CLINICAL STUDY AGREEMENT
among
PPD Investigator Services LLC
and

and
Fakultni nemocnice u sv. Anny v Brné
Pfizer Protocol # B3461045

This
among

Clinical Study Agreement (“Agreement”)

PPD Investigator Services LLC, with a place of
business at 929 North Front St, Wilmington, NC
28401, USA (“CRO”)

and

of
DoB:

(“Principal Investigator”),

and

Fakultni nemocnice u sv. Anny v Brné, with a
place of business at Pekaiska 664/53, 656 91 Brno,
Czech  Republic, Company ID: 00159816,
represented by: MUDr. Martin Pavlik, Ph.D., DESA,
EDIC, director (“Institution”),

Pfizer Inc (“Pfizer”) wishes to sponsor a clinical
study entitled “A PHASE 3 MULTICENTER,
RANDOMIZED, DOUBLE-BLIND,
EXTENSION STUDY TO EVALUATE THE
SAFETY OF DAILY ORAL DOSING OF
TAFAMIDIS MEGLUMINE (PF-06291826) 20
MG OR 80 MG IN SUBJECTS DIAGNOSED
WITH TRANSTHYRETIN
CARDIOMYOPATHY (TTR-CM)” (“Study”) to
be conducted by Principal Investigator at Institution
under the Pfizer protocol identified above
(“Protocol”). Pfizer has delegated responsibility for
management of this Study, including contracting and
Study monitoring, to CRO, and has authorized CRO
to bind Pfizer to all commitments within this
Agreement identified as belonging to Pfizer.

Three-Party Template (Czech Republic) | NGGczNNG

Piedloha trojstranné smlouvy (Ceska republika)

Khl/2016/032/Fo

SMLOUVA O KLINICKEM HODNOCENI{
mezi
PPD Investigator Services LLC
a

a
Fakultni nemocnice u sv. Anny v Brné

Protokol spole¢nosti Pfizer ¢. B3461045

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

PPD Investigator Services LLC, se sidlem 929
North Front St, Wilmington, NC 28401, USA (dale
jen ,,CRO*)

a

adresa bydlisté
I

Datum narozeni: _ (dale jen ,,Hlavni

zkousSejici®),
a
Fakultni nemocnice u sv. Anny v Brné, se sidlem

Pekai'ska 664/53, 656 91 Brno, Ceska republika, IC:
00159816, zastoupena: MUDr. Martinem Pavlikem,

Ph.D., DESA, EDIC, feditelem (dale jen
»Instituce®),
Spolecnost Pfizer Inc. (dale jen ,spole¢nost

Pfizery ma v umyslu stat se zadavatelem
klinického hodnoceni s nazvem ,,Multicentricka,
randomizovand, dvojité zaslepend, prodlouzZena
studie faze 111 pro posouzeni bezpe¢nosti denniho
oralniho uzivani pfipravku tafamidis meglumine
(PF-06291826) 20 mg, nebo 80 mg u subjektia s
diagnostikovanou transthyretinovou
kardiomyopatii (TTR-CM)“ (déale jen ,,Studie®),
které bude provadéno pod vedenim Hlavniho
zkouSejiciho v Instituci podle vySe uvedeného
protokolu spoleénosti Pfizer (dale jen ,,Protokol).
Spolecnost Pfizer delegovala odpovédnost za fizeni
této studie, vCetné uzavirani smluv a monitorovani
studie, na CRO a opravnila CRO zavazovat
spole¢nost Pfizer k plnéni veskerych zavazka v této
Smlouvé, u kterych je vyslovné uvedeno, Ze nalezi
spole¢nosti Pfizer.
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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 an employee of Institution
and the Institution as the employer hereby grants its
express consent to the Principal Investigator’s
participation in the Study according to this
Agreement and for compensation agreed with CRO.
Institution may not reassign the conduct of the Study
to a different Principal Investigator without prior
written authorization from CRO. Principal
Investigator and Institution will ensure that only
individuals who are appropriately trained and
qualified assist in the conduct of the Study as sub-
investigators or research staff.

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

1. Povinnosti

1.1 ZkousSejici a vyzkumni pracovnici. Studii
povede Hlavni zkouSejici. Hlavni zkouSejici je
zaméstnancem  Instituce a  Instituce  jako

zaméstnavatel timto udéluje Hlavnimu zkousejicimu
vyslovny souhlas s jeho tGcasti na Studii podle této
Smlouvy. a za uwhradu dohodnutou s CRO i.
Instituce nesmi poveéfit vedenim studie jiného
Hlavniho zkousejiciho bez ptedchoziho pisemného
souhlasu CRO. Hlavni zkousejici a Instituce zajisti,
7ze pifi provadéni studie budou jakozto
spoluzkousejici a vyzkumni pracovnici
spolupracovat pouze jednotlivci, ktefi jsou pfislusné
vyskoleni a kvalifikovani.

1.2 Zavazky ohledné dodrzovani predpisu.
Hlavni zkouSejici a Instituce odpovidaji CRO a
spoleCnosti Pfizer za to, ze vSichni pracovnici
podilejici se na Studii budou dodrzovat podminky
této Smlouvy, doporuc¢eni Mezinarodni konference
pro harmonizaci spravné klinické praxe (ICH GCP)
a piisluiné zakony, nafizeni a vladni pokyny Ceské
republiky, véetné¢ zakonu ¢&. 378/2007 Sb.,
0 lé¢ivech, ve znéni pozdé&jsich predpisu(dale jen
»Zakon o lécivech®), wvyhlasku Ministerstva
zdravotnictvi a Ministerstva zemedélstvi
¢. 226/2008 Sh., 0 spravné klinické praxi a bliz8ich
podminkach  klinického  hodnoceni  1éCivych
pripravkid, ve znéni pozd¢jSich predpisii, vyhlasku
Ministerstva  zdravotnictvi ~a  Ministerstva
zemédélstvi ¢. 86/2008 Sb., o stanoveni zasad
spravné laboratorni praxe v oblasti 1&Civ, ve znéni
pozdéjsich  predpisti, vyhlaSku  Ministerstva
zdravotnictvi a Ministerstva zemédélstvi ¢. 84/2008
Sb., o spravné lékarenské praxi, blizSich
podminkach zachazeni s 1éCivy v lékarnach,
zdravotnickych zatizenich a u dalSich provozovateld
a zafizeni vydavajicich 1é¢ivé ptipravky, ve znéni
pozdéjsich pifedpist a zdkon ¢&. 372/2011 Sb.,
0 zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozd¢jsich predpisi. Hlavni
zkouSejici ponese celkovou odpovédnost za
provadéni Studie véetné veskerych povinnosti, které
Hlavnim zkouSejicim ukladaji pfislusné piedpisy
upravujici vedeni klinickych vyzkumt. Instituce
zajisti odpovidajici dohled nad cinnosti Hlavniho
zkousejiciho v ramci Instituce.
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1.3 Pfizer GCP Training. Prior to enrollment of
any Study Subjects (as defined in Section 4, Subject
Enrollment), Principal Investigator and any sub-
investigators will complete the Pfizer-provided Good
Clinical Practice training course (“Pfizer GCP
Training”). Any investigators who later join the
Study will complete the Pfizer GCP Training before
performing Study-related duties. For studies of
applicable duration, Principal Investigator and sub-
investigators will complete Pfizer GCP Training
every three years during the term of the Study, or
more often if there are significant changes to the ICH
GCP guidelines or course materials.

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

2.1 Investigator Meetings. If Principal
Investigator or other Study personnel are required to
attend investigator meetings for this Study, CRO will
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1.3 Skoleni spravné klinické praxe (GCP)
poskytované spole¢nosti Pfizer. Pfed tim, nez dojde
k zatazeni subjektd do Studie (definovaném v
¢lanku 4, Zarazeni subjektll) absolvuji Hlavni
zkouSejici Instituce a vSichni spoluzkousejici
Skoleni spravné klinické praxe poskytované
spoleCnosti  Pfizer (dale jen ,Skoleni GCP
spolecnosti Pfizer<). Vsichni zkousejici, ktefi se
do Studie zapoji pozdéji, absolvuji $koleni GCP
spole¢nosti Pfizer pied tim, nez za¢nou vykonavat
povinnosti souvisejici se Studii. U dlouhodobych
studii absolvuji Hlavni zkouSejici a vSichni
spluzkousejici skoleni GCP spole¢nosti Pfizer kazdé
tfi roky po dobu trvani Studie nebo i Casté&ji, jestlize
dojde k vyznamnym zménam v pokynech ICH GCP
nebo v materialech $koleni.

1.4 Etickd komise/Statni ustav pro kontrolu
1éCiv. Pfed zahajenim Studie obdrzi CRO nebo
zajisti, aby tfeti strana obdrzela, schvaleni Studie
véetné dokumentu informovaného souhlasu Statnim
Gistavem pro kontrolu 1é&iv (dale jen ,SUKL®) a
etickou komisi. CRO wvynalozi pfimétené usili k
zajiSténi toho, aby byla Studie v pribéhu trvani
nadale pfedmétem dohledu etické komise/SUKL. V
piipad¢é multicentrickych studii pfedlozi CRO Zadost
oposudek pouze jedné etické komisi pro
multicentrické studie a zaroveti piedlozi CRO zadost
0 posudek ptislusné etické komisi Instituce, kde tato
Studie  bude provadéna. Jestlize pro nékteré
z pracovist” planovanych pro vedeni klinické studie
nebude zfizena zadné etickd komise, pak posudek
pro takovéto pracovisté poskytne eticka komise pro
multicentrické studie.

2. Financovani. = CRO zajisti Instituci a
Hlavnimu zkouSejicimu financovani Studie a Ghradi
Instituci a Hlavnimu zkouSejicimu odménu za
sluzby poskytované v souvislosti s provadénim
Studie tak, jak jsou vymezeny v piiloze A, a podle
podminek stanovenych v této Smlouve. Instituce a
Hlavni zkousSejici timto souhlasi s poskytnutim této
Smlouvy ptislusné etické komisi Instituce a etické
komisi pro multicentrické studie k dolozeni upravy
podminek Studie dle Zakona o 1é¢ivech.

2.1 Schiizky zkousSejicich.  Pokud se Hlavni
zkousejici nebo jini pracovnici podilejici se na
Studii musi zucastnit schiizek zkousejicich pro tuto
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arrange and pay directly for travel and
accommodation and will cover the reasonable costs
of meals in connection with those meetings, but does
not provide compensation for such attendance. If the
Institution is required to authorise the attendance of
Principal Investigator at such meetings, then this
authorisation shall not be unreasonably withheld or
delayed.

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

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

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

3.2 No Additional Research. No additional
research may be conducted on Study Subjects (as
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Studii, CRO zafidi a ptimo uhradi dopravu a
ubytovani a pokryje priméfené naklady na
stravovani v souvislosti s témito schiizkami, nebude
vSak za takovou ucast poskytovat odménu. Pokud
Instituce musi schvalit ucast Hlavniho zkousejiciho
na téchto schuzkach, toto schvaleni nebude
nepiimérenym zpusobem odmitano nebo odkladano.

2.2 Zveifejnéni informaci spole¢nosti Pfizer. V
z4jmu transparence svych vztahli se zkousejicimi a
studijnimi  pracoviS§ti nebo zdivodu zajisténi
dodrzovani pfislusnych mistnich pravnich ptedpist
muze spolecnost Pfizer zvetejnit financni odménu,
kterou podle této Smlouvy poskytuje. Takové
zvetejnéni spole¢nosti Pfizer miize identifikovat jak
Instituci, tak i Hlavniho zkousSejiciho, ale bude
zietelné rozliSovat mezi platbami a jinymi pievody
hodnot, jez jsou poukazany institucim, a témi, jez
jsou poukazany jednotlivetim.

3. Protokol. Hlavni zkousejici povede studii a
Hlavni zkouSejici a Instituce budou provadét
veskeré Cinnosti souvisejici se Studii v souladu s
Protokolem, zejména plnit pozadavky souvisejici se
souhlasem pfislusné etické komise Instituce nebo
etické komise pro multicentrické studie (dale jen ,,
EK*) a s hlaSenim nezadoucich ptihod.

3.1 Dodatky. Protokol mtize byt zménén pouze
pisemnym dodatkem schvalenym spolecnosti Pfizer,
Hlavnim zkousejicim, odpovédnou EK a SUKL
(dale jen ,,Dodatek®), s vyjimkou naléhavych zmén
nezbytnych z diivodu ochrany bezpecnosti subjekti
Studie (definovanych v ¢lanku 4, Zarazeni subjektil)
tak, jak jsou popsany v Protokolu. Je-li nezbytné
odchylit se od Protokolu z naléhavych duvodu
tykajicich se bezpecnosti subjektl, které prave
podstupuji 1écbu, uvédomi o tom Hlavni zkousejici
CRO a/nebo spoleénost Pfizer, odpovédnou etickou
komisi a SUKL (podle konkrétni situace) co mozna
nejdiive, avsak ne pozdé&ji neZ jeden pracovni den
po provedeni zmény. Z4dna takovd zména
provedena z divodu zajisténi bezpecnosti Subjekti
Studie, ktefi pravé podstupuji 1é¢bu, se nebude
vztahovat na zadné budouci Subjekty Studie, pokud
nebude schvalena CRO nebo spolecnosti Pfizer,
odpovédnou etickou komisi a SUKL (podle
konkrétni situce) a doloZena jako pisemny Dodatek
k Protokolu.

3.2 Zadny dodateény vyzkum. Na subjektech
Studie (definovanych v ¢lanku 4, Zatazeni subjektl)
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defined in Section 4, Subject Enrollment) during the
conduct of the Study or on biological samples
collected during the conduct of the Study unless it is
approved by Pfizer and documented as an
Amendment to the Protocol or made subject to
mutually agreeable terms otherwise documented by
the parties.

4. Subject Enrollment. Principal Investigator
and Institution (through the actions of the Principal
Investigator) have agreed to enroll in the Study
maximum of 2 qualified Study participants. A
qualified participant is one who meets all Protocol
criteria for inclusion in the Study (“Study Subject”).

4.1 Multi-Center Studies. CRO, upon Pfizer’s
prior instructions, may end Study Subject enroliment
early by written notice if the total enrollment needed
for a multi-center study has been achieved before the
end of the enrollment period for this Study or before
Principal Investigator and Institution (through the
actions of the Principal Investigator) have enrolled
the minimum number of Study Subjects.

5. Study Conduct

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

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

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
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nebo na biologickych vzorcich odebranych v
prubéhu Studie nesmi byt v pribéhu Studie
provadén zadny dodateény vyzkum, pokud to neni
schvaleno spole¢nosti Pfizer a zdokumentovano
Dodatkem Kk Protokolu nebo u¢inéno za vzajemné
pfijatelnych podminek, zaznamenanych stranami
jinym zptsobem.

4, Zatazeni subjekti. Hlavni zkousejici a
Instituce se dohodli, ze (prostfednictvim Hlavniho
zkous$ejiciho) zafadi do Studie maximalne 2
zplsobilé iastniky Studie. Zpusobily tcastnik je
osoba, ktera spliiuje vSechna kritéria Protokolu pro
zatazeni do Studie (dale jen ,,Subjekt studie).

4.1 Multicentrické Studie.  CRO miiZze na
zékladé¢ predchozich pokynli spolecnosti Pfizer
predcasné ukoncit zafazovani Subjekti studie
pisemnym ozndmenim, jestlize byl celkovy pocet
zafazenych Subjektti potfebny pro multicentrickou
studii dosazen pted koncem obdobi zafazovani pro
tuto Studii nebo pfed tim, nez Hlavni zkousejici a
Instituce (prostfednictvim Hlavniho zkousejiciho)
zafadili minimalni poéet Subjekti studie.

5. Provadéni studie

51 Uttovani _poplatkii  Subjektim _studie.
Hlavni zkousSejici ani Instituce nebude wctovat
Subjektiim studie ani tfetim platcim hodnocené
lécivo (viz ¢lanek 8, Hodnocené 1éCivo) ani jiné
sluzby, které hradi CRO podle této Smlouvy.

5.2 Bezpeénostni opatfeni a zdvaznd poruseni
pravidel. Hlavni zkousSejici a Instituce budou (ptimo
¢i nepfimo prostiednictvim Hlavniho zkousejiciho)
neprodlené informovat CRO v piipad¢ jakéhokoli
urgentniho bezpecnostniho opatfeni, které¢ Hlavni
zkousSejici pouzije za ucCelem ochrany Subjektd
studie proti okamzitému riziku. Hlavni zkouSejici a
Instituce budou (pfimo ¢i nepfimo prostfednictvim
Hlavniho zkouSejiciho) okamzité¢ informovat CRO
Vv piipadé jakéhokoli zavazného poruseni Protokolu
nebo pokyni ICH GCP, okterych se Hlavni
zkousejici nebo Instituce dozvi.

6. Ochrana udaju a sdélovdni finanénich
informaci FDA
6.1 Osobni udaje. Osobnimi daji se rozumi

veskeré informace, na jejichz zdklad¢ je mozné
identifikovat jednotlivce. Osobni udaje, které se
tykaji zdravotnich informaci, jsou citlivé osobni
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collected in association with the Study will include
personal data relating to the Principal Investigator,
sub-investigators, research staff, third parties, and
possibly Study Subjects (which could include
sensitive personal data) (collectively “Personal
Data”). Such Personal Data may be subject to
specific legislation relating to its processing, storage,
transfer and use. Parties will comply with all
relevant laws relating to the protection and use of
Personal Data, including but not limited to data
privacy of Czech Republic, namely Act No.
101/2000 Coll. on Protection of Personal Data, as
amended (“Data Act”), in their conduct and reporting
of the Study. Principal Investigator and Institution
will take all appropriate technical and organizational
measures to prevent damage to, or disclosure,
unauthorized or unlawful processing, or accidental
loss or destruction of such Personal Data. CRO and
Pfizer will take appropriate measures to protect the
confidentiality and security of all Personal Data that
they receive in connection with the Study and they
will handle them and protect them at least to the
extent and in the manner required by Directive
95/46/EC.

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 Institution, as appropriate,
will ensure that any sub-investigator engaged in the
Study agrees, to disclose to CRO and Pfizer all
relevant financial and other information (including
details of equity interests in Pfizer or any of its
affiliates) relating to the Principal Investigator or
sub-investigators, as the case may be (and, where
relevant, spouse and dependants of Principal
Investigator or sub-investigator) as required by CRO
to enable Pfizer to comply with the FDA Regulation.
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udaje. Osobni tdaje shromazdéné v souvislosti se
studii budou zahrnovat osobni udaje tykajici se
Hlavniho zkousejiciho, spoluzkousejicich,
vyzkumnych pracovnikd, tfetich stran a piipadné
subjekti Studie (které by mohly obsahovat citlivé
osobni udaje) (spole¢né dale jen ,,Osobni udaje®),
které mohou podléhat zvlastnim pravnim predpisim
tykajicich se zpracovani, uchovavani, pfenosu a
pouzivani takovych udaji. Smluvni strany jsou
povinny b&éhem provadéni Studie a pii podavani
zprav o Studii dodrzovat vSechny pfislusné zadkony
tykajici se ochrany a pouzivani osobnich udaji a
utajeni udaji, vcetné, ale bez omezeni na, zejména
zékon ¢. 101/2000 Sb. o ochran¢ osobnich udaji, ve
znéni pozdgjSich predpisi (dale jen ,,Zakon o
ochrané udaja“). Hlavni zkousSejici a Instituce
piijmou veskerd technickd a organizacni opatieni,
aby zabranili neopravnénému nebo nezakonnému
zpracovani, ndhodné ztraté, znieni nebo poskozeni
¢i prozrazeni Osobnich udaji. CRO a spolecnost
Pfizer piijmou pfislusnd opatfeni, aby ochranily
divérnost a bezpecnost veskerych Osobnich udaji,
které obdrzi v souvislosti se Studii , a budou s nimi
nakladat a chranit je minimaln¢ v rozsahu a
zpusobem pozadovanym vyhlaskou 95/46/EC.

6.2 Pouzivani 0daju  spole¢nosti Pfizer a
CRO. Osobni udaje budou zpracovavany a
pouzivany pro uéely administrace této Smlouvy a ve
spojeni se Studii. Informace tykajici se Hlavniho
zkouSejiciho, spoluzkous$ejicich a vyzkumnych
pracovnikii budou vedeny v jedné nebo vice
databazich za ucelem =zajisténi jejich mozného
zapojeni do budouciho vyzkumu a zdtvodu
vyhovéni v§em zakonnym pozadavkim.

6.3 Sdélovani financ¢nich udaji. V piipadech,
kdy spoletnost Pfizer shledd, Ze se na Studii
vztahuje nafizeni amerického Ufadu pro kontrolu
potravin a l1éc¢iv (,,FDA®) nazvané ,,Sdélovani
finan¢nich informaci zkouSejicimi v klinickém
vyzkumu® (dale jen ,Narizeni FDA®), Hlavni
zkousejici souhlasi a Hlavni zkousejici nebo
Instituce (podle konkrétnich okolnosti) zajisti
souhlas v8ech spoluzkousejicich, podilejicich se na
Studii, se sdélovanim veSkerych piisluSnych
finan¢nich a dalSich informaci CRO a spole¢nosti
Pfizer (v€etné informaci o majetkovych podilech ve
spolecnosti  Pfizer nebo jejich pfidruzenych
spole¢nostech) tykajicich se Hlavniho zkousejiciho
nebo  spoluzkou$ejicich  (podle  konkrétnich
okolnosti) (a v relevantnich piipadech také jejich
manzell, manzelek a osob na nich zavislych), jak to
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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 Institution will
ensure that all necessary consents are in place to
comply with the provisions of this Section 6 with
respect to any affected employees and contractors of
Institution.  Principal Investigator will ensure such
consent for any individuals working under Principal
Investigator’s direction and control who are not
employees or contractors of Institution.

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 Institution, 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 Institution, 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.

7. Informed Consent and Subject Recruitment.

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

6.4 Sdélovani a pienos informaci. Nékteré
Osobni udaje, jimiz se zabyva clanek 6 této
Smlouvy, mohou byt sdéleny nebo piedany jinym
¢lenim CRO nebo skupiny spolecnosti Pfizer,
zéastupcum a dodavatelim pracujicim jménem CRO
nebo skupiny Pfizer a zahraniénim kontrolnim
uradim. Instituce zajisti ziskani  veskerych
nezbytnych souhlast, aby bylo vyhovéno ujednanim
¢lanku 6 této Smlouvy ve vztahu ke v§em dotéenym
zaméstnancim nebo dodavatelim Instituce. Hlavni
zkousejici zajisti takovy souhlas pro vSechny
jednotlivce pracujici pod vedenim a kontrolou
Hlavniho zkouSejiciho, ktefi nejsou zaméstnanci
nebo dodavateli instituce.

a. Oznameni 0 ucasti
v programu na ochranu osobnich tudaji ,.Safe
Harbor”. Pokud osoby, které se ucastni Studie a
jejichz osobni tdaje mohou byt sdéleny CRO nebo
spole¢nosti Pfizer, sidli v Evropské unii nebo ve
Svycarsku, bude Hlavni zkousejici nebo Instituce
(podle konkrétni situce) tyto osoby a ptislusné tieti
strany informovat o zapojeni CRO a spole¢nosti
Pfizer do programu ochrany osobnich tdaji mezi
USA a EU (tzv. ,,Safe Harbor*). Hlavni zkousejici
nebo Instituce (podle konkrétni situace) také
poskytne dotenym osobam formulaé oznameni,
pripraveny CRO, ktery bude obsahovat popis
zamySleného vyuZiti osobnich udaji ze strany CRO
a spole¢nosti Pfizer a dal$i souvisejici informace.

7. Informovany souhlas a nidbor subjekta.

7.1 Informovany souhlas. Hlavni
zkousejici zisk4d informovany souhlas od kazdého
subjektu studie a ulozi podepsany stejnopis tohoto
souhlasu v zaznamech pfislusného Subjektu studie.
CRO nebo spolecnost Pfizer poskytne piredlohu
dokumentu informovaného souhlasu pro studii, ktera
byla schvilena EK a SUKL. Instituce a Hlavni
zkousSejici nesmi provadét zadné zmény tohoto
dokumentu aniz by obdrzeli piedchozi pisemny
souhlas CRO nebo spolecnosti Pfizer diive, nez
upraveny dokument informovaného souhlasu pouziji
(v€etné jakychkoli uprav provedenych behem
Studie).  Instituce a Hlavni zkouSejici nesmi
provadét nabor potencialnich Subjekti pro ucast ve
Studii, zahajit vyzkum, na ktery se vztahuje tato
Smlouva, nebo podavat hodnocené 1é¢ivo (tak, jak
je definovano nize) Subjektim studie, dokud nebyl
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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.

7.3 Adverse Events. Institution will
ensure, through Principal Investigator, reporting of
adverse events experienced by Study Subjects in
accordance with instructions in the Protocol and
applicable regulations. This includes, where
required, prompt reporting by telephone or facsimile
to CRO and/or Pfizer. Accordingly, CRO and/or
Pfizer will, so far as is lawful, have full
responsibility for the reporting of all adverse events
to local and international regulatory and/or health
authorities.

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

Institution will appoint two appropriately qualified and
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ziskan platny informovany souhlas od kazdého
Subjektu studie.

7.2 Nabor subjektd. Hlavni zkousejici
poskytne CRO piilezitost provétit a schvalit obsah
veskerych materialll tykajicich se naboru do Studie
zaméfeného na potencialni Subjekty studie pred tim,
nez tyto materidly pouzije. Tento pozadavek se
vztahuje na veSkeré tyto materidly bez ohledu na
médium.

7.3 Nezadouci ptihody. Instituce zajisti
prostfednictvim Hlavniho zkousejiciho, aby byly
nahlaSeny vSechny nezadouci piihody, které se
U Subjekt studie vyskytnou, v souladu s pokyny
uvedenymi v Protokolu a platnych ptedpisech. Kde
je to vyzadovano, hlaSeni zahrnuje bezodkladné
hlaseni CRO a spole¢nosti Pfizer telefonicky nebo
faxem. V tomto ohledu ponese CRO nebo
spole¢nost Pfizer v zakonem daném rozsahu plnou
odpovédnost za hlaseni vSech nezadoucich ptihod
mistnim a zahrani¢nim kontrolnim ¢i zdravotnim
uradim.

8. Hodnocené 1é¢ivo.  CRO zajisti, aby
Instituce bezplatné¢ obdrzela dostatecné mnozstvi
pripravku spole¢nosti Pfizer, ktery je predmétem
hodnoceni, (,,lé¢ivo spolec¢nosti Pfizer), a tim
umoznilo Hlavnimu zkou$ejicimu provadét Studii.
Neni-li v pfiloze A (Rozpocet studie a platebni
podminky) uvedeno jinak, CRO zajisti, aby Instituce
obdrzela také jakakoli dalsi 1é¢iva vyzadovana podle
Protokolu, a to bezplatné nebo naklady na né
pokryje (napf. placebo, srovnavaci 1é¢ivo, soubézné
podavané 1é¢ivo). Jakékoli dalsi Protokolem
vyzadované 1é¢ivo, které CRO nebo spole¢nost
Pfizer poskytuje nebo jehoz naklady kryje, je
spole¢né s léCivem spolecnosti Pfizer povazovano za
,,Hodnocené l1é¢ivo*. Hodnocené 1é¢ivo bude dodano
do lékamy Instituce. Instituce se timto zavazuje, ze
zajisti, aby bylo Hodnocené 1é¢ivo ulozeno v 1ékarné
oddélen¢ od ostatnich 1éCiv, a aby piiprava,
kontrolovani, uchovavani a vydavani Hodnoceného
1é¢iva (dale jen ,nakladani s hodnocenym 1é¢ivem™)
probihaly v souladu s Protokolem a pokyny
spole¢nosti Pfizer nebo CRO, dale se vSeobecné
zavaznymi pravnimi predpisy uvedenymi ve clanku
1.3 vyse, se spravnou lékarenskou praxi a rovnéz dle
pravidel a podminek stanovenych v pfislusnych
smérnicich / pokynech vydanych Statnim Gstavem pro
kontrolu 1éCiv.

Instituce uréi dva nalezité kvalifikované a zkuSené
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experienced pharmacists. The pharmacists will hold
current practising certificates (with no restrictions) and
be registered with the professional governing body of
pharmacists in the Czech Republic pursuant to
applicable laws, who shall be responsible for
Investigational Drug Handling and keeping full records
thereon. Immediately after appointing such
pharmacists, Institution shall notify CRO in writing of
the name and surname of the appointees along with the
appropriate contact details, if applicable. Principal
Investigator hereby undertakes to use and administer
the Investigational Drug directly from Institution’s
pharmacy in compliance with the Protocol and in doses
required for each individual Study Subject visit.

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

8.2 Use.  Principal Investigator and
Institution will use Investigational Drug only as
specified in the Protocol and in strict accordance
with Pharmaceuticals Law and other applicable legal
regulations of Czech Republic. Any other use of
Investigational Drug by Principal Investigator or
Institution or permitted by Principal Investigator or
Institution constitutes a material breach of this
Agreement.

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

9. Equipment or Materials. CRO or Pfizer
may provide, or arrange for a vendor to provide,
certain equipment (“Equipment”) or proprietary
materials for use by Principal Investigator or
Institution during the conduct of Study. Such
proprietary materials may include computer
software, methodologies, rating scales and other
instruments that are owned or licensed for use by
CRO or Pfizer (collectively, “Materials”).
Equipment or Materials to be provided for the Study
and any requirements relating to them are described
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lékarniky. Lékarnici budou drziteli platnych
profesnich osvédceni (bez omezeni), budou zapséni u
oficidlni profesni organizace lékamiki v Ceské
republice v souladu s piislusSnymi pravnimi piedpisy a
budou odpovidat za nakladani s Hodnocenym 1é¢ivem
a za vedeni kompletni dokumentace o této ¢innosti.
Instituce neprodlené¢ po jejich jmenovani pisemné
oznami CRO jméno a piijmeni uvedenych osob spolu
S nalezitymi kontaktnimi udaji. Hlavni zkousSejici se
zavazuje, 7e¢ bude Hodnocené 1éCivo pouzivat a
podavat piimo z lékarny Instituce v souladu s
Protokolem a v davkach pozadovanych pro jednotlivé
studijni navstévy Subjekti studie.

8.1 Uchovavéni _a  vyde;j. Hlavni
zkousejici a Instituce budou provadét odpovidajici
kontrolu dodavek Hodnoceného 1é¢iva a nepodaji
nebo nevydaji 1é¢ivo nikomu, kdo neni Subjektem
studie, ani k nému neumozni pfistup nikomu jinému
nez pracovnikiim Studie.

8.2 Pouziti. Hlavni zkouSejici a
Instituce  zajisti, ze hodnocené 1é¢ivo bude
pouzivano pouze zpuisobem stanovenym Vv Protokolu
a v piisném souladu se Ziakonem o léCivech a
sdalsimi piislusnymi pravnimi piedpisy Ceské
republiky.  Jakékoli jiné pouziti nebo povoleni
pouziti Hodnoceného lé¢iva Hlavnim zkousSejicim
nebo Instituci predstavuje zasadni poruSeni této
smlouvy.

8.3 Vlastnictvi  1é¢iva  spolecnosti
Pfizer. Lécivo spole¢nosti Pfizer je a zustane
vlastnictvim spolec¢nosti  Pfizer. S vyjimkou

omezenou na pouziti ur¢ené v Protokolu spole¢nost
Pfizer neud€luje Hlavnimu zkousejicimu ani
Instituci zddn4 vyslovna ani konkludentni prava k
duSevnimu vlastnictvi ohledné Léciva spole¢nosti
Pfizer nebo k jakymkoli metoddm vyroby nebo
pouziti Léciva spole¢nosti Pfizer.

9. Vybaveni nebo materidly. CRO nebo
spole¢nost Pfizer muze poskytnout nebo zajistitt,
aby prodejce poskytl, urcit¢ vybaveni (dale jen
»Vybaveni“) nebo chranéné materidly pro pouziti
Hlavnim zkouSejicim nebo Instituci  bc&hem
provadéni studie.  Takové chranéné materidly
mohou zahrnovat pocitacovy software, metodologie,
hodnotici Skaly a jiné nastroje, které CRO nebo
spole¢nost Pfizer vlastni nebo pouzivani na zakladé
licence (spole¢né dale jen ,,Materialy*). Vybaveni
nebo Materidly, které maji byt pro Studii
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in Attachment C, Equipment and Materials which is
incorporated into this Agreement by reference.

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

10.1 Definition.
Section 10.2, Exclusions,
Information” includes

Except as specified in
below, “Confidential

a. the Protocol,

b. the Investigator Brochure,

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

d. Biological Sample Analysis Data (as defined

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

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 Institution in writing or
other tangible form and marks as CONFIDENTIAL
or initially discloses orally and then summarizes and
confirms in writing as CONFIDENTIAL within 30
days after the date of oral disclosure. Information of
the type described in this Section 10.1.f. that is
disclosed orally will also be considered Confidential
Information even if not later confirmed in writing if
the confidential nature of the disclosure is reasonably
apparent to the other party.

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
Institution,
b. is already known to
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poskytnuty, a veSkeré pozadavky, které se k nim
vztahuji, jsou popsany v piiloze C, Vybaveni a
materialy, jeZ tvofi nedilnou soucast této Smlouvy.

10. Duvérné informace. V prub&hu Studie
muize Hlavni zkousejici nebo Instituce obdrzet nebo
vytvorit informace, které jsou pro CRO, spolecnost
Pfizer nebo piidruzenou spole¢nost spolecnosti
Pfizer dvémé povahy.

10.1 Definice. Pokud neni v ¢lanku
10.2 niZe, Vyluky déale uvedeno jinak, ,,Duvérné
informace* zahrnuji:

a. Protokol,
b. Soubor informaci pro zkousejiciho,
C. Studijni tdaje (jak je definuje ¢lanek 11,

Studijni udaje studie, biologické vzorky a studijni
zaznamy),

d. udaje analyz biologickych vzorkt jak jsou
definovany v ¢lanku 11, Studijni udaje, biologické
vzorky a studijni zdznamy ),

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

f. veskeré dal$i informace souvisejici se
Studii, sLéCivem spolecnosti Pfizer nebo

s technologii, vyzkumem nebo obchodnimi plany
CRO, spolecnosti Pfizer nebo jejich ptidruzenych
spole¢nosti, kter¢é CRO, spolec¢nost Pfizer nebo
néktera jeji  pfidruzend spolec¢nost poskytne
Hlavnimu zkouSejicimu nebo Instituci v pisemné
nebo jiné hmotné podobé a oznaéi jako DUVERNE
nebo které jim ptivodné sdéli Gstné a nasledné shrne
a potvrdi pisemné jako DUVERNE do 30 dnii ode
dne tstniho sdéleni. Ustné sdélené informace
popsané Vv ¢lanku 10.1.f. vySe budou téZ povaZzovany
za diveémé informace, i v pfipadé, ze nedojde
k pozdgjsimu  pisemnému  potvrzeni  jejich
diavérnosti, pokud je divérny charakter jejich
sdéleni druhé strané pfiméiené ziejmy.

10.2 Vyluky. Duvémé  informace
nezahrnuji takové informace,
a. které jsou vetejné

dostupné v dobé¢ jejich sdéleni nebo v dobé trvani
tohoto zévazku mlcenlivosti jakymkoli jinym
zpusobem, nez porusenim této Smlouvy Instituci
nebo Hlavnim zkousejicim,

b. které jsou jiz Hlavnimu
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Principal Investigator or Institution at the time of
disclosure and is free of any obligations of
confidentiality,

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

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

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

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

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

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

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
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zkousejicimu nebo Instituci zndmy v dobé jejich

sdéleni ~a  nepodléhaji  zadnému  zavazku
mlcenlivosti,

C. které Hlavni zkouSejici
nebo Instituce =ziskali bez jakéhokoli zavazku

mlcenlivosti od tfeti strany, ktera ma zakonné pravo
je sdilet, nebo

d. které  jsou  vytvofeny
nezavisle tak, jak je dolozeno pisemnymi zaznamy,
personalem Hlavniho zkousSejiciho nebo osobami v

ramci Instituce, které nemély K davérnym
informacim pfistup.
10.3 Duvérnost Osobnich udaju.

Vsechny Osobni udaje (podle definice v ¢lanku 6.1,
Osobni udaje), které Hlavni zkouSejici nebo
Instituce shromazd’uje, zpracovava, uklada, prenasi
nebo pouziva ve spojitosti s provadénim studie a
podavanim zprav o Studii, budou pro tcely této
Smlouvy pokladany za divérné informace, a bude s
nimi takto zachézeno.

10.4 Zavazek mlcenlivosti. Hlavni
zkousejici ani Instituce nesméji bez piedchoziho
pisemného souhlasu CRO nebo spolecnosti Pfizer
pouzivat divérmné informace za Zadnym jinym
ucelem nez tim, k némuz je opraviiuje tato Smlouva,
a dale Hlavni zkouSejici ani Instituce nesmé&ji sdélit
divérné informace zadné tfeti stran¢ s vyjimkou
situaci, v nichZ je k tomu opraviiuje tato Smlouva,
nebo v nichz to vyzaduji pfislusné pravni predpisy.

a. Spolecnost Pfizer a CRO
vyslovné dovoluji jakékoli pozadované sdéleni
divérnych informaci SUKL, EK nebo zastupciim
prislusného kontrolniho uradu.

b. Dovolena pouziti
Studijnich Gdaji a udaji analyz biologickych vzorkt
jsou popsana v ¢lanku 15 (Publikace) této Smlouvy
a pouziti Osobnich udajii jsou popséna v Clanku 6
(Ochrana udaji a sdélovani finan¢nich informaci
FDA).

10.5 Sdéleni informaci pozadované
zakonem. Je-li pravnimi predpisy pozadovano
sdéleni divérnych informaci nad ramec vyslovné
dovoleny touto Smlouvou, neptedstavuje takové
sdéleni informaci poruSeni této Smlouvy, pokud
strana, ktera tyto informace sdéluje:

a. predem pisemné informuje
CRO, s co nejvetsim moznym cCasovym predstihem
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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 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 Institution
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 and/or Pfizer in writing,
Principal Investigator and Institution will return all
Confidential Information except that required to be
retained at the Study site or by Principal Investigator
by applicable regulation. However, Principal
Investigator and Institution may each retain a single
archival copy of the Confidential Information to
determine the scope of obligations incurred under
this Agreement.

11. Study Data and Study Records
111 Study Data. During the course of

the Study, Principal Investigator will collect certain
data, as specified in the Protocol, and submit it to
CRO, Pfizer or Pfizer’s agent (“Study Data”).
Principal Investigator will ensure accurate and timely
collection, recording, and submission of Study Data,
including adhering to timelines for data entry set out
in the CRF Completion Requirements document
provided to Principal Investigator by CRO or Pfizer.

a. Ownership of Study Data.
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pred sdélenim informaci, aby CRO nebo spole¢nost
Pfizer mohly podniknout veskeré pravni kroky
k ochrang svych diivémych informaci,

b. sdéli pouze ty duvérné
informace, které jsou vyzadovany ze zékona, a

C. bude nadile zachovavat
davérny charakter téchto duvérnych informaci ve
vztahu ke v§em ostatnim téetim stranam.

10.6 Pretrvani zévazkt. U duvérnych
informaci krom¢ Osobnich udaji (jak jsou
definovany v ¢lanku 6, Ochrana udaji a sdélovani
finan¢nich informaci FDA), Studijnich udaji a
udaji  analyz biologickych vzorkli (jak jsou
definovany v ¢lanku 11, Studijni udaje, biologické
vzorky a studijni zaznamy) pretrvavaji zavazky
0 nepouziti a mlcenlivosti i po ukondéeni této
Smlouvy a trvaji po dobu péti let od jejiho ukonéeni.
Zavazek mlcenlivosti ohledné¢ Osobnich tdaja,
Studijnich udaji a udaji analyz biologickych vzork
pretrvava po celou dobu, po kterou bude tyto
informace Hlavni zkouSejici nebo  Instituce
uchovavat, pod podminkou dovoleného pouziti a
sdélovani popsaného v ¢lancich 6 a 15 (Publikace)
této Smlouvy.

10.7 Vraceni  divérnych  informaci.
Hlavni zkouSejici a Instituce vrati na pisemnou
zadost CRO nebo spolecnosti Pfizer veskeré
divérné informace kromé téch, u nichz pfislusné
predpisy pozaduji, aby byly uchovavany na
zkouSejicim pracovisti nebo v rukou Hlavniho
zkousejiciho. Hlavni zkousejici a Instituce si vSak
mohou kazdy ponechat jednu archivni kopii
divérnych informaci k uréeni rozsahu zavazkt
vyplyvajicich z této Smlouvy.

11. Studijni Bidaje a studijni zdznamy

111 Studijni udaje studie. =~ Bé&hem
studie shromazdi Hlavni zkouSejici urcité udaje
uvedené Vv Protokolu, a ptedlozi je CRO, spole¢nosti
Pfizer nebo zastupci spolecnosti Pfizer (dale jen
»Studijni udaje ). Hlavni zkouSejici zajisti v€asné
shromazdéni, zaznamenani a predlozeni Studijnich
udaju, vcetné dodrzovani ¢asového harmonogramu
zadavani Udaji  stanoveného v  dokumentu
Pozadavky na vyplnéni Zdznamniku subjektu
hodnoceni, ktery Hlavnimu zkousejicimu poskytne
CRO nebo spolecnost Pfizer.

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

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

C. Data Review by CRO.
CRO and/or Pfizer will review the Study Data it
receives on an ongoing basis. CRO and/or Pfizer
will comply with applicable regulations requiring
notification of participating investigators of new
safety information about the Pfizer Drug (as defined
in Section 8 of this Agreement). CRO and/or Pfizer
further commits to promptly notify Principal
Investigator of any other new information of which
CRO and/or Pfizer becomes aware that could affect
the safety of the Study Subjects or influence the
conduct of the Study.

d. Study  Results. After
analysis of Study Data from all sites is complete,

CRO or Pfizer will provide Principal Investigator
with a summary of the overall results of the Study.
CRO and Pfizer encourage Principal Investigator to
communicate the results, as appropriate, to the Study
Subjects. If within two years after Study completion
Pfizer identifies results that could affect Study
Subject safety, CRO or Pfizer, in consultation with
SUKL/the IRB/IEC as appropriate, will cooperate
with Principal Investigator or Institution to ensure
that those results are appropriately communicated to
the Study Subjects by Principal Investigator or
Institution.

11.2  Study Records. On behalf of Principal
Investigator and itself, Institution will retain each
Study Subject’s Study records, which include the
Principal Investigator’s copies of all Study Data as
well as relevant source documents (collectively,
“Study Records”), under storage conditions
conducive to their stability and protection, for a
period of 15 years after termination of the Study
unless CRO or Pfizer authorizes, in writing, earlier
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udajii. S vyhradou prava Hlavniho zkousejiciho na
pouziti Studijnich udaji k publikaci vysledkd Studie
(viz ¢lanek 15, Publikace) je vyluénym vlastnikem
v$ech Studijnich udaja spolecnost Pfizer.

b. Zdravotni zdznamy.
Zdravotni zdznamy tykajici se Subjekti studie, které
se nejsou poskytovany CRO nebo spolecnosti
Pfizer, mohou obsahovat uréité informace, které
jsou totozné s informacemi ve Studijnich udajich ;
nicméné CRO ani spole¢nost Pfizer si nevyhrazuje
narok na vlastnictvi téchto dokumentti nebo v nich
obsazenych informaci. Zdravotnickd dokumentace
subjekta studie je a zlistava ve vlastnictvi Instituce.

C. Kontrola udajii provadéna
CRO. CRO nebo spolecnost Pfizer bude obdrzené
Studijni udaje prabézné kontrolovat. CRO nebo
spole¢nost Pfizer bude dodrzovat platné ptedpisy
stanovujici  povinnost informovat zucastnéné
zkouSejici o novych udajich o bezpe€nosti Léciva
spole¢nosti Pfizer (podle definice v ¢lanku 8 této
Smlouvy). CRO nebo spolecnost Pfizer se dale
zavazuje prompté sdélit Hlavnimu zkousSejicimu
veSkeré dalSi nové informace, které CRO nebo
spolec¢nost Pfizer zisk4d a které by mohly ovlivnit
bezpecnost Subjekti studie nebo provadéni Studie.

d. Vysledky Studie. Po
dokonceni analyzy Studijnich udaji ze vSech
pracovist, poskytne spole¢nost Pfizer nebo CRO

Hlavnimu zkousejicimu shrnuti celkovych vysledk
studie.  CRO a spolecnost Pfizer doporucuji
Hlavnimu zkouSejicimu, aby vhodnym zplisobem
sdélil vysledky Subjektim studie. Pokud spole¢nost
Pfizer do dvou let od dokonceni studie identifikuje
vysledky, které by mohly ovlivnit bezpecnost
Subjektd studie, bude CRO nebo spolecnost Pfizer
po poradé se SUKL/ EK vhodnym zpiisobem
spolupracovat s Hlavnim zkouSejicim nebo Instituci
a zajisti, aby tyto vysledky byly Hlavnim
zkousejicim nebo Instituci odpovidajicim zpiisobem
sdéleny Subjektim studie.

11.2  Studijni zdznamy.  Instituce bude pro
potfeby Hlavniho zkousejiciho a své vlastni
uchovavat Studijni zaznamy kazdého Subjektu
studie, které zahrnuji kopie vSech Studijnich udaji
Hlavniho zkousSejiciho, jakoz i pfislusné zdrojové
dokumenty (spolecné dale jen ,,Studijni zaznamy*),
za skladovacich podminek zajistujicich jejich
stabilitu a ochranu po dobu 15 let od ukonceni
Studie, pokud CRO nebo spole¢nost Pfizer pisemné
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destruction. Institution agrees to contact Pfizer at
InvestigatorRecords@Pfizer.com prior to destroying
any Study Records and Principal Investigator and
Institution further agree to permit Pfizer to ensure
that the Study Records are retained for a longer
period if necessary, at Pfizer’s expense, under an
arrangement that protects the confidentiality of the
records (e.g., secure off-site storage).

12. Monitoring, Inspections, and Audits
12.1 Monitoring. CRO intends to

monitor Study conduct. Pfizer, or an external service
provider acting on its behalf, has the right, but not
the obligation, to co-monitor the Study. Upon
reasonable written notice, no less then 3 days, sent to
the email address trials.icrc@fnusa.cz and during
regular business hours, Principal Investigator and
Institution will permit CRO or Pfizer representatives
access to the premises, facilities, Study Records, sub-
investigators, and research staff as required to
monitor Study conduct. CRO or Pfizer will promptly
notify Principal Investigator of any monitoring
findings that could affect the safety of Study Subjects
or influence the conduct of the Study. Principal
Investigator will inform Study Subjects of such
findings as appropriate.

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

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

b. Right to be Present. If not
prohibited by law, Pfizer or CRO will have the right
to be present during, and participate in, any such
inspection, audit, investigation, or regulatory action.
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neschvali drivéjsi likvidaci. Instituce souhlasi, Ze
bude spolecnost Pfizer kontaktovat na adrese
InvestigatorRecords@Pfizer.com pfed likvidaci
jakychkoli zaznamu, a Hlavni zkouSejici a Instituce
dale souhlasi, Ze umozni spolecnosti Pfizer
Vv piipadé nutnosti uchovéavat zaznamy delsi dobu,
na naklady spole¢nosti Pfizer, zpusobem, ktery
zajisti ochranu davérnosti téchto zaznaml (napf.
bezpecné externi ulozeni).

12. Monitorovani, inspekce a audity

121 Monitorovani. CRO ma v Gmyslu
monitorovat provadéni studie. Spole¢nost Pfizer
nebo externi poskytovatel sluzeb jednajici jejim
jménem ma pravo, avSak nikoli povinnost, se na
monitorovani studie spolupodilet. Po pisemnem
oznameni doru¢eném na e-mail trials.icrc@fnusa.cz,
s ptimétenou lhitou ne krat$i nez 3 dny, a béhem
bézné pracovni doby povoli Hlavni zkouSejici a
Instituce zastupcim CRO nebo spolecnosti Pfizer
pfistup do prostor, zafizeni, ke Studijnim
zaznamum, a SspoluzkouSejicim a vyzkumnym
pracovnikiim tak, jak to vyzZaduje monitorovani
provadéni studie. CRO nebo spolecnost Pfizer bude
Hlavniho zkouSejiciho neprodlen¢ informovat o
vSech nalezech monitorovani, které by mohly
ovlivnit bezpe¢nost Subjekt studie nebo provadéni
Studie.  Hlavni zkouSejici bude o takovychto

zjisténich odpovidajicim zplsobem informovat
Subjekty studie.
12.2 Inspekce a audity. Hlavni

zkouSejici a Instituce berou na védomi, ze Studie
podléha inspekci ze strany zahrani¢nich kontrolnich
ufadt, véetné FDA USA, a Ze ktakovymto
inspekcim muzZe dojit i po dokonceni Studie a
mohou zahrnovat audit Studijnich zdznami. CRO
nebo spolec¢nost Pfizer mohou také provadét audit
Studijnich zaznamti béhem Studie nebo po jejim
dokonceni jako soucist monitorovani provadéni
Studie.

a. Oznameni. Hlavni
zkousejici bude informovat CRO co mozna nejdfive,
pokud kontrolni ufad provede inspekci pracovisté
v souvislosti se Studii nebo pokud bude takovato
inspekce naplanovéna.

b. Pravo byt pfitomen. Neni-
li to zakazano zakonem, bude mit CRO nebo
spole¢nost Pfizer pravo byt pfitomna a uGcastnit se
kazdé takové inspekce, auditu, Setfeni nebo
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C. Cooperation. Principal
Investigator and Institution 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.

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

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

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

13. Remedies for Breach of Certain Study
Obligations. In the event Principal Investigator or

Institution fails to comply with any of its obligations
set out in Sections 3 (Protocol), 7 (Informed Consent
and Subject Recruitment), 11 (Study Data, Biological
Samples, and Study Records) and 12 (Monitoring,
Inspections, and Audits) of this Agreement, or the
requirements of the Protocol relating to adverse
event reporting, ethical conduct of the Study, and
SUKL/relevant IRB/IEC review, in addition to its
right to terminate the Study immediately under
Section 18.1.¢(2), CRO will have recourse to either
or both of the following alternative remedies:

a. Suspension of Study Subject enrollment, if
the Study is not yet fully enrolled, and
b. Suspension of all payments by CRO
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kontrolni ¢innosti.

C. Spoluprace. Hlavni
zkouSejici a Instituce budou spolupracovat s

kontrolnim ufadem a zastupci CRO nebo spolec¢nosti
Pfizer pfi provadéni inspekci a audit a zajisti, aby
Studijni zaznamy byly vedeny zpiisobem, ktery
takovéto ¢innosti usnadiuje.

d. Reseni
Instituce bude prostrednictvim Hlavniho
zkousejiciho neprodlené feSit jakékoli zjisténé
nesrovnalosti mezi Studijnimi Gdaji a zdravotnimi
zédznamy Subjektil studie.

nesrovnalosti.

e. Nalezy inspekce a
odpovédi. Hlavni  zkouSejici a Instituce
bezodkladné predaji CRO a spole¢nosti Pfizer kopie
ve$kerych nalezii inspekce, které kdokoli znich
obdrzi od kontrolniho ufadu, v souvislosti se Studii.
Kdykoli je to proveditelné a povolené ze zakona,
Hlavni zkousejici a Instituce také poskytnou CRO a
spoleCnosti  Pfizer pfilezitost k pfipadnému
posouzeni a piipominkdm navrh odpovédi na
vysledky inspekce kontrolnitho ufadu tykajici se
Studie.

12.3 Hodnoceni  provadéni  studie.
CRO, spolecnost Pfizer nebo jeji externi
poskytovatelé sluzeb mohou dokumentovat a

hodnotit plnéni Instituce a Hlavniho zkousSejiciho pfi
provadéni Studie. CRO a spolecnost Pfizer pouziji
tato hodnoceni vyhradné pro vniténi Gcely.

13. Niapravné prostiedky v ptipadé poruseni
uréitych zavazka Studie. V piipadé, Ze Hlavni
zkousejici nebo Instituce nesplni nektery ze svych
zévazkl stanovenych v c¢lancich 3 (Protokol), 7
(Informovany souhlas a nabor subjektt), 11
(Studijni udaje, biologické vzorky a studijni
zédznamy) a 12 (Monitorovani, inspekce a audity)
této Smlouvy nebo pozadavkl Protokolu tykajicich
se hldSeni nezddoucich ptihod, etického provadéni
Studie a kontroly ze strany SUKL/EK, bude se
CRO, kromé svého prava Studii okamzité¢ ukoncit
podle ¢lanku 18.1.c(2), moci uchylit k jednomu
nebo obéma z nésledujicich napravnych prostiedki:

a. pozastaveni naboru Subjektd studie, jestlize
neni nabor do Studie ukon¢en a
b. pozastaveni vSech plateb provadénych CRO
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Any suspension of enrollment or payment will
continue until Principal Investigator and Institution
return to compliance with their Study obligations, as
determined by CRO. Use of either or both of the
above remedies does not preclude CRO or Pfizer
from exercising its right to immediately terminate the
Study if Principal Investigator and Institution do not
become compliant.

14. 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
or Institution, as applicable, will assign, or ensure
that inventors assign, all interest in any such
Invention to Pfizer, free of any obligation or
consideration beyond that provided for in this

Agreement.  Principal Investigator as the author
(inventor, originator) and/or Institution, as the
employer of Principal Investigator exercising

economic rights of Principal Investigator as the
author (whichever applicable), hereby assigns all
transferable intellectual property rights in any
Inventions (namely Institution’s right to exercise
economic rights to Inventions) to Pfizer. In the event
that the nature of intellectual property rights
prohibits the assignment of all or any of such rights
as set forth above, Principal Investigator and/or
Institution (whichever applicable) hereby grants to
Pfizer an express, exclusive, irrevocable and royalty-
free license in perpetuity for use and exercise, to the
extent permitted by applicable law, of any and all
intellectual property rights in and to Inventions [for
any business purpose Pfizer so wishes].
Notwithstanding the foregoing, Principal Investigator
and Institution hereby agree that Pfizer has the right
to grant sub-licenses, or transfer the license granted
to it under this Article, to third parties or not to use
the license.
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Jakékoli pozastaveni ndboru nebo plateb bude
pokracovat do té doby, dokud Hlavni zkousejici
nebo Instituce, podle zjisténi CRO, neobnovi
dodrzovani svych zavazki ze Studie. Pouziti
jednoho nebo obou napravnych prostredkti nebrani
CRO nebo spolecnosti Pfizer v uplatnéni jejiho
prava okamzité ukoncit Smlouvu, jestlize Hlavni

zkouSejici nebo Instituce neza¢nou dodrZovat
zavazky.

14. Vynélezy

141 Oznameni.  Pokud na zakladé¢

provadéni Studie vznikne néjaké pravo, jez muze
byt udéleno nebo uzndno na zdkladé jakychkoli
pravnich predpisti tykajicich se patentll, autorskych
prav, ochrannych znamek, prumyslovych vzor(,
objevii nebo jiného duSevniho ¢i prumyslového
vlastnictvi, bez ohledu na to, zda jej lze patentovat
¢i nikoli (dale jen ,Vynalez“), bude Hlavni
zkousejici o této  skuteCnosti  bezodkladné
informovat CRO.

14.2 Postoupeni. Instituce nebo Hlavni
zkousejici (podle konkrétni situace) postoupi

veskerd prava k takovym Vyndlezim spole¢nosti
Pfizer bez jakychkoli dalSich zavazkd nebo plateb
nad ramec uvedeny v této Smlouvé, ptipadné zajisti
postoupeni téchto prav piislusSnymi vynalezci.
Hlavni zkouSejici jako autor (vynalezce, pivodce)
nebo Instituce jako zaméstnavatel Hlavniho
zkousejictho  vykonavajici  hospodaiska prava
Hlavniho zkousejiciho jako autora (podle konkrétni
situace) timto postupuje spole¢nosti Pfizer veskera
pfevoditelnd prava k duSevnimu vlastnictvi ve
vztahu k veskerym Vynalezim (zejména pravo
instituce vykonavat hospodaiska prava ve vztahu k
Vynaleziim). Pokud povaha pfedmétnych prav k
duSevnimu vlastnictvi znemoziuje postoupeni vSech
¢i n€kterych téchto prav vyse popsanym zptisobem,
Hlavni zkouS$ejici nebo Instituce (podle konkrétni
situace) timto udéluje spole¢nosti Pfizer vyslovnou,
vyluénou, neodvolatelnou a bezplatnou licenci bez
casového omezeni k uzivani a vykonu veSkerych
prav k dusSevnimu vlastnictvi ve vztahu k
Vynélezim v rozsahu dovoleném pfislusnymi
pravnimi piedpisy [pro veSkeré obchodni ucely,
jaké si Pfizer bude piat]. Bez ohledu na to, co je
uvedeno vySe, timto Hlavni zkouSejici a Instituce
souhlasi, Ze spole¢nost Pfizer ma pravo udé¢lovat
podlicence nebo pirevést licenci, kterd ji byla podle
tohoto ¢lanku poskytnuta, na téeti strany, nebo
licenci nevyuzit.
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14.3 Assistance.  Principal Investigator
and Institution will provide reasonable assistance to

Pfizer in filing and prosecuting any patent
applications relating to Invention, at Pfizer’s
expense.

15. Publications. Pfizer supports the exercise of

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

15.1 Prepublication Review. Principal
Investigator will provide Pfizer an opportunity to
review any proposed publication or any other type of
disclosure of the results of the Study (collectively,
“Publication”) before it is submitted or otherwise
disclosed.  Pfizer will review for unprotected
Inventions (see Section 14, Inventions) and may also
provide comments on content. Principal Investigator
will consider any such comments in good faith but is
under no obligation to incorporate any Pfizer
suggestions.

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

b. Redaction of Confidential
Information. Principal Investigator will, on request,
remove any previously 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
Institution agree that the first Publication is to be a
joint Publication covering all Study sites, and that
any  subsequent Publications by  Principal
Investigator will reference that primary Publication.
However, if a joint manuscript has not been
submitted for publication within 12 months of
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14.3 Pomoc. Hlavni zkousejici a
Instituce poskytnou pfiméfenou pomoc spoleénosti
Pfizer pii podavani a vyfizovani jakychkoli zZadosti
o patent, které se tykaji Vynalezu, a to na naklady
spole¢nosti Pfizer.

15. Publikace.  Spole¢nost Pfizer podporuje
uplatiovani akademické svobody a nema Zzadné
namitky va¢i tomu, aby Hlavni zkousSejici
publikoval  vysledky  Studie  zalozené na
informacich, které Hlavni zkouSejici shromazdil
nebo vytvofil, at’ jiz budou vysledky pro 1é¢ivo
spole¢nosti Pfizer ptiznivé ¢i nikoli.

151 Kontrola pted publikaci. Hlavni
zkousejici poskytne spole¢nosti Pfizer piilezitost ke
kontrole jakychkoli publikaci nebo jinych zvetejnéni
vysledkl Studie (spole¢né dale jen ,,Publikaci*)
diive, nez budou ke zvefejnéni ptedloZzeny nebo
jinak zptistupnény.  Spole¢nost Pfizer provede
kontrolu ohledné¢ nechranénych Vyndlezii (viz
¢lanek 14, Vynalezy) a miiZze mit rovnéZz pfipominky
k jejich obsahu. Hlavni zkouSejici bude vSechny
takové pfipominky posuzovat v dobré vite, ale neni
povinen takové navrhy spolecnosti Pfizer pouzit.

a. Predlozeni spole¢nosti
Pfizer.  Hlavni zkouSejici ptedlozi jakoukoli
Publikaci spolecnosti Pfizer nejméné 30 dni pied
tim, nez bude pfedlozena ke zvefejnéni nebo jinak
zptistupnéna. Pokud je zapotfebi jakékoli patentové
fizeni S cilem ochrany prav duSevniho vlastnictvi,
Hlavni zkousSejici souhlasi s odloZzenim zvefejnéni
nejvyse o dodatecnych 60 dni.

b. Vynechani Duvérnych
informaci. Hlavni zkouSejici na pozédani pted
zvefejnénim odstrani veSkeré diive nezvefejnéné
Diavérné informace s vyjimkou vSech informaci
souvisejicich se Studii nebo LéCivem spolecnosti
Pfizer, které jsou nezbytné pro odpovidajici
védeckou prezentaci nebo porozuméni vysledkim
Studie.

15.2 Multicentrické studie. Jestlize je
Studie soucasti multicentrického hodnoceni, Hlavni
zkousSejici souhlasi, Zze prvni Publikaci bude
spolecna Publikace zahrnujici vSechna pracovisté
Studie a ze nasledné Publikace Hlavniho
zkousejiciho budou odkazovat na tuto primarni
Publikaci. Nicméné pokud nebyl spolecny rukopis
predlozen k publikaci béhem 12 mésici od
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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,
Principal Investigator will comply with the
authorship guidelines in the Recommendations for
the Conduct, Reporting, Editing, and Publication of
Scholarly Work in Medical Journals
(http://www.icmje.org/icmje-recommendations.pdf)
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.

155 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. Sponsor Insurance Coverage. The Parties
acknowledge that, in accordance with Sec. 52(3)(f)
of the Pharmaceuticals Law, Pfizer has arranged for
an insurance policy in favour of Pfizer and Principal
Investigator covering liability for physical injury
(including death), illness arising out of or relating to
the administration of the product(s) under
investigation or any clinical intervention or
procedure provided for or required by the Protocol to
which the Study Subjects would not have been
exposed but for their participation in the Study
(“Research Injury”). A copy of the insurance
certificate is attached hereto as Attachment B. The
Parties hereby agree, provided that the mandatory
requirements are respected, that Pfizer may amend or
change the relevant insurance policy during the
Study.

16.2 Institution Insurance Coverage. The Institution
declares that it has in accordance with para 45, clause
2, letter n) of Act no. 372/2011 Coll., on Medical
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dokonceni nebo  ukonfeni  Studie  vSemi
ziCastnénymi pracovi$ti, mize Hlavni zkousejici
publikovat samostatné pod podminkou splnéni
ostatnich pozadavki tohoto ¢lanku 15.

15.3 Standardy. U vSech Publikaci bude
Hlavni zkouSejici dodrzovat autorské pokyny

Doporuceni pro provadeni, hlaseni, redigovini a
publikaci vedeckych praci v lékarskych casopisech
(http://www.icmje.org/icmje-recommendations.pdf)
stanovené Mezinarodnim vyborem vydavatell
lékarskych Casopisti.

154 Zvetejnéni  podpory. Hlavni
zkousSejici zvetejni sponzorstvi spolecnosti Pfizer a
finan¢ni podporu Studie v kazdé Publikaci vysledkt
Studie.

155 Reqgistrace  Studie  spole¢nosti
Pfizer. Spole¢nost Pfizer se zavazuje zaregistrovat
v databdzi klinickych hodnoceni narodnich Ustavi
zdravi (www.clinicaltrials.qov) veskeré intervenéni
a neinterven¢ni studie 1. aZz 4. fize sponzorované
spole¢nosti Pfizer, v nichz se pouZiva piipravek
spole¢nosti Pfizer a které hodnoti bezpecnost nebo
ucinnost tohoto pfipravku. Spolecnost Pfizer také
zaregistruje studie sponzorované spolecnosti Pfizer
v registrech  probihajicich studii vedenych
prislusnymi kontrolnimi Gfady, u nichZ je registrace
pozadovana.

16.1  Pojisténi zadavatele. Strany berou na
védomi, ze v souladu s § 52 odst. 3 pism. f) Zakona
0 IéCivech zajistila spolecnost Pfizer pojisténi ve
prospéch spole¢nosti Pfizer a Hlavniho zkousejiciho
pokryvajici odpovédnost za fyzickou Gjmu (vcetné
umrti), onemocnéni vznikla v duisledku nebo
v souvislosti s podavanim ptipravkd ve vyzkumu
nebo v dusledku ¢ vsouvislosti s jakymkoli
klinickym zékrokem nebo postupem stanovenym
nebo pozadovanym Protokolem, jenz by Subjekt
Studie nepodstoupil, pokud by se Studie netcastnil
(dale jen ,,iijma zpisobena zapojenim do studie*).
Kopie pojistného certifikatu tvofi ptilohu B této
Smlouvy. Strany timto ujednavaji, ze za
predpokladu dodrzeni pozadavkl pravnich predpist
je spolecnost Pfizer opravnéna piislusnou pojistku
v prub¢hu Studie zménit ¢i upravit.

16.2 Pojisténi Instituce. Instituce prohlasuje, Ze
ma dle § 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb.,
o zdravotnich sluzbach uzavienu pojistnou smlouvu
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Services, with respect to liability it may have while
providing medical care. This insurance coverage is in
correlation with the applicable laws and does not
include liability insurance with respect to conducting
a Study.

16.3 Institution remains responsible in circumstances
where damage to the Study Subject health arises by
the failure of the Institution or its employees or
agents (including the Principal Investigator) to

conduct the Study without negligence and in
accordance with the Protocol.

17. Assignment and Delegation

17.1 By Principal  Investigator or
Institution. Neither Principal Investigator nor

Institution may assign his/her/its rights or delegate or
subcontract any duties under this Agreement without
written permission from CRO. If CRO authorizes
delegation or subcontracting, the party that delegated
or subcontracted its duties remains responsible to
CRO for the performance of those duties.

17.2 By CRO. CRO may freely assign
any or all of its rights and delegate any or all of its
duties under this Agreement to Pfizer. If CRO
assigns all rights and delegates all duties to Pfizer,
CRO or Pfizer will notify Principal Investigator and
Institution in writing. CRO (or Pfizer, following
assignment and delegation by CRO) may also freely
delegate and assign Study-related duties and rights to
an external provider upon advance notice to Principal
Investigator and Institution, and may freely delegate
or assign its Study-related duties or rights to any
Pfizer affiliate. CRO may not otherwise assign its
rights or delegate its duties under this Agreement
without written permission from the affected party.
If CRO or Pfizer delegates or subcontracts any
duties, CRO or Pfizer remains responsible to
Principal Investigator or Institution, as applicable, for
the performance of those duties. If CRO assigns all
of CRO's rights and duties under this Agreement, in
accordance with the terms herein, to another service
provider, that service provider will become
responsible for performance of all duties. For the
avoidance of doubt, the rights and duties discussed in
this subsection are only those arising out of this
Agreement.
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na pojisténi odpoveédnosti za Skodu zplisobenou pii
poskytovani zdravotni péce. Tato pojistnd smlouva
je uzaviena v zakonem pozadovaném rozsahu a
neobsahuje pojisténi  odpovédnosti za Skodu
zpusobenou pii provadeéni klinického hodnoceni.

16.3 Instituce zistava odpovédna v pripadech, kdy
je Skoda na zdravi Subjektu hodnoceni zptisobena
selhanim Instituce nebo jejich zaméstnancl ¢i
zmocnéncl (vCetné Hlavniho zkousSejiciho) pfi
nedbalém provadéni Studie nebo jejim provadénim
v rozporu s Protokolem

17. Postoupeni prav a delegovani povinnosti
17.1 Ze strany Hlavniho zkousSejiciho a
Instituce. Hlavni zkouSejici ani Instituce nejsou

opravnéni postoupit sva prava nebo delegovat své
povinnosti vyplyvajici z této Smlouvy nebo na tyto
povinnosti ¢i k nim uzavirat subdodavatelské
smlouvy bez pisemného souhlasu CRO. Pokud
CRO povoli delegovani povinnosti nebo uzavirani
subdodavatelskych smluv, strana, ktera delegovala
své  povinnosti nebo na né  uzaviela
subdodavatelskou smlouvu, nadile odpovidd CRO
za plnéni vSech delegovanych povinnosti.

17.2 Ze strany CRO. CRO mize
svobodné postoupit spolecnosti Pfizer néktera nebo
vSechna sva prava a delegovat na ni nékteré nebo
vSechny své povinnosti vyplyvajici z této Smlouvy.
Pokud CRO postoupi spolecnosti Pfizer vSechna sva
prava a deleguje na ni vSechny své povinnosti, CRO
nebo spole¢nost Pfizer oznami tuto skute¢nost
pisemné Hlavnimu zkouSejicimu a Instituci. Po
predchozim oznameni Hlavnimu zkouSejicimu a
Instituci mtize CRO (nebo spole¢nost Pfizer po
postoupeni prav a delegaci povinnosti ze strany
CRO) téz svobodné postoupit prava souvisejici se
Studii externimu poskytovateli a delegovat na néj
piislusné povinnosti a mtzZe téz svobodné postoupit
sva prava souvisejici se Studii libovolné ptidruzené
spolecnosti spolecnosti Pfizer a delegovat na ni své
pfislusné povinnosti. Jinak nesmi CRO postoupit
své préva ani delegovat své povinnosti vyplyvajici z
této Smlouvy bez pisemného souhlasu dotéené
strany. Pokud CRO nebo spole¢nost Pfizer deleguje
nebo formou dil¢i subdodavatelské smlouvy prevede
jakékoli povinnosti, CRO nebo spolecnost Pfizer
nadale odpovidd Hlavnimu zkousejicimu nebo
Instituci (podle toho, co pfipada v tivahu) za plnéni
téchto povinnosti. Pokud CRO postoupi vSechna
sva prava a deleguje vSechny své 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 SUKL/IEC. If the Study
cannot be initiated because of SUKL/IEC
disapproval, this Agreement will terminate.

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

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

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

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

Three-Party Template (Czech Republic) | NGGczNNG

Piedloha trojstranné smlouvy (Ceska republika)

20

Khl/2016/032/Fo

vyplyvajici z této Smlouvy v souladu se smluvnimi
podminkami jinému poskytovateli sluzeb, stane se
tento poskytovatel sluzeb odpovédnym za plnéni
vSech povinnosti. Aby se ptedeslo pochybam, prava
a povinnosti pojednavané vtomto odstavci jsou

pouze prava a povinnosti vyplyvajici z této
Smiouvy.

18. Ukonceni

18.1 Duvody ukonéeni. Ukonceni této

Smlouvy nastane v dusledku té z nasledujicich
udalosti, ke které dojde dtive.

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

b. Dokon¢eni Studie. Platnost a u¢innost
této Smlouvy skon¢i, jakmile bude Studie
dokoncena, tj. dokonéeni vSech ¢innosti
vyzadovanych ~ Protokolem u  vSech
zafazenych Subjektt studie.

c. PredCasné ukonéeni Studie. Platnost a
ucinnost této Smlouvy skonéi, jestlize je
Studie predéasné ukoncena tak, jak je
popsano nize.

1) Ukonceni _Studie
na zakladé vypovédi. CRO nebo spole¢nost Pfizer
mohou ukonéit Studii z jakéhokoli dtvodu na
zéklad¢ pisemné vypovédi s vypovédni lhitou v

délce 30 dni, podané Instituci a Hlavnimu
zkousejicimu.
2 Okamzité

ukonceni Studie ze strany CRO nebo spolecnosti
Pfizer. CRO nebo spole¢nost Pfizer mohou Studii
ukoncit s okamzitou u¢innosti na zaklad€ pisemného
oznameni  podaného Instituci a Hlavnimu
zkousejicimu z diivodii mezi které patfi: nezafazeni
dostatecného poctu UcCastnikit pro dosazeni cili
Studie; podstatné neopravnéné odchylky od
Protokolu nebo od pozadavkid na podavani zprav o
Studii; okolnosti, které podle nazoru CRO nebo
spole¢nosti Pfizer piedstavuji riziko pro zdravi nebo
blaho Subjektd studie; kroky kontrolnich tfadd
v souvislosti se Studii nebo Hodnocenym 1é¢ivem;
nebo jakékoli nedodrzeni mistnich zakond, pokynil
ICH GCP nebo podminek ¢élanku 20 této Smlouvy
(Protikorupéni  opatfeni) ze strany Hlavniho
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zkousejiciho nebo Instituce.

3) Immediate 3) Okamyzité
Termination of Study by Principal Investigator or  ukonéeni Studie Hlavnim zkouSejicim nebo
Institution. Principal Investigator or Institution may  Instituci. Hlavni zkouSejici nebo Instituce mohou

terminate the Study immediately upon notification to
CRO if requested to do so by the responsible
SUKL/IRB/IEC or if such termination is required to
protect the health of Study Subjects.

In the event a serious situation arises which prevents
the Institution from conducting its main activity, the
provision of health care, and resulting in the
Institution not being able to continue in the Study,
Institution is obliged to inform CRO and Pfizer about
such a circumstances immediately. All Parties agree
to make every effort to ensure that the situation is
resolved by agreement acceptable for all Parties. If
such agreement is not reached within 30 days, the
Institution is entitled to terminate the Agreement
with 30 days’ notice which begins to run the day
after it is sent to the other Parties.

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

18.3 Payment upon Early Termination of
Study. Except as otherwise indicated in this

subsection, if the Study is terminated early, CRO will
pay for work already performed, in accordance with
Attachment A, less payments already made for such
work. CRO will also cover any non-cancelable
expenses, other than future personnel costs, so long
as they were properly incurred and prospectively
approved by CRO and only to the extent they cannot
reasonably be mitigated. If the Study cannot be
initiated because of disapproval by the SUKL/IEC
and through no fault of Principal Investigator or
Institution, CRO  will  reimburse  Principal
Investigator or Institution, as applicable, for IRB/IEC
fees and any other expenses that were prospectively
approved, in writing, by CRO.
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ukonéit Studii s okamzitou uc¢innosti na zakladé
pisemného oznameni podaného CRO, pozada-li o to
SUKL nebo piislusnd nezavisla EK nebo pokud
takové ukonéeni vyzaduje ochrana zdravi Subjekti
studie.

Pokud se na stran¢ Instituce vyskytnout zavazné
divody, které ji objektivné neumoznuji ve Studii
pokracovat, je povinna o takové skutecnosti
okamzit¢ informovat CRO a spolecnost Pfizer.
Vsechny smluvni strany se zavazuji vyvinout
maximalni Gsili k tomu, aby dand situace byla
vyieSena dohodou, akceptovatelnou pro ob¢ strany.
Pokud k takové dohod¢ nedojde do 30 dnt, je
instituce opravnéna smlouvu vypoveédét s 30 denni
vypovédni lhitou, ktera po¢ind bézet ode doru¢eni
CRO.

18.2 Datum ucinnosti ukonceni
Smlouvy. V ptipadé, ze dojde k ukonéeni Smlouvy
nékterou z okolnosti popsanych vyse v ¢lanku 18.1,
bude ukonceni u¢inné okamzikem, kdy CRO nebo
spole¢nost Pfizer obdrzi veskeré Studijni udaje a
Biologické vzorky vyzadované Protokolem a
vzniklé do data ukoneni Smlouvy; okamZikem
prijeti veskerych plateb splatnych kterékoli ze stran;
a okamzikem splnéni vSech pfislusnych zbyvajicich

povinnosti  vyplyvajicich ze Smlouvy vSemi
stranami.

18.3 Platba pfi predCasném ukonceni
Studie. Jestlize je Studie ukonéena piedCasné,

zaplati CRO za fadn¢ vykonanou praci podle pfilohy
A po odecteni jiz uhrazenych plateb za tuto praci,
neni-li v tomto odstavci uvedeno jinak. CRO uhradi
rovnéz  veSkeré nezruSitelné vydaje kromé
budoucich nékladd na personal, pokud byly fadné
vynaloZeny, byly pfedem schvaleny CRO a jejich
vysi jiz nelze piimétené snizit. Jestlize nemlze byt
Studie zahajena kvili zamitnuti SUKL/EK a bez
zavinéni Hlavniho zkou$ejiciho nebo Instituce,
uhradi CRO Hlavnimu zkouSejicimu nebo Instituci
(podle toho, co ptipada v uvahu) poplatky zaplacené
EK a veSkeré dalsi vydaje, které CRO piedem
pisemné schvalila.
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a. Non-Compliance with
Anti-Corruption Provision. If CRO or Pfizer
terminates the Study because of Principal

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

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

18.5 Survival of Obligations.
Obligations relating to Funding, Confidential
Information, Study Records, Inventions,
Publications,  Sponsor  Insurance  Coverage,

Suitability, and Anti-Corruption survive termination
of this Agreement, as does any other provision in this
Agreement, including Attachments, that by its nature
and intent remains valid after the term of the
Agreement.

19. Other Terms
19.1 Suitability. Principal Investigator

and Institution each certify that he/she/it is licensed,
registered, or otherwise qualified and suitable under
local law of Czech Republic, regulations, policies ,
or administrative requirements to conduct the Study
and required Study-related activities or act as Study
site, as applicable.  Principal Investigator and
Institution also each certify that he/she/it is not
forbidden to or debarred from carrying out clinical
research and the conduct of trials concerning
investigational medicinal products under the law of
any jurisdiction (including  without limitation
subsections 306(a) or (b) of the United States Federal
Food, Drug, and Cosmetic Act) and that there are no
applicable regulations or other obligations that
prohibit either party from conducting the Study and
entering into this Agreement and that they will not
use in any capacity the services of any person
debarred under such law with respect to services to be
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a. Nedodrzeni
protikorupénich opatieni. Pokud CRO nebo
spole¢nost Pfizer Smlouvu predcasné ukonéi z
divodu nedodrZzeni podminek  c¢lanku 20
(Protikorupéni opatfeni) této Smlouvy Hlavnim
zkousejicim nebo Instituci, CRO a spole¢nost Pfizer
neuhradi zadné dalsi platby podle této Smlouvy bez
ohledu na to, zda Hlavni zkouSejici nebo Instituce
vykonali pied ukoncenim Smlouvy jakékoli ¢innosti
nebo uzavieli jakékoli dohody se tfetimi stranami.

18.4 Vraceni materiald. Pokud CRO
nevyda jiny pisemny pokyn, Instituce a Hlavni
zkousejici po skonceni Smlouvy bezodkladné vrati
vSechny materidly dodané CRO nebo spolecnosti
Pfizer pro provadéni Studie v¢etné nepouzitého

hodnoceného  1éCiva, nepouzitych  formulaid
Zaznamniku  subjektu  hodnoceni a veskerého
vybaveni a materiali dodanych CRO nebo

spolec¢nosti Pfizer.

18.5 Pretrvani  zavazku. Zavazky
tykajici se financovani, Duvérnych informaci,
Studijnich zdznamt, Vyndalezi, Publikaci, pojisténi
zadavatele, zpUsobilosti a protikorup¢nich opatieni
pretrvavaji i po ukonceni této Smlouvy, stejné jako
vSechna dals$i ujednani této Smlouvy véetné jejich
ptiloh, z jejichz povahy a zadméru vyplyva, Ze
zustavaji  platné po vyprSeni doby platnosti
Smiouvy.

19. Dalsi podminky

19.1 Zpusobilost. Hlavni zkouSejici a
Instituce potvrzuji, Ze jsou podle ustanoveni
mistnich zakond, predpist, zasad a ufednich
pozadavkii Ceské Republiky drziteli piislusnych
licenci a registraci a jsou kvalifikovani a zplsobili
provadét Studii a pozadované ¢innosti souvisejici se
Studii nebo slouzit jakozto pracovisté Studie (podle
toho, co pfipadd v uvahu). Hlavni zkousSejici a
Instituce dale potvrzuji, ze jim nebylo zakadzano
vykonavat, nebo nebyly vylouceni z vykondvani
klinického vyzkumu a provadéni klinického
hodnoceni 1é¢iv podle pravnich pfedpist kterékoli
jurisdikce (v€etné, avSak nejen, podle odstavca
306(a) nebo (b) federalniho zakona USA
0 potravinach, lécich a kosmetice), Ze neexistuji
zadné prislusné pravni predpisy nebo jiné zavazky,
které by branily kterékoli strané v provadeéni této
Studie a uzavieni této Smlouvy, a Ze Zzadnym
zpisobem nepouziji sluzeb Zzadné osoby, ktera
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performed under this Agreement. During the term of
this Agreement and for three years after its
termination, Institution and Principal Investigator will
notify CRO promptly if any of these certifications
need to be amended in light of new information.

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

Khl/2016/032/Fo

podléha zékazu cinnosti podle takovychto pravnich
ptedpist, k vykonu sluzeb podle této Smlouvy.
Béhem platnosti této Smlouvy a po dobu tii let po
jejim ukonceni Instituce a Hlavni zkousSejici
neprodlené vyrozumi CRO, pokud bude na zaklade
novych informaci nutné kterékoli z téchto potvrzeni
upravit.

19.2 VySetfovani,  patrani, varovani
nebo donucovaci opatieni vztahujici se k provadéni

Clinical Research. Principal Investigator and
Institution each certify that he/she/it is not the subject
of any past or pending governmental or regulatory
investigation, inquiry, warning, or enforcement
action (collectively, “Agency Action”) related to its
conduct of clinical research that has not been
disclosed to CRO or Pfizer. Principal Investigator or
Institution will notify CRO promptly if he/shefit
receives notice of or becomes the subject of any
Agency Action regarding compliance with ethical,
scientific, or regulatory standards for the conduct of
clinical research if the Agency Action relates to
events or activities that occurred prior to or during
the period in which the Study was conducted.

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

194 Relationship of the Parties. The
relationship of Principal Investigator and Institution
to CRO and Pfizer is one of independent contractors
and not one of partnership, agents and principal,
employees and employer, joint venture, or otherwise.
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klinického vyzkumu. Hlavni zkousSejici a Instituce
potvrzuji, Ze vii¢i nim nebylo ani neni vedeno zadné
vySetfovani ani patrani, nebylo jim doruceno zZadné

varovani, ani vi¢i nim nebylo pfijato zadné
donucovaci opatfeni ze strany vladnich ¢i
kontrolnich  Gfadd (dale souhrnné ,,UFedni

opatieni) v souvislosti s provadénim klinického
hodnoceni, o nichZ by CRO nebo spolecnost Pfizer
nebyly informovany. Hlavni  zkouSejici nebo
Instituce budou bezodkladné informovat CRO,
jestlize kdokoli z nich obdrzi ozndmeni o ufednich
krocich nebo se stanou predmétem jakéhokoli
Utedniho opatieni v souvislosti s dodrzovanim
etickych, védeckych a kontrolnich norem pro
provadéni klinického vyzkumu, pokud se tato
Utedni opatieni budou tykat udalosti nebo ¢innosti,
k nimz doslo pted obdobim nebo v pribéhu obdobi,
kdy byla Studie vedena.

19.3 Pouziti jména. CRO a spolec¢nost
Pfizer si vyhrazuji pravo jmenovat Hlavniho

zkousejictho a Instituci v souvislosti s registraci
Protokolu v databazi klinickych hodnoceni
Nérodnich tustavii zdravi USA (NIH), v jinych
vefejn¢ piistupnych seznamech probihajicich
klinickych hodnoceni nebo v jinych sluzbach nebo
prostiedcich pro nabor subjekti. CRO ani
spole¢nost Pfizer jinak nepouziji jméno Hlavniho
zkousejiciho, Instituce ani Zadnych zaméstnanct ¢i
subdodavateld Instituce, a Hlavni zkouSejici ani
Instituce nepouziji jméno CRO, spolecnosti Pfizer
ani zadnych jejich zaméstnancti ¢i subdodavateld,
pro propagacni nebo reklamni ucely bez pisemného
souhlasu strany, kterd ma byt jmenovana.

194 Vztah mezi smluvnimi stranami.
Vztah Instituce a Hlavniho zkousejiciho vii¢i CRO a
spoleCnosti  Pfizer je vztahem nezavislych
dodavateld a neni vztahem obchodniho partnerstvi,
zmocnénce a  zmocnitele, zaméstnance a
zaméstnavatele, spole¢né¢ho podniku ani jinym
vztahem.
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195 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 Conflict with Attachments. If there
is any conflict between this Agreement and any
Attachments to it, the terms of this Agreement
control.  If there is any conflict between this
Agreement and the Protocol, the Protocol will
control as to any issue regarding treatment of Study
Subjects, and the Agreement will control as to all
other issues.

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

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

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

19.11 Disclaimer of Warranties by CRO.
The parties acknowledge that pfizer has engaged cro
to provide services in regard to this pfizer-sponsored
clinical study. Cro has not performed any
independent research or analysis regarding the safety
or efficacy of any investigational drug or other
materials or treatment procedures to be used in this
study and therefore cro makes no warranties,
expressed or implied, concerning those drugs,
materials, or treatment procedures, the results to be
obtained by administering them pursuant to the
protocol, or to their fitness for any particular
purpose, or to any other pfizer obligation under the
protocol or this agreement.
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195 Zmény. Veskeré¢ zmeény této
Smlouvy musi byt provedeny pisemné, podepsany
stranami a oznaceny jako dodatek, vyjma uritych
oboustranné ptijatelnych uprav rozpoctu Studie, jez
jsou popsany v priloze A.

19.6 Nemoznost zieknout se prava.
Neuplatnéni prava vyplyvajiciho z této Smlouvy
nezaklada zfeknuti se tohoto prava do budoucna.
Zadné zieknuti se prava neni G¢inné, pokud neni
ucinéno pisemné a podepsano stranou, kterd se
prava ziika.

19.7 Rozpor s pfilohami. Pokud nastane
jakykoli rozpor mezi touto Smlouvou a jakoukoli
jeji pfilohou, wuplatni se Uprava a podminky
stanovené v této Smlouvé. Pokud nastane rozpor
mezi touto Smlouvou a Protokolem, Protokol bude
rozhodujici ve vécech 1é¢by Subjekti studie a
Smlouva bude rozhodujici ve vSech ostatnich
vécech.

19.8 PfidruZzené spoleCnosti.  Termin
»pridruzena spolecnost znamena pro ucely této
Smlouvy jakykoli subjekt, ktery ptimo nebo
nepiimo kontroluje jmenovanou stranu, je ji
kontrolovan nebo je s ni pod spole¢nou kontrolou.

19.9 Pravni nastupci. Tato Smlouva
bude zavazna pro pravni nastupce kazdé ze stran a
bude plisobit v jejich prospéch.

19.10 Obmyslena treti strana. Spole¢nost
Pfizer je obymslenou tieti stranou opravnénou z této
Smlouvy a ma na zékladé této Smlouvy pravo ptimo
vymahat vSechna sva prava z ni vyplyvajici.

19.11 Odmitnuti zaruk ze strany CRO.
Strany berou na védomi, Ze spolecnost Pfizer najala
CRO za tucelem poskytovani sluzeb v souvislosti
stouto klinickou Studii, jiz je spolecnost Pfizer
zadavatelem. CRO neprovedla Zadny nezavisly
vyzkum ani analyzu ohledné bezpecnosti ani
uéinnosti Hodnoceného 1é¢iva ani jinych materiala
¢i lécebnych postupti, které se pfi této Studii pouziji,
a CRO proto neposkytuje zadné vyslovné ani
konkludentni zaruky ohledn¢ téchto 1é¢iv, materialti
ani lécebnych postupti, vysledkd, které maji byt
ziskany jejich podanim v souladu s Protokolem,
ohledné jejich vhodnosti pro jakykoli konkrétni ticel
ani ohledné jakéhokoli jiného zévazku spolecnosti
Pfizer na zéklad€ Protokolu nebo této Smlouvy.
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19.12 Entire Agreement. This
Agreement, including Attachments, represents the
entire understanding between the parties relating to
this subject matter. This Agreement supersedes all
previous agreements between the parties (oral and
written) relating to this Study, except for any
obligations that, by their terms, survive independent
of this Agreement.

19.13 Governing Law and Venue. This
Agreement is governed by laws of the Czech
Republic, mainly by Act No. 513/1991 Coll.,
Commercial Code and Pharmaceuticals Law. Any
disputes arising out of this Agreement shall be
submitted to the competent courts in the Czech
Republic.

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

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

CRO:

PPD Czech Republic, s.r.o.
Budé¢jovicka Alej

Antala Staska 2027/79

140 00 Praha

Czech Republic

Attention: CRA assigned to the Study

Principal Investigator:

Fakultni nemocnice u sv. Anny v Brné
Pekarska 53

656 91 Brno

Czech Republic

Telephone:
Email:

Institution:

Fakultni nemocnice u sv. Anny v Brn¢
Oddg¢leni klinickych studii
Pekarska 53
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’

19.12 Uplnd dohoda.  Tato Smlouva
véetn¢ piiloh ptedstavuje uplné ujednani mezi
stranami ohledné doty¢ného predmétu Smlouvy.
Tato Smlouva nahrazuje veskeré predeslé dohody
mezi stranami (Ustni a pisemné) tykajici se této
Studie s vyjimkou zavazkul, které na zakladé své
podstaty pretrvavaji bez ohledu na tuto Smlouvu.

19.13 Rozhodné pravo. Tato Smlouva se
fidi pravnimi piedpisy Ceské republiky, zejména
zakonem ¢. 89/2012 Sb., obcéansky zakonik, a
Zakonem o lécivech. Pfipadné spory vzniklé
v souvislosti s touto smlouvou budou feSeny u vécné
a mistné p¥islusného soudu Ceské republiky.

19.14 Jazyk. Tato Smlouva je
vyhotovena v Ceském i anglickém jazyce a obé
verze maji  stejnou  ucinnost.  V pripadé
nejednoznacnosti nebo rozporu ve vykladu
ustanoveni mezi témito dvéma verzemi bude
rozhodujici ceska verze.

19.15 Oznameni. Strany  doruci

oznameni a dalSi zpravy vztahujici se k této
Smlouvé osobné, kuryrem nebo posStou se
zaplacenym posStovnym a moznosti sledovani
zasilky na niZe uvedenou adresu nebo na takovou
adresu, kterou strana pozdéji ur¢i oznamenim druhé
stran¢ v souladu s timto ¢lankem.

CRO:

PPD Czech Republic, s.r.o.
Budéjovicka Alej

Antala Staska 2027/79

140 00 Praha

Czech Republic

K rukdm: Monitor pfidéleny na studii

Hlavni zkouSejici:

Fakultni nemocnice u sv. Anny v Brné
Pekaiska 53
656 91 Brno
Czech Republic
Telefon:
E-mail:

Instituce:

Fakultni nemocnice u sv. Anny v Brn¢
Oddé¢leni klinickych studii

Pekatska 53
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656 91 Brno

Czech Republic

Attention:

Telephone:

Email: trials.icrc@fnusa.cz

Pfizer:
For Submission of Publications Only:
Pfizer Inc

500 Arcola Rd

Collegeville, PA 19426

USA
Attention:
Telephone:
Email:

19.16. Force Majeure. Neither Party will be liable for
non-performance or delays in performance that result
from causes that are beyond its reasonable control
and attributable to its own acts or omissions.
However, such nonperformance or delay is excused
under this provision only for the duration of the
qualifying event.

20. Anti-Corruption
20.1 Definitions
a. Government. As used in

this Agreement, “Government” includes all levels
and subdivisions of governments (ie, local, regional,

and national; administrative, legislative, and
executive).
b. Government Official. As

used in this Agreement, “Government Official”
includes (1) any elected or appointed non-US
Government official (eg, a legislator or a member of
a non-US Government ministry), (2) any employee
or individual acting for or on behalf of a non-US
Government official, non-US Government agency, or
enterprise performing a function of, or owned or
controlled by, a non-US Government (eg, a
healthcare professional employed by a non-US
Government hospital or researcher employed by a
non-US Government university), (3) any non-US
political party officer, candidate for non-US public
office, or employee or individual acting for or on
behalf of a non-US political party or candidate for
public office, (4) any employee or individual acting
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656 91 Brno

Czech Republic

K rukam:

Telefon:
E-mail:trials.icrc@fnusa.cz

Spoleénost Pfizer:

Pouze pro zasilani publikaci:
Pfizer Inc

500 Arcola Rd

Collegeville, PA 19426
USA
Attention:
Telephone:
Email:

19.16 Vys§i moc. Zidna ze smluvnach stran
neponese odpovédnost za nepléni nebo prodleni v
plnéni, jestlize bude zplsobené pii¢inami, které
nebude moci smluvni strana pfiméfené ovlivnit a
jestlize nebude zpisobeno jednanim ¢i opomenutim
smluvni strany. Takové vylouceni odpovédnosti za
neplnéni nebo prodleni v plnéni podle tohoto
ustanoveni vSak plati pouze po dobu trvani udalosti
vylucujici odpovédnost.

20. Protikorup¢ni opatieni
20.1 Definice
a. Vlada. Pro tucely této

Smlouvy zahrnuje pojem ,,Vlada v8echny urovné a
slozky vlady (. organy na mistni, krajské i
celostatni urovni, a to spravni, zdkonodarné i
vykonné).

b. Utedni osoba. Pro tucely
této Smlouvy pojem ,,Ufedni osoba” oznaluje (1)
jakoukoli volenou nebo jmenovanou ufedni osobu
vlady jiné nez vlady USA (napf. zdkonodarce nebo
Gfednika ministerstva vlady jiné nez vlady USA),
(2) jakéhokoli zaméstnance nebo osobu jednajici
jménem ¢i z poveteni ufedni osoby vlady jiné nez
vlady USA, Gfadu vlady jiného nez vlady USA nebo
podniku, ktery vykonava vladni funkci pro vladu
jinou nez vladu USA, nebo ktery vlastni ¢i fidi vlada
jind  nez vldda USA (napf. zdravotnika
zaméstnaného ve statni nemocnici, ktera neni statni
nemocnici USA, nebo vyzkumného pracovnika
zaméstnaného na statni univerzité, ktera neni statni
univerzitou USA), (3) jakéhokoli piedstavitele
politické strany v jiné zemi nez USA, kandidata na
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for or on behalf of a public international
organization, and (5) any member of a royal family
or member of a non-US military.

20.2 Anti-Bribery and Anti-Corruption
Principles.  Principal Investigator and Institution

have each received a copy of Pfizer’s International
Anti-Bribery and Anti-Corruption Principles as an
Attachment to this Agreement. Principal
Investigator and Institution will ensure that they and
any of their agents or subcontractors conducting
Pfizer work will comply with the Anti-Bribery and
Anti-Corruption Principles.

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

a. Any  information  that

Principal Investigator or Institution provided to CRO
or Pfizer as part of CRO’s or Pfizer’s anti-corruption
due-diligence process is complete and accurate.

b. If any response that
Principal Investigator or Institution provided on the
CRO or Pfizer due-diligence questionnaire in regard
to Principal Investigator or Institution, any
individuals identified in the questionnaire, or the
Family Relatives (as defined in the questionnaire) of
those individuals changes during the term of this
Agreement, Principal Investigator or Institution will
notify CRO.

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

d. Principal Investigator and
Institution have not and will not accept any payment
or anything of value that would result in CRO or
Pfizer improperly obtaining or retaining business or
gaining any improper business advantage.
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vetejnou funkci v jiné zemi nez USA, zaméstnance
nebo osobu jednajici jménem nebo z povéfeni
politické strany nebo kandidata na vefejnou funkci
vjiné zemi nez USA, (4) jakéhokoli zaméstnance
nebo osobu jednajici jménem nebo z povéteni
vefejné mezinarodni organizace a (5) jakéhokoli
¢lena kralovské rodiny nebo pfislusnika armady jiné
nez armady USA.

20.2 Protitplatkaiské a protikorupéni
zasady. Instituce i Hlavni zkousejici kazdy obdrzeli
kopii ~ Mezinarodnich  protitplatkaiskych  a
protikorupénich zasad spolecnosti Pfizer jako
piilohu této Smlouvy. Hlavni zkousejici a Instituce
zajisti, Zze oni sami a vSichni jejich zmocnénci a
subdodavatelé¢ vykonavajici praci pro spolecnost
Pfizer budou tyto protiuplatkaiské a protikorupcni
zéasady dodrzovat.

20.3 Zaruky. Hlavni zkouSejici a
Instituce zaruuji CRO a spoleCnosti Pfizer
nasledujici:

a. Veskeré informace, které

Hlavni zkouSejici nebo Instituce poskytli CRO nebo
spole¢nosti  Pfizer, v ramci procesu naleZité
protikorupcéni péfe CRO nebo spolecnosti Pfizer,
jsou uplné a presné.

b. Pokud béhem obdobi
platnosti této Smlouvy dojde ke zménam u jakékoli
odpovédi, kterou Hlavni zkouSejici nebo Instituce
poskytli v dotazniku naleZité protikorupéni péce
ohledné: Hlavniho zkousejiciho nebo Instituce,
jakékoli osoby identifikované v takovém dotazniku
nebo blizkého pribuzného (definovaného v takovém
dotazniku), bude Hlavni zkousSejici nebo Instituce
informovat CRO.

C. Financovani, kter¢é CRO
nebo spoleénost Pfizer poskytuji podle této Smlouvy
nezpusobi, ze se Hlavni zkouSejici ani Instituce
dopusti jakéhokoli jednani, které by mélo za
nasledek nepatficné ziskani nebo udrzeni obchodni
prilezitosti nebo ziskdni jakékoli nepatiicné
obchodni vyhody na strané CRO nebo spole¢nosti
Pfizer.

d. Hlavni  zkouSejici a
Instituce neobdrzeli a neobdrzi zadnou platbu ani

cokoli hodnotného, co by mélo za nasledek
nepatficné  ziskani nebo udrzeni obchodni
prilezitosti nebo ziskani jakékoli nepatficné
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e. Principal Investigator and
Institution have not and will not in the future directly
or indirectly offer or pay, or authorize the offer or
payment of, any money or anything of value in an
effort to influence any Government Official or any
other person.

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

20.5 Right to Audit. Pfizer has the right
to take all reasonable steps and actions to ensure that
each payment made by CRO on behalf of Pfizer is
properly and legitimately used. To this end,
Principal Investigator and Institution will permit,
during the term of the Agreement and for three years
after the final payment has been made under the
Agreement, Pfizer’s internal and external auditors
access to any relevant books, documents, papers, and
records of the Principal Investigator and Institution
involving transactions related to the Agreement.
Because this Agreement relates to a clinical study,
there will be acceptable safeguards employed in such
an audit to ensure confidentiality and protect the
privacy of the Study Subjects.

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

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

204 Pozadavky na financovani. CRO
neposkytne v souvislosti s touto Smlouvou zadnou
platbu navic k financovani uvedenému v Piiloze A
(Rozpocet Studie a platebni podminky), pokud CRO
takovy vydaj predem pisemné neschvali. Veskeré
faktury a dopliikové dokumenty, které podle této
Smlouvy Hlavni zkousSejici nebo Instituce piedlozi
CRO nebo spolecnosti Pfizer, musi byt pravdivé a
dostate¢né piesné uvadét, za co je platha
pozadovana. Hlavni zkousSejici a Instituce povedou
pravdivé, presné a Uplné zaznamy (napf. faktury,
zpravy, vykazy a ucetni knihy) souvisejici s
financovanim a vydaji této Studie.

20.5 Pravo auditu. CRO a Pfizer maji
pravo podniknout veSkeré pfimerené kroky a tkony
k zajisténi toho, aby kazda platba uskuteénéna CRO
byla fadné a legitimné pouzita. Za timto Ucelem
musi Hlavni zkousSejici a Instituce povolit béhem
obdobi trvani Smlouvy a tii roky poté, co byla podle
Smlouvy provedena kone¢na platba, pfistup
internim a externim auditorim CRO nebo
spoleCnosti Pfizer ke vSem pfisluSnym ucetnim
kniham, dokumentlim, pisemnostem a zdznamim
Instituce nebo Hlavniho zkouSejiciho dokladajicim
transakce tykajici se Smlouvy. Protoze se tato
Smlouva tyka klinické studie, budou pro piipad
takového auditu zavedena pfijatelnd ochranné
opatfeni k zajisténi divérnosti a ochrany soukromi
Subjekta studie.

20.6 Nedodrzeni ujednani. Pokud CRO
nebo spole¢nost Pfizer ukon¢i tuto Smlouvu
zdtvodu poruSeni kteréhokoli ujednani tohoto
protikorupéniho €lanku Hlavnim zkousSejicim nebo
Instituci, budou Hlavni zkouSejici a Instituce
odpovidat za Skody nebo napravnd opatieni
spolecnosti Pfizer dle zékona. Hlavni zkouSejici a
Instituce dale odskodni CRO a spolecnost Pfizer ve
véci jakékoli pohledavky treti strany, pokuty nebo
penale uplatnéné vici CRO nebo spolecnosti Pfizer
v disledku takového poruSeni téchto ujednani
Hlavnim zkousejicim nebo Instituci.
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20.7 Publication of the Agremeent.
CRO, in agreement with Pfizer, will provide a
redacted version of the Agreement (“Redacted
Agreement”) to allow the Institution to post the
Redacted Agreement in the Contract Registry in
accordance with Act 340/2015 Coll. On Contract
Registry. The Redacted Agreement may be
published by Institution in a legal period of 30 days
from the date of the last signature. Institution is
responsible for the publication of the Redacted
Agreement and Institution will inform CRO about
this release via email. If the Institution fails to
publish the Redacted Agreement in legal period, the
Redacted Agreement may be published by CRO.

20.8  Number of copies. This Agreement is
executed in 3 originals, one for each Party.

20.9  Effective Date. This Agreement is valid
from the date of the last signature of the Parties and
effective from the date of its publication in the
Contract Register.

20.10 Miscellaneous.

(a) Parties, in accordance with para 558, clause 2 of
Act no. 89/2012 Coll. Civil Code, as amended shall
exclude the use of commercial custom practices in
their legal relations in connection with this
Agreement.

(b) CRO undertakes not to execute any other
agreement with any employee of the Institution in
connection with the Study beyond this Agreement.
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20.7 Zvefejnéni smlouvy.

CRO, v souladu se spolecnosti Pfizer poskytne
redigovanou  verzi  Smlouvy  (,,Redigovana
smlouva®“), ¢imz povoli Instituci zvefejnit
Redigovanou smlouvu v registru smluv v souladu se
zékonem 340/2015 Sb. o registru smluv.
Redigovana smlouva bude Instituci zvefejnéna Vv
zakonné 1haté 30 dni ode dne posledniho podpisu.
Za zvefejnéni této redigované smlouvy odpovida
Instituce. Pokud Instituce nezvefejni  tuto
redigovanou Smlouvu v zakonné lhité, mize byt
redigovana Smlouva zvefejnéna CRO / spole¢nosti
Pfizer.

20.8 Pocet originali Tato smlouva je vypracovana
ve 3 vyhotovenich, znichz kazdd smluvni strana
obdrzi po jednom.

20.9 Datum ucinnosti Tato smlouva nabyva
platnosti dnem jejitho podpisu vSemi smlvunimi
stranami a ucinnosti dnem zvefejnéni v Registru
smluv.

20.10 Ruzné

(a) Smluvni strany timto v souladu s § 558 odst. 2
zakona ¢. 89/2012 Sb, obclanského zakoniku, v
platném  znéni, vyslovné¢ vylucuji  pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

(b) CRO se timto zavazuji, ze v souvislosti s timto
klinickym hodnocenim neuzaviou Zadnou jinou
smlouvu s zddnym zaméstnancem Instituce.
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Agreed to and Accepted by:/Schvalil a piijal:

PPD Investigator Services, LLC.

Printed Name /Jméno tiskacim pismem

Khl/2016/032/Fo

Fakultni nemocnice u sv. Anny v Brné

Printed Name /Jméno tiskacim pismem

Title /Funkce Title /Funkce

Date:/Datum: 8.8.2017 Date:/Datum: _ 23.8.2017

Date:/Datum: 14.8.2017

Attachments/Ptilohy

Attachment A Study Budget and Payment Terms  Pfiloha A Rozpocet Studie a platebni podminky

Attachment B Insurance Certificate Ptiloha B Pojistny certifikat

Attachment C Equipment and Materials Ptiloha C Vybaveni a materily

Attachment D Pfizer International Anti-Bribery  Ptiloha D Mezinarodni  protiuplatkaiské a
and Anti-Corruption Principles protikorupéni  zasady  spole¢nosti

Pfizer

Version Date: December 2014/Datum verze: prosinec 2014
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Attachment A
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Pfiloha A

Protokol ¢islo B3461045

Protocol Number B3461045

Jméno a adresa prijemce platby: Platby castek
splatnych na zakladé této Smlouvy/Objednavky
studie budou splatné tomuto piijemci:

Payee Name and Address: Payment of the sums

due under this Agreement/Study Order will be
made payable to:

Piijemce platby 1/ Payee 1:

Instituce / Institution:

Fakultni nemocnice u sv. Anny v Brné

Cislo t¢tu/Account Number:

Ptijemce platby/Payee:

Fakultni nemocnice u sv. Anny v Brné

Adresa ptijemce platby/Payee’s Address:

Pekarska 53, Brno 656 91

IBAN:

SWIFT:

Telefon piijemce platby/Payee’s Phone
Number:

E-mailova adresa piijemce pro zasilani
podkladii pro vystaveni faktur/Payee’s
AP/Payment Contact Email address for
sending documentation for the invoices

fakturace.trials@fnusa.cz

DIC/Tax ID Number:

CZ00159816

Variabilni symbol / Specific symbol:

Cislo faktury / Invoice number

Piijemce platby 2 / Payee 2:

Jméno HZ/PI Name:

Cislo uétu/Account Number:

Prijemce platby/Payee:

Adresa ptijemce platby/Payee’s Address:

Telefon piijemce platby/Payee’s Phone
Number:

E-mailovd adresa piijemce platby pro
automatickou platbu/Payee’s AP/Payment
Contact Email address

DIC/Tax ID Number:

Pfijemci platby jsou povinni pied provedenim
jakékoliv platby poskytnout CRO pisemné tplné
pokyny k platbé. O veskerych zménach nebo
pozadovanych aktualizacich pokynt k platbé
a/nebo bankovnich udaji je pfijemce platby
povinen CRO informovat pisemné.

The Payees must provide full payment instructions
in writing to CRO, before any payment can be
made. The Payee is obliged to inform CRO, in
writing, of any changes or required updates of
payment instructions and/or bank details.

CRO zaplati Instituci a ZkouSejicimu ¢astky
uvedené v této Priloze A.

CRO will pay the Institution and Investigator an
amounts as outlined in the attached Exhibit A.

Naklady na subjekt: Naklady na subjekt
vychazeji z predpokladu, ze byly dokonéeny
vSechny navstévy a postupy vsouladu se
specifikacemi Studie stanovenymi v Protokolu.

Per Subject Cost: The per-subject cost is based
upon completion of all visits and procedures in
accordance with the Study specifications set forth
in the Protocol. Payments will be calculated based
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Platby budou vypodteny dle Udaji studie, které
obdrzi CRO a spole¢nost Pfizer, a budou
vyplaceny, pokud studijni pracovi$té splni
Protokol a podminky této Smlouvy o provedeni
klinického hodnoceni, jakoz i podminek této
Objednavky studie; CRO bude platby provadét
Ctvrtletne.

on Study Data received by CRO and Pfizer and
will be paid as long as the site is in compliance
with the Protocol and the terms of this Agreement/
Agreement and the terms of this Study Order CRO
will make payments on a quarterly basis

Postup proplaceni Nakladi na subjekt

a. Spolecnost PPD je povinna
vypocist platby Nakladi na subjekt, které
jsou splatné ctvrtletné, na zakladé sazeb a
vV méné uvedené v Rozpoctu.

b. Spolecnost PPD je povinna
zaslat Instituci a/nebo ZkouSejicimu predem
e-mailem oznameni o navrhované platbé.
Adresa Instituce pro zasilani téchto podkladi
je fakturace.trials@fnusa.cz

C. Bude-li k navrhované platbé
jakykoliv dotaz, jsou Instituce a/nebo
Zkousejici povinni tento dotaz zaslat e-
mailem na adresu
InvetigatorPayments@ppdi.com pired
uplynutim lhity pro dotazy stanovené
v predchozim oznameni.

d. Na zakladé téchto podkladd vystavi
Instituce fakturu na jeji ¢ast plateb. Splatnost
faktury je 30 dnii od data p¥ijeti faktury PPD.

Cost Per Subject Payments Procedure

a. PPD shall calculate any Cost
per Subject Payments that are due on a
quarterly basis based on the rates and in the
currency set out in the Budget.

b. PPD shall provide the
Institution and/or Investigator with advance
notification of the proposed monthly payment
via email. Institutional email for sending such
notification is fakturace.trials@fnusa.cz

C. If there is a query on the
proposed  payment, Institution  and/or
Investigator should email
InvestigatorPayments@ppdi.com before the
query deadline detailed in the advance
notification.

d. Based on the documentation Institution shall
issue invoice for its part of the payments.
Invoice due date is 30 days from the date the
invoiced is received by PPD.

Vicenaklady spojené se Studii a vice naklady

Other Study-Level Costs and Additional

spojené s lécbou: Kromé& ndkladli na subjekt
zaplati CRO Instituci a ZkouSejicimu
vicendklady spojené se Studii, jakoz i vice
naklady spojené s 1écbou, které spolecnost Pfizer
schvalila pfedem a které jsou uvedeny v Ptiloze
1. Za ucelem vyzadani si platby za tyto naklady
vystavi Instituce a Zkousejici CRO polozkové
faktury, knimz budou pfiloZeny podrobné
podklady nebo  uétenky, které budou
dostate¢nym zplisobem dokladat ¢astku zvySeni
nakladt. Jakékoli néklady oznacené v Piiloze 1
jako uctovatelné by mély byt CRO fakturované
béhem navstév nebo v dobach v nich uvedenych,
a nemély by byt pfedkladany platcim ztad
tietich osob.

Treatment-Related Costs: In addition to the per-
subject costs, CRO will pay Institution and
Investigator for the other Study-level costs and
additional treatment-related costs that are pre-
approved by Pfizer, as set forth in Exhibit 1. To
request payment of these costs, Institution and
Investigator will remit itemized invoices to CRO,
including submission of detailed back-up
documentation or receipts sufficient to support
pass-through expenses. Any costs designated as
invoiceable in Exhibit 1 should be invoiced to
CRO at the visits or timepoints specified therein
and not submitted to third party payors.

Konec¢na platba: Z plateb provadénych podle
vySe uvedeného bodu ,,Naklady na subjekt“
bude odecteno pét procent (5%) zkaidé
platby v dobé jeji ihrady. Tato srazka ve vysi
5 % bude poté vyhactovana v ramci stanoveni
kone¢né ceny. Konecna platba bude provedena
poté, co CRO a spolecnost Pfizer provedou

Final Payment: For payments made according
to the section above on “Per Subject Costs,”
five percent (5%) of each payment will be
withheld at the time of payment. This 5%
withholding will be reconciled as part of the
final payment determination. The final payment
will be paid upon final review and acceptance of
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zavéretnou kontrolu a schvaleni vsech Udaji
studie tykajicich se pacientl zafazenych do
Studie, poté, co Hlavni zkousejici a/nebo
Instituce  dokon¢i  veSkeré  pozadované
administrativni Gkony, véetné mimo jiné feSeni
dosud nezodpovézenych dotazii a vraceni
veskerého Vybaveni spolecnosti Pfizer nebo
dodaného prodejcem, které bude spolecnost
Pfizer vyzadovat.

all Study Data for enrolled patients by CRO and
Pfizer, completion of all required administrative
matters by the Principal Investigator and/or
Institution, including, but not limited to (resolution
of all outstanding queries, and the return of any
Pfizer or Vendor-provided Equipment requested
by Pfizer.

ZAadna platba. CRO nezaplati Instituci a
ZkouSejicimu za zadny subjekt Studie, jehoz
zafazeni do Studie nespliuje kritéria zptisobilosti
pro ucast ve Studii, ktera jsou stanovena
v Protokolu, nebo ve vztahu knémuZz nelze
Udaje studie analyzovat kvili odchylkdam
Vv Protokolu, nedostatku fadnych zdznami nebo
netplnych, nespravnych nebo neovéfitelnych
CRF.

No Payment. CRO will not pay Institution
/Investigator for any Study subject whose
enrollment in the Study deviates from the
Protocol's eligibility criteria or from whom Study
Data cannot be analyzed because of Protocol
deviations, lack of proper records or incomplete,
uncorrected or unverifiable CRFs.

Hodnocené 1é¢ivo: Na zakladé Smlouvy da
spolecnost Pfizer nebo CRO k dispozici 1é¢ivo
spolecnosti  Pfizer. Nize uvedenda 1éCiva
vyzadovana Protokolem jsou popsana nize:
Tafamidis meglumine (PF-06291826) 20 mg
nebo 80 mg

Investigational Drug: Per the Agreement, Pfizer
or CRO will provide the Pfizer Drug. The
following additional Protocol-required drugs are
addressed below:
o Tafamidis meglumine (PF-
06291826) 20 mg nebo 80
mg

Start-up poplatek laboratorim - CRO uhradi
Instituci castku podle tabulky plateb nize
(Oddé¢leni klinické hematologie) a to k tthradé
nakladl  spojenych s poskytovanim sluzeb
lokalni laboratotfe. Tato jednordazova uhrada
bude fakturovana po podpisu smlouvy.

Laboratory start-up fee: CRO will reimburse
Institution amount as per table of payments below
(Clinical hematology department) for costs
connected with providing laboratory services. This
one off payment will be invoiced after the
execution of this Agreement.

Poplatek za zahidjeni— Na zdkladé¢ doruceni
originalni faktury, CRO uhradi jednordzovou
platbu Instituci bezprosttedné¢ po podpisu
Smlouvy, a to ve vysi podle tabulky plateb nize.
Tento administrativni poplatek zahrnuje uhradu
nakladt ekonomického a pravniho charakteru v
souvislosti s vyjednanim této Smlouvy,
koordinaci zapojeni 1ékarny a s vyhodnocenim
proveditelnosti studie v Instituci. Shora uvedena
platba bude splatnd ve 1huté 30 dnii od pfijeti
faktury od Instituce.

Start-Up Fee—Based on the receipt of an original
invoice CRO shall pay one off payment as per
table of payments below to Institution straight
after the execution of the Agreement. This
administrative fee includes the reimbursement of
economic and legal nature in connection with the
negotiation of this Agreement, coordinating the
involvement of the Pharmacy and the evaluation
of the Study feasibility at the Institution. Above
mentioned fee shall be payable within 30 days
from the receipt of the invoice from Institution.

Poplatek lékarné pri_ zahajeni Po podpisu
smlouvy zaplati CRO Instituci poplatek ve vysi
podle tabulky plateb nize jako odménu za prace
na piipravé aktivace lékarny, na zéklad¢
vystavené faktury ze strany Instituce.

Pharmacy start-up Fee—After the signature of
this Agreement, CRO will make a Pharmacy fee
payment as per table of payments below to
Institution as a reimbursement for work performed
to prepare for pharmacy activation based on the
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Spolu s posledni platbou bude pak Instituci
uhrazen poplatek za likvidaci Ié¢iva podle
tabulky plateb nize

invoice issued by Institution.

Together with the last payment to the Institution
the fee for destruction of the Study Drug shall be
paid in the amount as per table of payments below.

Poplatek za archivaci Spolu s posledni platbou
ve studii zaplati CRO Poplatek za archivaci
podle tabulky plateb nize za skladovani
dokumentace souvisejici s klinickym
hodnocenim po dobu 15 let od ukonéeni Studie.

Archiving Fee—Together with last payment in
the Study , CRO will pay an Archiving fee as per
table of payments below for storage of
documentation connected with clinical trial for the
period of 15 years from the day the termination of
the Study.

Poplatek za sluzby studijniho koordinatora

Study coordinator fee: CRO will pay Institution

OKS CRO se zavazuje hradit Instituci ¢astku
podle tabulky niZze za poskytovani sluzeb
koordinatora Oddé¢leni klinickych studii. Tyto
platby jsou fakturovany pribéZné spolecné s
platbami za navstévy.

in accordance with the table of payments below
for Services of Clinical Trial Department Study
Coordinator. Such payments are invoiced
intermittently with visit payments.

Neplanovana navstéva: Piijemci plateb budou
proplacené procedury specifikované v tabulce
plateb nize, pokud budou vykonané bé&hem
neplanované navstévy.

Unscheduled visit: Institution shall be reimbursed
for the procedures that are specified in the table of
payments below, if performed during unscheduled
visit.

Cestovni vydaje pacienti — Naklady subjektil
na jidlo a/nebo dopravu na navstévy spojené se
Studii, které vyzaduje Protokol, a =z téchto
navstév budou nahrazovany kazdému Subjektu
formou poukazek v hodnoté¢ 850,- K¢ za jednu
navstévu. ZkousSejici odpovidd za vedeni
ucetnich  zdznami o vSech vyuzitych a
nevyuzitych poukazkach. Poskytovani poukazek
bude kontrolovat spole¢nost PPD bé&hem
pravidelnych navstév.

Patient Travel Expenses — Subject costs incurred
for meals and/or transportation to and from Study
visits as required by Protocol shall be reimbursed
to each Subject per visit in the form of vouchers in
the amount of CZK 850,-. The Investigator shall
be responsible for keeping an accounting log of all
used and unused vouchers. The provision of
vouchers shall be monitored by PPD during
regular monitoring visits.

Poplatky IRB/IEK: Poplatek Etické komisi
zaplati spole¢nost PPD mimo tuto Smlouvu.

IRB/IEC Fees: The Ethics Committee Fee will be
paid by PPD apart from this Agreement.

Faktury a platby/Invoices & Payments:
Faktury vystavujte na/Submit invoices to:
PPD Investigator Services LLC

929 North Front Street

Wilmington, NC 28401, USA

Company ID:

A zasilejte na/And send to:

PPD Investigator Services, LLC
E-mail (uptednostiovany/preferred):
InvestigatorPayments@ppdi.com

V listinné podobé&/Hardcopy:
PPD Investigator Services LLC
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929 North Front Street
Wilmington, NC 28401, USA

Za naklady, které nejsou uvedeny v Pfiloze A,
neni Instituce a ZkouSejici opravnén/a
vystavovat zadnou fakturu, dokud nebude tadné
vyhotoven pfislusny dodatek ke smlouve. Za
ucelem urychleni platby mutze kopie dodatku
tvoftit piilohu takovychto faktur.

For any costs not in Exhibit 1, invoices must not
be submitted by Institution and Investigator
until a relevant contract amendment has been fully
executed has been received. To expedite payment,
such invoices can be accompanied by a copy of
the amendment.

Na vsech fakturach musi byt uvedeny nasledujici
udaje:

Cislo faktury

Datum vystaveni faktury
Celkova splatna castka
Jméno Hlavniho zkousejiciho
Nazev Instituce

Cislo Protokolu

Cislo projektu CRO

Popis poskytnutych sluzeb

Faktury za vicendklady spojené s lécbou, za
dalsi naklady spojené se studii, které CRO
a/nebo spolecnost Pfizer schvalily pfedem, jak je
uvedeno v Pfiloze 1, a za navstévy subjekti musi
téz obsahovat:

e Identifikac¢ni ¢islo subjektu

e Identifikator navstévy (napt. Cyklus 1,

Den 1)
e Naklady podle Ptilohy 1

Nebudou-li tyto pozadované informace uvedeny
na vSech fakturdch, budou faktury proplaceny se
zpozdénim.

The following information must be included on all
invoices:

Invoice number

Invoice date

Total amount Payable

Principal Investigator Name
Institution Name

Protocol Number

CRO project Number
Description of Services Provided

Invoices for additional treatment-related costs,
other study level costs that are pre-approved by
CRO and/or Pfizer, as set forth in Exhibit 1, and
subject visits must also include:

e Subject identification number

e Avisitidentifier (i.e. Cycle 1, Day 1)

e The cost per Exhibit 1

Failure to include this required information on all
invoices will result in delayed payment.

Vsechny uvedené platby neobsahuji DPH. CRO
a/nebo spolecnost Pfizer zaplati DPH, pokud tak
bude vyzadovano ptislusnym zakonem a pokud
Instituce/Hlavni Zkousejici bude DPH tuctovat a
uvadét na faktufe, coz musi byt plné v souladu
S ptislusnymi daiovymi zakony.

All stated sums are exclusive of VAT. CRO /
Pfizer shall pay VAT if required by applicable law
and if Institution / Principal Investigator charges
VAT and states it on the invoice, which shall be
completely in accordance with applicable tax law.

Srazkové dané: CRO muize zakon/piislusny
finanéni ufad ukladat povinnost odecist z plateb
provadénych piijemci plateb urCité srazkové
dané (,,Srazkové dané“). Uplatni-li CRO
odpocet Srazkovych dani zplateb hrazenych
ptijemci plateb vurcené Castce a spravné tyto
Srazkové dané odvede prislusnému financnimu
ufadu, bude se pro ucéely uréeni ¢astky splatné

Withholding Taxes: CRO may be required by
law and/or the relevant tax authority to deduct
certain withholding taxes from payments made to
Payee (“Withholding Taxes”). If and to the extent
CRO applies Withholding Taxes to payments to
the Payee and correctly remits the amount of any
such Withholding Taxes to the relevant tax
authority, CRO will be regarded for the purposes
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CRO pftijemci plateb mit za to, Ze CRO splnila
svij zavazek va¢i pifjemci plateb v Castce
odpovidajici Srazkovym danim, které byly fadné
odecteny a odvedeny. Budou-li to pfislusné
pravni piedpisy od CRO vyZzadovat, bude CRO
povinna zaslat pfijemci plateb potvrzeni o vysi
odvedenych Srazkovych dani, a to formou
vyzadovanou piislusnymi pravnimi piedpisy.

of determining the amount owed by CRO to Payee
as having discharged their liability to the Payee in
an amount equal to the amount of any such
Withholding Taxes correctly deducted and
remitted. Where required to do so under applicable
legislation CRO shall provide  Payee with
certification of the amount of such Withholding
Taxes remitted in a form acceptable under relevant
legislation.

PoZzadavky na nahrady/Refunds:

PPD Investigator Services, LLC
E-mail (uptednostiovany/preferred):
InvestigatorPayments@ppdi.com

V listinné podobé&/Hardcopy:
PPD Investigator Services LLC
929 North Front Street
Wilmington, NC 28401, USA

Pozadavky na nahrady zaslete na/Send refunds to:

Dalsi testovani, 1ééba nebo postupy: Smluvni
strany sjedndvaji, Ze Ptiloha A obsahuje veskeré
naklady spojené s Hodnocenim, na néZ odkazuje
Protokol.  Instituce/Zkousejici  nedostanou
nahradu za Zzadné dalsi testovani, 1é€bu nebo
postupy, které Protokol nevyzaduje nebo které
nejsou uvedeny ve Smlouvé nebo této Piiloze A,
ledaze by takové dalsi testovani, lécbu nebo
postupy predem schvédlila CRO a/nebo
spole¢nost Pfizer.

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

Dodatky: Jakékoliv zmény Pfilohy A budou
vyzadovat pismenny dodatek schvaleny vSemi
smluvnimi stranami.

Amendments: Any changes to this Attachment A
shall be made in the form of written amendment to
this Agreement approved by all Parties.

Suma za Suma za
Nazev navstévy / Visit name Suma za navstévu navstévu
nav§tévu v K¢ Instituce / Zkousejici /
/ Amount per Amount per Amount per
visit in CZK visit visit
Institution Investigator
CzK CzK
V1 Screening / Skrining 5294 2118 3176
V2 M3 (Phone) / M3 (pfes telefon) 1293 517 776
V3 M6 6089 2436 3653
V4 M9 (Phone) / M9 (pfes telefon) 1293 517 776
V5 M12 7532 3013 4519
V6 M15 (Phone) / M15 (ptes telefon) 1293 517 776
V7 M18 6089 2436 3653
V8 M21 (Phone) / M21 (ptes telefon) 1293 517 776
V9 M24 7532 3013 4519

Three-Party Template (Czech Republic) | NGGczNNG
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V10 M27 (Phone) / M27 (pies telefon) 1293 517 776
V11 M30 6089 2436 3653
V12 M33 (Phone) / M33 (pies telefon) 1293 517 776
V13 M36 7532 3013 4519
V14 M39 (Phone) / M39 (ptes telefon) 1293 517 776
V15 M42 6089 2436 3653
V16 M45 (Phone) / M45 (ptes telefon) 1293 517 776
V17 M48 7532 3013 4519
V18 MS51 (Phone) / M51 (pies telefon) 1293 517 776
V19 M54 6089 2436 3653
V20 MS57 (Phone) / M57 (pies telefon) 1293 517 776
M60/End of Study/Early
Termination / M60/Ukonceni
klinického hodnoceni/ PfedCasné
V21 ukonceni 7234 2894 4340
Post-Study Follow-Up 28 days
after End of Study Visit / Nasledna
navstéva po ukonceni klinického
hodnoceni 28 dni po ukonceni
V22 klinického hodnoceni 1372 549 823
PSC Subtotal with Overhead /
Celkem, véetné reZijnich
nakladia 87403 34961 52442
Additional COST/ SUMA SUMA
Procedures that may SUMA Instituce/ | ZkouSejici/
not apply to all Institution | Investigator
Patients /  Dalsi
procedury, které
nemusi byt
aplikovatelné na
vSechny pacienty
To be performed at screening if
more than 30 days have elapsed
from the B3461028 end of study
visit / Platné v skrinigu, pokud
Brief Physical | od navstévy ukonceni hodnoceni
Examination / Kratké | B3461028 uplynulo vic nez 30
fyzikalni vysetieni dni 1900 760 1140
Sample collection, | To be performed at screening if
processing and prep | more than 30 days have elapsed
for  shipment  for | from the B3461028 end of study
central lab / Sbér | visit / Platné v skrinigu, pokud
vzorkd, procesovani a | od navstévy ukonéeni hodnoceni
pfiprava na odeslani | B3461028 uplynulo vic nez 30
pro centralni laboratof | dni 800 320 480
To be performed if previous
assessment occurred more than
six months prior to the end of
12-Lead ECG [/ 12 | study visit / Platné pokud od
svodové EKG posledniho vykonani uplynulo 955 382 573
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vice nez Sest mé&sicli od navstévy
ukonc¢eni hodnoceni
Applicable if Post-Study
Follow-up visit occurs at clinic /
Study Coordinator Fee | Platné pokud je nasledni
| Poplatek studijniho | navstéva po hodnocent
koordinatora vykonana na klinice 671 671
Applicable if Post-Study
Follow-up visit occurs via phone
Study Coordinator Fee | / Platné pokud je nasledna
| Poplatek studijniho | navstéva po hodnoceni
koordinatora vykonana pies telefon 671 671
Applicable at screening when
more than 30 days have elapsed
from the B3461028 end of study
visit / Platné v skrinigu, pokud
Study Coordinator Fee | od navstévy ukonéeni hodnoceni
| Poplatek studijniho | B3461028 uplynulo vic nez 30
koordinatora dni 671 671
aadministrative tasks connected to
the study pplicable for visits M6,
M12, M18, M24, M30, M36,
M42, M48, M54, M60 /
administrativni podpora
klinického hodnoceni, platné pro
Study Coordinator Fee | navstévy v mésicich M6, M12,
| Poplatek studijniho | M18, M24, M30, M36, M42,
koordinatora M48, M54, M60
671 671 0
Applicable if months
3,9,15,21,27,33,39,45,51 and 57
occur on site. / Platné pokud
Study Coordinator Fee | navstéva v mésicich
/ Poplatek studijniho | 3,9,15,21,27,33,39,45,51 a 57 je
koordinatora vykonana na centru 671 671 0
Applicable if months 3,
9,15,21,27,33,39,45,51 and 57
occur in site /Platné pokud
V2, V4, V6, V8, V10, | navstéva A\ meésicich
V12, V14, V16, V18, | 3,9,15,21,27,33,39,45,51 a 57 je
V20 vykonana na centru 1293 517 776
Applicable at screening when
more than 30 days have elapsed
from the B3461028 end of study
Admin/Data Entry Fee | visit. / Platné v skrinigu, pokud
/ Administrativni | od navstévy ukonceni hodnoceni
poplatek / Poplatek za | B3461028 uplynulo vic nez 30
vlozeni dat dni 670 0 670
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Subject Travel
Reimbursement /
Nahrada  cestovnich
nakladii pacienta

Applicable if Post-Study
Follow-up visit occurs at clinic /
Platné pokud je nasledna
navstéva po hodnoceni
vykonana na klinice

850

Khl/2016/032/Fo

850 0

Subject Travel
Reimbursement /
Nahrada  cestovnich
nakladl pacienta

Applicable for all visits that
occur on site. / Platné pro
navStévy vykonand na centru

850

850 0

Amendment fee /
Poplatek za dodatek

Per each amendment / Za kazdy
dodatek

5000

5000 0

Laboratory  start-up
fee/

Start-up poplatek
laboratofim (Odd¢leni
klinické hematologie)

One off / Jednorazovy

8000

8000 0

Unused study drug
destruction one-time
fee on site/
Jednorazovy poplatek
za likvidaci 1é¢iva

One-time fee at the beginning of
the study

1000

1000 0

Unused study drug
destruction at site/
Poplatek za likvidaci

11/kg

11/ kg 0

Start-up fee / Start-up
poplatek

One off / Jednorazovy

30000

30000 0

Pharmacy start-up fee
/ Lékarensky start-up
poplatek

One off / Jednorazovy

13658

13658 0

Archivacéni poplatek

One off / Jednorazovy

15000

15000 0

The anticipated total amount to be paid to Institution for conducting this Study is 241,464 CZK
| Ptiblizna castka splatnd instituci za provadéni klinického hodnoceni je 241,464 KC&.
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Attachment B Ptiloha B
INSURANCE CERTIFICATE POJISTNY CERTIFIKAT
Poterzeni o pojisténi Certificate of Insurance

Toho potvrzenil o pojIStin] S viutng K informadnim Oteidim a nepfensdl na majiisss tonoto pobrzen] 24dna prava. Toto
potirzeni nedopifife, renmiitye an namdn] poising Kyt it ovsdens pojsing sy,
This cerificate |5 lssued a3 a matier of Irformation onfy and comisrs no Aghts upon the cerSficate hoider. This certficate does not
amen, extend or aifer e Coverage y=omensd by the pobcies beiow.

Cislo pojistné smlouvy 5200245116 Policy No.
Pojistitel AlG EUROPE Limlted, organizatnl sledka Insurer
pro Easkou repubiiku
W Celnicl 103174
110 00 Praha 1
Pajistnik Pizar, spol. & r. 0. Mamed Insured
Praha 5, Stroups2nickeno 17, PSC 150 0D
1C: 45244809
Poéatek pojisténi 11,2018 Inception Date of
Insurance
Konec pojisténi 31.12.2018 Expiration of Insurance
Poéatek hodnoceni 14 September 2017 Inception of Trial
Konec hodnoceni 30 April 2022 Expiration of Trial
Druh pojisténi Kiinicks hodnocanl humanniho ie€lva.  Type of Insurance
Clinkzal trials.
Rozsah I[r]rti' Touto pojistnou smiouvou 52 Kryje: Smpe of Cover

- odpovidnoat za Skody vzniklé na zdrawi u subjektl kiinlckého hodnocen|

- odpovidnoat za Skedu pro zkoude]icho a zadavatele kilnlckéhe hodnocenl v aouvislostl &
timte hodnocenim v souladu & ustanovenim § 52 odat 3, plsm. f) Zak. & 37802007 Sb. o
Ie€ivach, v platném znénl, v rozeanu podle mezinaredniho pejlstného programu

- pro pojidténi kinlckeho tastovani neplat vyluka 4.1.13

This pollcy cOvers:
- 3" Party Liabliity for trial subjects for Injury to health arising out of making the clinical trial
- 3™ Party Liaallity for Injury covering Investigator and sponsor of cinlcal iial connectad with this
clinical trial In complance with provislons of Section 52 [2) (f) of Act No. 378/2007 Coll, o0
Drgs, as amanded, 35 per the Master palicy wonding.
- Tor this Insurance the exclusion 4.1.13 of terms and conditions Is not applied
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Testovany produkt Tafamidiz megluming Tested drug
Cislo studie B3461045 Code Number of Study
Hazey Multicentricka, randomizovana, dvojits Title

zaalepena, prodicuiana studle faze Il pro
peacuzenl bezpeénost! denninge orainine
udvani pFipravku tatamidis megluminag (PF-
0&25182¢€) 20 myg, nebo 80 my u subjektl s
diagnostikovancy transthyretinoweu
kardiocmyopatl [TTR-CM)

& PHASE 3 MULTICENTER, RANDOMIZED,
DOUBLE-BLIND, EXTENSION STUDY TO
EVALUATE THE SAFETY OF DALY ORAL
DOSING OF TAFAMIDIS MEGLUMINE (PF-
0E231826) 20 MG OR B0 MG IN SUBJECTS
DIAGHOSED WITH TRANSTHYRETIN
CARDIOMYOPATHY [TTR-CM)

Uzemni platnost Czach Republic Policy Termitory

Pojistna castka 5.000.000 USD Limit of Indemnity Per
occurrence and in the
aggregate

Spoludéast o Deductible

Praha 20.3.201&




Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and Materials

CRO/Pfizer-Provided Equipment

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

CRO/Pfizer-Provided Materials

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

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

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

Permitted Uses of Vendor Property

Principal Investigator and Institution will use Vendor
Property only for purposes of this Study. Vendor
Property shall be used in accordance with any
manuals, instruction for use or directions during the
whole use by Principal Investigator and Institution.

Disposition of Vendor Property

The vendor will collect the Vendor Property from
Institution upon Study completion at its own expense
as soon as possible and suitable.

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

Equipment and Materials
Vybaveni a materialy

C-1
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Piiloha C
VYBAVENI A MATERIALY
Vvbaveni a  materialy poskytnuté CRO/

spolecnosti Pfizer

Vybaveni poskytnuté CRO/spole¢nosti Pfizer

CRO nebo spolecnost Pfizer poskytne vybaveni
uvedené nize (dale jen ,,Vybaveni CRO*) pro pouziti
Hlavnim zkousSejicim nebo Instituci pfi provadéni
Studie nebo podavani zprav o Studii: ZADNE

Materialy poskytnuté CRO/spole¢nosti Pfizer

CRO poskytne nize uvedené chranéné materialy,
kter¢é CRO vlastni nebo k nimz disponuje licenci,
(dale jen ,,Materidly CRO®) pro pouziti Hlavnim
zkouSejicim nebo Instituci pfi provadéni Studie nebo
podavani zprav o Studii.

Dodané materialy: ZADNE

Vybaveni a materialy poskytnuté prodejcem

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

Povolené pouzivani Majetku prodejce

Hlavni zkouSejici a Instituce budou pouzivat Majetek
prodejce pouze pro ucely této Studie. Majetek
prodejce bude pouzity v souladu s manudly,
instrukcemi pro pouziti nebo pokyny béhem celého
pouzivani Zkousejicim a Instituci.

Nakladani s Majetkem prodejce

Prodejce pievezme majetek prodejce od Instituce po
ukonceni klinického hodnoceni a to na své naklady,
jakmile je to mozné a ucelné.

Vlastnictvi, povinnosti a pravni odpovédnost za
Skodu

Vlastnictvi.  Vybaveni CRO, Materidly CRO a
Majetek prodejce jsou a zlstavaji majetkem
spolecnosti CRO, spolecnosti Pfizer, prodejce nebo

Version: December 2012
Verze: prosinec 2012



may be.

Responsibilities. Vendor will bear all costs related to
the delivery, installation and return of the Vendor
Property. All repairs and service of the Vendor
Property, its regular maintenance and necessary
spare parts, as well as imposed checks and
inspections of the Vendor Property will be paid by
Vendor. An employee of the department of
Informatics (depending on the equipment type) must
be present during equipment transfer to the
Institution. This employee will sign a protocol of
transfer and will accept all relevant documentation
from the vendor (e.g. CE Certificate and instructions
for use).The party receiving and using them will bear
the risk of loss or damage to CRO Equipment, CRO
Materials, and Vendor Property. If any CRO
Equipment, CRO Materials, or Vendor Property must
be replaced by CRO, Pfizer or vendor during Study
conduct as the result of loss or damage by a party to
this Agreement, CRO reserves the right to deduct,
from future Study funding payments, the cost to
CRO or Pfizer of the replacements.

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

Version Date: December 2012

Equipment and Materials
Vybaveni a materialy
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poskytovatele licence (dle konkrétni situace).

Povinnosti. Prodejce ponese veskeré naklady spojené
s dodavkou, instalaci a vraceni majetku prodejce.
Veskeré opravy a servis Majetku prodejce, jeho
pravidelni Gdrzbu a nevyhnutné nahradné dily, stejné
jako kontroly a inspekce Majetku prodejce budou
hrazeny Prodejcem. Pti pfedani piistroji Instituci musi
byt piitomen pracovnik Oddéleni piistrojové techniky
nebo Useku informatiky (dle typu piistroje) Instituce,
se kterym bude sepsan predavaci protokol a kterému
budou ze strany spolecnosti Pfizer piedany veskeré
souvisejici dokumenty (napt. certifikat CE a navod k
obsluze). Strana, ktera pfijala a pouziva Vybaveni
CRO, Materialy CRO nebo Majetek prodejce, nese
riziko jejich ztraty nebo poSkozeni. Pokud CRO,
spoleCnost Pfizer nebo prodejce musi vymenit
jakékoli Vybaveni CRO, Materially CRO nebo
Majetek prodejce béhem provadéni Studie v
disledku ztraty nebo posSkozeni zptisobeného stranou
této Smlouvy, CRO si vyhrazuje pravo odecist
nadklady CRO nebo spole¢nosti Pfizer na jejich
vyménu z budoucich plateb financovani Studie.

Prévni odpovédnost za Skodu. CRO ani spolecnost
Pfizer neodpovidaji za zadné Skody, vetné skody na
zdravi osob ¢i poskozeni majetku, vzniklé v dusledku
pouzivani Vybaveni CRO, Materidli CRO nebo
Majetku prodejce, kromé piipadt, kdy (1) takové
Skody byly zpusobeny nedbalosti nebo svévolnym
porusenim povinnosti ze strany CRO, spolecnosti
Pfizer nebo prodejce, nebo kdy (2) skoda na zdravi
osob predstavuje Ujmu zptisobenou zapojenim do
studie na zdravi Subjektu studie tak, jak je popsana
v piiloze B této Smlouvy.

Datum verze: prosinec 2012

Version: December 2012
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Attachment D
PFIZER INTERNATIONAL ANTI-BRIBERY AND

ANTI-CORRUPTION BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted
and means:

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

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

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

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

(v) any member of a royal family or member of

Pfizer Principles
Principy spole¢nosti Pfizer

Khl/2016/032/Fo
Pfiloha D
MEZINARODN{  PROTIUPLATKARSKE A
PROTIKORUPCN{ ZASADY
SPOLECNOSTI PFIZER

Spole¢nost Pfizer dlouhodobé prosazuje firemni
politiku zakazujici uplatky a korupci pfi obchodni
¢innosti ve Spojenych statech i Vv zahraniéi.
Spolecnost Pfizer se =zavédzala vykondvat svou
obchodni ¢innost bezithonnym, etickym a zdkonnym
zpusobem v souladu se vSemi priislusnymi zakony a
nafizenimi. Stejny zdvazek ocekavame od naSich
poradcii, zmocnéncli, zastupci nebo dalSich
spole¢nosti ¢i fyzickych osob jednajicich nasim
jménem (dale jen ,,Obchodnich partnerti), jakoz i od
osob jednajicich jménem téchto Obchodnich partnerd
(napf. subdodavatelt) v souvislosti s praci pro
spole¢nost Pfizer.

Uplacent uiednich osob

Ve vétSiné statl existuji zakony zakazujici (pfimé ¢i
nepiim¢é) poskytovani, nabizeni nebo slibovani
jakychkoli plateb nebo ¢ehokoli hodnotného Gfednim
osobdm s Umyslem ovlivnit Ofedni tkony ¢&i
rozhodnuti 0 ziskdni ¢i udrzeni ur¢ité obchodni
piilezitosti.

Pojem ,,Utedni osoba“ je vykladan v irokém smyslu
a zahrnuje:

(M jakoukoli volenou nebo jmenovanou tfedni
osobu (napf. zakonodarce nebo ufednika
ministerstva vlady);

(i) jakéhokoli  zaméstnance nebo  osobu
jednajici jménem nebo z povéfeni Utedni
osoby, ufadu vlady nebo podniku, ktery
vykonava vladni funkci nebo ktery vlastni ¢i
fidi vlada (napt. zdravotnika zaméstnaného

ve stadtni nemocnici nebo vyzkumného
pracovnika  zaméstnaného na  statni
univerzité);

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

(iv) jakéhokoli  zaméstnance nebo  osobu
jednajici jménem nebo z povéefeni vefejné
mezinarodni organizace;

(v) jakéhokoli ¢lena kralovské rodiny nebo

Version: November 2013
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the military; and

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

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

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

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

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

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

. Business Associates, and those acting on
their behalf in connection with work for
Pfizer, may not directly or indirectly make,
promise, or authorize the making of a
corrupt payment or provide anything of
value to any Government Official to induce
that Government Official to perform any
governmental act or make a decision to help
Pfizer obtain or retain business. Business
Associates, and those acting on their behalf
in connection with work for Pfizer, may
never make a payment or offer any item or
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prislusnika armady; a
(vi) jakoukoli  osobu  jinak ze  zékona
povazovanou za Utedni osobu.

Pojem ,,Vlada“ v tomto kontextu zahrnuje vSechny
urovné a slozky vlady (tj. organy na mistni, krajskeé i
celostatni Urovni, a to spravni, zdkonodarné i
vykonné).

Vzhledem k Sirokému pojeti definice Gfedni osoby je
pravdépodobné, ze Obchodni partneti budou v ramci
své obvyklé cinnosti pro spolecnost Pfizer s
Utednimi osobami bé&zné jednat. Napiiklad 1ékati
zaméstnani ve statnich nemocnicich se podle zasad

spole¢nosti Pfizer povazuji za ,,Utfedni osoby*.

Americky zadkon o zahrani¢nich korupénich
praktikach (dale jen ,,FCPA*) zakazuje poskytovani,
slibovani nebo schvalovani platby nebo poskytovani
ehokoli hodnotného zahrani¢ni Ufedni osobé za
ucelem nepatficného nebo korupéniho ovlivnéni
jednani nebo rozhodovéani takové osoby s imyslem
pomoci spolecnosti ziskat nebo si udrzet obchodni
prilezitost nebo ziskat jinou nepatfi¢nou vyhodu.
FCPA rovnéz zakazuje spolecnostem ¢i osobam
vyuzivat jinych spolecnosti nebo fyzickych osob k
provadéni jakékoli z wvySe uvedenych cinnosti.
Spole¢nost Pfizer je jako americka spole¢nost
povinna dodrzovat ustanoveni FCPA a miiZze nést
pravni odpovédnost za jednani, jehoz se kdekoli na
sveéteé dopusti kterykoli z jejich Obchodnich partnerd.

Protiuplatkaiské a  protikorupéni  zasady
upravujici vztahy s Vladami a Ufednimi osobami

Obchodni partnefi jsou povinni sdélovat a dodrzovat
nasledujici zasady tykajici se jejich vztaht s V1adami
a Ufednimi osobami:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi pfimo ani nepiimo poskytovat,
slibovat nebo schvalovat provedeni korupéni
platby = nebo  poskytovani  ¢ehokoli
hodnotného,  kterékoli  Utfedni  osobé
S umyslem ji pfimét, aby ucinila ur€ity ukon
nebo piijala urité rozhodnuti, které
spolecnosti Pfizer pomize ziskat nebo
udrzet si obchodni pfilezitost. Obchodni
partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spole¢nost Pfizer
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benefit to a Government Official, regardless
of value, as an improper incentive for such
Government Official to approve, reimburse,
prescribe, or purchase a Pfizer product, to
influence the outcome of a clinical trial, or
to otherwise benefit Pfizer’s business
activities improperly.

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

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

Khl/2016/032/Fo

nesmi nikdy poskytnout zadné Ufedni osobé
platbu nebo ji nabidnout jakykoli pfedmét ¢i
vyhodu (bez ohledu na jejich hodnotu) s
myslem nepattiéné piimét Ufedni osoby ke
schvaleni, proplaceni, pfedepsani nebo
nakupu jakéhokoli piipravku spolecnosti
Pfizer nebo ovlivnéni vysledku klinického
hodnoceni nebo dosazeni jakéhokoli jiného
nepatfiéného zvyhodnéni obchodni ¢innosti
spolecnosti Pfizer.

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer musi znat a dodrzovat vSechny mistni
zékony, nafizeni nebo provozni postupy
(v€etné pozadavkl vladnich subjektii, jako
napf. stdtnich nemocnic nebo vyzkumnych
ustavil), které stanovi limity, omezeni nebo
pozadavky na zvefejnéni odmén, financni
podpory, darti nebo darkd, jez mohou byt
poskytovany Ufednim osobam. Pokud si
Obchodni partner neni jisty vyznamem nebo
aplikovatelnosti  kteréhokoli stanoveného
limitu, omezeni nebo pozadavki na
zvefejnéni v souvislosti s jednanim s
Utednimi osobami, mé&l by se pied
zahajenim takového jednani obratit na svou
primarni kontaktni osobu ve spolecnosti
Pfizer.

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi nabizet odmény za urychlené
vyfizeni. ,,Odménou za  urychlené
vyFizeni“ se rozumi platby zanedbatelné
astky Ukednim osobdm s cilem zajisténi
nebo urychleni rutinniho ufedniho ukonu, ke
kterému nemd rozhodovaci pravomoci.
Prikladem Odmény za urychlené vytizeni
jsou platby za urychlené vytizeni licenci,
povoleni nebo viz, k nimZz byly fadné
dolozeny veskeré potiebné podklady. Pokud
Obchodni partner nebo osoba jednajici jeho
jménem v souvislosti s praci pro spole¢nost
Pfizer obdrzi pozadavek nebo se dozvi o
pozadavku na Odménu za urychlené
vyiizeni nebo Uplatku v souvislosti s praci
pro spolec¢nost Pfizer, je Obchodni partner
povinen tuto skuteCnost bezodkladné
nahlasit své primarni kontaktni osobé ve
spole¢nosti Pfizer pfedtim, neZz podnikne
jakékoli dalsi kroky.
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Commercial Bribery

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

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

Business Associates must communicate and abide by
the following principles with regard to their

interactions with private parties and Pfizer
colleagues:
. Business Associates, and those acting on

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

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

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

K uplatkaistvi a korupci muze dochazet i mimo
ufedni styk, v obchodnich vztazich mezi podniky. Ve
veétSing statl existuji zadkony zakazujici nabizeni,
slibovani, poskytovani, pozadovani, pfijimani nebo
souhlas s pfijimanim penéz nebo ¢ehokoli
hodnotného, vyménou za poskytnuti nepatiiéné
obchodni vyhody. Mezi ptiklady zakdzaného jednani
patii zejména poskytovani drahych darti, okazala
pohostinnost, nezakonné provize nebo investiéni
prilezitosti s cilem nepatfiéné nékoho piimét k
nakupu zbozi nebo sluzeb. Spolupracovnici
spole¢nosti  Pfizer nesmi nabizet, poskytovat,
pozadovat nebo piijimat uplatky a ocekavame od
svych Obchodnich partnerti, jakoz i1 od osob
jednajicich jejich jménem v souvislosti s praci pro
spole¢nost Pfizer, ze budou dodrzovat stejné zasady.

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

Obchodni partneii jsou povinni sdélovat a dodrzovat
nasledujici zasady tykajici se jejich vztahd se
soukromymi osobami a spolupracovniky ve
spole¢nosti Pfizer:

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi piimo ani nepiimo provadeét,
slibovat nebo schvalovat provedeni korupéni
platby nebo poskytnout cokoliv hodnotného
kterékoli osobé s cilem ovlivnit ji, aby

poskytla spolec¢nosti Pfizer nezakonnou
obchodni vyhodu.
. Obchodni partnefi a osoby jednajici jejich

jménem v souvislosti s praci pro spole¢nost
Pfizer nesmi pfimo ani nepiimo pozadovat,
souhlasit s pfijetim nebo piijimat plathy
nebo cokoli hodnotného, jako nepatfi¢nou
pobidku v souvislosti s jejich obchodni
¢innosti provadénou pro spole¢nost Pfizer.

. Spolupracovnici spolecnosti Pfizer nesmi od
Obchodnich partnert a osob jednajicich
jejich jménem v souvislosti s praci pro
spolecnost Pfizer pfijimat zadné dary,
sluzby, vyhody, zédbavu nebo jiné predméty
s vy$8i nez symbolickou nebo zanedbatelnou
penézni hodnotou. Dary zanedbatelné
hodnoty jsou dovoleny jen v ptipadé, Ze jsou
pfijimany jen obcas pouze pii vhodnych
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only at appropriate gift-giving occasions.
Reporting Suspected or Actual Violations

Business Associates, and those acting on their behalf
in connection with work for Pfizer, are expected to
raise concerns related to potential violations of these
International  Anti-Bribery and Anti-Corruption
Principles or the law. Such reports can be made to a
Business Associate’s primary point of contact at
Pfizer, or if a Business Associate prefers, to Pfizer’s
Compliance Group by e-mail at
corporate.compliance@pfizer.com or by phone at 1-
212-733-3026.
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prilezitostech.
OhlaSovani poruSeni nebo podezieni na poruseni

Od Obchodnich partnert a osob jednajicich jejich
jménem v souvislosti s praci pro spole¢nost Pfizer se
ocekava, ze nahlasi své obavy ohledné mozného
poruseni téchto Mezinarodnich protiuplatkaiskych a
protikorupcnich zasad nebo zékond. Tato hlaSeni
mohou byt adresovana primarni kontaktni osobé
Obchodniho partnera ve spolecnosti Pfizer, nebo
pokud to dany Obchodni partner upiednostiiuje,
oddéleni Compliance spole¢nosti Pfizer e-mailem na
adresu  corporate.compliance@pfizer.com  nebo
telefonicky na ¢islo 00-1-212-733-3026.
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