospectively review Kontroly provadéné

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

Zé&very kontrol a zpétna
vazba. Hlavni zkousejici
a zdravotnické zatizeni
CRO a spolec¢nosti Pfizer
neprodlené piedaji kopie
veskerych zavéra
kontrol, které

v souvislosti se studii
obdrZi od regula¢niho
organu. Bude-li to
mozné, hlavni zkousejici
a zdravotnické zarizeni
dale CRO a spole¢nosti
Pfizer poskytnou
prilezitost provést
prospektivni

regulanimi organy
v souvislosti se studii
a vyjadrit se k nim.

12.4  Study Conduct Evaluations. 12.4  Hodnoceni provadéni studie.
CRO, Pfizer or Pfizer’s CRO, spolecnost Pfizer nebo
external service providers externi poskytovatelé sluzeb
may document and evaluate spole¢nosti Pfizer mohou vykon
the performance of Institution zdravotnického zatizeni
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and Principal Investigator in a hlavniho zkousejiciho pii

the conduct of the Study. provadéni studie dokumentovat
CRO and Pfizer will use these a vyhodnocovat. CRO
evaluations solely for internal a spole¢nost Pfizer budou tato
purposes. hodnoceni vyuzivat vyhradné

pro interni Gcely.

13. Remedies for Breach of Certain 13.  Napravna opatieni pro ptipad poruseni
Study Obligations In the event nékterych povinnosti v ramci studie.
Principal Investigator and/or V piipadé, Ze hlavni zkousejici a/nebo
Institution fail to comply with any of zdravotnické zatizeni nesplni nékterou
its obligations set out in Sections 3 ze svych povinnosti stanovenych
(Protocol), 7 (Informed Consent and v odstavcich 3 (Protokol), 7
Subject Recruitment), 11 (Study Data (Informovany souhlas a nabor
and Study Records) and subjektt), 11 (Udaje a zaznamy ze
12 (Monitoring, Inspections, and studie) a 12 (Monitorovani, kontroly
Audits) of this Agreement, or the a audity) této smlouvy, ptipadné
requirements of the Protocol relating poZadavky protokolu tykajici se hlaseni
to adverse event reporting, ethical nezédoucich piihod, provadéni studie
conduct of the Study, or EC review, etickym zptisobem nebo piezkumu ze
in addition to its right to terminate strany EK, CRO se kromé svého prava
the Study immediately under studii okamzit¢ ukongéit podle
Section 18.1.¢(2), CRO will have odstavce 18.1.¢(2) mize uchylit
recourse to either or both of the k jednomu nebo obéma z nasledujicich
following alternative remedies: alternativnich népravnych opatteni:

a. Suspension of Study a. pozastaveni naboru
Subject enrollment, if pacientil do studie,
the Study is not yet pokud dosud nedoslo
fully enrolled, and k zafazeni vSech
pacientt, a
b. Suspension of all b. pozastaveni vSech plateb
payments by CRO ze strany CRO.
Any suspension of enrollment or Pozastaveni naboru nebo plateb bude
payment will continue until Principal trvat, dokud hlavni zkousejici
Investigator and Institution return to a zdravotnické zafizeni dle uvazeni
compliance with its Study CRO nezac¢nou znovu plnit své
obligations, as determined by CRO. povinnosti v ramci studie. VyuZiti
Use of either or both of the above jednoho nebo obou vy3e uvedenych
Observational Study CSA Version Date: May 2018
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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.

napravnych opatieni nebrani CRO ani
spolecnosti Pfizer v uplatnéni prava na
okamzité ukonceni studie, jestlize
hlavni zkousejici a zdravotnické
zafizeni své povinnosti znovu plnit
nezacnou.

14. Inventions. 14.

Vynélezy.

14.1 Notification. If the conduct of
Study results in any invention
or discovery whether
patentable or not
(“Invention”), Principal
Investigator will promptly
inform CRO.

14.1  Oznameni. Pokud bude
vysledkem provadéni studie
vynalez nebo objev, at’ jiz
patentovatelny ¢i nikoli (déle jen
»vynalez*), hlavni zkousejici
bude neprodlené informovat
CRO.

14.2  Assignment. Principal
Investigator or Institution, as
applicable, will assign, or
ensure that inventors assign,
all interest in any such
Invention to Pfizer, free of
any obligation or
consideration beyond that
provided for in this
Agreement.

14.2  Postoupeni. Hlavni zkousejici,
pfipadné zdravotnické zatizeni
postoupi cely podil na jakémkoli
takovém vynalezu spole¢nosti
Pfizer bez jakychkoli dalSich
zavazkli nebo odmén nad rdmec
uvedeny v této smlouvé nebo
zajisti, aby tak ucinili vynalezci.

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.

14.3  Asistence. Hlavni zkousejici
a zdravotnické zatizeni na
naklady spole¢nosti Pfizer této
poskytnou piiméienou
soucinnost pii podévani
a vyftizovani patentovych
prihlasek tykajicich se
jakychkoli vynaleza.
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15. Publications. Institution and Principal | 15.
Investigator represent that they have
no intention for any publication or
other type of disclosure of the results
of the Study (collectively,
“Publication”). Should this intention
change, the parties agree that an
amendment to this Agreement will be
required to address such Publication.

Zvetejnéni. Zdravotnické zatizeni

a hlavni zkouSejici prohlasuji, Ze nemaji
v umyslu vysledky studie jakkoli
publikovat ani jinym zpiisobem zvefejnit
(spolecné dale jen ,,zvefejnéni‘‘). Pokud
se jejich umysl zméni, smluvni strany
souhlasi se skute¢nosti, ze k oSetieni
takového zverejnéni bude vyzadovan
dodatek k této smlouve.

15.1 Study Regqistration by Pfizer. 15.1 Registrace studie spole¢nosti

Pfizer commits to register, on
the National Institutes of
Health Clinical Trials Data
Bank
(www.clinicaltrials.gov), all
Pfizer-sponsored 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.

Pfizer. Spole¢nost Pfizer se
zavazuje zaregistrovat vSechny
neintervencni studie, jejichz je
zadavatelem a v ramci nichz se
pouziva ptipravek spolecnosti
Pfizer, v databazi National
Institutes of Health Clinical Trials
Data Bank
(www.clinicaltrials.gov)

a vyhodnotit bezpecnost nebo
ucinnost tohoto piipravku.

V piipadé existence regulacniho
pozadavku spole¢nost Pfizer
studie, jejichz je zadavatelem,
dale zapiSe na jiné seznamy
probihajicich studii vedené
prislusnymi regulacnimi organy.

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. and at the
same time having removed any
information that constitute

15.2

Uvertejnéni upravené smlouvy. Pii
podpisu této smlouvy nebo jesté
pted jejim podepsanim poskytne
CRO zdravotnickému zatizeni
upravenou verzi smlouvy v
cestin€ pouze ve formatu PDF
(dale ,,upravena smlouva“), z niz
odstrani veSkeré informace, které
podle ptimétené¢ho ndzoru CRO
nebo spole¢nosti Pfizer
pfedstavuji obchodni tajemstvi
CRO nebo spolecnosti Pfizer,
soucasn¢ odstrani veskeré
informace predstavujici osobni
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Personal Data. Within 5 days of udaje. Do 5 dnii od podpisu
signing the Agreement by the smlouvy posledni smluvni
last Party , Institution will stranou uvetejni zdravotnické
publish the Redacted zafizeni upravenou smlouvu v
Agreement in the contract registru smluv vedeném
registry maintained by the Ministerstvem vnitra (dale
Ministry of the Interior »Registr smluv*) v souladu se
(“Contract Registry”) in zakonem ¢. 340/2015 Sb., o
accordance with Act 340/2015 registru smluv. Co nejdiive to
Coll. on Contract Registry. bude mozné, dolozi zdravotnické
Institution will provide CRO zatizeni CRO, ze byla upravena
with evidence of publication of smlouva uvetejnéna. Jestlize
the Redacted Agreement as CRO neobdrzi doklad o
soon as is reasonably uvefejnéni upravené smlouvy do
practicable. If CRO does not 7 dnti od podpisu smlouvy
receive evidence of publication posledni smluvni stranou, CRO
of the Redacted Agreement nebo spole¢nost Pfizer budou
within 7 days of signing the opravnény uvetejnit upravenou
Agreement by the last Party, smlouvu v registru smluv samy.
CRO or Pfizer will be entitled Smluvni strany berou na védomi,
to publish the Redacted Ze smlouva nebude platna ani
Agreement in the Contract ucinnd, dokud nebude uverejnéna
Registry. The parties v registru smluv, a dohodly se, Ze
acknowledge that the dokud ob¢ smluvni strany
Agreement is not valid nor neobdrZi potvrzeni o jejim
effective until published in the uvefejnéni, nebudou provadény
Contract Registry and agree Zadné ukony souvisejici se studii.
that no contracted Study- Ptipadné pisemné dodatky k této
related activities will smlouvé¢ uzaviené podle
commence until both parties ustanoveni &l. 19.5 (Upravy
are in receipt of confirmation smlouvy) budou rovnéz upraveny
of such publication. Any a uvetejnény podle ustanoveni ¢l.
written amendments to this 15.2.
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.

16. Indemnification and Research Injury. | 16. OdSkodnéni a Ujma na zdravi souvisejici

s vyzkumem.
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Research Injury. The term “Research
Injury” means adverse event,
physical injury, or illness caused by
treatment or procedures required by
the Protocol that the Study Subject
would not have received if the
Subject had not participated in the
Study. Because the Study is an
observational study involving Study
Subjects who are receiving
prescribed treatment with the Pfizer
Product as part of their standard
medical care, an adverse reaction to
the Pfizer Product would not be a
Research Injury. Institution and
Principal Investigator agree to
provide or arrange for prompt
diagnosis and medical treatment of
any injury experienced by a Study
Subject. Principal Investigator and
Institution further agree to promptly
notify CRO of any injury
experienced by a Study Subject.

Ujma na zdravi souvisejici

s vyzkumem. Vyraz ,,ujma na zdravi
souvisejici s vyzkumem* oznacuje
nezadouci ptihodu, fyzickou Gjmu nebo
onemocnéni zpisobené 1€cbou nebo
postupy, které vyZaduje protokol a které
by pacient ve studii nepodstoupil,
kdyby se studie neti¢astnil. Vzhledem k
tomu, Ze se jedna o observacni studii
zahrnujici pacienty, ktefi podstupuji
piedepsanou 1écbu piipravkem
spole¢nosti Pfizer v rdmci své
standardni 1€katské péce, nezadouci
reakce na ptipravek spolecnosti Pfizer
by neptfedstavovala ijmu na zdravi
souvisejici s vyzkumem. Zdravotnické
zafizeni a hlavni zkouSejici se v ptipade
jakékoli ijmy na zdravi utrpéné
pacientem ve studii zavazuji stanovit
diagndzu a poskytnout 1ékatrskou péci,
piipadné stanoveni diagnozy

a poskytnuti Iékatské péce ihned zajisti.
Hlavni zkouSejici a zdravotnické
zafizeni se dale zavazuji neprodlené
informovat CRO o0 jakékoli ijmé na
zdravi utrpéné pacientem ve studii.

Because this is an observational
study, neither Institution, or Principal
Investigator CRO, or Pfizer provide
any indemnification under this
Agreement

Jedna se 0 observacni studii,

a zdravotnické zafizeni, hlavni
zkousejici, CRO ani spole¢nost Pfizer
tedy podle této smlouvy neposkytuji
zadné odskodnéni.

Assignment and Delegation

17.

Postoupeni a delegovani

17.1 By Institution. Neither
Principal Investigator nor
Institution may assign their
rights or delegate or
subcontract any duties under
this Agreement without

17.1 Ze strany zdravotnického zafizeni.
Hlavni zkousejici ani
zdravotnické zafizeni nesméji bez
pisemneho souhlasu CRO
postoupit sva prava ani delegovat
¢i subkontrahovat své povinnosti
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written 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 all
delegated or subcontracted
duties.

podle této smlouvy. Pokud CRO
delegovani nebo subkontrahovani
povoli, smluvni strana, ktera
delegovala nebo subkontrahovala
sve povinnosti, i nadale ponese
viici CRO odpovédnost za plnéni
vSech delegovanych nebo
subkontrahovanych povinnosti.

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 or to another CRO
selected by 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 Institution
and Principal Investigator 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 Institution and Principal
Investigator. If CRO or Pfizer
delegates or subcontracts any
duties, CRO or Pfizer remains
responsible to Institution and
Principal Investigator for the

17.2 Ze strany CRO. CRO muize bez

omezeni postoupit kterakoli nebo
v8echna sva prava a delegovat
kterékoli nebo viechny své
povinnosti podle této smlouvy na
spole¢nost Pfizer nebo jinou
CRO vybranou spole¢nosti
Pfizer. Pokud CRO postoupi
vSechna prava a deleguje vSechny
povinnosti na spolec¢nost Pfizer,
CRO nebo spole¢nost Pfizer

0 tom pisemn¢ uvédomi hlavniho
zkousejiciho a zdravotnické
zatizeni. CRO (nebo spolec¢nost
Pfizer po postoupeni

a delegovéni ze strany CRO)
muze také po predchozim
ozn&meni zdravotnickému
zafizeni a hlavnimu zkouSejicimu
bez omezeni delegovat

a postoupit povinnosti a prava
souvisejici se studii externimu
poskytovateli a mtize bez
omezeni delegovat nebo
postoupit své povinnosti nebo
prava souvisejici se studii
kterémukoli subjektu
pridruzenému ke spolec¢nosti
Pfizer. CRO nesmi jinak bez
pisemneho souhlasu
zdravotnického zafizeni

a hlavniho zkousejiciho postoupit
své préva ani delegovat sve
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povinnosti podle této smlouvy.
Pokud CRO nebo spolecnost
Pfizer deleguji nebo
subkontrahuji kterékoli
povinnosti, CRO nebo spole¢nost
Pfizer i nadale ponesou vici
zdravotnickému zafizeni

a hlavnimu zkousejicimu
odpovédnost za plnéni téchto
povinnosti.

performance of those duties

18. Termination. 18. Ukonceni.

18.1 Udalosti vedouci k ukon¢eni
smlouvy. K ukonceni této
smlouvy dojde po kterékoli
z nasledujicich udalosti podle
toho, ktera z nich nastane dfive.

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

Disapproval by EC or
Regulatory
Authorities. If the
Study cannot be
initiated because of
EC/Regulatory
Authorities
disapproval, this
Agreement will
terminate.

Zamitnuti ze strany EK
nebo regula¢nich organd.
Tato smlouva bude
ukoncena, pokud studii
nelze zahdjit z divodu
zamitnuti EK /
regulacnimi orgény.

Study Completion.
This Agreement will
terminate when the
Study is complete,
which means the
conclusion of all

Dokonceni studie. Tato
smlouva bude ukoncena
po dokonceni studie, tedy
po dokonceni vSech
¢innosti vyzadovanych

Vv ramci studie.
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Study-required
activities

Early Termination of

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

PiedC¢asné ukonceni

studie. Tato smlouva
bude ukoncena, pokud
dojde k ptedcasnému
ukoncendi studie, jak je
pOpsano nize.

1) Termination of Q) Ukonceni studie
Study Upon na zakladé
Notice. CRO ozndmeni. CRO
or Pfizer may nebo spolec¢nost
terminate the Pfizer mohou
Study for any studii ukoncit
reason upon z jakéhokoli
30 days’ divodu, a to na
written notice zakladé pisemné
to Institution vypovedi
and Principal zdravotnickému
Investiagator. zafizeni

a hlavnimu
zkousejicimu
S vypovedni
lIhtitou 30 dnd.

(@) Immediate (2) Okamzité
Termination of ukonceni studie
Study by CRO ze strany CRO

or Pfizer. CRO
or Pfizer may
terminate the
Study
immediately
upon written
notice to
Institution and
Principal

nebo spole¢nosti
Pfizer. CRO nebo
spole¢nost Pfizer
mohou studii
okamzité ukondit
na zakladé
pisemného
oznameni
zdravotnickému

Observational Study CSA

CRO & Institution — Czech Republic

Investigator/Institution Name: Dr. Jii{ Strnadel / Fakultni nemocnice Ostrava

34

Version Date: May 2018



ev. ¢. zdravotnického zarizeni: 017/OVZ/23/041-P

Investigator
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; or
regulatory
agency actions
relating to the
Study or the
Pfizer Product,
or any non-
compliance by
the Institution
and/or
Principal
Investigator
with local laws
or the terms of
Section 20
(Anti-
Corruption) of
this
Agreement.

pacientti do

provadéni studie,

pozadavki na

predstavuji riziko

pacientl ve

ptipravku

zatizeni

a hlavnimu
zkousSejicimu,
a to z davodu,
mezi néz patii
zafazovani

studie tempem,
které neni
dostateCné
k dosazeni cila

neschvalené
podstatné
odchylky od
protokolu nebo

hlaseni,
okolnosti, které
podle ndzoru
CRO nebo
spole¢nosti Pfizer

pro zdravi nebo
pocit pohody

studii, nebo
opatreni
regulacnich
organt tykajici se
studie nebo

spolecnosti
Pfizer, ptipadné
nedodrZovani
mistnich zdkont
nebo podminek
v odstavci 20
(Protikorupéni
zasady) této
smlouvy ze
strany
zdravotnického
zatizeni

a hlavniho
zkousejiciho.
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(3) Immediate (3) Okamzite
Termination of ukonceni studie
Study by ze strany
Institution. zdravotnického
Institution and zafizeni.
Principal Zdravotnické

Investigator
may terminate

the Study studii okamzité
immediately ukoncit na

upon zaklad¢ oznameni
notification to CRO, pokud o to
CRO if pozada

requested to odpovédna EK,
do so by the piipadné pokud je
responsible EC takové ukonceni
or if such studie nutné
termination is z divodu ochrany
required to zdravi pacienti ve
protect the studii.

health of

Study

Subjects.

zatizeni a hlavni
zkousejici mohou

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 of all
Protocol-required Study
Data,generated up until
termination; receipt of all
payments due to either party;
and completion by both
parties of any remaining
applicable Agreement
obligations.

18.2 Datum ucinnosti ukonéeni
smlouvy. Pokud k ukonc¢eni
smlouvy dojde na zaklad¢
nékteré z udalosti popsanych
v odstavci 18.1 vySe, bude
ukonceni ucinné poté, co CRO
obdrzi vSechny Udaje ze studie
vyZadovane protokolem, které
byly vytvoreny az do doby
ukonceni smlouvy, piijeti vSech
plateb splatnych kterékoli
smluvni strané a splnéni vSech
zbyvajicich platnych povinnosti
vyplyvajicich ze smlouvy obéma
smluvnimi stranami.
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18.3 Payment upon Early
Termination. 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 EC and
through no fault of Institution
and Principal Investigator,
CRO will reimburse
Institution and/or Principal
Investigator for EC fees and
any other expenses that were
prospectively approved, in
writing, by CRO.

18.3 Platba pfi predéasném ukonceni
studie. Pokud dojde
k pfed¢asnému ukonceni studie,
uhradi CRO jiz provedené prace
v souladu s ptilohou A po
odecteni jiz uhrazenych plateb
za takové prace. Kromée
budoucich personalnich néklada
CRO rovnéz uhradi veskeré
nezruSitelné vydaje, pokud byly
fadné vynalozeny a vyhledové
schvaleny ze strany CRO, a to
pouze Vv ptipadé, Ze je nelze
pfiméfené snizit. Pokud studii
nelze zahgjit z divodu zamitnuti
EK a bez zavinéni
zdravotnického zatizeni
a hlavniho zkou$ejiciho, CRO
uhradi zdravotnickému zafizeni
a/nebo hlavnimu zkousejicimu
poplatky uctované EK a veSkerée
dal$i vydaje, které CRO
vyhledové pisemnou formou
schvalila.

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

a.  Nedodrzovani
protikorup¢nich ustanoveni.
Pokud CRO nebo
spolecnost Pfizer ukonci
studii z divodu nedodrzeni
podminek odstavce 20,
Protikorup¢ni zasady, ze
strany zdravotnického
zatizeni a hlavniho
zkousejiciho, CRO
a spolecnost Pfizer neuhradi
Zadné dalsi platby podle
této smlouvy, a to bez
ohledu na jakékoli ¢innosti,
Které zdravotnické zatizeni
a hlavni zkousejici provedli,
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Investigator have nebo smlouvy se tietimi
undertaken or third-party stranami, které zdravotnické
agreements that zatizeni a hlavni zkouSejici
Institution and Principal uzavfeli pfed ukoncenim
Investigator have entered studie.

into before termination.

18.4 Return of Materials. Unless 18.4 Vraceni materiali. Pokud CRO
CRO instructs otherwise in zdravotnické zatizeni a hlavniho
writing, upon termination of zkousejiciho pisemné
the Agreement, Institution neinstruuje jinak, po ukonceni
and Principal Investigator smlouvy tito CRO / spole¢nosti
will promptly return all Pfizer neprodlené vrati veskeré
materials supplied by CRO or materialy jimi dodané pro tcely
Pfizer for Study conduct, provadéni studie, véetné
including unused Case Report nepouzitych zaznamu subjektt
Forms, and any CRO/Pfizer- hodnoceni a veSkerého vybaveni
supplied Equipment and a materialu.

Materials.

18.5 Survival of Obligations. 18.5 Pietrvani zavazkd. Povinnosti
Obligations relating to tykajici se financovani,

Funding, Confidential davérnych informaci, zaznamu
Information, Study Records, ze studie, vynalezil, zvetfejnéni,
Inventions, Publications, odSkodnéni a Ujmy na zdravi
Indemnification and Research souvisejici s vyzkumem,
Injury, and Suitability and zpusobilosti a protikorup¢nich
Antu-Corruption survive opatfeni zistanou v platnosti
termination of this | po ukonéeni této smlouvy. To
Agreement, as does any other sameé plati i pro veSkera dalsi
provision in this Agreement , ustanoveni této smlouvy véetné
including Attachments, that priloh, z jejichz povahy a tucelu
by its nature and intent vyplyva, Ze zustavaji v platnosti
remains valid after the term I po skonceni platnosti této
of the Agreement. smlouvy.

19. Other Terms 19. Ostatni podminky
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19.1 Suitability. Institution and 19.1 Zpusobilost. Zdravotnické

Principal Investigator 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.
Principal Investigator and
Institution also each certify
that there are no applicable
regulations or other obligations
that prohibit he/she/ it from
conducting the Study and
entering into this Agreement
and that neither Institution nor
Principal Investigator are
aware of any debarment under
subsections 306(a) or (b) of the
United States Federal Food,
Drug, and Cosmetic Act and
any applicable local law and
that neither Institution nor
Principal Investigator will 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.

zatizeni a hlavni zkouSejici
potvrzuji, Ze disponuji licenci,
registraci nebo jinou kvalifikaci
a jsou zpusobili provadét studii
a pozadované ¢innosti s ni
souvisejici podle mistnich
zakont, pravnich predpist, zasad
nebo pozadavku statnich uradi.
Hlavni zkouSejici a zdravotnické
zafizeni rovnéz potvrzuji, ze
neexistuji Zadné platné pravni
piedpisy nebo jiné povinnosti,
které by jim zakazovaly
provadéni studie a uzavieni této
smlouvy a neni jim znamo
jakékoliv uloZeni zakazu ¢innosti
podle pododstavcti 306(a) nebo
(b) federalniho zdkona USA

0 potravindch, 1é¢ivech

a kosmetickych piipravcich

a jakéhokoli platneho mistniho
zakona a Ze v jakékoli funkci
nevyuZziji sluzeb Zadné osoby,
ktera byla podle takovych zédkoni
zbavena opravnéni k vykonu
¢innosti, pokud jde o sluzby
poskytované podle této smlouvy.
Po dobu platnosti této smlouvy
a tfi roky po jejim ukonceni
budou zdravotnické zatizeni

a hlavni zkousSejici neprodlené
informovat CRO, pokud bude
nutné nékteré z téchto potvrzeni
doplnit s ohledem na nové
informace.

19.2

Investigations, Inquiries,
Warnings, or Enforcement
Actions Related to Conduct of
Clinical Research. Principal

19.2 Setieni, vySetfovani, upozornéni

nebo donucovaci opatieni
souvisejici s provadénim
klinického vyzkumu. Hlavni
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Investigator and Institution
each certify that to the best of
their knowledge he/shelit 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.
Principal Investigator or
Institution will notify CRO
promptly if he/she/it receives
notice of or becomes the
subject of any Agency Action
regarding its compliance with
ethical, scientific, or regulatory
standards for the conduct of
clinical research or the practice
of medicine if the Agency
Action relates to events or
activities that occurred prior to
or during the period in which
the Study was conducted.

zkousejici a zdravotnické zafizeni
potvrzuji, Ze pokud je jim podle
jejich nejlepSiho védomi znamo
v souvislosti s provadénim
klinického vyzkumu nebo
vykonem lékatské praxe

v minulosti necelili ani

V soucasnosti neceli zddnému
Setfeni, vySetfovani, upozornéni
ani donucovacimu opatteni ze
strany statnich nebo regulac¢nich
organt (spolec¢né déle jen ,,ufedni
opatieni), o kterych CRO
neinformovali. Pokud hlavni
zkousejici nebo zdravotnické
zafizeni obdrzi ozndmeni

0 ufednich opattenich

v souvislosti s dodrzovanim
etickych, védeckych nebo
regulacnich standardd provadéni
klinického vyzkumu nebo
vykonu lékarské praxe a tato
ufedni opatfeni se budou tykat
udélosti nebo ¢innosti, ke kterym
doslo pted obdobim provadéni
studie nebo béhem n¢j, budou
neprodlen¢ informovat CRO.

19.3

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
other publicly available
listings of ongoing studies, 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

19.3

Pouziti jména/ndzvu. CRO

a spolecnost Pfizer si vyhrazuji
pravo uvadet jména hlavniho
zkousSejiciho a zdravotnickeho
zatizeni v souvislosti s registraci
protokolu v jinych vefejné
dostupnych seznamech
probihajicich studii nebo

v souvislosti s jinymi sluzbami ¢i
mechanismy naboru pacienti do
studie. CRO ani spolecnost Pfizer
jména hlavniho zkousejiciho,
zdravotnického zafizeni ani
Zadného z jeho zamé&stnancu ¢i
dodavatelt jinak pouzivat
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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.

nebudou a hlavni zkousejici ani
zdravotnické zatizeni bez
pisemného souhlasu smluvni
strany, jejiz jméno bude pouZito,
nebudou pouZzivat jména CRO,
spole¢nosti Pfizer ani zddného

Z jejich ptislusnych zaméstnanct
¢i dodavatell pro propagacni ani
reklamni ucely.

19.4 Relationship of the Parties. 19.4 Vztah mezi smluvnimi stranami.
The relationship of Institution Ve vztahu k CRO jsou
and Principal Investigator to zdravotnické zafizeni a hlavni
CRO is one of independent zkouSejici v postaveni
contractor and not one of nezavislych dodavateld,
partnership, agent and a nejedna se tedy o vztah
principal, employee and partnerti, zmocnénce
employer, joint venture, or a zmocnitele ani zamé&stnance
otherwise. a zaméstnavatele, o spole¢ny

podnik ani jiny podobny vztah.

19.5 Modification. Any 19.5 Upravy smlouvy. S vyjimkou
modification to this Agreement nékterych vzajemné piijatelnych
must be in writing, signed by zmen V rozpoctu studie, jak je
the parties, and identified as an uvedeno v piiloze A, musi byt
Amendment, except for certain jakakoli Uprava této smlouvy
mutually agreeable changes in provedena pisemn¢, podepsana
the Study budget as identified smluvnimi stranami a oznacena
in Attachment A. jako dodatek.

19.6 No Waiver. Failure to exert a 19.6 Vylouceni zieknuti se prav.

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.

Neuplatnéni prava podle této
smlouvy nepiedstavuje zieknuti
se takového prava v budoucnu.
Zieknuti se jakéhokoli prava neni
ucinné, pokud neni u¢inéno
pisemné a podepsano smluvni

Observational Study CSA
CRO & Institution — Czech Republic
Investigator/Institution Name: Dr. Jii{ Strnadel / Fakultni nemocnice Ostrava

41

Version Date: May 2018



ev. ¢. zdravotnického zarizeni: 017/OVZ/23/041-P

stranou, ktera se jej ziika.

19.7 Conflict with Attachments. If 19.7 Rozpory s obsahem pfiloh.
there is any conflict between V ptipadé rozporu mezi touto
this Agreement and any smlouvou a kteroukoli z jejich
Attachments to it, the terms of ptiloh plati podminky této
this Agreement control. If smlouvy. V piipadé rozporu mezi
there is any conflict between touto smlouvou a protokolem
this Agreement and the plati ve vSech otazkach tykajicich
Protocol, the Protocol will se 1écby pacientil ve studii
control as to any issue protokol a ve vSech ostatnich
regarding treatment of Study otazkach smlouva.

Subjects, and the Agreement
will control as to all other
issues.

19.8 Affiliates. As used in this 19.8 Piidruzené subjekty. Vyrazem
Agreement, the term “affiliate” ,pridruzeny subjekt” pouzivanym
means any entity that directly Vv této smlouvé se rozumi jakykoli
or indirectly controls, is subjekt, ktery ptfimo nebo
controlled by, or is under nepiimo kontroluje danou
common control with the smluvni stranu, je ji kontrolovan
named party. nebo je pod spolecnou kontrolou

sni.

19.9 Successors and Assigns. This 19.9 Pravni néstupci a postupnici. Tato
Agreement will bind and inure smlouva bude z&vazné pro
to the benefit of the successors nastupce a opravnéné postupniky
and permitted assigns of each kazdé ze smluvnich stran
party. a ucinna v jejich prospéch.

19.10 Third Party Beneficiary. Pfizer 19.10 Opravnéna treti strana. Spole¢nost
is an intended third-party Pfizer je podle této smlouvy
beneficiary to this Agreement zamyslenou opravnénou tieti
and is entitled to enforce stranou a je opravnéna piimo
directly any and all of its rights uplatiiovat veSkerd sva prava
under it. If a third party podle ni. Pokud prava
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acquires rights in the Pfizer
Product 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.

k pfipravku spole¢nosti Pfizer
ziska tfeti strana a spolecnost
Pfizer na ni ptevede funkci
zadavatele studie, muze tato bez
omezeni prevést kterdkoli nebo
v8echna sva prava a povinnosti
vyplyvajici z této smlouvy na
nového zadavatele.

19.11

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

19.11 ProhlaSeni o omezeni zaruky ze
strany CRO. Smluvni strany
berou na védomi, ze spolecnost
Pfizer angazovala CRO za
ucelem poskytovani sluzeb
v souvislosti s touto studii, jejimz
je spole¢nost Pfizer zadavatelem.
CRO neprovedla Zadny nezavisly
vyzkum ani analyzu tykajici se
bezpecnosti nebo t¢innosti
jakychkoli materiali nebo
l1écebnych postupti, které maji byt
v této studii pouZity, a proto
neposkytuje Zadné vyslovné ani
predpokladané zaruky, pokud jde
0 tyto materialy nebo 1é¢ebné
postupy, vysledky, které maji byt
ziskany jejich pouZitim nebo
provedenim podle protokolu,
nebo jejich vhodnost pro jakykoli
konkrétni ucel.

19.12

Entire Agreement. This
Agreement, including
Attachments, represents the
entire understanding between
the parties relating to this
subject matter. This
Agreement supersedes all
previous agreements between
the parties (oral and written)
relating to this Study, except
for any obligations that, by

19.12 Uplné znéni smlouvy. Tato
smlouva vcetn¢ piiloh
predstavuje uplnou dohodu
smluvnich stran ve véci jejiho
predmétu. Tato smlouva
nahrazuje vSechny predchozi
smlouvy mezi smluvnimi
stranami (Ustni a pisemné)
tykajici se této studie s vyjimkou
jakychkoli povinnosti, které
podle piislusnych podminek
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their terms, survive
independent of this
Agreement.

zustavaji v platnosti nezavisle na
této smlouve.

19.13 Language, Governing Law,

and Prorogation of
Jurisdiction. This Agreement
is set forth in both Czech and
English, with both versions
having the same effect. In the
event of any ambiguity or
conflicts in interpretation of
terms between the two
versions, the Czech version
will prevail.

This Agreement shall be
interpreted in accordance with
the laws of the Czech Republic
without regard to its conflicts
of laws rules.

Any disputes, disagreements
and claims arising from or
related to this Agreement that
cannot be resolved by a mutual
agreement of the Parties will
be decided by the competent
court of the Czech Republic

19.13 Jazyk, rozhodné pravo a

prorogace. Tato smlouva byla
sepsana v Cestiné a angliéting,
pricemz ob¢ verze maji stejnou
ucinnost. V piipadé jakychkoli
nejasnosti nebo rozport

V interpretaci podminek téchto
dvou verzi bude mit pfednost
verze ceska.

Rozhodnym pravem pro vyklad
této smlouvy je pravo Ceské
republiky bez ohledu na jeho
ustanoveni ohledn¢ koliznich
pravidel.

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 ptisluSného
soudu Ceské republiky.

19.14 Notices. The parties will

deliver notices and other
communications relating to
this Agreement by hand, by
courier, or by a postage-paid
traceable method of mail
delivery to the mailing address
below, or such other address
that a party may later designate

19.14 Oznameni. Smluvni strany budou

oznameni a dalsi sdéleni tykajici
se této smlouvy dorucovat
osobné, kuryrni sluzbou nebo
poStou s piedplacenym
postovnym, a to na nize
uvedenou postovni adresu nebo
jinou adresu, kterou smluvni
strana ptipadné pozdé&ji urci
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by notice to the other party in
accordance with this Section.

v 0zndmeni druhé smluvni strané
v souladu s timto odstavcem.

CRO:

CRO:

IQVIA Ltd.

IQVIA Ltd.

3 Forbury Place , 23
Forbury Road, Reading,
RG1 3JH, United

3 Forbury Place, 23 Forbury
Road, Reading, RG1 3JH,
Velka Britane

Kingdom
Attention: XX XXX X XXX XXX K rukam:
) 0.90.0.90.9.90.9.0.9.0.0 ¢
Telephone: Telefon: X XXX XXX XXX
) 9.9.9.9.9.9.9.9.9.9.9.9.9.9.9,.4 XXXXXX
Email: E-mail:
Institution: Zdravotnické zafizeni:

University Hospital Ostrava

Fakultni nemocnice Ostrava
Centrum klinickych studii

17.listopadu 1790, 70852
Ostrava -Poruba

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

Czech Republic Ceska republika
Attention: K rukam:
Telephone: Telefon:
Email: E-mail
XXX Xx X I
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Principal Investigator:

Hlavni zkousejici:

University Hospital Ostrava

Fakultni nemocnice Ostrava

17.listopadu 1790,
70852 Ostrava -Poruba

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

Czech Republic

Ceska republika

Attention:

—

K rukam:

—

Teleﬁhone:

Telefon:
I
I

Email: [

E-mail:

19.16 Counterparts and Signature.

This Agreement is executed
in three counterparts, each of
which will be deemed to be
an original, and all of which
will together constitute one
and the same agreement. The
Agreement will be deemed to
be fully executed when signed
by each of the parties through
written signature, , and
delivered to the other party

19.15 Vyhotoveni a podpis. Tato
smlouva je vyhotovena ve tiech
vyhotovenich, pficemz kazdé
z nich se povaZzuje za original
a vSechny spole¢né tvofi jeden
a tentyZ dokument. Smlouva
bude povazovéna za definitivné
uzavienou, jakmile ji kazda ze
smluvnich stran podepiSe, a to
prostiednictvim vlastnoru¢niho
podpisu, a dojde k jejimu
doruceni druhé smluvni strané.

20.

Anti-Corruption

20.

Protikorupé¢ni zasady

Definitions 20.1 Vymezeni pojmu.
a. Government. As used a. Statni sprava. Vyraz

in this Agreement,

,Statni sprava“
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“Government”
includes all levels and
subdivisions of
governments (ie, local,
regional, and national;
administrative,
legislative, and
executive).

pouZivany v této smlouveé
zahrnuje vSechny Grovné
a slozky statni spravy (tj.
mistni, regiondlni ¢i
narodni organy

a administrativni,
legislativni nebo
vykonné slozky).

Government Official.
As used in this
Agreement,
“Government
Official” includes (1)
any elected or
appointed non-US
Government official
(eg, a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for
or on behalf of a non-
US Government
official, non-US
Government agency,
or enterprise
performing a function
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

Statni ufednik. Vyraz
,,statni ufednik*
pouZivany v této smlouveé
zahrnuje (1) kteréhokoli
voleného nebo
jmenovaného statniho
ufednika z jiné zemé nez
USA (napt. zdkonodarce
nebo prislusnika kabinetu
jiné zemé& nez USA),

(2) kteréhokoli
zaméstnance nebo
fyzickou osobu jednajici
jménem statniho
ufednika jiné zemé nez
USA, stéatniho organu
jiné zemé nez USA nebo
podniku vykonavajiciho
funkci statni spravy jine
zemé nez USA nebo
touto vlastnéného ¢i
fizeného, statni spravy
jiné zemé nez USA
(napf. zdravotnického
pracovnika
zaméstnaného statni
nemocnici v jiné zemi
nez USA nebo
vyzkumného pracovnika
zaméstnaného vetejnou
vysokou kolou v jiné
zemi nez USA),

(3) kteréhokoli tiednika
politické strany v jiné
zemi nez USA, kandidata
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or on behalf of a non-
US political party or
candidate for public
office, (4) any
employee or
individual acting for
or on behalf of a
public international
organization, and (5)
any member of a royal
family or member of a
non-US military.

na vetejnou funkci v jiné
zemi nez USA nebo
zaméstnance nebo
fyzickou osobu jednajici
jménem politické strany
nebo kandidata na
vetejnou funkci v jiné
zemi nez USA,

(4) kteréhokoli
zaméstnance nebo
fyzickou osobu jednajici
jménem vefejné
mezinarodni organizace
a (5) kteréhokoli ¢lena
kralovské rodiny nebo
prislusnika armady jiné
zem¢é nez USA.

20.2  Anti-Bribery and Anti- 20.2 Pravidla zamezujici uplatkarstvi
Corruption Principles. a korupci. Hlavni zkousejici
Principal Investigator and a zdravotnické zatizeni obdrzeli
Institution have each received kopii mezinarodnich pravidel
a copy of Pfizer’s zamezujicich uplatkarstvi
International Anti-Bribery a korupci, vydanych spole¢nosti
and Anti-Corruption Pfizer a ptipojenych k této
Principles as an Attachment smlouvé ve formé piilohy.
to this Agreement. Principal Hlavni zkouSejici a zdravotnické
Investigator and Institution zatizeni zajisti, aby oni sami
will ensure that they and any i jejich zastupci nebo
of their agents or subdodavatelé vykonavajici
subcontractors conducting praci pro spole¢nost Pfizer
Pfizer work will comply with dodrZovali pravidla zamezujici
the Anti-Bribery and Anti- uplatkarstvi a korupci.
Corruption Principles.

20.3  Warranties. Principal 20.3  Z&ruky. Hlavni zkousejici

Investigator and Institution
warrant to CRO and Pfizer the
following:

a zdravotnické zafizeni zarucuji
CRO a spolecnosti Pfizer
nasledujici:
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by CRO or Pfizer
under this Agreement
will not cause
Institution and
Principal Investigator
to do anything that

a. Any information that Veskeré informace, které
Principal Investigator hlavni zkousejici nebo
or Institution provided zdravotnické zatizeni
to CRO or Pfizer as poskytli CRO nebo
part of Pfizer’s anti- spole¢nosti Pfizer
corruption due- v ramci dusledné
diligence process is provadéného
complete and accurate. protikorupéniho procesu

spolecnosti Pfizer, jsou
Uplné a piesné.

b. If any response that Pokud v kterékoli
Institution or Principal z odpovédi, které
Investigator provided zdravotnické zatizeni
on the CRO or Pfizer nebo hlavni zkouSejici
due-diligence poskytli v dotaznicich
questionnaire in regard 0 disledném provadéni
to Institution and procesu CRO nebo
Principal Investigator, spole¢nosti Pfizer, dojde
any individuals v dobé¢ platnosti této
identified in the smlouvy k zméné
questionnaire, or the v souvislosti se
Family Relatives (as zdravotnické zatizeni
defined in the a hlavnim zkouSejicim,
questionnaire) of those fyzickymi osobami
individuals changes oznacenymi v dotazniku
during the term of this nebo rodinnymi
Agreement, Institution piislusniky takovych
and Principal fyzickych osob (dle
Investigator will notify definice uvedené
CRO. v dotazniku),

zdravotnické zatizeni
a hlavni zkousejici budou
informovat CRO.

C. The funding provided Prostfedky poskytnuté

CRO nebo spolecnosti
Pfizer podle této smlouvy
nepovedou zdravotnické
zafizeni ani hlavniho
zkousSejiciho k takovym
kroktm, v jejichZ
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would result in CRO
or Pfizer improperly
obtaining or retaining
business or gaining
any improper business

duasledku by si CRO nebo
spole¢nost Pfizer
nepatficnym zptisobem
zajistily ¢i udrzely
obchodni pfilezitosti

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. nebo ziskaly jakékoli
nepatiicné obchodni
vyhody.
d. Principal Investigator d. Hlavni zkouSejici

a zdravotnické zatizeni
nepfijali a neptijmou
Zadné platby nebo
hodnotné véci, v jejichz
disledku by si CRO
nebo spolecnost Pfizer
nepatfiénym zptsobem
zajistily ¢i udrzely
obchodni pfilezitosti

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.

advantage. nebo ziskaly jakékoli
nepatiicné obchodni
vyhody.
e. Principal Investigator e. Hlavni zkouSejici

a zdravotnické zarizeni
pfimo ani nepfimo
neucinili a v budoucnu
neucini nabidku ani
uhradu jakékoli ¢astky ¢i
hodnotné véci ve snaze
ovlivnit statniho
ufednika nebo kteroukoli
jinou osobu ani
takovouto nabidku ¢i
Uhradu neschvalili

a neschvali.

20.4  Funding Requirements. CRO
will make no payment in
addition to the funding set out
in Attachment A (Study
Budget and Payment Terms)

20.4

PoZadavky na financovani. CRO
v souvislosti s touto smlouvou
neuhradi Zadnou platbu vyjma
prostiedki stanovenych

v ptiloze A (Rozpocet studie
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in connection with this
Agreement unless CRO has
prospectively approved that
expenditure in writing. All
invoices and any
supplemental documents that
Institution and Principal
Investigator submit to CRO or
Pfizer under this Agreement
must be truthful and show in
reasonable detail what the
requested payment is for.
Institution and Principal
Investigator will maintain
true, accurate, and complete
records (eg, invoices, reports,
statements, and books)
relating to the funding and
expenditures for this Study.

a platebni podminky), pokud
CRO takové vydaje piedem
pisemné neschvali. Veskeré
faktury a dodate¢né dokumenty,
které zdravotnické zatizeni

a hlavni zkousSejici predlozi
CRO nebo spolecnosti Pfizer
podle této smlouvy, musi byt
pravdivé a musi obsahovat
dostate¢né podrobnosti o tcelu,
na néjz je uhrada pozadovana.
Zdravotnické zatizeni a hlavni
zkousejici budou vést pravdive,
ptesné a Uplné zaznamy (napf.
faktury, zpravy, vykazy a tcetni
knihy) tykajici se financovani
této studie a vydaji na ni.

20.5

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, Institution
and Principal Investigator 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 Institution and
Principal Investigator
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

20.5

Pravo na provedeni auditu.
Spolecnost Pfizer ma pravo
podniknout veskeré piimétené
kroky a ukony, aby zajistila, Ze
kazda platba provedena ze strany
CRO jménem spolecnosti Pfizer
bude pouzita fadnym

a legitimnim zplisobem. Za
timto U¢elem zdravotnické
zatizeni a hlavni zkousejici
behem doby platnosti smlouvy

a tii roky po provedeni konecné
platby podle této smlouvy
umozni internim a externim
auditortim spolecnosti Pfizer
pfistup ke vSem relevantnim
ucetnim kniham, dokumentiim,
pisemnostem a zaznamtm
zdravotnického zatizeni

a hlavniho zkous$ejiciho, které se
tykaji transakci souvisejicich se
smlouvou. Vzhledem k tomu, Ze
se tato smlouva tyka klinicke
studie, budou pii takovém auditu
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ensure confidentiality and
protect the privacy of the
Study Subjects.

piijata akceptovatelna
bezpecnostni opatfeni k zajisténi
duvérnosti a ochrany soukromi
pacientl ve studii.

20.6  Failure to Comply. If CRO or 20.6  Nedodrzeni pravidel. Pokud
Pfizer terminates the Study or CRO nebo spolecnost Pfizer
this Agreement because of ukon¢i studii nebo tuto smlouvu
Institution’s and Principal Z diivodu poruseni kteréhokoli
Investigator’s breach of any z ustanoveni tohoto
of the provisions in this Anti- protikorup¢niho odstavce
Corruption section, Institution zdravotnickym zafizenim
and Principal Investigator will a hlavnim zkousejicim, ponesou
be liable to CRO and Pfizer tito viéi CRO a spole¢nosti
for damages or remedies as Pfizer odpovédnost za Skody
provided by law. Further, nebo napravna opatieni
Institution and Principal stanovena zékonem.
Investigator will indemnify Zdravotnické zatizeni a hlavni
CRO and Pfizer against any zkousejici dale odskodni CRO
third-party claim, fine, or a spole¢nost Pfizer v souvislosti
penalty against CRO and s jakymkoli narokem tieti strany,
Pfizer that results from such a pokutou nebo penale
breach by Institution and uctovanymi CRO a spole¢nosti
Principal Investigator. Pfizer v dtsledku takového

poruseni ze strany hlavniho
zkousejiciho.
Agreed to and Accepted by: /
Odsoubhlasil(-a) a ptijal(-a):
IQVIA Ltd. | IQVIA Ltd.

Signature / Podpis:

Print Name / Jméno hialkovym pismem:

Title / Funkce:

Date / Datum:
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UNIVERSITY HOSPITAL OSTRAVA | FAKULTNI NEMOCNICE OSTRAVA

Signature / Podpis:

Print Name / Jméno hﬁlkovi' m pismem:

Title / Funkce: naméstek feditele pro védu, vyzkum a vyuku

Date / Datum:

Principal Investigator | Hlavni zkousejici

Signature / Podpis:

Print Name / Iméno hiilkovym pismem: || GG

Date / Datum:
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ATTACHMENT A PRIiLOHA A
BUDGET & PAYMENT SCHEDULE ROzZPOCET A HARMONOGRAM PLATEB
STUDY NAME: C0311015 NAZzEV STUDIE: C0311015
A. PAYEE DETAILS: A. UDAJE O PRIJEMCI PLATEB:

The Parties agree that the payee designated Smluvni strany souhlasi s tim, Ze nize uréeny
below is the proper payee for this piijemce plateb je fadnym piijemcem plateb
Agreement, and pro ucely této smlouvy

that payments under this Agreement will be | a Ze platby podle této smlouvy budou

made only to the following payee (“Payee) poukazovany pouze nasledujicimu pfijemci
and will not violate any rules or policies of plateb (dale jen ,,pfijemce plateb”) a ze

the Site, will not violate applicable national, | nebudou porusenim zadnych pravidel nebo
state, or local laws or regulations. smérnic centra, nebudou porusenim platnych
vnitrostatnich nebo mistni zdkoni ¢i
ptedpisi.

Contract Payee / Smluvni prijemce plateb

Payee Name
(Must match name in the contract) / Jméno
piijemce plateb University Hospital Ostrava / Fakultni
(Musi se shodovat se jménem ve smlouve) nemocnice Ostrava
17.listopadu 1790/5,
Payee Address / Adresa ptijemce plateb 708 52 Ostrava-Poruba
Czech Republic / Ceska republika
Payee E-mail / E-mail pfijemce plateb fno@fno.cz
VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) / DIC / dafiové identifikaéni &islo
(Datiové identifikaéni ¢islo [DIC] se musi
ptesné shodovat s vySe uvedenym jménem
nebo osvobozenim od dané, piipada-li v ivahu) | CZ00843989
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Bank Name / Nazev banky Ceska narodni banka

Bank Street / Ulice Na Piikopé 28

Bank City / Mésto Praha

Bank Postal Code / PSC 11503

Bank Country / Zemé Czech Republic / Ceska republika

Receiving Account Currency / Ména

uctu CZK / (K¢)

Bank Account Number / Cislo G¢tu 66332761/0710

IBAN / IBAN CZ59 0710 0000 0000 6633 2761
Swift Code (8 or 11 Characters) / Kéd

SWIFT (8 nebo 11 znakt) CNBACZPP

Variable Symbol / Variabilni symbol 649071519

If the contracted Payment Currency does not match your bank account, you may need to
provide an Intermediary Bank. Please contact your Financial institution for details. If an
Intermediary bank is required, please provide Bank Name, Account Number if applicable
and SWIFT Code of Intermediary Bank along with all other required Wire instructions /
Pokud smluvné ujednand ména platby neodpovida méné tctu, mize byt nutné, abyste
poskytli tidaje korespondencni banky. Informujte se ve své bance. Je-li korespondenc¢ni
banka vyzadovana, poskytnéte prosim nazev banky, ¢islo uétu a kod SWIFT
koresponden¢ni banky spole¢né s ostatnimi pokyny pro pievod

Contact Information / Kontaktni udaje

Name of recipient sending invoices to
IQVIA / Jméno piijemce odesilajiciho
faktury spole¢nosti IQVIA

Phone number & Email / Telefon a e-mail

Language Preference / Uptfednostiovany
jazyk

Czech/ gestina

Name of payment recipient to receive
payment notification and details / Jméno
piijemce plateb, ktery obdrzi 0znameni
0 platbé¢ a jeji podrobnosti

Phone number & Email / Telefon a e-mail

Language Preference / Uptednostiiovany
jazyk

Czech/ ¢estina

The Parties acknowledge that the
designated Payee is authorized to receive
all of the payments for the services
performed under this Agreement.

Smluvni strany berou na védomi, ze uréeny
piijemce plateb je opravnén piijimat veskeré
platby za sluzby provadéné podle této
smlouvy.

Observational Study CSA

Version Date: May 2018

CRO & Institution — Czech Republic
Investigator/Institution Name: _/ Fakultni nemocnice Ostrava

55



ev. €. zdravotnického zarizeni: 017/0VZ/23/041-P

In case of changes in the Payee’s address or | V ptipadé zmén adresy piijemce platby nebo

bank account number, Site is obliged to ¢isla bankovniho Gétu je centrum povinno
inform CRO in writing by sending an email | pisemné informovat spole¢nost CRO zaslanim
to emea@ctp.solutions.iqvia.com. The e-mailu na adresu

parties agree that in case of changes in emea@ctp.solutions.igvia.com. Smluvni

address which do not involve a change of strany souhlasi s tim, Ze v piipadé zmén
Payee, tax numbers, or tax-exempt status, | adresy, které nezahrnuji zménu piijemce

no further amendments are required. plateb, danovych identifika¢nich ¢isel nebo
stavu osvobozeni od dang, nejsou vyzadovany
Zadne dalSi dodatky.

If the Investigator is not the Payee, then the | Pokud zkousejici neni piijemcem plateb, bude

Payee’s obligation to reimburse the piipadna povinnost ptijemce plateb odménit
Investigator, if any, is determined by a zkousSejiciho stanovena samostatnou smlouvou
separate agreement between Investigator mezi zkouSejicim a piijemcem plateb, ktera
and Payee, which may involve different muze obsahovat jiné ¢astky plateb a jiné
payment amounts and different payment platebni intervaly nez pro platby hrazené

intervals than the payments made by CRO | spole¢nosti CRO pfijemci plateb.
to the Payee.

Investigator acknowledges that if Zkousejici bere na védomi, Ze pokud neni
Investigator is not the Payee, CRO will not | pfijemcem plateb, spole¢nost CRO nebude
pay Investigator even if the Payee fails to zkousejicimu platit ani v ptipadé, Ze mu
reimburse Investigator. piijemce plateb odménu neuhradi.

B. PAYMENT TERM B. PLATEBNi PODMINKY

CRO, will administer payment to the Payee | Spole¢nost CRO bude poskytovat platbu
Quarterly, on a completed visit per subject | piijemci plateb ¢tvrtletné za dokoncené
basis in accordance with the attached navstévy subjektu a v souladu s ptipojenym
budget. Payment will be made based upon | rozpo¢tem. Platba bude provedena na zakladé
prior 3 months’ enrollment data confirmed | udajt o naboru za ptedchozi 3 mésice

by subject CRFs received from the Site potvrzenych formulati CRF obdrzenymi od
supporting subject visitation. centra, které dokladaji navstévy subjektu.
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Payee is responsible for the correct Za spravny vypoc¢et DPH na vSech fakturach,
calculation of VAT, if applicable, on all uplatiiuje-li se, nese odpoveédnost piijemce
submitted Invoices. VAT is only applicable | plateb. DPH se uplatni pouze v ptipad¢ faktur,
to Invoices that are addressed from within | které byly vystaveny v ramci Velké Britanie
United Kingdom from Payees that are VAT | ptijemci plateb, ktefi jsou registrovani k DPH.

registered. All other Invoices shall be VSechny ostatni faktury se vystavuji bez
issued without the addition of VAT. piipo¢itani DPH.

All government taxes are the sole Za vSechny dané odvadéné statu nese
responsibility of the Payee. vylu¢nou odpovédnost ptijemce plateb.

Major, disqualifying Protocol violations | Zasadni, diskvalifikujici poruseni protokolu

are not payable under this Agreement nelze podle této smlouvy proplatit
C. PAYMENT DISPUTE C. ROZPOROVANI PLATEB
Site will have thirty (30) days from the Zdravotnické zatizeni bude mit tficet (30) dnti
receipt of final payment to dispute any od prijeti zavére¢né platby na rozporovani
payment discrepancies during the course of | pfipadnych nesrovnalosti v platbach
the Study. provedenych v prubéhu studie.
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D. INVOICES

D. FAKTURY

Payments will be issued by CRO based on
Visit Budget, payment frequency and
payment terms as described above.
Payments will be made only upon receipt of
corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable
within 30 days from the date of receipt by
CRO of the invoice, including any
applicable back-up documentation.

Platby budou vystavovany spole¢nosti CRO

na zaklad¢ rozpoctu navstev, frekvence plateb
a platebnich podminek uvedenych vyse. Platby
budou uhrazeny az po obdrzeni piislusnych
faktur véetné zalozni dokumentace, a to ve
stanovené meéné, jak je uvedeno nize. Faktury
budou splatné do 30 dnii od data obdrzeni
faktury spole¢nosti CRO vcetné prislusné
zalozni dokumentace.

Invoices for any additional payments to
those stated in this agreement (i.e.,
additional reimbursements) must also be
sent to CRO and approved by sponsor. All
invoices shall be raised in the following
manner:

Faktury za jakékoli dodateéné platby nad
rémec plateb stanovenych touto smlouvou (tj.
dodate¢né uhrady) museji byt rovnéz odeslany
spole¢nosti CRO a schvéleny zadavatelem.
VSechny faktury budou vystaveny takto:

Invoices to be billed to:

Fakturacni adresa:

IQVIA Ltd., IQVIA Ltd.,

3 Forbury Place, 23 Forbury 3 Forbury Place, 23 Forbury Road
Road

Reading, RG1 3JH, United Reading, RG1 3JH, Velka Britanie
Kingdom

VAT GB450315485 DPH GB450315485

Invoices including back-up to
be sent to:
emea@ctp.solutions.igvia.com

Faktury v¢etné€ zalozni dokumentace
budou zasilany na adresu:
emea@ctp.solutions.iqvia.com
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Emailed invoices and backup
are preferred. In the event of
invoices in hard copy need to
be sent, please send to the
following address:

Upftednostiiuji se faktury a zalozni
dokumentace zasilané e-mailem. V
pripadé, ze bude zapotiebi zasilat
faktury v tisténé podobg¢, zasilejte
je prosim na nasledujici adresu:

Attn.: IQVIA Clinical Trial

Attn.: IQVIA Clinical Trial

Payments Payments
37 The Point 37 The Point
North Wharf Road North Wharf Road
Paddington Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

Velka Britanie

The following information should be
included on the invoice:

Faktura by mé¢la obsahovat nasledujici

Udaje:

0 Complete INVESTIGATOR
name, address and phone
number

0 Invoice Date

Invoice Number

0 Payee Name (must match
Payee indicated in CTA)

0 Payment Amount

0 Complete description of
services rendered

0 Study Number:

0 Sponsor Name

0 Invoices should be printed
on site/institution letterhead

o

0 celé jméno, adresa a telefonni
&islo ZKOUSEJICTHO

0 datum faktury

0 cislo faktury

0 jméno piijemce platby (musi
odpovidat pfijemci platby
uvedenému v CTA)

0 castka platby

0 Uplny popis poskytnutych
sluzeb

0 Cislo studie:

0 nézev zadavatele

0 faktury by mély byt vytiStény
na hlavickovém papite centra /
zdravotnického zatizeni
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All invoice and payment related inquiries
shall be addressed directly to Clinical Trial
Payments at emea@ctp.solutions.com.

Veskeré dotazy tykajici se faktur a plateb je
tieba adresovat piimo oddéleni Clinical Trial
Payments na adresu emea@ctp.solutions.com.

E. EC/IRB/IEC FEES

E. POPLATKY ETICKE KOMISI (EK) /
INSTITUCIONALNI HODNOTICI KOMISI
(IRB) / NEZAVISLE ETICKE KOMISI (NEK)

EC costs will be reimbursed on a pass-
through basis upon receipt of a formal
invoice issued by the EC and are not
included in the attached Budget. Payment
will be made directly to the EC. Any
subsequent re-submissions or renewals,
upon approval by CRO and Sponsor, will

Néklady EK budou hrazeny pribézné po
obdrzZeni formalni faktury vydané EK a nejsou
zahrnuty v pfiloZeném rozpoctu. Platba bude
poskytnuta pfimo EK. Jakakoliv nasledna
opakovana podani nebo obnoveni budou po
schvaleni CRO a zadavatelem

be reimbursed upon receipt of appropriate
documentation.

hrazena po obdrzeni pfislusSné dokumentace.

F. Study Start-Up Fee
A one-time, non-refundable Study Start-Up
ayment of

, will be made upon completion and
receipt by CRO of all original contractual
and regulatory documentation and receipt of
an original invoice.

ednorazovy nevratny oplatek v Castce
na pokryti

F. Start up poplatek
Poskytovateli zdravotnich sluzeb bude uhrazen

pocatecnich aktivit, ktery bude hrazen po
zkompletovani veskeré plvodni smluvni a
regulacni dokumentace a po jejim piijeti CRO,
a po obdrZeni originalu faktury.

G. Archiving Fee
A record storage payment of

, Will be made upon receipt
of invoice and is not included in the
attached Budget. In accordance with
Sponsor’s Protocol requirements,
Healthcare Provider shall maintain all
Site Study records in a safe and secure
location to allow easy and timely
retrieval, when needed.

G. Archivacni poplatek
Poplatek za uchovani zaznamu v

bude uhrazen po obdrZeni faktury a
neni zahrnut do piiloZzeného rozpoctu. V
souladu s pozadavky Zadavatele
uvedenymi v Protokolu uloZi Poskytovatel
zdravotnich sluzeb vSechny Studijni
zaznamy od Poskytovatele zdravotnich
sluzeb na bezpecném a zabezpeceném
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misté, odkud je 1ze v ptipad¢ potieby
snadno a v¢as vyzvednout.

H. BUDGET TABLE

H. TABULKA ROZPOCTU

The Budget is as follows:

Rozpocet je nasledujici:

Task / Ukon
Baseline Visit / Vychozi navstéva
Follow Up Visit ** / Nasledna
navstéva

Amount (CZK)* / Castka (K&)*

The anticipated total amount to be paid to Institution for conducting this Study is

Predpokiadana celkova castka, ktera bude zdra
vyplacena, cini

votnickému zarizeni za provedeni této studie

*All amounts are inclusive of any overhead.

* Ve vSech ¢astkach jsou jiz zahrnuty rezijni

néklady.

**Follow-up Visit can occur up to 4 times
per year per Study Subject

**Nasledna navstéva mlize probchnout az
4krat za rok na studijni subjekt

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

NA ZADNE DALS{ FINANCNI
POZADAVKY NEBUDE BRAN
ZRETEL

These amounts include all applicable taxes.

Tyto ¢astky budou zahrnovat vsechny
prislusné dané.

All payments for this Study in accordance
with the attached budget will be administered
by CRO and paid by CRO electronically.

VSechny platby za tuto studii v souladu
s ptiloZzenym rozpoc¢tem bude spravovat
spole¢nost CRO a bude je hradit
elektronicky.
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Attachment B

Piiloha B

EQUIPMENT AND MATERIALS

VYBAVENI A MATERIALY

CRO-Provided Equipment and Materials

Vybaveni a materialy poskytnuté CRO

CRO will arrange for a vendor to provide the
following equipment or proprietary materials
(“Vendor Property”) for use in this Study:
iPad tablet.

CRO zajisti, aby dodavatel pro ucely této
studie poskytl nasledujici vybaveni nebo
proprietarni materidly (dale jen ,,dodavateltiv
majetek™): tablet iPad.

Permitted Uses of VVendor Property

Povolené pouziti dodavatelova majetku

Institution will use Vendor Property only for
purposes of this Study

Zdravotnické zarizeni bude dodavateliv
majetek pouzivat pouze pro ucely této studie,

namely to complete the PROs.

a to k poskytovani vysledka hlasenych
pacientem (patient-reported outcome, PRO).

Disposition of Vendor Property

Nakladani s dodavatelovym majetkem

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

Zpisob, kterym bude po dokonceni studie
naloZzeno s dodavatelovym majetkem, urci
dodavatel.

Ownership, Responsibilities, and Liability

Vlastnictvi, povinnosti a odpovédnost

Ownership. CRO Equipment, CRO Materials,
and Vendor Property are and remain the
property of CRO, Pfizer, the vendor, or the
licensor, as the case may be.

Vlastnictvi. Vybaveni a materialy CRO
a dodavateliiv majetek jsou a ztstanou
majetkem CRO, spolecnosti Pfizer,
dodavatele nebo poskytovatele licence.
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Institution Responsibilities. Institution will
bear the risk of loss or damage to CRO
Equipment, CRO Materials, and VVendor
Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be
replaced by CRO or vendor during Study
conduct as the result of loss or damage by
Institution, CRO reserves the right to deduct,
from future Study funding payments, the cost
to CRO or Pfizer of the replacements.

Povinnosti zdravotnického zatizeni.
Zdravotnické zafizeni ponese riziko ztraty
nebo poskozeni vybaveni a materiali CRO
a dodavatelova majetku. Bude-li béhem
provadéni studie nutné, aby CRO nebo
dodavatel poskytli nahradu za vybaveni

a materidly CRO nebo dodavateltiv majetek
v disledku jejich ztraty nebo poSkozeni ze
strany zdravotnického zatizeni, CRO si
vyhrazuje pravo odecist ndklady CRO nebo
spolecnosti Pfizer na takovou nahradu od
budoucich plateb v rdmci financovani studie.

Liability. Neither CRO nor Pfizer has any
liability for damages of any sort, including
personal injury or property damage, resulting
from the use of CRO Equipment, CRO
Materials, or Vendor Property except to the
extent that (1) such damages were caused by
the negligence or willful misconduct of CRO,
Pfizer, or the vendor or (2) a personal injury
constitutes a Research Injury to a Study
Subject, as described in Section 16
(Indemnification and Research Injury) to this
Agreement.

Odpovédnost. CRO ani spolecnost Pfizer
nenesou odpovédnost za zadné Skody
jakéhokoli druhu, v¢etné ijmy na zdravi nebo
Skod na majetku, k nimz doSlo v dasledku
pouZivani vybaveni a materialt CRO nebo
dodavatelova majetku, s vyjimkou piipadd,
kdy (1) takové Skody byly zplisobeny
nedbalosti nebo umyslnym pochybenim CRO,
spole¢nosti Pfizer nebo dodavatele nebo (2)
ujma na zdravi piedstavuje tjmu na zdravi
zpusobenou pacientovi ve studii v souvislosti
s vyzkumem, jak je popsano v odstavci 16
této smlouvy (OdSkodnéni a Gjma na zdravi

souvisejici s vyzkumem).
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Attachment C

Piiloha C

PFIZER INTERNATIONAL ANTI-
BRIBERY AND

MEZINARODNI PRAVIDLA ZAMEZUJICI

ANTI-CORRUPTION BUSINESS
PRINCIPLES

UPLATKARSTVI A KORUPCI

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.

Spolec¢nost Pfizer dlouhodobé uplatiiuje
zéasady zakazujici uplatkatstvi a korupci pii
provadéni podnikatelskych aktivit ve
Spojenych statech i v zahrani¢i. Spole¢nost
Pfizer se zavazala provadét podnikatelské
aktivity poctivé a jednat etickym a zdkonnym
zpusobem v souladu se viemi platnymi
zakony a pravnimi piedpisy. Stejny zavazek
oc¢ekavame od konzultantli, zmocnénci,
zastupcu nebo jinych spolecnosti a fyzickych
osob jednajicich naSim jménem (dale jen
»obchodni partnefi®), jakoz i od osob, které
v souvislosti s praci pro spole¢nost Pfizer
jednaji jménem obchodnich partnert (napf.
subdodavatelit).

Bribery of Government Officials

Uplaceni statnich uiedniki

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.

Ve vétsing zemi existuji zakony, které
zakazuji poskytovani, nabizeni nebo slibovani
jakékoli platby nebo hodnotné véci (pfimo
nebo nepiimo) statnimu trednikovi, pokud je
ucelem platby ovlivnit oficialni ukon nebo
rozhodnuti o poskytnuti nebo udrzeni
obchodni prilezitosti.

“Government Official” shall be broadly
interpreted and means:

Obecny vyklad vyrazu ,,statni arednik*
ptredstavuje:
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as a Government Official under law.

Q) any elected or appointed Government | (i) zvoleného nebo jmenovaného statniho
official (e.g., a legislator or a member ufednika (napt. zakonodarce nebo
of a Government ministry); Clena kabinetu),

(i) any employee or individual acting for | (ii) kterehokoli zamé&stnance nebo
or on behalf of a Government Official, fyzickou osobu jednajiciho jménem
agency, or enterprise performing a statniho ufednika, organu nebo
governmental function, or owned or podniku vykonavajiciho funkci statni
controlled by, a Government (e.g., a spravy nebo touto vlastnéného ¢i
healthcare professional employed by a fizeného (napft. zdravotnického
Government hospital or researcher pracovnika zaméstnaného statni
employed by a Government nemocnici nebo vyzkumného
university); pracovnika zaméstnaného vefejnou

vysokou Skolou),

(iii)  any political party officer, candidate (iii)  kterykoli ufednik politické strany,
for public office, officer, or employee kandidat na vefejnou funkci, ufednik
or individual acting for or on behalf of nebo zaméstnanec ¢i fyzicka osoba
a political party or candidate for public jednajici jménem politické strany nebo
office; kandidata na vefejnou funkci,

(iv)  any employee or individual acting for | (iv)  kterykoli zamé&stnanec nebo fyzicka
or on behalf of a public international osoba jednajici jménem vetejné
organization; mezinarodni organizace,

(v) any member of a royal family or (v) kterykoli ¢len kralovské rodiny nebo
member of the military; and piislusnik armady a

(vi)  any individual otherwise categorized | (vi)  kterakoli osoba jinak napliujici

zakonna kritéria statniho urednika.

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

Vyraz ,,statni sprava“ predstavuje vSechny
urovné a slozky statni spravy (tj. mistni,
regionalni ¢i narodni organy a administrativni,
legislativni nebo vykonné slozky).

Because this definition of “Government
Official” is so broad, it is likely that Business

Vzhledem k tomu, Ze definice vyrazu ,statni
ufednik® je velmi obecna, je pravdépodobné,
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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.”

ze obchodni partneti budou pfi provadéni
béznych podnikatelskych aktivit jménem
spolecnosti Pfizer jednat se statnim
ufednikem. Za ,,statni uredniky* by se
povazovali naptiklad 1ékafi zaméstnani ve
statnich nemocnicich.

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

Americky zakon o zahrani¢nich korup¢nich
praktikach (Foreign Corrupt Practices Act,
dale jen ,,zakon FCPA*) zakazuje provadéni,
slibovani nebo schvalovani plateb nebo
poskytovani jakékoli hodnotné véci statnimu
ufednikovi jiné zem¢ nez USA s cilem
nepatiicnym nebo korupcnim zptisobem
pfimét daného tfednika, aby provedl jakykoli
oficialni Ukon nebo pfijal rozhodnuti

0 poskytnuti asistence spolecnosti pii zajisténi
nebo udrzeni obchodni ptilezitosti nebo
ziskavani nepatficné obchodni vyhody. Zakon
FCPA rovnéz zakazuje, aby se jakéakoli
spolecnost nebo fyzicka osoba do takovych
aktivit zapojila prosttednictvim jiné
spolecnosti nebo fyzické osoby. Vzhledem ke
svému sidlu v USA musi spole¢nost Pfizer
dodrzovat zdkon FCPA a mohla by nést
odpovédnost v disledku jednani, jehoz se
kdekoli na svété dopusti jeji obchodni partner.

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

Pravidla zamezujici uplatkafstvi a korupci
a upravujici zptusob jednani se statnimi
spravami a statnimi aiedniky

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

Obchodni partneti musi o svych jednéanich se
statnimi spravami a statnimi ufedniky
informovat a dodrzovat pii nich nasledujici
zasady:

. Business Associates, and those acting
on their behalf in connection with

. Obchodni partnefi a 0soby jednajici
jejich jménem v souvislosti s praci pro
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work for Pfizer, may not directly or
indirectly make, promise, or authorize
the making of a corrupt payment or
provide anything of value to any
Government Official to induce that
Government Official to perform any
governmental act or make a decision
to help Pfizer obtain or retain business.
Business Associates, and those acting
on their behalf in connection with
work for Pfizer, may never make a
payment or offer any item or benefit to
a Government Official, regardless of
value, as an improper incentive for
such Government Official to approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the
outcome of a clinical trial, or to
otherwise benefit Pfizer’s business
activities improperly.

spolecnost Pfizer nesmi piimo ani
nepiimo provadét, slibovat ani
schvalovat korup¢ni platbu ani
poskytovat jakoukoli hodnotnou véc
kterémukoli statnimu tfednikovi

s cilem pfimét daného ufednika, aby
provedl jakykoli oficialni ukonu nebo
ptijal rozhodnuti o poskytnuti
asistence spolecnosti Pfizer pfi
zajiSténi nebo udrzeni obchodni
prilezitosti. Obchodni partnefi a 0soby
jednajici jejich jménem v souvislosti
S praci pro spolecnost Pfizer nesmi
statnimu Ufednikovi za zadnych
okolnosti poukéazat platbu ani
nabidnout zddnou véc ¢i vyhodu, bez
ohledu na jejich hodnotu, které by
pfedstavovaly nepatfi¢nou pobidku

S umyslem pfimét statniho ufrednika,
aby schvalil, proplatil, predepsal nebo
zakoupil ptipravek spolecnosti Pfizer,
ovlivnil vysledek Klinického
hodnoceni nebo poskytl spolecnosti
Pfizer nepatfi¢nou obchodni vyhodu.

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

Pti provadéni ¢innosti souvisejicich se
spole¢nosti Pfizer musi byt obchodni
partneti a 0soby jednajici jejich
jménem v souvislosti s praci pro
spolecnost Pfizer srozuméni

s veSkerymi mistnimi zakony,
pravnimi piedpisy nebo provoznimi
postupy (véetné pozadavkil statnich
subjekti, jako jsou statni nemocnice
nebo vyzkumné instituce), které
ukladaji limity, omezeni nebo
povinnosti zvetejiiovani odmen,
finan¢ni podpory nebo darti, které
mohou byt poskytovany statnim
ufednikim, a musi je dodrZovat.
Pokud si obchodni partner neni jisty
vyznamem nebo pouZzitelnosti
jakychkoli identifikovanych limitt,
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interactions with Government
Officials, that Business Associate
should consult with his or her primary
Pfizer contact before engaging in such
interactions.

omezeni nebo pozadavkil na
zvefejiiovani informaci tykajicich se
jednani se statnimi ufedniky, m¢l by se
pted zapojenim do takového jednani
poradit se svou primarni kontaktni
osobou ve spolecnosti Pfizer.

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.

Obchodnim partnerim a 0sobam
jednajicim jejich jménem v souvislosti
S praci pro spolecnost Pfizer neni
dovoleno nabizet platby za urychlené
vyftizeni. ,,Platba za urychlené
vyfizeni“ je nominalni platba statnimu
uiednikovi za i€elem zajisténi nebo
urychlené provedeni rutinniho
uiedniho ukonu, ktery neni ponechan
na volném uvazeni. Mezi ptiklady
plateb za urychlené vytizeni patii
platby za urychlené zpracovani licenci,
povoleni nebo viz, v jejichz piipadé je
veskerd dokumentace v poradku.

V piipadé, Ze obchodni partner nebo
osoba jednajici jeho jménem

v souvislosti s praci pro spole¢nost
Pfizer obdrzi Zadost nebo prosbu

0 platbu za urychlené vyftizeni nebo
Uplatek v souvislosti s praci pro
spolecnost Pfizer, obchodni partner
takovou Zadost nebo prosbu
neprodlen¢ nahlasi své primarni
kontaktni osobé ve spolecnosti Pfizer,
a to diive nez podnikne jakékoli dalsi
kroky.

Commercial Bribery

Komeréni uplatkarstvi

Government, business to business

prohibit offering, promising, giving,

Bribery and corruption can also occur in non-

relationships. Most countries have laws which

K tplatkafstvi a korupci mize dochazet i ve
vztazich nestatnich obchodnich organizaci. Ve
vetsing zemi existuji zdkony, které zakazuji
nabizeni, slibovani, poskytovani, vyZadovani,

Observational Study CSA

Version Date: May 2018

CRO & Institution — Czech Republic
Investigator/Institution Name: _/ Fakultni nemocnice Ostrava

Page 68 of 79



ev. €. zdravotnického zarizeni: 017/0VZ/23/041-P

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.

obdrzeni, ptijimani nebo vyjadieni souhlasu s
pfijetim jakékoli platby nebo hodnotné véci
vymeénou za nepatfi¢énou obchodni vyhodu.
Priklady zakdzaného jedndni mohou mimo
jiné zahrnovat poskytovani drahych dart,
okazalé pohostinnosti, nezdkonnych provizi
nebo investiénich piilezitosti s cilem
nepatfi¢né ptimét jiného k nakupu zboZzi nebo
sluzeb. Zaméstnanci spole¢nosti Pfizer nesmi
nabizet, poskytovat, vyzadovat ani piijimat
Uplatky a spole¢nost ocekava, ze se nasi
obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer budou fidit stejnymi zdsadami.

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

Pravidla zamezujici uplatka¥fstvi a korupci
a upravujici zpusob jednani se soukromymi
stranami a zaméstnanci spole¢nosti Pfizer

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

Obchodni partneti musi o svych jednéanich se
soukromymi stranami a zam¢stnanci
spolecnosti Pfizer informovat a dodrzovat pfi
nich nasledujici zasady:

. 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.

. Obchodni partneti a 0soby jednajici
jejich jménem v souvislosti s praci pro
spolec¢nost Pfizer nesmi pfimo ani
nepiimo provadét, slibovat ani
schvalovat korup¢ni platbu ani
poskytovat jakoukoli hodnotnou véc
kterékoli osob¢ s cilem ovlivnit danou
osobu, aby spolecnosti Pfizer poskytla
nezakonnou obchodni vyhodu.

. 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

. Obchodni partneti a 0soby jednajici
jejich jménem v souvislosti s praci pro
spolec¢nost Pfizer nesmi pfimo ani
nepiimo pozadovat, souhlasit
S pfijetim ani obdrZet platbu ani
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as an improper incentive in connection
with their business activities
performed for Pfizer.

jakoukoli hodnotnou véc, které by
predstavovaly nepatfi¢nou pobidku

v souvislosti s jejich obchodnimi
aktivitami provadénymi pro spolecnost
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.

. Zamgéstnanci spolecnosti Pfizer nesmi
od obchodnich partnert a 0sob
jednajicich jejich jménem v souvislosti
S praci pro spolecnost Pfizer piijimat
dary, sluzby, vyhody, pohosténi ani
jiné véci vys$si nez symbolické nebo
nominalni finan¢ni hodnoty. Dary
nominalni hodnoty jsou navic
povoleny pouze tehdy, jsou-li
pfijimany ziidka a pouze pii
prilezitostech vhodnych k pteddvani
dart.

Reporting Suspected or Actual Violations

Hlaseni podezi‘eni na poruseni nebo
existujici poruseni pravidel

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
corporate.compliance@pfizer.com or by
phone at 1-212-733-3026.

Od obchodnich partnerti a 0sob jednajicich
jejich jménem v souvislosti s praci pro
spolecnost Pfizer se oCekava, ze v piipadé
potencidlniho poruSeni téchto mezinarodnich
pravidel zamezujicich tplatkaistvi a korupci
nebo zékona vyjadii své obavy. Takova
hl&Seni I1ze podat primarni kontaktni osob¢
obchodniho partnera ve spole¢nosti Pfizer
nebo skupiné pro dodrzovani predpisii
spolecnosti Pfizer e-mailem na adresu
corporate.compliance@pfizer.com nebo
telefonicky na ¢isle 1-212-733-3026, pokud
obchodni partner tuto moznost upiednostiuje.
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Attachment D

Piiloha D

PROTECTION OF PERSONAL DATA

OCHRANA OSOBNICH UDAJU

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

1. Vymezeni pojmu. Vyrazy, které jsou

v anglické verzi ptilohy D uvadény

s velkymi poc¢atecnimi pismeny, budou mit
vyznam, ktery je jim pfipisovan v tomto
odstavci 1 ptilohy D. VSechny vyrazy
uvadéné s velkymi pocateCnimi pismeny,
které priloha D jinak nevymezuje, budou
mit vyznam, ktery je jim pfipisovan ve
smlouvé.

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

(@) ,,Platnymi pravnimi predpisy” se
rozumi veskeré platné pravni predpisy,
nafizeni nebo jiné zakonné pozadavky
vztahujici se na sluzby poskytované
podle této smlouvy.

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

(b) ,,Spravcem“ se rozumi subjekt, ktery
samostatné nebo spole¢né s ostatnimi
vymezi ucely a zpisoby zpracovani
osobnich udajt.

(c) “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.

[-N13

(c) ,,NaruSenim bezpecnosti udaja* se
rozumi naruseni bezpecnosti vedouci
k ndhodnému nebo protipravnimu
zniceni, ztraté, zmeéne, neopravnénému
vyzrazeni nebo pfistupu
k pfedavanym, uchovavanym nebo
jinak zpracovavanym osobnim
udajim.

(d) “Security Incident” will mean (i)
Data Security Breach; (ii) a security
vulnerability that carries a material
risk of compromising the

(d) ,,Bezpecnostni incident” bude
predstavovat (i) haruseni bezpecnosti
udaju, (ii) zranitelnost v oblasti
zabezpeceni, ktera s sebou nese
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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:

zavazné riziko ohrozeni diivérnosti,
integrity nebo bezpecnosti osobnich
udaju, (iii) poruSeni platnych pravnich
ptedpisii tykajicich se zpracovani
osobnich udajt podle této smlouvy
nebo (iv) jakékoli neopravnéné ziskani
osobnich tdaju, pfistup k nim nebo
jejich pouZiti, v jejichz dusledku je
tteba splnit povinnost spocivajici

v 0znameni poruSeni podle platnych
pravnich predpist. Bezpe¢nostnim
incidentem nebude:

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

(i) jakékoli neimysiné ziskani
osobnich udaja, ptistup k nim
nebo jejich pouziti ze strany
zameéstnance nebo zastupce
zdravotnického zatizeni nebo
hlavniho zkou$ejiciho, pokud
takové jejich ziskani, ptistup
k nim nebo jejich pouZziti
probéhlo v dobré vife a nevede
k dalsimu neopravnénému
nebo nepatficnému zpracovani
osobnich udaju,

(ii) 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

(ii) jakékoli neimysiné poskytnuti
osobou, ktera je opravnéna
piistupovat k osobnim udajim
jménem zdravotnického
zatizeni nebo hlavniho
zkousejiciho, jiné osobé, ktera
je opravnéna piistupovat
k osobnim udajim jménem
zdravotnického zatizeni nebo
hlavniho zkousejiciho za
ptedpokladu, ze informace
ziskané v dusledku takového
poskytnuti nebudou dale
pouZzivany nebo poskytovany
neopravnénym nebo
nepatficnym zpiisobem, nebo
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(iii) any loss or unauthorized (iii) jakékoli ztrata nebo
acquisition of or access to neopravnéné ziskani
encrypted Personal Data, Sifrovanych osobnich tdaju
provided the confidential nebo pristup k nim za
process or key that is capable predpokladu, ze soucasné
of compromising the security, nedoslo ke ztraté procesu
confidentiality, or integrity of zajisténi davérnosti nebo klice,
the encrypted Personal Data is které mohou ohrozit
not also subject to loss or bezpecnost, daveérnost nebo
unauthorized acquisition or integritu Sifrovanych osobnich
access. udaju, nebo piistupu k nim.

(e) “Personal Data” has the meaning () Vyznam vyrazu ,,0sobni tdaje*
given by Applicable Law and stanovi platné pravni ptedpisy a mimo
includes, without limitation, any jiné zahrnuje jakékoli informace (bez
information (regardless of the medium ohledu na médium a zda samotné nebo
and whether alone or in combination v kombinaci s jinymi dostupnymi
with other available information) that informacemi), které identifikuji
identifies or relates to an identified or identifikovanou nebo
identifiable natural person. Key-coded identifikovatelnou fyzickou osobou
data are considered Personal Data nebo s ni souvisi. Klicem kodované
even if the holder of those data does Udaje jsou povazovany za osobni
not have access to the key that links udaje, i kdyz drzitel téchto udaji nema
the data to the identity of an pristup ke klici, ktery spojuje udaje
individual. Personal Data collected in s totoZnosti fyzické osoby. Osobni
association with the Study will include udaje shromazdéné v souvislosti se
Pfizer Representative Personal Data as studii budou zahrnovat osobni Gdaje
well as Personal Data relating to the zastupcu spolecnosti Pfizer, jakoz
Principal Investigator, sub- i osobni Udaje tykajici se hlavniho
investigators, research staff, third zkousejiciho, spoluzkousejicich,
parties, and Study Subjects. vyzkumného personalu, tietich stran

a pacientti ve studii.

(F) “Process” or “Processing” will mean (f) ,,Zpracovanim“ se rozumi jakykoli
any operation or set of operations, ukon nebo soubor ukont provedenych
which is performed upon Personal S osobnimi udaji, at’ jiz automatickymi
Data, whether or not by automatic prostiedky nebo bez nich, jako jsou
means, such as collection, recording, shromazd’ovani, zaznamenavani,
organization, storage, adaptation or uspofadani, uchovavani,
alteration, retrieval, consultation, use, pfizptsobovani nebo pozménovani,
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disclosure by transmission,
dissemination or otherwise making
available, alignment or combination,
blocking, erasure or destruction.

vyhledavani, nahliZeni, pouzivani,
poskytovani pfenosem, Sifeni nebo
jiny zpiisob zpiistupnéni, sladéni nebo
kombinovani, blokovani, odstranéni
nebo zniceni.

(9) “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.

(9) ,,Pienos”, ,,pFeneseny” nebo
»prenaseni®, at’ jiz fyzickymi nebo
elektronickymi prosttedky,
piedstavuje pienos pies statni hranice,
a to jak (a) prenos osobnich udajt
z jednoho mista na jiné nebo od jedné
osoby osobé jiné, tak (b) poskytnuti
piistupu k osobnim udajtim z jednoho
mista na druhém nebo od jedné osoby
druhé.

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 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
StudySubject.

2. Osobni udaje pacientt ve studii. Spole¢nost

Pfizer bude nezavislym spravcem, pokud
jde 0 zpracovani osobnich udajt
obsazenych v Udajich ze studie, které
zdravotnické zafizeni nebo hlavni
zkousejici ozndmi spolecnosti Pfizer nebo
které spole¢nost Pfizer jinak vytvofi.
Hlavni zkouSejici je spravcem osobnich
udajti zpracovavanych hlavnim
zkouSejicim v souvislosti s 1ékaiskou péci
0 pacienta ve studii.

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.

. Osobni Udaje personalu studie.

Zdravotnické zafizeni bere na védomi, Ze
od spole¢nosti Pfizer obdrzelo oznameni

0 ochrané osobnich udajt pro zkousejici

a personal studie, platne v regionech
Evropské unie, Evropského hospodarského
prostoru a Svycarska.

4. Compliance. The parties and Pfizer agree
to comply with Applicable Law with

. Dodrzovéani pravnich pfedpisa. Smluvni

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

po celou dobu platnosti smlouvy budou
dodrZovat platné zakony tykajici se
zpracovani osobnich udaju. Kazda ze
smluvnich stran je povinna zajistovat

a spravovat veSkeré seznamy a registrace
pro ucely zpracovani osobnich udaji, jak to
vyZaduji platné zakony. Smluvni strany

a spolecnost Pfizer budou spolupracovat

a vzajemné si asistovat pii jakémkoli
posouzeni vlivu na ochranu osobnich udajt
a/nebo predbéznych konzultacich se
statnimi organy, které mohou byt
vyZadovany v souvislosti se zpracovanim
udajii provadénym podle této smlouvy.
Zdravotnické zatfizeni bude rovnéz
neprodlené¢ informovat spole¢nost Pfizer

0 veskerych oznamenich pfijatych

Vv souvislosti se studii od ufadu pro ochranu
osobnich udajt.

. 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.

. Programy ochrany osobnich udaju

a zabezpeceni. Po dobu platnosti této
smlouvy budou zdravotnické zafizeni

i spole¢nost Pfizer spravovat komplexni
programy ochrany osobnich udaji

a zabezpeceni, jejichz cilem je zajistit, aby
zpracovani osobnich udaji probihalo
vyhradné v souladu se smlouvou, véetné
jmenovani povéfence pro ochranu osobnich
udaju, jak to vyzaduji platné zakony.
Smluvni strany zavedou za ti¢elem ochrany
osobnich udajti vhodna administrativni,
technicka a fyzicka bezpeénostni opatfeni.

. 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

. Persondl. Zdravotnické zatizeni

a spolecnost Pfizer zajisti, aby jejich
personal zapojeny do zpracovani osobnich
udajt byl informovan o ditvérné povaze
osobnich Udajt, absolvoval piislusné
Skoleni tykajici se jeho povinnosti

a podepsal pisemné smlouvy o zachovani
mlcenlivosti, pfipadné se na n¢j jinak
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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.

vztahovaly profesni povinnosti zachovat
mlcenlivost. Smluvni strany zajisti, aby
pristup k osobnim udajim byl omezen na
ty pracovniky, ktefi poskytuji sluzby

v souladu se smlouvou.

7.

Security Incident.

7. Bezpecnostni incident.

(@)

Institution will notify Pfizer, in the
manner specified in the Agreement, within
twenty-four (24) hours of discovery of a
Security Incident related to Personal Data
maintained by Institution under the
Agreement.

(a) Zdravotnické zatizeni bude spole¢nost
Pfizer do dvaceti Ctyt (24) hodin od
zjisténi bezpecnostniho incidentu
souvisejiciho s osobnimi Udaji
uchovavanymi zdravotnickym zatizenim
podle této smlouvy informovat zptisobem
uvedenym ve smlouvé.

(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.

(b) Je-li to mozné, zdravotnické zatizeni
V ozndmeni poskytne spolecnosti Pfizer
dostate¢né informace k posouzeni
bezpecnostniho incidentu a poskytnuti
zpétné vazby zdravotnickému zatizeni
ohledné ptipadného platnymi zakony
vyZadovaného ozndmeni kterémukoli
organu, a to vyhradn¢ jako zainteresovana
strana, nikoli jako formu pravniho nebo
regula¢niho poradenstvi.

(©)

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.

(c) Na zaklad¢ vsech dostupnych informaci
a platnych zakonu zdravotnické zatizeni
rozhodne, zda bude bezpecnostni incident
povazovan za naruseni bezpecnosti udajt,
a pokud to vyZaduje zakon, zajisti
poskytnuti oznameni subjektim tdaji
a/nebo statnim organtim, za coZ ponese
odpovédnost.
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(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.

(d) Spolecnost Pfizer bude mit moznost tato

oznameni pred jejich odeslanim
zastupctim spolecnosti Pfizer zkontrolovat
a schvalit, to vSak vyhradné v ptipad¢
oznameni 0 naruseni bezpec¢nosti tdaju
tykajicim se osobnich tidaji zastupci
spolecnosti Pfizer (jak jsou definovany

v odstavci 12).

(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.

(e) Zdravotnické zatizeni ponese odpovédnost

za veSkeré naklady a vydaje, stejné jako
jakékoli nasledné postihy souvisejici

s poskytovanim takovych oznameni.
Zdravotnické zatizeni rovnéZz na své
vlastni ndklady provede veSkeré nezbytne
kroky za ucelem napravy a zmirnéni
bezpecnostniho incidentu.

8. Rights of Data Subjects Participating in the

8. Prava subjektu udaja ucastnicich se studie.

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

Zdravotnické zafizeni a spolecnost Pfizer
souhlasi se skute¢nosti, ze zdravotnické
zafizeni je Z nich nejlépe schopno fesit
zadosti pacientil ve studii o pfistup

k osobnim udajim, jejich zménu, pienos,
omezeni nebo odstranéni. Jestlize
spole¢nost Pfizer a/nebo CRO obdrzi od
pacienta ve studii takovou Zadost o piistup
k osobnim udajiim, jejich zménu, pievod,
omezeni nebo odstranéni, spolecnost Pfizer
nebo CRO pteda zadost zdravotnickému
zafizeni. Zdravotnické zatizeni bude
reagovat na zadosti pacientt ve studii

0 pristup k osobnim udajam, jejich zménu,
ptrenos, omezeni nebo odstranéni v souladu
s platnymi zakony, smlouvou a jakymikoli
dalSimi pokyny poskytnutymi spolecnosti
Pfizer. Zdravotnické zatfizeni bere na
védomi, Ze za GCelem zachovani integrity
vysledkt studie mize byt moznost
upravovat, omezovat nebo odstraiiovat
osobni Udaje v souladu s platnymi zékony
omezena. Spolecnost Pfizer bere na
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and their consent to Processing of Personal
Data at any time.

védomi, Ze pacienti ve studii mohou svijj
informovany souhlas s Gcasti ve studii

a svlj souhlas se zpracovanim osobnich
udajti kdykoli odvolat.

Rights of Data Subjects Participating in the

. Prava subjektt idaju ucastnicich se studie

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
Research_dataprivacy@pfizer.com.

po jejim ukonceni. O jakémkoli takovém
odvolani souhlasu, které muze ovlivnit
pouziti osobnich tidaji podle této smlouvy
a jakékoli dalSi pokyny poskytnuté
spole¢nosti Pfizer, bude zdravotnické
zafizeni neprodlené informovat spolecnost
Pfizer. Takové Zadosti mohou byt
smérovany spole¢nosti Pfizer na adresu
Research_dataprivacy@pfizer.com.

10.

Cross-Border Data Transfers. Institution
will only Transfer Personal Data outside
the European Union, European Economic
Area or Switzerland in accordance with
Study related instructional documents
provided by Pfizer. If requested by either
Institution or Pfizer (or by CRO on behalf
of Pfizer), Institution and Pfizer will enter
into an agreement governing such Transfer,
including, but not limited to the EU
Standard Contractual Clauses, unless
another adequate mechanism for the
Transfer exists.

. Pfeshrani¢ni pfenosy udaju. Zdravotnické

zafizeni bude pfenaset osobni udaje mimo
Evropskou unii, Evropsky hospodaisky
prostor nebo Svycarsko pouze v souladu

s pokyny poskytnutymi spole¢nosti Pfizer
v souvislosti se studii. Pokud o to
zdravotnické zatizeni nebo spolecnost
Pfizer (pfipadné CRO jménem spolecnosti
Pfizer) poZadaji a neexistuje jiny
odpovidajici mechanismus pienosu udaji,
zdravotnické zatfizeni a spole¢nost Pfizer
uzaviou smlouvu upravujici takovy pienos,
ktera bude mimo jiné zahrnovat standardni
smluvni dolozky EU.

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

. Zaznamy. Zdravotnické zafizeni

a spolecnost Pfizer budou vést pisemné
zaznamy o vSech ¢innostech provadénych
v rdmci zpracovani podle této smlouvy.
Takové zaznamy bude obsahovat alespoi
(i) jméno a kontaktni Udaje vSech
zpracovatelt, (ii) jméno a kontaktni Gdaje
povéfenctli pro ochranu osobnich udaja
uréenych zpracovateli, (iii) kategorie
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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.

provadéného zpracovani, (iv) pirenosy do
ttetich zemi nebo mezindrodnim
organizacim a dokumentace pouZzitych
vhodnych bezpecnostnich opatieni

a (V) obecny popis administrativnich,
technickych a fyzickych bezpeénostnich
opatteni, ktera byla piijata za icelem
ochrany osobnich tdaju.

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.

. Vyuziti zpracovatelt. Spolecnost Pfizer

a zdravotnické zatizeni souhlasi se
skute¢nosti, Ze vSechny smlouvy

0 zpracovani udaji budou uzavieny

Vv pisemné podobé¢ a Ze zpracovatelé budou
povinni dodrZovat podminky této smlouvy.
Pro ucely této smlouvy je CRO
zpracovatelem uréenym spolecnosti Pfizer.
Zdravotnické zatizeni a spolecnost Pfizer
ponesou odpovédnost za jakékoli
nedodrzeni pravnich ptedpisti ze strany
zpracovatele, kterého najali, pficemz
takové nedodrzeni pravnich ptredpisti bude
predstavovat poruSeni podminek smlouvy,
jako by se jej dopustila piimo dana smluvni
strana.
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