CLINICAL STUDY AGREEMENT

between
ICON Clinical Research Limited

and
Fakultni nemocnice v Motole

Pfizer Protocol #
Site No.:

This Clinical Study Agreement (“Agreement”)
between

ICON Clinical Research Limited,

VAT number IE 8201978R with a place of
business at South County Business Park,
Leopardstown, Dublin 18, Ireland represented
by (“CRO”)

and

Fakultni nemocnice v Motole,

a State Contributory Organization, with a
place of business at VV Uvalu 84

150 06 Praha 5

Ceska republika

(“Health Services Provider “)subject to
compliance with the requirement to publish
the redacted version of the Agreement in
accordance with Section 15.2 (Publication of
Redacted Agreement).

when signed by all parties, is effective as of
the day it is published in the Register of
Contracts in accordance with the Act No.
340/2015 Coll., on the Register of Contracts,
as amended, and this agreement.

Pfizer Inc (“Pfizer”) wishes to sponsor a
clinical study entitled *“” (“Study”) to be
conducted by (“Principal
Investigator”) at the premises of the Health

SMLOUVA O KLINICKEM
HODNOCENI
mezi
spole¢nosti ICON Clinical Research
Limited
a
Fakultni nemocnici v Motole

Protokol spole¢nosti Pfizer ¢.
¢.centra:

Tato Smlouva o klinickém hodnoceni (dale jen
»Smlouva“) uzaviena mezi

spole¢nosti ICON Clinical Research
Limited, DIC: IE 8201978R se sidlem South
County Business Park, Leopardstown, Dublin
18, Irsko zastoupenou panem (dale jen
»CRO")

a

Fakultni nemocnice v Motole,

statni prispévkova irganizace, se sidlem

V Uvalu 84

150 06 Praha 5

Ceska republika

(dale jen ,,Poskytovatel zdravotnich
sluzeb*),podléha pozadavku na zverejnéni
upravené verze smlouvy v souladu s ¢lankem
15.2 (Zveiejnéni upravené smlouvy).

Po podpisu viemi stranami nabyva G¢innosti
v den, kdy bude uverejnéna v registru smluv

v souladu se zdkonem ¢. 340/2015 Sh., o
registru smluv, ve znéni pozdgjSich predpisu, a
touto smlouvou.

Spole¢nost Pfizer Inc. (1ale jen ,,spole¢nost
Pfizer) ma v umyslu lale se zadavatelem
klinického hodnoceni s nazvem ,, “ (lale jen
»Studie®), které bude provadéno pod vedenim
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Services Provider under the Pfizer protocol
identified above (“Protocol”) at Interni
klinika 2. LF UK a FN Motol, Fakultni
nemocnice Motol 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. There is a
separate agreement between CRO and the
Principal Investigator relating to the Study
(see Section 1.3 below).

The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research
Staff. The Study will be
conducted by the Health
Services Provider’s Principal
Investigator. The Health
Services Provider will ensure
that individuals who assist in
the conduct of the Study as
sub-investigators or research
staff who are employees or
contractors of the Health
Services Provider are
appropriately trained and
qualified.

1.2 Compliance Obligations. The
Health Services Provider is
responsible to CRO and Pfizer
for compliance by all Study
personnel who are the Health
Services Provider employees or
contractors with the terms of
this Agreement and
International Conference on

(dale jen ,,hlavni zkousejici“) v prostorach
Poskytovatele zdravotnich sluZzeb podle vyse
uvedeného protokolu spolec¢nosti Pfizer (2ale
jen ,,Protokol®) v Interni klinice 2. LF UK a
FN Motol .. Spolecnost Pfizer delegovala
odpoveédnost za vedeni této studie, véetné
uzavirani smluv a monitorovani studie, na
CRO a zmocnila CRO zavazovat spole¢nost
Pfizer k pInéni veSkerych zavazku v této
smlouvg, u kterych je vyslovné uvedeno , Ze
nalezi spole¢nosti Pfizer. Mezi CRO a
hlavnim zkouSejicim existuje samostatna
smlouva tykajici se Studie (viz ¢lanek 1.3
nize).

Strany se dohodly na nasledujicim:
1. Povinnosti

1.1 ZkouSejici a vyzkumni
pracovnici. Studii povede
Hlavni zkousejici
Poskytovatele zdravotnich
sluzeb. Poskytovatelytovatel
zdravotnich sluzeb zajisti, Ze
jednotlivci, ktefi budou
spolupracovat pti provadéni
studie jako spoluzkousejici
nebo jako vyzkumni pracovnici
a ktefi jsou zaméstnanci nebo
dodavateli Poskytovatele
zdravotnich sluzeb, jsou
nalezit¢ vyskoleni a
kvalifikovani.

1.2 Zavazky ohledné dodrZovani
predpisu. Poskytovatel
zdravotnich sluzeb odpovida
CRO a spole¢nosti Pfizer za to,
Ze vSichni pracovnici podilejici
se na Studii, ktefi jsou
zamgstnanci Poskytovatele
zdravotnich sluzeb nebo jeho
dodavateli, budou dodrzovat
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Harmonization Good Clinical
Practice (ICH GCP) guidelines,
as well as applicable law,
regulations, and governmental
guidance, including namely Act
No. 378/2007 Coll. On
Pharmaceuticals and on change
to some other related acts, as
amended (“Pharmaceuticals
Law”), Regulation of the
Ministry of Health and
Ministry of Agriculture No.
226/2008 Coll. On Good
Clinical Practice and Specific
Terms for Clinical Trials of
Pharmaceuticals, as amended,
Regulation of the Ministry of
Health and Ministry of
Agriculture No. 86/2008 Coll.
On Good Laboratory Practice
concerning Pharmaceuticals, as
amended, Regulation of the
Ministry of Health and
Ministry of Agriculture No.
84/2008 Coll., on Good
Pharmaceutical Practice,
Conditions for Disposal of
Pharmaceuticals within
Pharmacies, Health Institutions
and other Institutions
dispensing Pharmaceuticals,
and Act No. 372/2011 Coll.
On Medical Services and
conditions for their provision,
as amended. The Health
Services Provider will provide
appropriate oversight of the
Principal Investigator’s
activities within the Health
Services Provider.
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podminky této Smlouvy,
doporuceni Mezinarodni
konference pro harmonizaci
spravné klinické praxe (ICH
GCP) a prislusné zakony,
narizeni a vladni pokyny,
véetné zakonu

¢. 378/2007 Sh., o lécivecha o
zméné nékterych dalSich
zakona, ve znéni pozdéjsich
predpisu (3ale jen ,,z&kon o
lécivech®), vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi

¢. 226/2008 Sh., o spravné
klinické praxi a bliZSich
podminkéch klinického
hodnoceni lé¢ivych piipravki,
ve znéni pozdéjSich piedpis,
vyhl&Sku Ministerstva
zdravotnictvi a Ministerstva
zemedelstvi ¢. 86/2008 Sh.,

0 stanoveni z&sad spravné
laboratorni praxe v oblasti
léCiv, ve znéni pozdéjSich
predpist , vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi

¢. 84/2008 Sh., o spravné
Iéké&renské praxi, blizSich
podminkach zachézeni s lécivy
v lékarnach, zdravotnickych
zatizenich a u dalSich
provozovatelu a zatizeni
vydavajicich 1écivé pripravky,
ve znéni pozdéjSich predpisa, a
zakon ¢. 372/2011 Sb.,

0 zdravotnich sluzbéch a
podminkéch jejich
poskytovani, ve znéni
pozdgjSich piedpis.
Poskytovatel zdravotnich
sluzeb bude dohliZet na
provadéni klinickeho



1.3

14

Agreement between CRO and 1.3
Principal Investigator. Study
conduct by Principal
Investigator and Principal
Investigator’s associated
obligations to CRO and Pfizer
are documented in a separate
agreement between CRO and
Principal Investigator. The
Health Services Provider
confirms that it is aware of this
separate agreement. The Health
Services Provider further
confirms that it has received a
copy of that agreement (either
with or without inclusion of the
Study Budget attachment) or
has been otherwise
satisfactorily informed as to
Principal Investigator’s Study-
related rights and
responsibilities.

Division of Responsibilities. 1.4
The Health Services Provider,
as the employer of the Principal
Investigator, hereby grants its
express consent to the Principal
Investigator’s participation in
the Study according to the
separate Agreement and for
compensation agreed with
CRO and Pfizer according to
Section 304(1) of Act No.
262/2006 Coll., Labor Code, as
amended. The Health Services
Provider may not reassign the
conduct of the Study to a
different Principal Investigator
without prior written
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hodnoceni Hlavnim
zkousejicim u Poskytovatele
zdravotnich sluzeb.

Smlouva mezi CRO a Hlavnim
zkouSejicim. BIizsi podminky
provadéni Studie Hlavnim
zkousejicim a souvisejici
z&vazky Hlavniho zkousejiciho
vici CRO a spole¢nosti Pfizer
jsou uvedeny v samostatné
smlouvé mezi CRO a Hlavnim
zkousejicim. Poskytovatel
zdravotnich sluzeb potvrzuje,
Ze si je védom této samostatné
smlouvy. Poskytovatel
zdravotnich sluzeb 4ale
potvrzuje, Ze obdrzela 4ale
uvedené smlouvy (at’ jiz

s piilohou Rozpoctu studie,
anebo bez ni) nebo byla jinym
dostatecnym zpasobem
informovéna o pravech a
povinnostech Hlavniho
zkousejiciho souvisejicich se
Studii.

Rozdéleni povinnosti.
Poskytovatel zdravotnich
sluzeb jako zaméstnavatel
Hlavniho zkous3ejiciho timto
Hlavnimu zkousejicimu udéluje
dle § 304 odst. 1 zakona

¢. 262/2006 Sh., zakoniku
prace, v platném znéni
vyslovny souhlas s jeho Ggasti
na Studii podle samostatné
smlouvy, a to za odménu
dohodnutou s CRO a
spole¢nosti Pfizer.
Poskytovatel zdravotnich
sluzeb nesmi bez piedchoziho
pisemného souhlasu CRO
povérit vedenim studie jiného




1.5

authorization from CRO. The
Health Services Provider and
Principal Investigator will
determine the division of
responsibilities between the
Health Services Provider and
Principal Investigator for
Study-related activities
required by the Protocol or
identified in this Agreement or
the agreement between CRO
and Principal Investigator.
However, Principal
Investigator will, at minimum,
assume all those
responsibilities assigned to
principal investigators by the
relevant regulations governing
the conduct of clinical
investigations. The Health
Services Provider further
agrees to cooperate with CRO
or Pfizer if needed to help
resolve any issues relating to
compliance by Principal
Investigator with his/her Study-
related responsibilities.

Pfizer GCP Training. Prior to
5ale5Sment of any Study
Subjects (as defined in Section
4, Subject Enrollment), the
Health Services Provider’s
Principal Investigator and any
sub-investigators will complete
the Pfizer-provided Good
Clinical Practice training
course (“Pfizer GCP
Training”). Any investigators
who later join the Study will
complete the Pfizer GCP
Training before performing
Study-related duties. For
studies of applicable duration,
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1.5

Hlavniho zkousejiciho.
Poskytovatel zdravotnich
sluzeb a Hlavni zkousejici urci
rozdeleni povinnosti mezi
Poskytovatele zdravotnich
sluzeb a Hlavniho zkousejiciho
u ¢innosti tykajicich se Studie,
které vyZaduje Protokol nebo
které jsou stanoveny v této
Smlouve nebo ve smlouveé mezi
CRO a Hlavnim zkou3ejicim.
Hlavni zkousejici vSak bude
mit ptinejmensim ty
povinnosti, které Hlavnim
zkousejicim ukladaji prislusné
pravni predpisy upravujici
provadeni klinického
hodnoceni. Poskytovatel
zdravotnich sluzeb 5ale
souhlasi, Ze bude v piipadé
potieby spolupracovat s CRO a
spole¢nosti Pfizer na vyreSeni
jakychkoli zaleZitosti, které se
tykaji pInéni povinnosti
Hlavniho zkou3ejiciho v ramci
Studie.

Skoleni spravné klinické praxe
(GCP) poskytované spole¢nosti
Pfizer. Pred prvnim zafazenim
subjektt do Studie
(definovaném v ¢lanku 4,
Zatazeni subjektt) absolvuji
Hlavni zkou3ejici
Poskytovatele zdravotnich
sluzeb a vSichni
spoluzkousejici Skoleni
spravné klinické praxe
poskytované spole¢nosti Pfizer
(5ale jen ,,Skoleni GCP
spole¢nosti Pfizer). Vsichni
zkousSejici, kteti se do Studie
zapoji pozdéji, absolvuji




Principal Investigator and sub-
investigators will complete
Pfizer GCP Training every
three years during the term of
the Study, or more often if
there are significant changes to
the ICH GCP guidelines or
course materials.

Funding. CRO will provide funding to
the Health Services Provider as
compensation for the Health Services
Provider’s services and the use of the
Health Services Provider’s facilities
for the Study as delineated in
Attachment A, Study Budget and
Payment Terms, and subject to the
terms specified in that Attachment.
The Health Services Provider certifies
that payments to the Institution comply
with applicable law and any applicable
policies and procedure of the
Institution. CRO will provide funding
to the Principal Investigator as
compensation for Principal
Investigator’s Study conduct activities
under the agreement between CRO and
Principal Investigator. The Health
Services Provider hereby consents to
providing the Ethics Committee of the
Institution and the Ethics Committee
for a multi-center study with this
Agreement in substantiation of the
Study conditions in accordance with
the Pharmaceuticals Law.

The estimated amount of compensation
per all patients is the amount of CZK
6881609.
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Skoleni GCP spole¢nosti Pfizer
pred tim, nez za¢nou vykonavat
povinnosti souvisejici se Studii.
U dlouhodobych studii
absolvuji Hlavni zkousejici a
vSichni spoluzkousSejici Skoleni
GCP spole¢nosti Pfizer kazdé
téi roky po dobu trvéni Studie
nebo | castéji, jestlize dojde

K vyznamnym zménam

v pokynech ICH GCP nebo

v materialech skoleni.

Financovéni. CRO zajisti
Poskytovateli zdravotnich sluZeb
financovani a uhradi Poskytovateli
zdravotnich sluzeb odménu za sluzby
poskytnuté v souvislosti se Studii, jak
jsou uvedeny v piiloze A, Rozpocet
Studie a platebni podminky, a podle
podminek stanovenych v této piiloze.
Poskytovatel zdravotnich sluzeb
potvrzuje, ze platby poskytovateli
zdravotnich sluzeb jsou v souladu s
platnymi pravnimi predpisy a viemi
prislusnymi zasadami a postupy
Poskytovatele zdravotnich sluzeb.
CRO poskytne financovani Hlavnimu
zkousejicimu a uhradi Hlavnimu
zkouSejicimu odmenu za vedeni Studie
podle smlouvy mezi CRO a Hlavnim
zkousejicim. Poskytovatel zdravotnich
sluzeb timto souhlasi s poskytnutim
této smlouvy mistni etické komisi a
etické komisi pro multicentricka
hodnoceni za G¢elem opodstatnéni
podminek Studie v souladu se
zakonem o lécivech.

predpokladand vyse odmeny za
vSechny pacienty ¢ini ¢astku 688169
K&.



2.1 Investigator Meetings. If any
Study personnel who are Health
Services Provider employees or
contractors are required to attend
investigator meetings for this Study,
CRO will arrange and pay directly for
travel and accommodation and will
cover the reasonable costs of meals in
connection with those meetings, but
does not provide compensation for
such attendance. Ifthe Health Services
Provider is required to authorise the
attendance of Principal Investigator at
such meetings, then this authorisation
shall not be unreasonably withheld or
delayed.

2.2 Disclosure by Pfizer. Inthe
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 Health Services Provider and
the Principal Investigator, but will
clearly differentiate between payments
or other transfers of value to legal
persons and those made to individuals.

Protocol. The Health Services Provider
will perform Study-related activities in
accordance with the Protocol,
including, but not limited to, adverse
event reporting.

3.1  Amendments. The Health
Services Provider agrees that the
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3.

2.1  Schuazky zkouejicich. Pokud
je od pracovniku podilejicich se na
Studii, ktefi jsou zaméstnanci nebo
dodavatelé Poskytovatele zdravotnich
sluzeb, vyZadovana Gcast na schiizkach
zkousSejicich zapojenych do této
Studie, CRO zatidi a ptimo uhradi
dopravu a ubytovani a pokryje
ptimetrené naklady na stravovani v
souvislosti s témito schuzkami, nebude
vSak za takovou Ucast poskytovat
odmenu. Pokud Poskytovatel
zdravotnich sluzeb musi schvalit cast
Hlavniho zkouSejiciho na téchto
schuizkach, nebude toto schvaleni
neprimerenym zpasobem odmitano
nebo odkladano.

2.2 Zvetejnéni informaci
spole¢nosti Pfizer. V zajmu
transparence svych finan¢nich vztaha
se zkouSejicimi a studijnimi pracovisti,
nebo z dtivodu zajisténi dodrzovani
ptisludnych mistnich pravnich
predpisi, maze spolecnost Pfizer
zverejnit finan¢ni odmeénu, kterou
podle této Smlouvy poskytuje. Takové
zverejnéni spolec¢nosti Pfizer muze
identifikovat jak Poskytovatele
zdravotnich sluzeb, tak i Hlavniho
zkousejiciho, ale bude ztetelng
rozliSovat mezi platbami a jinymi
prevody hodnot, jeZ jsou poukézany
pravnickym osobam, a témi, jeZ jsou
poukézany jednotlivcam.

Protokol. Poskytovatel zdravotnich
sluzeb bude provadét ¢innosti
souvisejici se Studii v souladu s
Protokolem, v¢etné hlaseni
neZadoucich piihod.

3.1 Dodatky. Poskytovatel
zdravotnich sluzeb souhlasi s tim, Ze



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

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

Subject Enrollment. The Health

Services Provider has agreed through
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Protokol Ize upravovat pouze
pisemnym dodatkem schvélenym
spole¢nosti Pfizer, Hlavnim
zkousejicim, odpovédnou etickou
komisi a SUKL (dale jen ,,dodatek*),
s vyjimkou naléhavych zmén
nezbytnych z davodu ochrany
bezpec¢nosti subjekta Studie
(definovanych v ¢lanku 4, Zarazeni
subjekti) tak, jak jsou popsany v
Protokolu. Je-li nezbytné odchylit se
od Protokolu z naléhavych davoda
tykajicich se bezpecénosti subjekti
Studie, které pravé podstupuji l1écbu,
uvédomi o tom Hlavni zkou3ejici CRO
a/nebo spolecnost Pfizer a odpoveédnou
etickou komisi a SUKL (pokud je to
vyZadovano) co mozna nejdrive, avSak
ne pozd¢ji nez jeden pracovni den po
provedeni zmény. Zadné takové
zmeéna provedena z pro bezpeé¢nost
subjektu studie, které pravé podstupuji
Iécbu, se nebude vztahovat na Zadné
budouci subjekty Studie, pokud
nebude schvalena spole¢nosti Pfizer a
odpoveédnou etickou komisi a SUKL
(pokud je to vyZzadovano) a doloZena
jako pisemny dodatek k Protokolu.

3.2  Zadny dodate¢ny vyzkum. Na
subjektech Studie (definovanych v
¢lanku 4, Zatazeni subjektt) nebo na
biologickych vzorcich odebranych v
prabéhu Studie nesmi byt v prabéhu
Studie provadén Zadny dodatecny
vyzkum, pokud to neni schvéleno
spole¢nosti Pfizer a zdokumentovano
dodatkem protokolu nebo u¢inéno za
vzéjemné piijatelnych podminek
zaznamenanych stranami jinym
zpusobem.

Zatazeni subjektd. Poskytovatel

zdravotnich sluzeb souhlasi s tim, ze v



4.1

Principal Investigator to enroll qualified
Study participants during the Pfizer-
specified enrollment period, unless
CRO, upon Pfizer’s prior instructions,
modifies the enrollment period by
written notice. A qualified participant is
one who meets all Protocol criteria for
inclusion in the Study (“Study
Subject”).

It is expected that at least ~ Study
Subjects will be enrolled in the Study at
the Health Services Provider.

Multi-Center Studies. CRO, upon 4.1

priabéhu doby stanovené spole¢nosti
Pfizer zaradi prostiednictvim Hlavniho
zkousejiciho do Studie zpasobilé
ucastniky Studie, ledaze CRO na
zakladé piedchozich pokynu
spole¢nosti Pfizer nezméni obdobi
zafazovani pisemnym oznamenim.
Zpuasobily G¢astnik je osoba, ktera
spliuje vSechna kritéria Protokolu pro
zarazeni do Studie (dale jen ,,Subjekt
Studie®).

Predpokladé se, Ze u Poskytovatele
zdravotnich sluzeb bude do Studie
zarazeno alespon  Subjekta
hodnoceni.

Multicentrické studie. CRO muze na

Pfizer’s prior instructions, may end
Study Subject enrollment early if the
total enrollment needed for a multi-
center study has been achieved before
the end of the enrollment period for this
Study.

Study Conduct 5.

5.1  Charging Study Subjects. The
Health Services Provider will not
charge a Study Subject or third-party
payer for Investigational Drug (see
Section 8, Investigational Drug) or for
any services reimbursed by CRO under
this Agreement or the agreement
between CRO and Principal
Investigator.

5.2  Safety Measures and Serious
Breaches. The Health Services
Provider will inform CRO immediately
(directly or through Principal
Investigator) of (a) any urgent safety
measures taken by Principal
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zéklad¢ predchozich pokyna
spolecnosti Pfizer predcasné ukoncit
zarazovani Subjekta Studie, jestlize
bylo dosazeno zarazeni celkového
poc¢tu Subjekta potiebného pro
multicentrickou Studii pred koncem
zarazovaciho obdobi pro tuto Studii.

Provadéni Studie

5.1  Uctovani poplatki Subjekttim
Studie. Poskytovatel zdravotnich
sluzeb nebude Uc¢tovat Subjektam
Studie ani tretim platcim hodnocené
lécivo (viz ¢lanek 8, Hodnocené
[éCivo) ani jiné sluzby, které hradi
CRO podle této Smlouvy nebo podle
Smlouvy mezi CRO a Hlavnim
zkousejicim.

5.2 Bezpecénostni opatieni a
zavazna poruseni pravidel.
Poskytovatel zdravotnich sluzeb se
zavazuje neprodlen¢ informovat CRO
(ptimo ¢i prostrednictvim hlavniho
zkousejiciho) (a) v pripade jakéhokoli




Investigator to protect Study Subjects
against immediate hazard and (b) any
serious breaches of the Protocol or of
ICH GCP guidelines of which
Institution becomes aware.

5.3  Health Services Provider’s
Insurance. The Health Services
Provider, by signing this Agreement,
confirms that the Health Services
Provider, the facility in which the
Study will be conducted and its
employees who will conduct the Study
are covered by valid and sufficient
insurance of liability for damage
caused by provision of health care
according to applicable legal
regulations.

54 Estimated Duration of Study.

Data Protection and FDA Financial 6.
Disclosure

6.1  Personal Data. Personal data is
any information from which it is
possible to identify an individual.
Personal data that concerns health
information is sensitive personal data.
Personal data collected in association
with the Study will include personal
data relating to the Principal
Investigator, sub-investigators,
research staff, third parties, and
possibly Study Subjects (which could
include sensitive personal data)
(collectively “Personal Data”). Such
Personal Data may be subject to
specific legislation relating to its
processing, storage, transfer and

use. The Health Services Provider will
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urgentniho bezpe¢nostniho opatieni,
které Hlavni zkouejici pouZije v
zajmu ochrany Subjektd Studie proti
okamzitému riziku a (b) v pripadé
jakéhokoli zdvazného poruseni
Protokolu nebo pokynu ICH GCP, o
kterych se Instituce dozvi.

5.3  Pojisténi. Poskytovatel
zdravotnich sluzeb podpisem této
Smlouvy potvrzuje, Ze mé uzavieno
dostate¢né pojisténi odpovednosti za
Skodu zpasobenou poskytovanim
zdravotni péce v souladu splatnymi
pravnimi piedpisy , které zahrnuje
pracoviste, kde bude Studie provadéna
a jeho zaméstnance, kteti budou Studii
provadet.

54 Piedpokladdana doba Studie.

Ochrana Udaju a sdélovani finan¢nich
informaci FDA

6.1  Osobni udaje. Osobnimi udaji
se rozumi veskeré informace, na
jejichz zékladeé je mozné identifikovat
jednotlivce. Osobni Gdaje, které se
tykaji zdravotnich informaci, jsou
citlivé osobni udaje. Osobni udaje
shromazdéné ve spojeni se studii
budou zahrnovat osobni Udaje tykajici
se Hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych
pracovnika, tietich stran a pripadné
subjektt Studie (které by mohly
obsahovat citlivé osobni daje)
(spole¢né dale jen ,,osobni daje*).
Takové osobni Gdaje mohou podléhat
zvlastnim pravnim piedpisim
tykajicich se jejich zpracovani,



comply with all relevant laws relating
to the protection and use of Personal
Data and data privacy, namely Act No.
101/2000 Coll. on Protection of
Personal Data, as amended, (“Data
Act”), in its Study-related

activities. The Health Services
Provider will take all appropriate
technical and organizational measures
to prevent damage to, or disclosure,
unauthorized or unlawful processing,
or accidental loss or destruction of
such Personal Data. CRO and Pfizer
will take appropriate measures to
protect the confidentiality and security
of all Personal Data that they receive
in connection with the Study.

6.2  Use by CRO and Pfizer.
Personal Data will be processed and
used for the purposes of administration
of this Agreement and in connection
with the Study. Information relating to
the Principal Investigator, sub-
investigators, and research staff will be
held on one or more databases for the
purpose of determining their
involvement in future research and in
order to comply with any regulatory
requirements.

6.3 Financial Disclosure. Where
the Study is deemed by Pfizer to be a
“covered study” for the purpose of the
United States Food and Drug
Administration regulation entitled
“Financial Disclosure by Clinical
Investigators” (the “FDA
Regulation”), the Health Services
Provider will ensure that any sub-
investigator engaged in the Study who
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uchovavani, prenosu a pouzivani.
Poskytovatel zdravotnich sluzeb bude
pti ¢innostech souvisejicich se Studii
dodrZovat viechny piislusné zakony
tykajici se ochrany a pouZivani
osobnich (daju a utajeni udaju,
zejména zékon ¢. 101/2000 Sh.,

0 ochran¢ osobnich udaja, ve znéni
pozdgjSich predpisa (dale jen ,,zakon o
ochran¢ osobnich udaju*).
Poskytovatel zdravotnich sluzeb
ptijme veSkera technicka a organizacni
opatieni, aby zabranila neopravnénému
nebo nezdkonnému zpracovani,
nahodné ztrate, zniceni nebo poskozeni
¢i prozrazeni osobnich tdaja. CRO a
spole¢nost Pfizer ptijmou piislusna
opatieni, aby ochranily davérnost a
bezpecnost veskerych osobnich udajua,
které obdrZi v souvislosti se Studii.

6.2  Pouzivani udaja spole¢nosti
Pfizer a CRO. Osobni Gdaje budou
zpracovavany a pouzivany pro ucely
provadeni této Smlouvy a v souvislosti
se Studii. Informace tykajici se
Hlavniho zkou$ejiciho,
spoluzkousejicich a vyzkumnych
pracovnikt budou uchovavany v jedné
nebo vice databazich pro jejich mozné
vyuZiti v budoucim vyzkumu a z
davodu vyhovéni pozadavka organu
statniho dozoru.

6.3  Zptistupnéni finan¢nich ddaja.
V pripadech, kdy spole¢nost Pfizer
shledd, Ze se na Studii vztahuje
natizeni amerického Uiadu pro
kontrolu potravin a léciv (,,FDA")
nazvané ,,Sdélovani finan¢nich
informaci zkouSejicimi v klinickém
vyzkumu* (dale jen ,,nafizeni FDA"),
Poskytovatel zdravotnich sluzeb zajisti
souhlas vSech spoluzkousejicich




is a Health Services Provider employee
or contractor agrees to disclose to CRO
and Pfizer all relevant financial and
other information (including details of
equity interests in Pfizer or any of its
affiliates) relating to the sub-
investigators (and, where relevant,
spouse and dependants of sub-
investigator) as required by CRO to
enable Pfizer to comply with the FDA
Regulation.

6.4  Disclosure and Transfer. Some
of the Personal Data discussed in this
Section 6 may be disclosed or
transferred to other members of the
CRO or Pfizer group of companies, to
representatives and contractors
working on behalf of the CRO or
Pfizer group, and to regulatory
authorities across the world. The
Health Services Provider will ensure
that all necessary consents according
to templates made available by the
CRO and agreed with Pfizer with
respect to Pfizer’s uses, are in place to
carry out the data disclosures set out
under the provisions of this Section 6
with respect to any affected employees
or contractors of the The Health
Services Provider.

Informed Consent and Subject
Recruitment.

7.1 Informed Consent. The Health
Services Provider will cooperate with
Principal Investigator to ensure that a
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podilejicich se na Studii, ktefi jsou
zamestnanci nebo dodavateli
Poskytovatele zdravotnich sluzeb, se
sdélovanim veskerych ptislusnych
finan¢nich a dalSich informaci CRO a
spole¢nosti Pfizer (véetné podrobnosti
0 majetkové Ucasti ve spole¢nosti
Pfizer nebo jejich ptidruzenych
spole¢nostech) ve vztahu ke
spoluzkousejicim (a v relevantnich
ptipadech také ve vztahu k manZelam,
manzelkam a zavislym osobam
spoluzkousejicich), jak to vyZaduje
CRO, aby umoznili spole¢nosti Pfizer
splnit poZadavky natizeni FDA.

6.4  Zptistupnéni a prenos. Nékteré
osobni Udaje, jimiz se zabyva ¢lanek 6
této Smlouvy, mohou byt sdéleny nebo
predany jinym ¢lenaim CRO nebo
skupiny spolec¢nosti Pfizer, zastupcum
a dodavatelam pracujicim jménem
CRO nebo jménem skupiny Pfizer a
kontrolnim Gfadam po celém svéte.
Poskytovatele zdravotnich sluzeb
zajisti zisk&ni veskerych nezbytnych
souhlasu podle vzoru, které poskytne
CRO a které jsou schvaleny
spolec¢nosti Pfizer pro jeji potieby, aby
bylo moZné sdélovat Udaje vSech
dotéenych zaméstnancu nebo
dodavateli Poskytovatele zdravotnich
sluzeb za podminek stanovenych timto
¢lankem 6.

Informovany souhlas a ndbor subjekti.

7.1 Informovany souhlas.
Poskytovatel zdravotnich sluzeb ve
spolupraci s Hlavnim zkousejicim




written informed consent is obtained
for each Study Subject and that a
signed original of that consent is
maintained in that Study Subject’s
record. CRO and/or Pfizer will
provide a template informed consent
document for the Study which has
been approved by the IEC and SUKL.
The Health Services Provider and
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. The Health
Services Provider must not recruit
potential Study Subjects to participate
in the Study, commence the research
covered under this Agreement, or
administer the Investigational Drug (as
defined below) to the Study Subjects
unless and until a valid informed
consent has been obtained from each
Study Subject through Principal
Investigator.

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

7.3 Adverse Events. The Health
Services Provider will ensure, through
Principal Investigator, reporting of
adverse events experienced by Study
Subjects in accordance with
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zajisti, Ze od kazdého subjektu Studie
bude zisk&n informovany souhlas a Ze
podepsany stejnopis tohoto souhlasu
bude uloZen v zaznamech ptislusného
subjektu Studie. CRO nebo spole¢nost
Pfizer poskytne predlohu dokumentu
informovaného souhlasu pro Studii,
ktera byla schvélena nezavislou EK a
SUKL. Poskytovatel zdravotnich
sluzeb ani Hlavni zkousejici nesmi

v tomto dokumentu provadét Zadné
zmeény, aniz by obdrZeli predchozi
pisemny souhlas CRO nebo
spole¢nosti Pfizer diive neZ upraveny
dokument informovaného souhlasu
pouZiji (veetné jakychkoli Uprav
provedenych béhem Studie).
Poskytovatel zdravotnich sluzeb nesmi
provadét ndbor potenciélnich subjekta
Studie pro Gcast ve Studii, zah4jit
vyzkum, na ktery se vztahuje tato
Smlouva, nebo podat hodnocené lé¢ivo
(definovano nize) subjektam Studie,
dokud Hlavni zkousejici neziskal
platny informovany souhlas od
kaZzdého subjektu Studie.

7.2 Nabor subjekta. Poskytovatel
zdravotnich sluzeb ve spolupraci s
Hlavnim zkou$ejicim poskytne CRO
prilezitost provetit a schvalit obsah
veSkerych materiala tykajicich se
naboru do Studie zamétenych na
potencialni subjekty Studie pied tim,
nez tyto materialy pouzije. Tento
poZadavek se vztahuje na veSkeré
takové materialy bez ohledu na
médium.

7.3 NeZ&douci ptihody.
Poskytovatel zdravotnich sluzeb
prostiednictvim Hlavniho zkousejiciho
zajisti hlaSeni neZadoucich ptihod,
které se u subjekta Studie vyskytnou,




instructions in the Protocol and
applicable regulations. This includes,
where required, prompt reporting by
telephone or facsimile to CRO and
Pfizer. Accordingly, CRO and/or
Pfizer will, so far as is lawful, have full
responsibility for the reporting of all
adverse events to local and
international regulatory and/or health
authorities.

Investigational Drug. CRO will
arrange for the Health Services
Provider to receive, at no charge,
sufficient quantities of the Pfizer
product that is being studied (“Pfizer
Drug”) to conduct the Study. Unless
otherwise indicated in Attachment A
(Study Budget and Payment Terms),
CRO will also arrange for the Health
Services Provider to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required
drug that CRO or Pfizer provides or
covers the cost of is, together with the
Pfizer Drug, considered
"Investigational Drug". The
Investigational Drug shall be supplied
to the Health Services Provider. . The
Health Services Provider shall be
informed of the incoming supply at least
three days in advance; otherwise the
Health Services Provider shall not be
required to receive the Investigational
Drug. Principal Investigator hereby
undertakes to administer the
Investigational Drug directly from The
Health Services Provider in compliance
with Protocol and in doses required for
each individual Study Subject visit.
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v souladu s pokyny uvedenymi v
Protokolu a platnych ptedpisech. Kde
je to vyZadovéano, hlaseni zahrnuje
bezodkladné hlaseni CRO a
spolecnosti Pfizer telefonicky nebo
faxem. V tomto ohledu ponese CRO
nebo spole¢nost Pfizer v zakonem
daném rozsahu pInou odpovédnost za
hlaseni vSech nezadoucich piihod
mistnim a mezinarodnim kontrolnim ¢i
zdravotnim Giadam.

Hodnocené lé¢ivo. CRO zajisti, aby
Poskytovatel zdravotnich sluzeb
bezplatn¢ obdrZel dostate¢né mnoZstvi
ptipravku spole¢nosti Pfizer, ktery je
predmétem hodnoceni, (,,1é¢ivo
spoleénosti Pfizer*) nutného

k provedeni Studie. Neni-li v ptiloze
A (Rozpocet studie a platebni
podminky) uvedeno jinak, CRO zajisti,
aby Poskytovatel zdravotnich sluzeb
obdrzel také jakékoli dalsi léciva
vyZadovana podle Protokolu, a to
bezplatn¢ nebo ndklady na né pokryje
(napt. placebo, srovnavaci lé¢ivo,
soubézné podavané Iécivo). Jakekoli
dalSi Protokolem vyZzadované lé¢ivo,
které CRO nebo spole¢nost Pfizer
poskytuje nebo jehoz naklady kryje, je
spole¢né s lécivem spolecnosti Pfizer
povazovano za ,,hodnocené lé¢ivo“.
Hodnocené Iécivo bude dodano
Poskytovateli zdravotnich sluzeb a o
dodani bude Poskytovatel zdravotnich
sluZeb informovan alespon tii dny
predem, jinak neni povinnen hodnocené
lécivo prevzit. Hlavni zkousejici se
zavazuje, Ze bude hodnocené Iécivo
podavat piimo z Instituce v souladu s
Protokolem a v davkach potiebnych pro
jednotlivé studijni navstévy Subjekta
Studie. jednotlivé studijni navstévy
Subjekta Studie.




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

8.2  Use. The Health Services
Provider will ensure, or cooperate with
Principal Investigator in ensuring, that
Investigational Drug is used only as
specified in the Protocol and in strict
accordance with Pharmaceuticals Law
and other applicable legal regulations.
Any other use of Investigational Drug
by a Health Services Provider
employee or contractor constitutes a
material breach of this Agreement.

8.3  Ownership of Pfizer Drug.
Pfizer Drug is and remains the
property of Pfizer. Except for, and
limited to, the use specified in the
Protocol, Pfizer grants the Health
Services Provider no express or
implied intellectual property rights in
the Pfizer Drug or in any methods of
making or using the Pfizer Drug.

Equipment or Materials. CRO or
Pfizer may provide, or arrange for a
vendor to provide, certain equipment
(“Equipment”) or proprietary
materials for use by the Health
Services Provider during the conduct
of Study. Such proprietary materials
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8.1  Uchovavani a vydej.
Poskytovatel zdravotnich sluzeb bude
provadét odpovidajici kontrolu
dodévek hodnoceného Ié¢iva nebo na
ni bude spolupracovat s Hlavnim
zkousejicim, a nepoda nebo nevyda
Iécivo nikomu, kdo neni subjektem
Studie, ani k nému neumozni pristup
nikomu kromé pracovniki Studie.

8.2  PouZiti. Poskytovatel
zdravotnich sluzeb sam nebo ve
spolupréci s Hlavnim zkousejicim
zajisti, ze hodnocené lécivo bude
pouZivano pouze zpusobem
stanovenym v Protokolu a v ptisném
souladu se zdkonem o lé¢ivech a s
dalSimi prislusnymi pravnimi predpisy.
Jakékoli jiné pouZziti hodnoceného
Iéciva zaméstnancem nebo
dodavatelem Poskytovatele
zdravotnich sluzeb zaklada zasadni
porudeni této Smlouvy.

8.3  Vlastnictvi Ié¢iva spole¢nosti
Pfizer. Lécivo spolecnosti Pfizer je a
zustane ve vlastnictvi spole¢nosti
Pfizer. S vyjimkou omezenou na
pouZiti uvedené v Protokolu spole¢nost
Pfizer neudéluje Poskytovateli
zdravotnich sluzeb Zadna vyslovna ani
konkludentni prava k duSevnimu
vlastnictvi Iéciva spole¢nosti Pfizer
nebo k jakymkoli metodam vyroby
nebo pouziti léciva spole¢nosti Pfizer.

Vybaveni nebo materialy. CRO nebo
spolec¢nost Pfizer mize poskytnout
nebo zajistit poskytnuti treti stranou
ur¢ité vybaveni (dale jen ,,Vybaveni®)
nebo chranéné materialy pro pouZiti
Poskytovatelem zdravotnich sluzeb
béhem provadeéni Studie. Takové




10.

may include computer software,
methodologies, rating scales and other
instruments that are owned or licensed
for use by CRO or Pfizer (collectively,
“Materials”). Equipment or Materials
to be provided for the Study and any
requirements relating to them are
described in Attachment C, Equipment
and Materials which is incorporated
into this Agreement by reference, and
regarding the equipment and material
provided for the Study, a separate loan
agreement shall be concluded between
the Parties.

Confidential Information. During the 10.
course of the Study, the Health

Services Provider may receive,

generate, or have access to information

that is confidential to CRO, Pfizer, or a

Pfizer affiliate.

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

a. the Protocol,
b. the Investigator
Brochure,

C. Study Data (as defined
in Section 11, Study
Data, Biological
Samples, and Study
Records below),

d. Biological Sample
Analysis Data (as
defined in Section 11,
Study Data, Biological
Samples, and Study
Records, below),
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chranéné materidly mohou zahrnovat
pocitacovy software, metodologii,
hodnotici 8kaly a jiné nastroje, které
CRO nebo spole¢nost Pfizer vlastni
nebo uZiva na zékladé licence
(spole¢né dale jen ,,Materialy*).
Vybaveni nebo materialy, které maji
byt pro Studii poskytnuty, a veSkeré
pozadavky, které se k nim vztahuiji,
jsou popsany v piiloze C, Vybaveni a
materialy, jez tvoii nedilnou soucést
této Smlouvy a ohledné vybaveni a
materialu poskytnutého pro Studii
bude mezi smluvnimi stranami
uzaviena samostatna smlouva o
vypujcce.

Duvérné informace. V priabéhu studie
muze Poskytovatel zdravotnich sluzeb
obdrzet ¢i vytvotit informace nebo mit
pristup k informacim, které jsou pro
CRO, spolec¢nost Pfizer nebo
pridruzenou spole¢nost spole¢nosti
Pfizer duvérné.

10.1 Definice. Pokud neni v ¢lanku
10.2 nize, Vyluky, dale uvedeno jinak,
Lduveérné informace* zahrnuiji:

a. protokol,

b. soubor informaci pro
zkousejiciho,

C. Studijni Gdaje ( jak je
definuje ¢lanek 11,
Studijni udaje,
biologické vzorky a
Studijni zdznamy),

d. Udaje analyzy
biologickych vzorka
(jak jsou definovany
v ¢lanku 11, Studijni
udaje, biologické
vzorky a Studijni
zaznamy),



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

any other information
related to the Study, the
Pfizer Drug, or CRO,
Pfizer, or Pfizer affiliate
technology, research, or
business plans that
CRO, Pfizer, or a Pfizer
affiliate provides to
Principal Investigator or
the Health Services
Provider 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.

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

f. veSkeré dalsi informace
souvisejici se Studif,

s lécivem spole¢nosti
Pfizer nebo s technologii,
vyzkumem nebo
obchodnimi plany CRO,
spolec¢nosti Pfizer nebo
jejich pridruzenych
spole¢nosti, které CRO,
spolecnost Pfizer nebo
nekterd jeji pridruzend
spole¢nost poskytne
Hlavnimu zkouSejicimu
nebo Poskytovateli
zdravotnich sluzeb

Vv pisemné nebo jiné
hmotné podob¢ a oznaci
jako DUVERNE nebo
které zptistupni Ustné a
poté je shrne a potvrdi
pisemné jako DUVERNE
do 30 dni ode dne Ustniho
zpfistupnéni. Ustné
zptistupnéné informace
popsané v ¢lanku 10.1.f.
vyse budou téz
povazovany za duverné i
v piipadé, Ze nedojde

k pozdgjSimu pisemnému
potvrzeni jejich
duvérnosti, pokud je
duvérny charakter jejich
sdéleni druhé stran¢
ptiméfené ziejmy.

10.2 Exclusions. Confidential 10.2  Vyluky. Duvérné informace
Information does not include nezahrnuji informace,
information that

které jsou veiejné
dostupné v dobg jejich

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

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

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

d. is independently
developed, as
documented by written
records, by Principal
Investigator’s personnel
or individuals within
the Health Services
Provider who had no
access to Confidential
Information.

10.3  Confidentiality of Personal
Data. All Personal Data (as defined in
Section 6.1, Personal Data) that the
Health Services Provider collects,
processes, stores, transfers, or uses in
connection with the conduct and
reporting of the Study is also to be
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zptistupnéni nebo

v dobé trvani tohoto
zavazku ml¢enlivosti
jakymkoli jinym
zpusobem nez
porusenim této smlouvy
Poskytovatelem
zdravotnich sluzeb,

b. které jsou jiz Hlavnimu
zkouSejicimu nebo
Poskytovateli
zdravotnich sluzeb
znamy v dobg jejich
zptistupnéni a
nepodléhaji Zadnému
zavazku mlg¢enlivosti,

C. které Hlavni zkouSejici
nebo Poskytovatel
zdravotnich sluzeb
ziskali bez jakéhokoli
zavazku ml¢enlivosti od
tieti strany, ktera ma
zékonné pravo je
zptistupnit, nebo

d. které jsou vytvoreny
nezavisle, jak je
doloZeno pisemnymi
zaznamy, personalem
Hlavniho zkousejiciho
nebo osobami od
Poskytovatele
zdravotnich sluzeb,
které nemély
k davérnym informacim
pristup.

10.3  Davérnost osobnich Udaju.
VSechny osobni udaje (definované v
¢lanku 6.1, Osobni Gdaje), které
Poskytovatel zdravotnich sluzeb
shromazd'uje, zpracovava, uklada,
prendsi nebo pouZiva ve spojitosti s
provadénim studie a podavanim zprav




identified and treated as Confidential
Information for the purposes of this
Agreement.

10.4 Obligations of Confidentiality.
Unless CRO or Pfizer provides prior
written consent, the Health Services
Provider may not use Confidential
Information for any purpose other than
that authorized in this Agreement, nor
may Health Services Provider disclose
Confidential Information to any third
party except as authorized in this
Agreement or as required by law,
including applicable regulations.

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

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

b. Permitted uses of Study
Data and Biological Sample
Analysis Data are described in
Section 15 (Publications) of
this Agreement, and use of
Personal Data is discussed in
Section 6 (Data Protection and
FDA Financial Disclosure).
The CRO and Pfizer
acknowledge that the Health
Services Provider, as a state
contributory organisation, is
required to provide information
on request of a third party
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o Studii, budou pro ucely této smlouvy
pokladany za duvérné informace, a
bude s nimi takto zachazeno.

10.4  Z&vazek mlcenlivosti.
Poskytovatel zdravotnich sluzeb nesmi
bez ptedchoziho pisemného souhlasu
CRO nebo spole¢nosti Pfizer pouzivat
duvérné informace za Zadnym jinym
ucelem nez tim, k némuz ho opraviuje
tato smlouva, a dale Poskytovatel
zdravotnich sluzeb nesmi zptistupnit
daveérné informace Zadné treti strané s
vyjimkou situaci, v nichz ho k tomu
opraviuje tato smlouva, nebo v nichz
to vyZaduji ptislusné pravni piedpisy.

CRO a spolec¢nost Pfizer vyslovné
povoluji zvetrejnéni upravené verze této
smlouvy piisné v souladu s
ustanovenimi v ¢lanku 15.2

a. Spolecnost Pfizer a
CRO vyslovng dovoluji
zptistupnéni davernych
informaci SUKL nebo
ptisludné EK nebo zéstupcum
ptisludného organu statniho
dozoru.

b. Dovolené pouziti
Studijnich Gdaju a Gdaji analyz
biologickych vzorka je

popsano Vv ¢lanku 15
(Publikace) této smlouvy a
zpiistupnéni osobnich udaju je
popsano Vv ¢lanku 6 (Ochrana
Udaju a sdélovani finan¢nich
informaci FDA).

CRO a spole¢nost Pfizer berou
na veédomi, Ze Poskytovatel
zdravotnich  sluzeb jakoZto
statni prispévkova organizace
je povinen na dotaz treti osoby



10.5

10.6

pursuant to the Act No.
106/1999 Coll., on Free Access
to Information, as amended.

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

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

b. discloses only that
Confidential Information
required to comply with the
legal requirement, and

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

Survival of Obligations. For
Confidential Information other
than Personal Data (as defined
in Section 6, Data Protection
and FDA Financial Disclosure),
Study Data, and Biological
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10.5

10.6

poskytnout informace podle
zakona ¢. 106/1999 Sb., o
svobodném piistupu k
informacim, ve znéni
pozdgjSich piedpis.

Zpiistupnéni informaci
poZadované zakonem. Je-li
pravnimi piedpisy poZzadovano
zptistupnéni davernych
informaci Poskytovatele
zdravotnich sluzeb nad ramec
vyslovné dovoleny touto
Smlouvou, nepiedstavuje
takové zpristupnéni informaci
na stran¢ Poskytovatele
zdravotnich sluzeb poruseni
této Smlouvy, v pripade, Ze
Poskytovatele zdravotnich
sluzeb:

a. 0znami zptistupnéni
informaci pisemné CRO co
nejdiive pred zverejnénim tak,
aby umoznil CRO nebo
spole¢nost Pfizer podniknout
veskeré pravni kroky k ochrané
svych davérnych informaci,

b. zpiistupni pouze
duveérné informace,
poZadované v souladu

s pravnimi piedpisy, a

C. bude nadéle zachovavat
duvérny chaarakter téchto
davérnych informaci vaci vsem
ostatnim tietim strandm.

Pretrvani zavazku.

U davérnych informaci kromé
osobnich Gdaju (jak jsou
definovany v ¢lanku 6,
Ochrana udaju a sdélovani
finan¢nich informaci FDA),




10.7

Sample Analysis Data (as
defined in Section 11, Study
Data, Biological Samples, and
Study Records), these
obligations of non-use and
non-disclosure survive
termination of this Agreement
and continue for a period of
five years after termination.
Confidentiality obligations for
Personal Data, Study Data, and
Biological Sample Analysis
Data survive for as long as the
Health Services Provider
retains this information, subject
to the permitted uses and
disclosures described in
Sections 6 and 15
(Publications) of this
Agreement.

Return of Confidential 10.7
Information. If requested by

CRO and/or Pfizer in writing,

the Health Services Provider

will return all Confidential

Information in its possession or

control except that required to

be retained at the Study site by

applicable regulation.

However, the Health Services

Provider may retain a single

archival copy of the

Confidential Information to

determine the scope of

obligations incurred under this

Agreement. The Health

Services Provider further

agrees to cooperate with CRO

and/or Pfizer, on request, to

help ensure return of

Confidential Information in the

possession or control of

Principal Investigator, except
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Studijnich udaja a udaji analyz
biologickych vzorku (jak jsou
definovany v ¢lanku 11,
Studijni Gdaje, biologické
vzorky a Studijni zd&znamy)
pretrvavaji zavazky o nepouZiti
a micenlivosti i po ukonéeni
této Smlouvy a trvaji po dobu
péti let od jejiho ukonceni.
Zévazek mlcenlivosti ohledné
osobnich udaju, Studijnich
Udaju a Gdaja analyz
biologickych vzorku pietrvava
po celou dobu, po kterou bude
Poskytovatel zdravotnich
sluzebtyto informace
uchovavat, kromg zptistupnéni
dovoleného podle, ¢lanki 6 a
15 (Publikace) této Smlouvy.

Vréceni davérnych informaci.
Poskytovatel zdravotnich
sluzeb vrati na pisemnou Zadost
CRO nebo spolecnosti Pfizer
veskeré duvérné informace ve
svem drZeni, krom¢ téch, u
nichz prislusné piedpisy
poZaduji, aby byly uchovavany
na zkouSejicim pracovisti.
Poskytovatel zdravotnich
sluzeb si vSak mize ponechat
jednu archivni kopii davérnych
informaci k urceni rozsahu
zavazka vyplyvajicich z této
Smlouvy. Poskytovatel
zdravotnich sluzeb déle
souhlasi, Ze bude na zaklade¢
Zadosti spolupracovat s CRO
nebo spole¢nosti Pfizer a
pomuZze zajistit, aby daverné
informace, které jsou v drZeni
Hlavniho zkousejiciho, byly
vréceny, kromg téch, které




for that required to be retained
by an investigator and an
archival copy for determining
the scope of Principal
Investigator’s obligations under
the agreement between CRO
and Principal Investigator.

11. Study Data, Biological Samples, and 11.

Study Records

111

Study Data. During the course
of the Study, Principal
Investigator has agreed to
collect certain data, as specified
in the Protocol, and submit it to
CRO, Pfizer or Pfizer’s agent
(“Study Data”). Principal
Investigator will ensure
accurate and timely collection,
recording, and submission of
Study Data, including adhering
to timelines for data entry set
out in the CRF Completion
Requirements document
provided to Principal
Investigator by CRO or Pfizer.
The Health Services Provider
will cooperate with Principal
Investigator if and as needed to
facilitate compliance by
Principal Investigator with this
obligation.

a. Ownership of Study
Data. Subject to Principal
Investigator’s right to use
Study Data to publish the
results of the Study (see
Section 15, Publications) and a
non-exclusive license that
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musi uchovavat zkousejici, a
kromg archivni kopie slouZici k
uréeni rozsahu zavazku
Hlavniho zkousejiciho dle
smlouvy uzaviené mezi CRO a

Hlavnim zkouSejicim.

Studijni Udaje , biologické vzorky a
studijni zdznamy

11.1  Studijni udaje . Hlavni
zkousejici souhlasi, Ze béhem
Studie shroméazdi udaje
uvedené v Protokolu, a predloZi
je CRO, spole¢nosti Pfizer
nebo zastupci spole¢nosti
Pfizer (dale jen ,,Studijni
udaje*). Hlavni zkousejici
zajisti vcasné shromazdéni,
zaznamenani a piedloZeni
Studijnich Gdaja, véetné
dodrZovani ¢asového
harmonogramu zadavani udaju
stanoveného v dokumentu
PoZadavky na vypInéni
zaznamu subjektu hodnoceni,
ktery Hlavnimu zkouSejicimu
poskytne CRO nebo spolec¢nost
Pfizer. Poskytovatel
zdravotnich sluzeb bude podle
potieby spolupracovat

s Hlavnim zkousejicim, a tim
napomahat dodrZeni tohoto
zavazku Hlavniho
zkousejiciho.

a. Vlastnictvi Studijnich
udaji. S vyhradou prava
Hlavniho zkousejiciho na
pouZziti Studijnich Gdaja k
publikaci vysledki Studie (viz
¢lanek 15, Publikace) a
nevyhradni licence, ktera




allows certain uses (see Section
11.1.b below), Pfizer is the
exclusive owner of all Study
Data, and may share Study
Data and results with other
parties that may have
contractual rights to develop
Pfizer’s Pharmaceuticals (for
example through a license,
cooperation agreement, joint
support agreement, joint
development agreement, etc.
with Pfizer).

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

C. Data Review by CRO.
CRO and/or Pfizer will review
the Study Data it receives on an
ongoing basis. CRO and/or
Pfizer will comply with
applicable regulations requiring
notification of participating
investigators of new safety
information about the Pfizer
Drug (as defined in Section 8
of this Agreement). CRO
and/or Pfizer has further
committed to promptly notify
Principal Investigator of any
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umoZznuje urcité pouziti (viz
kapitola 11.1.b, nize) je
vylu¢nym vlastnikem vsech
Studijnich Gdajt spole¢nost
Pfizer a muZe sdilet Studijni
Udaje a vysledky s jinymi
stranami, které mohou mit
smluvni préva na rozvoj Léciva
spole¢nosti Pfizer (napiiklad
prostiednictvim licence,
dohody o spolupraci, dohody o
spole¢né podpoie, dohody o
spole¢ném rozvoiji, atd se
spolec¢nosti Pfizer).

b. Zdravotni zdznamy.
Zdravotni zdznamy tykajici se
subjekta Studie, které nejsou
poskytovany CRO nebo
spolec¢nosti Pfizer, mohou
obsahovat urcité informace,
které jsou totoZné s
informacemi ve Studijnich
udajich; nicméné CRO ani
spolecnost Pfizer si
nevyhrazuje narok na
vlastnictvi téchto dokumentt
nebo v nich obsaZenych
informaci.

C. Kontrola Gdaji
provadéna CRO. CRO nebo
spole¢nost Pfizer bude
obdrZené Udaje Studie
prabézne kontrolovat. CRO
nebo spole¢nost Pfizer bude
dodrZovat platné piedpisy
stanovujici povinnost
informovat zUcastnéné
zkousSejici 0 novych udajich
0 bezpe¢nosti léciva
spolecnosti Pfizer (podle
definice v ¢lanku 8 této
smlouvy). CRO se dale




other new information of which
CRO and/or Pfizer becomes
aware that could affect the
safety of the Study Subjects or
influence the conduct of the
Study. Principal Investigator
has agreed to share information
received from CRO and/or
Pfizer under this provision with
the Health Services Provider

d. Study Results. After
analysis of Study Data from all

sites is complete, CRO or
Pfizer will provide Principal
Investigator with a summary of
the overall results of the Study,
and Principal Investigator has
agreed to share this summary
with the Health Services
Provider. If within two years
after Study completion Pfizer
identifies results that could
affect Study Subject safety,
CRO or Pfizer, in consultation
with SUKL/the relevant IEC as
appropriate, will cooperate with
Principal Investigator or the
Health Services Provider to
ensure that those results are
appropriately communicated to
the Study Subjects by Principal
Investigator or the Health
Services Provider.

zavazuje sdélit Hlavnimu
zkouSejicimu veskeré dalsi
nové informace, které CRO
ziské a které by mohly ovlivnit
bezpecnost subjektu Studie
nebo provadéni studie. Hlavni
zkousejici souhlasi, Ze bude

s Poskytovatelem zdravotnich
sdilet informace obdrzené od
CRO nebo spole¢nosti Pfizer
podle tohoto ujednani.

d. Vysledky Studie. Po
dokongeni analyzy Studijnich
Udaju ze vSech pracovist,
poskytne spolec¢nost Pfizer
nebo CRO Hlavnimu
zkousejicimu shrnuti celkovych
vysledku Studie; Hlavni
zkousejici souhlasi, Ze bude
toto shrnuti sdilet

s Poskytovatele zdravotnich
sluzeb. Pokud spole¢nost
Pfizer do dvou let od
dokon¢eni Studie identifikuje
vysledky, které by mohly
ovlivnit bezpec¢nost subjektt
Studie, bude CRO nebo
spole¢nost Pfizer po poradeé se
SUKL/ ptislusnou EK
vhodnym zpuasobem
spolupracovat s Hlavnim
zkousejicim nebo Poskytovatel
zdravotni ch sluzeb na tom, aby
zajistila, Ze vysledky budou
Hlavnim zkouSejicim nebo
Poskytovatele zdravotnich
sluzeb odpovidajicim
zpusobem sdéleny subjektim
Studie.

11.2 Biological Samples. If so 11.2 Biologické vzorky. Je-lito
specified in the Protocol and the stanoveno v Protokolu a v dokumentu
informed consent document, Principal informovaného souhlasu, muzZe Hlavni
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Investigator may collect and provide to
CRO, Pfizer or their designee
biological samples obtained from
Study Subijects (e.g., blood, urine,
tissue, saliva, etc) for testing that is not
directly related to Study Subject care
or safety monitoring, such as
pharmacokinetic, pharmacogenomic,
or biomarker testing (“Biological
Samples”).

a. Use. The Health
Services Provider will not use
Biological Samples collected
under the Protocol in any
manner or for any purpose
other than that described in the
Protocol. CRO and Pfizer will
use Biological Samples only in
ways permitted by the informed
consent under which they were
obtained.

b. Analysis Data. CRO,
Pfizer, or their designees will

test Biological Samples as
described in the Protocol.
Unless otherwise specified in
the Protocol, neither CRO nor
Pfizer plan to provide the
results of these tests
(“Biological Sample Analysis
Data”) to the Principal
Investigator, the Health
Services Provider, or Study
Subject. If CRO or Pfizer does
provide Biological Sample
Analysis Data to the Principal
Investigator, that data will be
subject to the provisions of
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zkousSejici odebirat a poskytovat CRO,
spolecnosti Pfizer nebo jejich
uréenému zastupci biologické vzorky
(napt. krev, mog, tkan, sliny atd.)
ziskané od subjektu Studie k testam,
které piimo nesouviseji s péci o
subjekty Studie nebo s monitorovanim
bezpecnosti, jako jsou
farmakokinetické nebo
farmakogenomickeé testy nebo
testovani biomarkera (dale jen
»Biologické vzorky*).

a. PouZziti. Poskytovatel
zdravotnich sluzeb nepouZzije
Biologické vzorky odebrané
podle Protokolu jinym
zptsobem nebo za jinym
ucelem, nez jaky je popsan v
Protokolu. CRO a spole¢nost
Pfizer budou pouzivat
Biologické vzorky pouze
zptusobem dovolenym

v dokumentu informovaného
souhlasu, na jehoZ zékladé byly
ziskany.

b. Udaje z analyzy. CRO,
spolecnost Pfizer nebo jimi
urcéené osoby provedou testy
Biologickych vzorku zpisobem
popsanym v Protokolu. Pokud
neni v Protokolu uvedeno
jinak, neposkytne CRO ani
Pfizer neposkytnou vysledky
téchto test (dale jen ,,Udaje

z analyzy Biologickych
vzorka“) Hlavnimu
zkousejicimu, Poskytovateli
zdravotnich sluzeb ani subjektu
Studie. Jestlize spole¢nost
Pfizer nebo CRO poskytne
Udaje z analyzy Biologickych
vzorkt Hlavnimu




11.3

Section 11.1 (Study Data) of
this Agreement.

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

Study Records. The Health
Services Provider, on behalf of
Principal Investigator and
itself, will retain each Study
Subject’s Study records, which
include the Principal
Investigator’s copies of all
Study Data as well as relevant
source documents (collectively,
“Study Records”), under
storage conditions conducive to
their stability and protection,
for a period of 15 years after
termination of the Study. The
Health Services Provider
agrees to contact Pfizer at
InvestigatorRecords@Pfizer.co
m prior to destroying any Study
Records and further agrees to
permit Pfizer to ensure that the
Study Records are retained for
a longer period if necessary, at
Pfizer’s expense, under an
arrangement that protects the
confidentiality of the records
(e.g., secure off-site storage).
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11.3

zkousejicimu, budou tyto Udaje
podléhat ujednanim o
dovoleném pouZiti v ¢lanku
11.1 (Udaje studie) této
Smlouvy.

C. Vlastnictvi. Spole¢nost
Pfizer je vylu¢nym vlastnikem
vech Biologickych vzorku a
Udaji z analyzy Biologickych
vzorku.

Studijni zdznamy.

Poskytovatel zdravotnich
sluzeb bude pro potieby
Hlavniho zkousejiciho a své
vlastni potieby uchovavat
Studijni zd&znamy kazdého
subjektu Studie, které zahrnuji
kopie vSech Studijnich udaju ,
jakoZz i prislusné zdrojové
dokumenty Hlavniho
zkousejiciho (spole¢né dale jen
»-Zaznamy o studii®), za
skladovacich podminek
zajistujicich jejich zachovani a
ochranu po dobu 15 let po
ukonéeni Studie, pokud CRO
nebo spole¢nost Pfizer pisemné
neschvali diivejsi likvidaci.
Poskytovatel zdravotnich
sluZeb souhlasi, Ze bude
spole¢nost Pfizer kontaktovat
na adrese
InvestigatorRecords@Pfizer.co
m pied likvidaci jakychkoli
zaznamu, a dale souhlasi, Ze
umozni spole¢nosti Pfizer,

Vv ptipadé nutnosti, uchovavat
zaznamy delSi dobu na naklady
spole¢nosti Pfizer zpasobem,
ktery zajisti ochranu daveérnosti
téchto zaznamu (napft.
bezpecéné externi uloZeni).




12.

12.2

Monitoring, Inspections, and Audits

121

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

Pfizer Representative PIl. If in the

support of a clinical trial, Pfizer
representatives are required to
submit to Institution any personally
identifying information (PI11),
including but not limited to, name,
address, phone number, SSN, or

12. Monitorovéni, inspekce a audity

121

Monitorovdni. CRO méa

v umyslu monitorovat
provadeéni studie. Spole¢nost
Pfizer nebo externi
poskytovatel sluzeb jednajici
jejim jménem ma pravo, avsak
nikoli povinnost, se na
monitorovani studie
spolupodilet. Po piiméreném
ozndmeni povoli Poskytovatel
zdravotnich sluzeb zastupcum
CRO nebo spolecnosti Pfizer
béhem bézné pracovni doby
pristup do prostor, zafizeni, ke
Studijnim zéznamam, a

ke zkousSejicim a vyzkumnym
pracovnikam Poskytovatele
zdravotnich sluzeb tak, jak to
vyZaduje monitorovani
provadeni studie. CRO nebo
spolecnost Pfizer bude
neprodlen¢ informovat
Hlavniho zkousejiciho o vSech
nalezech monitorovani, které
by mohly ovlivnit bezpec¢nost
subjektt Studie nebo provadeni
Studie. Hlavni zkousejici
souhlasi, Ze bude tyto
informace sdilet

s Poskytovatelem zdravotnich
sluzeb a miaze o téchto
zjisténich vhodnym zpisobem
informovat subjekty Studie

12.2 PII zastupct spole¢nosti Pfizer.
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Pokud zastupci spole¢nosti
Pfizer budou muset
zdravotnickému zatizeni v
souvislosti se Studii sdélit
osobné identifikovatelné Gdaje
(PI1), mimo jiné jméno, adresu,



telefonni ¢islo, ¢islo socialniho
pojisténi nebo datum narozeni

birthdate (“Pfizer Representative
PI1”), Institution will:

Health Services Provider
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(dale jen ,,PI11 z&stupci
spole¢nosti Pfizer®),
zdravotnické zatizeni bude:

protect the a. chranit davérnost Pl zastupca
confidentiality of spolecnosti Pfizer podle
Pfizer Representative stejnych standardu, jaké
P11 using the same or zdravotnické zatrizeni pouZiva
similar standards pro své vlastni zaméstnance;
Institution uses for its
own employees;
not sell or disclose b. neproda ani nesdeli P11
Pfizer Representative zastupcu spole¢nosti Pfizer
Pl to any third party Zadne tieti stran¢, pokud to
except as required by nebude vyZadovano ze zakona;
law;
impose similar C. bude po smluvnich
confidentiality and poskytovatelich sluzeb, jimz
security obligations, ptipadn¢ sdéli PI1 zastupcu
by contract, on any spolecnosti Pfizer, formou
contracted service smlouvy poZadovat dodrZovani
providers with whom obdobnych zavazku davérnosti
Institution may share a bezpecnosti;
Pfizer Representative
PIl;
take appropriate d. ptijme vhodna opatieni na
measures to protect ochranu jakéhokoli
against any neopravnéného pouZiti nebo
unauthorized use or sdéleni PII zastupcu
disclosure of Pfizer spole¢nosti Pfizer a neprodlené
Representative Pl informuje spolec¢nost Pfizer o
and will promptly poruseni tohoto ustanoveni.
notify Pfizer of any
breach of this
provision.

Inspections and Audits. The 12.3  Inspekce a audity.

Poskytovatel zdravotnich



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

a. Notification. The
Health Services Provider will
notify CRO, or confirm that
Principal Investigator has done
S0, as soon as reasonably
possible if the site is inspected
or if the Health Services
Provider learns that it is
scheduled to be inspected by a
regulatory authority in relation
to the Study.

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

C. Cooperation. The
Health Services Provider will

cooperate with regulatory
authority and CRO or Pfizer
representatives and Principal
Investigator in any such
inspections and audits. The
Health Services Provider will
also cooperate with Principal
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sluzeb bere na védomi, Ze
Studie podléha inspekci ze
strany kontrolnich uradt na
celém svéte, véetné FDA USA,
a Ze ktakovymto inspekcim
muZe dojit i po dokonceni
Studie a mohou zahrnovat audit
Studijnich zd&znamt. CRO
nebo spole¢nost Pfizer muze
také provadét audit Studijnich
zaznamu bé&hem Studie nebo po
jejim dokonceni jako soucast
monitorovani provadeni Studie.

a. Oznameni.
Poskytovatel zdravotnich
sluzeb bude informovat CRO
Co MoZné nejdiive, nebo
potvrdi, Ze tak u¢inil Hlavni
zkousejici, pokud kontrolni
urad provede inspekci
pracovisté v souvislosti se
Studii nebo pokud se
Poskytovatel zdravotnich
sluzeb dozvi, Ze je takovato
inspekce naplanovana.

b. Pravo byt pfitomen.
Neni-li to zakazano zakonem,
bude mit CRO nebo spole¢nost
Pfizer pravo byt ptitomna a
ucastnit se kazdé takové
inspekce, auditu, Setieni nebo
kontrolni ¢innosti.

C. Spolupréce.
Poskytovatel zdravotnich

sluzeb bude spolupracovat

s kontrolnim Gfadem, CRO
nebo zéstupci spole¢nosti
Pfizer a s Hlavnim zkou3ejicim
pti provadeéni inspekci a auditu.
Poskytovatel zdravotnich
sluzeb také ve spolupraci s



Investigator in ensuring that
Study Records are maintained
in a way that facilitates such
activities.

d. Resolution of
Discrepancies. The Health
Services Provider will
cooperate with Principal
Investigator in the prompt
resolution of any discrepancies
that are identified between the
Study Data and the Study
Subject’s medical records.

e. Inspection Findings and
Responses. The Health
Services Provider will
promptly forward to CRO and
Pfizer, or confirm that Principal
Investigator has done so, copies
of any inspection findings that
the Health Services Provider
receives from a regulatory
authority in relation to the
Study. The Health Services
Provider will also cooperate
with Pfizer as needed to help
ensure that Principal
Investigator forwards any
inspection findings that
Principal Investigator alone
receives in relation to the
Study. Whenever feasible and
permitted by law, the Health
Services Provider will provide
CRO and Pfizer with an
opportunity to prospectively
review and comment on any
Health Services Provider
responses to regulatory
authority inspections in regard
to the Study.
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Hlavnim zkouSejicim zajisti,
aby Studijni zd&znamy byly
vedeny zpasobem, ktery
takovéto ¢innosti usnadnuje.

d. Re3eni nesrovnalosti.
Poskytovatel zdravotnich
sluzeb bude ve spolupréaci s
Hlavnim zkouSejicim
bezodkladn¢ fesit jakékoli
zjisténé nesrovnalosti mezi
Studijnimi Gdaji a zdravotnimi
zaznamy subjektu Studie.

e. Nélezy inspekce a
odpoveédi. Poskytovatel
zdravotnich sluzebbezodkladné
preda CRO a spole¢nosti Pfizer
kopie veSkerych néleza
inspekce, které obdrzZi od
kontrolniho Gfadu v souvislosti
se Studii, nebo potvrdi, Ze tak
ucinil Hlavni zkousejici.
Poskytovatel zdravotnich
sluzeb bude rovnéz v pripadé
potieby spolupracovat se
spole¢nosti Pfizer, aby bylo
zajisténo, Ze Hlavni zkousejici
preda vSechny nalezy inspekce,
které sdm obdrZi v souvislosti
se studii. Kdykoli je to
proveditelné a povolené ze
zakona, poskytne Poskytovatel
zdravotnich sluzeb CRO a
spole¢nosti Pfizer prileZitost k
ptipadnému posouzeni a
pripominkam navrh odpovedi
Poskytovatele zdravotnich
sluzeb na vysledky Inspekce
kontrolniho Gradu tykajici se
Studie.




13.

12.4  Study Conduct Evaluations.
CRO, Pfizer or Pfizer’s
external service providers may
document and evaluate the
performance of the Health
Services Provider and Principal
Investigator in the conduct of
the Study. CRO and Pfizer will
use these evaluations solely for
internal purposes.

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

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

b. Suspension of payment
to the Health Services Provider
and Principal Investigator
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13.

12.4  Hodnoceni provadéni studie.
CRO, spolec¢nost Pfizer nebo
jeji externi poskytovatelé
sluzeb mohou dokumentovat a
hodnotit pInéni ze strany
Poskytovatele zdravotnich
sluzeb a Hlavniho zkou3ejiciho
pti provadeéni Studie. CRO a
spole¢nost Pfizer pouZziji tato
hodnoceni vyhradn¢ pro vnitini
ucely.

Népravné prostredky v ptipadé
poruseni urcitych zdvazku Studie.

V piipad¢, Ze Poskytovatel zdravotnich
sluzeb nesplni n¢ktery ze svych
zavazku stanovenych v ¢lancich 3
(Protokol), 7 (Informovany souhlas a
nabor subjektd), 11 (Studijni udaje,
biologické vzorky a zaznamy o studii)
a 12 (Monitorovani, inspekce a audity)
této Smlouvy nebo poZadavkia
Protokolu tykajicich se hlaseni
nezédoucich prihod, etického
provadeni Studie a kontroly ze strany
SUKL/ptisluiné EK, anebo Hlavni
zkousejici nesplni nekteré ze svych
srovnatelnych z&vazku ze smlouvy
mezi CRO a Hlavnim zkouSejicim,
uplatni se nasledujici postup. CRO,
vedle svého prava Studii okamzité
ukongit podle ¢lanku 18.1.c (2), se
bude moci uchylit k jednomu nebo
obéma z nasledujicich ndpravnych
prostredk:

a. pozastaveni ndboru

subjekta Studie, jestlize nabor

do Studie ukoncen, a

b. pozastaveni plateb
Poskytovateli zdravotnich
sluzeb a Hlavnimu
zkousejicimu.



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

14.1  Notification. If the conduct of
Study results in any right that
may be granted or recognized
under any legislation regarding
patents, copyrights, trademarks,
industrial designs, discovery or
any other intellectual and
industrial property, of which
the Health Services Provider is
aware, whether patentable or
not (“Invention”), the Health
Services Provider will
promptly inform CRO.

14.2  Assignment. The Health
Services Provider will assign,
or ensure that all inventors who
are employees or contractors of
the Health Services Provider
assign, all interest in any such
Invention to Pfizer, free of any
obligation or consideration
beyond that provided for in this
Agreement. The Health
Services Provider, as the
employer of Principal

Jakékoli pozastaveni ndboru nebo plateb bude
pokracovat do té doby, dokud Poskytovatel
zdravotnich sluzeb a Hlavni zkouSejici podle
zjisténi CRO neobnovi dodrZzovani svych
zavazku ze Studie. Pouziti jednoho nebo obou
napravnych prostredka nebrani CRO nebo
spole¢nosti Pfizer v uplatnéni jejiho prava
okamzit¢ ukoncit Smlouvu, jestlize
Poskytovatel zdravotnich sluzeb i Hlavni
zkousejici neza¢nou dodrZovat zavazky.

14. Vynalezy

14.1 Oznémeni. Pokud na zékladé
provadéni Studie vznikne
néjaké pravo, jez muze byt
udéleno nebo uzndno na
zakladé jakychkoli pravnich
predpisu tykajicich se patentu,
autorskych prav, ochrannych
znamek, pramyslovych vzoru,
objevi nebo jiného dusevniho
¢i pramyslového vlastnictvi,
jehoz si je Poskytovatel
zdravotnich sluzeb védom, bez
ohledu na to, zda jej Ize
patentovat ¢i nikoli (dale jen
»Vynalez*), bude Poskytovatel
zdravotnich sluzeb o této
skutec¢nosti bezodkladné
informovat CRO.

14.2  Postoupeni. Poskytovatel
zdravotnich sluzeb postoupi
veskera prava k takovym
Vynélezim spole¢nosti Pfizer
bez jakychkoli dalSich zavazka
nebo plateb nad ramec uvedeny
v této Smlouve, piipadné zajisti
postoupeni téchto prav
prislusnymi vynalezci, ktefi
jsou zaméstnanci nebo
dodavatelé Poskytovatele
zdravotnich sluzeb.
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Investigator exercising
economic rights of Principal
Investigator as the author,
hereby assigns all transferable
intellectual property rights in
any Inventions (namely, the
Health Services Provider’s
right to exercise economic
rights to Inventions) to Pfizer.
In the event that the nature of
intellectual property rights
prohibits the assignment of all
or any of such rights as set
forth above, the Health
Services Provider hereby grants
to Pfizer an express, exclusive,
irrevocable and royalty-free
license in perpetuity for use
and exercise, to the extent
permitted by applicable law, of
any and all intellectual property
rights in and to Inventions.
Notwithstanding the foregoing,
the Health Services Provider
hereby agrees that Pfizer has
the right to grant sub-licenses,
or transfer the license granted
to it under this Article, to third
parties or not to use the license.

14.3  Assistance. The Health
Services Provider will provide
reasonable assistance to Pfizer in filing
and prosecuting any patent
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Poskytovatel zdravotnich
sluzeb, jako zaméstnavatel
Hlavniho zkou3ejiciho
vykonavajici hospodéaiska
prava Hlavniho zkousejiciho
jako autora, timto postupuje
spole¢nosti Pfizer veSkera
prevoditelna prava

k duSevnimu vlastnictvi ve
vztahu k veSkerym Vynalezam
(zejména pravo Poskytovatele
zdravotnich sluzeb vykonavat
prava hospodéaiské povahy ve
vztahu k Vynalezam). Pokud
povaha piedmétnych prav k
duSevnimu vlastnictvi
ZnemoZnuje postoupeni viech
¢i nékterych téchto prav vyse
popsanym zpusobem,
Poskytovatel zdravotnich
sluzeb timto udéluje
spole¢nosti Pfizer vyslovnou,
vylu¢nou, neodvolatelnou a
bezplatnou licenci bez
¢asového omezeni k uzZivani a
vykonu veskerych prav k
duSevnimu vlastnictvi ve
vztahu k Vynalezim v rozsahu
povoleném piislusnymi
pravnimi piedpisy. Bez ohledu
na to, co je uvedeno vyse,
Poskytovatel zdravotnich
sluzeb timto souhlasi, Ze
spole¢nost Pfizer ma pravo
udélovat podlicence nebo
prevést licenci, ktera ji byla
podle tohoto ¢lanku
poskytnuta, na tieti strany nebo
licenci nevyuZzit.

14.3 Pomoc. Poskytovatel
zdravotnich sluzeb poskytne
ptimérenou pomoc spolecnosti Pfizer
pti podavani a vytizovani jakychkoli



15.

15.1

applications relating to Invention, at
Pfizer’s expense.

Publications. 15.

Publications of Study Results.  Pfizer 15.1
supports the exercise of academic

freedom and has no objection to

publication by Principal Investigator of

the results of the Study based on

information collected or generated by

Principal Investigator, whether or not

Zadosti o patent, které se tykaji
Vynélezu, a to na ndklady spole¢nosti
Pfizer.

Publikace

Publikace vysledki studie. Spole¢nost
Pfizer podporuje uplatinovani
akademické svobody a nema Zadné
namitky vaci tomu, aby Hlavni
zkousejici publikoval vysledky Studie
zaloZené na informacich, které Hlavni
zkousejici shromazdil nebo vytvofil, at’

the results are favorable to the Pfizer
Drug.
Requirements associated with such

publications are set forth in Section 15

(Publications) of the agreement
between CRO and Principal
Investigator.

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(the protocol, study
timelines, fees/costs, insurance and
beneficiary template). Within 20 days of
signature of the Redacted Agreement,
Provider of health services will publish the
Redacted Agreement in the contract registry
maintained by the Ministry of the Interior
(“Contract Registry”) in accordance with
Act 340/2015 Coll. on Contract Registry.
Institution will provide CRO with evidence
of publication of the Redacted Agreement
as soon as is reasonably practicable
Confirmation of the publication of the
Agreement in the contracts register will be

jiZz budou vysledky pro lé¢ivo
spolec¢nosti Pfizer ptiznivé ¢i nikoli.
PoZadavky souvisejici s takovymi
publikacemi jsou uvedeny v ¢lanku 15
(Publikace) smlouvy mezi CRO a
Hlavnim zkousSejicim.

15.2  Zvetejnéni upravené smlouvy. Pti
pInéni nebo pied pInénim této smlouvy
poskytne CRO zdravotnickému zatizeni
upravenou verzi smlouvy v ¢eském jazyce
pouze ve formatu PDF (,,Upravena
Smlouva“), ze které odstrani vesSkeré
informace, které podle opodstatnéného nazoru
CRO a spolec¢nosti Pfizer piedstavuji jejich
obchodni tajemstvi (protokol, harmonogram
studie, odména/néklady pojisténi a bankovni
detaily prijemce). Ve Ihaté 20 dni po podpisu
smlouvy zveiejni poskytovatel zdravotnich
sluzeb upravenou smlouvu v registru smluv
vedenem u Ministerstva vnitra (,,Registr
Smluv*) v souladu se zdkonem ¢&. 340/2015
Sb., o registru smluv. Poskytovatel
zdravotnich sluzeb pifeda CRO dtkaz o
zverejnéni Upravené Smlouvy, jakmile to
bude proveditelné. Poskytovatel zdravotnich
sluzeb za$le informaci o zvetejnéni na:
n3mbdwi Smluvni strany potvrzuji, Ze tato
smlouva nenabude uc¢innosti, dokud nebude
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sent by Provider of health services to the
data mailbox n3mbdwi.. The parties
acknowledge that the Agreement is not
effective until published in the Contract
Registry and agree that no contracted
Study-related activities will commence until
both parties are in receipt of confirmation of
such publication. Any written amendments
to this Agreement made pursuant to Section
19.5 (Modification) shall be redacted and
published in accordance with the procedure
set out in this Section 15.2.

16. Sponsor Insurance Coverage. The
Parties Acknowledge that, in
accordance with Sec. 52(3)(f) of the
Pharmaceuticals Law, Pfizer has
arranged for an insurance policy in
favour of Pfizer and Principal
Investigator covering liability for
physical injury (including death),
ilness arising out of or relating to the

administration of the product(s) under

investigation or any clinical

intervention or procedure provided for

or required by the Protocol that the

Study Subject would not have received

if the Study Subject had not
participated in the Study (“Research
Injury”). A copy of the insurance
certificate is attached hereto as

Attachment B and will be provided to

the Institution. The Parties hereby
agree, provided that the mandatory

requirements are respected, that Pfizer

may amend or change the relevant
insurance policy during the Study.

17. Assignment and Delegation

17.1 By the Health Services
Provider. The CRO authorizes the

zverejnéna v Registru Smluv, a dohodly se, ze
nez obé strany piijmou potvrzeni o tomto
zverejnéni, nebudou zahajeny Zadné smluvené
¢innosti souvisejici se studii. VeSkeré
pisemné dodatky k této Smlouvé u¢inéné
podle &lanku 19.5 (Upravy smlouvy) budou
upraveny a zveiejnény v souladu s postupem
uvedenym v ¢lanku 15.2 této smlouvy.

16. Pojisténi zadavatele. Strany berou na
védomi, Ze v souladu
s § 52 odst. 3 pism. f) zdkona
o lecivech zajistila spole¢nost Pfizer
pojisténi ve prospéch spole¢nosti
Pfizer a Hlavniho zkouSejiciho
pokryvajici odpovédnost za fyzickou
ajmu (veetné umrti), onemocnéni
vznikla v dasledku nebo v souvislosti
s pod&vanim ptipravku ve vyzkumu
nebo v dusledku ¢i v souvislosti
s jakymkoli klinickym zakrokem nebo
postupem stanovenym nebo
pozadovanym Protokolem, jenz by
subjekt Studie nepodstoupil, pokud by
se Studie neucastnil (dale jen ,,Ujma
zpusobena zapojenim do Studie®).
Kopie pojistného certifikétu tvoii
ptilohu B této Smlouvy a bude
poskytnuta Poskytovateli zdravotnich
sluzeb. Strany timto ujednavaji, Ze za
predpokladu dodrZeni poZadavka
pravnich piedpisu je spolecnost Pfizer
opravnéna piislusnou pojistku v
prabehu Studie zménit ¢i upravit.

17. Postoupeni prav a delegovani
povinnosti

17.1  Ze strany Poskytovatele
zdravotnch sluzeb. CRO Poskytovateli
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Health Services Provider to delegate
Health Services Provider duties under
this Agreement to Principal
Investigator as appropriate.
authorizes delegation or
subcontracting, the Health Services
Provider remains responsible to CRO
for the performance of all delegated or
subcontracted duties.

If CRO

17.2  Assignment. No Party may
assign or transfer its rights or duties
under this Agreement in whole or in
part without prior written consent of
the other Party(s). However, the Health
Services Provider agrees to the
assignment or transfer of Pfizer’s
rights or duties under this Agreement,
in whole or in part, to its parent
company, branches, business units,
subsidiaries, affiliates and affiliated
companies within the Group, as well as
to contract research organizations.

18. Termination

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

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

b. Study Completion. This
Agreement will terminate when the Study is

zdravotnich sluzeb povoluje vhodnym

zpusobem delegovat povinnosti

Poskytovatele zdravotnich sluzeb

vyplyvajici z této Smlouvy na

Hlavniho zkouSejiciho.

Pokud CRO povoli delegovani
povinnosti nebo uzavirani
subdodavatelskych smluv, odpovida
Poskytovatel zdravotnich sluzeb i
nadale CRO za pInéni vSech
delegovanych povinnosti.

17.2  Postoupeni. Zadna smluvni
strana nesmi postoupit ¢i prevést sva
prava anebo povinnosti podle této
smlouv Uplné ¢i ¢asteéné, bez
predchoziho pisemného souhlasu
druhé smluvni strany (ostatnich
smluvnich stran). Poskytovatel
zdravotnickych sluzeb vsak udéluje
svij souhlas s pripadnym postoupenim
anebo pievodem prav ¢i povinnosti
spole¢nosti Pfizer podle této smlouvy,
zcela nebo ¢astecnym, na jeji
matetskou spolec¢nost, pobocky,
organizac¢ni sloZky, dcetiné, sesterské a
propojené spole¢nosti v ramci
koncernu, a dale na smluvn¢ —
vyzkumné organice.

18. Ukonceni

18.1 Duvody ukonceni. Ukonceni
této smlouvy nastane v dusledku té z
nasledujicich udalosti, ke které dojde
diive.

a. Zamitnuti SUKL/EK.
JestliZze nemuZe byt Studie zahajena kvuli
zamitnuti SUKL/ EK, pozbyva tato Smlouvy
okamzit¢ platnosti.

b. Dokon¢eni Studie.
Platnost a uc¢innost této Smlouvy skongi,
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complete, which means the conclusion of all
Protocol-required activities for all enrolled
Study Subjects.

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

1) Termination of
Study Upon Notice. CRO or Pfizer may
terminate the Study for any reason upon 30
days’ written notice delivered to the Health
Services Provider.

@) Immediate
Termination of Study by CRO or Pfizer. CRO
or Pfizer may terminate the Study immediately
upon written notice to the Health Services
Provider for causes that include failure to
enroll Study Subjects at a rate sufficient to
achieve Study performance goals; material
unauthorized deviations from the Protocol or
reporting requirements; circumstances that in
CRO’s or Pfizer’s opinion pose risks to the
health or well-being of Study Subjects;
regulatory authority actions relating to the
Study or the Investigational Drug; termination
of the associated agreement between CRO and
Principal Investigator (see Section 1.3,
Agreement between CRO and Principal
Investigator): any non-compliance by the the
Health Services Provider with local laws. ICH
GCP, or the terms of Section 20 (Anti-
Corruption) of this Agreement; or non-
compliance by the Principal Investigator with
the comparable terms of the agreement
between CRO and Principal Investigator.

3) Immediate
Termination of Study by the Health Services

jakmile bude Studie dokoncena, tj.
dokon¢enim vSech ¢innosti vyZadovanych
Protokolem u vSech zarazenych subjekta
Studie.

C. Predcasné ukonceni
tudie. Platnost a G¢innost této smlouvy

skong¢i, jestlize je Studie pred¢asné ukoncena
tak, jak je popsano nize.

(1) Ukonceni Studie
na zaklade vypovédi. CRO nebo spole¢nost
Pfizer muze ukong¢it Studii z jakehokoli
davodu na zdklade pisemné vypovedi

s vypovédni lhatou v délce 30 dni, dorucené
Poskytovateli zdravotnich sluzeb.

2 Okamzité
ukonceni Studie ze strany CRO nebo
spole¢nosti Pfizer. CRO nebo spole¢nost
Pfizer maze Studii ukongit s okamzitou
uc¢innosti na zakladé pisemného oznameni
podaného Poskytovateli zdravotnich sluzeb

z davodu, mezi které patii nezarazeni
dostate¢ného poctu ucastnika pro dosazeni
cila Studie; podstatné neopravnéné odchylky
od Protokolu nebo od poZadavki na podavani
zprav; okolnosti, které podle ndzoru CRO
nebo spole¢nosti Pfizer predstavuji riziko pro
zdravi nebo blaho subjektt Studie; kroky
kontrolnich urada v souvislosti se Studii nebo
hodnocenym Ié¢ivem; ukonéeni souvisejici
smlouvy mezi CRO a Hlavnim zkou3ejicim
(viz ¢lanek 1.3 smlouvy mezi CRO a Hlavnim
zkousejicim); jakékoli nedodrzeni mistnich
zakont, pokyna ICH GCP nebo podminek
¢lanku 20 této Smlouvy (Protikorupcni
opatieni) ze strany Poskytovatele zdravotnich
sluZeb; nebo nedodrzeni srovnatelnych
podminek smlouvy mezi CRO a Hlavnim
zkousejicim ze strany Hlavniho zkousejiciho.

3) Okamzité
ukonceni Studie Poskytovatelem zdravotnich
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Provider. The Health Services Provider may

terminate the Study immediately upon

notification to CRO if requested to do so by

the responsible SUKL/IEC or if such

termination is required to protect the health of

Study Subjects.

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

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

sluzeb. Poskytovatel zdravotnich sluzebmuze
ukongit Studii s okamZitou G¢innosti na
zékladé¢ pisemného ozndmeni podaneho CRO,
pozéada-li o to SUKL nebo prislusna EK nebo
pokud takové ukonceni vyZaduje ochrana
zdravi subjektu Studie.

18.2  Datum u¢innosti ukonéeni
Smlouvy. V pripadé, Ze dojde k
ukonceni Smlouvy nekterou

z okolnosti popsanych vyse v ¢lanku
18.1, bude ukon¢eni G¢inné
okamzikem, kdy CRO nebo Pfizer
prevezme veSkeré Studijni Udaje a
Biologické vzorky vyZadované
Protokolem a vzniklé do data ukonceni
Smlouvy, okamzikem ptijeti veSkerych
plateb splatnych kterékoli ze stran, a
okamzikem splnéni v3ech prislusnych
zbyvajicich povinnosti vyplyvajicich
ze Smlouvy obéma stranami.

18.3 Platba pti pfed¢asném
ukonceni. JestliZe je Studie ukoncena
predcasng, zaplati CRO za fadné
vykonanou praci podle piilohy A po
odecteni jiz uhrazenych plateb za tuto
praci, neni-li v tomto odstavci uvedeno
jinak. CRO uhradi rovnéz veskeré
nezruSitelné vydaje kromé budoucich
naklada na personal, pokud byly radné
vynaloZeny, byly pfedem schvéaleny
CRO a jejich vysi jiz nelze ptiméiené
snizit. Jestlize nemuze byt Studie
zahajena kvali zamitnuti SUKL/ EK a
bez zavinéni Poskytovatele
zdravotnich sluzeb, uhradi CRO
Poskytovateli zdravotnich sluzeb
poplatky zaplacené SUKL/ EK a
veskeré dalsi vydaje zaplacené
Poskytovatelem zdravotnich sluZeb,
které CRO predem pisemn¢ schvélila.
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a. Non-Compliance with
Anti-Corruption Provision. If CRO or Pfizer
terminates the Study because of the Health
Services Provider’s or 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
the Health Services Provider has undertaken
or third-party agreements that Institution has
entered into before termination.

18.4 Return of Materials. Unless
CRO instructs otherwise in writing,
upon termination of the Agreement,
Health Services Provider will promptly
return all materials supplied by CRO
or Pfizer for Study conduct that are in
the Health Services Provider’s
possession or control, including
unused Investigational Drug, unused
Case Report Forms, and any CRO or
Pfizer-supplied Equipment and
Materials. The Health Services
Provider will also cooperate with CRO
or Pfizer, on request, to help ensure
return of such materials in the
possession or control of Principal
Investigator

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

a. Nedodrzeni
protikorup¢nich opatieni. Pokud CRO nebo
spole¢nost Pfizer Smlouvu predéasné ukonci
kvuli nedodrZeni podminek ¢lanku 20
(Protikorup¢ni opatieni) této Smlouvy
Poskytovatelem zdravotnich sluzeb nebo
Hlavnim zkousejicim, CRO a spole¢nost
Pfizer neuhradi Zadné dalSi platby podle této
Smlouvy bez ohledu na to, zda Poskytovatel
zdravotnich sluzeb vykonala pied ukon¢enim
Smlouvy jakékoli ¢innosti nebo uzaviela
jakékoli dohody se tietimi stranami.

18.4  Vréaceni materiala. Pokud
CRO nevyda jiny pisemny pokyn,
Poskytovatel zdravotnich sluZeb po
skon¢eni Smlouvy bezodkladné vrati
vSechny materidly dodané CRO nebo
spole¢nosti Pfizer pro provadeni
Studie, které jsou v drZeni
Poskytovatele zdravotnich sluzeb nebo
které spravuje, véetné nepouzitého
hodnoceného Iéciva, nepouzitych
formulait zdznamu subjektu
hodnoceni a veSkerého vybaveni a
materiali dodanych CRO nebo
spole¢nosti Pfizer. Poskytovatel
zdravotnich sluzeb bude take na
zakladé Zadosti spolupracovat s CRO a
spolec¢nosti Pfizer k zajiSténi vraceni
takovych materiélu, které jsou v drzeni
nebo spravé Hlavniho zkousejiciho.

18.5 Pietrvani zavazka. Z&vazky
tykajici se financovani, Davérnych
informaci, Studijnich zdznamu,
Vynalezu, publikaci, odSkodnéni,
pojisténi zadavatele, zpasobilosti a
protikorup¢nich opatieni pretrvavaji i
po ukonceni této Smlouvy, stejné jako
vSechna dalSi ujednéani této Smlouvy
véetné jejich ptiloh, z jejichZ povahy a
zaméru vyplyva, Ze zistavaji platné po
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intent remains valid after the term of
the Agreement.

19. Other Terms 19.

19.1  Suitability. The Health Services
Provider certifies that it is licensed,
registered, or otherwise qualified and
suitable under local laws of Czech
Republic, regulations, policies, or
administrative requirements to conduct
the Study and required Study-related
activities. The Health Services
Provider also certifies that there are no
applicable regulations or other
obligations that prohibit it from
conducting the Study and entering into
this Agreement and that it has not been
forbidden to or debarred from carrying
out clinical research and the conduct of
trials concerning investigational
medicinal products under the law of
jurisdiction of Czech Republic , and that
it will not 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, the
Health Services Provider will notify
CRO promptly if any of these
certifications need to be amended in
light of new information.

19.2 Investigations, Inquiries,
Warnings, or Enforcement Actions Related to
Conduct of Clinical Research. The Health
Services Provider certifies that it is not the
subject of any past or pending governmental
or regulatory investigation, inquiry, warning,
or enforcement action (collectively, “Agency
Action”) related to its conduct of clinical
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vyprseni doby platnosti Smlouvy.

Dalsi podminky

19.1 Zpusobilost. Poskytovatel
zravotnich sluZzeb potvrzuje, Ze je
podle ustanoveni zakona Ceské
republiky, piedpisi, zasad a Ufednich
poZadavka drzitelem piisluSnych
licenci a registraci a je kvalifikovana a
zpusobila provadét Studii a
poZadované ¢innosti souvisejici se
Studii. Poskytovatel zdravotnich
sluzeb dale potvrzuje, Ze neexistuji
zadné prislusné pravni predpisy nebo
jiné zavazky, které by ji branily

v provadeéni této Studie a uzavieni této
Smlouvy, Ze ji nebylo zak&zano nebo
nebyla vylouc¢ena z vykonavani
klinického vyzkumu a provadeni
klinického hodnoceni Ié¢ivych
ptipravka podle pravnicj piedpisa
jurisdikce Ceské republiky, a Ze

v Zadné funkci nepouZije k vykonu
sluzeb podle této Smlouvy Zadnou
osobu, ktera podléha zakazu ¢innosti
podle takovych pravnich piedpist.
Béhem platnosti této Smlouvy a po
dobu tii let po jejim ukonc¢eni
Poskytovatel zdravotnich sluzeb
neprodlené vyrozumi CRO, pokud
bude na zakladé novych informaci
nutné kterékoli z téchto potvrzeni
doplnit.

19.2  VySetiovani, patrani, varovani
nebo donucovaci opatieni vztahujici se
k provadéni klinického vyzkumu.
Poskytovatel zdravotnich sluzeb
potvrzuje, Ze vici ni nebylo ani neni
vedeno Zadné vySetiovani ani patrani,
nebylo ji doruc¢eno Zadné varovani ani
vuci ni nebylo piijato Zadné




research or the practice of medicine that has
not been disclosed to CRO or Pfizer. The
Health Services Provider will notify CRO
promptly if 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 and solely in
connection with this Study.

19.3 Use of Name. CRO and Pfizer
reserve the right to identify the Health
Services Provider in association with a
listing of the Protocol in the United
States National Institutes of Health
(NIH) Clinical Trials Data Bank, other
publicly available listings of ongoing
clinical trials, or other Study Subject
recruitment services or mechanisms.
Neither CRO nor Pfizer will otherwise
use the name of the Health Services
Provider or any of the Health Services
Provider’s employees or contractors,
and the Health Services Provider will
not 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.
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donucovaci opatieni ze strany vladnich
¢i kontrolnich Gradu (dale souhrnné
,Ufedni opatieni*) v souvislosti

s provadénim klinického hodnoceni
nebo Iékaiské praxe, o nichZz by CRO
nebo spolecnost Pfizer nebyla
informovana. Poskytovatel zdravotnich
sluzeb bude bezodkladn¢ informovat
CRO, jestlize obdrzi oznameni

o Utednich opatienich nebo se stane
predmétem jakéhokoli Utedniho Gkonu
v souvislost s dodrZovanim etickych,
veédeckych a kontrolnich norem pro
provadeni klinického vyzkumu nebo
lékai'ské praxe, pokud se tyto Uiedni
kroky budou tykat udalosti nebo
¢innosti, k nimz doSlo pred obdobim
nebo v prabéhu obdobi, kdy byla
Studie vedenaa vylu¢né v souvislosti s
touto Studii.

19.3 PouZiti jména. CRO a
spole¢nost Pfizer si vyhrazuji pravo
jmenovat Poskytovatele zdravotnich
sluZeb v souvislosti s registraci
Protokolu v databazi klinickych
hodnoceni ndrodnich Ustava zdravi
USA (NIH), v jinych vefejné
pristupnych seznamech probihajicich
klinickych hodnoceni nebo v jinych
sluzbach nebo prostiedcich pro nébor
subjektd. CRO ani spolecnost Pfizer
jinak nepouZiji jméno Poskytovatele
zdravtocnich sluzeb ani Zadnych
zamestnanci ¢i subdodavatela
Poskytovatele zdravotnich sluzeb, a
Poskytovatel zdravotnich sluzeb
nepouZzije jméno CRO, spole¢nosti
Pfizer ani Z&dnych jejich zaméstnanct
¢i subdodavateli pro propagac¢ni nebo
reklamni Gc¢ely bez pisemného
souhlasu strany, ktera ma byt
jmenovana.



19.4 Relationship of the Parties.
The relationship of the Health Services
Provider to CRO and Pfizer is one of
independent contractor and not one of
partnership, agent and principal,
employee and employer, joint venture,
or otherwise.

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

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

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

19.8 Affiliates. As used in this
Agreement, the term “affiliate” means
any entity that directly or indirectly
controls, is controlled by, or is under
common control with the named party.
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19.4  Vztah mezi smluvnimi
stranami. Vztah Poskytovatele
zdravotnich sluzeb viaci CRO a
spolecnosti Pfizer je vztahem
nezavislého dodavatele a neni vztahem
obchodniho partnerstvi, zmocnénce a
zmocnitele, zaméstnance a
zaméstnavatele, spole¢ného podniku
ani jinym vztahem.

195 Zmény. VeSkeré zmeny této
Smlouvy musi byt provedeny pisemné,
podepsany stranami a oznaceny jako
dodatek s ¢iselnym oznagenim, vyjma
uréitych oboustranné ptijatelnych
Uprav rozpo¢tu Studie, jeZ jsou
popsany v piiloze A.

19.6 NemoZnost zieknout se prava.
Neuplatnéni prava vyplyvajiciho z této
Smlouvy nepiedstavuje zieknuti se
tohoto prava do budoucna. Zadné
zreknuti se préva neni G¢inné, pokud
neni uc¢inéno pisemné a podepsano
stranou, ktera se prava ziika.

19.7 Rozpor s prilohami. Pokud
nastane jakykoli rozpor mezi touto
Smlouvou a jakoukoli jeji prilohou,
uplatni se Uprava a podminky
stanovené v této Smlouvé. Pokud
nastane rozpor mezi touto Smlouvou a
Protokolem, Protokol bude rozhodujici
ve vécech lécby Studijnich subjekta a
Smlouva bude rozhodujici ve vSech
ostatnich vécech.

19.8  PridruZené spole¢nosti. Termin
»pridruzend spole¢nost* znamena pro
ucely této Smlouvy jakykoli subjekt,
ktery ptimo nebo nepiimo kontroluje
jmenovanou stranu, je ji kontrolovan
nebo je s ni pod spole¢nou kontrolou.




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

19.10 Third Party Beneficiary. Pfizer
is an intended third-party beneficiary
to this Agreement and is entitled to
enforce directly any and all of its rights
under it.

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

19.12 Entire Agreement. This
Agreement including Attachments,
taken together with the associated
agreement between CRO and Principal
Investigator (see Section 1.3,
Agreement between CRO and
Principal Investigator), represents the
entire understanding between the
parties relating to this subject matter.
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19.9 Prévni nastupci. Tato Smlouva
bude zavazna pro prévni nastupce
kaZdé ze stran a bude pusobit v jejich
prospéch.

19.10 Obmyslena tieti strana.
Spole¢nost Pfizer je obmysSlenou tieti
stranou opravnénou z této Smlouvy a
ma na zaklad¢ této Smlouvy pravo
ptimo vymahat v3echna sva prava z ni

vyplyvajici.

19.11 Odmitnuti zaruk ze strany
CRO. Strany berou na védomi, Ze
spolecnost Pfizer najala CRO za
ucelem poskytovani sluzeb v
souvislosti s touto klinickou studii, jiz
je spolecnost Pfizer zadavatelem.
CRO neprovedla Zadny nezavisly
vyzkum ani analyzu ohledné
bezpecnosti ani U¢innosti hodnoceného
léciva ani jinych materiala i
Iécebnych postupt, které se pii této
Studii pouZiji, a CRO proto
neposkytuje Zadné vyslovné ani
konkludentni z&ruky ohledné téchto
Ié¢iv, materiala ani 1é¢ebnych postupu,
vysledki, které maji byt ziskany jejich
podanim v souladu s Protokolem,
ohledng jejich vhodnosti pro jakykoli
konkrétni G¢el ani ohledné jakéhokoli
jiného zavazku spole¢nosti Pfizer na
zaklad¢ Protokolu nebo této Smlouvy.

19.12 Uplnéa dohoda. Tato Smlouva
véetné vSech piilohspole¢né se
souvisejici smlouvou mezi CRO a
Hlavnim zkousSejicim (viz ¢lanek 1.3
smlouvy mezi CRO a Hlavnim
zkousejicim), piedstavuje Uplné
ujednani mezi stranami ohledné
doty¢ného predmétu Smlouvy. Tato
Smlouva nahrazuje veSkeré predeslé



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

19.13 Governing Law. This
Agreement is governed by laws of the
Czech Republic mainly by Act No.
89/2012 Coll., Civil Code and
Pharmaceuticals Law. The Parties
undertake to resolve any disputes by an
amicable way, and should they not
reach a mutual agreement in this
manner, then the relevant courts shall
be the courts of the Czech Republic.

19.14 Language. 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

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

Page 44 of 77

dohody mezi stranami (Ustni a
pisemné) tykajici se této Studie

s vyjimkou zavazka, které na zéklade
sve podstaty pietrvavaji bez ohledu na
tuto Smlouvu.

19.13 Rozhodné pravo. Tato Smlouva
se Fidi pravnimi piedpisy Ceské
republiky (vyjma koliznich norem),
zejména zakonem ¢. 89/2012 Sb.,
obc¢ansky zakonik, a zdkonem o
Iécivech. Pripadné spory se strany
zavazuji feSit smirnou cestou, a kdyby
ani tak nedosly ke vzajemné shodg,
pak prislusnymi soudy jsou soudy
Ceské republiky.

19.14 Jazyk. Tato Smiouva je
vyhotovena v ¢eském i anglickém
jazyce a ob¢ verze maji stejnou
ucinnost. V pripadé nejednoznacnosti
nebo rozporu ve vykladu ustanoveni
mezi témito dvéma verzemi bude
rozhodujici ¢eska verze.

19.15 Oznameni. Strany doruci
oznameni a dalSi zpravy vztahujici se k
této Smlouveé osobné, kuryrem nebo
postou se zaplacenym poStovnym a
moznosti sledovani zasilky na nize
uvedenou adresu nebo na takovou
adresu, kterou strana pozdéji urci
oznamenim druhé strané v souladu s
timto ¢lankem.



19.16 Counterparts and Signature. This
Agreement may be executed in two or more
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.,

20. Anti-Corruption

20.1 Definitions

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

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

19.16 Stejnopisy a podpis. Tato Smlouva
muZe byt vyhotovena ve dvou nebo vice
stejnopisech, z nichz kazdy se povazZuje za
original Smlouvy, ale viechny tyto stejnopisy
dohromady tvoii jednu a tutéz Smlouvu.
Smlouva bude povaZzovana za radné
uzavienou, jakmile bude podepsana kazdou ze
stran vlastnorucné..

20. Protikorupéni opatieni

20.1 Definice

a. Vlada. Pro Ucely této
Smlouvy zahrnuje pojem ,,Vlada vSechny
urovné a slozky vlady (tj. organy na mistni,
krajské i celostatni Grovni, a to spravni,
zakonodarné i vykonne).

b. Utedni osoba. Pro
acely této Smlouvy pojem ,,Uiedni osoba*
znamena (1) jakoukoli volenou nebo
jmenovanou Uiedni osobu vlIady jiné nez viady
USA (napi. zdkonodarce nebo Uiednika
ministerstva vlady jiné nez vlada USA), (2)
jakéhokoli zaméstnance nebo osobu jednajici
jménem ¢i z povéreni Uredni osoby viady jiné
nez vlady USA, Giadu vlady jiné nez vlady
USA nebo podniku, ktery vykonava vladni
funkci pro vladu jinou nez vladu USA, nebo
ktery vlastni ¢i fidi vlada jind neZ vlada USA
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or researcher employed by a non-US
Government university), (3) any non-US
political party officer, candidate for non-US
public office, or employee or individual acting
for or on behalf of a non-US political party or
candidate for public office, (4) any employee
or individual acting for or on behalf of a
public international organization, and (5) any
member of a royal family or member of a non-
US military.

20.2  Anti-Bribery and Anti-
Corruption Principles. The Health
Services Provider has received a copy
of Pfizer’s International Anti-Bribery
and Anti-Corruption Principles as an
Attachment to this Agreement. The
Health Services Provider will ensure
that it and any of its agents or
subcontractors conducting Pfizer Work
will comply with the Anti-Bribery and
Anti-Corruption Principles.

20.3 Warranties. The Health
Services Provider warrants to CRO
and Pfizer the following:

a. Any information that
the Health Services Provider
provided to CRO or Pfizer as
part of CRO’s or Pfizer’s anti-
corruption due-diligence
process is complete and
accurate.

b. If any response that the
Health Services Provider
provided on the CRO or Pfizer

(napt. zdravotnika zaméstnaného ve statni
nemocnici, kter& neni statni nemocnici USA
nebo vyzkumneho pracovnika zaméstnaného
na statni univerzite, kterd neni statni
univerzitou USA), (3) jakéhokoli piedstavitele
politické strany v jiné zemi nez USA,
kandidata na vetejnou funkci v jiné zemi nez
USA, zaméstnance nebo osobu jednajici
jménem politické strany nebo kandidata na
veiejnou funkci v jiné zemi nez USA, (4)
kazdého zaméstnance nebo osobu jednajici
jménem verejné mezinarodni organizace a (5)
jakéhokoli ¢lena kréalovske rodiny nebo
ptisludnika ozbrojenych sil jinych nez
ozbrojené sily USA.

20.2  Protiuplatkéiské a
protikorupéni zdsady. Poskytovatel
zdravotnich sluzeb obdrzel kopii
mezinarodnich protiuplatkarskych a
protikorup¢nich zasad spole¢nosti
Pfizer jako ptilohu této Smlouvy.
Poskytovatel zdravotnich sluzeb
zajisti, Ze ona sama a vSichni jeji
zmocnénci a subdodavatelé
vykonavajici préci pro spole¢nost
Pfizer budou tyto protiuplatkéaiské a
protikorup¢ni zasady dodrZovat.

20.3  Zaruky. Poskytovatel
zdravotnich sluzeb zaru¢uje CRO a
spole¢nosti Pfizer nasledujici:

a. Veskeré informace,
které Poskytovatel zdravotnich
sluzeb poskytla CRO nebo
spole¢nosti Pfizer v ramci
procesu nalezité protikorupéni
péce CRO nebo spole¢nosti
Pfizer, jsou Uplné a piesné.

b. Pokud dojde ke
zmeénam u jakékoli odpoveédi,
kterou Poskytovatel
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due-diligence questionnaire in
regard to the Health Services
Provider, any individuals
identified in the questionnaire,
or the Family Relatives (as
defined in the questionnaire) of
those individuals changes
during the term of this
Agreement, the Health Services
Provider will notify CRO.

C. The funding provided
by CRO or Pfizer under this
Agreement will not cause the
Health Services Provider to do
anything that would result in
CRO or Pfizer improperly
obtaining or retaining business
or gaining any improper
business advantage.

d. The Health Services
Provider has not and will not
accept any payment or anything
of value that would result in
CRO or Pfizer improperly
obtaining or retaining business
or gaining any improper
business advantage.

e. The Health Services
Provider has 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
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zdravotnich sluzeb poskytl v
dotazniku nélezité
protikorupéni pece ohledné
Poskytovatele zdravotnich
sluzeb, jakékoli osoby
identifikované v takovem
dotazniku nebo blizkého
ptibuzného (definovani v
takovém dotazniku) béhem
obdobi platnosti této Smlouvy,
Poskytovatel zdravotnich
sluzeb bude informovat CRO.

C. Financovani, které CRO
nebo spole¢nost Pfizer
poskytuje podle této Smlouvy,
nezpusobi, Ze se Poskytovatel
zdravotnich sluzeb dopusti
jakéhokoli jednéni, které by
mélo za nasledek nepatticné
ziskani nebo udrzZeni obchodni
prileZitosti nebo ziskéani
jakékoli nepatii¢né obchodni
vyhody na stran¢ CRO nebo
spolecnosti Pfizer.

d. Poskytovatel
zdravotnich sluzeb neobdrzel a
neobdrZi Zadnou platbu ani
cokoli hodnotného, co by mélo
za nésledek nepati¢né ziskéani
nebo udrzeni obchodni
prileZitosti nebo ziskéani
jakékoli nepatii¢né obchodni
vyhody na stran¢ CRO nebo
spolec¢nosti Pfizer.

e. Poskytovatel
zdravotnich sluzeb p#imo ani
nepiimo neposkytl a
neposkytne platbu ani nabidku,
ani neschvalil a neschvali
platbu jakékoli ¢astky nebo
nabidku ¢ehokoli hodnotného,



Official or any other person.

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

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, the Health Services Provider 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 Health Services Provider
involving transactions related to the
Agreement. Because this Agreement
relates to a clinical study, there will be
acceptable safeguards employed in
such an audit to ensure confidentiality
and protect the privacy of the Study
Subjects.
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ve snaze ovlivnit jakoukoli
utredni osobu nebo jinou osobu.

20.4 PoZadavky na financovani.
CRO neposkytne v souvislosti s touto
Smlouvou Zadnou platbu navic k
financovani uvedenému v piiloze A
(Rozpocet studie a platebni
podminky), pokud ji CRO piedem
pisemné neschvali. Veskeré faktury a
doplnkové dokumenty, které podle této
Smlouvy Poskytovatel zdravotnich
sluzeb ptedlozi CRO nebo spole¢nosti
Pfizer, musi byt pravdivé a dostatecné
presné uvadét, za co je platba
pozadovana. Poskytovatel zdravotnich
sluzeb povede pravdivé, presné a Upliné
zaznamy (napi. faktury, zpravy,
vykazy a Gc¢etni knihy) souvisejici s
financovanim a vydaji této Studie.

20.5 Préavo auditu. CRO a Pfizer
maji pravo podniknout veSkeré
primerené kroky a Ukony k zajisteni
toho, aby kazda platba uskute¢néna
CRO byla radné a legitimné pouZita.
Za timto Gc¢elem musi Poskytovatel
zdravotnich sluzeb povolit béhem
obdobi trvani Smlouvy a tti roky poté,
co byla podle Smlouvy provedena
konec¢na platba, ptistup internim a
externim auditoram CRO nebo
spole¢nosti Pfizer ke vSem piislusnym
ucetnim kniham, dokumentam,
pisemnostem a zd&znamam
Poskytovatele zdravotnich sluzeb
dokladajicim transakce tykajici se
Smlouvy. ProtoZe se tato Smlouva tyka
klinické studie, budou pro pripad
takového auditu zavedena prijatelna
ochrann opatieni k zajisteni
duvérnosti a ochrany soukromi
subjektt Studie.



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

Agreed to and Accepted by
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20.6  NedodrZeni ujednéni. Pokud
CRO nebo spole¢nost Pfizer ukon¢i
tuto Smlouvu z diavodu poruseni
kteréhokoli ujednani tohoto
protikorup¢niho ¢lanku
Poskytovatelem zdravotnich sluzeb,
bude Poskytovatelem zdravotnich
sluZzeb odpovidat za Skody nebo
napravna opatieni spole¢nosti Pfizer
dle z&kona. Poskytovatel zdravotnich
sluzeb dale odskodni CRO a
spole¢nost Pfizer ve véci jakékoli
pohledavky tieti strany, pokuty nebo
penale uplatnéné viaci CRO nebo
spole¢nosti Pfizer v dasledku takového
poruseni téchto ujednani
Poskytovatelem zdravotnich sluzeb.

Schvalil a ptijal:



ICON Clinical Research Limited

ICON Clinical Research Limited

signature

Printed Name

Title

Date: 18.10.2017

Health Services Provider

podpis

Jméno tiskacim pismem

Funkce

Datum: 18.10.2017

Poskytovatel zravotnich sluzeb

signature podpis

Date: 1.11.2017 Datum: 1.11.2017

Attachments /Piilohy

Attachment A Study Budget and Payment Piiloha A Rozpocet studie a platebni
Terms podminky

Attachment B Insurance Certificate Piiloha B Pojistny certifikat

Attachment C Equipment and Materials Piiloha C  Vybaveni a materialy

Attachment D Pfizer International Anti- PiilohaD  Mezinarodni protilplatkaiské a
Bribery and Anti-Corruption protikorup¢ni zasady spolec¢nosti
Principles Pfizer

Attachment E Contractual Clause PiilohaE  Smluvni doloZka

Version Date: December 2014/Datum verze: prosinec 2014
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Attachment A Priloha A
STUDY BUDGET AND PAYMENT ROZPOCET STUDIE A PLATEBNI
TERMS PODMINKY

Page 51 of 77



Exhibit 1 to Attachment A

STUDY BUDGET
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Dodatek 1 k p¥iloze A

ROZPOCET STUDIE



Attachment A2 Priloha A2

Payee/ Beneficiary Details Form Bankovni spojeni p¥ijemce platby
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Attachment B
INSURANCE CERTIFICATE
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Priloha B
POJISTNY CERTIFIKAT



Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and
Materials
CRO/Pfizer-Provided Equipment

CRO or Pfizer will provide the equipment
identified below (“CRO Equipment”) for use
by Principal Investigator or the Health
Services Provider in the conduct or reporting
of the Study:

NONE

CRO/Pfizer-Provided Materials

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

Materials Supplied: NONE
Vendor-Provided Equipment or Materials

CRO or Pfizer will arrange for a vendor to
provide the following equipment or
proprietary materials (*VVendor Property”) for
use in this Study:

eDiary device
calipers
thermometers
Permitted Uses of VVendor Property
Principal Investigator and the Health Services
Provider will use Vendor Property only for
purposes of this Study.
Disposition of Vendor Property
The vendor will determine the disposition of
Vendor Property after completion of Study
conduct.

Ownership, Responsibilities, and Liability
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Priloha C
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté CRO/
spoleénosti Pfizer
Vybaveni poskytnuté CRO/spole¢nosti Pfizer

CRO nebo spolec¢nost Pfizer poskytne
vybaveni uvedené niZe (dale jen ,,Vybaveni
CRO") pro pouziti Hlavnim zkouSejicim nebo
Poskytovatelem zdravotnich sluzeb pfi
provadéni Studie nebo podavani zprav o
Studii:
ZADNE
Materialy poskytnuté CRO/spole¢nosti Pfizer
CRO poskytne niZe uvedené chranéné
materialy, které CRO vlastni nebo k nimz
disponuje licenci, (dale jen ,,Materidly CRO*)
pro pouZiti Hlavnim zkousejicim nebo
Poskytovatele zdravotnich sluzeb pfi
provadéni Studie nebo podavani zprav
o Studii.
Dodané materialy: ZADNE

Vybaveni a materidly poskytnuté

prodejcem

CRO nebo Pfizer zajisti prodejce, ktery
poskytne nasledujici vybaveni nebo chranéné
materialy (dale jen ,,Majetek prodejce*) pro
pouZiti v této Studii:
eDiary diar,
kaliper
teplomér
Povolené pouZivani Majetku prodejce
Hlavni zkouSejici a Poskytovatel zdravotnich
sluzeb budou pouZivat Majetek prodejce
pouze pro Ucely této Studie.
Nakladéni s Majetkem prodejce
Prodejce ur¢i zpusob nakladani s Majetkem
prodejce po dokon¢eni Studie.

Vlastnictvi, povinnosti a pravni




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.

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

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

Version Date: December 2012
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odpovédnost za Skodu
Vlastnictvi. Vybaveni CRO, Materidly CRO a
Majetek prodejce jsou a zistavaji majetkem
spole¢nosti CRO, spole¢nosti Pfizer, prodejce
nebo poskytovatele licence (dle konkrétni
situace).
Povinnosti. Strana, kterd ptijala a pouZiva
Vybaveni CRO, Materidly CRO nebo Majetek
prodejce, nese riziko jejich ztraty nebo
poSkozeni. Pokud CRO, spolec¢nost Pfizer
nebo prodejce musi vymenit jakékoli
Vybaveni CRO, Materidly CRO nebo Majetek
prodejce béhem provadeéni Studie v dusledku
ztréty nebo poskozeni zpuisobeného stranou
této Smlouvy, CRO si vyhrazuje pravo odecist
naklady CRO nebo spole¢nosti Pfizer na jejich
vymeénu z budoucich plateb financovani
Studie.
Prévni odpovédnost za Skodu. CRO ani
spole¢nost Pfizer neodpovidaji za Zadné
Skody, vcetné Skody na zdravi osob ¢i
poskozeni majetku, vzniklé v disledku
pouZivani Vybaveni CRO, Materiala CRO
nebo Majetku prodejce, kromé piipadd, kdy
(1) takove Skody byly zptasobeny nedbalosti
nebo svévolnym poruSenim povinnosti ze
strany CRO, spolec¢nosti Pfizer nebo prodejce,
nebo kdy (2) Skoda na zdravi osob piedstavuje
Ujmu zptisobenou zapojenim do studie na
zdravi Subjektu studie tak, jak je popsana
v piiloze B této Smlouvy.

Datum verze: prosinec 2012



Attachment D
PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly
interpreted and means:

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

(i) any employee or individual acting for
or on behalf of a Government Official,
agency, or enterprise performing a
governmental function, or owned or
controlled by, a Government (e.g., a
healthcare professional employed by a
Government hospital or researcher
employed by a Government
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Priloha D
MEZINARODNI PROTIUPLATKARSKE
A PROTIKORUPCNI ZASADY
SPOLECNOSTI PFIZER

Spolecnost Pfizer dlouhodobé prosazuje
firemni politiku zakazujici uplatky a korupci
pti obchodni ¢innosti v USA i v zahranici.
Spole¢nost Pfizer se zavazala vykonavat svou
obchodni ¢innost bezGhonnym, etickym a
zakonnym zptisobem v souladu se viemi
platnymi z&kony a piedpisy. Stejny zavazek
ocekdvame od nasich poradci, zmocnénct,
zastupct nebo dalSich spolec¢nosti ¢i fyzickych
osob jednajicich naSim jménem (dale jen
»obchodnich partnera*), jakoZ i od osob
jednajicich jménem téchto obchodnich
partnert (napi. subdodavatelt) pii préci
vykonavané pro spole¢nost Pfizer.

Upléaceni Uiednich osob

Ve vétsing statu existuji zakony zakazujici
(ptimé ¢i neptimé) poskytovani, nabizeni nebo
slibovéani jakychkoli finan¢nich ¢astek nebo
jinych hodnotnych véci diednim osobam s
cilem ovlivnit Gredni Ukony ¢i rozhodnuti
sméiujici k ziskani ¢i udrZeni ur¢ité obchodni
prilezitosti.

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

Q) jakoukoli volenou nebo jmenovanou
utredni osobu (napt. zakonodarce nebo
urednika ministerstva);

(i)  jakehokoli zaméstnance nebo osobu
jednajici jménem nebo z povéieni
utredni osoby, statniho Ufadu nebo
podniku, ktery vykonava spravni
funkci nebo ktery vlastni ¢i fidi vlada
(napt. zdravotnika zaméstnaného ve
statni nemocnici nebo vyzkumného
pracovnika zaméstnaného na statni



university);

(iii)  any political party officer, candidate
for public office, officer, or employee
or individual acting for or on behalf of
a political party or candidate for public
office;

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

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

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

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

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

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

(iii)  jakéhokoli predstavitele politické
strany, kandidata na vetejnou funkci,
urednika, zaméstnance nebo osobu
jednajici jménem nebo z povéieni
politické strany nebo kandidata na
veiejnou funkci;

(iv)  jakehokoli zaméstnance nebo osobu
jednajici jménem nebo z povéieni
veiejné mezinarodni organizace;

(v)  jakehokoli ¢lena kralovske rodiny nebo
prisludnika armady; a

(vi)  jakoukoli osobu jinak dle zakona
povazovanou za Uiedni osobu.

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

Vzhledem k Sirokému pojeti definice Gredni
osoby je pravdépodobné, Ze obchodni partneri
budou v ramci své obvyklé ¢innosti pro
spole¢nost Pfizer s Giednimi osobami bézné
jednat. Napiiklad lékaii zaméstnani ve statnich
nemocnicich se podle zasad spole¢nosti Pfizer
povazuji za Utedni osoby.

Americky Z&kon o zahrani¢nich korupénich
praktikach (dale jen ,,FCPA*") zakazuje
poskytovani, slibovani nebo schvalovani
platby financnich ¢astek nebo poskytovani
¢ehokoli hodnotného zahrani¢ni Giedni osobé
za Ucelem nepiipustného nebo korupéniho
ovlivnéni jednani nebo rozhodovani takovéto
osoby s cilem pomoci spole¢nosti ziskat nebo
si udrZet obchodni ptileZitost nebo ziskat jinou
nepati¢nou vyhodu. FCPA rovnéZ zakazuje
spole¢nostem ¢i osobam vyuZivat jinych
spole¢nosti nebo fyzickych osob k provadéni
kterékoli z vySe uvedenych ¢innosti.



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

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

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

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

. In conducting their Pfizer-related
activities, Business Associates, and
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Spolec¢nost Pfizer je jako spole¢nost
registrovana v USA povinna dodrZovat
ustanoveni FCPA a maze byt volana

k odpovédnosti za jednani, jehoZ se kdekoli na
svété dopusti kterykoli z jejich obchodnich
partnera.

Protitplatkaiske a protikorupéni zasady
upravujici vztahy s vladami a arednimi
osobami

Obchodni partneti jsou povinni sdélovat a
dodrzovat nasledujici z&sady tykajici se jejich
vztaht s vladami a Giednimi osobami:

. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer nesmi piimo ani
nepiimo vyplacet, slibovat nebo
schvalovat vypléceni jakychkoli
korupcnich ¢astek nebo poskytovani
¢ehokoli hodnotného kterekoli Giedni
osobé za Ucelem piimét ji, aby ucinila
ur¢ity ukon nebo pfijala urcité
rozhodnuti pomahajici spole¢nosti
Pfizer ziskat nebo udrzet si obchodni
prileZitost. Obchodni partneti a osoby
jednajici jejich jménem v souvislosti s
praci pro spole¢nost Pfizer nesmi
nikdy vyplatit Zadné Giedni osobé
finanéni ¢astku nebo ji nabidnout
jakykoli piedmét ¢i vyhodu (bez
ohledu na jejich hodnotu) za Gc¢elem
nepiipustné motivace takové tredni
osoby ke schvaleni, nahradg,
predepsani nebo ndkupu jakéhokoli
vyrobku spole¢nosti Pfizer, za ucelem
ovlivnéni vysledku klinického
hodnoceni nebo za G¢elem dosazeni
jakékoli jiné nepatii¢né obchodni
vyhody pro spole¢nost Pfizer.

. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro



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

Business Associates, and those acting
on their behalf in connection with
work for Pfizer, are not permitted to
offer facilitation payments. A
“facilitation payment” is a nominal
payment to a Government Official for
the purpose of securing or expediting
the performance of a routine, non-
discretionary governmental action.
Examples of facilitation payments
include payments to expedite the
processing of licenses, permits or visas
for which all paperwork is in order. In
the event that a Business Associate, or
someone acting on their behalf in
connection with work for Pfizer,
receives or becomes aware of a request
or demand for a facilitation payment or
bribe in connection with work for
Pfizer, the Business Associate shall
report such request or demand
promptly to his or her primary Pfizer
contact before taking any further
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spole¢nost Pfizer musi znat a
dodrZovat mistni z&kony, piedpisy
nebo provozni postupy (véetné
poZadavki ze strany vladnich subjektu,
jako napt. statnich nemocnic nebo
vyzkumnych Ustavi), které stanovi
limity, omezeni nebo povinnosti
informovat ve vztahu k odménam,
finan¢ni podpote, daram nebo
pozornostem, jez mohou byt
poskytovany Giednim osobam. Pokud
si obchodni partner neni jisty
vyznamem nebo rozsahem platnosti
kteréhokoli stanoveného limitu,
omezeni nebo povinnosti informovat v
souvislosti jednani s Grednimi
osobami, mél by se pred zahajenim
takového jednéni obrétit na svou
hlavni kontaktni osobu ve spole¢nosti
Pfizer.

Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer nesmi nabizet tzv.
odmeény za urychlené vytizeni.
»,0dmeénou za urychlené vytizeni“ se
rozumi nominalni neoficialni platby
urednim osobam za zajisténi nebo
urychleni rutinniho kroku statni
spravy, jehoz provedeni nezavisi na
vlastnim uvazeni prislusné osoby.
Piikladem Odmeény za urychlené
vyftizeni jsou platby za urychlené
vytizeni raznych licenci, povoleni
nebo viz, k nimZ byly fadné doloZeny
veskeré potrebné podklady. Pokud
obchodni partner nebo osoba jednajici
jeho jménem v souvislosti s praci pro
spole¢nost Pfizer obdrzZi poZadavek
nebo se dozvi o poZzadavku na Ghradu
vS§imného nebo Uplatku v souvislosti
s praci pro spole¢nost Pfizer, je
obchodni partner povinen tuto
skutecnost bezodkladné nahlésit své



action.

Commercial Bribery

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

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

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

. Business Associates, and those acting
on their behalf in connection with
work for Pfizer, may not directly or
indirectly make, promise, or authorize
a corrupt payment or provide anything
of value to any person to influence that
person to provide an unlawful business
advantage for Pfizer.
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hlavni kontaktni osobé ve spole¢nosti
Pfizer piedtim, nez ucini jakékoli dalsi
kroky.

Upléaceni v komeréni sféie

K upléceni a korupci miZe dochézet i ve
vztazich mezi dvéma podniky, kde neni
ptitomen vladni prvek. Ve vétsing stata
existuji zakony zakazujici nabizeni, slibovani,
poskytovani, poZadovani, piijimani nebo
souhlas s ptijimanim jakychkoli finan¢nich
¢astek nebo jinych hodnotnych véci vyménou
za poskytnuti nepatii¢éné obchodni vyhody.
Mezi ptiklady zakazaného jednani patii
zejména poskytovani luxusnich dart nebo
pohosténi, uplatka nebo investi¢nich
prilezitosti za G¢elem nepatticné motivace k
nakupu zboZi nebo sluzeb. Spolupracovnici
spole¢nosti Pfizer nesmi nabizet, poskytovat,
poZadovat nebo piijimat Uplatky a ocekavame
od svych obchodnich partnert, jakoZ i od osob
jednajicich jejich jménem v souvislosti s praci
pro spole¢nost Pfizer, Ze se budou ridit
stejnymi z&sadami.

Protitplatkaiské a protikorupéni zasady
upravujici vztahy se soukromymi osobami
a spolupracovniky spole¢nosti Pfizer

Obchodni partneti jsou povinni sdélovat a
dodrzZovat nasledujici z&sady tykajici se jejich
vztaha se soukromymi osobami a
spolupracovniky spole¢nosti Pfizer:

. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer nesmi p¥imo ani
nepiimo vyplacet, slibovat nebo
schvalovat vypléceni jakychkoli
korupcnich ¢astek nebo poskytnuti
¢ehokoli hodnotného kterékoli osobé
za ucelem ovlivnit ji, aby poskytla
spolecnosti Pfizer nepatii¢nou



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

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more
than token or nominal monetary value
from Business Associates, and those
acting on their behalf in connection
with work for Pfizer. Moreover, gifts
of nominal value are only permitted if
they are received on an infrequent
basis and only at appropriate gift-
giving occasions.

Reporting Suspected or Actual Violations

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

. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer nesmi piimo ani
nepiimo poZadovat, souhlasit s
prijetim nebo prijimat jakékoli finan¢ni
¢astky nebo jiné hodnotné véci jako
nepiipustnou motivaci v souvislosti s
jejich obchodni ¢innosti provadénou
pro spole¢nost Pfizer.

. Spolupracovnici spole¢nosti Pfizer
nesmi od obchodnich partnera a osob
jednajicich jejich jménem v souvislosti
s praci pro spole¢nost Pfizer pfijimat
Zadne dary, sluzby, pozornosti,
pohosténi nebo jiné predméty s vyssi
nez symbolickou nebo nominaini
penézZitou hodnotou. Dary s nominalni
hodnotou jsou navic povoleny jen v
ptipadé, Ze nejsou poskytovany casto a
jsou poskytovany pouze pii vhodnych
prileZitostech pro davani darka.

Hladeni podezieni na poruseni zasad nebo
skute¢ného poruseni zasad

Od obchodnich partneri a osob jednajicich
jejich jménem v souvislosti s praci pro
spolec¢nost Pfizer se ocekava, Ze nahlasi své
ptipadné obavy ve vztahu k moZnemu
poruseni téchto mezinarodnich
protilplatkaiskych a protikorupénich zésad
nebo platnych zakond. Tato hlaSeni mohou byt
adresovéna hlavni kontaktni osobé
obchodniho partnera ve spolec¢nosti Pfizer
nebo, pokud to prislusny obchodni partner
uptednostnuje, skupiné spolec¢nosti Pfizer pro
dodrZovani predpisi e-mailem na adresu



Exhibit E
STANDARD CLAUSE

Standard contractual clauses for the transfer of
personal data from the Community to third
countries (controller to controller transfers)

Data transfer agreement
Between

Pfizer Inc, with its registered address at 235 East
42nd Street, New York,

NY 10017, USA

business registration number 13-5315170

(hereinafter “data importer”)

and

Fakultni nemocnice v Motole,
a public benefit corporation
having an address at

V Uvalu 84, 150 06 Praha 5,
Czech Republic

(hereinafter “data exporter”)

each a “party”; together “the parties”.

Definitions
For the purposes of the clauses:

(@ | “personal data”, “special categories of
data/sensitive  data”,  “process/processing”,
“controller”, *“processor”, “data subject” and
“supervisory authority/authority” shall have the
same meaning as in Directive 95/46/EC of 24
October 1995 (whereby “the authority” shall
mean the competent data protection authority in
the territory in which the data exporter is
established);

(b) | “the data exporter” shall mean the controller
who transfers the personal data;
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Priloha E
STANDARDNI SMLUVNI DOLOZKA

Standardni  smluvni  dolozky pro
preddvani  osobnich  (daja  ze
Spole¢enstvi  do  tretich  zemi
(predavani spravce spravci)

Dohoda o predani tdaju

Mezi

Spole¢nosti Pfizer Inc., se sidlem 235
East 42nd Street, New York,

NY 10017, USA,

ICO: 13-5315170

(dale jen ,dovozce udaju‘)

A

Fakultni nemocnici v Motole,
statni prispévkovou organizaci
se sidlem na adrese

V Uvalu 84, 150 06 Praha 5,
Ceska republika

(dale jen ,vyvozce Udaju‘)

kazdy jednotlivé ,strana‘, spole¢né
,strany*.

Definice

Pro ucely doloZek:

a) | ,o0sobni udaje‘, ,zvlastni kategorie
Udaju/citlivé Gdaje’,
,Zpracovavat/zpracovani‘,  ,spravce‘,
,zpracovatel‘, ,subjekt udaji‘ a ,organ
dozoru/orgdn‘ maji stejny vyznam jako
ve smérnici 95/46/ES ze dne 24. fijna
1995 (pficemz ,organem‘ se rozumi
orgéan piislusny pro ochranu Udaji na
Gzemi, v némZ je vyvozce Udaji
usazen);

b) | ,vyvozcem Uudaja‘ se rozumi
spravce, ktery piedava osobni Gdaje;



(c) | “the data importer” shall mean the controller
who agrees to receive from the data exporter
personal data for further processing in
accordance with the terms of these clauses and
who is not subject to a third country’s system
ensuring adequate protection;

(d) | “clauses” shall mean these contractual
clauses, which are a free-standing document that
does not incorporate commercial business terms
established by the parties under separate
commercial arrangements.

The details of the transfer (as well as the personal
data covered) are specified in Annex B, which
forms an integral part of the clauses.

I. Obligations of the data exporter
The data exporter warrants and undertakes that:

(@ | The personal data have been collected,
processed and transferred in accordance with the
laws applicable to the data exporter.

(b) | It has used reasonable efforts to determine
that the data importer is able to satisfy its legal
obligations under these clauses.

(c) | It will provide the data importer, when so
requested, with copies of relevant data protection
laws or references to them (where relevant, and
not including legal advice) of the country in
which the data exporter is established.

(d) | It will respond to enquiries from data
subjects and the authority concerning processing
of the personal data by the data importer, unless
the parties have agreed that the data importer will
so respond, in which case the data exporter will
still respond to the extent reasonably possible and
with the information reasonably available to it if
the data importer is unwilling or unable to
respond. Responses will be made within a
reasonable time.
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c) | ,dovozcem udaja‘ se rozumi
sprévce, ktery se zavazuje piijimat od
vyvozce Udajia osobni Udaje za Ucelem
jejich dalSiho zpracovani v souladu s
podminkami téchto doloZzek a ktery

nepodléhd  systému  tieti  zemé
zajistujici odpovidajici ochranu;

d) | ,doloZkami* se rozumi tyto
smluvni  doloZky, které  jsou
samostatnym  dokumentem,  ktery
neobsahuje  obchodni  podminky
stanovené stranami v oddélenych
obchodnich ujednanich.

Podrobnosti  piedavani (a rovnéz

zahrnuté osobni Udaje) jsou uvedeny v
ptiloze B, kterd tvoii nedilnou soucéast
dolozek.

I.  Povinnosti vyvozce Udaji

Vyvozce Udaja se zarucuje a zavazuje,
ze:

a) | osobni udaje byly shromézdeny,
zpracovany a piedany v souladu se
zakony platnymi pro vyvozce Udaja;

b) | vyvinul pfiméiené usili, aby urgil,
Ze je dovozce Udaju schopen dostat
svym pravnim zavazkam vyplyvajicim
z téchto dolozek;

c) | na poZadani poskytne dovozci
Udaja kopie prislusnych zékont o
ochran¢ Udaji nebo odkazy na né
(pokud je to vhodné, priéemz toto
nezahrnuje pravni poradu) té zeme¢, v
niz je vyvozce Udaja usazen;

d) | zodpovi dotazy subjekta Gdaju a
organu tykajici se zpracovani danych
osobnich  udaja  dovozcem Udaju,
pokud se strany nedohodly, Ze bude
takto odpovidat dovozce udaji, Vv
kterémZto ptipadé vyvozce Gdaju bude
i tak odpovidat v primérené mozném
rozsahu a na zakladé jemu piimeéiené
dostupnych informaci, pokud dovozce
Udaji nechce nebo nemuze odpovédet.



(e) | It will make available, upon request, a copy
of the clauses to data subjects who are third party
beneficiaries under clause 11, unless the clauses
contain confidential information, in which case it
may remove such information. Where
information is removed, the data exporter shall
inform data subjects in writing of the reason for
removal and of their right to draw the removal to
the attention of the authority. However, the data
exporter shall abide by a decision of the authority
regarding access to the full text of the clauses by
data subjects, as long as data subjects have
agreed to respect the confidentiality of the
confidential information removed. The data
exporter shall also provide a copy of the clauses
to the authority where required.

I1. Obligations of the data importer
The data importer warrants and undertakes that:

(@) | 1t will have in place appropriate technical
and organisational measures to protect the
personal data against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, and which
provide a level of security appropriate to the risk
represented by the processing and the nature of
the data to be protected.

(b) | It will have in place procedures so that any
third party it authorises to have access to the
personal data, including processors, will respect
and maintain the confidentiality and security of
the personal data. Any person acting under the
authority of the data importer, including a data
processor, shall be obligated to process the
personal data only on instructions from the data
importer. This provision does not apply to
persons authorised or required by law or
regulation to have access to the personal data.
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Odpovézeno bude v ptimeiene lhute;

e) | na poZzadani zptistupni kopii
doloZek subjektaim udaju, kteii jsou
opravnénou tieti stranou podle doloZky
111, pokud dolozky neobsahuji davérné
informace, v kterémZzto piipadé mize
takovéto informace odstranit. V
ptipadé, Ze jsou informace odstranény,
vyvozce Udaja pisemné informuje
subjekty Gdaji o davodu odstranéni a o
jejich  pravu upozornit na toto
odstranéni organ. Vyvozce Udaja se
vSak fidi rozhodnutim organu o
pristupu subjektt udaji k Uplnému
znéni dolozek, pokud subjekty Gdaju
souhlasily se zachovanim davérnosti
odstranéné daveérné informace.
Vyvozce Udaja také na pozadani
poskytne kopii doloZek organu.

Il. Povinnosti dovozce Udajt

Dovozce Udaju se zarucuje a zavazuje,
ze:

a) | bude uplatiovat vhodna technicka
a organiza¢ni opatieni na ochranu
osobnich Gdaja proti nahodnému nebo
nedovolenému zni¢eni nebo nahodné
ztrgt¢,  Upravdm,  neopradvnénému
sdélovani nebo pristupu, kterd zajisti
uroven bezpecnosti odpovidajici riziku,
které piedstavuje zpracovani, a povaze
udaja, které maji byt chranény;

b) | bude uplatiovat postupy
zajiStujici, aby jakakoli treti strana,
kterou opravni k pristupu k osobnim
udajam, véetné zpracovatel,
respektovala a zachovavala davérnost a
bezpec¢nost osobnich ddaju. Jakakoli
osoba, kterd jedna z povéreni dovozce
Udaja, vcetné zpracovatele Udaja, je
povinna zpracovavat osobni (daje
pouze podle pokynt dovozce Udaju.
Toto ustanoveni se nevztahuje na
osoby, které pravni nebo spravni
predpisy opraviuji nebo povinuji k



(c) | It has no reason to believe, at the time of
entering into these clauses, in the existence of
any local laws that would have a substantial
adverse effect on the guarantees provided for
under these clauses, and it will inform the data
exporter (which will pass such notification on to
the authority where required) if it becomes aware
of any such laws.

(d) | 1t will process the personal data for purposes
described in Annex B, and has the legal authority
to give the warranties and fulfil the undertakings
set out in these clauses.

(e) | 1t will identify to the data exporter a contact
point within its organisation authorised to
respond to enquiries concerning processing of the
personal data, and will cooperate in good faith
with the data exporter, the data subject and the
authority concerning all such enquiries within a
reasonable time. In case of legal dissolution of
the data exporter, or if the parties have so agreed,
the data importer will assume responsibility for
compliance with the provisions of clause I(e).

(f) | At the request of the data exporter, it will
provide the data exporter with evidence of
financial resources sufficient to fulfil its
responsibilities under clause Il (which may
include insurance coverage).

(@) | Upon reasonable request of the data
exporter, it will submit its data processing
facilities, data files and documentation needed
for processing to reviewing, auditing and/or
certifying by the data exporter (or any
independent or impartial inspection agents or
auditors, selected by the data exporter and not
reasonably objected to by the data importer) to
ascertain compliance with the warranties and
undertakings in these clauses, with reasonable
notice and during regular business hours. The
request will be subject to any necessary consent
or approval from a regulatory or supervisory
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pristupu k osobnim udajam;

c) | v dobé uzavieni téchto dolozek
nema duvod se domnivat, Ze existuji
jakékoli mistni zakony, které by mohly
mit zasadni negativni vliv na zaruky
podle téchto dolozek, a pokud se o
existenci takovych zdkonu dozvi, bude
informovat vyvozce Udaju (ktery toto
oznadmeni piedd organu, pokud je to
vyZadovano);

d) | bude osobni udaje zpracovavat za
ucely popsanymi v priloze B a ma
pravomoc poskytovat zaruky a plnit
zavazky stanovené v téchto dolozkach;

e) | uvede vyvozci Gdaju kontaktni
misto ve své organizaci opravnéné
odpovidat na dotazy tykajici se
zpracovavani osobnich Gdaju a bude v
dobré viie spolupracovat s vyvozcem
Udaju, subjektem Gdaja a organem pii
vsech takovych dotazech v pfriméreném
Case. V pripadé pravniho zrudeni
vyvozce Udajia nebo pokud se strany
takto dohodly, pfijim& dovozce Udaju
odpovédnost za dodrZeni ustanoveni
dolozZky I pism. e);

f) | na Zadost vyvozce Gdaju poskytne
vyvozci Udaja dikaz o dostate¢nych
finan¢nich zdrojich na spInéni svych
povinnosti podle dolozky Il (coz maze
zahrnovat pojistné kryti);

g) | na pfiméfenou Zadost vyvozce
Udaju umozni, aby byly jeho zarizeni
na zpracovani Gdaja, datové soubory a
dokumentace potiebna pro zpracovani
podrobeny revizi, auditu a/nebo
certifikaci provedené vyvozcem (daja
(nebo jakymikoli nezavislymi nebo
nestrannymi kontrolory ¢i auditory
vybranymi vyvozcem (daji, proti
kterym nevznese dovozce Udaji
odivodnéné  namitky), aby se
piesvédcil o dodrzovani zaruk a
zavazku v téchto doloZkach, a to po



authority within the country of the data importer,
which consent or approval the data importer will
attempt to obtain in a timely fashion.

(h) | It will process the personal data, at its
option, in accordance with: | (i) | the data
protection laws of the country in which the data
exporter is established, or | (ii) | the relevant
provisions (1) of any Commission decision
pursuant to Article 25(6) of Directive 95/46/EC,
where the data importer complies with the
relevant provisions of such an authorisation or
decision and is based in a country to which such
an authorisation or decision pertains, but is not
covered by such authorisation or decision for the
purposes of the transfer(s) of the personal
data (2), or | (iii) | the data processing principles
set forth in Annex A. | Data importer to indicate
which option it selects: | Initials of data
importer:_

(1) | 1t will not disclose or transfer the personal
data to a third party data controller located
outside the European Economic Area (EEA)
unless it notifies the data exporter about the
transfer and | (i) | the third party data controller
processes the personal data in accordance with a
Commission decision finding that a third country
provides adequate protection, or | (ii) | the third
party data controller becomes a signatory to these
clauses or another data transfer agreement
approved by a competent authority in the EU, or |
(iii) | data subjects have been given the
opportunity to object, after having been informed
of the purposes of the transfer, the categories of
recipients and the fact that the countries to which
data is exported may have different data
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obdrzeni piimeéiené véasného
ozndmeni a b&hem obvykle provozni
doby. Uvedena Zadost bude podIéhat
ptipadnému  nezbytnému  souhlasu
nebo schvéleni regula¢niho organu
nebo organu dozoru v zemi dovozce
udaja, pricemz dovozce Udaju se bude
snazit tento souhlas nebo schvaleni
ziskat v¢as;

h) | bude osobni Udaje zpracovavat,
podle vlastni volby, bud’ v souladu se: |
i) | zakony o ochrané Udaju té zemg, ve
které je vyvozce Udaja usazen nebo | ii)
|  odpovidajicimi  ustanovenimi (1)
jakéhokoli rozhodnuti Komise podle
¢l. 25 odst. 6 smérnice 95/46/ES,
pokud dovozce dat spliuje
odpovidajici ustanoveni takovéhoto
povoleni nebo rozhodnuti a sidli v
zemi, které se takové povoleni nebo
rozhodnuti tyka, ale takové povoleni
nebo rozhodnuti se na ngj pro ucely

preda(va)ni osobnich udajt
nevztahuje (2), nebo | iii) | zasadami
zpracovani Udaju  stanovenymi v

ptiloze A. | Dovozce udaju vyznaci
zvolenou moznost:iii | Parafa dovozce
Gdaja:_

i) | nesdéli ani nepieda osobni udaje
spravci udaju, ktery je treti stranou, se
sidlem mimo Evropsky hospodaisky
prostor (EHP), s vyjimkou pfipadd,
kdy o predani uvédomi vyvozce udaja
a | i) | spravce Udaju, ktery je tieti
stranou, zpracovava osobni udaje v
souladu s rozhodnutim Komise, jimz
bude shledano, Ze tieti zeme poskytuje
odpovidajici Uroven ochrany, | ii) |
spradvce udaju, ktery je tieti stranou,
podepiSe tyto dolozky nebo jinou
dohodu o predavani Udaju schvalenou

ptislusSnym orgdnem v EU; | iii) |
subjektim Gdaja  bylo umoZnéno
vznést ndmitku poté, co byly



protection standards, or | (iv) | with regard to
onward transfers of sensitive data, data subjects
have given their unambiguous consent to the
onward transfer

I11. Liability and third party rights

(@) | Each party shall be liable to the other parties
for damages it causes by any breach of these
clauses. Liability as between the parties is limited
to actual damage suffered. Punitive damages (i.e.
damages intended to punish a party for its
outrageous conduct) are specifically excluded.
Each party shall be liable to data subjects for
damages it causes by any breach of third party
rights under these clauses. This does not affect
the liability of the data exporter under its data
protection law.

(b) | The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clause and clauses I(b), I(d), 1(e),
I1(a), 11(c), 1(d), 11(e), l(h), 11(i), 11@), V, VI(d)
and VIl against the data importer or the data
exporter, for their respective breach of their
contractual obligations, with regard to his
personal data, and accept jurisdiction for this
purpose in the data exporter’s country of
establishment. In cases involving allegations of
breach by the data importer, the data subject must
first request the data exporter to take appropriate
action to enforce his rights against the data
importer; if the data exporter does not take such
action within a reasonable period (which under
normal circumstances would be one month), the
data subject may then enforce his rights against
the data importer directly. A data subject is
entitled to proceed directly against a data
exporter that has failed to use reasonable efforts
to determine that the data importer is able to
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informovany o Ucelech predavani,
kategoriich ptijemct a skutecnosti, Ze
zemé, do kterych jsou Udaje vyvézeny,
mohou mit jiné normy ochrany Udaji

nebo | iv) | subjekty udaja daly
vzhledem k dalSimu pfedavani
citlivych Gdaja  svij jednoznacny

souhlas k dalSimu predavani.

I11.  Odpovédnost a prava tretich stran
a) | Kazda strana je odpovédnd vaci
druhé strané za Skody, které zpusobi
jakymkoli poruSenim téchto dolozek.
Vz4jemna odpovédnost stran  je
omezena na skute¢né utrpénou Skodu.
Néahrada Skody punitivni povahy (tj.
nahrada Skody s cilem potrestat stranu
za jeji hrubé chovani) je wvyslovng
vyloucena. Kazda strana je odpoveédna
vuci subjektam Gdaja za Skody, které
zpasobi jakymkoli porusenim prav tieti
strany podle téchto dolozek. Tim neni
dotcena odpovédnost vyvozce udaja
podle jemu piislusného prava na
ochranu Udaju.

b) | Strany sjednavaji, Ze subjekt udaji
ma pravo vynucovat jako opravnéna
tieti strana tuto doloZku a doloZzku |
pism. b), d) a e), doloZku Il pism. a),
c), d), e), h) a i), doloZku Ill pism. a),
doloZzku V, dolozku VI pism. d) a
dolozku VII proti dovozci Udaja nebo
vyvozci udaji, pokud tito porusi své
smluvni povinnosti v souvislosti s jeho
osobnimi udaji, a rovnéZ prijimaji pro
tento Gcel prisluSnost soudi v zemi, v
niz je wusazen vyvozce Udaju. V
ptripadech tykajicich se tvrzeni o
poruseni ze strany dovozce Udaji musi
subjekt udajia nejdiive pozadat vyvozce
udaja, aby podnikl odpovidajici kroky
k vynuceni jeho prav vaci dovozci
Udaji; pokud vyvozce Udaja tyto kroky
nepodnikne v piimérené lhate (kterd za
normalnich  okolnosti  ¢ini  jeden
mésic), muzZe subjekt Udaju sva prava



satisfy its legal obligations under these clauses
(the data exporter shall have the burden to prove
that it took reasonable efforts).

IV. Law applicable to the clauses

These clauses shall be governed by the law of the
country in which the data exporter is established,
with the exception of the laws and regulations
relating to processing of the personal data by the
data importer under clause 1l1(h), which shall
apply only if so selected by the data importer
under that clause.

V. Resolution of disputes with data subjects or
the authority

(@) | In the event of a dispute or claim brought by
a data subject or the authority concerning the
processing of the personal data against either or
both of the parties, the parties will inform each
other about any such disputes or claims, and will
cooperate with a view to settling them amicably
in a timely fashion.

(b) | The parties agree to respond to any generally
available non-binding mediation procedure
initiated by a data subject or by the authority. If
they do participate in the proceedings, the parties
may elect to do so remotely (such as by
telephone or other electronic means). The parties
also agree to consider participating in any other
arbitration, mediation or other dispute resolution
proceedings developed for data protection
disputes.

(c) | Each party shall abide by a decision of a
competent court of the data exporter’s country of
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vynucovat vac¢i dovozci Udaju piimo.
Subjekt Udaju je opravnén postupovat
ptimo proti vyvozci (daju, ktery
nevyvinul ptiméiené Usili, aby urcil, Ze
je dovozce Udaju schopen dostat svym
pravnim zavazkam vyplyvajicim z
téchto dolozZek (vyvozce Udajt ponese
biemeno dakazu toho, Ze ptriméiené
asili vyvinul).

IV. Prévo pouZitelné na doloZzky

Tyto doloZzky se fidi prdvem zemg¢, ve
které je usazen vyvozce Udaja, S
vyjimkou pravnich a spravnich
predpisi vztahujicich se na zpracovani
osobnich udajia dovozcem udaja podle
dolozZky Il pism. h), které plati pouze v
ptipadé, Ze si je dovozce Udaja podle
této dolozky zvoli.

V. ReSeni sportt se subjekty Udaja
nebo s orgdnem

a) | V pripadé sporu nebo naroku
vzneseného subjektem (daji  nebo
orgdnem, které se tykaji zpracovani
osobnich (daja, proti jedné nebo
obéma stranam, se budou strany
vzajemné informovat o vSech takovych
sporech nebo narocich a budou
spolupracovat s cilem je smirné a
urychlené urovnat.

b) | Strany se zavazuji, Ze budou
reagovat na kazdé obecné dostupné
nezavazné media¢ni fizeni zahajené
subjektem Gdaja nebo organem. Pokud
se strany fizeni Gc¢astni, mohou si
zvolit uginit tak na dalku (napiiklad
telefonicky nebo pomoci jinych
elektronickych prostredki). Strany se
také zavazuji, Ze zvazi svou Ucast na
jakychkoli  ostatnich  rozhodcich,
mediac¢nich ¢i jinych fizenich k feSeni
sporu vyvinutych pro spory tykajici se
ochrany Udaju.

c) | Kazd4 strana se bude fridit
rozhodnutim pfislusného soudu zemé,



establishment or of the authority which is final
and against which no further appeal is possible.

VI. Termination

(@) | In the event that the data importer is in
breach of its obligations under these clauses, then
the data exporter may temporarily suspend the
transfer of personal data to the data importer until
the breach is repaired or the contract is
terminated.

(b) | In the event that: | (i) | the transfer of
personal data to the data importer has been
temporarily suspended by the data exporter for
longer than one month pursuant to paragraph (a);
| (i1) | compliance by the data importer with these
clauses would put it in breach of its legal or
regulatory obligations in the country of import; |
(iii) | the data importer is in substantial or
persistent breach of any warranties or
undertakings given by it under these clauses; |
(iv) | a final decision against which no further
appeal is possible of a competent court of the
data exporter’s country of establishment or of the
authority rules that there has been a breach of the
clauses by the data importer or the data exporter;
or | (v) | a petition is presented for the
administration or winding up of the data
importer, whether in its personal or business
capacity, which petition is not dismissed within
the applicable period for such dismissal under
applicable law; a winding up order is made; a
receiver is appointed over any of its assets; a
trustee in bankruptcy is appointed, if the data
importer is an individual, a company voluntary
arrangement is commenced by it; or any
equivalent event in any jurisdiction occurs | then
the data exporter, without prejudice to any other
rights which it may have against the data
importer, shall be entitled to terminate these
clauses, in which case the authority shall be
informed where required. In cases covered by (i),
(i), or (iv) above the data importer may also
terminate these clauses.
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V niZz je usazen vyvozce Udaji, nebo
organu, které je konecné a proti
kterému neni mozné podat Zadny dalSi
opravny prostiedek.

VI. Vypovézeni

a) | Pokud dovozce Udaji porusi své
zavazky podle téchto doloZzek, muze
vyvozce Udaji  docasné  zastavit
predavani osobnich (daja dovozci
Udaju, dokud neni poruSeni napraveno
nebo smlouva vypovézena.

b) | V ptipadé, Ze: | i) | vyvozce Udaji
docasné pozastavi piedavani osobnich
Udaja dovozci Udaja na dobu delsi nez
jeden meésic podle odstavce a), | ii) |
dodrZzeni téchto doloZzek ze strany
dovozce Udaju by vedlo k tomu, Ze by
poruSil své zavazky podle pravnich
nebo spravnich predpisi v zemi
dovozu, | iii) | dovozce Udaja zdsadné
nebo trvale poruduje jakékoli zéaruky
nebo zavazky, které poskytl v ramci
téchto dolozZek, | iv) | podle kone¢ného
rozhodnuti, proti némuZ neni mozné
podat Zadny dalSi opravny prostiedek,
vyneseného piislusnym soudem zeme,
V niZz je usazen vyvozce Udaji, nebo
organu, doSlo k poruseni dolozek ze
strany dovozce Udaji nebo vyvozce
Udaja nebo | v) | je podéana Zadost o
konkursni  spravu  nebo likvidaci
dovozce Udaju, at’ jiz v jeho osobnim
nebo obchodnim postaveni, piicemz
Zadost neni zamitnuta v prisludné lhaté
pro takové zamitnuti stanovené
platnym pravem; je vydan likvidacni
ptikaz soudu; je jmenovan nuceny
sprévce jakéhokoli jeho majetku; je
jmenovan sprévce konkursni podstaty,
je-li dovozce udaju fyzickou osobou; je
jim zahajeno mimosoudni narovnani;
nebo dojde k rovnocennému fizeni v
jakeékoliv jurisdikci, | potom je vyvozce
Udaju, aniz jsou dotceny jeho pripadné
jiné naroky vac¢i dovozci Udaja,



(c) | Either party may terminate these clauses if
(i) any Commission positive adequacy decision
under Article 25(6) of Directive 95/46/EC (or
any superseding text) is issued in relation to the
country (or a sector thereof) to which the data is
transferred and processed by the data importer, or
(i) Directive 95/46/EC (or any superseding text)
becomes directly applicable in such country.

(d) | The parties agree that the termination of
these clauses at any time, in any circumstances
and for whatever reason (except for termination
under clause VI(c)) does not exempt them from
the obligations and/or conditions under the
clauses as regards the processing of the personal
data transferred.

VII. Variation of these clauses

The parties may not modify these clauses except
to update any information in Annex B, in which
case they will inform the authority where
required. This does not preclude the parties from
adding additional commercial clauses where
required.

VIII. Description of the Transfer

The details of the transfer and of the personal
data are specified in Annex B. The parties agree
that Annex B may contain confidential business
information which they will not disclose to third
parties, except as required by law or in response
to a competent regulatory or government agency,
or as required under clause I(e). The parties may
execute additional annexes to cover additional
transfers, which will be submitted to the
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opravnén vypoveédét tyto dolozky, v
kterémzto ptipadé bude, pokud je to
vyZadovéno, uvédomen organ. V
ptipadech  zahrnutych ve  vySe
uvedenych bodech i), ii) nebo iv) muze
dovozce U(daji tyto dolozky také
vypovedét.

c) | Kazda ze stran muZe tyto dolozky
vypovédét, pokud i) je vydano jakékoli
kladné  rozhodnuti  Komise o
odpovidajici arovni podle ¢l. 25 odst. 6
smérnice 95/46/ES (nebo jakéhokoli
predpisu, ktery tento piedpis nahradi)
tykajici se zemé (nebo jejiho odvétvi),
do které dovozce Udaji Udaje predava a
vV niz Udaje zpracovava, nebo ii) se
smérnice  95/46/ES (nebo jakykoli
predpis, ktery tento predpis nahradi)
stane v takove zemi ptimo pouZitelnou.
d) | Strany sjednavaji, Ze vypovézeni
téchto doloZek kdykoli, za jakychkoli
okolnosti a z jakéhokoli duavodu
(kromé vypovézeni podle dolozky VI
pism. c)) je nezbavuje z&vazkt a/nebo
podminek podle téchto doloZek, pokud
jde o zpracovani predanych udaju.

VIl. Zména dolozek

Strany nesmi tyto dolozky menit, s
vyjimkou aktualizace jakékoli
informace v priloze B, v kterémZto
ptipadé budou, pokud je to tieba,
informovat organ. To stranam nebrani
v pridavani dopliujicich obchodnich
dolozek, pokud je to tieba.

VIII. Popis predavani

Podrobnosti predavani a osobnich
Udaju jsou specifikovany v priloze B.
Strany sjednavaji, Ze ptiloha B muze

obsahovat davérné obchodni
informace, které nesd&li tfetim
strandm, vyjma pripadd, kdy to

vyZaduje z&kon, kdy se tak déje v
odpovédi prislusne regulacni nebo
vladni agentute, nebo podle poZadavku



authority where required. Annex B may, in the
alternative, be drafted to cover multiple transfers.

ANNEX A
DATA PROCESSING PRINCIPLES

1. | Purpose limitation: Personal data may be
processed and subsequently used or further
communicated only for purposes described in
Annex B or subsequently authorised by the data
subject.

2. | Data quality and proportionality: Personal
data must be accurate and, where necessary, kept
up to date. The personal data must be adequate,
relevant and not excessive in relation to the
purposes for which they are transferred and
further processed.

3. | Transparency: Data subjects must be
provided with information necessary to ensure
fair processing (such as information about the
purposes of processing and about the transfer),
unless such information has already been given
by the data exporter.

4. | Security and confidentiality: Technical and
organisational security measures must be taken
by the data controller that are appropriate to the
risks, such as against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, presented by
the processing. Any person acting under the
authority of the data controller, including a
processor, must not process the data except on
instructions from the data controller.
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v doloZce | pism. e). Strany mohou
sjednat dalsi piilohy tykajici se dalSich
predavani, které budou ptedloZeny
organu, pokud je to vyZadovano.
Piiloha B muZe byt alternativné
navrzena tak, aby zahrnovala Veétsi
pocet piedavani.

PRILOHA A
ZASADY ZPRACOVANI UDAJU

1. | Omezeni Gcelu: osobni Gdaje se
musi zpracovat a nasledné pouZivat
nebo dale sdélovat pouze pro Ucely
uvedené v piiloze B nebo nasledné
schvalené subjektem udaju.

2. | Kvalita a ptimeétenost udaja: osobni
Udaje musi byt piesné a tam, kde to je
nutné, aktualizované. Udaje musi byt
ptimeérené,  relevantni a  nikoli
prebytecné ve vztahu k Gcelam, pro
které  jsou predavany a dale
zpracovavany.

3. | Prahlednost: subjektam Gdaja musi
byt poskytnuty informace nezbytné pro
zajisténi radného zpracovani (napiiklad
informace o Ucelech zpracovani a o
predavani), pokud jiz tyto informace
nebyly poskytnuty vyvozcem Udaja.

4. | Bezpec¢nost a duavérnost: spravce
Udaja  musi ptijmout technickd a
organizacéni  bezpec¢nostni  opatieni,
kterda  jsou  priméfend  rizikam
vyskytujicim se v souvislosti se
zpracovanim, jako napiiklad proti
nahodnému  nebo  nedovolenému
zniceni ¢i nahodné ztratg, Gpravam,
neoprdvnénému  sdélovani  nebo
pristupu. Kazda osoba jednajici na
zakladé opravnéni spravce Udaja,
véetné  zpracovatele, smi  Udaje
zpracovavat pouze na zaklad¢ pokynu
spravce Udaja.



5. | Rights of access, rectification, deletion and
objection: As provided in Article 12 of Directive
95/46/EC, data subjects must, whether directly or
via a third party, be provided with the personal
information about them that an organisation
holds, except for requests which are manifestly
abusive, based on unreasonable intervals or their
number or repetitive or systematic nature, or for
which access need not be granted under the law
of the country of the data exporter. Provided that
the authority has given its prior approval, access
need also not be granted when doing so would be
likely to seriously harm the interests of the data
importer or other organisations dealing with the
data importer and such interests are not
overridden by the interests for fundamental rights
and freedoms of the data subject. The sources of
the personal data need not be identified when this
is not possible by reasonable efforts, or where the
rights of persons other than the individual would
be violated. Data subjects must be able to have
the personal information about them rectified,
amended, or deleted where it is inaccurate or
processed against these principles. If there are
compelling grounds to doubt the legitimacy of
the request, the organisation may require further
justifications before proceeding to rectification,
amendment or deletion. Notification of any
rectification, amendment or deletion to third
parties to whom the data have been disclosed
need not be made when this involves a
disproportionate effort. A data subject must also
be able to object to the processing of the personal
data relating to him if there are compelling
legitimate grounds relating to his particular
situation. The burden of proof for any refusal
rests on the data importer, and the data subject
may always challenge a refusal before the
authority.
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5. | Pravo na pristup, opravu, vymaz a
namitku: jak je stanoveno v ¢lanku 12
smérnice 95/46/ES, subjektam udaja
musi  byt, bud  pfimo  nebo
prostiednictvim tieti strany, poskytnuty
osobni informace o nich, které
organizace ma, s vyjimkou poZadavka,
které  jsou vzhledem ke své
neprimérené frekvenci nebo poctu
nebo opakovanosti ¢i  soustavnosti
zjevné prehnané, nebo pro néZz nemusi
byt piistup umoznén podle prava zemé
vyvozce Udaja. Za predpokladu, Ze
orgén vydal ptedchozi souhlas, nemusi
byt pristup umoznén také tehdy, pokud
by to pravdépodobné vazné poskodilo
zajmy dovozce Udaju nebo organizaci,
které s dovozcem Udaja obchoduji, a
takové zajmy nejsou prevyseny zajmy
zakladnich prav a svobod subjektu
Udaju. Puvod osobnich udaju nemusi
byt oznacen, pokud to neni mozné za
pouZiti p¥imeteneho Usili nebo pokud
by byla poruSena préva osob jinych neZ
dotcené fyzické osoby. Subjekty Gdaja
musi  mit moZnost nechat osobni
informace, které se jich tykaji, opravit,
zménit nebo vymazat, pokud jsou
nepiesné nebo jsou zpracovany v
rozporu s témito zasadami. Pokud
existuji vazné davody pro zpochybnéni
opravnénosti uvedeného poZadavku,
muZe organizace pied pristoupenim k
opravé, zméné nebo vymazu pozadovat
dalsi odtvodnéni. Oznameni vSech
Uprav, zmén nebo vymazu tretim
stranam, kterym byly Udaje sdéleny,
neni nutné, pokud by to vyzadovalo
neumeérné Usili. Subjekty udaja musi
mit rovnéZz moznost vznést z vaznych a
legitimnich davodu souvisejicich s
jeho osobni situaci némitku proti
zpracovani osobnich udaju, které se ho
tykaji. Dukazni biemeno leZi v ptipadé
jakéhokoliv odmitnuti na dovozci



6. | Sensitive data: The data importer shall take
such additional measures (e.g. relating to
security) as are necessary to protect such
sensitive data in accordance with its obligations
under clause II.

7. | Data used for marketing purposes: Where
data are processed for the purposes of direct
marketing, effective procedures should exist
allowing the data subject at any time to “opt-out”
from having his data used for such purposes.

8. | Automated decisions: For purposes hereof
“automated decision” shall mean a decision by
the data exporter or the data importer which
produces legal effects concerning a data subject
or significantly affects a data subject and which
is based solely on automated processing of
personal data intended to evaluate certain
personal aspects relating to him, such as his
performance at  work,  creditworthiness,
reliability, conduct, etc. The data importer shall
not make any automated decisions concerning
data subjects, except when: | (a) | (i) | such
decisions are made by the data importer in
entering into or performing a contract with the
data subject, and | (ii) | (the data subject is given
an opportunity to discuss the results of a relevant
automated decision with a representative of the
parties making such decision or otherwise to
make representations to that parties. | or | (b) |
where otherwise provided by the law of the data
exporter.

ANNEX B
DESCRIPTION OF THE TRANSFER
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Gdajo a subjekt Gdaji muaze vzdy u
organu odmitnuti napadnout.

6. | Citlive (daje: dovozce Gdaja ptijme
takova dodate¢nd opatieni (napiiklad
bezpecnostni), kterd jsou nebytnad pro
ochranu citlivych Gdaju v souladu s
jeho povinnostmi podle dolozky 1.

7. | Udaje pouzivané pro Gcely
marketingu: zpracovavaji-li se Udaje
pro Ucely piimého marketingu, mély
by  existovat  (¢inné  postupy
umoznujici subjektu Gdaju  kdykoli
»Zvolit vynéti“, aby (daje o ném jiz
nebyly vyuzivany k takovym aéelam.
8. | Automatizovana rozhodnuti: pro
ucely téchto dolozek se
~automatizovanym rozhodnutim*“
rozumi rozhodnuti vyvozce udaji nebo
dovozce udaju, které wvaci subjektu
Udaju zaklada pravni G¢inky nebo které
se subjektu Gdaju vyznamné dotyka,
prijaté vyluéné na zaklade
automatizovaného zpracovani udaju
uréeného k hodnoceni urgitych rysa
jeho osobnosti, naptiklad pracovniho
vykonu, davéryhodnosti, spolehlivosti,
chovani atd. Dovozce Udaji neucini
Zadné  automatizované  rozhodnuti
tykajici se subjektd Gdaja, s vyjimkou
ptipadi, kdy: | a) | i) | jsou takové
rozhodnuti u¢inéna dovozcem Udaja
pti uzavirani nebo pInéni smlouvy se
subjektem Udaja a | ii) | je subjektu

Udaja  dana prileZitost projednat
vysledky piislusneho
automatizovaného  rozhodnuti  se

zastupcem strany provadégjici takoveé
rozhodnuti nebo jinak u¢init této strané
prohl&Seni, | nebo | b) | pravni piedpisy
platné pro vyvozce Udaju stanovi jinak.

PRILOHAB
POPIS PREDANI



ILLUSTRATIVE COMMERCIAL CLAUSES
(OPTIONAL)

Indemnification between the data exporter and
data importer:

“The parties will indemnify each other and hold
each other harmless from any cost, charge,
damages, expense or loss which they cause each
other as a result of their breach of any of the
provisions of these clauses. Indemnification
hereunder is contingent upon (a) the party(ies) to
be indemnified (the “indemnified party(ies)”)
promptly notifying the other party(ies) (the
“indemnifying party(ies)”) of a claim, (b) the
indemnifying party(ies) having sole control of
the defence and settlement of any such claim, and
(c) the indemnified party(ies) providing
reasonable cooperation and assistance to the
indemnifying party(ies) in defence of such
claim.”.

Dispute resolution between the data exporter and
data importer (the parties may of course
substitute any other alternative dispute resolution
or jurisdictional clause):

“In the event of a dispute between the data
importer and the data exporter concerning any
alleged breach of any provision of these clauses,
such dispute shall be finally settled under the
rules of arbitration of the International Chamber
of Commerce by one or more arbitrators
appointed in accordance with the said rules. The
place of arbitration shall be [ ]. The number of
arbitrators shall be [ ].”
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ILUSTRATIVNI OBCHODNI
DOLOZKY (NEPOVINNE)
OdSkodnéni mezi vyvozcem udaja a
dovozcem udaju:

,Strany  se  vzajemné odSkodni a
vzajemné si poskytnou Uhradu za
veskeré nédklady, vylohy, Skody, vydaje
nebo ztraty, které si vzajemné zpasobi
v dusledku poruSeni  jakéhokoli
ustanoveni téchto doloZek. Odskodnéni
podle této dohody piipadd v Gvahu
pouze tehdy, pokud a) strana, ktera
maji byt odSkodnéna (strany, které
maji byt odSkodnény) (»odSkodnénd

strana (od3kodnéné strany)«)
bezodkladn¢ ozndmi druhé strané
(drunym  strandm)  (»odSkodnujici

strana (odSkodnujici strany)«) existenci
naroku, b) odSkodnujici  strana
(od8kodnujici  strany) ma&  (maji)
vylu¢nou kontrolu nad obhajobou proti
jakémukoli takovémuto naroku a
urovnanim jakéhokoli takového naroku
a c) odSkodnéna strana (odSkodnéné
strany) poskytuje (poskytuji)
priméienou  spolupréci a pomoc
odSkodnujici strané (odSkodnujicim
stranam) pri obhajobé¢ proti
takovémuto naroku.*

Redeni sport mezi vyvozcem Udaja a
dovozcem (daji  (strany mohou
samoziejmé  misto  toho  pouZit
jakoukoli jinou alternativni dolozku o
feSeni spora nebo soudni prislusnosti):

,V piipadé sporu mezi dovozcem Udaju
a vyvozcem udaju ohledn¢ jakéhokoli
Udajného poruseni jakéhokoli
ustanoveni téchto doloZek bude takovy
spor s kone¢nou platnosti rozhodovan
podle Radu pro rozhod¢i Fizeni
Mezinarodni obchodni komory jednim
nebo vice rozhodci jmenovanymi v
souladu se zminénym Réadem. Mistem
konani rozhod¢iho fizeni je [ 1. Pocet



Allocation of costs:

“Each party shall perform its obligations under
these clauses at its own cost.”

Extra termination clause:

“In the event of termination of these clauses, the
data importer must return all personal data and all
copies of the personal data subject to these
clauses to the data exporter forthwith or, at the
data exporter’s choice, will destroy all copies of
the same and certify to the data exporter that it
has done so, unless the data importer is prevented
by its national law or local regulator from
destroying or returning all or part of such data, in
which event the data will be kept confidential and
will not be actively processed for any purpose.
The data importer agrees that, if so requested by
the data exporter, it will allow the data exporter,
or an inspection agent selected by the data
exporter and not reasonably objected to by the
data importer, access to its establishment to
verify that this has been done, with reasonable
notice and during business hours.”

(1) “Relevant  provisions” means  those
provisions of any authorisation or decision
except for the enforcement provisions of any
authorisation or decision (which shall be
governed by these clauses).

(2) However, the provisions of Annex A.5
concerning rights of access, rectification, deletion
and objection must be applied when this option is
chosen and take precedence over any comparable
provisions of the Commission Decision selected.
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rozhodcu je [ ].1
Rozdé&leni nakladu:

Kazda strana plni sveé zavazky podle
téchto doloZek na své vlastni naklady.*

Dodate¢ny zavéreény odstavec

,V piipad¢ vypovézeni téchto doloZek
musi dovozce udaji bezodkladné vratit
vSechny osobni udaje a viechny kopie
osobnich udaja, které jsou predmétem
téchto dolozek, vyvozci (daji, nebo,
pokud tak vyvozce Udaju rozhodne,
zni¢i v8echny jejich kopie a osveédéi
vyvozci Udaju, Ze tak wucinil, s
vyjimkou pripadu, kdy dovozci Gdaju
brani vnitrostatni pravo nebo mistni
regulacni organ ve zni¢eni nebo
navraceni vsech nebo ¢éasti takovych
Udaja, v kterémzto pripadé budou
Udaje uchovany jako davérné a
nebudou aktivné k Zadnému (celu
zpracovavany. Dovozce Udaji  se
zavazuje, ze, pokud o to bude
vyvozcem Udaju pozadan, umozni
vyvozci Udajd  nebo kontrolorovi
vybranému vyvozcem (daji, proti
kterému nevznese dovozce Udaja
odavodnéné namitky, pristup do své
provozovny za (¢elem oveéteni toho, Ze
bylo vy3Se uvedené provedeno, a to po
obdrzZeni piiméiené véasného
oznameni a béhem provozni doby.

(1) ,Odpovidajicimi ustanovenimi‘ se
rozumi takova ustanoveni jakéhokoli
povoleni nebo rozhodnuti, s vyjimkou
vynucovacich ustanoveni jakéhokoli
povoleni nebo rozhodnuti (ktera
podléhaji témto doloZzk&m).

(2) Ustanoveni piilohy A bodu 5,
tykajici se prava na pristup, opravu,
vymaz a namitku, vSak musi byt
pouzity, pokud je zvolena tato
moznost, a mit prednost pied vSemi
srovnatelnymi ustanovenimi vybraného



L CON)

A Symtacd of Dacnlersce

rozhodnuti Komise.
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