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CLINICAL STUDY AGREEMENT
Between

ICON Clinical Research Limited
And
XXX
And

Fakultni nemocnice Hradec Kralové,

Pfizer Protocol #

This Clinical Study Agreement (“Agreement”)
among

ICON Clinical Research Limited,
South County Business Park
Leopardstown

Dublin 18

Ireland

VAT ID: IE 8201978R
Represented by, based on Power of
Attorney

(“CRO”)

and

with a place of business at Fakultni nemocnice
Hradec Kralové, I11. interni gerontometabolicka
klinika, Sokolska 581, 500 05 Hradec Kralové,

Czech Republic

(“Principal Investigator™),

and

Fakultni nemocnice Hradec Kralové,

with its registered address at Sokolskd 581, 500
05 Hradec Krilové - Novy Hradec Kralové,
Czech Republic, represented by Prof. MUDr.

SMLOUVA O KLINICKE STUDII
mezi

ICON Clinical Research Limited
a
XXX
a

Fakultni nemocnici Hradec Kralové,

Cislo protokolu spole¢nosti Pfizer

Tato smlouva o klinické studii (déle jen
,,smlouva‘) mezi

ICON Clinical Research Limited,
South County Business Park
Leopardstown

Dublin 18

Irsko

VAT ID: IE 8201978R

Zastoupend panem, na zdkladé plné moci
(déle jen ,,CRO%)

adresa pracovi$té: Fakultni nemocnice Hradec
Kralové, III. interni gerontometabolicka
klinika, Sokolska 581, 500 01 Hradec Kralové,
Ceska republika

(déle jen ,,hlavni zkouSejici*),
a
Fakultni nemocnici Hradec Kralové,
se sidlem Sokolska 581, 500 05 Hradec Kralové

- Novy Hradec Kralové, Ceska republika,
zastoupend Prof. MUDr. Romanem Prymulou,
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Roman Prymula, CSc., Ph.D., hospital director,
(“Institute™),

when signed by all parties, is effective as of

Pfizer Inc (“Pfizer”) wishes to sponsor a clinical
study entitled

(“Study”) to be conducted by Principal
Investigator ~ at  address 1L Interni
gerontometabolicka klinika, Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Kralové 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.

Expected term duration of the study — 50
months.

CSc., Ph.D., feditelem nemocnice
(dale jen ,,poskytovatel®),

v okamZiku, kdy je podepsdna vSemi stranami,
je ucinnd ke dni

Spolecnost Pfizer Inc (dile jen ,,Pfizer) chce
financovat klinickou studii s ndzvem  (dale
jen,studie*), kterd bude provddéna hlavnim
zkousSejicim na adrese I1L Interni
gerontometabolické klinice, Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krialové podle vyse
uvedeného protokolu spolecnosti Pfizer (dale
jen ,,protokol®). Spolec¢nost Pfizer delegovala
odpovédnost za fizeni této studie, vcetné
uzavirdni smluv a monitoringu studie, na CRO a
zmocnila CRO, aby tato mohla spolecnost
Pfizer zavazovat k veSkerym zavazkim, které
jsou v této smlouvé uvedeny jako zavazky
néleZejici spole¢nosti Pfizer.

Predpoklddany termin trvani studie — 50 mésica.
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The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research Staff.
The Study will be conducted by Principal
Investigator. Principal Investigator is not an
employee of Institute and the Institute 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. Institute may not
reassign the conduct of the Study to a different
Principal Investigator without prior written
authorization from CRO. Principal Investigator
will ensure that only individuals who are
appropriately trained and qualified assist in the
conduct of the Study as sub-investigators or
research staff.

1.2 Compliance Obligations.
Principal Investigator and Institute are
responsible to CRO and Pfizer for compliance
by all Study personnel with the terms of this
Agreement and International Conference on
Harmonization Good Clinical Practice (ICH
GCP) guidelines, as well as applicable law,
regulations, and governmental guidance
including, namely, Act No. 378/2007 Coll. on
Pharmaceuticals, as amended (“Pharmaceuticals
Law”), Regulation of the Ministry of Health and
Ministry of Agriculture No. 226/2008 Coll. on
Good Clinical Practice and Specific Terms for
Clinical Trials of Pharmaceuticals, as amended,
Regulation of the Ministry of Health and
Ministry of Agriculture No. 86/2008 Col. on
Good Laboratory Practice concerning
Pharmaceuticals as amended, and Act No.
372/2011 Coll. of Health Services, as amended.
Institute is responsible for compliance by all
personnel who are employees or contractors of
Institute, and Principal Investigator is
responsible for compliance by any personnel

Strany se dohodly nésledovné:
1. Povinnosti

1.1 ZkouSejici a spolupracujici
osoby. Studii bude provadét hlavni zkousejici.
Hlavni zkouSejici je zamé&stnancem
poskytovatele a poskytovatel jako
zaméstnavatel timto ud€luje hlavnimu
zkousSejicimu vyslovny souhlas s jeho tcasti ve
studii podle této smlouvy a za odménu
sjednanou s CRO podle § 304 odst. 1 zdkona

¢. 262/2006 Sb., zdkonik price, v platném
znéni. Poskytovatel nesmi ptidé€lit provadéni
studie jinému hlavnimu zkouSejicimu bez
pfedchoziho pisemného schvédleni CRO. Hlavni
zkousejici zajisti, aby se na provadéni studie
jako spoluzkousejici nebo spolupracujici osoby
podilely pouze osoby, které byly fadné
proskoleny a maji odpovidajici kvalifikaci.

1.2 Zavazky dodrzovani pfedpisu.
Hlavni zkousSejici a poskytovatel odpovidaji
CRO a spolecnosti Pfizer za to, Ze vSichni
pracovnici podilejici se na studii budou
dodrZzovat podminky této smlouvy, smérnice
Mezinédrodni konference pro harmonizaci
spravné klinické praxe (ICH GCP) a platné
zdkony, nafizeni a pokyny statnich organi,
jmenovité zdkon €. 378/2007 Sb., o 1éCivech,
v platném znéni (dale jen ,,zakon o 1é¢ivech®),
vyhlaSku Ministerstva zdravotnictvi a
Ministerstva zemédé€lstvi ¢. 226/2008 Sb.,

o spravné klinické praxi a bliz§ich podminkéach
klinického hodnoceni l1é¢ivych piipravkd,

v platném znéni, vyhldSku Ministerstva
zdravotnictvi a Ministerstva zemédé&lstvi

¢. 86/2008 Sb., o stanoveni zdsad spravné
laboratorni praxe v oblasti 1éCiv, v platném
znéni, a zakon ¢. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni. Poskytovatel
odpovidd za dodrZovéni predpisti veskerym
persondlem, kterym jsou zamé&stnanci nebo
smluvni dodavatelé poskytovatele, a hlavni
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not employed or contracted by Institute.

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

1.4 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.

2. Funding. CRO will provide funding in
support of this Study and, in particular will pay
compensation to Institute for the services

zkousSejici odpovida za toto dodrZzovéni
veSkerym persondlem, ktery neni zamé&stndn ani
smluvné najat poskytovatelem.

1.3 Skoleni GCP (sprdvné klinické
praxe). Pred zdpisem jakychkoli subjektii studie
(jak jsou tyto definovany v ¢lanku 4 Zapis
subjektl) absolvuji hlavni zkousSejici a vSichni
spoluzkousejici Skoleni spravné klinické praxe
zajiStované CRO (déle jen ,,Skoleni CRO

o GCP*). VSichni zkousSejici, ktefi se do studie
zapoji pozdéji, absolvuji Skoleni CRO o GCP
pfed provadénim povinnosti souvisejicich se
studii. V ptipadé studii prislusné délky absolvuji
v prubéhu studie hlavni zkousejici a
spoluzkousejici Skoleni CRO o GCP kazdé tii
roky nebo Castéji, pokud byly ve smérnici ICH
GCP nebo materidlech kurzu provedeny
vyznamné zmény.

1.4 Etickd komise / Statni dstav pro
kontrolu 1é¢iv. Pred zahdjenim studie CRO
ziské nebo zajisti, aby tfeti strana ziskala
schvdleni studie a dokumentu informovaného
souhlasu Statnim dstavem pro kontrolu 1é¢iv
(déle jen ,,SIjKL“) a etickou komisi. CRO
vynaloZi pfiméfené usili k zajiSténi toho, aby
byla studie v pribéhu svého provadéni nadale
predmétem dohledu etické komise / SUKL. V
piipadé multicentrickych studii predlozi CRO
Zadost o posudek pouze jedné etické komisi
za multicentrickou studii a zdroven predloZzi
CRO Zadost o posudek etické komisi
zdravotnickych zafizeni, kde by se ptisluSna
klinickd studie méla provadét. Jestlize

na nékterém z mist planovaného provadéni
klinické studie nebude ziizena Zaddn4 eticka
komise, pak posudek pro takovéto misto
poskytne etickd komise pro multicentrickou
studii.

2. Financovéni. CRO poskytne financovani
na podporu této studie, a zejména bude hradit
odménu poskytovateli za sluzby poskytované v
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provided in connection with the conduct of as
delineated in Attachment A, Study Budget and
Payment Terms, and subject to the terms
specified in that Attachment.

2.1 Payee. As indicated in
Attachment A, Institute is the payee for all
Study funding. CRO’s only payment obligation
under this Agreement is to Institute. Allocation
of funds between Institute ,Principal
Investigator and sub-investigators is governed
by Provider’s internal guideline. Principal
Investigator releases CRO and Pfizer from any
obligation or liability related to the
disbursement of funds by Institute.

2.2 Investigator Meetings. If
Principal Investigator is 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.

3. Protocol. Principal Investigator will
conduct the Study and Study-related activities
in accordance with the Protocol, including, but
not limited to, 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 Ethics Committee and
SUKL (“Amendment”) except, as described in
the Protocol, for emergency changes necessary
to protect the safety of the Study Subjects (as
defined in Section 4, Subject Enrollment). If it
is necessary to deviate from the Protocol on an
emergency basis for the safety of the subjects

souvislosti s provddénim studie, jak je podrobné
popsano v Piiloze A, Rozpocet studie a platebni
podminky, a podle podminek stanovenych

v této piiloze.

2.1 Pfijemce plateb. Jak je uvedeno
v Ptiloze A, je pfijemcem veSkerého
financovani studie poskytovatel. Jedinym
platebnim zdvazkem CRO podle této smlouvy
je zavazek vuci poskytovateli. Rozdéleni
finan¢nich prostfedkd mezi poskytovatele,
hlavniho zkouSejiciho a spolupracujici osoby se
fidi vnitfni smérnici poskytovatele. Hlavni
zkousejici zprostuje CRO a spolecnost Pfizer
veskerych zavazka ¢i odpovédnosti
souvisejicich s vyplatou finan¢nich prostfedki
poskytovatelim.

2.2 Schizky zkousSejicich. Jestlize
bude pozadovéno, aby se hlavni zkouSejici
ucastnil schiizek zkousejicich ohledné této
studie, CRO zajisti a pfimo zaplati cestovné a
ubytovani a bude hradit pfiméfené ndklady na
stravovani v souvislosti s takovymito
schiizkami, ale neposkytne za takovouto ucast
odménu.

3. Protokol. Hlavni zkouSejici bude
provadeét studii a Cinnosti souvisejici se studii v
souladu s protokolem, mimo jiné bude podavat
zpravy o nezadoucich piihodach.

3.1 Dodatky. Protokol je moZno
upravovat pouze formou pisemného dodatku
schvaleného spolecnosti Pfizer, hlavnim
zkousejicim, odpovédnou etickou komisi a
SUKL (dle jen ,,dodatek*) s vyjimkou, jak je
popsano v protokolu, naléhavych zmén nutnych
pro ochranu bezpec¢nosti subjektl studie (jak
jsou tyto definovany v ¢lanku 4 Zapis subjekti).
Je-li nezbytné odchylit se od protokolu na
zédklad¢ naléhavosti z bezpecnostnich diivodi
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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.

tykajicich se subjektt, které praveé podstupuji
1é¢bu, uvédomi o tom hlavni zkousejici CRO
a/nebo spolecnost Pfizer, odpovédnou etickou
komisi a SUKL (podle toho, co ptipadd v
tivahu) co moZznd nejdiive, ale v kazdém
piipad¢€ nejpozdéji jeden kalendaini den

po provedeni zmény. Zadn4 takova zména
provedend z ditvodu bezpecnosti subjektil
studie, které pravé podstupuji 1écbu, nebude
aplikovéna pro Zadné budouci subjekty studie,
pokud nebude schvalena CRO a/nebo
spolecnosti Pfizer a odpovédnou etickou komisi
a SUKL (podle toho, co piipadé v tvahu) a
zdokumentovéna jako pisemny dodatek
protokolu.

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
CRO and documented as an Amendment to the
Protocol or made subject to mutually agreeable
terms otherwise documented by the parties.

4. Subject Enrollment. Principal Investigator
has agreed to enroll qualified Study participants
during the CRO-specified enrollment period,
unless CRO modifies the enrollment period by
written notice. A qualified participant is one
who meets all Protocol criteria for inclusion in
the Study (“Study Subject”).

4.1 Mult-Center Studies. CRO 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.

3.2 Zadny dal¥f vyzkum.

Na subjektech studie (jak jsou tyto definovany v
¢lanku 4 Zapis subjektil) nebo na biologickych
vzorcich odebranych béhem studie nesmi byt v
prubéhu studie provadén zadny dalsi vyzkum,
pokud toto neni schvaleno spole¢nosti CRO a
zdokumentovano jako dodatek k protokolu nebo
ucinéno za vzajemné piijatelnych podminek,
coZ je stranami zdokumentovino jinym
zpliisobem.

4.  Zépis subjektt. Hlavni zkousejici
souhlasil s tim, Ze bude zapisovat kvalifikované
ucastniky studie béhem obdobi zapisu uréeného
CRO, pokud CRO pisemnym oznamenim
obdobi zdpisu neupravi. Kvalifikovanym
ucastnikem je ucastnik, ktery spliiuje vSechna
kritéria protokolu pro zatazeni do studie (dale
jen ,,subjekt studie®).

4.1 Multicentrické studie. CRO muze ukoncit
zapis subjektl studie diive, jestlize bude
dosazeno celkového poctu zapsanych
potifebného pro multicentrickou studii

pfed koncem obdobi zdpisu pro tuto studii.
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5. Study Conduct

5.1 Charging Study Subjects.
Neither Principal Investigator nor Institute 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.

5.2 Safety Measures and Serious
Breaches. 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 Institute will
inform CRO immediately of any serious
breaches of the Protocol or of ICH GCP
guidelines of which Principal Investigator or
Institute becomes aware.

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

6. Data Protection and FDA Financial
Disclosure
6.1 Personal Data. Personal data is

any information from which it is possible to
identify an individual. Personal data that
concerns health information is sensitive
personal data. Personal data collected in
association with the Study will include personal
data relating to the Principal Investigator, sub-
investigators, research staff, third parties, and
possibly Study Subjects (which could include
sensitive personal data) (collectively “Personal

5. Provadéni studie

5.1 Poplatky dc¢tované subjektiim
studie. Hlavni zkouSejici ani poskytovatel
nebudou uctovat poplatky subjektu studie nebo
subjektim pfispivajicim do zdravotniho
systému za hodnocené 1é¢ivo (viz ¢lanek 8
Hodnocené 1é¢ivo) ani za jiné sluzby hrazené
podle této smlouvy CRO.

5.2 Bezpecnostni opatieni a zdvazné
porusSeni pravidel. Hlavni zkouSejici bude
okamzité informovat CRO o naléhavych
urgentnich opatieni, kterd podnikl na ochranu
subjektl studie pied bezprostfednim
nebezpecim. Hlavni zkouSejici a poskytovatel
budou okamzité informovat CRO o jakémkoli
zavazném poruseni protokolu nebo smérnic ICH
GCP, o nichz se hlavni zkouSejici ¢i
poskytovatel dozvi.

5.3 Pojisténi poskytovatele.
Poskytovatel podpisem této smlouvy potvrzuje,
7e zdravotnické zafizeni, v némz bude studie
provadéna, a jeho zamé&stnanci, ktefi budou
studii provadét, jsou kryti platnym a
dostate¢nym pojisténim odpovédnosti za Skody
zpisobené poskytovanim zdravotni péce podle
platnych pravnich ptedpisi.

6. Ochrana dat a zverejnéni financnich
informaci podle nafizeni FDA (Ufadu pro
kontrolu potravin a 1éCiv)

6.1 Osobni udaje. Osobnimi tidaji se
rozumi veskeré informace umoznujici
identifikaci jednotlivce. Osobni udaje, které se
tykaji zdravotnich informaci, jsou citlivymi
osobnimi udaji. Osobni tidaje shromazd’ované v
souvislosti se studif budou zahrnovat osobni
udaje tykajici se hlavniho zkousSejiciho,
spoluzkousejicich, vyzkumnych pracovnik,
tietich stran a eventudlné subjektd studie (coz
by mohlo zahrnovat citlivé osobni tidaje)
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Data”). Such Personal Data may be subject to
specific legislation relating to its processing,
storage, transfer and use. Principal Investigator
and Institute 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 Institute will take all appropriate technical
and organizational measures to prevent damage
to, or disclosure, unauthorized or unlawful
processing, or accidental loss or destruction of
such Personal Data. CRO and Pfizer will take
appropriate measures to protect the
confidentiality and security of all Personal Data
that they receive in connection with the Study.

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

6.3 Financial Disclosure. Where the Study is
deemed by Pfizer to be a “covered study” for
the purpose of the United States Food and Drug
Administration regulation entitled “Financial
Disclosure by Clinical Investigators” (the “FDA
Regulation”), Principal Investigator agrees, and
Principal Investigator or Institute, as
appropriate, will ensure that any sub-
investigator engaged in the Study agrees, to
disclose to CRO all relevant financial and other
information (including details of equity interests
in Pfizer or any of its affiliates) relating to the

(spole¢né déle jen ,,0sobni idaje‘). Takovéto
osobni idaje mohou podléhat zvI4Stnim
pravnim predpistim tykajicim se jejich
zpracovani, uchovavani, prenosu a pouzivani.
Hlavni zkousSejici a poskytovatel budou béhem
provadeéni studie a pti podavani hlaSeni ohledné
studie dodrzovat vSechny pfislu§né zdkony
tykajici se ochrany a pouzivani osobnich udaji
a utajeni dat, a sice zdkon ¢. 101/2000 Sb., o
ochrané osobnich tdaji, v platném znéni (déle
jen ,,zakon o ochran¢€ osobnich tdaji‘). Hlavn{
zkousSejici a poskytovatel podniknou veskera
vhodna technickd a organiza¢ni opatieni za
ucelem zabranéni poSkozeni €1 prozrazent,
neautorizovanému nebo nezakonnému
zpracovani nebo nahodné ztrité ¢i zniceni
takovychto osobnich udaji. CRO a spole¢nost
Pfizer podniknou piisluSné opatteni za ucelem
ochrany duvérnosti a bezpecnosti veskerych
osobnich tdaju, které obdrzi v souvislosti se
studii.

6.2 Pouziti CRO a spolecnosti
Pfizer. Osobni tdaje budou zpracovdavany a
vyuZzivany pro Ucely administrace této smlouvy
a ve spojeni se studii. Informace tykajici se
hlavniho zkousSejiciho, spoluzkousejicich a
vyzkumnych pracovnikl budou uchovdvany v
jedné nebo v né€kolika databazich pro ucely
ur¢eni jejich zapojeni se do budouciho vyzkumu
a za ucelem splnéni vSech zdkonnych
poZzadavk.

6.3 Zvetejnéni finan¢nich informaci. V
piipadech, kdy spole¢nost Pfizer povazuje studii
za ,.krytou studii* pro ucely nafizeni
amerického Ufadu pro kontrolu potravin a 1é¢iv
(,,FDA*) nazvaného ,,Poskytovdni financnich
informaci zkouSejicimi v klinickém vyzkumu*
(déle jen ,,natizeni FDA*), souhlasi hlavni
zkousejici, ze sd¢li, a hlavni zkousejici ¢i
poskytovatel ptipadn€ zajisti, aby 1 kazdy
spoluzkousejici zapojeny do studie souhlasil, Ze
sdéli veskeré prislusné financni a dalSi
informace CRO (v¢etné informaci o
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Principal Investigator or sub-investigators, as
the case may be (and, where relevant, spouse
and dependants of Principal Investigator or sub-
investigator) as required by CRO to enable
Pfizer to comply with the FDA Regulation.

6.4  Disclosure and Transfer. Some of the
Personal Data discussed in this Section 6 may
be disclosed or transferred to other members of
the CRO or Pfizer group of companies, to
representatives and contractors working on
behalf of the CRO or Pfizer group, and to
regulatory authorities across the world. The
Institute 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 Institute. Principal
Investigator will ensure such consent for any
individuals working under Principal
Investigator’s direction and control who are not
employees or contractors of Institute.

a. Safe Harbor Notice.
When the individuals associated with the Study
about whom Personal Data may be disclosed to
CRO and Pfizer are located in the European
Union or Switzerland, Principal Investigator or
Institute, as appropriate, will inform them and
any other appropriate third party of CRO’s and
Pfizer’s enrollment in the EU-US Safe Harbor
program. Principal Investigator or Institute, as
appropriate, will also furnish those affected
individuals a form of notice, to be made
available by CRO, setting out the intended use
of the Personal Data by CRO and Pfizer and
other pertinent information.

majetkovych podilech ve spole¢nosti Pfizer
nebo v kterékoli z jejich sesterskych
spolecnosti) tykajicich se hlavniho zkousejiciho,
resp. spoluzkousejicich (a v relevantnich
piipadech také manzela, manzelky a
vyZzivovanych osob hlavniho zkouSejictho nebo
spoluzkousejiciho), jak to vyZzaduje CRO za
ucelem umoznéni spole¢nosti Pfizer splnit
poZadavky nafizeni FDA.

6.4  Zvetejnéni a pfenos informaci. Nékteré
osobni tdaje, o nichz ¢lanek 6 pojednava,
mohou byt sdélovany nebo predany jinym
¢lentim skupiny spolec¢nosti CRO a Pfizer,
zastupciim a smluvnim dodavatelim pracujicim
jménem CRO ¢i skupiny Pfizer a regulacnim
organtim po celém svété. Poskytovatel zajisti,
Ze budou poskytnuty veskeré nezbytné
souhlasy, aby bylo vyhovéno ustanovenim
¢lanku 6 této smlouvy s ohledem na vSechny
dotéené zaméstnance a smluvni dodavatele
poskytovatele. Hlavni zkouSejici zajisti
takovyto souhlas pro vSechny jednotlivce
pracujici pod vedenim a kontrolou hlavniho
zkousejiciho, ktefi nejsou zaméstnanci nebo
smluvnimi dodavateli poskytovatele.

a. Ozndmeni podle zdsad
programu ,,bezpecného pfistavu®. Kdyz se
jedinci spojovani se studii, jejichZ osobni udaje
mohou byt sdéleny CRO a spole¢nosti Pfizer,
nachézeji v Evropské unii nebo ve Svycarsku,
bude hlavni zkouSejici a piipadné poskytovatel
informovat je a jakoukoli dal$i pfisluSnou treti
stranu o registraci CRO a spole¢nosti Pfizer v
programu ,,bezpecného piistavu* EU-US.
Hlavni zkouSejici, ptipadn€ poskytovatel také
poskytnou doty¢nym jednotliveiim formu
oznamendi, které bude dano k dispozici
prostfednictvim CRO a bude uvadét zamyslené
pouZziti osobnich udajii CRO a spole¢nosti
Pfizer a dalsi relevantni informace.
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7. Informed Consent and Subject
Recruitment and Adverse Events.

7.1 Informed Consent. Pfizer and/or CRO will
provide Institute (through Principal
Investigator) with the informed consent form,
which has been approved by the Ethics
Committee and SUKL. Principal Investigator
will obtain a written informed consent for each
Study Subject. Principal Investigator will
provide CRO an opportunity to review and
approve the content of the informed consent
document (including any revisions made during
the course of the Study) before it is used. The
Institute and Principal Investigator must not
recruit potential subjects to participate in the
Study, commence the research covered under
this Agreement, or administer the
Investigational Drug (as defined below) to the
Study Subjects unless and until a valid informed
consent has been obtained from each Study
Subject.

7.2 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.

Expected number of Study subjects is
approximately: 10 - 15.

7.3 Adverse Events.

Institute 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.

7. Informovany souhlas, ndbor subjektu a
nezadouci prihody.

7.1 Informovany souhlas. Spole¢nost Pfizer
a/nebo CRO poskytnou poskytovateli
(prostfednictvim hlavniho zkousSejiciho)
formulaf informovaného souhlasu, ktery byl
schvilen etickou komisi a SUKL. Hlavni
zkousejici ziskd pisemny informovany souhlas
za kazdy subjekt studie. Hlavni zkousejici
umozni CRO zkontrolovat a schvalit obsah
formulare informovaného souhlasu (véetné
jakychkoliv revizi u¢inénych v pribéhu studie)
pfed jeho pouzitim. Poskytovatel a hlavni
zkousSejici nesmi provadét ndbor potencidlnich
subjektl pro ucast ve studii, zahdjit vyzkum, na
ktery se vztahuje tato smlouva, nebo poddvat
hodnocené 1éCivo (jak je toto definovano nize)
subjektim studie, dokud nebyl ziskan platny
informovany souhlas od kazdého subjektu
studie.

7.2 Nébor subjektt. Hlavni zkouSejici umoZni
CRO provést kontrolu a odsouhlasit obsah
veskerych ndborovych materidla tykajicich se
studie adresovanych potencidlnim subjektim
studie, a to jeSté pred pouzitim takovych
materiald. Tento pozadavek se vztahuje na
veSkeré tyto materidly bez ohledu na prostiedek.
Predpokladany pocet zatazenych subjektii
hodnoceni: pfiblizné 10 - 15.

7.3 Nezadouci piihody. Poskytovatel zajisti, aby
byly prostfednictvim hlavniho zkouSejictho
nahldSeny neZadouci pithody zjisténé u subjektl
studie v souladu s pokyny uvedenymi

v protokolu a platnych ptredpisech. Toto
zahrnuje, pokud je to vyZadovéno, okamZité
hlaSeni CRO a/nebo spolecnosti Pfizer
telefonicky nebo faxem. V souladu s tim bude
mit CRO a/nebo spole¢nost Pfizer, pokud je to
zakonné, plnou odpovédnost za hldseni
jakychkoliv nezaddoucich piithod mistnim a
mezindrodnim regula¢nim ¢i zdravotnickym
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8. Investigational Drug. CRO will arrange
for Institute 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 Institute 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 provides or covers the cost of is,
together with the Pfizer Drug, considered
“Investigational Drug.” The Investigational
Drug shall by supplied to the Provider’s hospital
pharmacy and will be labeled for the Study.

8.1 Custody and Dispensing.
Principal Investigator 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 will
use Investigational Drug only as specified in the
Protocol. Any other use of Investigational Drug
by Principal Investigator or Institute or
permitted by Principal Investigator or Institute
constitutes a material breach of this Agreement.

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

organtim.

8. Hodnocené 1é¢ivo. CRO zajisti, aby
poskytovatel zdarma dostalo dostatecné
mnoZzstvi zkoumaného ptipravku Pfizer (,,léCivo
Pfizer*) umoZznujici hlavnimu zkouSejicimu
provedeni studie. Neni-li v Ptiloze A (Rozpocet
studie a platebni podminky) uvedeno néco
jiného, CRO rovnéz zajisti, aby poskytovatel
zdarma dostalo dalsi 1éky pozadované
protokolem (napft. placebo, srovnavaci
piipravek, konkomitantni 1é¢ivo), nebo bude
kryt ndklady na né. Jakykoli dal$i protokolem
vyzadovany 1€k, ktery CRO poskytuje nebo
ndklady na né&jZ kryje, je spolecné s 1éCivem
Pfizer povazovén za ,.hodnocené 1écivo*.
Hodnocené 1é¢ivo bude doddno do nemocniéni
lékarny poskytovatele s ozna¢enim studie.

8.1 Uschova a vydej. Hlavni
zkousSejici bude provadét odpovidajici kontrolu
dodavek hodnoceného 1é¢iva a nepoda nebo
nevyda jej nikomu, kdo neni subjektem studie,
ani k nému neumozni piistup nikomu jinému
neZ pracovnikim studie.

8.2 Pouziti. Hlavni zkousSejici bude
pouzivat hodnocené 1é€ivo pouze zplisobem
specifikovanym v protokolu. Jakékoli jiné
pouziti hodnoceného 1é¢iva hlavnim
zkousSejicim nebo poskytovatelem nebo
povolené hlavnim zkouSejicim nebo
poskytovatelem ptedstavuje zdsadni poruseni
této smlouvy.

8.3 Vlastnictvi 1é¢iva Pfizer. LéCivo
Pfizer je a zlistane vlastnictvim spole€nosti
Pfizer. Kromé zplsobu pouZiti specifikovanych
v protokolu neudéluje spole¢nost Pfizer
hlavnimu zkouSejicimu ani poskytovateli Zddna
vyslovna ani implicitni prava k dusevnimu
vlastnictvi ve vztahu k 1é¢ivu Pfizer ani k
Zadnému zpisobu vyroby ¢i pouZzivani 1éCiva
Pfizer.
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0. Equipment or Materials. CRO may
provide, or arrange for a vendor to provide,
certain equipment (“Equipment’) or proprietary
materials for use by Principal Investigator or
Institute 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.

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

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

a. the Protocol,

b. the Investigator
Brochure,

C. Study Data (as defined in

Section 11, Study Data, Biological Samples,
and Study Records),

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

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

f. 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
Institute in writing or other tangible form and
marks as CONFIDENTIAL or initially discloses

0. Vybaveni nebo materidly. CRO mize
poskytnout urcité vybaveni (déle jen
,vybaveni*) ¢i chranéné materialy, které hlavni
zkousejici nebo poskytovatel pouZiji béhem
provadeéni studie, nebo zajistit dodavatele, ktery
toto vybaveni ¢i materidly poskytne. Takovéto
chranéné materidly mohou zahrnovat
pocitaovy software, metodiky, hodnotici §kély
a jiné nastroje, které CRO nebo spole¢nost
Pfizer vlastni nebo k nimZ disponuje licenci
(spole¢né déle jen ,,materidly*). Vybaveni nebo
materidly, které maji byt pro studii poskytnuty,
a veskeré pozadavky, které se k nim vztahuji,
jsou popsény v Priloze C Vybaveni a materidly.

10.  Divérné informace. V prubéhu studie
muze hlavni zkousejici nebo poskytovatel
obdrzZet nebo vytvofit informace, které maji
divérnou povahu pro CRO, spole¢nost Pfizer
nebo sesterskou spolecnost spolecnosti Pfizer.

10.1 Definice. Kromé toho, co je
uvedeno niZe v ¢lanku 10.2 Vyjimky, zahrnuji
,,duveérné informace*

a. protokol;
b. brozuru zkousejiciho;
c. data ze studie

(definovana v ¢lanku 11 Data ze studie,
biologické vzorky a zdznamy o studii);

d. data z analyzy
biologickych vzorkt (definovana niZe v ¢lanku
11 Data ze studie, biologické vzorky a zaznamy
o studii);

e. Ptilohu A (Rozpocet
studie a platebni podminky) k této smlouvé¢, a

f. jakékoli dal$i informace
tykajici se studie, 1éCiva Pfizer nebo
technologie, vyzkumu ¢i obchodnich zdméra
CRO, spolecnosti Pfizer nebo sesterské
spolecnosti Pfizer, které CRO, spole¢nost Pfizer
nebo jeji sesterskd spolecnost poskytne
hlavnimu zkouSejicimu nebo poskytovateli
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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.

10.2 Exclusions. Confidential
Information does not include information that

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

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

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

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

10.3 Personal Data. Also to be
identified and treated as Confidential
Information for purposes of this Agreement is
all Personal Data (as defined in Section 6.1,
Personal Data) that Principal Investigator or
Institute collects, processes, stores, transfers, or
uses in connection with the conduct and
reporting of the Study.

10.4 Obligations of Confidentiality.
Unless CRO or Pfizer provides prior written

pisemné nebo v jiné hmotné formé a oznadi je
jako DUVERNE nebo je nejdiive sdéli tstné a
nasledn¢ shrne a potvrdi pisemné jako
DUVERNE do 30 dnii od data dstniho sdélen.
Informace typu popsaného v ¢lanku 10.1.f, které
jsou sdéleny ustné, budou rovnéZ povazovany
za divérné informace, i kdyZ toto nebude
pozd¢ji pisemné potvrzeno, jestlize je dlivérna
povaha sdé€leni druhé stran¢ opodstatnéné
zjevna.

10.2 Vyjimky. Divérné informace
nezahrnuji takové informace

a. které byly v dob¢
zvetejnéni nebo béhem platnosti tohoto zdvazku
zachovani divérnosti vefejné dostupné jinak
neZ poruSenim této smlouvy hlavnim
zkousSejicim nebo poskytovatelem;

b. které jsou jiz hlavnimu
zkousSejicimu nebo poskytovateli zndmy v dobé
jejich sdéleni a nepodléhaji Zddnému zavazku
mlcéenlivosti;

C. které ziskal hlavni
zkousSejici nebo poskytovatel bez jakychkoli
zdvazkl zachovani diivérnosti od tfet strany,
kterd m4 zdkonné pravo tyto informace
zveftejnit, nebo

d. které jsou vytvoieny
nezavisle jednotlivei v rdmcei poskytovatele,
ktefi k divérnym informacim neméli ptistup,
coz je doloZeno pisemnymi zdznamy.

10.3 Osobni ddaje. Jako divérné
informace musi byt pro tcely této smlouvy
oznaceny veskeré osobni udaje (jak jsou tyto
definovany v ¢lanku 6.1 Osobni tidaje), které
hlavni zkousejici nebo poskytovatel
shromazd’uji, zpracovavaji, ukladaji, pfenaseji
nebo pouzivaji v souvislosti s provadénim
studie a pii podavani hlaSeni v souvislosti s ni, a
jako s takovymi s nimi musi byt i zachdzeno.

10.4 Zavazek zachovéni divérnosti.
Hlavni zkousSejici a poskytovatel nesméji bez
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consent, Principal Investigator and Institute may
not use Confidential Information for any
purpose other than that authorized in this
Agreement, nor may they disclose Confidential
Information to any third party except as
authorized in this Agreement or as required by
law, including applicable regulations.

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

b. Permitted uses of Study
Data and Biological Sample Analysis Data are
described in Section 15 (Publications) of this
Agreement, and use of Personal Data is
discussed in Section 6 (Data Protection and
FDA Financial Disclosure).

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

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

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

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

10.6 Survival of Obligations. For
Confidential Information other than Personal

pfedchoziho pisemného souhlasu CRO nebo
spolecnosti Pfizer pouzivat divérné informace
k Zddnému jinému tcelu nez k tomu, k némuz
jsou opravnéni touto smlouvou, a ddle nesmé&;ji
sdélit davérné informace zZadné tieti stran¢

s vyjimkou toho, k ¢emu opraviiuje tato
smlouva, nebo tak, jak je vyZadovano zédkonem,
vcetn¢ platnych predpisi.

a. CRO a spolecnost Pfizer
konkrétné povoluji jakékoli vyZadované
zvefejnéni divérnych informaci SUKL nebo
piislusné etické komisi nebo zastupcim
ptislusného regulacniho ufadu.

b. Zpiisoby povoleného
pouZzivéani dat ze studie a dat z analyzy
biologickych vzorki jsou popsany v ¢lanku 15
této smlouvy (Publikace) a pouZiti osobnich
udajt je probrano v ¢ldnku 6 (Ochrana dat a
zvetejnéni financnich informaci podle nafizeni
FDA).

10.5 Zvetejnéni vyzadované ze
zdkona. JestliZe je zvetejnéni divérnych
informaci nad rdmec zvefejnéni vyslovné
povoleného touto smlouvou poZadovano
zakonem, nezaklada takovéto zverejnéni
porusSeni této smlouvy, pokud strana, ktera tyto
informace sd€luje

a. co nejdiive pied
zvetejnénim pisemné informuje CRO o
zvetejnéni, aby CRO nebo spole¢nost Pfizer
mohly podniknout pravni kroky k ochrané
svych divérnych informaci;

b. zvetejni pouze duveérné
informace vyZadované ke splnéni zakonnych
pozadavkd, a

C. bude nadéle zachovévat
davérnost téchto diveérnych informaci ve vztahu
ke vSem dalSim tfetim strandm.

10.6 Pretrvani zdvazkl. U divérnych
informaci krom¢ osobnich udaju (tak, jak jsou
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Data (as defined in Section 6, Data Protection
and FDA Financial Disclosure), Study Data,
and Biological Sample Analysis Data (as
defined in Section 11, Study Data, Biological
Samples, and Study Records), these obligations
of nonuse and nondisclosure survive
termination of this Agreement and continue for
a period of five years after termination.
Confidentiality obligations for Personal Data,
Study Data, and Biological Sample Analysis
Data survive for as long as Principal
Investigator or Institute retain this information,
subject to the permitted uses and disclosures
described in Sections 6 and 15 (Publications) of
this Agreement.

10.7 Return of Confidential
Information. If requested by CRO in writing,
Principal Investigator and Institute will return
all Confidential Information except that
required to be retained at the Study site or by
Principal Investigator by applicable regulation.
However, Principal Investigator and Institute
may each retain a single archival copy of the
Confidential Information to determine the scope
of obligations incurred under this Agreement.

11. Study Data, Biological Samples, and
Study Records

11.1 Study Data. During the course of
the Study, Principal Investigator and Institute
will collect certain data, as specified in the
Protocol, and submit it to CRO (“Study Data”).
Principal Investigator and Institute will ensure
accurate and timely collection, recording, and
submission of Study Data, including adhering to
timelines for data entry set the CRO-provided
eCRF Completion Guidelines document.

a. Ownership of Study

tyto definovéany v ¢lanku 6 Ochrana dat a
studie a dat z analyzy biologickych vzorkd (tak,
jak jsou tyto definovany v ¢lanku 11 Data ze
studie, biologické vzorky a zaznamy o studii)
podléhaji tyto informace zdvazku o nepouZiti a
mlcenlivosti po dobu péti let od ukonceni této
smlouvy. Zavazky zachovani divérnosti
vztahujici se na osobni udaje, data ze studie a
data z analyzy biologickych vzorki pietrvavaji
po celou dobu, po kterou si hlavni zkouSejici
nebo poskytovatel ponechdvaji tyto informace v
drzeni, s vyhradou povoleného pouziti
popsaného v ¢lancich 6 a 15 (Publikace) této
smlouvy.

10.7 Vréaceni duvérnych informaci.
Pokud o to CRO pisemné& pozada, vrati hlavni
zkousejici a poskytovatel veskeré divérné
informace kromé téch, u nichz je ptisluSnymi
ptedpisy pozadovéno, aby byly uchovédny na
pracovisti, kde se studie provadéla, nebo
hlavnim zkouSejicim. Nicméné hlavni
zkousSejici a poskytovatel si mohou kazdy
ponechat jednu archivni kopii divérnych
informaci k uréeni rozsahu zavazki vzniklych
dle této smlouvy.

11. Data ze studie, biologické vzorky a
zaznamy o studii

11.1 Data ze studie. Béhem studie
nashromézdi hlavni zkousSejici a poskytovatel
urcité udaje tak, jak jsou tyto specifikovany v
protokolu, a bude je piedklddat CRO (ddle jen
,data ze studie*). Hlavni zkouSejici a
poskytovatel zajisti pfesné a v€asné
shromaZd’'ovani, zaznamenavani a predkladani
dat ze studie, vCetné dodrzovani ¢asového
harmonogramu zaddvani{ tidaji uvedenych v
dokumentu poskytnutém CRO s pokyny na
vyplnéni elektronickych zdznam subjektt
hodnoceni (eCRF).

a. Vlastnictvi dat ze studie.
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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 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 will review the Study Data it receives on
an ongoing basis. CRO 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 further
commits to notify Principal Investigator of any
other new information of which CRO becomes
aware that could affect the safety of the Study
Subjects or influence the conduct of the Study.

d. Study Results. After
analysis of Study Data from all sites is
complete, CRO will provide Principal
Investigator with a summary of the overall
results of the Study. CRO encourages 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 the
SUKL/relevant Ethics Committee, as
appropriate, will cooperate with Principal
Investigator or Institute to ensure that those
results are appropriately communicated to the
Study Subjects by Principal Investigator or
Institute.

11.2 Biological Samples. If so

S vyhradou prava hlavniho zkouSejiciho pouzit
data ze studie k publikaci vysledk studie (viz
¢lanek 15 Publikace) je spolecnost Pfizer
vyluénym vlastnikem veskerych dat ze studie.

b. Zdravotni zdznamy.
Zdravotni zaznamy tykajici se subjektl studie,
které nejsou predklddany CRO, mohou
obsahovat né€které stejné informace, které jsou
zahrnuty mezi daty ze studie. Nicmén¢ ani
CRO, ani spolec¢nost Pfizer si nevyhrazuji narok
na vlastnictvi téchto dokumentt nebo informaci,
které obsahuji.

c. Kontrola dat CRO. CRO
bude pribézné kontrolovat data ze studie, kterd
obdrzi. CRO bude dodrzovat veskeré platné
predpisy vyzadujici informovani zucastnénych
zkousSejicich o novych bezpecnostnich
informacich o lécivu Pfizer (jak je toto
definovano v ¢lanku 8 této smlouvy). CRO se
dédle zavazuje, Ze ozndmi hlavnimu
zkousejicimu veskeré dal$i nové informace, o
nichz se CRO dozvi a které by mohly mit vliv
na bezpecnost subjektd studie nebo které by
mohly ovlivnit provadeéni studie.

d. Vysledky studie. Po
dokoncenfi analyzy dat ze studie ze vSech
pracovist’ poskytne CRO hlavnimu
zkousejicimu shrnuti celkovych vysledki
studie. CRO doporucuje hlavnimu
zkousSejicimu, aby vysledky podle potteby sdélil
subjektiim studie. Pokud spole¢nost Pfizer zjisti
do dvou let od dokonceni studie vysledky, které
by mohly mit vliv na bezpec¢nost subjektti
studie, poskytne CRO nebo spole¢nost Pfizer na
z4kladé konzultaci se SUKL, resp. s piislusnou
etickou komisi, hlavnimu zkous$ejicimu nebo
poskytovateli soucinnost za ucelem zajiSténi
fadného informovani subjektl studie o téchto
vysledcich ze strany hlavniho zkouSejiciho nebo
poskytovatele.

11.2 Biologické vzorky. Pokud je to
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specified in the Protocol and the informed
consent document, Principal Investigator may
collect and provide to CRO or CRO’s designee
biological samples obtained from Study
Subjects (e.g., blood, urine, tissue, saliva, etc)
for testing that is not directly related to Study
Subject care or safety monitoring, such as
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples™).

a. Use. Neither Principal
Investigator nor Institute 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, CRO will
not provide the results of these tests
(“Biological Sample Analysis Data”) to
Principal Investigator or Study Subject. If CRO
does provide Biological Sample Analysis Data
to Principal Investigator, that data will be
subject to the provisions of Section 11.1 (Study
Data) of this Agreement.

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

11.3  Study Records. On behalf of Principal
Investigator and itself, Institute 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

uvedeno v protokolu a v dokumentu
informovaného souhlasu, muze hlavni
zkousejici shromazd’ovat a poskytovat CRO
nebo ji uréené osobé biologické vzorky (napf.
krev, moc¢, tkan, sliny atd.) ziskané od subjektt
studie k testim, které piimo nesouvisi s péci o
subjekty studie nebo se sledovdnim bezpecnosti,
vcetné napt. farmakokinetickych,
farmakogenomickych testli nebo testovan{
biomarkert (déle jen ,,biologické vzorky*).

a. Pouziti. Hlavni zkouSejici
ani poskytovatel nepouZiji biologické vzorky
odebrané na zdklad¢ protokolu jinym zpiisobem
nebo k jakémukoli jinému dcelu, nez je popsano
v protokolu. CRO a spole¢nost Pfizer budou
pouzivat biologické vzorky pouze zpiisobem
povolenym v dokumentu informovaného

souhlasu, podle néhoZz byly ziskény.

b. Data z analyzy. CRO,
spolecnost Pfizer nebo jimi uréené osoby budou
provadeét testy biologickych vzork tak, jak je
popséano v protokolu. Neni-1i v protokolu
uvedeno néco jiného, neposkytne CRO
vysledky té€chto testl (ddle jen ,,data z analyzy
biologickych vzorki*) hlavnimu zkousejicimu
ani subjektu studie. Pokud CRO poskytne data z
analyzy biologickych vzorki hlavnimu
zkouSejicimu, budou se na tato data vztahovat
ustanoveni ¢lanku 11 odst. 1 (Data ze studie)
této smlouvy.

C. Vlastnictvi. Spole¢nost
Pfizer je vyhradnim vlastnikem vSech
biologickych vzorki a dat z analyzy
biologickych vzork.

11.3  Zéznamy o studii. Jménem hlavniho
zkousSejiciho 1 jménem svym bude poskytovatel
uchovavat zdznamy kazdého subjektu studie,
které zahrnuji kopie vSech dat ze studie
hlavniho zkousSejiciho, jakoZz i ptislusné
zdrojové dokumenty (spolecné dale jen
,,zdznamy o studii®) za podminek uchovavani
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protection, for a period of 15 years after
termination of the Study unless CRO or Pfizer
authorizes, in writing, earlier destruction.
Institute agrees to contact Pfizer at prior to
destroying any records and Principal
Investigator and Institute further agree to permit
Pfizer to ensure that the records are retained for
a longer period if necessary, at Pfizer 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 has the right, but
not the obligation, to co-monitor the Study.
Upon reasonable notice and during regular
business hours, Principal Investigator and
Institute 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 will promptly notify Principal Investigator
of any monitoring findings that could affect the
safety of Study Subjects or influence the
conduct of the Study. Principal Investigator will
inform Study Subjects of such findings as
appropriate.

12.2 Inspections and Audits. Principal
Investigator and Institute 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.

pfispivajicich k jejich stabilit€ a ochrané po
dobu 15 let po ukonceni studie, pokud CRO
nebo spole¢nost Pfizer pisemné nepovoli
diiv¢jsi likvidaci. Poskytovatel souhlasi, Ze
bude kontaktovat spole¢nost Pfizer na adrese
pted likvidaci jakychkoli zdznami, a ddle hlavni
zkousSejici a poskytovatel souhlasi, Ze umoZzni
spolecnosti Pfizer v ptipad¢ nutnosti uchovavat
zaznamy po delsi dobu na ndklady spole¢nosti
Pfizer zplisobem, ktery bude chrénit diivérnost
zdznamu (napf. zabezpecené uchovavani mimo
pracoviste).

12. Monitorovani, inspekce a audity

12.1 Monitorovani. CRO ma v
umyslu monitorovat provadéni studie.
Spolecnost Pfizer ma pravo, ale nikoli
povinnost spolupodilet se na monitorovani
studie. Po v€asném ozndmeni a béhem b&zné
pracovni doby umozni hlavni zkousejici a
poskytovatel zdstupcim CRO nebo spolecnosti
Pfizer pfistup do prostor, zafizeni, k zdznamim
o studii, k spoluzkousejicim a spolupracujicim
osobdm tak, jak bude pozadovéno pro
monitorovani provadéni studie. CRO bude
bezodkladné informovat hlavniho zkousSejiciho
o vSech zjiSténich monitorovani, které by mohly
ovlivnit bezpec¢nost subjektd studie nebo
provadéni studie. Hlavni zkouSejici bude o
téchto zjisténich piipadné informovat subjekty
studie.

12.2 Inspekce a audity. Hlavni
zkousSejici a poskytovatel berou na védomi, Ze
studie podléha inspekci ze strany regulacnich
orgdnt z celého svéta, véetné amerického FDA,
a Ze k takovymto inspekcim miZe dojit po
dokoncenf studie a Ze mohou zahrnovat také
provedeni auditu zdznamu o studii. CRO nebo
spolec¢nost Pfizer mohou také provadét audit
zaznami o studii béhem studie nebo po jejim
dokoncenf jako sou¢dst monitorovani provadéni
studie.
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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. Cooperation. Principal
Investigator and Institute will cooperate with
regulatory authority and CRO or Pfizer
representatives in the conduct of inspections
and audits and will ensure that Study Records
are maintained in a way that facilitates such
activities.

c. Resolution of
Discrepancies. Institute will through Principal
Investigator will promptly resolve any
discrepancies that are identified between the
Study Data and the Study Subject’s medical
records.

d. Inspection Findings and
Responses. Principal Investigator and Institute
will promptly forward to CRO 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 Institute will also
provide CRO with an opportunity to
prospectively review and comment on any
responses to regulatory authority inspections in
regard to the Study.

13. Remedies for Breach of Certain Study
Obligations. In the event Principal Investigator
or Institute fails to comply with any of its
obligations set out in Sections 3 (Protocol), 7
(Informed Consent and Subject Recruitment),
11 (Study Data, Biological Samples, and Study
Records) and 12 (Monitoring, Inspections, and
Audits) of this Agreement, or the requirements
of the Protocol relating to adverse event
reporting, ethical conduct of the Study, and
SUKL/relevant Ethics Committee, review, in
addition to its right to terminate the Study

a. Ozndmeni. Hlavni
zkousejici bude co moZné nejdiive informovat
CRO, Ze na pracovisti probihd inspekce
regulacnim orgdnem nebo Ze je takovito
inspekce tykajici se studie napldnovana.

b. Spoluprace. Hlavni
zkousejici a poskytovatel budou spolupracovat
s regulacnim orgdnem a zastupci CRO nebo
spolecnosti Pfizer pii provadéni inspekci a
audith a zajisti, aby zdznamy o studii byly
vedeny takovym zplisobem, ktery takovéto
¢innosti usnadnuje.

c. Reeni nesrovnalosti.
Poskytovatel prostiednictvim hlavniho
zkousejiciho neprodlené odstrani veskeré
nesrovnalosti zjiSténé mezi daty ze studie a
zdravotnimi zdznamy subjektu studie.

d. Nélezy inspekce a reakce.
Hlavni zkousSejici a poskytovatel neprodlené
zaSlou CRO kopie veskerych ndlezil z inspekce,
které kdokoli z nich obdrZi od regulaé¢niho
orgdnu v souvislosti se studii. Bude-li to
proveditelné a zdkonem povoleno, hlavni
zkousSejici a poskytovatel také umoZzni v
budoucnu CRO zkontrolovat a okomentovat
jakékoli své reakce na tyto inspekce regulacniho
organu ohledné¢ studie.

13. Prostredky ndpravy v ptipadé poruSeni
urcitych zdvazki v rdmci studie. V piipade¢, ze
hlavni zkousSejici nebo poskytovatel nesplni
néktery ze svych zdvazki stanovenych v €lanku
3 (Protokol), 7 (Informovany souhlas a ndbor
subjektl), 11 (Data ze studie, biologické vzorky
a zdznamy o studii) a 12 (Monitorovéni,
inspekce a audity) této smlouvy nebo
pozadavky protokolu tykajici se hlaSeni
nezadoucich piihod, etického provadéni studie a
kontroly SUKL / piislu$nou etickou komisi,
bude se CRO, krom¢ svého prava studii
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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 [If
all payments will go to Institute under
Attachment A, revise to say: “Suspension of
payment to Institute.”]

Any suspension of enrollment or payment will
continue until Principal Investigator and
Institute 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 Institute do not become
compliant.

14. Inventions

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

promptly inform CRO.
14.2 Assignment. Principal

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

okam?Zité ukoncit podle ¢lanku 18 odst. 1 pism.
¢ 2), moci uchylit k jednomu nebo obéma
nésledujicim alternativnim prostfedkim
napravy:

a. pozastaveni zdpisu subjektl, pokud do
studie jeSté nebyly zapsany vSechny subjekty, a
b. pozastaveni vSech plateb provadénych

CRO [JestliZe piijdou vSechny platby podle
Prilohy A poskytovateli, upravte znéni
nasledovné: ,,pozastaveni plateb
poskytovateli.*]

Jakékoli pozastaveni zapisu nebo plateb bude
trvat do té doby, dokud se hlavni zkouSejici
nebo poskytovatel nevrati k dodrzovani svych
zavazku ze studie tak, jak je stanoveno CRO.
Pouziti jednoho nebo obou vySe uvedenych
prosttedktl ndpravy nezbavuje CRO nebo
spolecnost Pfizer moZnosti uplatnéni jejich
prava studii okamZité ukoncit, jestlize hlavni
zkousSejici a poskytovatel nezacnou své zavazky
v rdmci studie plnit.

14. Vyniélezy

14.1 Ozndmeni. Pokud na zdkladé
provadéni studie vznikne né&jaké pravo, jez
muZe byt udéleno nebo uznano na zdklade
jakychkoli pravnich pfedpist tykajicich se
patentti, autorskych prav, ochrannych znamek,
primyslovych vzori, objevii nebo jiného
duSevniho ¢i priimyslového vlastnictvi, bez
ohledu na to, zda bude takové pravo
patentovatelné ¢i nikoli (ddle jen ,,vynélez*),
bude hlavni zkouSejici o této skutecnosti
neprodlené informovat CRO.

14.2 Postoupeni. Hlavni zkousejici
a/nebo piipadné poskytovatel postoupi anebo
zajisti, aby vyndlezci postoupili vSechny naroky
na takovy vynalez spolecnosti Pfizer, a to bez
jakychkoli dalSich zadvazkl nebo odmén nad
ramec uvedeny v této smlouve. Hlavni
zkousejici jako autor (vyndlezce, piivodce)
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and/or Institute, as the employer of Principal
Investigator exercising economic rights of
Principal Investigator as the author (whichever
applicable), hereby assigns all transferable
intellectual property rights in any Inventions
(namely Institute’s right to exercise economic
rights to Inventions) to Pfizer. In the event that
the nature of intellectual property rights
prohibits the assignment of all or any of such
rights as set forth above, Principal Investigator
and/or Institute (whichever applicable) hereby
grants to Pfizer an express, exclusive,
irrevocable and royalty-free license in
perpetuity for use and exercise, to the extent
permitted by applicable law, of any and all
intellectual property rights in and to Inventions
[for any business purpose Pfizer so wishes].
Notwithstanding the foregoing, Principal
Investigator and Institute hereby agree that
Pfizer has the right to grant sub-licenses, or
transfer the license granted to it under this
Article, to third parties or not to use the license.

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

15. 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

a/nebo poskytovatel, jakoZto zaméstnavatel
hlavniho zkouSejictho uplatiujici prava
ekonomické povahy hlavniho zkousSejiciho jako
autora (dle situace), timto postupuji veskera
pfevoditelna prava k duSevnimu vlastnictvi ve
vztahu k veSkerym vyndleziim (jmenovité pravo
poskytovatele uplatiiovat prava ekonomické
povahy k vyndleziim) na spole¢nost Pfizer.
Pokud povaha predmétnych prav duSevniho
vlastnictvi zakazuje jejich postoupeni nebo
postoupenti kterékoli jejich ¢asti vySe popsanym
zpusobem, ud€luje timto hlavni zkousSejici
a/nebo poskytovatel (podle toho, co ptipadd

v tvahu) spolecnosti Pfizer vyslovnou,
vylu¢nou, neodvolatelnou a bezplatnou licenci
bez Casového omezeni k uzivani a vykonu
veskerych prav k dusevnimu vlastnictvi ve
vztahu k vyndleziim v rozsahu povoleném
platnymi zdkony [pro veskeré obchodni ucely,
jak si spolec¢nost Pfizer bude prat]. Bez ohledu
na vySe uvedené souhlasi timto hlavni
zkousSejici a poskytovatel, Ze spolecnost Pfizer
ma pravo udé€lovat sublicence nebo prevést
licenci, kterd ji byla podle tohoto ¢lanku
poskytnuta, tfetim stranidm nebo licenci
nevyuzit.

14.3 Soucinnost. Hlavni zkouSejici a
poskytovatel poskytnou pfimétenou soucinnost
spole¢nosti Pfizer pii poddvani a vyfizovani
veskerych Zadosti o registraci patentl ve vztahu
k vyndleztim na ndklady spole¢nosti Pfizer.

15. Publikace. Spolec¢nost Pfizer podporuje
akademickou svobodu a nema nic proti tomu,
aby hlavni zkousSejici publikoval vysledky
studie na zakladé informaci, které shromazdil
nebo ziskal, bez ohledu na to, zda jsou takové
vysledky pro 1é¢ivo Pfizer ptiznivé ¢i nikoli.

15.1 Kontrola pfed publikaci. Hlavni
zkousejici umozZni spolecnosti Pfizer
prostudovat si veskeré navrhované publikace
nebo jiné formy zvefejnéni ¢i sdéleni vysledkl
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(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 undisclosed
Confidential Information before disclosure,
except for any Study- or Pfizer Drug-related
information necessary to the appropriate
scientific presentation or understanding of the
Study results.

15.2 Multi-Center Studies. If Study is
part of a multi-center trial, Principal
Investigator and Institute agree that the first
Publication is to be a joint Publication covering
all Study sites, and that any subsequent
Publications by Principal Investigator will
reference that primary Publication. However, if
a joint manuscript has not been submitted for
publication within 12 months of completion or
termination of Study at all participating sites,
Principal Investigator is free to publish
separately, subject to the other requirements of
this Section 15.

15.3 Standards. For all publications

studie (déle jen ,,publikace*) pted jejich
odevzdanim do tisku nebo jinym zvetejnénim ¢i
sdélenim. Spolecnost Pfizer provede kontrolu
ohledn¢ nechranénych vynélezu (viz ¢lanek 14
Vyndlezy) a miiZe mit rovnéZ ptfipominky k
obsahu. Hlavni zkousSejici v dobré vife
piihlédne ke vSem takovym pfipominkam,
avSak neni povinen Zadné navrhy spole¢nosti
Pfizer do své publikace zapracovat.

a. Predlozeni spole¢nosti
Pfizer. Hlavni zkouSejici pfedloZi publikaci
spolecnosti Pfizer nejpozdéji 30 dnti pred jejim
odevzdanim do tisku nebo jinym zvefejnénim ¢i
sdélenim. Pokud je za ticelem ochrany prav k
duSevnimu vlastnictvi vyZadovan jakykoli ukon
v oblasti patentové ochrany, souhlasi hlavni
zkousSejici s tim, Ze odloZi zvetejnéni o dobu
nepfesahujici dalsich 60 dnt.

b. Revize duvérnych
informaci. Hlavni zkouSejici na pozadani
odstrani veskeré dosud nezvetejnéné diveérné
informace pred jejich zvefejnénim, s vyjimkou
informaci tykajicich se studie nebo 1é¢iva
Pfizer, jez jsou nutné k fadné védecké
prezentaci nebo pochopeni vysledki studie.

15.2 Multicentrické studie. Pokud je
studie soucasti multicentrické studie, souhlasi
hlavni zkousSejici a poskytovatel s tim, Ze prvni
publikaci bude spole¢nd publikace pokryvajici
vSechna pracovisté, kde se studie provadéla, a
Ze vsechny nésledné publikace uvetejnéné
hlavnim zkouSejicim budou obsahovat odkaz na
tuto primdrni publikaci. Pokud vSak nedojde k
odevzdani spole¢ného rukopisu k uverejnéni do
12 mésict od dokonceni nebo ukonceni studie
na vSech zucastnénych pracovistich, je hlavni
zkousSejici opravnén publikovat samostatné pfi
dodrZeni dalSich poZadavki stanovenych v
tomto ¢lanku 15.

15.3 Standardy. Ve vztahu ke vSem
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relating to the Study, Principal Investigator will
comply with recognized ethical standards
concerning publications and authorship,
including Section II - “Ethical Considerations in
the Conduct and Reporting of Research” of the
Uniform Requirements for Manuscripts
Submitted to Biomedical Journals,
http://www.icmje.org/index.html#authorship,
established by the International Committee of
Medical Journal Editors.

154 Disclosure of Support. Principal
Investigator will disclose Pfizer sponsorship and
financial support of the Study in any publication
of Study results.

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

16. Insurance. The Parties acknowledge
that, in accordance with Sec. 52(3)(f) of the Act
No. 378/2007 Coll. On 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 that the Study Subject would not have
received if the Study Subject had not
participated in the Study (“Research Injury”). A
copy of the insurance certificate is attached

publikacim tykajicim se studie je hlavni
zkousejici povinen dodrZet uzndvané etické
standardy tykajici se publikaci a autorstvi,
vcetn¢ ¢asti II — ,,Eticka kritéria pfi provadéni
vyzkumu a zpracovani zprav o ném*.
Jednotnych poZadavkii vztahujicich se na
rukopisy predklddané biomedicinskym
casopisum,
http://www.icmje.org/index.html#authorship,
vypracovanych Mezindrodnim vyborem
vydavatell 1ékatskych ¢asopisti.

15.4 Uvedeni podpory. Hlavni
zkousejici ve vSech publikacich vysledki studie
uvede sponzorstvi a finanéni podporu studie
obdrZenou od spolecnosti Pfizer.

15.5 Registrace studie spolec¢nosti
Pfizer. Spolecnost Pfizer se zavazuje
zaregistrovat vSechny faze 1 az 4 intervencnich
i neintervencnich studii pod zastitou spole¢nosti
Pfizer, které zahrnuji pouziti ptipravku Pfizer a
hodnot{ jeho bezpecnost a Gc¢innost, a to v
databdzi ndrodnich dstavil pro klinické zkouSky
ve zdravotnictvi (www.clinicaltrials.gov).
Spolec¢nost Pfizer rovnéz zaregistruje vSechny
studie pod z4stitou spolecnosti Pfizer v dalSich
registrech probihajicich studii vedenych
kompetentnimi regulacnimi organy tam, kde
takovy zadkonny pozadavek existuje.

16. Pojisténi. Strany berou na védomi, Ze v
souladu s § 52 odst. 3 pism. f) zdkona €.
378/2007 Sb., o léCivech, zajistila spolecnost
Pfizer pojiSténi ve prospéch spole¢nosti Pfizer a
hlavniho zkouSejiciho pokryvajici odpoveédnost
za ijmu na zdravi (v€etné€ smrti), onemocnéni
vznikld v dasledku nebo v souvislosti s
podavanim zkoumanych piipravki nebo v
diisledku ¢i v souvislosti s jakymkoli klinickym
zakrokem nebo postupem stanovenym nebo
poZadovanym protokolem, jehoZ by se subjektu
studie nebylo nedostalo, pokud by se byl studie
neucastnil (dale jen ,,4jma na zdravi v ramci
vyzkumu*). Kopie pojistky tvoii Piilohu B této
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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.

17. Assignment and Delegation

17.1 By Principal Investigator or
Institute. Neither Principal Investigator nor
Institute 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.

17.2 By CRO. CRO may freely assign
any or all of its rights and delegate any or all of
its duties under this Agreement to Pfizer. If
CRO assigns all rights and delegates all duties
to Pfizer, CRO or Pfizer will notify Principal
Investigator and Institute 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 Institute, 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 Institute, as applicable, for the
performance of those duties.

smlouvy. Smluvni strany timto sjednavaji, Ze za
ptedpokladu dodrZeni povinnych poZadavki je
spole¢nost Pfizer oprdvnéna piislusnou pojistku
v prub¢hu studie zménit ¢i upravit.

17. Postoupeni a delegace

17.1 Ze strany hlavniho zkousSejiciho
nebo poskytovatele. Hlavni zkousejici ani
poskytovatel nejsou opradvnéni postoupit sva
prava, delegovat ani uzavirat dil¢i smlouvy na
své povinnosti vyplyvajici z této smlouvy bez
pisemného souhlasu CRO. Pokud CRO schvali
delegovani nebo uzavirdni dil¢ich smluv,
odpovida strana, kterd své povinnosti
delegovala nebo na né uzaviela dil¢i smlouvy, i
naddle CRO za plnéni téchto povinnosti.

17.2 Ze strany CRO. CRO miize
volnég postoupit veSkerd svd prava a delegovat
jakoukoliv povinnost nebo vSechny své
povinnosti vyplyvajici z této smlouvy na
spole¢nost Pfizer. Pokud CRO postoupi veskera
prava a deleguje veSkeré povinnosti na
spole¢nost Pfizer, ozndmi toto CRO nebo
spole¢nost Pfizer hlavnimu zkouSejicimu a
poskytovateli pisemné. CRO (nebo spolecnost
Pfizer po postoupeni a delegovani od CRO)
muZe rovnéZ libovolné delegovat a postoupit
povinnosti a prava tykajici se studie externimu
poskytovateli po pfedchozim oznameni
hlavnimu zkousejicimu a poskytovateli a také
muZe libovolné delegovat ¢i postoupit své
povinnosti a sva prava souvisejici se studii
kterékoli sesterské spolecnosti spolecnosti
Pfizer. Jinak CRO nemtiZe postoupit sva prava
¢i delegovat své povinnosti podle této smlouvy
bez pisemného souhlasu dotéené strany. Pokud
CRO nebo spolecnost Pfizer deleguje jakékoli
své povinnosti nebo na n¢ uzavie dil¢i smlouvu,
odpovidd CRO nebo spolecnost Pfizer nadale
hlavnimu zkousejicimu ¢i pifipadné
poskytovateli za plnéni t€chto povinnosti.
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18. Termination

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

a. Disapproval by

SUKI /Ethics Committee.. If the Study cannot
be initiated because of SUKL/Ethics
Committee. 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.

(H Termination of
Study Upon Notice. CRO or Pfizer may
terminate the Study for any reason upon 30
days’ written notice to Principal Investigator
and Institute.

2) Immediate
Termination of Study by CRO or Pfizer. CRO
or Pfizer may terminate the Study immediately
upon written notice to Principal Investigator and
Institute for causes that include failure to enroll
Study Subjects at a rate sufficient to achieve
Study performance goals; material unauthorized
deviations from the Protocol or reporting
requirements; circumstances that in CRO’s or
Pfizer’s opinion pose risks to the health or well-
being of Study Subjects; regulatory authority
actions relating to the Study or the
Investigational Drug; or any non-compliance by
the Principal Investigator or Institute with local
laws. ICH GCP, or the terms of Section 20 of

18. Ukonceni

18.1 Skutecnosti ukonceni. Ukonceni
této smlouvy bude vyvolano kteroukoli z
nasledujicich udélosti podle toho, kterd nastane
drive.

a. Zamitnut{ SUKL /
etickou komisi. JestliZze nemulze byt studie
zahdjena kviili zamitnuti SUKL / etickou
komisi, je platnost této smlouvy ukoncena.

b. Dokonceni studie. Tato
smlouva skon¢i, jakmile bude studie hotova,
coz znamena dokonceni vSech ¢innosti
vyzZadovanych protokolem u vSech zapsanych
subjektl studie.

C. Predc¢asné ukonceni
studie. Tato smlouva skonci, jestlize bude studie
pfedCasné ukoncena tak, jak je popsdno niZe.

(D) Ukonceni studie
po podéni vypovédi. CRO nebo spolecnost
Pfizer mohou studii ukoncit z jakéhokoli
diivodu na zdklad¢ pisemné vypovédi zaslané
hlavnimu zkouSejicimu a poskytovateli s
tficetidenni vypovédni lhitou.

(2) Okamzité
ukoncenf studie ze strany CRO nebo spolecnosti
Pfizer. CRO a spolecnost Pfizer mohou studii
ukoncit okamzit€ po podéani pisemné vypoveédi
hlavnimu zkousSejicimu a poskytovateli

z dlivodu, které zahrnuji nezdateny zapis
subjekti studie v dostate¢ném poctu, ktery by
umoznil dosaZeni cili provadéni studie,
podstatné nedovolené odchylky od protokolu
nebo pozadavku tykajicich se poddvani zprav,
okolnosti, které podle ndzoru CRO nebo
spolec¢nosti Pfizer predstavuji riziko pro zdravi
subjektl studie, kroky regulacniho orgdnu
tykajici se studie nebo hodnoceného 1é¢iva nebo
jakékoli nedodrZeni mistnich zédkoni. ICH GCP,
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this Agreement, Representations and Warranties
(including Anti-Bribery and Anti-Corruption).

Non-compliance with Section 20 would include
circumstances where CRO or Pfizer become
aware (a) that improper payments are being or
have been made to Government Officials (as
defined in Section 20) or any other person by
the Principal Investigator or Institute or those
acting on behalf of either of those parties with
respect to services performed on behalf of
Pfizer, or (b) that the Principal Investigator or
Institute or those acting on behalf of either of
those parties with respect to services performed
on behalf of Pfizer has accepted any payment,
item, or benefit, regardless of value, as an
improper inducement to award, obtain, or retain
business or otherwise gain or grant an improper
business advantage from or to any other person
or entity.

3) Immediate
Termination of Study by Principal Investigator

nebo podminek ¢lanku 20 této smlouvy,
Prohlaseni a zaruky (vCetné€ boje proti
uplatkéfstvi a korupci).

Nedodrzeni ¢lanku 20 by zahrnovalo okolnosti,
kdy se CRO nebo spole¢nost Pfizer dozvi, Ze (a)
jsou nebo byly provddény nepatiicné platby
ufednim osobdm (jak jsou tyto definovany v
¢lanku 20) nebo jakékoli jiné osob& hlavnim
zkousejicim nebo poskytovatelem nebo témi,
kdo jednaji jménem kterékoli z téchto stran
ohledné¢ sluzeb poskytovanych jménem
spolecnosti Pfizer, nebo (b) Ze hlavni zkouSejici
nebo poskytovatel nebo ti, kdo jednaji jménem
kterékoli z t&chto stran ohledné sluzeb
poskytovanych jménem spolecnosti Pfizer,
piijali jakoukoli platbu, véc ¢i vyhodu bez
ohledu na hodnotu jako nepatficnou pobidku k
udéleni, ziskani nebo zachovani obchodu nebo
proto, aby jinak ziskali nepatfi¢nou obchodni
vyhodu od jiné osoby nebo subjektu ¢i tuto jiné
osobé nebo subjektu poskytli.

3) Okamzité
ukonéeni studie hlavnim zkousSejicim nebo

or Institute. Principal Investigator or Institute
may terminate the Study immediately upon
notification to CRO if requested to do so by the
responsible SUKL or Ethics Committee or if
such termination is required to protect the health
of Study Subjects.

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

18.3 Payment upon Early Termination
of Study. If the Study is terminated early, CRO

poskytovatelem. Hlavni zkouSejici nebo
poskytovatel mohou ukoncit studii s okamzZitou
ucinnosti na zakladé oznameni CRO, pokud o to
pozada SUKL nebo eticka komise nebo pokud
bude takové ukonceni vyZadovano za ucelem
ochrany zdravi subjektt studie.

18.2 Datum ucinnosti ukonceni
smlouvy. Pokud k ukonceni smlouvy dojde na
zéaklad¢ nekteré z udalosti popsanych v ¢lanku
18 odst. 1 vySe, bude ukonceni ti¢inné, jakmile
CRO obdrZzi vSechna data ze studie a biologické
vzorky shromdzdéné do okamzZiku ukonceni
vyZadované protokolem, vSechny strany obdrZi
vSechny splatné platby a vSechny strany splni
veSkeré zbyvajici platné smluvni zavazky.

18.3 Platba v ptipadé pifedcasného
ukonceni studie. Jestlize je studie ukoncena
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will, except as otherwise indicated in this
subsection, 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/Ethics Committee and through no fault
of Principal Investigator or Institute, CRO will
reimburse Principal Investigator or Institute, as
applicable, for IRB/IEC fees and any other
expenses that were prospectively approved, in
writing, by CRO.

If the Agreement is terminated early pursuant to
Section 18.1.¢(2) for non-compliance with the
terms of Section 20 of this Agreement, Principal
Investigator and Institute will be liable for
damages or remedies as provided by law and
will not be entitled to any further payment,
regardless of any activities undertaken by either
party or agreements with third parties entered
into prior to termination which concern the
Study. In those circumstances, the party
entering into the agreement is responsible for
any obligations under such agreements with
third parties.

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

18.5 Survival of Obligations.
Obligations relating to Funding, Confidential
Information, Study Records, Inventions,
Publications, Insurance and Research Injury,
Suitability, and Representations and Warranties

pfedCasné, zaplati CRO za jiz vykonanou praci
podle Piilohy A s ode¢tenim jizZ uhrazenych jiz
plateb za tuto préci s vyjimkou toho, co je v
tomto ¢lanku uvedeno jinak. CRO uhradi
rovnéZ veskeré nezruSitelné vydaje krome
budoucich ndkladii na zaméstnance, pokud
fadn¢ vznikly a byly potencidlné schvéleny
CRO, avsak pouze do t€ miry, do které
nemohou byt rozumné sniZeny. JestliZze nemuize
byt studie zahdjena kviili zamitnuti SUKL /
etickou komis{ a bez zavinéni hlavniho
zkousSejiciho €1 poskytovatele, uhradi CRO
hlavnimu zkouSejicimu ¢i poskytovateli
pfipadné poplatky IRB/EK a veSkeré dalsi
vydaje, které byly CRO potencidln¢ pisemné
schvéleny.

Pokud dojde k pred€asnému ukonceni smlouvy
podle ¢lanku 18 odst. 1 pism. ¢ 2) z diivodu
neplnéni podminek ¢lanku 20 této smlouvy, a to
bez ohledu na jakékoli kroky ucinéné kteroukoli
stranou nebo dohody se tfetimi stranami
uzaviené pred ukoncenim smlouvy, jez se tykaji
studie, budou hlavni zkouSejici a poskytovatel
odpovédné za Skody nebo za prostfedky
napravy dané ze zdkona a nebudou mit narok na
7adné dalsi platby. Za téchto okolnosti je strana,
kterd takovouto dohodu uzavira, odpovédna za
veSkeré zdvazky podle takovychto dohod se
tretimi stranami.

18.4 Vréiceni materidli. Pokud CRO
nevyda jiny pisemny pokyn, hlavni zkouSejici a
poskytovatel bezodkladné po skonceni smlouvy
vrati vSechny materidly dodané CRO pro
provadéni studie, véetné nepouzitého
hodnoceného 1é¢iva, nepouzitych zdznamu
subjektu hodnoceni (CRF), a veSkeré vybaveni
a materidly dodané CRO.

18.5 Pretrvédni zdvazki. Zavazky
tykajici se financovani, davérnych informact,
zaznamu o studii, vyndlezi, publikaci, pojiSténi
a Ujmy na zdravi v rdmci vyzkumu, vhodnosti a
prohldseni a zaruk (v¢etn€ boje proti
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(including Anti-Bribery and Anti-Corruption)
survive termination of this Agreement, as does
any other provision in this Agreement,
including Attachments, that by its nature and
intent remains valid after the term of the
Agreement.

19. Other Terms
19.1 Suitability. Principal Investigator

and Institute hereby warrant that the Principal
Investigator is qualified to act as a principal
investigator to conduct clinical research under
local laws of Czech Republic and the Institute
and Principal Investigator have not been
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 US Food, Drug, and Cosmetic Act. During
the term of this Agreement and for three years
after its termination, Institute and Principal
Investigator will notify CRO promptly if any
circumstances arise which lead to any
prohibition or debarment .

19.2 Investigations, Inquiries,
Warnings, or Enforcement Actions Related to

uplatkéfstvi a korupci) pretrvdvaji i po ukonceni
této smlouvy a stejné tak vSechna dalsi
ustanoveni v této smlouvé véetné jejich pfiloh, z
jejichZ povahy a dcelu vyplyva, Ze maji platit i
po skonceni doby trvani této smlouvy.

19. Dalsi podminky

19.1 Vhodnost. Hlavni zkouSejici a
poskytovatel timto zarucuji, Ze hlavni zkouSejici
ma kvalifikaci potfebnou k vykonu ¢innosti
hlavniho zkouSejiciho pti provadéni klinického
vyzkumu podle mistnich zikonti Ceské
republiky, Ze poskytovateli ani hlavnimu
zkousSejicimu nebylo zakdzdno provadét
klinicky vyzkum a provadét hodnoceni tykajici
se hodnocenych lécivych piipravki a ani z
takovéto ¢innosti nebyli vylouceni podle zakont
jakékoli jurisdikce (v€etné napt. odstavce 306
pism. a) nebo b) amerického zdkona o
potravinach, lécich a kosmetice). Behem doby
trvani této smlouvy a po dobu ti let po jejim
ukonceni bude poskytovatel a hlavni zkouSejici
bezodkladné informovat CRO, jestliZe nastanou
jakékoli okolnosti, které povedou k jakémukoli
zdkazu nebo vylouceni.

19.2 Setfeni, dotazy, varovani a
donucovaci opatreni souvisejici s provadénim

Conduct of Clinical Research. Principal
Investigator and Institute each certify that
he/she/it is not the subject of any past or
pending governmental or regulatory
investigation, inquiry, warning, or enforcement
action (collectively, “Agency Action”) related
to its conduct of clinical research that has not
been disclosed to CRO. Principal Investigator or
Institute 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

klinického vyzkumu. Jak hlavni zkouSejici, tak i
poskytovatel potvrzuji, Ze vii¢i nim nebylo ani
neni vedeno zZadné Setieni, nebyl vici nim
vznesen Zadny dotaz, nebylo jim doruc¢eno
Zadné varovani ani vic¢i nim nebyla vedena
Zadna donucovaci opatfeni ze strany vladnich ¢i
regulacnich organi (spolecné ddle jen ,,ifedni
kroky*) v souvislosti s jejich provadénim
klinického vyzkumu, o nichZ by CRO nebyla
informovéna. Hlavni zkouSejici nebo
poskytovatel budou bezodkladné informovat
CRO, jestlize obdrzi oznameni o ufednich
krocich nebo se stanou ic¢astnikem jakéhokoli
ufedniho kroku v souvislosti s dodrzovanim
etickych, védeckych ¢i regulacnich standardi
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the Study was conducted.

19.3 Use of Name. CRO and Pfizer
reserve the right to identify the Principal
Investigator and Institute in association with a
listing of the Protocol in the United States
National Institutes of Health (NIH) Clinical
Trials Data Bank, other publicly available
listings of ongoing clinical trials, or other Study
Subject recruitment services or mechanisms.
Neither CRO nor Pfizer will otherwise use the
name of Principal Investigator, Institute, or any
of Institute’s employees or contractors, and
neither Principal Investigator nor Institute will
use the name of CRO, Pfizer, or any of their
respective employees or contractors, for
promotional or advertising purposes without
written permission from the party whose name
will be used.

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

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

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

19.7 Governing Law. This Agreement

pro provadeéni klinického vyzkumu, jestlize se
takovy ufedni krok bude tykat skute¢nosti nebo
¢innosti z doby pted provadénim studie nebo v
pritbéhu jejiho provadéni.

19.3 Pouziti jména. CRO a spole¢nost
Pfizer si vyhrazuji pravo uvadét jméno hlavniho
zkousejiciho a poskytovatele v souvislosti s
registraci protokolu v databazi americkych
ndrodnich dstavl pro klinickd hodnoceni ve
zdravotnictvi (NIH), v dalSich vefejné
dostupnych registrech probihajicich klinickych
hodnoceni nebo jinych sluzbach ¢i
mechanismech zaméfenych na ndbor subjektl
studie. Ani CRO, ani spolecnost Pfizer
nepouZziji jméno hlavniho zkousejiciho,
poskytovatele nebo kteréhokoli ze zaméstnancti
¢i dodavatelt poskytovatele jinak a ani hlavni
zkousSejici, ani poskytovatel nepouZiji jméno
CRO, spolecnosti Pfizer, ani kteréhokoli ze
zaméstnancu ¢i dodavatelli pro propagacni ¢i
reklamni ucely bez pisemného souhlasu strany,
jejiz jméno bude pouzito.

194 Vztah stran. Vztah hlavniho
zkousejiciho a poskytovatele vic¢i CRO je
vztahem nezdvislych smluvnich stran, a nikoli
vztahem partnerli, zmocnitele a zmocnénce,
zameéstnancl a zaméstnavatele, spole¢nym
podnikem nebo jinym podobnym vztahem.

19.5 Zmeény. Jakékoli zmény této
smlouvy musi byt provedeny pisemné,
podepsany smluvnimi stranami a oznaceny jako
dodatek, vyjma urcitych oboustranné
piijatelnych tprav v rozpoctu studie, jez jsou
uvedeny v Piiloze A.

19.6 Vzdani se prav. Neuplatnéni
prava podle této smlouvy nezakldda vzdani se
tohoto prava do budoucna. Vzdani se prava neni
ucinné, pokud neni u€inéno pisemn¢ a
podepséno stranou, kterd se prava vzdava.

19.7 Rozhodné pravo. Tato smlouva se fidi
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is governed by laws of the Czech Republic.
The Parties to this Agreement acknowledge and
agree that any disputes not resolved amicably
will be ruled by competent Court in Hradec
Kréalové.

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

19.9 Affiliates. As used in this
Agreement, the term “affiliate” means any
entity that directly or indirectly controls, is
controlled by, or is under common control with
the named party.

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

party.

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

19.12 Disclaimer of Warranties by
CRO. THE PARTIES ACKNOWLEDGE
THAT PFIZER HAS ENGAGED CRO TO
PROVIDE SERVICES IN REGARD TO THIS
PFIZER-SPONSORED CLINICAL STUDY.
CRO HAS NOT PERFORMED ANY
INDEPENDENT RESEARCH OR ANALYSIS
REGARDING THE SAFETY OR EFFICACY
OF ANY INVESTIGATIONAL DRUG OR
OTHER MATERIALS OR TREATMENT
PROCEDURES TO BE USED IN THIS
STUDY AND THEREFORE CRO MAKES
NO WARRANTIES, EXPRESSED OR

zdkony Ceské republiky.
Smluvni strany berou na védomi a souhlasi, Ze
projedndni a rozhodovani piipadnych spord,
které nebudou vyfeSeny smirem, bude fesSeno s
pomoci pfisluSného soudu v Hradci Kralové.

19.8 Rozpor s ptilohami. Pokud
nastane jakykoliv rozpor mezi touto smlouvou a
jakymikoli jejimi pfilohami, jsou rozhodujici
podminky této smlouvy. Pokud nastane jakykoli
rozpor mezi touto smlouvou a protokolem,
protokol bude rozhodujici v otazkach 1écby
subjektl studie a smlouva bude rozhodujici ve
vSech dalSich otazkéch.

19.9 Sesterské spolecnosti. Termin
,»sesterska spolecnost* tak, jak je pouZivan v
této smlouvé, znamend jakykoliv subjekt, ktery
piimo nebo nepiimo kontroluje, je kontrolovan
nebo je pod spolecnou kontrolou se jmenovanou
stranou.

19.10 Néstupci a nabyvatelé. Tato
smlouva bude zdvazné a vstoupi v platnost ve
prospéch nastupcti a povolenych nabyvateld
kazdé strany.

19.11 Opravnénd treti strana.
Spolecnost Pfizer je oprdvnénou tfeti stranou
této smlouvy a je opravnéna piimo uplatiovat
veSkera svd prava podle této smlouvy.

19.12 Odmitnuti zaruk ze strany CRO.
SMLUVNI STRANY BEROU NA VEDOMI,
ZE SI SPOLECNOST PFIZER NAJALA CRO,
ABY TATO POSKYTOVALA SLUZBY
OHLEDNE TETO KLINICKE STUDIE POD
ZASTITOU SPOLECNOSTI PFIZER. CRO
NEPROVADELA ZADNY NEZAVISLY
VYZKUM NEBO ANALYZU OHLEDNE
BEZPECNOSTI NEBO UCINNOSTI
ZADNEHO HODNOCENEHO LECIVA
NEBO JINYCH MATERIALU CI POSTUPU
LECBY, KTERE MAJI BYT V TETO STUDII
POUZIVANY, A PROTO NEDAVA ZADNE
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IMPLIED, CONCERNING THOSE DRUGS,
MATERIALS, OR TREATMENT
PROCEDURES, THE RESULTS TO BE
OBTAINED BY ADMINISTERING THEM
PURSUANT TO THE PROTOCOL, OR TO
THEIR FITNESS FOR ANY PARTICULAR
PURPOSE, OR TO ANY OTHER PFIZER
OBLIGATION UNDER THE PROTOCOL OR
THIS AGREEMENT.

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

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

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

CRO:

ICON Clinical Research s.r.o.
V Parku 2335/20

148 00 Praha 4 — Chodov

ZARUKY, AT JIZ VYSLOVNE CI
ODVOZENE, OHLEDNE TECHTO LECIV,
MATERIALU CI POSTUPU LECBY,
VYSLEDKU, JICHZ MA BYT JEJICH
PODAVANIM PODLE PROTOKOLU
DOSAZENO, NEBO OHLEDNE JEJICH
VHODNOSTI PRO JAKYKOLI KONKRETNI
UCEL, ANI OHLEDNE ZADNYCH
DALSICH ZAVAZKU SPOLECNOSTI
PFIZER PODLE PROTOKOLU NEBO

PODLE TETO SMLOUVY.
19.13 [jplné dohoda. Tato smlouva,

vcetné priloh, pfedstavuje uplnou dohodu mezi
stranami tykajici se tohoto predmétu. Tato
smlouva nahrazuje veSkeré predeslé dohody
mezi stranami (Gstni a pisemné) tykajici se této
studie s vyjimkou zdvazki, které svou povahou
nezdavisle pfetrvavaji i po ukonceni této
smlouvy.

19.14 Jazyk. Tato smlouva je
vyhotovena v ¢eském a anglickém jazyce,
pfi¢emZ ob¢€ verze maji stejnou ucinnost. V
ptipad¢ nejednoznacnosti nebo rozport ve
vykladu pojmil mezi témito dvéma verzemi
bude mit pfednost Ceska verze.

19.15 Ozndmeni. Strany doruci
oznameni a dalSi zpravy vztahujici se k této
smlouvé osobn¢, kuryrem nebo postou se
zaplacenym poStovnym dohledatelnym
zpusobem na niZe uvedenou adresu nebo na
takovou adresu, kterou strana pozdéji urci
ozndmenim druhé stran€ v souladu s timto
Clankem.

CRO:

ICON Clinical Research s.r.o.
V Parku 2335/20

148 00 Praha 4 — Chodov

SWP_CSA 2_Three Party_Czech Republic_01 Feb 2013
final_13Apr2015

Page 31 of 66




(| CON

A Symbol of Excellence

Principal Investigator: XXX

Institute:

Fakultni nemocnice Hradec Kralove,

Pravni odbor

Sokolska 581, 500 05 Hradec Kralove—Novy
Hradec Krilové, Czech Republic

Attention: DaSa Proklipkova

Telephone: +420 495 832 881

Email: dasa.prokupkova@fnhk.cz
Pfizer:

For Submission of Publications Only:

20. Anti-Bribery

Representations and Warranties (including
Anti-Bribery and Anti-Corruption)

20.1 Definition. “Government
Official” includes: (i) any elected or appointed
government official (e.g., a member of a
ministry of health); (i1) any employee or person
acting for or on behalf of a government official,
agency, or enterprise performing a
governmental function; (iii) any political party,
candidate for public office, officer, employee,
or person acting for or on behalf of a political
party or candidate for public office; or (iv) an
employee or person acting for or on behalf of a

Hlavni zkouSejici: XXX

Poskytovatel:

Fakultni nemocnice Hradec Kralové,

Pravni odbor

Sokolska 581, 500 05 Hradec Krilové - Novy
Hradec Krilové, Ceska republika

K rukdam: Dasi Prokiipkové

Telefon: +420 495 832 881

E-mail: dasa.prokupkova@fnhk.cz
Pfizer:

Pouze pro predkladédni publikaci:

20. Protikorup¢ni ustanoveni

Prohlaseni a zaruky (vcetné€ boje proti
uplatkarstvi a korupci)

20.1 Definice. ,,Ufedni osoba*
zahrnuje: (i) jakoukoli volenou nebo
jmenovanou tredni osobu (napft. pracovnika
ministerstva zdravotnictvi), (ii) jakéhokoli
zaméstnance nebo osobu jednajici jménem
ufedni osoby, agentury nebo podniku
vykondvajictho vladni funkci, (iii) jakoukoli
politickou stranu, kandidéta na vetejnou funkci,
ufednika, zaméstnance nebo osobu jednajici za
politickou stranu nebo jejim jménem nebo za
kandidata na vefejnou funkci nebo jeho
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public international organization (e.g., the
United Nations). “Government” is meant to
include all levels and subdivisions of
governments (i.e., local, regional, or national,
and administrative, legislative, or executive)

20.2 Anti-Bribery and Anti-
Corruption Principles.

a. Throughout the term of
this Agreement Principal Investigator and
Institute will adhere to the Pfizer International
Anti-Bribery and Anti-Corruption Principles,
which are provided as Attachment D to this
Agreement.

b. and undertake to submit
to Pfizer upon each anniversary of the signing
of this Agreement a duly signed Confirmation
of Compliance with Pfizer’s Anti-Bribery
Procedure, in the form attached in Attachment
E.

20.3 Funding Requirements. No
payment in addition to the funding set out in
Attachment A (Study Budget and Payment
Schedule) will be made to either party in
connection with this Agreement unless CRO
first approves it in writing. All invoices and any
supplemental documents submitted to CRO by
the Principal Investigator or Institute under this
Agreement must show in reasonable detail what
the requested payment is for.

204 Right to Audit. CRO and Pfizer
have the right to take all reasonable steps and
actions to ensure that each payment made by
CRO is properly and legitimately used. To this
end, Principal Investigator and Institute will:

a. Provide periodic invoices
stating, in detail, the work performed;

jménem, nebo (iv) zaméstnance nebo osobu
jednajici za vefejnou mezindrodni organizaci
nebo jejim jménem (napt. Organizace
spojenych ndrodl). Pojem ,,vldda* zahrnuje
veskeré drovné a slozky vlady (tj. mistni,
regiondlni nebo ndrodni a spravni, zdkonodarné
¢i vykonné).

20.2 Protikorupéni zasady.

a. Po celou dobu platnosti
této smlouvy budou hlavni zkouSejici a
poskytovatel dodrzovat Mezinarodni
protikorup¢ni zdsady spolecnosti Pfizer, které
jsou uvedeny v Piiloze D k této smlouvé.

b. Diéle se zavazuji
predkladat spolecnosti Pfizer ke kazdému
vyroci podpisu této smlouvy fadné podepsané
potvrzeni o dodrZzovani protikorupcnich postupii
spolecnosti Pfizer v podobé ptilozené v Piiloze
E.

20.3 Pozadavky na financovani.
Kromé ¢astek uvedenych v Piiloze A (Rozpocet
studie a platebni podminky) nebude Zadné ze
stran provedena Zadna dalsi platba v souvislosti
s touto smlouvou, pokud tuto CRO pfedem
pisemn¢ neschvéli. Veskeré faktury a dopliujici
dokumenty piedkladané CRO ze strany
hlavniho zkouSejictho nebo poskytovatele podle
této smlouvy musi dostate¢né podrobné uvadeét,
za co je predmétnd platba uctovéna.

20.4 Pravo na audit. CRO a
spole¢nost Pfizer maji prdvo podniknout
veSkeré pfimétené kroky a tikony k zajiSténi
toho, aby kazda platba uskutecnéna CRO byla
fadné a legitimné pouZita. Za timto icelem
hlavni zkousSejici a poskytovatel:

a. budou pravidelné
vystavovat faktury s podrobnym popisem
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b. Provide documentation of
all expenses to obtain reimbursement and
provide CRO with written notification in
advance of any extraordinary expenditure. CRO
must authorize any extraordinary expenditure in
writing before it may be incurred; and

C. Permit, during the term of
the Agreement and for three years after final
payment has been made under the Agreement,
CRO’s or Pfizer’s internal and external auditors
access to any relevant books, documents,
papers, and records of the Principal Investigator
and Institute involving transactions related to
the Agreement. Where the Agreement involves
clinical studies, there will be acceptable
safeguards to ensure confidentiality.

20.5 Warranties. The Principal
Investigator and Institute each individually
represents, warrants, and undertakes to CRO
and Pfizer that:

a. it has the full power,
right, and authority to enter and perform this
Agreement and that it will comply with all
relevant laws, regulations, codes of practice,
operating procedures, and guidelines and will
obtain and maintain all covenants, licences,
approvals, and permissions necessary to fulfil
its obligations under this Agreement and that its
performance of obligations under this
Agreement is not inconsistent with any other
obligations of the Institute; and

b. it has not and will not
(directly or indirectly) offer, pay, receive, or
authorise the offer, payment, or receipt of any
money or the giving or receipt of anything of
value or do any other thing in order to
improperly or corruptly seek to influence any
Government Official or any other person in

provedené préce;

b. poskytnou doklady ke
vSem vydajim za tGc¢elem jejich proplaceni a
zajisti v€asné informovani CRO pisemnou
formou o veskerych mimotddnych vydajich.
CRO musi kazdy vyjimecny vydaj pisemné
schvdlit pfed tim, neZ mlize vzniknout; a

C. béhem doby platnosti
smlouvy a tfi roky od provedeni kone¢né platby
v rdmci této smlouvy umoZzni zpftistupnéni
piislusnych tcetnich knih, dokumentt,
pisemnosti a zdznamu hlavniho zkousejiciho a
poskytovatele, které obsahuji transakce
souvisejici se smlouvou, internim a externim
auditoriim CRO anebo spolecnosti Pfizer. Tam,
kde smlouva zahrnuje klinické studie, bude tato
zahrnovat akceptovatelnd ochrannd opatfeni k
zajisténi divérnosti.

20.5 Zaruky. Hlavni zkousSejici a
poskytovatel kazdy jednotlivé prohlaSuji,
zarucuji a zavazuji se vici CRO a spolecnosti
Pfizer, ze:

a. jsou plné opravnéni
uzavfit a plnit tuto smlouvu a budou dodrZovat
veSkeré platné zakony, nafizeni, provadéeci
predpisy, provozni postupy a smérnice a ziskaji
a budou udrZovat v platnosti veSkeré zavazky,
licence, souhlasy a povoleni potiebna k plnéni
jejich povinnosti vyplyvajicich z této smlouvy a
Ze plnéni zdvazku z této smlouvy neni v rozporu
s Zadnym dalSim zdvazkem poskytovatele; a

b. nenabidli ani nenabidnou
(pfimo ¢i nepiimo), neuhradi ani nepfijmou ¢i
neschvali nabidku, platbu nebo pfijeti
finan¢niho obnosu nebo piijeti ¢i darovani
¢ehokoli hodnotného ani neucini cokoli jiného,
aby se snazili nepatfi¢né ¢i uplatn€ ovliviiovat
kteroukoli dfedni nebo jinou osobu, aby tak
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order to gain an improper business advantage,
and, has not accepted, and will not accept in the
future, such a payment; and

C. it represents that no
claim, action, proceedings or investigation by
government authorities is pending and, to the
Principal Investigator’s and Institute’s
knowledge, no claim action, proceedings or
investigation by government authorities is
impending which could adversely affect the
Principal Investigator’s and Institute’s ability to
fulfill its obligations under this Agreement or
which would cause the invalidity or
unenforceability of this Agreement; and

d. it represents that the
conclusion of this Agreement is not in conflict
with the conditions of any agreement concluded
with a third party and its fulfillment by the
Principal Investigator and/or Institute will not
lead to a breach of a third party’s rights, ethical
standards or generally binding applicable legal
regulations or internal guidelines. The Principal
Investigator and Institute specifically represent
(each individually) that the fulfillment of this
Agreement and the payment of the
compensation by CRO under this Agreement
does not represent a means of persuading or
motivating anyone to use or prescribe poducts
or in any way influence the results of clinical
tests of any products or to directly or indirectly
cause any decisions related to Pfizer or its
products to be adopted. For the purposes of this
sub-clause, products means any products of
Pfizer or persons directly or indirectly
controlling Pfizer, controlled by Pfizer or under
joint control with Pfizer; and

e. it (i) represents and
provides assurance that any and all information
provided by the Institute within the scope of the
pre-contractual due diligence, including all
information included in the FCPA Due
Diligence Questionnaire, is complete, true and
accurate; (ii) undertakes to inform CRO or

ziskali nepatficnou obchodni vyhodu, a takovou
platbu nepfijali, ani ji v budoucnu nepfijmou; a

c. prohlasuji, Ze neexistuje
7adny dosud nerozhodnuty néarok, Zaloba,
soudni fizeni nebo vySetfovani a Ze podle
védomi hlavniho zkousSejiciho a poskytovatele
neexistuje Zadny hrozici nérok, Zaloba, soudni
fizeni nebo vySetfovani stitnimi organy, které
by mohlo neptizniv€ ovlivnit schopnost
hlavniho zkouSejiciho a poskytovatele splnit
jejich zavazky podle této smlouvy nebo které by
zpusobilo neplatnost nebo nevymahatelnost této
smlouvy; a

d. prohlasuji, Ze uzavieni
této smlouvy neni v rozporu s podminkami
Zadné smlouvy uzaviené s tfeti stranou a Ze jeji
plnéni hlavnim zkouSejicim a/nebo
poskytovatelem nepovede k poruseni prav teti
strany, etickych norem nebo obecné zavaznych
platnych pravnich ptedpist nebo internich
smérnic. Hlavni zkouSejici a poskytovatel
vyslovné¢ prohlaSuji (kazdy jednotlive), Ze
plnéni této smlouvy a platba thrady CRO podle
této smlouvy nepiedstavuje prostiedek k
presvédcovani nebo motivovani kohokoli, aby
pouZzival nebo ptedepisoval piipravky nebo
néjakym jinym zplsobem ovliviioval vysledky
klinickych zkousek jakychkoli ptipravki nebo
aby piimo ¢i nepiimo ovliviioval rozhodnuti
tykajici se spole¢nosti Pfizer nebo jejich
ptipravki, kterd maji byt pfijata. Pro ucely
tohoto bodu znamenaji ptipravky jakékoli
piipravky spolecnosti Pfizer nebo osob piimo ¢i
nepiimo ovladajicich spole¢nost Pfizer,
ovladanych spolecnosti Pfizer nebo pod
spole¢nou kontrolou se spole¢nosti Pfizer; a

e. (i) prohlasuji a ujist'uji,
ze veskeré informace poskytnuté
poskytovatelem v rdmci pfedsmluvniho procesu
due diligence, vcetné vSech informaci
obsazenych v dotazniku ohledné procesu due
diligence podle FCPA, jsou uplné, pravdivé a
ptesné; (ii) zavazuji se informovat CRO nebo
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Pfizer of any event or change of circumstances
as a result of which the information provided
may become incomplete, untrue or inaccurate in
the course of the duration of the Agreement;
(i11) undertakes to update and confirm such
information upon request by CRO or Pfizer at
least every 24 months of the duration of this
Agreement; and

20.6 Changes in Circumstances. The
Principal Investigator and Institute undertake to
update these representations, warranties, and
undertakings if, during the performance of this
Agreement, he/she/it comes under the control of
a Government Official or becomes aware that
any employee or individual who will be
primarily responsible for performing under this
Agreement, or a familial relative of such an
employee or individual becomes a Government
Official. “Familial relative” means parent,
spouse, child, or sibling (including by
marriage).

Agreed to and Accepted by:

ICON Clinical Research Limited

Printed Name

Title

Date: 13.4.2015

XXX

spolecnost Pfizer o kazdé udélosti nebo zméné
okolnosti, v dusledku nichZ se mohou stat
poskytnuté informace v pribéhu trvani smlouvy
netplnymi, nepravdivymi nebo nepiesnymi;
(ii1) zavazuji se, Ze budou na pozadani od CRO
nebo spolecnosti Pfizer aktualizovat a
potvrzovat takovéto informace alespon kazdych
24 mésicu trvani této smlouvy.

20.6 Zmény okolnosti. Hlavni
zkousejici a poskytovatel se zavazuji, Ze budou
aktualizovat tato prohlaSeni, zaruky a zavazky,
jestlize v prubéhu plnéni této smlouvy piejdou
pod kontrolu tfedni osoby nebo jestlize se
dozvi, Ze se kterykoli zaméstnanec nebo osoba,
kterd bude primarn€ odpovédna za plnéni této
smlouvy, nebo blizky piibuzny takového
zamestnance nebo takové osoby, stal dredni
osobou. ,,Blizky pfibuzny‘ znamen4 rodice,
manzela, manzelku, druha, druzku, dité nebo
sourozence (vcetn€ nevlastnich).

Schvéleno a pfijato:

ICON Clinical Research Limited

Jméno tiskacim pismem

Funkce

Datum: 13.4. 2015

XXX
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Date: 16.4.2015

Fakultni nemocnice Hradec Kralové,

prof. MUDr. Roman Prymula, CSc., Ph.D.
Printed Name

hospital director

Title

Date: 16.4.2015

Attachments

Attachment A Study Budget and
Payment Terms

Attachment B Insurance certificate
Attachment C Equipment and Materials
Attachment D Pfizer International Anti-

Bribery and Anti-Corruption Principles
Attachment E Pfizer’s Anti-bribery
procedure — regular annual confirmation

Datum: 16.4.2015

Fakultni nemocnice Hradec Kralové,

prof. MUDr. Roman Prymula, CSc., Ph.D.
Jméno tiskacim pismem

feditel nemocnice

Funkce

Datum: 16.4.2015

Ptilohy

Priloha A Rozpocet studie a
platebni podminky

Priloha B certifikat pojisténi
Ptiloha C Vybaveni a materidly
Ptiloha D Mezinédrodni

protikorup¢ni zdsady spole¢nosti Pfizer
Priloha E Protikorup¢ni postupy
spolecnosti Pfizer — pravidelné kazdoro¢ni
potvrzeni
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Attachment A Ptiloha A
STUDY BUDGET AND PAYMENT TERMS ROZPOCET STUDIE A PLATEBNI
PODMINKY
Protocol Number Cislo protokolu
[ ] [
[ ] [
[ ] [
[ ] [ ]
[ ] [ ]
[ ] [ ]
[ ] [
[ ] [
[ ] [
[ ] [
[ ] [
[ ] [
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° °
° °
° °
° °
° °
° °
Exhibit 1 Ptiloha 1
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Budget Rozpocet
The anticipated total amount to be paid to Predpoklddand celkovd ¢éstka, kterd ma byt
Provider for conducting this Study is 634 poskytovateli vyplacena za provedeni této
594,56 CZK. studie, je 634 594,56 K¢
Exhibit 2 Piiloha 2
Payee/ Beneficiary Details Form Payee/ Beneficiary Details Form
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INSURANCE CERTIFICATE

Attachment B

Piiloha B
POJISTKA
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Attachment C
EQUIPMENT AND MATERIALS

CRO-Provided Equipment and Materials

CRO-Provided Equipment

CRO will provide the equipment identified
below (“CRO Equipment”) for use by Principal
Investigator or Institute in the conduct or
reporting of the Study: NONE

Piiloha C
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté CRO

Vybaveni poskytnuté CRO

CRO poskytne vybaveni uvedené niZe (dale jen
»vybaveni CRO*), které bude hlavni zkouSejici
nebo poskytovatel pouzivat béhem provadéni
studie ¢i k podavani hlaSeni ohledné studie:
ZADNE

CRO-Provided Materials

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

Materials Supplied: NONE

Materialy poskytnuté CRO

CRO poskytne nize uvedené chranéné
materidly, které CRO nebo spole¢nost Pfizer
vlastni nebo k nimz disponuje licenci, (déle jen
,materidly CRO*), které bude hlavni zkousSejici
nebo poskytovatel pouzivat béhem provadeéni
studie ¢i k poddvani hlaseni ohledné studie.

Dodané materidly: ZADNE
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Permitted Uses of Vendor Property

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

Disposition of Vendor Property

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

Ownership, Responsibilities, and Liability

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 or vendor during Study conduct as the
result of loss or damage by a party to this
Agreement, CRO reserves the right to deduct
the value of the replacements from future Study
funding.

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,

Povolené zptsoby pouZiti majetku dodavatele

Hlavni zkousSejici a poskytovatel budou
pouZzivat majetek dodavatele pouze pro ucely
této studie.

Nakladani s majetkem dodavatele

Zpiisob naklddani s majetkem dodavatele po
dokonceni provadéni studie ur¢i dodavatel
tohoto majetku.

Vlastnictvi, povinnosti a odpovédnost

Vlastnictvi. Vybaveni a materidly CRO a
majetek dodavatele jsou a zlstdvaji majetkem
CRO, spolecnosti Pfizer, dodavatele nebo
poskytovatele licence (podle konkrétni situace).

Povinnosti. Strana, kterd zafizeni a materialy
CRO a majetek dodavatele dostava a pouZziva,
ponese riziko jejich ztraty nebo poskozeni.
Pokud jakékoli zafizeni a materidly CRO a
majetek dodavatele musi byt nahrazeny CRO
nebo dodavatelem v pribéhu provadéni studie v
diisledku ztrity nebo poskozeni smluvni stranou
této smlouvy, vyhrazuje si CRO pravo odecist
hodnotu ndhrady od budouciho financovani
studie.

Odpovédnost. Ani CRO, ani spole¢nost Pfizer
neodpovidaji za Zddné Skody jakéhokoli druhu,
vcetné Ujmy na zdravi ¢i poSkozeni majetku,
vzniklé v dusledku pouZivani vybaveni nebo
materidli CRO nebo majetku dodavatele, kromé¢
ptipadd, kdy (1) takové Skody byly zptsobeny
nedbalosti nebo imyslnym jedndnim ze strany
CRO, spolecnosti Pfizer nebo dodavatele, nebo
(2) ptipadii, kdy zranéni osob predstavuje djmu
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as described in Attachment B to this na zdravi subjektd studie v rdmci vyzkumu, jak
Agreement. je popsano v Ptiloze B této smlouvy.

SWP_CSA 2_Three Party_Czech Republic_01 Feb 2013
13Apr2015
Page 44 of 52




(| CON

A Symbol of Excellence

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

Pfizer has a longstanding corporate policy that
prohibits colleagues or anyone acting on our behalf
from providing any payment or benefit to any person
or entity in order to improperly influence a
government official or to gain an unfair business
advantage. Pfizer is committed to performing with
integrity, and acting ethically and legally in
accordance with all applicable laws and regulations,
including, but not limited to, anti-bribery and anti-
corruption laws. 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, 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. Under Pfizer’s
policies, “government official” is broadly interpreted
and includes: (i) any elected or appointed government
official (e.g., a member of a ministry of health); (ii)
any employee or person acting for or on behalf of a
government official, agency, or enterprise performing
a governmental function; (iii) any political party,
candidate for public office, officer, employee, or
person acting for or on behalf of a political party or
candidate for public office; or (iv) an employee or
person acting for or on behalf of a public
international organization (e.g., the United Nations).

Piiloha D
MEZINARODNI PROTIKORUPCNI ZASADY
SPOLECNOSTI PFIZER

Spolec¢nost Pfizer dlouhodobé prosazuje firemni
politiku zakazujici naSim koleglim nebo osobdm
jednajicim nasSim jménem poskytovat jakékoli platby
nebo vyhody kterékoli osobé €1 subjektu za ucelem
nepiipustného ovliviiovani ufednich osob nebo
ziskavani neopravnénych obchodnich vyhod. Pfizer
usiluje o to, aby jeji ¢innost byla vykondvéna
cestnym, etickym a zdkonnym zpiisobem, v souladu
se vSemi platnymi zédkony a ptedpisy, zejména vcetné
protikorup¢nich zdkonii. Stejny zdvazek ocekdvame
od naSich poradcti, zmocnéncti, zastupct nebo dalSich
spolecnosti ¢i fyzickych osob jednajicich naSim
jménem (ddle jen ,,obchodni partnefi®), jakoZ i od
osob jednajicich jménem téchto obchodnich partnert
v souvislosti s ¢innosti vykondvanou pro spole¢nost
Pfizer.

Upldceni vrednich osob

Ve vétSiné statll existuji zdkony zakazujici (pfimé ¢i
nepiimé) poskytovani, nabizeni nebo slibovani
jakychkoli finan¢nich ¢astek nebo jinych cennych
véci ufednim osobdm s cilem ovlivnit dfedni tkony ¢i
rozhodnuti sméfujici k ziskéani ¢i udrzeni urcité
obchodni zakazky. Pojem ,,dfedni osoba* je v téchto
zasaddch spoleCnosti Pfizer vyklddan v Sirokém
smyslu a zahrnuje: (i) volenou nebo jmenovanou
ufedni osobu (napr. pracovnika ministerstva
zdravotnictvi); (ii) zaméstnance nebo osobu jednajici
jménem ufedni osoby, agentury nebo podniku, ktery
vykondva vladni funkci; (iii) politickou stranu,
kandidéta na vefejny ufad, ufednika, zaméstnance
nebo osobu jednajici jménem politické strany nebo
kandidéta na vefejny ufad; (iv) zaméstnance nebo
osobu jednajici jménem vefejné mezinarodni
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“Government” is meant to include 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”
under Pfizer’s policies.

The U.S. Foreign Corrupt Practices Act of 1977 (the
“FCPA”) prohibits making, promising, or authorizing
the making of a payment or providing anything of
value to a non-U.S. government official to improperly
or corruptly induce that official to make any
governmental act or decision to assist a company in
obtaining or retaining business, or to otherwise obtain
an improper advantage. The FCPA also prohibits a
company or person from using another company or
individual to engage in any of the foregoing
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:

o Business Associates, and those acting on their
behalf in connection with work for Pfizer, may not
directly or indirectly make, promise, or authorize the

organizace (napr. OSN). Pojem ,,vldda* v tomto
kontextu zahrnuje vSechny stupné a slozky vlady (zj.
organy na mistni, krajské i celostatni urovni a
spravni, zakonodarné i vykonné slozky). Vzhledem k
Sirokému pojeti definice ,,ufedni osoby* je
pravdépodobné, Ze obchodni partnefi budou v ramci
své obvyklé ¢innosti pro spole¢nost Pfizer bézné
jednat s ifednimi osobami. Napiiklad 1ékafi
zamgéstnani ve statnich nemocnicich se podle zasad
spoleCnosti Pfizer povazuji za ,,ufedni osoby*.

Americky zdkon o zahrani¢nich korup¢nich
praktikdch z roku 1977 (déle jen ,,FCPA*) zakazuje
poskytovani, slibovani nebo schvalovani plateb nebo
poskytovani ¢ehokoli hodnotného zahrani¢nim
ufednim osobdm za ucelem neptipustného nebo
korup¢niho ovlivnéni jednani nebo rozhodovani
takového ufednika s cilem pomoci spole¢nosti ziskat
nebo si udrZet obchodni zakazku nebo ziskat jinou
neopravnénou vyhodu. FCPA rovnéz zakazuje
spolecnostem ¢i osobdm vyuZivat jinych spole¢nosti
nebo fyzickych osob k provadéni kterékoli z vyse
uvedenych praktik. Jako spoleCnost registrovana v
USA je spolecnost Pfizer povinna dodrzovat
ustanoveni FCPA a mohla by byt voldna k
odpové&dnosti v disledku jedndni, jehoZ se kdekoli na
sveéte dopusti kterykoli z jejich obchodnich partnert.

Protikorup¢ni zasady upravujici vztahy s viadami
a irednimi osobami

Obchodni partnefi jsou povinni zvetejnit a dodrZzovat
nésledujici zasady tykajici se jejich vztahii s vlddami
a tfednimi osobami:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spole¢nost Pfizer
nesmi piimo ani nepfimo vyplécet, slibovat vyplaceni
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making of a corrupt payment or provide anything of
value to any government official to induce that
government official to make any governmental act or
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 to or offer a government official any item or
benefit, regardless of value, as an improper
inducement for such government official to approve,
reimburse, prescribe, or purchase a Pfizer product, to
influence the outcome of a clinical trial, or otherwise
improperly to benefit Pfizer’s business activities.

° Business Associates, and those acting on their
behalf in connection with work for Pfizer, need to
understand whether local laws, regulations, or
operating procedures (including requirements
imposed by government entities such as government-
owned hospitals or research institutions) impose any
limits, restrictions, or disclosure requirements on
compensation, financial support, donations, or gifts
that may be provided to government officials.
Business Associates, and those acting on their behalf
in connection with work for Pfizer, must take into
account and comply with any applicable restrictions
in conducting their Pfizer-related activities. 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 undertaking their activities.

o Business Associates, and those acting on their
behalf in connection with work for Pfizer, are not
permitted to offer facilitation payments. A
“facilitation payment” is a nominal, unofficial

nebo schvalovat vyplaceni jakychkoli korup&nich
castek nebo poskytnuti ¢ehokoli hodnotného kterékoli
tfedni osobé€ za tcelem piim¢ct ji, aby ucinila urcity
ufedni ukon nebo piijala urcité rozhodnuti poméhajici
spolecnosti Pfizer ziskat nebo udrzZet si obchodni
zakdzky. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spolecnost Pfizer
nesmi nikdy vyplatit Zddné tfedni osob¢ finan¢ni
¢astku nebo ji nabidnout jakykoli ptedmét ¢i vyhodu
(bez ohledu na jejich hodnotu) za ucelem neptipustné
motivace takové dfedni osoby ke schvéleni, ndhrade¢,
pfedepsani nebo ndkupu jakéhokoli ptipravku Pfizer,
za ucelem ovlivnéni vysledku klinického hodnoceni
nebo za ucelem dosazeni jakékoli jiné neopravnéné
vyhody pro podnikéni spole¢nosti Pfizer.

J Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spolecnost Pfizer
musi byt informovéni o tom, zda mistni zdkony,
predpisy nebo provozni postupy (vcetné pozadavki
ze strany vladnich subjektd, jako napf. statnich
nemocnic nebo vyzkumnych dstavil) stanovi néjaké
limity, omezeni nebo informacni povinnosti ve
vztahu k odméndm, finan¢ni podpoie, dariim nebo
pozornostem, jeZ mohou byt poskytovany urednim
osobdam. Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spole¢nost Pfizer
musi pfi své ¢innosti souvisejici se spolecnosti Pfizer
ptihliZet k veSkerym platnym omezenim a dodrZovat
je. Pokud si obchodni partner nebude jist vyznamem
nebo rozsahem platnosti kteréhokoli stanoveného
limitu, omezeni nebo informac¢ni povinnosti ve
vztahu k jednani s ufednimi osobami, mél by se pred
zapocetim své ¢innosti poradit se svou hlavni
kontaktni osobu ve spole¢nosti Pfizer.

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spolecnost Pfizer
nesmi nabizet tzv. v§imné (facilitation payments).

,, VSimnym* se rozumi nevysoké neoficidlni platby
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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, the provision of inappropriate gifts
or hospitality, kickbacks, or investment opportunities
offered 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.

tredni osobé€ za ucelem zajiSténi nebo urychleni
rutinniho kroku statni spravy, jehoZ provedeni
nezavisi na vlastnim uvaZeni ptislusné osoby.
Ptikladem v§imného jsou platby za urychlené
vyfizeni riznych licenci, povoleni nebo viz, k nimz
byly fadné€ doloZeny veskeré potfebné podklady.
Pokud obchodni partner nebo osoba jednajici jeho
jménem v souvislosti s ¢innosti pro spole¢nost Pfizer
obdrzi Zadost nebo poZadavek nebo se dozvi o
pozadavku na thradu v§Simného nebo uplatku v
souvislosti s ¢innosti pro spolecnost Pfizer, je
obchodni partner povinen tuto Zddost nebo pozadavek
neprodlené nahlésit své hlavni kontaktni osobé ve
spoleCnosti Pfizer jesté pred tim, nez ucini jakékoli
dalsi kroky.

Uplaceni v komer¢ni sféie

K uplaceni a korupci mtiZze dochdzet i ve vztazich
mezi dvéma podniky, kde neni pfitomen vetejny
prvek. Ve vétsing statd existuji zdkony zakazujici
nabizeni, slibovani, poskytovani, pozadovani,
pfijiméni nebo souhlas s pfijimdnim jakychkoli
financ¢nich Castek nebo ¢ehokoli hodnotného
vyménou za poskytnuti neopravnénych vyhod v
obchodnim styku. Mezi ptiklady zakdzaného jedndni
patii zejména poskytovani neptfimétenych darti nebo
pohosténi, dplatkli nebo investi¢nich ptileZitosti za
ucelem nepatfi¢né motivace k ndkupu zboZzi nebo
sluzeb. Pracovnici spolecnosti Pfizer nesmi nabizet,
poskytovat, poZadovat nebo pfijimat tplatky a
spole¢nost Pfizer o¢ekava od naSich obchodnich
partnert, jakoZ i od osob jednajicich jejich jménem v
souvislosti s ¢innosti pro spolecnost Pfizer, Ze se
budou fidit stejnymi zdsadami.
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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:

o 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 person to induce 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 inducement in connection with their
business activities performed for Pfizer.

o 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
occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their behalf
in connection with work for Pfizer, are expected to

Protikorup¢ni zasady upravujici vztahy se
soukromymi osobami a pracovniky spole¢nosti
Pfizer

Obchodni partnefi jsou povinni zvetejnit a dodrZzovat
nésledujici zasady tykajici se jejich vztaht se
soukromymi osobami a pracovniky spole¢nosti
Pfizer:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spolecnost Pfizer
nesmi piimo ani nepiimo vypléacet, slibovat vyplaceni
nebo schvalovat vyplaceni jakychkoli korupénich
¢astek nebo poskytnuti ¢ehokoli cenného kterékoli
osobé za ucelem primét ji, aby poskytla spoleCnosti
Pfizer urcitou nezdkonnou obchodni vyhodu.

J Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s ¢innosti pro spolecnost Pfizer
nesmi piimo ani nepiimo poZadovat, souhlasit s
piijetim nebo piijimat jakékoli finan¢ni ¢astky nebo
cokoli hodnotného jako neptipustnou motivaci v
souvislosti s jejich obchodni ¢innosti provadénou pro
spolecnost Pfizer.

J Pracovnici spolec¢nosti Pfizer nesmi od
obchodnich partnerti a osob jednajicich jejich jménem
v souvislosti s ¢innosti pro spolecnost Pfizer piijimat
7adné dary, sluzby, pozornosti, pohosténi nebo jiné
predméty vyssi nez symbolické nebo nevysoké
penézité hodnoty. Dary nevysoké hodnoty jsou navic
povoleny jen v pfipadég, Ze nejsou poskytovany Casto
a jsou poskytovany pouze pii vhodnych
ptileZitostech.

Hlaseni podezi‘eni na poruseni nebo skute¢ného
poruseni

Od obchodnich partnertil a osob jednajicich jejich
jménem v souvislosti s ¢innosti pro spole¢nost Pfizer
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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 an Associate prefers, to Pfizer’s
Compliance Group by e-mail at
corporate.compliance @pfizer.com or by phone at 1-
212-733-3026.

se ocekdva, Ze budou hlésit své piipadné obavy ve
vztahu k moznému poruseni téchto Mezinarodnich
protikorup¢nich zdsad nebo platnych zdkont. Tato
hlaseni mohou byt adresovana hlavni kontaktni osobé
obchodniho partnera ve spole¢nosti Pfizer nebo podle
uvazeni piisluSného obchodniho partnera skupiné
spolecnosti Pfizer pro dodrzovani predpisti e-mailem
na adresu corporate.compliance @pfizer.com nebo
telefonicky na €islo 1-212-733-3026.
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ATTACHMENT E
PFIZER’S ANTI-BRIBERY PROCEDURE

— REGULAR ANNUAL CONFIRMATION

In accordance with sub-clause 22.2 of the CLINICAL
STUDY AGREEMENT, concluded between ICON
Clinical Research Limited and Fakultni nemocnice
Hradec Kralove, / on ,

we/l hereby confirm that:

1. Institute has been provided with a copy of
Pfizer’s International Anti-Bribery and Anti-
Corruption Principles (see Attachment D) and has
communicated such Principles within the Institute
and to those agents or subcontractors acting on its
behalf in connection with work for Pfizer, as
appropriate;

2. Neither Institute nor any agent or
subcontractor acting on its behalf in connection with
work for Pfizer has made, and will not make, any
payments or provided any benefit to a Government
Official, as defined in Pfizer’s International Anti-
Bribery and Anti-Corruption Principles, or to any
other person to improperly induce such Government
Official or person to make any act or decision to help
Pfizer obtain or retain business or otherwise gain an
improper business advantage, and will not make, and
have not made, a payment or offered any item or
benefit, regardless of value, as an improper
inducement for such Government Official or person
to approve, reimburse, prescribe, or purchase a Pfizer
product, to influence the outcome of a clinical trial, or
otherwise improperly to benefit Pfizer’s business
activities; and

PRILOHA E

PROTIKORUPCNI POSTUPY SPOLECNOSTI
PFIZER
- PRAVIDELNE KAZDOROCNI POTVRZENI

V souladu s ¢lankem 22.2 SMLOUVY O KLINICKE
STUDII uzaviené mezi ICON Clinical Research
Limited a Fakultni nemocnici Hradec Kralové /

dne ,  timto potvrzuji/ potvrzujeme,
ze:
1. poskytovatel obdrzelo kopii Mezindrodnich

protikorup¢nich zdsad spole¢nosti Pfizer (viz Pfiloha
D) a informovalo vhodnym zpiisobem o téchto
zasadach své pracovniky, a ptipadné ty ze svych
zmocnéncl a subdodavatelt, ktefi jednaji jménem
poskytovatele v souvislosti s ¢innosti pro spole¢nost
Pfizer;

2. poskytovatel ani Zaddny z jeho zmocnénct ¢i
subdodavateltl jednajicich jménem poskytovatele v
souvislosti s ¢innosti pro spolecnost Pfizer neposkytli
ani neposkytnou zZadné platby ani jiné vyhody Zddné
ufedni osobg, jak je tato definovana v Mezinarodnich
protikorup¢nich zdsadach spole¢nosti Pfizer, ani
zadné jiné osobé€ za ucelem nepiipustného
ovliviiovdni takové ufedni ¢i jiné osoby k ucinéni
jakéhokoli ukonu nebo pfijeti jakéhokoli rozhodnuti s
cilem pomoci spole¢nosti Pfizer ziskat nebo udrZet si
jakoukoli obchodni zakdzku nebo ziskat jinou
neopravnénou obchodni vyhodu, a neposkytli ani
neposkytnou jakoukoli platbu ani nenabidli jakoukoli
véc nebo vyhodu (bez ohledu na hodnotu) jako
nepiipustnou motivaci takové tredni nebo jiné osobé
k tomu, aby schvilila, poskytla ndhradu, pfedepsala
nebo zakoupila jakykoli ptipravek Pfizer, ovlivnila
vysledek jakéhokoli klinického hodnoceni nebo
poskytla jinou neoprdvnénou vyhodu pro podnikéni
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3. Neither Institute nor any agent or
subcontractor acting on its behalf in connection with
work for Pfizer has accepted, and will not accept in
the future, any payment, item, or benefit, regardless
of value, as an improper inducement to award, obtain

or retain business or otherwise gain or grant an
improper business advantage from or to any other
person.

BUSINESS NAME: Fakultni nemocnice Hradec
Kralové /

NAME: XXX

TITLE: director

DATE:

SIGNATURE:

spolecnosti Pfizer; a

3. poskytovatel ani Zadny z jeho zmocnéncti ¢i

subdodavatelil jednajicich jménem poskytovatele v

souvislosti s ¢innosti pro spolecnost Pfizer nepfijali
ani v budoucnosti nepiijmou Zadnou platbu nebo
jakoukoli véc ¢i vyhodu (bez ohledu na hodnotu)

poskytnutou za ticelem nepiipustného ovliviiovani s

cilem udéleni, ziskdni nebo udrZeni jakékoli obchodni
zakazky nebo ziskani ¢i poskytnuti jakékoli
neopravnéné obchodni vyhody od jiné osoby, resp.
Jiné osobé.

OBCHODNI JMENO: Fakultni nemocnice Hradec
Kralové /

JMENO: XXX

FUNKCE: reditel

DATUM:

PODPIS:
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