CLINICAL STUDY AGREEMENT
among
inVentiv Health Clinical UK Ltd.
and

and
Fakultni nemocnice Brno

This Clinical Study Agreement (“Agreement”)
among

inVentiv Health Clinical UK Ltd. with a place of
business at Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire SL6 7AA United Kingdom
(“CRO”)

and

I corn . irh permanent address
of
B (Principal Investigator™),

and

Fakultni nemocnice Brno, with a place of
business at Jihlavskd 20, 625 00 Brno, Czech
Republic, Identification Number: 65269705, Tax
Identification Number: CZ65269705, represents
by: MUDr. Roman Kraus, MBA - director
(“Institution”),

when signed by all parties, is effective as of

SMLOUVA O KLINICKEM HODNOCENI
mezi
inVentiv Health Clinical UK Ltd.

a
I
a

Fakultni nemocnice Brno

Tato smlouva o klinickém hodnoceni (dale jen
»omlouva“) mezi

inVentiv Health Clinical UK Ltd., se sidlem
Thames House, 17-19 Marlow Road, Maidenhead,
Berkshire SL6 7AA United Kingdom (déle jen
,,CRO%)

a
B - B 2dicsa bydiise [
(déle jen ,,Hlavni zkouSejici*),

a

Fakultni nemocnice Brno, se sidlem Jihlavska
20, 625 00 Brno, Ceska republika, IC: 65269705,
DIC: CZ65269705, jednajici: MUDr. Roman

Kraus, MBA - feditel (dale jen ,,Zdravotnicke
zaFizeni®),

po podpisu vSemi stranami nabyva G¢innosti k

Pfizer Inc (“Pfizer”) wishes to sponsor a clinical
study entitled ||l (“Study”) to be
conducted by Principal Investigator at Institution
under the Pfizer protocol identified above
(“Protocol”). Pfizer has delegated responsibility
for management of this Study, including
contracting and Study monitoring, to CRO, and
has authorized CRO to bind Pfizer to all
commitments within this Agreement identified as
belonging to Pfizer.

Spole¢nost Pfizer Inc. (dale jen ,spole¢nost
Pfizer) ma v Umyslu stat se zadavatelem
klinického hodnoceni s nazvem ,, || (dale
jen ,,Studie®), které bude provadéno pod vedenim
Hlavniho zkousejiciho ve zdravotnickému zatizeni
podle vyse uvedeného protokolu spole¢nosti Pfizer
(dale jen ,,Protokol). Spole¢nost  Pfizer
delegovala odpovédnost za fizeni této studie,
veetné uzavirani smluv a monitorovani studie, na
CRO a opravnila CRO zavazovat spole¢nost Pfizer
K plnéni veskerych zavazki v této Smlouve,
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The parties agree as follows:

1.

Pfizer || _czE_cTA-TRI_ I _22vay17 - Final

Responsibilities

1.1

Investigators and Research Staff.

1.2

The Study will be conducted by
Principal Investigator.  Principal
Investigator is an employee of
Institution and the Institution as the
employer hereby grants its express
consent to the Principal
Investigator’s participation in the
Study according to this Agreement
and for compensation agreed with
CRO according to Section 304(1) of
Act No. 262/2006 Coll., Labor
Code, as amended. Institution may
not reassign the conduct of the
Study to a different Principal
Investigator without prior written
authorization from CRO. Principal
Investigator and Institution will
ensure that only individuals who are
appropriately trained and qualified
assist in the conduct of the Study as
sub-investigators or research staff.
Institution confirms that it is aware
of the separate agreement between
CRO and Principal Investigator to
activities related to this Study
beyond the activities for which the
Institution is responsible under this
Agreement.

Compliance Obligations. Principal
Investigator and Institution are
responsible to CRO and Pfizer for
compliance by all Study personnel
with the terms of this Agreement
and International Conference on
Harmonization = Good  Clinical
Practice (ICH GCP) guidelines, as
well as applicable law, regulations,
and governmental guidance
including, namely, Act No.
378/2007 Coll. on Pharmaceuticals,
as amended (“Pharmaceuticals
Law”), Regulation of the Ministry
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u kterych
spolecnosti Pfizer.

je

vyslovné uvedeno, ze nalezi

Strany se dohodly na nasledujicim:

1.

1.1

1.2

Povinnosti

Zkousejici a vyzkumni pracovnici.
Studii povede Hlavni zkousejici.
Hlavni zkousejici je zaméstnancem

zdravotnického zatizeni a
zdravotnické zafizeni jako
zaméstnavatel timto udéluje

Hlavnimu zkouSejicimu vyslovny
souhlas s jeho ucasti na Studii podle
této Smlouvy a za Uhradu
dohodnutou s CRO podle § 304
odst. 1 zakona ¢. 262/2006 Sb.,
zakoniku prace, v platném znéni.
Zdravotnické zatizeni nesmi poverit
vedenim studie jiného Hlavniho
zkousejictho  bez  ptredchoziho
pisemného souhlasu CRO. Hlavni
zkousSejici a zdravotnické zafizeni
zajisti, ze pii provadéni studie
budou jakozto spoluzkousejici a
vyzkumni pracovnici spolupracovat
pouze jednotlivei, ktefi jsou
pfislusné vyskoleni a kvalifikovani.
Zdravotnické zafizeni potvrzuje, ze
si je védoma samostatné smlouvy
mezi CRO a hlavnim zkouSejicim
na ¢innosti ve véci této studie nad
rdmec Cinnosti, za které odpovida
zdravotnické zafizeni podle této
Smiouvy.

Zavazky  ohledné¢  dodrzovéni
piedpisu. Hlavni zkouSejici a
zdravotnické zafizeni odpovidaji

CRO a spolecnosti Pfizer za to, Ze
vSichni pracovnici podilejici se na
Studii budou dodrzovat podminky
této Smlouvy, doporuceni
Mezinarodni konference pro
harmonizaci spravné klinické praxe
(ICH GCP) a piislusné zakony,
nafizeni a vladni pokyny, vcetné
zakonu ¢. 378/2007 Sb., o 1é¢ivech,
ve znéni pozd¢jsich piedpisu(dale
jen ,,Z&kon o lé¢ivech®), vyhlasku
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1.3

of Health and Ministry of
Agriculture No. 226/2008 Coll. on
Good Clinical Practice and Specific
Terms for Clinical Trials of
Pharmaceuticals, as amended,
Regulation of the Ministry of
Health and Ministry of Agriculture
No. 86/2008 Col. on Good
Laboratory Practice concerning
Pharmaceuticals as  amended,
Regulation of the Ministry of
Health and Ministry of Agriculture
No. 84/2008 Coll., on Good
Pharmaceutical Practice, Conditions
for Disposal of Pharmaceuticals
within Pharmacies, Health
Institutions and other Institutions
dispensing Pharmaceuticals, and
Act No. 372/2011 Coll., on Medical
Services and conditions for their
provision, as amended.  Principal
Investigator will have overall
responsibility for the conduct of the
Study, including all  those
responsibilities assigned to
principal investigators by the
relevant regulations governing the
conduct of clinical investigations.
Institution will provide appropriate
oversight of Principal Investigator’s
activities within the Institution.

Pfizer GCP Training. Prior to
enrollment of any Study Subjects
(as defined in Section 4, Subject
Enrollment), Principal Investigator
and any sub-investigators will
complete the Pfizer-provided Good
Clinical Practice training course
(“Pfizer GCP Training”). Any
investigators who later join the
Study will complete the Pfizer GCP
Training before performing Study-
related duties.  For studies of
applicable  duration,  Principal
Investigator and sub-investigators
will complete Pfizer GCP Training
every three years during the term of
the Study, or more often if there are

1.3

Ministerstva zdravotnictvi  a
Ministerstva zemédelstvi
¢. 226/2008 Sh., o spravne klinické
praxi a DblizSich podminkach
klinického  hodnoceni  léCivych
piipravkli, ve znéni pozd¢jSich
predpisii, vyhlaSku Ministerstva
zdravotnictvi  a Ministerstva
zemédélstvi ¢ 86/2008  Sb.,
0 stanoveni zasad spravné
laboratorni praxe v oblasti 1éCiv, ve
znéni pozdéjsich predpist, vyhlasku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi ¢. 84/2008
Sb., o sprévné lékarenské praxi,
bliz§ich podminkach zachdzeni s
1é¢ivy v 1ékarnéch, zdravotnickych
zZafizenich a u dalsich
provozovateli a zatizeni
vydavajicich 1é¢ivé pftipravky, ve
znéni pozd&jsich predpisi a zakon
¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkéch jejich
poskytovani, ve znéni pozdéjsich
predpisii. Hlavni zkousejici ponese
celkovou odpovédnost za provadeéni
Studie vcetné veskerych povinnosti,
které Hlavnim zkousejicim ukladaji
prislusné ptedpisy upravujici vedeni
klinickych vyzkumu. Zdravotnické
zatizeni zajisti odpovidajici dohled
nad ¢innosti Hlavniho zkousejiciho
Vv ramci zdravotnického zatizeni.

Skoleni _spravné klinické praxe
(GCP) poskytované _spole¢nosti
Pfizer. Pfred tim, nez dojde
Kk zafazeni subjektd do Studie
(definovaném v ¢lanku 4, Zatazeni
subjekt) absolvuji Hlavni
zkousejici zdravotnického zatizeni
a vsichni spoluzkousejici Skoleni
spravné klinické praxe poskytované
spoleCnosti ~ Pfizer  (dale jen
»skoleni GCP spolecnosti
Pfizer<). Vsichni zkousSejici, kteti
se do Studie zapoji pozdéji,
absolvuji skoleni GCP spolecnosti
Pfizer pfed tim, neZz zacnou
vykonavat povinnosti souvisejici se
Studii. U dlouhodobych studii
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significant changes to the ICH GCP
guidelines or course materials.

1.4 Ethics Committee/State Institute for
Drug Control. Before the Study is
initiated, CRO will obtain or will
procure a third party to obtain
approval of the Study and informed
consent document by the State
Institute  for  Drug  Control
(“SUKL”) and the  Ethics
Committee. CRO will use
reasonable endeavours to ensure
that the Study is subject to
continuing oversight by the Ethics
Committee/SUKL throughout its
conduct. In case of multi-center
studies, CRO will submit request
for opinion to only one Ethics
Committee for multi-center study
and at the same time, CRO will
submit request for opinion to Ethics
Committee of institutions where the
respective clinical study should be
performed. Should no Ethics
Committee be established for some
of the places of planned
performance of the clinical study,
the Ethics Committee for multi-
center study would provide its
opinion for such a place.

Funding. CRO will provide funding to the
Institution in support of the Study and, in
particular will pay compensation to
Institution for the services provided in
connection with the conduct of the Study as
delineated in Attachment A and subject to
the terms specified in this Agreement. The
Institution and the Principal Investigator
hereby consent to providing the Ethics
Committee of the Institution and the Ethics
Committee for a multi-center study with
this Agreement in substantiation of the
Study conditions in accordance with the
Pharmaceuticals Law.

absolvuji  Hlavni zkousejici a
vSichni spluzkousejici Skoleni GCP
spolecnosti Pfizer kazdé tfi roky po
dobu trvani Studie nebo i castéji,
jestlize dojde k vyznamnym
zménam v pokynech ICH GCP
nebo v materialech skoleni.

1.4  Etickd komise/Statni dstav  pro
kontrolu 1é¢iv. Pred zahdjenim
Studie obdrzi CRO nebo zajisti, aby
tfeti strana obdrzela, schvaleni
Studie véetné dokumentu
informovaného souhlasu Statnim
ustavem pro kontrolu 1é¢iv (dale jen
,.SU KL*) a etickou komisi. CRO
vynalozi pfimétené usili k zajisténi
toho, aby byla Studie v prubéhu
trvani nadale predmétem dohledu
etické komise/SUKL. V piipadé
multicentrickych  studii  ptedlozi
CRO zadost o posudek pouze jedné
etické komisi pro multicentrické
studie a zaroven predlozi CRO
zadost o posudek pfislusné etické
komisi zdravotnického zafizeni, kde
tato Studie bude provadéna.
Jestlize pro nekteré z pracovist”
planovanych pro vedeni Kklinické
studie nebude zfizena zadna eticka
komise, pak posudek pro takovéto
pracovisté poskytne eticka komise
pro multicentrickeé studie.

Financovani. CRO zajisti zdravotnickému
zatizeni financovani Studie a Uhradi
zdravotnickému zatizeni odménu za sluzby
poskytované v souvislosti s provadénim
Studie tak, jak jsou vymezeny v piiloze A,
a podle podminek stanovenych v této
Smlouveé. Zdravotnické zafizeni a Hlavni
zkouSejici timto souhlasi s poskytnutim
této Smlouvy ptislusné etické komisi
zdravotnického zatizeni a etické komisi pro
multicentrické studie k doloZeni Upravy
podminek Studie dle Zakona o 1é¢ivech.
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2.1 Investigator Meetings. If Principal
Investigator ~or  other  Study
personnel are required to attend
investigator meetings for this Study,
CRO will arrange and pay directly
for travel and accommodation and
will cover the reasonable costs of
meals in connection with those
meetings, but does not provide
compensation for such attendance.
If the Institution is required to
authorise  the  attendance  of
Principal Investigator at such
meetings, then this authorisation
shall not be unreasonably withheld
or delayed.

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

Protocol. Principal Investigator will
conduct the Study and Principal
Investigator and Institution will perform all
Study-related activities in accordance with
the Protocol, including, but not limited to,
the requirements relating to Institutional
Review Board or Independent Ethics
Committee (“IRB/IEC”) approval and
adverse event reporting.

3.1  Amendments. The Protocol may be
modified only by a written
amendment, approved by Pfizer, the
Principal Investigator, and the
responsible IRB/IEC and SUKL

2.1  Schuzky zkouSejicich. = Pokud se
Hlavni  zkouSejici nebo  jini
pracovnici podilejici se na Studii
musi zacastnit schiizek zkousejicich
pro tuto Studii, CRO zafidi a pfimo
uhradi dopravu a ubytovani a
pokryje piiméfené naklady na
stravovani v souvislosti s témito
schiizkami, nebude vSak za takovou
ucast poskytovat odménu. Pokud
zdravotnické zafizeni musi schvalit
ucast Hlavniho zkouSejiciho na
téchto schuzkach, toto schvaleni
nebude nepfiméfenym zplsobem
odmitano nebo odkladano.

2.2  Zvetejnéni informaci spolecnosti
Pfizer. V z4jmu transparence svych
vztahl se zkouSejicimi a studijnimi
pracovisti nebo z divodu zajiSténi
dodrzovani pfislusnych mistnich
pravnich piedpisi muize spolecnost
Pfizer zvefejnit finanéni odménu,
kterou podle této  Smlouvy

poskytuje. Takové zvefejnéni
spole¢nosti Pfizer muze
identifikovat  jak  zdravotnické
zafizeni, tak i Hlavniho

zkouSejicitho, ale bude zfetelné
rozliSovat mezi platbami a jinymi
pievody hodnot, jeZ jsou poukazany
institucim, a témi, jez jsou
poukdzany jednotliveim.

Protokol. Hlavni zkousejici povede studii a
Hlavni zkouSejici a zdravotnické zatizeni
budou provadét veskeré ¢innosti souvisejici
se Studii v souladu s Protokolem, zejména
plnit pozadavky souvisejici se souhlasem
ptislusné etické komise zdravotnického
zafizeni nebo etické komise pro
multicentrické studie (dale jen ,, EK®) a
S hlaSenim nezadoucich ptihod.

3.1 Dodatky. Protokol mulze byt
zménén pouze pisemnym dodatkem
schvalenym  spolecnosti  Pfizer,
Hlavnim zkouSejicim, odpovédnou
EK a SUKL (dale jen ,,Dodatek®),
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(“Amendment”) except, as
described in the Protocol, for
emergency changes necessary to
protect the safety of the Study
Subjects (as defined in Section 4,
Subject Enroliment). If it is
necessary to deviate from the
Protocol on an emergency basis for
the safety of the subjects currently
under treatment, Principal
Investigator will notify CRO and/or
Pfizer and the responsible Ethics
Committee and SUKL (as
applicable) as soon as practicable
but, in any event, no later than one
calendar day after the change is
made. No such change made for
the safety of Study Subjects
currently under treatment will be
applied to any future Study Subjects
unless it is approved by CRO
and/or Pfizer and the responsible
Ethics Committee and SUKL (as
applicable) and documented in a
written Protocol Amendment.

3.2 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. Principal Investigator
and Institution (through the actions of the
Principal Investigator) have agreed to
enroll qualified Study participants during
the Pfizer-specified enrollment period,
unless CRO, wupon 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”).

svyjimkou  naléhavych  zmén
nezbytnych z divodu ochrany
bezpecnosti subjektl Studie
(definovanych v ¢lanku 4, Zatazeni
subjektll) tak, jak jsou popsany v
Protokolu. Je-li nezbytné odchylit
se od Protokolu z naléhavych
davodil tykajicich se bezpecnosti
subjektt, které pravé podstupuji
1é¢bu, uvédomi o tom Hlavni
zkousejici CRO a/nebo spolecnost
Pfizer, odpovédnou etickou komisi
a SUKL (podle konkrétni situace)
co mozna nejdiive, avSak ne
pozdgji nez jeden pracovni den po
provedeni zmény. Zadna takova
zména provedena z  divodu
zajisténi  bezpe€nosti  Subjektl
Studie, kteti praveé podstupuji 1é¢bu,
se nebude vztahovat na zadné
budouci Subjekty Studie, pokud
nebude schvdlena CRO nebo
spole¢nosti  Pfizer, odpovédnou
etickou komisi a SUKL (podle
konkrétni situce) a dolozena jako
pisemny Dodatek k Protokolu.

3.2  Zadny dodate¢ny vyzkum. Na
subjektech Studie (definovanych v
clanku 4, Zatazeni subjektll) nebo
na biologickych vzorcich
odebranych v pribéhu Studie nesmi
byt vpribéhu Studie provadén
zadny dodate¢ny vyzkum, pokud to
neni schvaleno spoleCnosti Pfizer a
zdokumentovano Dodatkem
k Protokolu nebo ucinéno za
vzajemné piijatelnych podminek,
zaznamenanych  stranami  jinym
zplisobem.

Zatazeni subjekti. Hlavni zkouSejici a
zdravotnické zafizeni se dohodli, ze v
prubéhu doby stanovené spolecnosti Pfizer
zatadi (prostednictvim Hlavniho
zkouSejictho) do  Studie  zplsobilé
ucastniky Studie, ledaze CRO na zakladé
pfedchozich pokyni spolecnosti Pfizer
nezméni obdobi zafazovani pisemnym
oznamenim. Zpusobily ucastnik je osoba,
ktera splituje vSechna kritéria Protokolu pro
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4.1

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

5. Study Conduct

5.1

5.2

6. Data Protection

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

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

and FDA Financial

Disclosure

6.1

Personal Data. Personal data is any
information from which it is

zatazeni do Studie (dale jen ,,Subjekt
studie*)

4.1

Multicentrické studie. CRO mize
na zékladé¢ predchozich pokynl
spolecnosti Pfizer predcasné
ukon¢it zafazovani Subjektd do
Studie, jestlize bylo dosazeno
zatazeni celkového poctu Subjektl
potiebného pro multicentrickou
Studii pfed koncem zafazovaciho
obdobi pro tuto Studii.

5. Provadéni studie
51 Uctovani  poplatkdi  Subjektim
studie. Hlavni zkousejici ani
zdravotnické  zafizeni nebude

5.2

6. Ochrana 10daju a sdélovani

uctovat Subjektiim studie ani tietim
platcim hodnocené 1écivo (viz
Clanek 8, Hodnocené lé¢ivo) ani
jiné sluzby, které hradi CRO podle
této Smlouvy.

Bezpecnostni opatieni a zavazna
poruSeni  pravidel. Hlavni
zkousejici a zdravotnické zatizeni
budou  (pfimo ¢i  nepiimo
prostiednictvim Hlavniho
zkousejiciho) neprodlené
informovat ptipadé
jakéhokoli urgentniho
bezpe€nostniho  opatieni,  které
Hlavni zkouSejici pouZije za ucelem
ochrany Subjektd studie proti
okamzitému  riziku. Hlavni
zkousSejici a zdravotnické zafizeni
budou (pfimo ¢ nepfimo
prostiednictvim Hlavniho
zkousejiciho) okamzit¢ informovat
CRO Vv ptipadé jakéhokoli
zavazného poruseni Protokolu nebo
pokyni ICH GCP, o kterych se
Hlavni zkousejici nebo
zdravotnické zatizeni dozvi.

CRO v

finan¢nich

informaci FDA

6.1
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6.2

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

jejichz zékladé¢  je mozné
identifikovat jednotlivce. Osobni
Udaje, které se tykaji zdravotnich
informaci, jsou citlivé osobni udaje.
Osobni udaje shromazdéné
v souvislosti  se  studii  budou

Principal Investigator, sub- zahrnovat osobni Udaje tykajici se
investigators, research staff, third Hlavniho zkousejiciho,
parties, and possibly Study Subjects spoluzkousejicich, vyzkumnych

(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. Principal
Investigator and Institution will
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 their
conduct and reporting of the
Study. Principal Investigator and
Institution 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.

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

6.2

pracovnikd, tietich stran a piipadné
subjektt Studie (které by mohly
obsahovat citlivé osobni udaje)
(spole¢n¢ dale jen ,,Osobni udaje®),
kter¢ mohou podléhat zvlastnim
pravnim piedpisim tykajicich se
zpracovani, uchovavani, ptenosu a
pouzivani takovych udaji. Hlavni
zkousSejici a zdravotnické zafizeni
budou béhem provadéni Studie a pii
podavani zprav o Studii dodrZzovat
vSechny pfislusné zakony tykajici
se ochrany a pouzivani osobnich
udaji a utajeni udaji, zejména
zdakon ¢. 101/2000 Sb. o ochrané
osobnich udajli, ve znéni pozdéjsich
piedpist (dale jen ,Zakon o
ochrané udajac). Hlavni
zkousSejici a zdravotnické zafizeni
pfijmou  veskerd technickd a
organizacni opatfeni, aby zabranili
neopravnénému nebo nezakonnému
zpracovani, ndhodné ztraté, zniceni
nebo poskozeni ¢i  prozrazeni
Osobnich udaji. CRO a spolecnost
Pfizer pfiyymou pfisluSna opatieni,
aby  ochranily  divérnost a
bezpetnost  veSkerych  Osobnich
udaju, které obdrzi v souvislosti se
Studii.

Pouzivani idaji spolecnosti Pfizer
a_ CRO. Osobni udaje budou
zpracovavany a pouZzivany pro
ucely administrace této Smlouvy a
ve spojeni se Studii. Informace
tykajici se Hlavniho zkousSejiciho,
spoluzkousejicich a vyzkumnych
pracovniki budou vedeny v jedné
nebo vice databazich za ucelem
zajisténi jejich mozného zapojeni
do budouciho vyzkumu a z davodu
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comply with any regulatory vyhovéni vSem zakonnym
requirements. pozadavkum.

6.3  Financial Disclosure. Where the 6.3  Sdélovani finan¢nich
Study is deemed by Pfizer to be a udaji. V pripadech, kdy spole¢nost
“covered study” for the purpose of Pfizer shleda, Ze se na Studii
the United States Food and Drug vztahuje natizeni amerického Utadu
Administration regulation entitled pro kontrolu potravin a 1éCiv
“Financial Disclosure by Clinical (,FDA*)  nazvané ,Sdé€lovani
Investigators” (the “FDA finan¢nich informaci zkousejicimi v
Regulation”), Principal klinickém vyzkumu“ (dale jen
Investigator agrees, and Principal ,NaFizeni FDA®), Hlavni
Investigator or Institution, as zkouSejici  souhlasi a  Hlavni
appropriate, will ensure that any zkouSejici  nebo  zdravotnické
sub-investigator engaged in the zafizeni (podle konkrétnich
Study agrees, to disclose to CRO okolnosti) zajisti souhlas vSech
and Pfizer all relevant financial and spoluzkousejicich, podilejicich se
other information (including details na Studii, se sdé€lovanim veskerych
of equity interests in Pfizer or any ptislusnych financ¢nich a dalSich
of its affiliates) relating to the informaci CRO a spolecnosti Pfizer
Principal Investigator or sub- (vCetné informaci o majetkovych
investigators, as the case may be podilech ve spole¢nosti Pfizer nebo
(and, where relevant, spouse and jejich ptidruzenych spolecnostech)
dependants of Principal Investigator tykajicich se Hlavniho zkousejiciho
or sub-investigator) as required by nebo  spoluzkousejicich  (podle
CRO to enable Pfizer to comply konkrétnich okolnosti) (a
with the FDA Regulation. Vv relevantnich ptipadech také jejich

manzeld, manzelek a osob na nich
zavislych), jak to vyzaduje CRO,
aby umoznili spole¢nosti Pfizer
splnit pozadavky Naftizeni FDA.

6.4  Disclosure and Transfer. Some of 6.4  Sdélovani a pienos

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
Institution will ensure that all
necessary consents are in place to
comply with the provisions of this
Section 6 with respect to any
affected employees and contractors
of Institution and shall execute the
EU standard contractual clauses on
a controller-to-controller basis that
are attached as Attachment E.
Principal Investigator will ensure

informaci. N¢které Osobni Udaje,
jimiz se zabyva c¢lanek 6 této
Smlouvy, mohou byt sdéleny nebo
pfedany jinym c¢lenim CRO nebo
skupiny spolecnosti Pfizer,
zastupciim a dodavatelim
pracujicim jménem CRO nebo
skupiny Pfizer a zahrani¢nim
kontrolnim Gfadim. Zdravotnickée
zafizeni zajisti ziskani veskerych
nezbytnych souhlasii, aby bylo
vyhovéno ujednanim ¢lanku 6 této
Smlouvy ve vztahu ke vSem
dotCenym  zaméstnancim nebo
dodavatelim zdravotnickeho
zatizeni a bude  vykonavat
standardni smluvni ustanoveni EU
na bazi spravce-spravci, jak je
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7. Informed

such consent for any individuals
working under Principal
Investigator’s direction and control
who are not employees or
contractors of Institution.

Consent and Subject

Recruitment.

7.1

7.2

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

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

uvedeno v Priloze E. Hlavni
zkousejici zajisti takovy souhlas pro
vSechny jednotlivce pracujici pod
vedenim a kontrolou Hlavniho
zkousejiciho, kteti nejsou
zameéstnanci nebo dodavateli
zdravotnického zafizeni.

7. Informovanv souhlas a nabor subjektu.

7.1

7.2

Pfizer || _czE_cTA-TRI_ I _22vay17 - Final

Site Name: Fakultni nemocnice Brno | Site Number:

Informovany souhlas. Hlavni
zkouSejici  ziskd  informovany
souhlas od kazdého subjektu studie
a ulozi podepsany stejnopis tohoto
souhlasu v zaznamech ptislusného
Subjektu  studie. CRO nebo
spole¢nost Pfizer poskytne piedlohu
dokumentu informovaného
souhlasu pro studii, kterd byla
schvdlena  EK a  SUKL.
Zdravotnické zafizeni a Hlavni
zkouSejici nesmi provadét zadné
zmény tohoto dokumentu aniz by
obdrzeli ptedchozi pisemny souhlas
CRO nebo spolecnosti Pfizer diive,
nez upraveny dokument
informovaného souhlasu pouziji
(vCetné jakychkoli Uprav
provedenych ~ béhem  Studie).
Zdravotnické zatizeni a Hlavni
zkouSejici nesmi provadét nabor
potencialnich Subjekti pro ucast ve
Studii, zahdjit vyzkum, na ktery se
vztahuje tato Smlouva, nebo
podavat hodnocené lécivo (tak, jak
je definovano nize) Subjektim
studie, dokud nebyl ziskan platny
informovany souhlas od kazdého
Subjektu studie.

Nébor subjekti. Hlavni zkousejici
poskytne CRO pfilezitost provétit a
schvalit obsah veSkerych materiali
tykajicich se naboru do Studie
zaméfeného na potencialni Subjekty
studie pfed tim, nez tyto materialy
pouzije. Tento pozadavek se
vztahuje na veskeré tyto materidly
bez ohledu na médium.
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7.3  Adverse Events. Institution will
ensure, through Principal
Investigator, reporting of adverse
events experienced by Study
Subjects in  accordance  with
instructions in the Protocol and
applicable  regulations. This
includes, where required, prompt
reporting by telephone or facsimile
to CRO and/or Pfizer. Accordingly,
CRO and/or Pfizer will, so far as is
lawful, have full responsibility for
the reporting of all adverse events
to local and international regulatory
and/or health authorities.

Investigational Drug. CRO will arrange for
Institution to receive, at no charge,
sufficient quantities of the Pfizer product
that is being studied (“Pfizer Drug”) to
allow Principal Investigator to conduct the
Study.  Unless otherwise indicated in
Attachment A (Study Budget and Payment
Terms), CRO will also arrange for
Institution to receive at no charge, or will
cover the costs of, any other Protocol-
required drugs (e.g., placebo, comparator
drug, concomitant drug).  Any other
Protocol-required drug that CRO or Pfizer
provides or covers the cost of is, together
with the Pfizer Drug, considered
"Investigational  Drug." The
Investigational Drug shall be supplied to
Institution’s pharmacy. Institution hereby
undertakes to ensure that the Investigational
Drug be stored separately from other
medication in the pharmacy, and its
preparation, inspection, preserving and
dispensing (hereinafter only “Investigational
Drug Handling”) be performed in
compliance with Protocol, Pfizer and/or
CRO instructions and also pursuant to
generally binding legal regulations specified
above under Sec. 1.3, and the Good
Pharmacy Practice, as well as the terms and
conditions  stipulated by  applicable
Directives issued by State Institute for Drug
Control.

7.3  Nezadouci ptihody. Zdravotnicke
zafizeni  zajisti  prostfednictvim
Hlavniho zkousejiciho, aby byly
nahlaSeny  vSechny  nezadouci
ptihody, které se u Subjekt studie
vyskytnou, Vvsouladu s pokyny
uvedenymi v Protokolu a platnych
piedpisech. Kde je to vyzadovano,
hlaSeni  zahrnuje  bezodkladné
hlaseni CRO a spolecnosti Pfizer
telefonicky nebo faxem. V tomto
ohledu ponese CRO  nebo
spole¢nost Pfizer v zakonem daném
rozsahu plnou odpovédnost za
hlaSeni vSech nezadoucich piihod
mistnim a zahrani¢nim kontrolnim
¢i zdravotnim uradtim.

Hodnocené 1é¢ivo.  CRO zajisti, aby
zdravotnické zafizeni bezplatné obdrzelo
dostate¢né mnozstvi piipravku spole¢nosti
Pfizer, ktery je pfedmétem hodnoceni,
(,1é¢ivo spoletnosti Pfizer), a tim
umoznilo Hlavnimu zkousejicimu provadet
Studii.  Neni-li v pfiloze A (Rozpocet
studie a platebni podminky) uvedeno jinak,
CRO zajisti, aby zdravotnické zafizeni
obdrzelo také jakdkoli dalsi IéCiva
vyzadovana podle Protokolu, a to
bezplatné, nebo naklady na né pokryje
(napf. placebo, srovnavaci lé¢ivo, soubézné
podavané lécivo). Jakékoli  dalsi
Protokolem vyZzadované lé¢ivo, které CRO
nebo spolecnost Pfizer poskytuje nebo
jehoz naklady kryje, je spole¢né s lé¢ivem
spolecnosti ~ Pfizer = povazovano  za
,Hodnocené lé¢ivo“. Hodnocené lécivo
bude dodano do lékarny zdravotnického
zafizeni.  Zdravotnické zafizeni se timto
zavazuje, ze zajisti, aby bylo Hodnocené
[éCivo ulozeno v 1ékarné oddélené od
ostatnich léCiv, a aby pfiprava, kontrolovani,
uchovavani a vydavani Hodnoceného 1éc¢iva
(dale  jen ,nakladani s hodnocenym
Ié¢ivem®) probihaly v souladu s Protokolem
a pokyny spolecnosti Pfizer nebo CRO, dale
se vSeobecné zdvaznymi pravnimi piedpisy
uvedenymi ve Clanku 1.3 vyse, se spravnou
lékarenskou praxi a rovnéz dle pravidel a
podminek  stanovenych v pfislusnych
smérnicich / pokynech vydanych Sttnim
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Institution will appoint two appropriately
qualified and experienced pharmacists. The
pharmacists will hold current practising
certificates (with no restrictions) and be
registered with the professional governing
body of pharmacists in the Czech Republic
pursuant to applicable laws, who shall be
responsible  for  Investigational  Drug
Handling and keeping full records thereon.
Immediately  after  appointing  such
pharmacists, Institution shall notify CRO in
writing of the name and surname of the
appointees along with the appropriate
contact details, if applicable.  Principal
Investigator hereby undertakes to use and
administer the Investigational Drug directly
from Institution’s pharmacy in compliance
with the Protocol and in doses required for
each individual Study Subject visit.

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

8.2 Use. Principal Investigator and
Institution will use Investigational
Drug only as specified in the
Protocol and in strict accordance
with Pharmaceuticals Law and
other applicable legal regulations.
Any other use of Investigational
Drug by Principal Investigator or
Institution or permitted by Principal

Investigator or Institution
constitutes a material breach of this
Agreement.

ustavem pro kontrolu 1é¢iv.

Zdravotnické zafizeni ur¢i dva nalezité
kvalifikované a  zkuSené  Iékarniky.
Lékarnici budou drziteli platnych profesnich
osvédceni (bez omezeni), budou zapsani u
oficidlni profesni organizace Iékarnikl v
Ceské republice v souladu s pfislusnymi
pravnimi piredpisy a budou odpovidat za
nakladani s Hodnocenym lé¢ivem a za
vedeni kompletni dokumentace o této
¢innosti. Zdravotnické zafizeni neprodlené
po jejich jmenovani pisemné oznami CRO
jméno a piijmeni uvedenych osob spolu s
nalezitymi  kontaktnimi  (daji.  Hlavni
zkousejici se zavazuje, ze bude Hodnocené
[éCivo pouzivat a podavat pfimo z Iékarny
zdravotnického zafizeni Vv souladu s
Protokolem a v davkach pozadovanych pro
jednotlivé studijni navstévy Subjektt studie.

8.1  Uchovavani a vydej.  Hlavni
zkouSejici a zdravotnické zafizeni
budou  provadét  odpovidajici
kontrolu dodavek Hodnoceného
lé¢iva a nepodaji nebo nevydaji
1é¢ivo nikomu, kdo neni Subjektem
studie, ani k nému neumozZni
pfistup  nikomu  jinému nez
pracovniktim Studie.

8.2  Pouziti. Hlavni zkouSejici a
zdravotnické zafizeni zajisti, Ze
hodnocené lé¢ivo bude pouzivano
pouze zpusobem Stanovenym v
Protokolu a v pfisném souladu se
Zakonem o lécivech a s dal§imi
pfisluSnymi  pravnimi  ptredpisy.
Jakékoli jiné pouziti nebo povoleni
pouziti Hodnoceného lé¢iva
Hlavnim zkousejicim nebo Instituci
predstavuje zdsadni poruseni této
smlouvy.
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10.

8.3  Ownership of Pfizer Drug. Pfizer
Drug is and remains the property of
Pfizer. Except for, and limited to,
the use specified in the Protocol,
Pfizer grants neither Principal
Investigator nor Institution any
express or implied intellectual
property rights in the Pfizer Drug or
in any methods of making or using
the Pfizer Drug.

Equipment or Materials. CRO or Pfizer
may provide, or arrange for a vendor to
provide, certain equipment (“Equipment”)
or proprietary materials for use by
Principal Investigator or Institution during
the conduct of Study. Such proprietary
materials may include computer software,
methodologies, rating scales and other
instruments that are owned or licensed for
use by CRO or Pfizer (collectively,
“Materials”). Equipment or Materials to
be provided for the Study and any
requirements relating to them are described
in Attachment C, Equipment and Materials
which is incorporated into this Agreement
by reference. Additional provisions relating
to the loan of Equipment are contained in
the Loan Agreement entered into by the
CRO and the Institution (the “Loan
Agreement”). In the event that there is any
conflict between the terms of the Loan
Agreement and the terms of this
Agreement, the terms of the Agreement
will prevail.

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

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

10.

8.3  Vlastnictvi  léfiva  spole¢nosti
Pfizer. Lécivo spolecnosti Pfizer je
a zlstane vlastnictvim spole¢nosti
Pfizer. S vyjimkou omezenou na
pouziti urené¢ v  Protokolu
spolecnost Pfizer neudéluje
Hlavnimu zkousSejicimu ani
zdravotnickému  zafizeni  zadna
vyslovna ani konkludentni prava k
dusevnimu  vlastnictvi  ohledné
Lé¢iva spolecnosti Pfizer nebo k
jakymkoli metoddm vyroby nebo
pouziti Lé¢iva spole¢nosti Pfizer.

Vybaveni nebo materially. CRO nebo
spolecnost Pfizer muze poskytnout nebo
zajistit, aby prodejce poskytl, uréité
vybaveni (dale jen ,Vybaveni) nebo
chranéné materialy pro pouziti Hlavnim
zkouSejicim  nebo  Instituci  b&hem
provadéni  studie. Takové chranéné
materidly mohou zahrnovat pocitaCovy
software, metodologie, hodnotici Skaly a
jiné nastroje, které CRO nebo spolecnost
Pfizer vlastni nebo pouzivani na zakladé¢
licence (spole¢né dale jen ,,Materialy®).
Vybaveni nebo Materidly, které maji byt
pro Studii poskytnuty, a  veskeré
pozadavky, které se k nim vztahuji, jsou
popsany v ptiloze C, Vybaveni a materidly,
jez tvori nedilnou soucast této Smlouvy.
Dal8i ustanoveni tykajici se vypijceni
vybaveni jsou obsazeny ve smlouvé o
vyptijéce mezi CRO a Zdravotnickym
zatizenim (déle jen "Smlouva o vypijcce").
V ptfipadé, ze existuje rozpor mezi
podminkami  Smlouvy o vypajéce a
podminkami  této  smlouvy, budou
pfevazovat  podminky  Smlouvy o
klinickém hodnoceni.]

Duvérné informace. V prabéhu Studie
mize Hlavni zkousSejici nebo zdravotnicke
zatizeni obdrzet nebo vytvofit informace,
které jsou pro CRO, spolec¢nost Pfizer nebo
piidruzenou spolecnost spolecnosti Pfizer
divérné povahy.

10.1 Definice. Pokud neni v ¢&lanku
10.2 nize, Vyluky dale uvedeno
jinak, ,,DUvVErné informace*
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the Protocol,
the Investigator Brochure,

Study Data (as defined in
Section 11, Study Data,
Biological Samples, and
Study Records below),
Biological Sample Analysis
Data (as defined in Section
11, Study Data, Biological
Samples, and Study
Records, below),
Attachment A (Study
Budget and Payment Terms)
to this Agreement, and

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

zahrnuiji:

Protokol,
Soubor  informaci  pro
zkousejiciho,

Studijni  Gdaje  (jak je
definuje ¢lanek 11, Studijni
Gdaje  studie, biologické
vzorky a studijni zd&znamy),
Gdaje analyz biologickych
vzorkd jak jsou definovany
v ¢lanku 11, Studijni Gdaje,
biologické vzorky a studijni
zaznamy ),

prilohu A (Rozpocet studie
a platebni podminky) této
Smiouvy a

veskeré dalSi informace
souvisejici  se Studii,
s Lé¢ivem spolecnosti Pfizer
nebo s technologii,
vyzkumem nebo
obchodnimi  plany CRO,
spolecnosti  Pfizer nebo
jejich pridruzenych
spole¢nosti, které CRO,
spoleCnost  Pfizer nebo
nékterd  jeji  pridruZend

spole¢nost poskytne
Hlavnimu zkousejicimu
nebo zdravotnickému

zatizeni v pisemné nebo jiné
hmotné podobé a oznaci
jako DUVERNE nebo které
jim plavodné sdéli ustné a
nasledné¢ shrne a potvrdi
pisemné jako DUVERNE
do 30 dnd ode dne ustniho
sd¢leni. Ustng  sdélené
informace popsané v ¢lanku
10.1.f. vySe budou téz
povazovany za  divérné
informace, i v pripadé, Ze
nedojde K pozdé&jsimu
pisemnému potvrzeni jejich
davérnosti, pokud je
divérny charakter jejich
sdéleni druhé strané
pfiméfené ziejmy.

10.2 Exclusions. Confidential 10.2  Vyluky. Duvérné informace
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Information does not include nezahrnuji takové informace,
information that
a. is in the public domain at a. které jsou veiejn¢ dostupné

the time of disclosure or
during the term of this

v dob¢ jejich sdéleni nebo v
dobé trvani tohoto zavazku

confidentiality obligation by mlc¢enlivosti jakymkoli
means other than breach of jinym  zpisobem,  neZ
this Agreement by Principal poruSenim této  Smlouvy
Investigator or Institution, Instituci nebo  Hlavnim
zkousejicim,
b. is already known to b. které jsou jiz Hlavnimu
Principal Investigator or zkousejicimu nebo
Institution at the time of zdravotnickému zafizeni

disclosure and is free of any

znamy v dobé¢ jejich sdé€leni

obligations of a nepodléhaji  Zadnému
confidentiality, zavazku mlcéenlivosti,
C. is obtained by Principal C. které Hlavni zkousejici nebo

Investigator or Institution,
free of any obligations of
confidentiality, from a third
party who has a lawful right

zdravotnické zafizeni ziskali
bez jakéhokoli zavazku
mlcenlivosti od tfeti strany,
ktera ma zékonné pravo je

to disclose it, or sdilet, nebo

d. is independently developed, d. které  jsou vytvofeny
as documented by written nezavisle tak, jak je
records, by Principal dolozeno pisemnymi
Investigator’s personnel or zaznamy, personalem
individuals within Hlavniho zkousejiciho nebo
Institution who had no osobami % ramci
access to  Confidential zdravotnické zafizeni, které
Information. nemély k divérnym

informacim pfistup.

10.3 Confidentiality of Personal Data. 10.3 Duvérnost Osobnich udaja.
All Personal Data (as defined in Vsechny Osobni Gdaje (podle
Section 6.1, Personal Data) that definice v c¢lanku 6.1, Osobni
Principal Investigator or Institution Udaje), které Hlavni zkousejici nebo
collects, processes, stores, transfers, zdravotnické zafizeni shromazd'uje,
or uses in connection with the zpracovava, uklada, pfenasi nebo
conduct and reporting of the Study pouziva ve spojitosti s provadénim
is also to be identified and treated studie a podavanim zprav o Studii,
as Confidential Information for the budou pro ucely této Smlouvy
purposes of this Agreement. pokladany za dtvérné informace, a

bude s nimi takto zachéazeno.

10.4 Obligations of Confidentiality. 10.4 Zavazek mlcenlivosti. Hlavni

Unless CRO or Pfizer provides
prior written consent, Principal
Investigator and Institution may not
use Confidential Information for
any purpose other than that

zkousejici ani zdravotnické zafizeni
nesméji bez predchoziho pisemného
souhlasu CRO nebo spole¢nosti
Pfizer pouzivat divérné informace
za zadnym jinym ucelem neZ tim, k
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10.5

authorized in this Agreement, nor
may they disclose Confidential
Information to any third party
except as authorized in this
Agreement or as required by law,
including applicable regulations.

a. CRO and Pfizer specifically
authorize  any  required

némuz je opraviuje tato Smlouva, a
dale  Hlavni  zkouSejici  ani
zdravotnické zatizeni nesméji sdélit
divérné informace zadné treti
stran¢ s vyjimkou situaci, v nichz je
k tomu opraviiuje tato Smlouva,
nebo v nichZ to vyzaduji pfislusné
pravni predpisy.

a. Spole¢nost Pfizer a CRO
vyslovné dovoluji jakékoli

disclosure of Confidential pozadované sdéleni
Information to  SUKL, davérnych informaci SUKL,
IRB/IEC  or regulatory EK nebo zastupciim
authority representatives. ptislusného kontrolniho

uradu.
b. Permitted uses of Study b. Dovolena pouziti Studijnich
Data and Biological Sample udaji a udaju  analyz

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).

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

10.5

biologickych vzorkli jsou
popsana v  Clanku 15
(Publikace) této Smlouvy a
pouziti Osobnich udaji jsou
popsana v ¢lanku 6
(Ochrana udaji a sdélovani
finan¢nich informaci FDA).

Sdéleni informaci  pozadované
zakonem. Je-li pravnimi piedpisy
pozadovano  sdéleni davérnych
informaci nad rdmec vyslovné
dovoleny touto Smlouvou,
nepiedstavuje  takoveé sdéleni
informaci poruSeni této Smlouvy,
pokud strana, ktera tyto informace
sdéluje:

a. notifies CRO in writing as a. pfedem pisemné informuje
far as possible in advance of CRO, s «co nejvetsim
the disclosure so as to allow moznym casovym

CRO or Pfizer to take legal
action to protect its
Confidential Information,

predstthem pied sdélenim
informaci, aby CRO nebo
spole¢nost  Pfizer mohly
podniknout veskeré pravni

kroky k ochran¢ svych

davérnych informaci,
b. discloses only that b. sdéli pouze ty davérné
Confidential Information informace, které  jsou

required to comply with the
legal requirement, and
C. continues to maintain the

vyzadovany ze z&kona, a

C. bude nadale zachovavat
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confidentiality  of  this
Confidential Information
with respect to all other
third parties.

diuvérny charakter téchto
davérnych informaci ve
vztahu ke vSem ostatnim
tfetim stranam.

10.6 Survival of Obligations. For 10.6 Prfetrvani zavazku. U davérnych
Confidential Information other than informaci krom¢ Osobnich udajt
Personal Data (as defined in Section (jak jsou definovany v ¢lanku 6,
6, Data Protection and FDA Ochrana  udajt a  sdélovani
Financial Disclosure), Study Data, finan¢nich informaci FDA),
and Biological Sample Analysis Studijnich tdaji a udaji analyz
Data (as defined in Section 11, biologickych vzorkti (jak jsou
Study Data, Biological Samples, definovany v ¢lanku 11, Studijni
and  Study Records), these Udaje, biologické vzorky a studijni
obligations of  nonuse and zaznamy)  pretrvavaji =~ zavazky
nondisclosure survive termination 0 nepouziti a mlcenlivosti i po
of this Agreement and continue for ukonceni této Smlouvy a trvaji po
a period of five vyears after dobu péti let od jejiho ukonceni.
termination. Confidentiality Zavazek  mlcenlivosti  ohledné
obligations for Personal Data, Study Osobnich udajt, Studijnich udaji a
Data, and Biological Sample udaji analyz biologickych vzorkt
Analysis Data survive for as long as pretrvava po celou dobu, po kterou
Principal Investigator or Institution bude tyto informace Hlavni
retain this information, subject to zkouSejici  nebo  zdravotnické
the permitted uses and disclosures zatizeni uchovavat, pod podminkou
described in Sections 6 and 15 dovoleného pouziti a sdélovani
(Publications) of this Agreement. popsaného v ¢lancich 6 a 15

(Publikace) této Smlouvy.
10.7  Return of Confidential Information. 10.7 Vraceni  davérnych  informaci.

If requested by CRO and/or Pfizer
in writing, Principal Investigator
and Institution will return all
Confidential Information except
that required to be retained at the

Hlavni zkouSejici a zdravotnické
zafizeni vrati na pisemnou Zadost
CRO nebo spolecnosti Pfizer
veskeré davérné informace kromé
téch, u nichz pftislusné predpisy

Study site or by Principal pozaduji, aby byly uchovavany na
Investigator by applicable zkou$ejicim  pracovisti nebo
regulation. However, Principal vrukou Hlavniho zkousSejiciho.

Investigator and Institution may
each retain a single archival copy of
the Confidential Information to
determine the scope of obligations
incurred under this Agreement.

Study Data, Biological Samples, and Study

Hlavni zkouSejici a zdravotnické
zafizeni si vSak mohou kazdy
ponechat jednu archivni kopii
davérnych informaci k urceni
rozsahu zavazkli vyplyvajicich z
této Smlouvy.

Studijni Udaje, biologické vzorky a studijni

7

Records zaznamy
11.1 Study Data. During the course of 11.1  Studijni udaje studie. Béhem studie

the Study, Principal Investigator
will collect certain data, as

shromdzdi Hlavni zkousSejici urcité
Gdaje uvedené v Protokolu, a
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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.

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

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

ptedlozi je CRO, spole¢nosti Pfizer
nebo zastupci spolecnosti Pfizer
(dale jen ,Studijni Udaje ).
Hlavni zkouSejici zajisti vcasné
shromazdéni, zaznamenani a
piedlozeni Studijnich udaju, vcetné
dodrzovani casového
harmonogramu  zadavani udaja
stanoveneho Vv dokumentu
PozZadavky na vyplnéni Zaznamu
subjektu hodnoceni, ktery
Hlavnimu zkouSejicimu poskytne
CRO nebo spolecnost Pfizer.

a. Vlastnictvi Studijnich
udaji. S vyhradou préva
Hlavniho zkousejiciho na
pouziti  Studijnich  Gdaja
Kk publikaci vysledkt Studie
(viz ¢lanek 15, Publikace) je
vyluénym vlastnikem vsech
Studijnich tdaji spole¢nost
Pfizer.

b. Zdravotni zaznamy.
Zdravotni zaznamy tykajici
se Subjektd studie, které
nejsou poskytovany CRO
nebo spole¢nosti  Pfizer,
mohou obsahovat urcité
informace, které  jsou
totozné s informacemi ve
Studijnich udajich; nicméné
CRO ani spole¢nost Pfizer
si nevyhrazuje narok na
vlastnictvi téchto
dokumentd nebo Vv nich
obsazenych informaci.

C. Kontrola udaji provadéna
CRO. CRO nebo spole¢nost
Pfizer  bude obdrzené
Studijni  udaje  prubézné
kontrolovat. CRO  nebo
spoleCnost  Pfizer  bude
dodrzovat platné piedpisy

stanovujici povinnost
informovat zucastnéné
zkousSejici o novych Udajich
0 bezpecnosti Léciva

spole¢nosti  Pfizer (podle
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and/or Pfizer further
commits to notify Principal
Investigator promptly of any
other new information of
which CRO and/or Pfizer
becomes aware that could
affect the safety of the Study
Subjects or influence the
conduct of the Study.

definice v ¢lanku 8 této
Smiouvy). CRO nebo
spole¢nost Pfizer se dale
zavazuje sdélit Hlavnimu
zkousejicimu bez
zbytecného odkladu veskeré
dalsi nové informace, které
CRO nebo spole¢nost Pfizer
ziskd a které by mohly
ovlivnit bezpecnost
Subjekt studie nebo
provadéni Studie.

d. Study  Results. After d. Vysledky  Studie. Po
analysis of Study Data from dokondeni analyzy
all sites is complete, CRO or Studijnich udajia ze vsech
Pfizer will provide Principal pracovist’, poskytne
Investigator with a summary spole¢nost Pfizer nebo CRO
of the overall results of the Hlavnimu zkousejicimu

Study. CRO and Pfizer
encourage Principal
Investigator to communicate
the results, as appropriate, to
the Study Subjects. If
within two years after Study
completion Pfizer identifies
results that could affect
Study Subject safety, CRO
or Pfizer, in consultation
with SUKL/the IRB/IEC as
appropriate, will cooperate

shrnuti celkovych vysledkt
studie. CRO a spole¢nost
Pfizer doporuc¢uji Hlavnimu
zkousejicimu, aby vhodnym
zpusobem sdélil vysledky
Subjektim studie. Pokud
spolecnost Pfizer do dvou
let od dokonceni studie
identifikuje vysledky, které
by mohly ovlivnit
bezpecnost Subjektl studie,
bude CRO nebo spole¢nost

with Principal Investigator Pfizer po  poradé  se
or Institution to ensure that SUKL/ EK vhodnym
those results are zpusobem spolupracovat

appropriately communicated
to the Study Subjects by
Principal  Investigator or
Institution.

s Hlavnim zkousSejicim nebo
Instituci a zajisti, aby tyto
vysledky  byly  Hlavnim
zkousejicim nebo Instituci
odpovidajicim  zpilisobem
sdéleny Subjektiim studie.

11.2 Biological Samples. If so specified 11.2 Biologické vzorky. Je-li to
in the Protocol and the informed stanoveno v  Protokolu a v
consent  document, Principal dokumentu informovaného
Investigator may collect and souhlasu, mtize Hlavni zkouSejici

provide to CRO, Pfizer or their
designee biological samples
obtained from Study Subjects (e.g.,
blood, urine, tissue, saliva, etc) for
testing that is not directly related to
Study Subject care or safety

odebirat a poskytovat CRO,
spolecnosti  Pfizer nebo jejich
uréenému  zastupci  biologické
vzorky (napft. krev, moc¢, tkan, sliny
atd.) ziskane od Subjektd studie k
testim, které pfimo nesouviseji
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monitoring, such as
pharmacokinetic,
pharmacogenomic, or biomarker
testing (“Biological Samples™).

a. Use. Neither Principal
Investigator nor Institution
will 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 will provide the
results of these tests

(“Biological Sample
Analysis Data”) to
Principal Investigator,

Institution or Study Subject.
If CRO or Pfizer does
provide Biological Sample
Analysis Data to Principal
Investigator or Institution,
that data will be subject to
the provisions of
Section 11.1 (Study Data) of
this Agreement and
considered part of Study
Data for purposes of this
Agreement and may be used
by Principal Investigator to
prepare publications of the
results of the Study (see
Section 15, Publications).

C. Ownership.  Pfizer is the

SpéCi o Subjekty studie nebo
S monitorovanim bezpecnosti, jako
jsou farmakokinetické nebo
farmakogenomické testy  nebo
testovani biomarkera (dale jen
,,Biologickeé vzorky).

a. Pouziti. Hlavni zkousSejici
ani  zdravotnické zafizeni
nepouziji Biologické vzorky
odebrané podle Protokolu
jinym zpusobem nebo za
jinym tucelem, nez jaky je
popsan v Protokolu. CRO a
spole¢nost  Pfizer budou
pouzivat Biologické vzorky
pouze zpusobem dovolenym
v dokumentu
informovaného souhlasu, na
jehoz zaklad¢ byly ziskany.

b. Udaje analyz. CRO,
spole¢nost Pfizer nebo jimi
uréené osoby provedou testy

Biologickych vzorkl
zpusobem  popsanym Vv
Protokolu. Pokud neni

v Protokolu stanoveno jinak,
neposkytne CRO vysledky
téchto testdi (dale jen
,Udaje analyz
biologickych vzorki )
Hlavnimu zkousejicimu,
zdravotnickému zafizeni ani
Subjektu studie.  Jestlize
CRO poskytne Udaje analyz

biologickych vzorkl
Hlavnimu zkousSejicimu
nebo zdravotnickému

zatizeni, budou tyto uUdaje
podléhat ujednanim clanku
11.1 (Studijni Gdaje studie)
této Smlouvy, budou pro
ucely této Smlouvy
povazovany za  Studijni
Udaje a Hlavni zkousSejici je
muize pouzit k piipravé
publikaci vysledki studie
(viz ¢lanek 15, Publikace).

C. Vlastnictvi. Spole¢nost
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11.3

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

Study Records. On behalf of
Principal Investigator and itself,
Institution 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 unless
CRO or Pfizer authorizes, in
writing, earlier destruction.
Institution agrees to contact Pfizer
at | prior to destroying any
Study Records and Principal
Investigator and Institution further
agree to permit Pfizer to ensure that
the Study Records are retained for a

longer period if necessary, at
Pfizer’s  expense, under an
arrangement that protects the

confidentiality of the records (e.g.,
secure off-site storage

12. Monitoring, Inspections, and Audits

12.1

Monitoring. CRO intends to
monitor Study conduct. Pfizer, or

an external service provider acting
on its behalf, has the right, but not
the obligation, to co-monitor the
Study. Upon reasonable notice and

during regular business hours,
Principal Investigator and
Institution will permit CRO or

Pfizer representatives access to the
premises, facilities, Study Records,
sub-investigators, and research staff

as required to monitor Study
conduct. CRO or Pfizer will
promptly notify Principal

11.3

Pfizer je vyluénym
vlastnikem vSech
Biologickych  vzorki a
Udajti analyz biologickych
vzorkd.

Studijni zaznamy.  Zdravotnické
zatizeni bude pro potieby Hlavniho
zkouSejictho a  své  vlastni
uchovéavat Studijni zaznamy
kazdého Subjektu studie, které
zahrnuji kopie vSech Studijnich
udaji Hlavniho zkousejiciho, jakoz
I prislusné zdrojové dokumenty

(spole¢né¢ dale jen ,,Studijni
zaznamy*), za  skladovacich
podminek  zajistujicich  jejich

stabilitu a ochranu po dobu 15 let
od ukonceni Studie, pokud CRO
nebo spolecnost Pfizer pisemné
neschvali  drivejsi likvidaci.
Zdravotnické zafizeni souhlasi, Ze
bude spole¢nost Pfizer kontaktovat
na adrese pred likvidaci
jakychkoli zaznamd, a Hlavni
zkousSejici a zdravotnické zafizeni
dale souhlasi, A4S umozni
spolecnosti Pfizer v piipadé
nutnosti uchovavat zdznamy delsi
dobu, na naklady spole¢nosti Pfizer,
zpusobem, Ktery zajisti ochranu
divérnosti téchto zaznamil (napf.
bezpe€né externi ulozeni).

12. Monitorovéani, inspekce a audity

12.1
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Monitorovani. CRO ma v umyslu
monitorovat  provadéni  studie.
Spole¢nost Pfizer nebo externi
poskytovatel sluZzeb jednajici jejim
jménem ma pravo, avSak nikoli
povinnost, se na monitorovani
studie spolupodilet. Po ozndmeni, s
piiméfenou lhitou, a béhem bézné
pracovni doby povoli Hlavni
zkousSejici a zdravotnické zafizeni
zastupcim CRO nebo spolecnosti
Pfizer pfistup do prostor, zafizeni,
ke  Studijnim  zadznamim, a
spoluzkousejicim a vyzkumnym
pracovnikim tak, jak to vyzaduje
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12.2

Investigator of any monitoring
findings that could affect the safety
of Study Subjects or influence the
conduct of the Study. Principal
Investigator will inform  Study
Subjects of such findings as
appropriate.

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

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

b. Right to be Present. If not
prohibited by law, Pfizer or
CRO will have the right to

12.2

monitorovani  provadéni  studie.
CRO nebo spolecnost Pfizer bude
Hlavniho zkousSejictho neprodlené
informovat o vSech nalezech
monitorovani, které by mohly
ovlivnit bezpec¢nost Subjektt studie
nebo provadéni Studie.  Hlavni
zkouSejici  bude o takovychto
zjisténich odpovidajicim zplGsobem
informovat Subjekty studie.

Inspekce _a _audity. Hlavni
zkousejici a zdravotnické zatizeni
berou na védomi, ze Studie podléha
inspekci ze strany zahrani¢nich
kontrolnich ufadd, véetné FDA
USA, a Ze k takovymto inspekcim
muze dojit i po dokonéeni Studie a
mohou zahrnovat audit Studijnich
zaznami. CRO nebo spolecnost
Pfizer mohou také provadét audit
Studijnich zaznam béhem Studie
nebo po jejim dokonceni jako
soucast monitorovani provadéni
Studie.

a. Oznameni. Hlavni
zkousSejici bude informovat
CRO co mozna nejdiive,
pokud  kontrolni  ufad
provede inspekci pracovisté
v souvislosti se Studii nebo
pokud  bude  takovéato
inspekce naplanovana.

b. Pravo byt pfitomen. Neni-li
to zakazano zakonem, bude
mit CRO nebo spolecnost

be present during, and Pfizer pravo byt pfitomna a
participate in, any such ucastnit se kazdé takové
inspection, audit, inspekce, auditu, Setfeni
investigation, or regulatory nebo kontrolni ¢innosti.
action.

C. Cooperation. Principal C. Spolupréace. Hlavni
Investigator and Institution zkouSejici a zdravotnické
will cooperate with zafizeni budou
regulatory authority and spolupracovat s kontrolnim
CRO or Pfizer ufadem a zastupci CRO

representatives  in  the
conduct of inspections and

nebo spole¢nosti Pfizer pii
provadéni inspekci a auditl
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audits and will ensure that
Study Records are
maintained in a way that
facilitates such activities.

d. Resolution of Discrepancies.
Institution  will, through
Principal Investigator,

promptly  resolve  any
discrepancies  that  are
identified between the Study
Data and the  Study
Subject’s medical records.

e. Inspection  Findings and
Responses. Principal

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

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

13. Remedies for Breach of Certain Study 13.
Obligations. In the event Principal
Investigator or Institution fails to comply
with any of its obligations set out in
Sections 3 (Protocol), 7 (Informed Consent
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a zajisti, aby Studijni
zaznamy  byly  vedeny
zpusobem, ktery takovéto
¢innosti usnadnuje.

d. Reseni nesrovnalosti.
Zdravotnické zafizeni bude
prostiednictvim  Hlavniho

zkousejiciho neprodlen¢
resit  jakékoli zjisténé
nesrovnalosti mezi
Studijnimi udaji a
zdravotnimi zaznamy
Subjekta studie.

e. Nalezy inspekce a odpovédi.
Hlavni zkousSejici a
Zdravotnické zafizeni

bezodkladn¢ predaji CRO a
spolecnosti  Pfizer kopie
veskerych nalez(i inspekce,
které kdokoli z nich obdrzi
od  kontrolniho  1ufadu,
v souvislosti  se  Studii.
Kdykoli je to proveditelné a
povolené ze zakona, Hlavni
zkouSejici a zdravotnické
zafizeni také poskytnou
CRO a spolecnosti Pfizer
prilezitost k piipadnému
posouzeni a ptipominkam
navrh odpovédi na vysledky
inspekce kontrolniho ufadu
tykajici se Studie.

12.3  Hodnoceni provadéni studie. CRO,
spole¢nost Pfizer nebo jeji externi
poskytovatelé sluzeb mohou
dokumentovat a hodnotit plnéni
zdravotnického zafizeni a Hlavniho
zkousejicitho pii provadéni Studie.
CRO a spolecnost Pfizer pouziji
tato hodnoceni vyhradné pro vnitini
ucely.

Népravné prostredky v ptipadé poruseni
uréitych zavazkt Studie. V pfipadé, ze
Hlavni zkouSejici nebo zdravotnické
zatizeni nesplni néktery ze svych zavazkl
stanovenych v c¢lancich 3 (Protokol), 7
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14.

and Subject Recruitment), 11 (Study Data,
Biological Samples, and Study Records)
and 12 (Monitoring, Inspections, and
Audits) of this Agreement, or the
requirements of the Protocol relating to
adverse event reporting, ethical conduct of
the Study, and SUKL/relevant IRB/IEC
review, in addition to its right to terminate
the Study immediately under
Section 18.1.c(2), CRO will have recourse
to either or both of the following
alternative remedies:

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

b. Suspension of all payments
by CRO

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

Inventions

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

14.

(Informovany souhlas a nabor subjektit), 11
(Studijni  udaje, biologické vzorky a
studijni zéznamy) a 12 (Monitorovani,
inspekce a audity) této Smlouvy nebo
pozadavkl Protokolu tykajicich se hlaseni
nezadoucich piihod, etického provadéni
Studie a kontroly ze strany SUKL/EK,
bude se CRO, kromé svého prava Studii
okamzit€¢ ukonCit podle ¢lanku 18.1.c(2),
moci uchylit kjednomu nebo obéma
Z nasledujicich napravnych prostiedki:

a. pozastaveni naboru
Subjektl studie, jestlize neni
nédbor do Studie ukoncen a

b. pozastaveni vSech plateb
provadénych CRO

Jakékoli pozastaveni naboru nebo plateb
bude pokracovat do té doby, dokud Hlavni
zkousSejici nebo zdravotnické zafizeni,
podle zjisténi CRO, neobnovi dodrzovani
svych zavazkl ze Studie. Pouziti jednoho
nebo obou napravnych prostfedkit nebrani
CRO nebo spolecnosti Pfizer v uplatnéni
jejiho prava okamzité ukoncit Smlouvu,
jestlize Hlavni zkousejici nebo
zdravotnické zafizeni nezacnou dodrZovat
zavazky.

Vynalezy

141 Oznameni.  Pokud na zakladé
provadéni Studie vznikne néjaké
pravo, jez muze byt udéleno nebo
uznano na zakladé jakychkoli
pravnich predpisit tykajicich se
patentd, autorskych prav,
ochrannych znamek, primyslovych
vzori, objevi  nebo  jiného
dusevniho ¢i priamyslového
vlastnictvi, bez ohledu na to, zda jej
lze patentovat ¢i nikoli (dale jen
,Vynalez*), bude Hlavni zkousejici
o této skuteCnosti bezodkladné
informovat CRO.
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14.2  Assignment. Principal Investigator 14.2  Postoupeni. Zdravotnické zafizeni
or Institution, as applicable, will nebo Hlavni zkouSejici (podle
assign, or ensure that inventors konkrétni situace) postoupi veskera
assign, all interest in any such prava Kk takovym Vynalezim
Invention to Pfizer, free of any spolecnosti Pfizer bez jakychkoli
obligation or consideration beyond dalsich zavazkt nebo plateb nad
that provided for in this Agreement. rdmec uvedeny v této Smlouve,
Principal Investigator as the author piipadné zajisti postoupeni téchto
(inventor, originator) and/or prav pfislusSnymi vyndlezci. Hlavni
Institution, as the employer of zkouSejici jako autor (vynalezce,
Principal Investigator exercising pavodce)  nebo  zdravotnické
economic rights of  Principal zafizeni jako zamé&stnavatel
Investigator as  the  author Hlavniho zkousejiciho vykonavajici
(whichever applicable), hereby hospodarska  prava Hlavniho
assigns all transferable intellectual zkousejiciho jako autora (podle
property rights in any Inventions konkrétni situace) timto postupuje
(namely Institution’s right to spole¢nosti Pfizer veskera
exercise  economic rights to pfevoditelna prava k duSevnimu
Inventions) to Pfizer. In the event vlastnictvi ve vztahu k veskerym
that the nature of intellectual Vynaleziim (zejména pravo
property  rights prohibits the zdravotnického zafizeni vykonavat
assignment of all or any of such hospodarska prava ve vztahu k
rights as set forth above, Principal Vynalezim). Pokud povaha
Investigator ~ and/or Institution ptedmétnych prav k duSevnimu
(whichever  applicable)  hereby vlastnictvi znemoznuje postoupeni
grants to Pfizer an express, vSech ¢i n€kterych téchto prav vyse
exclusive, irrevocable and royalty- popsanym  zpusobem,  Hlavni
free license in perpetuity for use zkouSejici  nebo  zdravotnické
and exercise, to the extent permitted zatizeni (podle konkrétni situace)
by applicable law, of any and all timto udé€luje spolecnosti Pfizer
intellectual property rights in and to vyslovnou, vyluénou,
Inventions [for any business neodvolatelnou a bezplatnou licenci
purpose Pfizer so  wishes]. bez Casového omezeni k uZzivani a
Notwithstanding the foregoing, vykonu  veskerych  prav  k
Principal Investigator and dusevnimu vlastnictvi ve vztahu k
Institution hereby agree that Pfizer Vynalezim v rozsahu dovoleném
has the right to grant sub-licenses, piislusnymi pravnimi ptedpisy [pro
or transfer the license granted to it veSkeré obchodni ucely, jaké si
under this Article, to third parties or Pfizer bude prat]. Bez ohledu na
not to use the license. to, co je uvedeno vyse, timto Hlavni

zkousSejici a zdravotnické zatizeni
souhlasi, ze spolecnost Pfizer ma
pravo udélovat podlicence nebo
pievést licenci, ktera ji byla podle
tohoto c¢lanku poskytnuta, na tieti
strany, nebo licenci nevyuzit.

14.3  Assistance. Principal Investigator 14.3 Pomoc. Hlavni zkousSejici a

and Institution  will  provide
reasonable assistance to Pfizer in
filing and prosecuting any patent

zdravotnické zafizeni poskytnou
pfiméfenou pomoc  spolecnosti
Pfizer pfi podavéni a vyfizovani
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15.

applications relating to Invention, at
Pfizer’s expense.

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

15.1 Prepublication Review. Principal
Investigator will provide Pfizer an
opportunity to review any proposed
publication or any other type of
disclosure of the results of the
Study (collectively, “Publication”)
before it is submitted or otherwise

disclosed. Pfizer will review for
unprotected Inventions (see
Section 14, Inventions) and may

also provide comments on content.
Principal Investigator will consider
any such comments in good faith
but is under no obligation to
incorporate any Pfizer suggestions.

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

b. Redaction of Confidential
Information. Principal
Investigator will, on request,
remove any  previously

15.

jakychkoli zadosti o patent, které se
tykaji Vynalezu, a to na naklady
spole¢nosti Pfizer.

Publikace. Spolec¢nost Pfizer podporuje
uplatinovani akademickeé svobody a nema
zadné namitky va¢i tomu, aby Hlavni
zkou$ejici publikoval vysledky Studie
zalozené na informacich, které Hlavni
zkousejici shromazdil nebo vytvoril, at’ jiz
budou vysledky pro lé¢ivo spole¢nosti
Pfizer ptiznivé ¢i nikoli.

15.1 Kontrola pied publikaci.  Hlavni
zkouSejici poskytne spolecnosti
Pfizer prilezitost ke kontrole

jakychkoli publikaci nebo jinych
zvetejnéni vysledki Studie
(spole¢n¢ dale jen ,,Publikaci®)
diive, nez budou ke zvefejnéni

ptedlozeny nebo jinak
zptistupnény.  Spole¢nost Pfizer
provede kontrolu ohledné

nechranénych Vynalezil (viz ¢lanek
14, Vynalezy) a mize mit rovnéz
pfipominky k jejich obsahu. Hlavni
zkousSejici bude vsechny takové
piipominky posuzovat v dobré vife,
ale neni povinen takové navrhy
spolecnosti Pfizer pouzit.

a. PredloZeni spole¢nosti
Pfizer. Hlavni zkousejici
predlozi jakoukoli Publikaci
spole€nosti Pfizer nejméné
30 dni pfed tim, nez bude
pfedloZzena ke zvefejnéni

nebo jinak zpfistupnéna.
Pokud je zapotiebi jakékoli
patentové fizeni S cilem
ochrany prav  duSevniho
vlastnictvi, Hlavni
zkouSejict souhlasi S
odloZenim zvetejnéni
nejvyse o dodatecnych 60
dnti.

b. Vynechani Duvérnych
informaci. Hlavni
zkousejici na pozadani pred
zvefejnénim odstrani
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undisclosed  Confidential veskeré diive nezvefejnéné
Information before Duvémé  informace s
disclosure, except for any vyjimkou vsech informaci
Study- or Pfizer Drug- souvisejicich se Studii nebo
related information Lécivem spolecnosti Pfizer,

necessary to the appropriate
scientific presentation or
understanding of the Study

které jsou nezbytné pro
odpovidajici védeckou
prezentaci nebo porozuméni

results. vysledktim Studie.

15.2 Multi-Center Studies. If Study is 15.2  Multicentrické studie. Jestlize je
part of a multi-center trial, Principal Studie soucasti multicentrického
Investigator and Institution agree hodnoceni,  Hlavni  zkousSejici
that the first Publication is to be a souhlasi, ze prvni Publikaci bude
joint Publication covering all Study spoleéna  Publikace  zahrnujici
sites, and that any subsequent vSechna pracovis$té Studie a zZe
Publications by Principal nasledné  Publikace  Hlavniho
Investigator will reference that zkousejiciho budou odkazovat na
primary Publication. However, if a tuto primarni Publikaci. Nicméné
joint manuscript has not been pokud nebyl spoleény rukopis
submitted for publication within 12 ptedlozen k publikaci béhem 12
months  of  completion or mésici od  dokonCeni  nebo
termination of Study at all ukonceni Studie vSemi
participating sites, Principal zGCastnénymi  pracovisti, —muze
Investigator is free to publish Hlavni  zkouSejici  publikovat
separately, subject to the other samostatné pod podminkou splnéni
requirements of this Section 15. ostatnich pozadavkid tohoto ¢lanku

15.

15.3 Standards. For all Publications, 15.3 Standardy. U vsech Publikaci bude
Principal Investigator will comply Hlavni zkousejici dodrzovat
with the authorship guidelines in autorské pokyny Doporuceni pro
the Recommendations for the provadeni, hlaseni, redigovani a
Conduct, Reporting, Editing, and publikaci vedeckych praci
Publication of Scholarly Work in Vv lékarskych Casopisech
Medical Journals (http://www.icmje.org/icmje-
(http://www.icmje.org/icmje- recommendations.pdf)  stanovené
recommendations.pdf) established Mezinarodnim vyborem vydavatelt
by the International Committee of 1ékafskych Casopist.

Medical Journal Editors.

15.4 Disclosure of Support. Principal 15.4 Zvefejnéni  podpory. Hlavni
Investigator will disclose Pfizer zkouSejici  zvefejni  sponzorStvi
sponsorship and financial support spole¢nosti  Pfizer a finan¢ni
of the Study in any publication of podporu Studie v kazdé Publikaci
Study results. vysledku Studie.

15.5 Study Reqistration by Pfizer. Pfizer 155 Registrace  Studie  spolecnosti
commits to register, on the National Pfizer. Spole¢nost Pfizer se

Institutes of Health Clinical Trials
Data Bank (www.clinicaltrials.gov),

zavazuje zaregistrovat v databazi
klinickych  hodnoceni  narodnich
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16.

17.
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all  Pfizer-sponsored Phase 1
through 4 interventional and non-
interventional studies that involve
the use of a Pfizer product and
evaluate the safety or efficacy of
that product.  Pfizer will also
register Pfizer-sponsored studies on
other listings of ongoing studies
maintained by competent regulatory
authorities where there is a
regulatory requirement to do so.

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), illness 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 to which the
Study Subjects would not have been
exposed but for their participation in the
Study (“Research Injury”). A copy of the
insurance certificate is attached hereto as
Attachment B. The Parties hereby agree,
provided that the mandatory requirements
are respected, that Pfizer may amend or
change the relevant insurance policy during
the Study.

Assignment and Deleqgation

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

Site Name: Fakultni nemocnice Brno | Site Number:

16.

17.

ustavi zdravi
(www.clinicaltrials.gov)  veskeré
intervencni a neintervencni studie 1.
az 4. faze sponzorované spole¢nosti
Pfizer, v nichz se pouziva ptipravek
spole¢nosti Pfizer a které hodnoti
bezpecnost nebo ucinnost tohoto
piipravku. Spole¢nost Pfizer také
zaregistruje studie sponzorované
spole¢nosti  Pfizer v registrech
probihajicich  studii  vedenych
prislusnymi kontrolnimi 0fady, u
nichz je registrace pozadovana.

Pojisténi zadavatele. Strany berou na
védomi, Ze v souladu s § 52 odst. 3 pism. f)
Zékona o lé¢ivech zajistila spole¢nost
Pfizer pojisténi ve prospéch spolecnosti
Pfizer a Hlavniho zkous$ejiciho pokryvajici
odpovédnost za fyzickou Gmu (vcetné
umrti), onemocnéni vznikla v duasledku
nebo v souvislosti s podavanim piipravki
ve vyzkumu nebo v dusledku ¢i
v souvislosti s jakymkaoli Klinickym
zakrokem nebo postupem stanovenym
nebo pozadovanym Protokolem, jenz by
Subjekt Studie nepodstoupil, pokud by se
Studie neucastnil (ddle jen ,,ujma
zpusobena zapojenim do studie®). Kopie
pojistného certifikatu tvofi ptilohu B této
Smlouvy. Strany timto ujednavaji, Ze za
predpokladu dodrZeni poZadavki pravnich
pfedpisit je spolecnost Pfizer opravnéna
pfislusnou  pojistku v pribéhu  Studie
zménit i upravit.

Postoupeni prav a delegovéni povinnosti

17.1 Ze strany Hlavniho zkouSejiciho a
zdravotnického zatizeni.  Hlavni
zkousSejici ani zdravotnické zatizeni
nejsou opravnéni postoupit sva
prava  nebo  delegovat  své
povinnosti  vyplyvajici  z této
Smlouvy nebo na tyto povinnosti ¢i
K nim uzavirat subdodavatelské
smlouvy bez pisemného souhlasu
CRO. Pokud CRO povoli
delegovani povinnosti nebo
uzavirani subdodavatelskych smluv,
strana, kterd delegovala své
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povinnosti nebo na n¢ uzaviela
subdodavatelskou smlouvu, nadéale
odpovida CRO =za plnéni vSech
delegovanych povinnosti.

17.2 By CRO. CRO may freely assign 17.2 Ze strany CRO. CRO muze
any or all of its rights and delegate svobodn¢  postoupit  spole¢nosti

any or all of its duties under this
Agreement to Pfizer. If CRO
assigns all rights and delegates all
duties to Pfizer, CRO or Pfizer will
notify Principal Investigator and
Institution in writing. CRO (or
Pfizer, following assignment and
delegation by CRO) may also freely
delegate and assign Study-related
duties and rights to an external
provider upon advance notice to
Principal Investigator and
Institution, and may freely delegate
or assign its Study-related duties or
rights to any Pfizer affiliate. CRO
may not otherwise assign its rights
or delegate its duties under this
Agreement without written
permission from the affected party.
If CRO or Pfizer delegates or
subcontracts any duties, CRO or
Pfizer remains responsible to
Principal Investigator or Institution,
as applicable, for the performance
of those duties. If CRO assigns all
of CRO's rights and duties under
this Agreement, in accordance with
the terms herein, to another service
provider, that service provider will
become responsible for
performance of all duties. For the
avoidance of doubt, the rights and
duties discussed in this subsection
are only those arising out of this
Agreement.

Pfizer nckterd nebo vSechna sva
prava a delegovat na ni néckteré
nebo vSechny své povinnosti
vyplyvajici z této Smlouvy. Pokud
CRO postoupi spolecnosti Pfizer
vSechna sva prava a deleguje na ni
vSechny své povinnosti, CRO nebo
spole¢nost Pfizer oznami tuto
skuteCnost  pisemné  Hlavnimu
zkousejicimu a  zdravotnickému
zafizeni. Po pfedchozim oznameni
Hlavnimu zkousejicimu a
zdravotnickému  zafizeni muze
CRO (nebo spolecnost Pfizer po
postoupeni  prav a  delegaci
povinnosti ze strany CRO) téz
svobodné postoupit prava
souvisejici se Studii externimu
poskytovateli a delegovat na né&j
prislusné povinnosti a muze téz
svobodné postoupit svd prava
souvisejici se  Studii libovolné
pfidruZzené spolecnosti spolecnosti
Pfizer a delegovat na ni své
pfislusné povinnosti. Jinak nesmi
CRO postoupit sva prava ani
delegovat Své povinnosti
vyplyvajici z této Smlouvy bez
pisemného souhlasu dotéené strany.
Pokud CRO nebo spole¢nost Pfizer
deleguje nebo  formou  dil¢i
subdodavatelské smlouvy pievede
jakékoli povinnosti, CRO nebo
spolecnost Pfizer nadale odpovida
Hlavnimu  zkouSejicimu  nebo
zdravotnickému  zafizeni  (podle
toho, co pfipada v Givahu) za plnéni
téchto povinnosti.  Pokud CRO
postoupi vSechna sva prava a
deleguje vSechny své povinnosti
vyplyvajici z této Smlouvy v
souladu se smluvnimi podminkami
jinému poskytovateli sluzeb, stane
se tento poskytovatel sluzeb
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Termination

18.1 Termination Events. Termination

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

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

b. Study Completion.  This
Agreement will terminate
when the Study is complete,
which means the conclusion
of all Protocol-required
activities for all 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 to Principal
Investigator and
Institution.

(2) Immediate
Termination of

odpovédnym za plnéni vSech
povinnosti. Aby se predeslo
pochybdm, prava a povinnosti
pojednavané v tomto odstavci jsou
pouze prdva a  povinnosti
vyplyvajici z této Smlouvy.

Ukonceni

18.1 Duvody ukonceni. Ukonceni této

Smlouvy nastane v dasledku té z
nasledujicich udalosti, ke které
dojde diive.

a. Zamitnuti SUKL/EK.
Jestlize nemiliZe byt Studie
zahajena kvili  zamitnuti
SUKL/ EK, pozbyva tato
Smlouva okamzit€ platnosti.

b. Dokonceni Studie. Platnost
a ucinnost této Smlouvy
skon¢i, jakmile bude Studie
dokonéena, tj. dokonceni
vSech ¢innosti
vyzadovanych Protokolem u
vSech zarazenych Subjekta
studie.

C. PiedCasné ukonceni Studie.
Platnost a Ucinnost této
Smlouvy skonci, jestlize je
Studie ptedcasné ukoncena
tak, jak je popséno nize.

(1)  Ukonceni Studie na
zékladé  vypovédi.

CRO nebo
spolecnost Pfizer
mohou ukongdit

Studii  z jakéhokoli
divodu na zaklad¢
pisemné  vypovédi
s vypoveédni lhitou v
délce 30 dni, podané
zdravotnickému
zatizeni a Hlavnimu
zkousejicimu.

(2) Okamzité ukonceni
Studie ze  strany
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Study by CRO or
Pfizer. CRO or

CRO nebo
spole¢nosti  Pfizer.

Pfizer may terminate CRO nebo
the Study spole¢nost Pfizer
immediately  upon mohou Studii

written  notice to
Principal

Investigator and
Institution for causes
that include failure
to enroll  Study

ukoncCit s okamzitou
uéinnosti na zakladé
pisemného oznameni
podaného
zdravotnickému
zafizeni a Hlavnimu

Subjects at a rate zkouSejicimu
sufficient to achieve z dGvodi mezi které
Study performance patfi: nezafazeni
goals; material dostate¢ného  poctu
unauthorized ucastniki pro
deviations from the dosazeni cili Studie;
Protocol or reporting podstatné
requirements; neopravnéné
circumstances that in odchylky od
CRO’s or Pfizer’s Protokolu nebo od
opinion pose risks to pozadavku na
the health or well- podavani zprdv o
being of  Study Studii; okolnosti,
Subjects; regulatory které podle nézoru
authority actions CRO nebo

relating to the Study
or the Investigational
Drug; or any non-

spoleCnosti ~ Pfizer
pfedstavuji  riziko
pro zdravi nebo

compliance by the blaho Subjektt
Principal studie; kroky
Investigator or kontrolnich ~ ufada
Institution with local v souvislosti se
laws. ICH GCP, or Studii nebo
the terms of Section Hodnocenym

20 (Anti-Corruption) lécivem; nebo

of this Agreement.

jakékoli nedodrZeni
mistnich zakoni,
pokyni ICH GCP

nebo podminek
Clanku - 20 této
Smlouvy
(Protikorupéni

opatfeni) ze strany
Hlavniho
zkouSejiciho  nebo
zdravotnického

zatizeni.
(3) Immediate (3) Okamzité ukonceni
Termination of Studie Hlavnim
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Study by Principal

zkou$ejicim nebo

Investigator or Instituci. Hlavni
Institution. Principal zkousejici nebo
Investigator or zdravotnickeé

Institution may zafizeni mohou
terminate the Study ukoncit Studii

immediately  upon
notification to CRO
if requested to do so
by the responsible
SUKL/IRB/IEC or if

S okamzitou

ucinnosti na zakladé
pisemného oznameni
podaného CRO,
pozada-li o to SUKL

such termination is nebo piislusna
required to protect nezavisld EK nebo
the health of Study pokud takové
Subjects. ukonceni  vyZzaduje
ochrana zdravi
Subjektu studie.

18.2 Effective Date of Agreement 18.2 Datum ucinnosti ukonceni
Termination. If termination of the Smlouvy. V piipadé, Ze dojde k
Agreement is triggered by any of ukonéeni Smlouvy nékterou z
the events described in Section okolnosti popsanych vyse v ¢lanku
18.1, above, the termination will be 18.1, bude wukonCeni ucinné
effective after receipt by CRO or okamzikem, kdy CRO nebo
Pfizer of all Protocol-required spolecnost Pfizer obdrzi veskeré
Study Data and Biological Samples Studijni Gdaje a Biologické vzorky
generated up until termination; vyzadované Protokolem a vzniklé
receipt of all payments due to any do data ukonéeni  Smlouvy;
party; and completion by all parties okamzikem piijeti veskerych plateb
of any remaining applicable splatnych kterékoli ze stran; a
Agreement obligations. okamzikem splnéni vsech

ptislusnych zbyvajicich povinnosti
vyplyvajicich ze Smlouvy vSemi
stranami.

18.3 Payment upon Early Termination of 18.3 Platba pfi predcasném ukonéeni

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

Studie. Jestlize je Studie ukoncena
pred¢asné, zaplati CRO za tadné
vykonanou préci podle ptilohy A po
odecteni jiz uhrazenych plateb za
tuto préci, neni-li vtomto odstavci
uvedeno jinak. CRO uhradi rovnéz
veSkeré nezruSitelné vydaje kromé
budoucich nakladid na personal,
pokud byly fadné vynalozeny, byly
ptedem schvaleny CRO a jejich
vys$i jiz nelze priméfené sniZit.
Jestlize nemuze byt Studie zahajena
kvali zamitnuti SUKL/EK a bez
zavinéni  Hlavniho  zkouSejiciho
nebo  zdravotnického  zafizeni,
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through no fault of Principal
Investigator or Institution, CRO
will reimburse Principal
Investigator or Institution, as
applicable, for IRB/IEC fees and
any other expenses that were
prospectively approved, in writing,
by CRO.

uhradi CRO Hlavnimu
Zkous$ejicimu nebo zdravotnickému
zatizeni (podle toho, co pfipadd v
Gvahu) poplatky zaplacené EK a
veskeré dalsi vydaje, které CRO
piedem pisemné schvalila.

a. Non-Compliance with Anti- a. NedodrZeni protikorupénich
Corruption Provision. If opatfeni. Pokud CRO nebo

CRO or Pfizer terminates
the Study because of
Principal Investigator’s or
Institution’s non-compliance
with the terms of
Section 20, Anti-Corruption,
CRO and Pfizer will not
provide any further payment
under this  Agreement,
regardless of any activities
that Principal Investigator or
Institution has undertaken or
third-party agreements that
Principal  Investigator or
Institution has entered into
before termination.

spole¢nost Pfizer Smlouvu
ptedcasné ukon¢i z divodu
nedodrzeni podminek
¢lanku 20  (Protikorup¢ni
opatfeni) této  Smlouvy
Hlavnim zkouSejicim nebo
Instituci, CRO a spolecnost
Pfizer neuhradi zadné dalsi
platby podle této Smlouvy
bez ohledu na to, zda Hlavni
zkousSejici nebo
zdravotnické zatizeni
vykonali pfed ukoncenim
Smlouvy jakékoli ¢innosti
nebo  uzavieli  jakékoli
dohody se tietimi stranami.

18.4 Return of Materials. Unless CRO 18.4 Vraceni materiald. Pokud CRO
instructs otherwise in writing, upon nevyda jiny pisemny  pokyn,
termination of the Agreement, zdravotnické zatizeni a Hlavni
Principal Investigator and zkouSejici po skonceni Smlouvy
Institution will promptly return all bezodkladné vrati vSechny
materials supplied by CRO or materialy dodané CRO nebo
Pfizer for Study conduct, including spole¢nosti Pfizer pro provadéni
unused Investigational Drug, Studie véetné nepouzitého
unused Case Report Forms, and any hodnoceného é¢iva, nepouzitych
CRO or Pfizer-supplied Equipment formulait ~ Zaznamii  subjektu
and Materials. hodnoceni a veSkerého vybaveni a

materiali dodanych CRO nebo
spolecnosti Pfizer.

18.5 Survival of Obligations. 18.5 Pretrvani zavazkd. Zavazky
Obligations relating to Funding, tykajici se financovani, Duvérnych
Confidential Information, Study informaci, Studijnich  zaznamu,
Records, Inventions, Publications, Vynalezi, Publikaci, pojisténi
Sponsor  Insurance  Coverage, zadavatele, zpusobilosti a
Suitability, and Anti-Corruption protikorupénich opatieni pietrvavaji
survive  termination  of  this 1 po ukonceni této Smlouvy, stejné

Agreement, as does any other
provision in this Agreement,

jako vSechna dal§i ujednani této
Smlouvy vcetné jejich pftiloh, z
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including Attachments, that by its
nature and intent remains valid after
the term of the Agreement.

19. Other Terms

19.1

19.2

Suitability.  Principal Investigator
and Institution each certify that
he/she/it is licensed, registered, or
otherwise qualified and suitable
under local law, regulations,
policies, or administrative
requirements to conduct the Study
and required Study-related activities
or act as Study site, as applicable.
Principal Investigator and
Institution also each certify that
he/she/it is not forbidden to or
debarred from carrying out clinical
research and the conduct of trials
concerning investigational medicinal
products under the law of any
jurisdiction  (including  without
limitation subsections 306(a) or (b)
of the United States Federal Food,
Drug, and Cosmetic Act) and that
there are no applicable regulations
or other obligations that prohibit
either party from conducting the
Study and entering into this
Agreement and that they 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, Institution and
Principal Investigator will notify

CRO promptly if any of these
certifications need to be amended in
light of new information.

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

jejichz povahy a zaméru vyplyva,
7e zustavaji platné po vyprseni
doby platnosti Smlouvy.

19. Dalsi podminky

19.1

19.2
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Zpisobilost. Hlavni zkousejici a
zdravotnické zafizeni potvrzuji, ze
jsou podle ustanoveni mistnich
zakont, predpist, zasad a ufednich

pozadavkli  drziteli  pfislusnych
licenci a registraci a jsou
kvalifikovani a zpiasobili provadét
Studii a pozadované Cinnosti

souvisejici se Studii nebo slouzit
jakozto pracovisté Studie (podle
toho, co pfipadd v uvahu). Hlavni
zkousSejici a zdravotnické zatizeni
dale potvrzuji, ze jim nebylo
zakdzano vykonavat, nebo nebyly
vylouceni z vykonavani Kklinického
vyzkumu a provadéni klinického
hodnoceni 1é¢iv podle pravnich

predpisi  kterékoli  jurisdikce
(vCetn¢, avSak nejen, podle
odstavei  306(a)  nebo (b)
federalniho zakona USA

0 potravinach, lécich a kosmetice),
7e neexistuji zadné prislusné pravni
predpisy nebo jiné zéavazky, které
by bréanily kterékoli strané v
provadéni této Studie a uzavieni
této Smlouvy, a Ze Zadnym
zpisobem nepouziji sluzeb zadné
osoby, kterdA podléhd zakazu
¢innosti podle takovychto pravnich
predpist, k vykonu sluzeb podle
této Smlouvy. Béhem platnosti této
Smlouvy a po dobu tfi let po jejim
ukonéeni zdravotnické zafizeni a
Hlavni  zkouSejici  neprodlené
vyrozumi CRO, pokud bude na
zékladé¢ novych informaci nutné
kterékoli z téchto potvrzeni upravit.

VySetiovani, patrani, varovani nebo
donucovaci opatieni vztahujici se
K provadéni klinického
vyzkumu. Hlavni zkouSejici a
zdravotnické zafizeni potvrzuji, Ze
vic¢i nim nebylo ani neni vedeno
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past or pending governmental or
regulatory investigation, inquiry,
warning, or enforcement action
(collectively, “Agency Action”)
related to its conduct of clinical
research that has not been disclosed
to CRO or Pfizer. Principal
Investigator or Institution will
notify CRO promptly if he/she/it
receives notice of or becomes the
subject of any Agency Action
regarding compliance with ethical,
scientific, or regulatory standards
for the conduct of clinical research
if the Agency Action relates to
events or activities that occurred
prior to or during the period in
which the Study was conducted.

zadné vySetfovani ani patrani,
nebylo jim  doruCeno  zadné
varovani, ani vi¢i nim nebylo
piijato zadné donucovaci opatieni
ze strany vladnich ¢i kontrolnich
Gfadt  (dale souhrnné ,,Ufedni
opatieni®) \ souvislosti
S provadénim klinického
hodnoceni, o nichz by CRO nebo
spolecnost Pfizer nebyly
informovéany. Hlavni zkousejici
nebo zdravotnické zafizeni budou
bezodkladn¢ informovat CRO,
jestlize kdokoli z nich obdrzi
oznameni o Ufednich krocich nebo
se stanou piedmétem jakéhokoli
Utedniho opatieni v souvislosti s
dodrzovanim etickych, védeckych a
kontrolnich norem pro provadéni
klinického vyzkumu, pokud se tato
Utedni opatfeni budou tykat
udalosti nebo ¢innosti, k nimz doslo
pfed obdobim nebo v pribéhu
obdobi, kdy byla Studie vedena.

19.3 Use of Name. CRO and Pfizer 19.3 Pouziti jména. CRO a spolecnost
reserve the right to identify the Pfizer si vyhrazuji pravo jmenovat
Principal Investigator and Hlavniho zkousejiciho a
Institution in association with a zdravotnickému zatizeni
listing of the Protocol in the United v souvislosti s registraci Protokolu
States National Institutes of Health v databazi Kklinickych hodnoceni
(NIH) Clinical Trials Data Bank, Narodnich tustavii zdravi USA
other publicly available listings of (NIH), v jinych vefejné piistupnych
ongoing clinical trials, or other seznamech probihajicich klinickych
Study Subject recruitment services hodnoceni nebo v jinych sluzbach
or mechanisms. Neither CRO nor nebo prostfedcich pro  nabor
Pfizer will otherwise use the name subjektii. CRO ani spole¢nost Pfizer
of Principal Investigator, jinak nepouziji jméno Hlavniho
Institution, or any of Institution’s zkousejiciho, zdravotnického
employees or contractors, and zafizeni ani Zadnych zaméstnanct
neither Principal Investigator nor ¢i subdodavateli zdravotnického
Institution will use the name of zafizeni, a Hlavni zkouSejici ani
CRO, Pfizer, or any of their zdravotnické  zafizeni nepouziji
respective employees or jméno CRO, spole¢nosti Pfizer ani
contractors, for promotional or zadnych jejich zaméstnancl ¢i
advertising  purposes  without subdodavateli, pro propagac¢ni nebo
written permission from the party reklamni Ucely bez pisemného
whose name will be used. souhlasu strany, kterd ma byt

jmenovana.

19.4 Relationship of the Parties. The 19.4 Vztah mezi smluvnimi stranami.
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relationship of Principal
Investigator and Institution to CRO
and Pfizer is one of independent
contractors and not one of
partnership, agents and principal,
employees and employer, joint
venture, or otherwise.

Vztah zdravotnického =zafizeni a
Hlavniho zkousejiciho viici CRO a
spolecnosti  Pfizer je vztahem
nezavislych dodavateli a neni
vztahem obchodniho partnerstvi,
zmocneénce a zmocnitele,
zaméstnance a zaméstnavatele,
spolecného podniku ani jinym
vztahem.

19.5 Moadification. Any modification to 195 Zmény. Veskeré zmény této
this Agreement must be in writing, Smlouvy musi byt provedeny
signed by the parties, and identified pisemné, podepsany stranami a
as an Amendment, except for oznaeny jako dodatek, vyjma
certain mutually agreeable changes urcitych oboustranné pfijatelnych
in the Study budget as identified in Uprav rozpoctu Studie, jez jsou
Attachment A. popsany Vv ptiloze A.

19.6 No Waiver. Failure to exert a right 19.6 Nemoznost zieknout se prava.
under this Agreement does not Neuplatnéni prava vyplyvajiciho z
constitute a waiver of that right in této Smlouvy nezaklada zieknuti se
the future. No waiver of any right tohoto prava do budoucna. Zadné
is effective unless in writing and zieknuti se prava neni ucinné,
signed by the party who waives the pokud neni ucinéno pisemné a
right. podepsano stranou, kterd se prava

ziika.

19.7 Conflict with Attachments. If there 19.7 Rozpor s ptilohami. Pokud nastane
is any conflict between this jakykoli ~ rozpor mezi touto
Agreement and any Attachments to Smlouvou a jakoukoli jeji ptilohou,
it, the terms of this Agreement uplatni se Uprava a podminky
control. If there is any conflict stanovené v této Smlouvé. Pokud
between this Agreement and the nastane  rozpor mezi  touto
Protocol, the Protocol will control Smlouvou a Protokolem, Protokol
as to any issue regarding treatment bude rozhodujici ve vécech 1éCby
of Study Subjects, and the Subjekti studie a Smlouva bude
Agreement will control as to all rozhodujici ve vSech ostatnich
other issues. vécech.

19.8 Affiliates. As used in this 19.8  Ptidruzené spoleénosti.  Termin
Agreement, the term “affiliate” ,pfidruzena  spole¢nost‘znamena
means any entity that directly or pro ucely této Smlouvy jakykoli
indirectly controls, is controlled by, subjekt, ktery piimo nebo neptimo
or is under common control with kontroluje jmenovanou stranu, je ji
the named party. kontrolovdn nebo je s ni pod

spole¢nou kontrolou.

19.9 Successors and Assigns.  This 19.9 Pravni nastupci. Tato Smlouva

Agreement will bind and inure to
the benefit of the successors and
permitted assigns of each party.

bude zévazna pro pravni nastupce
kazdé ze stran a bude pulsobit v
jejich prospéch.
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19.10 Third Party Beneficiary. Pfizer is 19.10 Obmyslena tieti strana. Spole¢nost
an intended third-party beneficiary Pfizer je obymslenou tieti stranou
to this Agreement and is entitled to opravnénou z této Smlouvy a ma na
enforce directly any and all of its zakladé této Smlouvy pravo pitimo
rights under it. vymahat vSechna sva prava z ni

vyplyvajici.

19.11 Disclaimer of Warranties by CRO. 19.11 Odmitnuti zé&ruk ze strany CRO.
The parties acknowledge that pfizer Strany berou na védomi, Ze
has engaged cro to provide services spoleCnost Pfizer najala CRO za
in regard to this pfizer-sponsored ucelem poskytovani sluzeb v
clinical study. Cro has not souvislosti s touto klinickou Studii,
performed any independent jiz je spole¢nost Pfizer
research or analysis regarding the zadavatelem. CRO neprovedla
safety or efficacy of any zadny nezavisly vyzkum  ani
investigational drug or other analyzu ohledné¢ bezpecnosti ani
materials or treatment procedures to ucinnosti Hodnoceného 1é¢iva ani
be used in this study and therefore jinych materiald ¢i  lécebnych
cro makes no warranties, expressed postupu, které se pii této Studii
or implied, concerning those drugs, pouziji, a CRO proto neposkytuje
materials, or treatment procedures, zadné vyslovné ani konkludentni
the results to be obtained by zaruky  ohledné¢ téchto  1éCiv,
administering them pursuant to the materiald ani 1éCebnych postupti,
protocol, or to their fitness for any vysledkt, které maji byt ziskany
particular purpose, or to any other jejich podanim v souladu
pfizer obligation under the protocol s Protokolem,  ohledné¢  jejich
or this agreement. vhodnosti pro jakykoli konkrétni

ucel ani ohledné jakéhokoli jiného
zavazku spoleCnosti Pfizer na
zakladé¢  Protokolu nebo této
Smiouvy.

19.12 Entire Agreement. This 19.12 UpInd dohoda.  Tato Smlouva

Agreement, including Attachments,
taken together with the associated

véetn¢  pfiloh,  spolecné¢  se
souvisejici smlouvou mezi CRO a

agreement between CRO and Hlavnim zkousejicim (viz ¢lanek
Principal Investigator (see 1.1  Zkousejici a  vyzkumni
Section 1.1  Investigators  and pracovnici) a samostatnou

Research Staff) the separate Loan
Agreement referred to in Section 9,
represents the entire understanding
between the parties relating to this
subject matter. This Agreement
supersedes all previous agreements
between the parties (oral and
written) relating to this Study,
except for any obligations that, by
their terms, survive independent of
this Agreement.

Smlouvou o vypijéce zminénou
v clanku 9, pfedstavuje uplné
ujednani mezi stranami ohledné
dotyéného predmétu Smlouvy. Tato
Smlouva nahrazuje veskeré
pfedeslé dohody mezi stranami
(Ustni a pisemné) tykajici se této
Studie s vyjimkou zavazka, které na
zakladé své podstaty pietrvavaji bez
ohledu na tuto Smlouvu.
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19.13 Governing Law. This Agreement is 19.13 Rozhodné pravo. Tato Smlouva se
governed by laws of the Czech fidi pravnimi predpisy Ceské
Republic, mainly by Act No. republiky, zejména zédkonem ¢.
89/2012 Coll, Civil Code and 89/2012 Sh., obcansky zakonik, a
Pharmaceuticals Law. Zakonem o lécivech.

19.14 Language. This Agreement is set 19.14 Jazyk. Tato Smlouva je
forth in both Czech and English, vyhotovena v ceském i anglickém
with both versions having the same jazyce a ob& verze maji stejnou
effect. In the event of any ucinnost. V piipadé
ambiguity  or conflicts in nejednoznacnosti nebo rozporu ve
interpretation of terms between the vykladu ustanoveni mezi témito
two versions, the Czech version dvéma verzemi bude rozhodujici
will prevail. Ceska verze.

19.15 Notices. The parties will deliver 19.15 Oznameni. Strany dorué¢i ozndmeni

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.

a dalsi zpravy vztahujici se k této
Smlouvé osobné, kuryrem nebo
poStou se zaplacenym poStovnym a
moznosti sledovani zasilky na nize
uvedenou adresu nebo na takovou
adresu, kterou strana pozd¢ji urci
oznamenim druhé stran¢ v souladu
s timto ¢lankem.
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20.

Anti-Corruption

20.1

Definitions

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

Government Official.  As
used in this Agreement,
“Government Official”
includes (1) any elected or
appointed non-US
Government official (eg, a
legislator or a member of a
non-US Government
ministry), (2) any employee
or individual acting for or
on behalf of a non-US
Government official, non-
US Government agency, or
enterprise  performing a
function of, or owned or
controlled by, a non-US
Government (eg, a
healthcare professional
employed by a non-US
Government  hospital  or
researcher employed by a
non-US Government
university), (3) any non-US
political  party  officer,
candidate for non-US public
office, or employee or

20.

Protikorupéni opatieni

20.1

Definice

Vlada. Pro ucely této
Smlouvy zahrnuje pojem
,Vlada vsechny urovné a
slozky vlady (tj. organy na
mistni, krajské i celostatni
arovni, a to spravni,
zakonodarné i vykonné).

Utedni osoba. Pro ucely
této Smlouvy pojem
,Ufedni osoba” oznacuje
(1) jakoukoli volenou nebo
jmenovanou Ufedni osobu
vlady jiné nez vlady USA
(napt. zakonodarce nebo
ufednika ministerstva vlady
jiné nez vlady USA), (2)
jakéhokoli zamg&stnance
nebo osobu jednajici
jménem ¢i z povéfeni Gfedni
osoby vlady jiné nez vlady
USA, ufadu vlady jiného
nez vlady USA nebo
podniku, ktery vykonava
vladni  funkci pro vladu
jinou nez vladu USA, nebo
ktery vlastni ¢i fidi vlada
jind nez vlada USA (napf.
zdravotnika zaméstnaného
ve statni nemocnici, ktera
neni statni nemocnici USA,
nebo vyzkumného
pracovnika  zaméstnaného
na statni univerzité, ktera

individual acting for or on neni  statni  univerzitou
behalf of a non-US political USA), (3) jakéhokoli
party or candidate for public predstavitele politické

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.

strany v jiné zemi nez USA,
kandiddta na  vefejnou
funkci v jiné zemi nez USA,
zaméstnance nebo osobu
jednajici  jménem  nebo
z povéteni politické strany
nebo kandidata na vefejnou
funkci v jiné zemi nez USA,
(4) jakéhokoli zaméstnance
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nebo osobu jednajici
jménem nebo z povéteni
vetejné mezinarodni
organizace a (5) jakéhokoli
¢lena kralovské rodiny nebo
piislusnika armady jiné nez

armady USA.

20.2 Anti-Bribery and Anti-Corruption 20.2 Protiuplatkarské a protikorupéni
Principles.  Principal Investigator zdsady. Zdravotnické zafizeni i
and Institution have each received a Hlavni zkousejici kazdy obdrzeli
copy of Pfizer’s International Anti- kopii Mezinarodnich
Bribery and  Anti-Corruption protiuplatkaiskych a
Principles as an Attachment to this protikorupénich zasad spole¢nosti
Agreement. Principal Investigator Pfizer jako pfilohu této Smlouvy.
and Institution will ensure that they Hlavni zkouSejici a zdravotnické
and any of their agents or zafizeni zajisti, Ze oni sami a
subcontractors conducting Pfizer vSichni  jejich  zmocnénci a
work will comply with the Anti- subdodavatelé vykonavajici préaci
Bribery and  Anti-Corruption pro spole¢nost Pfizer budou tyto
Principles. protitiplatkaiské a protikorupéni

zasady dodrzovat.

20.3 Warranties. Principal Investigator 20.3  Zaruky. Hlavni zkouSejici a

and Institution warrant to CRO and
Pfizer the following:

zdravotnické zatizeni zaruc¢uji CRO
a spole¢nosti Pfizer nésledujici:

a. Any information  that a. Veskeré informace, které
Principal Investigator or Hlavni  zkouSejici  nebo
Institution provided to CRO zdravotnické zatizeni

or Pfizer as part of CRO’s
or Pfizer’s anti-corruption
due-diligence process s
complete and accurate.

poskytli CRO nebo
spole¢nosti Pfizer, v ramci
procesu nalezité
protikorupéni péce CRO
nebo spole¢nosti Pfizer, jsou
uplné a piesné.

b. If any response that b. Pokud  b&hem  obdobi
Principal Investigator or platnosti této Smlouvy dojde
Institution provided on the ke zménam  u jakékoli
CRO or Pfizer due-diligence odpovédi, kterou Hlavni
questionnaire in regard to zkousejici nebo
Principal Investigator or zdravotnické zafizeni

Institution, any individuals
identified in the
questionnaire, or the Family

poskytli v dotazniku nalezité
protikorupéni péce ohledné:
Hlavniho zkousSejiciho nebo

Relatives (as defined in the zdravotnické zafizent,
questionnaire) of  those jakékoli 0soby
individuals changes during identifikované v takovém
the term of this Agreement, dotazniku nebo blizkého
Principal Investigator or ptibuzného  (definovaného
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Institution will notify CRO.

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

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

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

20.4 Funding Requirements. CRO will
make no payment in addition to the
funding set out in Attachment A
(Study Budget and Payment Terms)
in connection with this Agreement
unless CRO has prospectively
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v takovém dotazniku), bude
Hlavni  zkouSejici  nebo

zdravotnické zatizeni
informovat CRO.
C. Financovani, které CRO

nebo  spolecnost  Pfizer
poskytuji podle této
Smlouvy nezplsobi, Ze se
Hlavni zkousejici ani
zdravotnické zatizeni
dopusti jakéhokoli jednani,
které by me¢lo za nasledek
nepatiiéné  ziskani  nebo
udrzeni obchodni piilezitosti
nebo  ziskani  jakékoli
nepatiicné obchodni vyhody
na stran¢ CRO nebo
spole¢nosti Pfizer.

d. Hlavni zkousejici a
zdravotnické zafizeni
neobdrzeli a  neobdrzi
zadnou platbu ani cokoli
hodnotného, co by mélo za
nasledek nepatiicné ziskani
nebo udrzeni  obchodni
prilezitosti nebo  ziskani
jakékoli nepatiicné
obchodni vyhody na strané
CRO nebo  spolecnosti
Pfizer.

e. Hlavni zkousejici a
zdravotnické zafizeni pfimo
ani nepfimo neposkytli a
neposkytnou  platbu  ani
nabidku, ani neschvalili a
neschvali platbu jakékoli
castky nebo nabidku
¢ehokoli hodnotného, ve
snaze ovlivnit jakoukoli
Utedni osobu nebo jinou
osobu.

20.4 Pozadavky na financovéni. CRO
neposkytne v souvislosti s touto
Smlouvou zadnou platbu navic
k financovani uvedenému v Priloze
A (Rozpocet Studie a platebni
podminky), pokud CRO takovy
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approved that expenditure in

vydaj pfedem pisemné neschvali.

writing.  All invoices and any Veskeré faktury a  doplikové
supplemental ~ documents  that dokumenty, které podle této
Principal Investigator and Smlouvy Hlavni zkouSejici nebo

Institution submit to CRO or Pfizer
under this Agreement must be
truthful and show in reasonable
detail what the requested payment
is for. Principal Investigator and
Institution  will maintain true,
accurate, and complete records (eg,
invoices, reports, statements, and
books) relating to the funding and
expenditures for this Study.

zdravotnické zatizeni predlozi CRO
nebo spolecnosti Pfizer, musi byt
pravdivé a dostatecné¢ presné
uvadét, za co je platba pozadovéna.
Hlavni zkouSejici a zdravotnické
zafizeni povedou pravdivé, presné a
uplné zdznamy (napi. faktury,
zpravy, vykazy a ucetni knihy)
souvisejici s financovanim a vydaji
této Studie.

20.5 Right to Audit. Pfizer has the right 20.5 Pravo auditu. CRO a Pfizer maji
to take all reasonable steps and pravo podniknout veskeré
actions to ensure that each payment ptiméiené kroky a ukony k zajisténi
made by CRO on behalf of Pfizer is toho, aby kazda platba uskute¢néna
properly and legitimately used. To CRO byla ftadn¢ a legitimné
this end, Principal Investigator and pouzita. Za timto Ucelem musi
Institution will permit, during the Hlavni zkousSejici a zdravotnické
term of the Agreement and for three zatizeni povolit béhem obdobi
years after the final payment has trvani Smlouvy a tfi roky poté, co
been made under the Agreement, byla podle Smlouvy provedena
Pfizer’s internal and external kone¢na platba, pfistup internim a
auditors access to any relevant externim auditorim CRO nebo
books, documents, papers, and spole¢nosti ~ Pfizer ke  vSem
records of the Principal Investigator ptislusnym  ucetnim  kniham,
and Institution involving dokumentiim,  pisemnostem a
transactions  related to  the zaznamim zdravotnické zafizeni
Agreement. Because this nebo Hlavniho zkousejiciho
Agreement relates to a clinical dokladajicim transakce tykajici se
study, there will be acceptable Smlouvy. ProtoZe se tato Smlouva
safeguards employed in such an tykda Kklinické studie, budou pro
audit to ensure confidentiality and ptipad takového auditu zavedena
protect the privacy of the Study pfijatelna ochranna opatfeni k
Subjects. zajisténi  duveérnosti a ochrany

soukromi Subjekta studie.

20.6  Failure to Comply. If CRO or 20.6  Nedodrzeni ujednani. Pokud CRO
Pfizer terminates the Study or this nebo spolecnost Pfizer ukonci tuto
Agreement because of Principal Smlouvu z dtvodu poruseni
Investigator’s  or  Institution’s kteréhokoli ujednani tohoto

breach of any of the provisions in
this  Anti-Corruption  section,
Principal Investigator and
Institution will be liable to Pfizer
for damages or remedies as
provided by law. Further, Principal
Investigator and Institution will

protikorupéniho ¢lanku  Hlavnim
zkousejicim nebo Instituci, budou
Hlavni zkousSejici a zdravotnické
zafizeni odpovidat za Skody nebo
napravnd  opatfeni  spolecnosti
Pfizer dle zakona. Hlavni
zkousejici a zdravotnické zatizeni
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indemnify CRO and Pfizer against dale odskodni CRO a spolecnost

any third-party claim, fine, or Pfizer ve véci jakékoli pohledavky

penalty against CRO or Pfizer that tieti strany, pokuty nebo pendle

results from such a breach by uplatnéné  va¢i CRO  nebo

Principal Investigator or Institution. spolecnosti ~ Pfizer v disledku
takového poruseni téchto ujednani
Hlavnim zkousejicim nebo
Instituci.

[Signature Page Following] [Néasleduje strana s podpisy]
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Agreed to and Accepted by:/Schvalil a piijal:

inVentiv Health Clinical UK Ltd. Fakultni Nemocnice Brno
Date:/Datum: Date:/Datum:
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Attachments/Ptilohy

Attachment A
Attachment B
Attachment C
Attachment D

Attachment E

Study Budget and Payment Terms
Insurance Certificate

Equipment and Materials

Pfizer International Anti-Bribery
and Anti-Corruption Principles
Standard Contractual Clauses for
the Transfer of Personal Data
From the Community to Third
Countries (Controller to
Controller Transfers)

Priloha A
Piiloha B
Ptiloha C
Piiloha D

Piiloha E
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Rozpocet Studie a platebni podminky
Pojistny certifikat
Vybaveni a materialy

Mezinarodni  protitplatkarské a
protikorupéni  zasady  spolecnosti
Pfizer

Standardni smluvni dolozky pro
pfedavani  osobnich  4daji  ze
spoleCenstvi  do  tfetich  zemi

(Ptedavani spravce spravcei)
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Attachment A Pfiloha A

STUDY BUDGET AND PAYMENT TERMS ROZPOCET ~ STUDIE A  PLATEBNI
PODMINKY
L I
N
L I
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Exhibit 1 to Attachment A Priloha 1 k Priloze A
I I
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Attachment B Ptiloha B
INSURANCE CERTIFICATE POJISTNY CERTIFIKAT
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Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and Materials

Ptiloha C
VYBAVENI A MATERIALY

Vybaveni a materidly poskytnuté CRO/

CRO/Pfizer-Provided Equipment

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

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

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

spolec¢nosti Pfizer

Vybaveni poskytnuté CRO/spole¢nosti Pfizer

CRO nebo spolecnost Pfizer poskytne vybaveni
uvedené nize (dale jen ,Vybaveni CRO%) pro
pouziti Hlavnim zkouSejicim nebo Instituci pii
provadéni Studie nebo podavéni 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 ,,Materialy CRO®) pro pouziti Hlavnim
zkousejicim nebo Instituci pfi provadéni Studie
nebo podavani zprav o Studii.

Dodané materialy: ZADNE

Vybaveni a materialy poskytnuté prodejcem

CRO nebo Pfizer zajisti prodejce, ktery poskytne
nasledujici vybaveni nebo chranéné materialy
(dale jen ,,Majetek prodejce®) pro pouziti v této
Studii:

# Equipment /Vybaveni

Estimated Original
Value / Odhadované
pivodni hodnota

1

2

3

Permitted Uses of Vendor Property

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

Disposition of VVendor Property

The vendor will determine the disposition of

Povolené pouzivani Majetku prodejce

Hlavni zkouSejici a Zdravotnické zafizeni budou
pouzivat Majetek prodejce pouze pro ucely této
Studie.

Nakladani s Majetkem prodejce

Prodejce wur¢i zpusob nakladani s Majetkem
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Vendor
conduct.

Property after completion of Study

Ownership, Responsibilities, and Liability

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 section 16 to this Agreement.

prodejce po dokonéeni Studie.

Vlastnictvi, povinnosti a pravni odpovédnost za
skodu

Vlastnictvi. Vybaveni CRO, Materidly CRO a
Majetek prodejce jsou a zistavaji majetkem
spole¢nosti CRO, spolecnosti Pfizer, prodejce
nebo poskytovatele licence (dle konkrétni situace).

Povinnosti.  Strana, kterd pfijala a pouziva
Vybaveni CRO, Materially CRO nebo Majetek
prodejce, nese riziko jejich ztraty nebo poskozeni.
Pokud CRO, spolecnost Pfizer nebo prodejce musi
vyménit jakékoli Vybaveni CRO, Materidly CRO
nebo Majetek prodejce béhem provadéni Studie v
dasledku ztraty nebo poSkozeni zplsobeného
stranou této Smlouvy, CRO si vyhrazuje pravo
odecist ndklady CRO nebo spolecnosti Pfizer na
jejich vyménu z budoucich plateb financovani
Studie.

Pravni odpovédnost za Skodu. CRO ani spole¢nost
Pfizer neodpovidaji za zadné Skody, véetn¢ Skody
na zdravi osob ¢i poSkozeni majetku, vzniklé v
dusledku pouzivani Vybaveni CRO, Materiala
CRO nebo Majetku prodejce, kromé piipada, kdy
(1) takové skody byly zpiisobeny nedbalosti nebo
svévolnym porusenim povinnosti ze strany CRO,
spole€nosti Pfizer nebo prodejce, nebo kdy (2)
Skoda na zdravi osob predstavuje Ujmu
zpusobenou zapojenim do studie na zdravi
Subjektu studie tak, jak je popsana v odstavci 16
této Smlouvy.
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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 is
committed to performing business with integrity,
and acting ethically and legally in accordance with
all applicable laws and regulations. We expect the
same commitment from the consultants, agents,
representatives or other companies and individuals
acting on our behalf (“Business Associates”), as
well as those acting on behalf of Business
Associates (e.g., subcontractors), in connection
with work for Pfizer.

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted
and means:

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

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

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

Piiloha D

MEZINARODNI PROTIUPLATKARSKE A
PROTIKORUPCN{ ZASADY

SPOLECNOSTI PFIZER

Spole¢nost Pfizer dlouhodobé prosazuje firemni
politiku zakazujici uplatky a korupci pii obchodni
¢innosti ve Spojenych statech i Vv zahrani¢i.
Spolec¢nost Pfizer se zavazala vykonavat svou
obchodni Cinnost bezGhonnym, etickym a
zékonnym zpisobem v souladu se vSemi
ptislusnymi z&kony a nafizenimi. Stejny z&vazek
ocekavame od naSich poradci, zmocnénct,
zastupcti nebo dalSich spole¢nosti ¢i fyzickych
osob jednajicich nasSim jménem (dale jen
,»Obchodnich partnerti®), jakoz 1 od osob
jednajicich jménem téchto Obchodnich partnert
(napt. subdodavatelt) v souvislosti s praci pro
spolecnost Pfizer.

Upléaceni di‘ednich osob

Ve vetsing statd existuji zadkony zakazujici (ptimé
¢i neptimé) poskytovani, nabizeni nebo slibovani
jakychkoli plateb nebo ¢ehokoli hodnotného
ufednim osobam s Umyslem ovlivnit Gfedni ukony
¢1 rozhodnuti 0 ziskani ¢i udrzeni urcité obchodni
prilezitosti.

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

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

(i)  jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéfeni Utedni
osoby, ufadu vlady nebo podniku, ktery
vykonava vladni funkci nebo ktery vlastni
¢t fidi vlada  (napf.  zdravotnika
zaméstnaného ve statni nemocnici nebo
vyzkumného pracovnika zaméstnaného na
statni univerzit¢);

(iii)  jakéhokoli ptedstavitele politické strany,

kandidata na vefejnou funkci, ufednika,

zameéstnance nebo osobu jednajici jménem
nebo z povéfeni politické strany nebo
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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 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:

kandidata na vefejnou funkci;

(iv)  jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéteni vetrejné
mezinarodni organizace;

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

(vi)  jakoukoli ~ osobu jinak ze zakona

povazovanou za Utedni osobu.

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

Vzhledem k Sirokému pojeti definice Uifedni osoby
je pravdépodobné, ze Obchodni partnefi budou
V ramci své obvyklé ¢innosti pro spole¢nost Pfizer
s Utednimi osobami b&zné jednat. Naptiklad 1ékati
zamestnani ve statnich nemocnicich se podle zasad
spoleénosti Pfizer povazuji za ,,Ufedni osoby*.

Americky zdkon o zahrani¢nich korupcnich
praktikaich  (dale jen ,,FCPA*) zakazuje
poskytovani, slibovani nebo schvalovani platby
nebo poskytovani ¢ehokoli hodnotného zahranic¢ni
Utedni osobé za tcéelem nepatfiéného nebo
korup¢niho ovlivnéni jednani nebo rozhodovani
takové osoby s umyslem pomoci spoleénosti ziskat
nebo si udrZzet obchodni pfilezZitost nebo ziskat
jinou nepatiicnou vyhodu. FCPA rovnéz zakazuje
spole€nostem ¢i  osobam  vyuZivat jinych
spolecnosti nebo fyzickych osob k provadéni
jakékoli z vySe uvedenych ¢innosti. Spole¢nost
Pfizer je jako americkd spolecnost povinna
dodrzovat ustanoveni FCPA a muze nest pravni
odpovédnost za jednani, jehoz se kdekoli na svété
dopusti kterykoli z jejich Obchodnich partnerd.

Protiuplatkarské a protikorup¢ni
upravujici vztahy s Vladami
osobami

zasady
a Ufrednimi

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

In conducting their Pfizer-related activities,
Business Associates, and those acting on
their behalf in connection with work for
Pfizer, must understand and comply with
any local laws, regulations, or operating
procedures (including requirements of
Government entities such as Government-
owned hospitals or research institutions)
that impose limits, restrictions, or
disclosure 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

Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s praci pro spolecnost
Pfizer nesmi pfimo ani nepfimo
poskytovat, slibovat nebo schvalovat
provedeni  korupéni  platby  nebo
poskytovani ¢ehokoli hodnotného,
kterékoli Utedni osob& s dmyslem ji
pfimét, aby ucinila urcity ukon nebo pfijala
urCité rozhodnuti, které spole¢nosti Pfizer
pomiize ziskat nebo udrzet si obchodni
ptilezitost. Obchodni partnefi a osoby
jednajici jejich jménem v souvislosti s
praci pro spolecnost Pfizer nesmi nikdy
poskytnout zadné Ufedni osobé platbu
nebo ji nabidnout jakykoli pfedmét c¢i
vyhodu (bez ohledu na jejich hodnotu) s
Uimyslem nepatii¢né piimét Ufedni osoby
ke schvaleni, proplaceni, piedepsani nebo
ndkupu jakéhokoli piipravku spole¢nosti
Pfizer nebo ovlivnéni vysledku klinického
hodnoceni nebo dosazeni jakéhokoli jiného
nepatiiéného zvyhodnéni obchodni ¢innosti
spolecnosti Pfizer,

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer musi znat a dodrzovat vSechny
mistni zakony, nafizeni nebo provozni
postupy (v€etné pozadavkil vladnich
subjektli, jako napf. statnich nemocnic
nebo vyzkumnych ustavil), které stanovi
limity, omezeni nebo pozadavky na
zvefejnéni odmeén, finanéni podpory, dart
nebo darki, jez mohou byt poskytovany
Utednim osobam. Pokud si Obchodni
partner neni jisty vyznamem nebo
aplikovatelnosti  kteréhokoli stanoveného
limitu, omezeni nebo pozadavki na
zvetejnéni v souvislosti s jedndnim s
Ufednimi osobami, mé&l by se pied
zahajenim takoveho jednani obratit na svou
primarni kontaktni osobu ve spole¢nosti
Pfizer.

Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi nabizet odmény za urychlené
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payments. A “facilitation payment” is a
nominal payment to a Government Official
for the purpose of securing or expediting
the performance of a routine, non-
discretionary governmental action.
Examples of facilitation payments include
payments to expedite the processing of
licenses, permits or visas for which all
paperwork is in order. In the event that a
Business Associate, or someone acting on
their behalf in connection with work for
Pfizer, receives or becomes aware of a
request or demand for a facilitation
payment or bribe in connection with work
for Pfizer, the Business Associate shall
report such request or demand promptly to
his or her primary Pfizer contact before
taking any further action.

Commercial Bribery

Bribery and corruption can also occur in non-
Government, business to business relationships.
Most countries have laws which prohibit offering,
promising,  giving,  requesting,  receiving,
accepting, or agreeing to 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:

vyfizeni. ,,Odménou za urychlené
vyFizeni“ se rozumi platby zanedbatelné
astky Utednim osobam s cilem zajisténi
nebo urychleni rutinniho tredniho tkonu,
ke kterému nemd rozhodovaci pravomaoci.
Ptikladem Odmeény za urychlené vyftizeni
jsou platby za urychlené vyfizeni licenci,
povoleni nebo viz, k nimz byly fadn¢
dolozeny veskeré potifebné podklady.
Pokud Obchodni partner nebo osoba
jednajici jeho jménem v souvislosti s praci
pro spolecnost Pfizer obdrzi pozadavek
nebo se dozvi o pozadavku na Odmeénu za
urychlené  vytizeni nebo  uplatku
Vv souvislosti s praci pro spole¢nost Pfizer,
je  Obchodni partner povinen tuto
skuteCnost  bezodkladné nahlésit své
primarni kontaktni osob& ve spole¢nosti
Pfizer ptedtim, nez podnikne jakékoli dalsi
kroky.

Komercni uplatkaistvi

K uplatkafstvi a korupci muze dochazet i mimo
ufedni styk, v obchodnich vztazich mezi podniky.
Ve vétsing stath existuji zdkony zakazujici
nabizeni, slibovani, poskytovani, pozadovani,
pfijimani nebo souhlas s pfijimanim penéz nebo
¢ehokoli hodnotného, vyménou za poskytnuti
nepatficné obchodni vyhody. Mezi piiklady
zakadzan¢ho jednani patii zejména poskytovani
drahych darti, okazald pohostinnost, nezékonné
provize nebo investini pfilezitosti s cilem
nepatficné nékoho piimét k ndkupu zboZi nebo
sluzeb. Spolupracovnici spole¢nosti Pfizer nesmi
nabizet, poskytovat, pozadovat nebo pfijimat
uplatky a ocfekavame od svych Obchodnich
partnerd, jakoZz i od osob jednajicich jejich jménem
v souvislosti s praci pro spole¢nost Pfizer, Ze
budou dodrZovat stejné zasady.

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

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se jejich
vztahil se soukromymi osobami a spolupracovniky
ve spolecnosti Pfizer:
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. Business Associates, and those acting on
their behalf in connection with work for
Pfizer, may not directly or indirectly make,
promise, or authorize a corrupt payment or
provide anything of value to any person to
influence that person to provide an
unlawful business advantage for Pfizer.

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

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more than
token or nominal monetary value from
Business Associates, and those acting on
their behalf in connection with work for
Pfizer. Moreover, gifts of 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 corporate.compliance@pfizer.com or
by phone at 1-212-733-3026.

. Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi piimo ani nepiimo provadeét,
slibovat nebo schvalovat provedeni
korup¢ni platby nebo poskytnout cokoliv
hodnotného  kterékoli osobé s cilem
ovlivnit ji, aby poskytla spole¢nosti Pfizer
nezakonnou obchodni vyhodu.

. Obchodni partnetfi a osoby jednajici jejich
jménem v souvislosti s praci pro spolecnost
Pfizer nesmi pfimo ani nepiimo pozadovat,
souhlasit s pfijetim nebo pfijimat plathy
nebo cokoli hodnotného, jako nepatii¢nou
pobidku v souvislosti s jejich obchodni
¢innosti provadénou pro spolecnost Pfizer.

. Spolupracovnici spole¢nosti Pfizer nesmi
od Obchodnich partnerti a osob jednajicich
jejich jménem v souvislosti s praci pro
spolecnost Pfizer pfijimat zadné dary,
sluzby, vyhody, zabavu nebo jiné predméty
s vys§si nez  symbolickou nebo
zanedbatelnou penézni hodnotou. Dary
zanedbatelné hodnoty jsou dovoleny jen v
ptipadé, Ze jsou pfijimany jen obéas pouze
pfi vhodnych prilezitostech.

OhlaSovani poruSeni nebo podezieni na poruseni

Od Obchodnich partnerti a osob jednajicich jejich
jménem v souvislosti s praci pro spole¢nost Pfizer
se o¢ekava, ze nahlasi své obavy ohledné¢ mozného
poruSeni téchto Mezinarodnich protiuplatkaiskych
a protikorupcnich zasad nebo zakonil. Tato hlaseni
mohou byt adresovéna priméarni kontaktni osobé
Obchodniho partnera ve spolecnosti Pfizer, nebo
pokud to dany Obchodni partner upiednostiuje,
oddéleni Compliance spolecnosti Pfizer e-mailem
na adresu corporate.compliance@pfizer.com nebo
telefonicky na ¢islo 00-1-212-733-3026.
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Attachment E
STANDARD CONTRACTUAL CLAUSES FOR
THE TRANSFER OF PERSONAL DATA FROM
THE COMMUNITY TO THIRD COUNTRIES
(CONTROLLER TO CONTROLLER
TRANSFERS)

* X %

* % %
**

ok

Commission Decision C(2004)5271
SET I

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

Data transfer agreement
between

Fakultni nemocnice Brno, domiciled at Jihlavska
20, 625 00 Brno, Czech Republic
hereinafter “data exporter”

and

inVentiv Health Clinical UK Ltd. with a place of
business at Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire SL6 7AA United Kingdom
(“CRO”), acting on behalf of Pfizer Inc.,
domiciled at 235 East 42nd Street, New York,
New York 10017, US and inVentiv Health
Clinical LLC
202 Carnegie Center, Suite #200
Princeton, New Jersey, 08540, USA

hereinafter, jointly, “data importer”
each a “party”; together “the parties”.
hereinafter, jointly, “data importer”

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

Definitions

Priloha E
STANDARDNI SMLUVNI DOLOZKY PRO
PREDAVANI OSOBNICH UDAJU ZE
SPOLECENSTVI DO TRETICH ZEMI
(PREDAVANI SPRAVCE SPRAVCI)

EUROPEAN COMMISSION

DIRECTORATE-GENERAL JUSTICE

Directorate C: Fundamental rights and Union citizenship
Unit C.3: Data protection

Rozhodnuti komise C(2004)5271
SOUBOR I

Standardni smluvni doloZky pro predavani
osobnich udaju ze Spolecenstvi do tietich zemi
(piredavani spravce spravci)

Dohoda o ptfedani udajt
mezi

Fakultni nemocnice Brno, se sidlem Jihlavska 20,
625 00 Brno, Ceska republika
dale jen ,,vyvozce udaja‘

a

inVentiv Health Clinical UK Ltd., se sidlem
Thames House, 17-19 Marlow Road, Maidenhead,
Berkshire SL6 7AA Velka Britanie (“CRO”),
jednajici jménem Pfizer Inc., se sidlem v 235 East
42nd Street, New York, New York 10017, US a
inVentiv Health Clinical LLC
202 Carnegie Center, Suite #200
Princeton, New Jersey, 08540, USA

dale jen ,,dovozce tidaji*
kazdy jednotlive ,,strana®, spolecné ,,strany*.
dale jen ,,dovozce udaju‘

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

Definice
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For the purposes of the clauses:

a) “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;

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.

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

a) 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

Pro ucely dolozek:

a) ,osobni udaje”, ,zvlastni kategorie
udaji/citlivé udaje”,
»Zpracovavat/zpracovani®, »Spravce®,

»Zpracovatel”, ,subjekt udaju“ a ,,organ
dozoru/organ* maji stejny vyznam jako ve
smérnici 95/46/ES ze dne 24. fijna 1995
(pficemz ,,organem® se rozumi organ
pfislusny pro ochranu udaji na tGzemi, v
némz je vyvozce udaji usazen);

b) ,,vyvozcem udaju‘ se rozumi spravce, ktery
predava osobni tdaje;

c) ,dovozcem udaju‘“ se rozumi spravce, ktery
se zavazuje pfijimat od vyvozce udaji
osobni udaje za ucelem jejich dalsiho
zpracovani v souladu s podminkami téchto
dolozek a ktery nepodléhd systému tieti
zem¢ 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 pfedavani (a rovnéZ zahrnuté osobni
udaje) jsou uvedeny v pfiloze B, kterd tvofi
nedilnou soucést dolozek.

I.  Povinnosti vyvozce udaji
Vyvozce udajl se zaruCuje a zavazuje, Ze:

a) osobni Udaje byly shromazdény,
zpracovany a predany v souladu se zakony
platnymi pro vyvozce Udaji;

b) vyvinul pfiméfené usili, aby urcil, ze je
dovozce 1udaji schopen dostat svym
pravnim zdvazkiim vyplyvajicim z téchto
dolozek;

C) na pozadani poskytne dovozci udaju kopie
pfislusnych zdkonli o ochran¢é Udaji nebo
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protection laws or references to them
(where relevant, and not including legal
advice) of the country in which the data
exporter is established.

odkazy na né (pokud je to vhodné, pficemz
toto nezahrnuje pravni poradu) té zemé, v
niz je vyvozce udajli usazen;

d) It will respond to enquiries from data d) zodpovi dotazy subjektd udaji a organu
subjects and the authority concerning tykajici se zpracovani danych osobnich
processing of the personal data by the data udaji dovozcem udaji, pokud se strany
importer, unless the parties have agreed nedohodly, ze bude takto odpovidat
that the data importer will so respond, in dovozce udaju, v kterémzto piipadé
which case the data exporter will still vyvozce udaji bude i tak odpovidat v
respond to the extent reasonably possible pfiméfené mozném rozsahu a na zakladé
and with the information reasonably jemu piiméfené¢ dostupnych informaci,
available to it if the data importer is pokud dovozce udaji nechce nebo nemiize
unwilling or unable to respond. Responses odpovédét. Odpovézeno bude v primétené
will be made within a reasonable time. lhate;

e) It will make available, upon request, a copy e) na pozadani zpfistupni kopii dolozek

of the clauses to data subjects who are third
party beneficiaries under clause Ill, 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.

Obligations of the data importer

The data importer warrants and undertakes that:

subjektiim udaju, ktefi jsou opravnénou tieti
stranou podle dolozky III, pokud dolozky
neobsahuji diivérné informace, v kterémzto
piipadé muze takovéto informace odstranit.
V pfipadé, ze jsou informace odstranény,
vyvozce udajii pisemné informuje subjekty
udajii o diivodu odstranéni a o jejich pravu
upozornit na toto odstranéni organ.
Vyvozce udaji se vSak fidi rozhodnutim
organu o pristupu subjekt udaji k iplnému
znéni  dolozek, pokud subjekty udaja
souhlasily se zachovanim davérnosti
odstranéné divérné informace. Vyvozce
udaji také na pozadani poskytne kopii
dolozek orgéanu.

Povinnosti dovozce udaji

Dovozce tdajti se zarucuje a zavazuje, zZe:

a) It will have in place appropriate technical a) bude uplatiovat vhodna technicka a
and organisational measures to protect the organizacni opatfeni na ochranu osobnich
personal data against accidental or unlawful udaji proti nahodnému nebo nedovolenému
destruction or accidental loss, alteration, znieni nebo nahodné ztraté, Gpravam,
unauthorised disclosure or access, and neopravnénému sdélovani nebo pfistupu,
which provide a level of security ktera zajisti uroven bezpecnosti
appropriate to the risk represented by the odpovidajici riziku, které ptedstavuje
processing and the nature of the data to be zpracovani, a povaze udaju, které maji byt
protected. chranény;

b) It will have in place procedures so that any b) bude uplatnovat postupy =zajistujici, aby
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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.

jakékoli tfeti strana, kterou opravni k
pfistupu  k osobnim udajim, vcetné
zpracovatell, respektovala a zachovavala
divérnost a bezpecnost osobnich udaju.
Jakékoli osoba, kterd jednd z povéfeni
dovozce udajl, vCetné zpracovatele udajl,
je povinna zpracovavat osobni Udaje pouze
podle pokyni dovozce udaji. Toto
ustanoveni se nevztahuje na osoby, které
pravni nebo spravni piedpisy opraviuji
nebo povinuji k pfistupu k osobnim udajim;

¢) It has no reason to believe, at the time of c) v dob¢ uzavieni téchto dolozek nema divod
entering into these clauses, in the existence se domnivat, Ze existuji jakékoli mistni
of any local laws that would have a zakony, které by mohly mit zésadni
substantial adverse effect on the guarantees negativni vliv na zaruky podle téchto
provided for under these clauses, and it will dolozek, a pokud se o existenci takovych
inform the data exporter (which will pass zakont dozvi, bude informovat vyvozce
such notification on to the authority where udaji (ktery toto oznameni pieda organu,
required) if it becomes aware of any such pokud je to vyzadovano);
laws.

d) It will process the personal data for d) bude osobni udaje zpracovavat za ucely
purposes described in Annex B, and has the popsanymi v piiloze B a ma pravomoc
legal authority to give the warranties and poskytovat z&ruky a plnit z&vazky
fulfil the undertakings set out in these stanovené v téchto dolozkach;
clauses.

e) It will identify to the data exporter a e) uvede vyvozci udaji kontaktni misto ve své
contact point within its organisation organizaci opravnéné odpovidat na dotazy
authorised to respond to enquiries tykajici se zpracovavani osobnich udaji a
concerning processing of the personal data, bude v dobré vife spolupracovat s
and will cooperate in good faith with the vyvozcem udaju, subjektem udaju a
data exporter, the data subject and the organem pii vSech takovych dotazech v
authority concerning all such enquiries pfiméfeném Case. V piipadé pravniho
within a reasonable time. In case of legal zruseni vyvozce Udaji nebo pokud se strany
dissolution of the data exporter, or if the takto dohodly, pfijima dovozce udaji
parties have so agreed, the data importer odpovédnost za dodrzeni ustanoveni
will assume responsibility for compliance dolozky I pism. e);
with the provisions of clause I(e).

f) At the request of the data exporter, it will f) na Zzadost vyvozce Udaji poskytne vyvozci
provide the data exporter with evidence of udaji dikaz o dostateénych finan¢nich
financial resources sufficient to fulfil its zdrojich na splnéni svych povinnosti podle
responsibilities under clause I11 (which may dolozky III (coz muze zahrnovat pojistné
include insurance coverage). kryti);

g) Upon reasonable request of the data g) na piiméfenou zadost vyvozce udaju
exporter, it will submit its data processing umozni, aby byly jeho zafizeni na
facilities, data files and documentation zpracovani daji, datové soubory a
needed for processing to reviewing, dokumentace potiebnd pro zpracovani
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h)

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

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! of any
Commission decision pursuant to
Acrticle 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?, or

iii.  the data processing principles set
forth in Annex A.

Data importer to indicate which
option it selects: (iii)..............

Initials of data

L“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,

h)
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podrobeny revizi, auditu a/nebo certifikaci
provedené  vyvozcem  udaji  (nebo
jakymikoli nezéavislymi nebo nestrannymi
kontrolory ¢i auditory vybranymi vyvozcem
udajt, proti kterym nevznese dovozce udajii
odiivodnéné namitky), aby se presvédcil o
dodrzovani zaruk a zavazkd v téchto
dolozkach, a to po obdrzeni pfimérené
véasného oznameni a béhem obvyklé
provozni doby. Uvedend Zadost bude
podléhat piipadnému nezbytnému souhlasu
nebo schvéleni regulacniho organu nebo
organu dozoru v zemi dovozce udajl,
pricemz dovozce udajti se bude snazit tento
souhlas nebo schvaleni ziskat vcas;

bude osobni (daje zpracovavat,
vlastni volby, bud’ v souladu se:

podle

i.  zakony o ochran¢ udaji té zemé¢, ve
které je vyvozce udajii usazen nebo

ii.  odpovidajicimi ustanovenimi!
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 néj pro ucely
preda(va)ni osobnich udajii
nevztahuje?, nebo

iii.  zasadami zpracovani udaju
stanovenymi v piiloze A

Dovozce udajli vyznaci zvolenou
moznost:

! ,Odpovidajicimi ustanovenimi‘ se rozumi takova ustanoveni
jakéhokoli povoleni nebo rozhodnuti, s vyjimkou vynucovacich
ustanoveni jakéhokoli povoleni nebo rozhodnuti (ktera podléhaji
témto dolozkam).

2 Ustanoveni piilohy A bodu 5, tykajici se prava na pfistup, opravu,
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rectification, deletion and objection must be applied when this option
is chosen and take precedence over any comparable provisions of the

Commission Decision selected.

i)

It 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

ili. 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 protection standards, or

with regard to onward transfers of
sensitive data, data subjects have
given their unambiguous consent to
the onward transfer

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.

vymaz a namitku, v8ak musi byt pouzity, pokud je zvolena tato
moznost, a mit pfednost pfed v§emi srovnatelnymi ustanovenimi
vybraného rozhodnuti Komise.

i)

a)

nesdeli ani nepfedd osobni udaje spravci
udaju, ktery je tieti stranou, se sidlem mimo
Evropsky hospodéisky prostor (EHP), s
vyjimkou ptipadl, kdy o piedani uvédomi
vyvozce udaji a

I.  spravce udaji, ktery je tfeti stranou,
zpracovava osobni Udaje v souladu s
rozhodnutim Komise, jimz bude
shledano, ze treti zemé& poskytuje
odpovidajici Groven ochrany,

ii.  spravce udaju, ktery je tieti stranou,
podepiSe tyto dolozky nebo jinou

dohodu o  pfedavani  Gdajh
schvalenou pfislusSnym organem v
EU;

iii. subjektim udaji bylo umoZznéno
vznést namitku poté, co byly
informovany o Uucelech pfedavani,
kategoriich pfijemct a skutecnosti,
ze zemé, do kterych jsou udaje
vyvazeny, mohou mit jiné normy
ochrany udajti nebo

iv. subjekty udaji daly vzhledem k
dalSimu piedavani citlivych udaja
svlj jednozna¢ny souhlas k dalsimu
predavani.

Odpovédnost a prava tietich stran

Kazd4 strana je odpovédnd viaci druhé
stran¢ za Skody, které zplisobi jakymkoli
poruSenim téchto doloZek. Vzijemna
odpovédnost stran je omezena na skutecné
utrpénou Skodu. Néhrada Skody punitivni
povahy (tj. ndhrada Skody s cilem potrestat
stranu za jeji hrubé chovani) je vyslovné
vyloucena. Kazda strana je odpovédna vici
subjektim udaji za Skody, které zplsobi
jakymkoli porusenim prav tieti strany podle
téchto doloZzek. Tim neni dotcena
odpovédnost vyvozce udajii podle jemu
ptislusného prava na ochranu udaji.
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b) The parties agree that a data subject shall b)
have the right to enforce as a third party
beneficiary this clause and clauses I(b),
I(d), 1(e), 11(a), 1i(c), 11(d), li(e), 11(h), I1(i),
I(a), V, VI(d) and VII 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
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 V.

Strany sjednavaji, ze subjekt udaji ma
pravo vynucovat jako opravnéna tieti strana
tuto dolozku a dolozku I pism. b), d) a e),
dolozku II pism. a), ¢), d), e), h) a 1),
dolozku III pism. a), dolozku V, dolozku VI
pism. d) a dolozku VII proti dovozci tdaji
nebo vyvozci udajii, pokud tito porusi své
smluvni povinnosti v souvislosti s jeho
osobnimi udaji, a rovnéz piijimaji pro tento
ucel pfislusnost soudii v zemi, v niz je
usazen vyvozce udaji. V ptipadech
tykajicich se tvrzeni o poruSeni ze strany
dovozce Udaji musi subjekt udaji nejdiive
pozadat vyvozce udaji, aby podnikl
odpovidajici kroky k vynuceni jeho prav
vuci dovozei udajli; pokud vyvozce udaju
tyto kroky nepodnikne v pfimétené lhuté
(ktera za normadlnich okolnosti ¢ini jeden
mésic), muize subjekt udaju sva prava
vynucovat vi¢i dovozci udajii  piimo.
Subjekt udaji je opravnén postupovat
pfimo proti vyvozci udaji, ktery nevyvinul
pfimétené Usili, aby urcil, ze je dovozce
udajii  schopen dostit svym pravnim
zavazkim vyplyvajicim z téchto dolozek
(vyvozce udaji ponese bfemeno dikazu
toho, ze pfimétené usili vyvinul).

Pravo pouZzitelné na dolozky

These clauses shall be governed by the law of the  Tyto dolozky se fidi pravem zemé, ve které je
country in which the data exporter is established, usazen vyvozce udaji, s vyjimkou pravnich a
with the exception of the laws and regulations  spravnich pfedpisii vztahujicich se na zpracovani
relating to processing of the personal data by the  osobnich tdaji dovozcem udaji podle dolozky II
data importer under clause I11(h), which shall apply  pism. h), které plati pouze v piipadé, ze si je
only if so selected by the data importer under that  dovozce tdaju podle této dolozky zvoli.

clause.

V. Resolution of disputes with data subjects V.
or the authority

a) In the event of a dispute or claim brought a)
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.
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ReSeni spori se subjekty iidaji nebo s
organem

V ptipad¢ sporu nebo naroku vzneseného
subjektem udaji nebo organem, které se
tykaji zpracovani osobnich udajli, proti
jedné nebo obé€ma stranam, se budou strany
vzédjemné informovat o vSech takovych
sporech  nebo narocich a budou
spolupracovat s cilem je smirn¢ a urychlené
urovnat.
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VI.
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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.

Each party shall abide by a decision of a
competent court of the data exporter’s
country of establishment or of the authority
which is final and against which no further
appeal is possible.

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);

ii. 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

Site Name: Fakultni nemocnice Brno | Site Number:

VI.

b) Strany se zavazuji, ze budou reagovat na

kazdé obecné dostupné nezavazné mediacni
fizeni zahajené subjektem udaji nebo
organem. Pokud se strany fizeni UCastni,
mohou si zvolit ucinit tak na dalku
(napriklad telefonicky nebo pomoci jinych
elektronickych prostfedki). Strany se také
zavazuji, ze zvazi svou ucast na jakychkoli
ostatnich rozhod¢ich, mediacnich ¢i jinych
fizenich k feSeni sport vyvinutych pro
spory tykajici se ochrany tdaju.

Kazda strana se bude fidit rozhodnutim
prislusného soudu zemé, v niz je usazen
vyvozce udaji, nebo organu, které je
konec¢né a proti kterému neni mozné podat
zadny dalsi opravny prostiedek.

Vypovézeni

Pokud dovozce udaji porusi své zavazky
podle téchto dolozek, miize vyvozce udaju
docasn¢ zastavit predavani osobnich udajii
dovozci 0daji, dokud neni poruseni
napraveno nebo smlouva vypovézena.

b) V piipadg, ze:

i. vyvozce udaji docasné pozastavi
pfedavani osobnich Udaji dovozci
udaj na dobu delsi nez jeden mésic
podle odstavce a),

ii. dodrzeni téchto dolozek ze strany
dovozce udaji by vedlo k tomu, Ze
by porusil své zavazky podle
pravnich nebo spravnich ptedpist v
zemi dovozu,

iii. dovozce udaju zasadné nebo trvale
porusuje jakékoli zaruky nebo
zavazky, které poskytl v ramci
téchto dolozek,

iv. podle kone¢ného rozhodnuti, proti
némuz neni mozné podat zadny dalsi
opravny prostiedek, vyneseného
pfislusnym soudem zemé, v niz je
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d)

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), (ii), or (iv) above
the data importer may also terminate these
clauses.

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 (ii)
Directive 95/46/EC (or any superseding
text) becomes directly applicable in such
country.

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.

d)

usazen vyvozce udajd, nebo organu,
doslo k poruseni dolozek ze strany
dovozce daji nebo vyvozce udaji
nebo

V.  je podana zadost o konkursni spravu
nebo likvidaci dovozce udaji, at’ jiz
v jeho osobnim nebo obchodnim
postaveni, piricemz zadost neni
zamitnuta v pfislusné lhut¢ pro
takové zamitnuti stanovené platnym
pravem; je vydan likvidacni ptikaz
soudu; je jmenovan nuceny spravce

jakéhokoli  jeho  majetku; je
jmenovan spravce konkursni
podstaty, je-li dovozce udaji

fyzickou osobou; je jim zahdjeno
mimosoudni narovnani; nebo dojde
k rovnocennému fizeni v jakékoliv
jurisdikci,

potom je vyvozce Udajl, aniz jsou doteny
jeho pfipadné jiné naroky vuci dovozci
udajii, opravnén vypoveédét tyto dolozky, v
kterémzto ptipadé¢ bude, pokud je to
vyzadovano, uvédomen organ. V piipadech
zahrnutych ve vyse uvedenych bodech 1), ii)
nebo iv) mize dovozce udaji tyto dolozky
také vypoveédét.

Kazdd ze stran miZe tyto doloZky
vypovédét, pokud i) je vydano jakékoli
kladné rozhodnuti Komise o odpovidajici
urovni podle ¢l. 25 odst. 6 smérnice
95/46/ES (nebo jakéhokoli predpisu, ktery
tento pfedpis nahradi) tykajici se zemé
(nebo jejiho odvétvi), do které dovozce
udaji 0daje preddvd a v niz udaje
zpracovava, nebo ii) se smérnice 95/46/ES
(nebo jakykoli ptedpis, ktery tento pfedpis
nahradi) stane v takové zemi pfimo
pouZitelnou.

Strany sjednavaji, ze vypovézeni téchto
dolozek kdykoli, za jakychkoli okolnosti a z
jakéhokoli divodu (kromé vypovézeni
podle dolozky VI pism. c)) je nezbavuje
zévazkli a/mebo podminek podle téchto
dolozek, pokud jde o zpracovani predanych
udaju.
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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.

VII1. 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 authority
where required. Annex B may, in the alternative,
be drafted to cover multiple transfers.

FOR DATA IMPORTER

FOR DATA EXPORTER

VIlI.  Zména doloZek
Strany nesmi tyto dolozky ménit, s vyjimkou
aktualizace jakékoli informace v piiloze B, v
kterémzto ptipadé budou, pokud je to tieba,
informovat orgdn. To strandm nebrani v pfidavani
dopliyjicich obchodnich dolozek, pokud je to
tieba.
VIIl.  Popis predavani
Podrobnosti ptedavani a osobnich udaji jsou
specifikovany v ptiloze B. Strany sjednavaji, ze
pfiloha B miize obsahovat davérné obchodni
informace, které nesdéli tfetim strandm, vyjma
ptipadi, kdy to vyzaduje zdkon, kdy se tak déje v
odpovédi piislusné regulacni nebo vladni agentuie,
nebo podle pozadavku v dolozce I pism. e). Strany
mohou sjednat dalsi pfilohy tykajici se dalSich
predavani, které budou piedlozeny organu, pokud
je to vyzadovano. Ptiloha B miiZze byt alternativné
navrzena tak, aby zahrnovala vétsi pocet predavani.

DNE:
ZA DOVOZCE UDAJU

ZA VYVOZCE UDAJU
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ANNEX A
DATA PROCESSING PRINCIPLES

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.

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.

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.

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.

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

PRILOHA A
ZASADY ZPRACOVANI UDAJU

Omezeni Ucelu: osobni udaje se musi
zpracovat a nasledné¢ pouzivat nebo dale
sd€lovat pouze pro ucely uvedené v ptiloze
B nebo nasledné schvalené subjektem
udaju.

Kvalita a pfimétenost udaji: osobni udaje
musi byt piesné a tam, kde to je nutné,
aktualizované. Udaje musi byt pfiméfend,
relevantni a nikoli piebyte¢né ve vztahu k
ucelim, pro které jsou predavany a dale
zpracovavany.

Prihlednost: subjektim udaji musi byt
poskytnuty informace nezbytné pro
zajisténi tadného zpracovani (napiiklad
informace o0 UcCelech zpracovani a o
pfedavani), pokud jiz tyto informace
nebyly poskytnuty vyvozcem udaju.

Bezpecnost a divérnost: spravce udaji
musi pfijmout technickd a organiza¢ni
bezpeCnostni  opatieni,  ktera  jsou
pfiméfend rizikim vyskytujicim se v
souvislosti se zpracovanim, jako napiiklad
proti ndhodnému nebo nedovolenému
zniceni ¢i  nahodné ztraté, Upravam,
neopravnénému sdélovani nebo pfiistupu.
Kazdd osoba jednajici na zékladé¢
opravnéni spravce  udaji,  vcetné
zpracovatele, smi Udaje zpracovavat pouze
na zékladé pokynti spravce udaju.

Pravo na pfistup, opravu, vymaz a
namitku: jak je stanoveno v c¢lanku 12
smérnice 95/46/ES, subjektim udaji musi
byt, bud’ piimo nebo prosttednictvim treti
strany, poskytnuty osobni informace o
nich, které organizace méa, s vyjimkou
pozadavki, které jsou vzhledem ke své
nepiimétené frekvenci nebo poctu nebo
opakovanosti ¢i  soustavnosti  zjevné
piehnané, nebo pro néz nemusi byt ptistup
umoznén podle prava zemé vyvozce udaji.
Za ptedpokladu, ze organ vydal piedchozi
souhlas, nemusi byt pfistup umoznén také
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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.

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 1.

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.

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

tehdy, pokud by to pravdépodobné vazné
poskodilo zajmy dovozce udaji nebo
organizaci, kter¢é s dovozcem udaju
obchoduji, a takové zajmy nejsou
pfevySeny zajmy zakladnich prév a svobod
subjektu udaji. Pavod osobnich udaju
nemusi byt oznacen, pokud to neni mozné
za pouziti pfiméfeného usili nebo pokud by
byla porusena prava osob jinych nez
dotéené fyzické osoby. Subjekty udaju
musi mit moznost nechat osobni
informace, které se jich tykaji, opravit,
zmeénit nebo vymazat, pokud jsou neptfesné
nebo jsou zpracovany v rozporu s témito
zasadami. Pokud existuji vdzné diivody pro
zpochybnéni  opravnénosti  uvedeného
pozadavku, muze organizace pied
pristoupenim k opravé, zmén¢ nebo
vymazu pozadovat dalSi odGvodnéni.
Oznédmeni vSech uprav, zmén nebo
vymazi tfetim stranam, kterym byly Gdaje
sdéleny, neni nutné, pokud by to
vyzadovalo neamérné Usili. Subjekty udaja
musi mit rovnéZ moznost vznést z vaznych
a legitimnich divoda souvisejicich s jeho
osobni situaci namitku proti zpracovani
osobnich udaju, které se ho tykaji. Dukazni
bfemeno lezi v piipadé jakéhokoliv
odmitnuti na dovozci udajt a subjekt udaji
muze vzdy u organu odmitnuti napadnout.

Citlivé udaje: dovozce tdajti piijme takova
dodatecna opatfeni (napftiklad
bezpecnostni), ktera jsou nebytnd pro
ochranu citlivych udajii v souladu s jeho
povinnostmi podle dolozky II.

Udaje pouzivané pro ugely marketingu:
zpracovavaji-li se udaje pro ucely ptimého
marketingu, mély by existovat U¢inné
postupy umoziujici subjektu idaji kdykoli
»zvolit vynéti“, aby daje o ném jiz nebyly
vyuzivany k takovym ucelim.

Automatizovanad rozhodnuti: pro ucely
téchto dolozek se ,automatizovanym
rozhodnutim* rozumi rozhodnuti vyvozce
udajii nebo dovozce udaji, které vuci
subjektu udaji zaklada pravni Gcinky nebo
které se subjektu udajii vyznamné dotyka,
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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:

piijaté vyluéné na zaklade
automatizovaného  zpracovani  udaju
uré¢ené¢ho k hodnoceni urcitych rysii jeho
osobnosti, napiiklad pracovniho vykonu,
davéryhodnosti, spolehlivosti, chovani atd.
Dovozce udaji neucini zadné
automatizované rozhodnuti tykajici se
subjektii udajt, s vyjimkou piipadu, kdy:

a) a)

I.  such decisions are made by the I.  jsou takova rozhodnuti u¢inéna
data importer in entering into or dovozcem udaja pfi uzavirani
performing a contract with the nebo plnéni smlouvy se subjektem
data subject, and udaju a

ii.  the data subject is given an

opportunity to discuss the results ii.  je subjektu tidaju dana piilezitost
of a relevant automated decision projednat vysledky piislusného
with a representative of the parties automatizovaného rozhodnuti se
making such decision or otherwise zastupcem strany provadéjici
to make representations to that takové rozhodnuti nebo jinak
parties. ucinit této strané prohlaseni,

or nebo

b) where otherwise provided by the law
of the data exporter.

b) pravni ptedpisy platné pro vyvozce tdaji
stanovi jinak.
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ANNEX B PRILOHA B

DESCRIPTION OF THE TRANSFER POPIS PREDANI
(To be completed by the parties) (vyplni strany)
Data subjects Subjekty udaji
The personal data transferred concern the  Pienesené osobni tdaje se tykaji nasledujicich
following categories of data subjects: kategorii subjektd udajt:

e Study team members, including principal o Clemi studijniho tymu, véetné hlavniho
investigator, sub-investigators, research zkousejiciho, pomocnyché zkousejicich,
staff of any clinical study sponsored by vyzkumnych pracovnikii klinického
Pfizer Inc. and conducted by the Data hodnocent podporovaného spolecnosti
Exporter in accordance with a Clinical Pfizer a provadeného vyvozcem udajii podle
Study Agreement between the CRO and the smlouvy o klinickém hodnoceni mezi CRO a
Data Exporter. vyvozcem udajil.

e Patients (to the extent codified data could e Pacientii (do jisté miry by mohly byt
be deemed personal data). kodifikované udaje povazovainy za osobni

udaje).
Purposes of the transfer(s) Ulely pienosu(il)
The transfer is made for the following purposes: Pievod je dan nasledujicimi dtvody:

e To provide assistance and/or supervise the e Poskytnout pomoc a/nebo dohled k
performance of the Clinical Study provadeni smlouvy o klinickém hodnoceni
Agreement.

e To conduct the study, including any post- o Vykonavat klinické hodnoceni, véetné
study activities (such as data pripadnych ndslednych cinnosti klinického
reconciliation). hodnoceni (jako je porovnavani udajii)

e To carry out professional performance e Provést odborné vyhodnoceni vykonnosti
evaluation.

e To determine the involvement of the data o Urcit zahrnuti subjektii udaju v budoucim
subjects in future research/studies. vyzkumu/klinickych hodnocenich

e To comply with any regulatory e Byt v souladu se vsemi regulacnimi
requirements. pozadavky

Categories of data Kategorie udaja
The personal data transferred concern the  Pienesené osobni udaje se tykaji nasledujicich
following categories of data: kategorii udaju:

e Study team members: Name, business e  Cleni studijniho tymu: Jméno, pracovni
contact details, CV details, role performed kontaktni udaje, Zivotopis, funkce v
in the study. klinickém hodnoceni.
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e Patients: no identifiable data is transferred
by the data exporter to the data importer.

Recipients
The personal data transferred may be disclosed
only to the following recipients or categories of
recipients:

o The business units of the Data Importer’s
group (world-wide) which are dealing from
time to time with the purposes mentioned
above.

e T vendors providing technical support to
the Data Exporter in connection with the
databases where the personal data are
processed.

e Representatives of the study sponsor who
are conducting monitoring or auditing
activities.

e Regulatory authorities world-wide.

Sensitive data (if appropriate)
The personal data transferred concern the
following categories of sensitive data:

e None. In particular, patients’ medical
information is previously codified by the
data exporter in such a way that this
medical information cannot be attributed to
a specific patient without the use of the
code, being such code kept separately by
the data exporter only and subject by the
data exporter to technical and
organisational measures to ensure non-
attribution to an identified or identifiable
patient.

Data protection registration information of data
exporter (where applicable)

¢ Not applicable

Additional useful information (storage limits and
other relevant information)

e Personal data shall be kept as long as they

e Pacienti: Zadné identifikovatelné Udaje
nejsou prenaseny vyvozcem udajii dovozci
udajii.

Prijemci
Ptenesené osobni udaje mohou byt zpfistupnény
pouze pro nasledujicim piijemctim nebo kategoriim
ptijemcti:

o  Obchodni jednotky skupiny dovozce udajii
(celosvetoveé), které se prileZitostné zabyvaji
vySe uvedenymi ucely

e |IT dodavatelé poskytujici technickou
podporu vyvozci udajii ve spojent s
databazemi, kde se osobni Gdaje
zZpracovavaji.

e Za&stupci zadavatele klinického hodnoceni,
kteri provadeéji kontrolni a auditorské
cinnosti.

e Regulacni urady po celém svete.

Citlivé udaje (v ptipadé¢ potieby)
Pfenesené¢ osobni udaje se tykaji nasledujicich
kategorii citlivych udaji:

o Zadné. Zejména lékaiské informace
pacientii jsou predem kodifikovdany
Vyvozcem udajii takovym zpusobem, Ze tyto
lékarské informace nemohou byt prirazeny
ke konkrétnimu pacientovi bez pouziti kodu,
ktery je vyvozcem udajii uchovavain
oddelené a podléha vyvozci udajii k
technickym a organizacnim opatrenim a k
zajisténi toho, aby pacient nebyl
identifikovan nebo identifikovatelny.

Ochrana tdaji registraénich informaci vyvozce
udaju (v ptipad¢ potieby)
o Neaplikuje se

Dodatecné wuzitené informace
uchovavani a jiné dilezité informace)

(limity  pro

e Osobni Udaje musi byt uchovavany tak
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are necessary for the purposes for which dlouho, dokud nejsou nezbytné pro ucely,

the data were transferred as described pro které byly udaje predany, jak je
hereunder. popsano nize.
Contact points for data protection enquiries Kontaktni mista pro Seti‘eni na ochranu

osobnich udaju
Data importer Dovozce udaji

Data exporter Vyvozce udaji
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