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CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKEM

HODNOCENI
between mezi
PAREXEL International (IRL) Limited PAREXEL International (IRL) Limited
and a

Revmatologicky Ustav

Revmatologicky ustav

Pfizer Protocol # _

Protokol spolecnosti Pfizer ¢. -

This Clinical Study Agreement
(“Agreement”) between

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

PAREXEL International (IRL)
Limited,

with a place of business at

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company Number: 541507
VAT Number: IE 3249971HH
(“CRO”)

PAREXEL International (IRL) Limited,
se sidlem

70 Sir John Rogerson's Quay

Dublin 2

Irsko

Registracni ¢. spole€nosti: 541507
DIC DPH: IE 3249971HH
(déle jen ,,CRO*)

and

a

Revmatologicky Ustav

State-subsidized organization,

with a place of business at Na Slupi 450/4,
128 00 Praha 2, Czech Republic
Company Registration No.: 00023728
VAT ID No.: CZ00023728

Bank account No: 439021/0710 at Czech
National Bank

IBAN: CZ1007100000000000439021
SWIFT: CNBACZPP

Represented by: Prof. MUDr. Karel
Pavelka, DrSc., Director

(“Institution” and/or “Healthcare
services provider” and/or “Provider”),

Revmatologicky Ustav,

statni prispévkova organizace

se sidlem Na Slupi 450/4,

128 00 Praha 2, Ceska republika

IC: 00023728

DIC: CZ00023728

Bankovni et & 439021/0710 u Ceské
narodni banky,

IBAN: CZ1007100000000000439021
SWIFT: CNBACZPP

zastoupeny Prof. MUDr. Karlem Pavelkou
DrSc, feditelem

(dale jen ,.Instituce®, ,,poskytovatel
zdravotnich sluZeb* anebo
,.poskytovatel*),

becoming effective as of the date of it"s due
publication in the public Register of
Contract of the Czech Republic.

nabyva UcCinnosti datem jejiho fadného
uvetejnéni ve vetejném registru smluv Ceské

republiky.
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Pfizer Inc. (“Pfizer”) wishes to sponsor a
clinical study entitled “ﬁ”
(“Study,,)

to be conducted by

B (rPrincipal Investigator”),

employee of the Institution, and, as the case
may be, other delegated Study Sub-
Investigators, all  being Institution
employees;

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.

There is/are separate agreement(s) between
CRO and the Principal Investigator and, as
the case may be, between CRO and Sub-
Investigator(s), relating to the Study (see
Section 1.3 below).

Spolecnost Pfizer Inc. (dale jen ,,spole¢nost
Pfizer) ma v umyslu stat se zadavatelem
klinického hodnoceni S nazvem
JTE (dale jen . Studie®),

které bude provadéno pod vedenim

_ (déle jen ,,hlavni zkouSejici®),
zamé&stnankyné poskytovatele, a piipadné
dalSich spoluzkousejicich, rovnéz
zamestnancu poskytovatele

v Instituci podle vySe uvedeného protokolu
spolecnosti Pfizer (dale jen ,,Protokol*).
Spolec¢nost Pfizer delegovala odpovédnost za
vedeni této studie, véetné uzavirani smluv a
monitorovani studie, na CRO a zmocnila
CRO zavazovat spolecnost Pfizer k plnéni
veSkerych zavazkl v této smlouvé, u kterych
je vyslovné uvedeno, ze nalezi spolecnosti
Pfizer.

Mezi CRO a hlavnim zkousSejicim a ptipadné
také mezi CRO a spoluzkousejicimi existuje
samostatna smlouva/smlouvy tykajici se
Studie (viz Clanek 1.3 nize).

The parties agree as follows:

Strany se dohodly na nésledujicim:

1. Responsibilities

1. Povinnosti

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

11 ZkouSejici a  vyzkumni
pracovnici.  Studii povede
Hlavni zkouSejici Instituce.
Instituce zajisti, ze
jednotlivei,  ktefi  budou
spolupracovat pii provadéni
studie jako spoluzkousejici
nebo jako vyzkumni
pracovnici a ktefi jsou
zaméstnanci nebo dodavateli
Instituce,  jsou  nalezité
vyskoleni a kvalifikovani.
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1.2

Compliance  Obligations.
Institution is responsible to
CRO and Pfizer for
compliance by all Study
personnel who are
Institution employees or
contractors with the terms
of this Agreement and
International  Conference
on Harmonization Good
Clinical  Practice (ICH
GCP) guidelines, as well as
applicable law, regulations,
and governmental
guidance, including namely
Act No. 378/2007 Coll. on
Pharmaceuticals, as
amended

(“Pharmaceuticals Law”),
Regulation of the Ministry
of Health and Ministry of
Agriculture No. 226/2008
Coll. on Good Clinical
Practice and Specific Terms
for Clinical Trials of
Pharmaceuticals, as
amended, Regulation of the
Ministry of Health and
Ministry of Agriculture No.
86/2008 Coll. on Good

Laboratory Practice
concerning
Pharmaceuticals, as

amended, Regulation of the
Ministry of Health and
Ministry of Agriculture No.
84/2008 Coll., on Good
Pharmaceutical ~ Practice,
Conditions for Disposal of
Pharmaceuticals within

Pharmacies, Health
Institutions and  other
Institutions dispensing

Pharmaceuticals, and Act
No. 372/2011 Coll. on

1.2

Zavazky ohledné dodrzovani
predpisu. Instituce odpovida
CRO a spolecnosti Pfizer za
to, ze vSichni pracovnici
podilejici se na Studii, ktefi
jsou zaméstnanci Instituce
nebo jejimi dodavateli, budou
dodrzovat podminky této
Smiouvy, doporuceni
Mezinarodni konference pro
harmonizaci spravné klinické
praxe (ICH GCP) a pfislusné
zakony, nafizeni a vladni
pokyny,  vcéetn¢  zakona
¢. 378/2007 Sh., o 1é¢ivech,
ve znéni pozdéjSich predpist
(dale jen ,,zakon o 1éCivech®),
vyhlasky Ministerstva
zdravotnictvi a Ministerstva
zemédélstvi  ¢. 226/2008 Sb.,
o spravné klinické praxi a
blizsich podminkach
klinického hodnoceni
lé¢ivych ptipravka, ve znéni
pozdg&jsich predpist, vyhlasky
Ministerstva zdravotnictvi a
Ministerstva zemedelstvi
¢. 86/2008 Sh., o stanoveni
zdsad spravné laboratorni
praxe Vv oblasti 1éCiv, ve znéni
pozdé&jsich predpisi, vyhlasky
Ministerstva zdravotnictvi a
Ministerstva zemedelstvi
¢.84/2008 Sh., o0 spravné
lékarenské praxi, blizSich
podminkach zachazeni
S 1éCivy v lékarnach,
zdravotnickych zatizenich a
u dalsich provozovateli a
zafizeni vydavajicich léc€ivé
ptipravky, ve znéni
pozdéjsich predpisti, a zakona
¢. 372/2011 Sb.,

0 zdravotnich  sluzbach a
podminkach jejich
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Medical  Services and
conditions for their
provision, as amended.
Institution  will  provide
appropriate oversight of
Principal Investigator’s
activities  within the
Institution.

poskytovani, ve znéni
pozdéjsich predpisi. Instituce
bude dohlizet na provadéni
klinického hodnoceni
Hlavnim  zkouSejicim v
Instituci.

1.3 Adgreement between CRO 1.3 Smlouva mezi CRO a
and Principal Investigator. Hlavnim zkouSejicim. Blizsi
Study conduct by Principal podminky provadéni Studie
Investigator and Principal Hlavnim  zkouSejicim a
Investigator’s  associated souvisejici zavazky Hlavniho
obligations to CRO and zkousejiciho vici CRO a
Pfizer are documented in a spolenosti ~ Pfizer  jsou
separate agreement uvedeny v samostatné
between CRO and Principal smlouvé mezi CRO a
Investigator. Institution Hlavnim zkousejicim.
confirms that it is aware of Instituce potvrzuje, ze si je
this separate agreement. védoma této  samostatné
Institution further confirms smlouvy. Instituce dale
that it has received a copy potvrzuje, ze obdrzela kopii
of that agreement (either uvedené smlouvy (at jiz
with or without inclusion of s ptilohou Rozpoctu studie,
the Study Budget anebo bez ni) nebo byla jinym
attachment) or has been dostatecnym zpusobem
otherwise satisfactorily informovana o pravech a
informed as to Principal povinnostech Hlavniho
Investigator’s Study-related zkousejiciho souvisejicich se
rights and responsibilities. Studii.

1.4  Division of 1.4  Rozdéleni povinnosti.

Responsibilities.

Institution, as the employer
of the Principal
Investigator, hereby grants
its express written consent
to the Principal
Investigator’s participation
in the Study according to
the separate Agreement and
for compensation agreed
with CRO and Pfizer
according to Section 304(1)

Instituce jako zaméstnavatel
Hlavniho zkouSejiciho timto
Hlavnimu zkousejicimu
udéluje dle § 304 odst. 1
zakona ¢. 262/2006 Sb.,
zakoniku prace, v platném
znéni  vyslovny  pisemny
souhlas s jeho ucasti na Studii
podle samostatné smlouvy, a
to za odménu dohodnutou s
CRO a spolecnosti Pfizer.
Instituce nesmi bez
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of Act No. 262/2006 Coll.,
Labor Code, as amended.
Institution may not reassign
the conduct of the Study to
a  different  Principal
Investigator without prior
written authorization from
CRO. Institution and
Principal Investigator will
determine the division of
responsibilities  between
Institution and Principal
Investigator for  Study-
related activities required
by the Protocol or identified
in this Agreement or the
agreement between CRO
and Principal Investigator.
However, Principal
Investigator  will, at
minimum, assume all those
responsibilities assigned to
principal investigators by
the relevant regulations
governing the conduct of
clinical investigations.
Institution further agrees to
cooperate with CRO or
Pfizer if needed to help
resolve any issues relating
to compliance by Principal
Investigator with his/her
Study-related
responsibilities.

predchoziho pisemného
souhlasu  CRO  poveftit
vedenim studie  jiného
Hlavniho zkousejiciho.
Instituce a Hlavni zkousSejici
urci rozdéleni povinnosti mezi
Instituci a Hlavniho
zkousejiciho u ¢innosti
tykajicich se Studie, které
vyzaduje Protokol nebo které
jsou stanoveny v této Smlouve
nebo ve smlouvé mezi CRO a
Hlavnim zkousSejicim. Hlavni
zkousejici vSak bude mit
pfingjmensim ty povinnosti,
které Hlavnim zkouSejicim
ukladaji  pfislusné pravni
predpisy upravujici provadéni
klinického hodnoceni.
Instituce dale souhlasi, ze
bude v pfipadé potieby
spolupracovat s CRO a
spole¢nosti Pfizer na vyfeSeni
jakychkoli zalezitosti, které se
tykaji  plnéni  povinnosti
Hlavniho  zkouSejiciho v
ramci Studie.

1.5

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

1.5

Skoleni  spravné  klinické
praxe (GCP) poskytované

spole€nosti Pfizer.
Pfed  prvnim  zafazenim
subjekta do Studie

(definovaném v clanku 4,
Zarazeni subjektli) absolvuji
Hlavni zkousSejici Instituce a
vSichni spoluzkousejici
Skoleni spravné klinické praxe
poskytované spolecnosti
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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.

Pfizer (dale jen ,,Skoleni GCP
spole¢nosti Pfizer). Vsichni
zkousejici, ktefi se do Studie
zapoji  pozdé¢ji, absolvuji
Skoleni GCP  spoleCnosti
Pfizer pfed tim, nez zacnou
vykonavat povinnosti
souvisejici se  Studii. U
dlouhodobych studii absolvuji
Hlavni zkousejici a vSichni
spoluzkousejici Skoleni GCP
spoleCnosti Pfizer kazdé tii
roky po dobu trvani Studie
nebo i cCastéji, jestlize dojde
K vyznamnym zmé&nam
v pokynech ICH GCP nebo
V materialech Skoleni.

1.6

Compliance with Global
Trade Controls. The parties
agree that activities under
this Agreement may be
subject to  applicable
import, export, and
economic sanctions laws
and regulations (“Global
Trade Control Laws”).
Institution and CRO will
comply with all applicable
Global Trade Control Laws.

1.6

Dodrzovani regulace
svétového obchodu. Strany se
dohodly, Ze ¢innosti v ramci
této Smlouvy mohou byt
pfedmétem platnych omezeni
dovozu, vyvozu a zdkonu a
nafizeni o hospodatskych
sankcich (,,Zakony o kontrole
globalniho obchodu®).
Instituce a CRO budou jednat
v souladu se vSemi platnymi
Zé&kony o kontrole globalniho
obchodu.

a. The parties confirm
that none of the
activities under this
Agreement will (i)
take place in a
Restricted Market;
(i) involve
individuals from or
ordinarily resident
in a Restricted
Market; and (iii)
involve companies,
organizations,  or
Governmental

a. Strany potvrzuji, ze
7adna z ¢innosti podle
této  Smlouvy (i)
nebude probihat v
oblastech omezeného
trhu; (ii) nebudou do
ni zapojené osoby s
mistem  pobytu v
oblastech omezeného
trhu; a (iii) nebudou do
ni  zapojené firmy,
organizace, nebo
vladni subjekty  z
oblasti  omezeného
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Entities from a trhu. ,,Omezeny trh*

Restricted Market. jsou tyto  oblasti
“Restricted Market” Krymsky poloostrov,
shall mean the Kuba, oblast Donbasu,
Crimean Peninsula, iran, Severni Korea,

Cuba, the Donbass
Region, Iran, North
Korea, Sudan, and
Syria.

Sudéan a Syrie.

Each party Kazdd ze stran
represents and prohlasuje a
warrants that (i) it is zarucuje, zZe (i) neni
not on any na Seznamech
Restricted Party omezenych  stran
Lists (defined (jak jsou definovany

below); (ii) it is not
owned or controlled
by any individual or

nize); (ii) neni ve
vlastnictvi nebo pod
kontrolou jakékoli

entity on any osoby nebo
Restricted Party subjektu uvedeném
Lists; and (iii) that it na jakémkoliv
will not involve any Seznamu

individual or entity
on any Restricted
Party Lists in the
activities under this

omezenych stran; a
(i) ze do cinnosti
dle této Smlouvy
nezapoji  jakékoli

Agreement. In the osoby nebo
event that an subjekty uvedené na
individual or entity Seznamech

on a Restricted
Party List 5

omezenych stran. V
pfipadé, Ze bude

included in zjisténo, ze
activities under this jednotlivec  nebo
Agreement, the subjekt uvedeny na
party connected Seznamech

with such individual omezenych stran se
or entity will ucastni ¢innosti

immediately notify
the other party and
suspend the relevant
affected activities,
including any and
all affected
payments, until the

podle této Smilouvy,
strana spojena s
témito osobami
nebo subjekty, bude
ihned informovat
druhou stranu a
pozastavi pfislusné
ovlivnéné Cinnosti,
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parties agree to go véetné vSech
forward. ovlivnénych plateb,
do té doby, dokud se
strany nedohodnou
na pokracovani.
With respect to this C. S ohledem na tuto
Agreement, Smlouvu, Seznamy
Restricted Party omezenych  stran
Lists include the zahrnuji
Consolidated Consolidated
Screening List Screening List
(https://www.export (konsolidovany
.gov/consolidated s provéiovaci
creening_list); the seznam)
Excluded  Parties (https://www.export
List System .gov/consolidated s
(https://www.sam.g creening_list); the
ov); and the Excluded  Parties
Consolidated List of List System
Persons,  Groups, (seznam
and Entities Subject vyloucenych stran)
to E.U. Financial (https://www.sam.g
Sanctions ov); a Consolidated
https://eeas.europa. List of Persons,
eu/headquarters/hea Groups, and Entities
dquarters- Subject to E.U.
homepage/8442/co Financial Sanctions
nsolidated-list- (konsolidovany
sanctions_en seznamu 0sob,
skupin a subjekti,
na néZ se vztahuji
finan¢ni sankce EU)
(https://eeas.europa.
eu/headquarters/hea
dquarters-
homepage/8442/co
nsolidated-list-
sanctions_en).

CRO will provide Financovani. CRO zajisti Instituci
funding  to Institution  as financovani a uhradi Instituci odménu
compensation for Institution’s za sluzby poskytnuté v souvislosti se
services and the use of Institution’s Studii, jak jsou uvedeny v piiloze A,
facilities for the Study as delineated Rozpocet Studie a platebni podminky,
in Attachment A, Study Budget and a podle podminek stanovenych v této
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Payment Terms, and subject to the
terms specified in that Attachment.
Institution certifies that payments
to the Institution comply with
applicable law and any applicable
policies and procedure of the
Institution.  CRO will provide
funding to  the Principal
Investigator as compensation for
Principal Investigator’s  Study
conduct activities under the
agreement between CRO and
Principal  Investigator. The
Institution hereby consents to
providing the Ethics Committee of
the Institution and the Ethics
Committee for a multi-center study
with this Agreement in
substantiation of the Study
conditions in accordance with the
Pharmaceuticals Law.

priloze. Instituce potvrzuje, ze platby
pro Instituci  jsou v souladu
splatnymi  pravnimi predpisy a
jakymikoliv aplikovatelnymi pravidly
a postupy Instituce. CRO poskytne
financovani Hlavnimu zkousejicimu a
uhradi  Hlavnimu  zkouSejicimu
odménu za vedeni Studie podle
smlouvy mezi CRO a Hlavnim
zkousejicim. Instituce timto souhlasi
s poskytnutim této smlouvy mistni
etické komisi a etické komisi pro
multicentricka hodnoceni za ucelem
opodstatnéni podminek Studie v
souladu se zdkonem o lé¢ivech.

2.1 Investigator Meetings. If
any Study personnel who
are Institution employees or
contractors are required to
attend investigator
meetings for this Study,
CRO will arrange and pay
directly for travel and
accommodation and will
cover the reasonable costs
of meals in connection with
those meetings, but does
not provide compensation
for such attendance. 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.

2.1 Schuzky zkousejicich
(Investigatorské
mitinky/Skoleni*).  Pokud je
od pracovnikil podilejicich se
na  Studii, ktefi  jsou
zamestnanci nebo dodavatelé
Instituce, vyzadovana ucast na
schizkach zkousSejicich
zapojenych do této Studie,
CRO zafidi a pfimo uhradi
dopravu a ubytovani a pokryje
pfiméiené naklady na
stravovani v souvislosti
s témito schizkami, nebude
vsak za takovou Ucast
poskytovat odménu. Pokud
Instituce musi schvalit ucast
Hlavniho zkouSejictho na
téchto schiizkach, nebude toto

schvaleni nepfiméfenym
zptisobem odmitdno nebo
odkladano.
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2.2  Disclosure by Pfizer. Inthe
interest of transparency
relating to its relationships
with investigators and study
sites or to  ensure
compliance with applicable
local law, Pfizer may
publicly  disclose  the
support it provides under
this Agreement. Such a
disclosure by Pfizer may
identify both the Institution

and the Principal
Investigator, but  will
clearly differentiate

between payments or other
transfers of wvalue to
institutions and those made

2.2 Zvetejnéni informaci
spole¢nosti Pfizer. V zajmu
transparence svych finan¢nich
vztahti se zkouSejicimi a
studijnimi  pracovisti, nebo
z diivodu zajisténi dodrzovani
prislusnych mistnich pravnich
pfedpisti, muze spolecnost
Pfizer  zvefejnit  financni
odménu, kterou podle této
Smlouvy poskytuje. Takoveé
zvetejnéni spoleCnosti Pfizer
muze  identifikovat  jak
Instituci, tak i Hlavniho
zkousejiciho, ale bude
zieteln€¢  rozliSovat  mezi
platbami a jinymi pfevody
hodnot, jez jsou poukéazany

accordance with the Protocol,
including, but not limited to,
adverse event reporting.

to individuals. institucim, a témi, jeZ jsou

poukdzany jednotlivcum.
3. Protocol. Institution will perform 3. Protokol. Instituce bude provadét
Study-related activities in Cinnosti  souvisejici  se  Studif

vsouladu s Protokolem, vcetné
hlaseni nezadoucich piihod.

3.1  Amendments. The
Institution agrees that 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

3.1 Dodatky. Instituce souhlasi
stim, Ze Protokol lze
upravovat pouze pisemnym

dodatkem schvélenym
spolecnosti Pfizer, Hlavnim
zkousejicim, odpovédnou

etickou komisi a SUKL (dale
jen ,,dodatek*), s vyjimkou
naléhavych zmén nezbytnych
z dlivodu ochrany bezpec€nosti
subjektl Studie
(definovanych v clanku 4,
Zatazeni subjektt) tak, jak
jsou popsany v Protokolu. Je-
li nezbytné odchylit se od
Protokolu z  naléhavych
divodi tykajicich se
bezpecnosti subjektti Studie,
které pravé podstupuji 1écbu,
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safety of the Study Subjects
currently under treatment,
Principal Investigator will
notify CRO and/or Pfizer
and the responsible Ethics
Committee and SUKL (as
applicable) as soon as
practicable but, in any
event, no later than one
working day after the
change is made. No such
change made for the safety
of Study Subjects currently
under treatment will be
applied to any future Study
Subjects unless it is
approved by Pfizer and the

responsible Ethics
Committee and SUKL (as
applicable) and

documented in a written
Protocol Amendment.

uvédomi  otom  Hlavni
zkousejici  CRO  a/nebo
spolecnost Pfizer a
odpovédnou etickou komisi a
SUKL  (pokud je to
vyzadovdano) co  mozZna
nejdrive, avSak ne pozd¢ji nez
jeden pracovni den po
provedeni zmeény. Z4dna
takova zména provedend pro
bezpecnost subjektt studie,
které pravé podstupuji 1écbu,
se nebude vztahovat na Zadné
budouci  subjekty  Studie,
pokud nebude schvélena
spole¢nosti Pfizer a
odpovédnou etickou komisi a
SUKL  (pokud je to
vyzadovano) a doloZena jako
pisemny dodatek k Protokolu.

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

3.2 Zadny dodate¢ny vyzkum. Na
subjektech Studie
(definovanych v clanku 4,
Zatazeni subjektl) nebo na
biologickych vzorcich
odebranych v pribéhu Studie
nesmi byt v prabéhu Studie
provadén Zadny dodatecny
vyzkum, pokud to neni
schvaleno spole¢nosti Pfizer a
zdokumentovano dodatkem
protokolu nebo ucinéno za
vzajemné pijjatelnych
podminek  zaznamenanych
stranami jinym zpusobem.

agreed through Principal
Investigator to enroll qualified
Study participants during the
Pfizer-specified enrollment period,

4, Subject Enrollment. Institution has 4,

Zatazeni subjekti. Instituce souhlasi
S tim, ze v prubéhu doby stanovené
spolecnosti Pfizer zatadi
prostifednictvim Hlavniho
zkousejictho do Studie zpusobilé
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unless CRO, upon Pfizer’s prior
instructions, modifies the
enrollment period by written
notice. A qualified participant is
one who meets all Protocol criteria
for inclusion in the Study (“Study
Subject”).

ucastniky Studie, ledaze CRO na
zaklade predchozich pokynti
spolecnosti  Pfizer zméni obdobi
zafazovani pisemnym oznamenim.
Zpusobily ucastnik je osoba, ktera
spliuje vSechna kritéria Protokolu pro
zatazeni do Studie (dale jen ,,Subjekt
Studie®).

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

4.1  Multicentrické Studie. CRO
mize na zaklad¢ predchozich
pokyni spolec¢nosti  Pfizer
predCasné ukoncit zafazovani
Subjektl Studie, jestlize bylo
dosazeno zarazeni celkového
poctu Subjektl pottebného
pro multicentrickou Studii
pfed koncem zatazovaciho
obdobi pro tuto Studii.

5. Study Conduct 5.

Provadéni Studie

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

5.1  U&tovani poplatki Subjektiim
Studie. Instituce nebude
uctovat Subjektim Studie ani
tretim  platcim hodnocené
lécivo  (viz  clanek 8,
Hodnocené 1é¢ivo) ani jiné
sluzby, které hradi CRO podle
této Smlouvy nebo podle
Smlouvy mezi CRO a
Hlavnim zkousejicim.

5.2 Safety Measures and
Serious Protocol or ICH
GCP Breaches. Institution

will inform CRO
immediately (directly or
through Principal

Investigator) of (a) any
urgent safety measures
taken by Principal
Investigator to  protect
Study Subjects against
immediate hazard and (b)

5.2 Bezpecnostni  opatieni  a
zavazna _poruseni pravidel
Protokolu nebo pokyni ICH
GCP. Instituce se zavazuje
neprodlené informovat CRO
(pfimo ¢i  prostiednictvim
hlavniho zkouSejiciho) (a)

Vv piipadé jakéhokoli
urgentnitho  bezpecnostniho
opattent, které Hlavni

zkous$ejici pouzije v zdjmu
ochrany Subjektd Studie proti
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any serious breaches of the
Protocol or of ICH GCP
guidelines of  which
Institution becomes aware.

okamzitétmu riziku a (b)
Vv ptipadé jakéhokoli
zavazného poruseni Protokolu
nebo pokyni ICH GCP, o
kterych se Instituce dozvi.

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

The Parties acknowledge, that
Institution is required to
provide relevant
information about clinical
study, for the activation
relevant insurance related
to the Study. Sponsor
undertakes to grant the
consent to the Institution, to
forward the relevant
information to the
insurance company. The
Institution undertakes to
forward to  insurance
company only the
information agreed by
Sponsor and only to the
extent strictly necessary.

5.3  Pojisténi Instituce. Instituce
podpisem  této  Smlouvy
potvrzuje, ze Instituce ma
uzavieno dostatecné pojisténi
odpovédnosti  za  Skodu
zpusobenou  poskytovanim
zdravotni péce v souladu s
platnymi pravnimi ptedpisy,
které zahrnuje pracovisté, kde
bude Studie provadéna a jeji
zameéstnance, ktefi budou
Studii provadeét.

Smluvni strany berou na védomi, Ze
Instituce je pro aktivaci
pojisténi svych Cinnosti v
ramci klinickych hodnoceni
povinna piedlozit piislusné

pojistovné zakladni
informace, souvisejici zejm. s
povahou a zpliisobem
provadeéni klinického

hodnoceni.  Zadavatel se
zavazuje  ud¢lit  Instituci
souhlas s pfedanim vySe
uvedenych informaci
ptislusné pojistovné. Instituce
se zavazuje predat pojistovné
pouze informace
odsouhlasené Zadavatelem, a
to pouze v nezbytné nutném
rozsahu.

Disclosure

6. Data Protection and FDA Financial 6.

Ochrana udaju a sdélovani finanénich

informaci FDA

6.1 Personal Data. Pfizer and
Institution shall comply

6.1  Osobni Udaje. Spole¢nost
Pfizer a Instituce budou
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with the protection of
personal data terms and

spliovat podminky a
povinnosti ohledn¢ ochrany

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™), Institution
will ensure that any sub-
investigator engaged in the
Study who is an Institution
employee or contractor
agrees to disclose to CRO
and Pfizer all relevant
financial and other
information (including
details of equity interests in
Pfizer or any of its
affiliates) relating to the
sub-investigators (and,
where relevant, spouse and
dependants of sub-
investigator) as required by
CRO to enable Pfizer to
comply with the FDA
Regulation.

obligations set forth in osobnich  udaji  uvedené
Attachment D. Vv Priloze D.
6.2 Financial 6.2  Zpfistupnéni finan¢nich

udaji. V ptipadech, kdy
spolecnost Pfizer shleda, ze se
na Studii vztahuje nafizeni
amerického Utadu  pro
kontrolu potravin a 1éCiv
(,FDA*) nazvané ,,Sd¢lovani

finan¢nich informaci
zkousSejicimi v klinickém
vyzkumu* (“Financial
Disclosure by  Clinical

Investigators”,  dale jen
,Lharizeni FDA®), Instituce
zajisti souhlas vSech
spoluzkousejicich
podilejicich se na Studii, ktefi
jsou  zameéstnanci  nebo
dodavateli  Instituce, se
sdélovanim veskerych
pfislusnych  finan¢nich a
dalSich informaci CRO a
spoleCnosti  Pfizer (vcetné
podrobnosti 0 majetkové
ucasti ve spolecnosti Pfizer
nebo jejich  ptidruZzenych
spole¢nostech) ve vztahu ke
spoluzkousSejicim (a
Vv relevantnich ptipadech také
ve vztahu k manzelim,
manzelkdm a  zavislym
osobam  spoluzkouSejicich),
jak to vyzaduje CRO, aby
umoznili spole€nosti Pfizer
splnit pozadavky natizeni
FDA.

7. Informed Consent and Subject
Recruitment.

7.

Informovany  souhlas a nébor

subjektu.

7.1 Informed Consent.
Institution will cooperate

7.1 Informovany souhlas.
Instituce ve spolupraci s
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with Principal Investigator
to ensure that a written
informed consent is
obtained for each Study
Subject and that a signed
original of that consent is
maintained in that Study
Subject’s record. CRO
and/or Pfizer will provide a
template informed consent
document for the Study
which has been approved
by the IEC and SUKL.
Institution and Principal
Investigator must not make
any changes to this
document without the prior
written approval of the
CRO or Pfizer (including
any revisions made during
the course of the Study)
before the revised informed
consent document is used
for the Study. The
Institution must not recruit
potential Study Subjects to
participate in the Study,
commence the research
covered under this
Agreement, or administer
the Investigational Drug (as
defined below) to the Study
Subjects unless and until a
valid informed consent has
been obtained from each
Study  Subject through
Principal Investigator.

Hlavnim zkouSejicim zajisti,
ze od kazdého subjektu Studie
bude ziskan informovany
souhlas a ze podepsany
stejnopis  tohoto  souhlasu
bude wulozen Vzaznamech
prislusného subjektu Studie.
CRO nebo spolecnost Pfizer
poskytne piedlohu dokumentu
informovaného souhlasu pro
Studii, kterd byla schvalena
nezavislou EK a SUKL.
Instituce ani Hlavni zkouSejici
nesmi vtomto dokumentu
provadét zddné zmény, aniz
by obdrzeli predchozi
pisemny souhlas CRO nebo
spoleCnosti Pfizer dfive nez
upraveny dokument
informovaného souhlasu
pouziji pro ucely Studie
(v€etn¢  jakychkoli uprav
provedenych béhem Studie).
Instituce nesmi  provadét
nabor potencialnich subjektl
Studie pro ucast ve Studii,
zahdjit vyzkum, na ktery se
vztahuje tato Smlouva, nebo
podat  hodnocené¢  1écivo
(definovano nize) subjektim
Studie, dokud Hlavni
zkousSejici neziskal platny
informovany  souhlas  od
kazdého subjektu Studie.

7.2

Subject Recruitment.
Institution will cooperate
with Principal Investigator
to provide CRO an
opportunity to review and
approve the content of any
Study recruitment materials
directed to potential Study

7.2

Nabor subjektt. Instituce ve
spolupraci S Hlavnim
zkousejicim poskytne CRO
ptileZitost provéfit a schvalit
obsah veskerych materialt
tykajicich se naboru do Studie
zaméfenych na potencidlni
subjekty Studie pfed tim, nez

Two Party dual language template for CRO and Institution (Czech Republic)

I - B s cs- bilingual English-Czech 20200513 1.0

Template Version: May 2018

Page 15 of 67



Subjects  before  such
materials are used. This
requirement applies to all
such materials, regardless
of medium.

tyto materialy pouzije. Tento
pozadavek se vztahuje na
veskeré takové materialy bez
ohledu na médium.

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 Pfizer.
Accordingly, CRO and/or
Pfizer will, so far as is
lawful, have full
responsibility ~ for  the
reporting of all adverse
events to local and
international regulatory
and/or health authorities.

7.3 Nezadouci piihody. Instituce
prostiednictvim Hlavniho
zkousejictho zajisti hlaSeni
nezadoucich ptihod, které se
u subjektt Studie vyskytnou,
v souladu S pokyny
uvedenymi v Protokolu a
platnych ptfedpisech. Kde je
to  vyzadovano,  hlaSeni
zahrnuje bezodkladné hlaseni
CRO a spolecnosti Pfizer
telefonicky  nebo  faxem.
V tomto ohledu ponese CRO
nebo spole¢nost Pfizer v
zakonem daném  rozsahu
plnou odpovédnost za hlaseni
vSech nezadoucich piihod

mistnim a  mezinarodnim
kontrolnim ¢i  zdravotnim
uradum.

8. Investigational Drug. CRO will
arrange  for  Institution  (or
Institutional Pharmacy) to receive,
at no charge, sufficient quantities of
the Pfizer product that is being
studied (“Pfizer Drug”) to conduct
the Study. Unless otherwise
indicated in Attachment A (Study
Budget and Payment Terms), CRO
will also arrange for 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

8. Hodnocené 1é¢ivo. CRO zajisti, aby
Instituce (ptipadné 1ékarna Instituce) bezplatné
obdrZel/a dostatecné mnozstvi pripravku
spolecnosti  Pfizer, ktery je predmétem
hodnoceni, (,lécivo spolecnosti Pfizer*)
nutného k provedeni Studie. Neni-li v ptiloze
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 lécivo, které
CRO nebo spolecnost Pfizer poskytuje nebo
jehoz néklady kryje, je spole¢né s lécivem
spole¢nosti Pfizer povazovano za ,,hodnocené
lécivo”. Hodnocené 1é¢ivo bude dodano do
Iékéarny Instituce, a to v pracovni dny expresni
dodavkou vzdy do 9:00 hod, a neni-li to
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Investigational Drug shall be
supplied to Institution’s pharmacy,
in business days via an express
courier delivery (by/before
9:00AM) or, if express delivery not
possible, in every case within the
usual business hours of the
Pharmacy, i.e. Mo-Fri 8:00AM-
3:00PM. Institution  hereby
undertakes to ensure that the
Investigational Drug be stored
separately from other medication in
the Institutional 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

mozné, v pracovni dob¢ 1ékarny, tj. od 8:00 do
15:00h (po-pd). Instituce se timto zavazuje, Ze
zajisti, aby hodnocené 1éCivo bylo ulozeno v
Lékarné Revmatologického Ustavu oddélené
od ostatnich I1ékii a aby pfiprava, kontrolovani,
uchovavani a vydavani hodnoceného 1éC¢iva
(dale jen ,,nakladani s hodnocenym lécivem*)
probihaly v souladu s Protokolem a pokyny
spole¢nosti Pfizer nebo CRO a také v souladu
se vSeobecné zavaznymi pravnimi piedpisy
uvedenymi v ¢lanku 1.3 vySe, se spravnou
l¢karenskou praxi a rovnéz dle pravidel a
podminek  stanovenych v  pfisluSnych
smérnicich vydanych Statnim ustavem pro
kontrolu 1é¢iv.

Control.
Institution ~ will  appoint  two
appropriately qualified and

experienced pharmacists. The
pharmacists will hold current
practising certificates (with no
restrictions) and be registered with
the professional governing body of
pharmacists in the Czech Republic
pursuant to applicable laws, who
shall be responsible for Study 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
will use and administer the

Instituce  stanovi dva  nalezité
kvalifikované a zkuSené I€kérniky.
Lékéarnici budou drziteli platnych
profesnich osvédceni (bez omezeni),
budou zapsani u oficidlni profesni
organizace lékarniki v Ceské republice
v souladu s pfisluSnymi pravnimi
predpisy a budou odpovidat za
nakladani s hodnocenym lé¢ivem a za
vedeni kompletni dokumentace o této
¢innosti. Instituce neprodlené po jejich
jmenovani pisemné¢ ozndmi CRO
jméno a piijmeni uvedenych osob
spolu s nalezitymi kontaktnimi udaji.
Hlavni zkousSejici bude hodnocené
lé¢ivo pouzivat a podavat piimo z
lékarny  Instituce v souladu s
Protokolem a v davkach
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compliance with the Protocol and in
doses required for each individual
Study Subject visit.

Investigational Drug directly from pozadovanych pro jednotlivé studijni
Institution’s pharmacy in navstévy subjektt Studie.

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

Uchovavani a vydej. Instituce
bude provadét odpovidajici
kontrolu dodavek
hodnoceného 1é¢iva nebo na
ni  bude spolupracovat s
Hlavnim  zkouSejicim, a
nepodd nebo nevydad lécivo
nikomu, kdo neni subjektem
Studie, ani k nému neumozni
pristup nikomu kromé
pracovnika Studie.

8.2  Use. Institution will ensure, 8.2
or cooperate with Principal
Investigator in ensuring,
that Investigational Drug is
used only as specified in the
Protocol and in strict
accordance with
Pharmaceuticals Law and
other  applicable legal
regulations. Any other use

Pouziti. Instituce sama nebo
ve spolupraci s Hlavnim
zkousSejicim zajisti, 7e
hodnocené¢  1é¢ivo  bude
pouzivano pouze zpisobem
stanovenym v Protokolu a
V pfisném souladu se
zakonem o léCivech a s
dal§imi pfisluSnymi pravnimi
pfedpisy. Jakékoli jiné pouziti

Pfizer Drug is and remains
the property of Pfizer.
Except for, and limited to,
the use specified in the
Protocol, Pfizer grants
Institution no express or
implied intellectual
property rights in the Pfizer
Drug or in any methods of

of Investigational Drug by hodnoceného léciva
an Institution employee or zaméstnancem nebo
contractor constitutes a dodavatelem Instituce zaklada
material breach of this zasadni poruseni této
Agreement. Smiouvy.

8.3 Ownership of Pfizer Drug. 8.3  Vlastnictvi 1é¢iva spole¢nosti

Pfizer. Léc¢ivo spole¢nosti
Pfizer je a zlstane ve
vlastnictvi spole¢nosti Pfizer.
S vyjimkou omezenou na
pouziti uvedené v Protokolu
spole¢nost Pfizer neudéluje
Instituci zadnéd vyslovna ani
konkludentni prava
k duSevnimu vlastnictvi
1é¢iva spolecnosti Pfizer nebo
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making or using the Pfizer
Drug.

k jakymkoli metoddm vyroby
nebo pouziti léciva
spolecnosti Pfizer.

Equipment or Materials. CRO or
Pfizer may provide, or arrange for
a vendor to provide, certain
equipment  (“Equipment”) or
proprietary materials for use by
Institution during the conduct of
Study. Such proprietary materials
may include computer software,
methodologies, rating scales and
other instruments that are owned or
licensed for use by CRO or Pfizer
(collectively, “Materials”).
Equipment or Materials to be
provided for the Study and any
requirements relating to them are
described in  Attachment B,
Equipment and Materials which is
incorporated into this Agreement
by reference.

Vybaveni nebo materialy. CRO nebo
spolecnost Pfizer miize poskytnout
nebo zajistit poskytnuti urcitého
vybaveni tieti stranou (dale jen
,»Vybaveni®) nebo chranéné
materidly pro pouziti instituci béhem
provadéni Studie. Takové chranéné
materialy mohou zahrnovat
pocitatovy software, metodologii,
hodnotici Skdly a jiné nastroje, které
CRO nebo spolecnost Pfizer vlastni
nebo uZzivd na zakladé¢ licence
(spole¢né¢ dale jen ,,Materialy®).
Vybaveni nebo materialy, které maji
byt pro Studii poskytnuty, a veskeré
pozadavky, které se k nim vztahuji,
jsou popsany v Piiloze B, Vybaveni a
materialy, jez tvofi nedilnou soucast
této Smlouvy.

10.

Confidential Information. During
the course of the Study, Institution
may receive, generate, or have

10.

Duvérné informace. @V prub¢hu
studie miize Instituce obdrzet C¢i
vytvofit informace nebo mit ptistup

access to information that is k informacim, které jsou pro CRO,

confidential to CRO, Pfizer, or a spolecnost Pfizer nebo ptidruZzenou

Pfizer affiliate. spole¢nost spole¢nosti Pfizer

divérné.

10.1 Definition. Except as 10.1 Definice. Pokud neni v
specified in Section 10.2, ¢lanku 10.2 nize, Vyluky, dale
Exclusions, below, uvedeno jinak, ,davérné
“Confidential Information” informace* zahrnuji:
includes:

a. the Protocol, a. protokol,
b. the Investigator b. soubor informaci pro
Brochure, zkousejiciho,

C. Study Data (as
defined in Section
11, Study Data,
Biological Samples,

C. Studijni udaje (jak je
definuje c¢lanek 11,
Studijni Udaje,
biologické vzorky a
Studijni z&znamy),
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and Study Records
below),

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

Udaje analyzy
biologickych vzorki
(jak jsou definovany
v &lanku 11, Studijni
Udaje, biologické
vzorky a  Studijni

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.

below), zaznamy),

e. Attachment A ptilohu A (Rozpocet
(Study Budget and studie a platebni
Payment Terms) to podminky) této
this Agreement, and smlouvy a

f. any other veskeré dalsi

informace souvisejici
se Studii, sléCivem

spole¢nosti Pfizer
nebo s technologii,
vyzkumem nebo
obchodnimi plany

CRO, spole¢nosti
Pfizer nebo jejich
pfidruzenych
spole¢nosti, které
CRO, spolecnost
Pfizer nebo néktera
jejt pfidruZena
spolecnost  poskytne
Hlavnimu
zkouSejicimu  nebo
Instituci v pisemné
nebo jiné hmotné
podobé a oznaci jako
DUVERNE

10.2 Exclusions. Confidential 10.2
Information  does  not
include information that:

Vyluky. Duvérné informace
nezahrnuji informace:

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

které jsou vefejné
dostupné v dob¢ jejich
zptistupnéni nebo
v dob& trvani tohoto
zavazku mlcéenlivosti
jakymkoli jinym
zpisobem nez
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Institution at the
time of disclosure
and is free of any

this Agreement by porusenim této
Institution, smlouvy Instituci,

b. is already known to b. které jsou jiz
Principal Hlavnimu
Investigator or zkouSejicimu  nebo

Instituci zndmy v dob¢
jejich  zptistupnéni a
nepodléhaji zaddnému

Institution, free of
any obligations of
confidentiality,

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

obligations of zavazku mlcenlivosti,
confidentiality,

C. is obtained by C. které Hlavni
Principal zkousSejici nebo
Investigator or Instituce ziskali bez

jakéhokoli  zavazku
mlcenlivosti od treti
strany, kterda ma
zdkonné pravo je
zptistupnit, nebo

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

or
d. is  independently d. které jsou vytvoreny
developed, as nezavisle, jak je

dolozeno pisemnymi
zaznamy, personalem
Hlavniho zkousejiciho
nebo osobami
Z Instituce, které
nemély  k divérnym
informacim pfistup.

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

Duvérnost osobnich udaja.
Vsechny osobni udaje
(definované¢ v Piiloze D),
které¢ Instituce shromazd'uje,
zpracovava, uklada, prendsi
nebo pouziva ve spojitosti s
provadénim studie a
podavanim zprav o Studii,
budou pro ucely této smlouvy
pokladany za diavérné
informace, a bude s nimi takto
zachazeno.
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Law. If disclosure of

10.4 Obligations of 10.4 Zavazek ml¢enlivosti.
Confidentiality. Unless Instituce nesmi bez
CRO or Pfizer provides ptedchoziho pisemného
prior  written  consent, souhlasu CRO nebo
Institution may not use spole¢nosti Pfizer pouzivat
Confidential  Information divérné informace za zadnym
for any purpose other than jingm tuéelem nez tim, k
that authorized in this némuz ji opraviiuje tato
Agreement, nor  may smlouva, a dale instituce
Institution disclose nesmi zpfistupnit daveérné
Confidential Information to informace Zadné tieti strané s
any third party except as vyjimkou situaci, v nichz ji k
authorized in this tomu opraviiuje tato smlouva,
Agreement or as required nebo vnichz to vyzaduji
by law, including ptislusné pravni piedpisy.
applicable regulations.

a. CRO and Pfizer a. Spole¢nost Pfizer a
specifically CRO vyslovné
authorize any dovoluji zpfistupnéni
required disclosure diuvérnych informaci
of Confidential SUKL nebo piislugné
Information to EK nebo zastupciim
SUKL or relevant ptislusného  organu
IRB/IEC or statniho dozoru.
regulatory authority
representatives.

b. Permitted uses of b. Dovolené pouziti
Study Data and Studijnich tdaji a
Biological Sample udaju analyz
Analysis Data are biologickych vzorka
described in Section je popséno v ¢lanku 15
15 (Publications) of (Publikace) této
this Agreement, and smlouvy a
use of Personal Data zptistupnéni osobnich
is  discussed in udaji  je  popsano
Section 6 (Data v ¢lanku 6 (Ochrana
Protection and FDA udaji  a sdélovani
Financial finan¢nich informaci
Disclosure). FDA).

Disclosure Required by 10.5 Zpfistupnéni informaci

pozadované zakonem. Je-li

Two Party dual language template for CRO and Institution (Czech Republic)

I - B s cs- bilingual English-Czech 20200513 1.0

Template Version: May 2018

Page 22 of 67




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

pravnimi piedpisy
pozadovéano zptistupnéni
davérnych informaci Instituci
nad ramec vyslovné dovoleny
touto Smlouvou,
neptedstavuje takové
zptistupnéni informaci na
stran¢ Instituce poruseni této
Smlouvy, v pfipad¢, ze
Instituce:

a. notifies CRO in
writing as far as
possible in advance
of the disclosure so
as to allow CRO or

a. oznami  zptistupnéni
informaci pisemné
CRO co nejdtive pred
zvefejnénim tak, aby
umoznila CRO nebo

Pfizer to take legal spole¢nost Pfizer
action to protect its podniknout  veskeré
Confidential pravni kroky k
Information, ochrang svych
divérnych informaci,
b. discloses only that b. zpiistupni pouze
Confidential duvérné  informace,
Information pozadované v souladu

required to comply
with  the legal
requirement, and

S pravnimi ptedpisy, a

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

C. bude nadale
zachovavat  davérny
charakter téchto

divérnych informaci
vicéi vSem ostatnim
tfetim stranam.

10.6

Survival _of Obligations.
For Confidential
Information  other than
Personal Data (as defined in
Attachment D, Data
Protection  and FDA
Financial Disclosure),
Study Data, and Biological
Sample Analysis Data (as
defined in Section 11,
Study Data, Biological

10.6

Pretrvani zavazkd.
U davérnych informaci kromé
osobnich udaji (jak jsou
definovany v Ptiloze D a
sdélovani finan¢nich
informaci FDA), Studijnich
udaji a  udaji  analyz
biologickych vzorki (jak jsou
definovany v ¢lanku 11,
Studijni  ddaje, biologicke
vzorky a Studijni zdznamy)
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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
Institution  retains  this
information, subject to the
permitted uses and
disclosures described in
Attachment D and Section
15 (Publications) of this
Agreement.

pretrvavaji zavazky 0
nepouziti a mlc¢enlivosti 1 po
ukonceni této Smlouvy a
trvaji po dobu péti let od jejiho
ukonceni. Zavazek
mlcenlivosti ohledné
osobnich udaji, Studijnich
udaji  a udaji  analyz
biologickych vzorkl
pretrvava po celou dobu, po
kterou bude Instituce tyto
informace uchovavat, kromé
zptistupnéni dovoleného
podle Piilohy D a ¢lanku 15
(Publikace) této Smlouvy.

10.7

Return of Confidential
Information. If requested
by CRO and/or Pfizer in

writing, Institution  will
return all Confidential
Information in its

possession  or  control
except that required to be
retained at the Study site by
applicable regulation.
However, Institution may
retain a single archival copy
of the Confidential
Information to determine
the scope of obligations
incurred under this
Agreement. Institution
further agrees to cooperate
with CRO and/or Pfizer, on
request, to help ensure
return of  Confidential
Information in the
possession or control of
Principal Investigator,
except for that required to

10.7

Vraceni duvérnych informaci.
Instituce vrati na pisemnou
zadost CRO nebo spolecnosti
Pfizer  veSkeré  davérné
informace ve svém drzeni,
kromé téch, u nichz piislusné
predpisy pozaduji, aby byly
uchovavany na zkouSejicim
pracovisti. Instituce si vSak
muze ponechat jednu archivni
kopii duvérnych informaci
Kuréeni rozsahu zavazku
vyplyvajicich z této Smlouvy.
Instituce dale souhlasi, Ze
bude na =zikladé Zadosti
spolupracovat s CRO nebo
spoleCnosti Pfizer a pomiize
zajistit, aby divérné
informace, které jsou v drzeni
Hlavniho zkousejiciho, byly
vraceny, kromé téch, které
musi uchovavat zkousSejici, a
kromé archivni kopie slouzici
k wurceni rozsahu zavazki
Hlavniho zkouSejiciho dle
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be retained by an
investigator and an archival
copy for determining the
scope of Principal
Investigator’s  obligations
under the  agreement
between CRO and Principal
Investigator.

smlouvy uzaviené mezi CRO
a Hlavnim zkouSejicim.

course of the Study,
Principal Investigator has
agreed, in her separate
Agreement with CRO, to
collect certain data and
submit it to CRO, Pfizer or
Pfizer’s agent (“Study
Data”), as specified in the
Protocol. Study Data may
include Personal Data of
Study Subjects. Principal
Investigator will ensure
accurate and timely
collection, recording, and
submission of Study Data,
including  adhering to
timelines for data entry set
out in the CRF Completion
Requirements  document
provided to  Principal
Investigator by CRO or
Pfizer. Institution  will
cooperate with Principal
Investigator if and as
needed to facilitate
compliance by Principal
Investigator ~ with  this

11. Study Data, Biological Samples, 11. Studijni udaje, biologické vzorky a
and Study Records studijni zdznamy
11.1 Study Data. During the 11.1  Studijni Udaje. V samostatné

smlouvé uzavieni s CRO
Hlavni zkousejici souhlasila,
ze béhem Studie shromazdi
udaje a predlozi je CRO,
spolecnosti  Pfizer = nebo
zastupci  spoleCnosti  Pfizer
(dale jen ,,Studijni Gdaje®),
jak je uvedeno v Protokolu.
Studijni Udaje mohou
obsahovat  Osobni  (daje
subjekti  Studie.  Hlavni
zkouSejici  zajisti  vC€asné
shromazdéni, zaznamenani a
predlozeni Studijnich tudaji,
véetné dodrzovani casového
harmonogramu zadavani
udaji stanoveného \
dokumentu Pozadavky na
vyplnéni zdznamu subjektu
hodnoceni (,,CRF Completion
Requirements®), ktery
Hlavnimu zkousejicimu
poskytne CRO nebo
spolecnost Pfizer. Instituce
bude podle potieby
spolupracovat s Hlavnim
zkousejicim, a tim napoméahat

obligation. dodrzeni  tohoto  zavazku
Hlavniho zkousejiciho.

a. Ownership of Study a. Vlastnictvi Studijnich

Data. Subject to udaji. S vyhradou

Principal prava Hlavniho
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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.

zkousejiciho na
pouziti Studijnich
udaji k  publikaci
vysledki Studie (viz
Clanek 15, Publikace)

je vyluénym
vlastnikem vSech
Studijnich udajt

spolecnost Pfizer.

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

The medical records shall
remain property of
the Institution.

Zdravotni z&znamy.
Zdravotni  zaznamy
tykajici se subjekt
Studie, které nejsou
poskytovany CRO

nebo spolecnosti
Pfizer, mohou
obsahovat urcité

informace, které jsou
totozné s informacemi
ve Studijnich Gdajich;
nicmén¢ CRO ani
spolecnost Pfizer si
nevyhrazuje narok na
vlastnictvi téchto
dokumenti nebo v
nich obsazenych
informaci.

Zdravotnicka dokumentace je

vlastnictvim Instituce.

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

Kontrola udajii
provadéna CRO.
CRO nebo spolecnost
Pfizer bude obdrzené
udaje Studie pribézne
kontrolovat. CRO
nebo spole¢nost Pfizer
bude dodrzovat platné
pfedpisy  stanovujici
povinnost informovat
zuCastnéné zkousejici
0 novych udajich
0 bezpecnosti  1éCiva
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investigators of new
safety information
about the Pfizer
Drug (as defined in
Section 8 of this
Agreement). CRO
and/or Pfizer has
further committed
to promptly notify
Principal
Investigator of any
other new
information of
which CRO and/or
Pfizer becomes
aware that could
affect the safety of
the Study Subjects
or influence the
conduct of the
Study. Principal
Investigator has
agreed to share
information
received from CRO
and/or Pfizer under
this provision with
Institution.

spolecnosti Pfizer
(podle  definice v
¢lanku 8 této

smlouvy). CRO se
dale zavazuje sdélit
bez prodleni
Hlavnimu

zkousejicimu veskeré
dalsi nové informace,
ktere CRO ziska a
ktere by  mohly
ovlivnit  bezpecnost
subjektli Studie nebo

provadéni studie.
Hlavni zkousejici
souhlasi, Ze bude
s Instituci sdilet

informace  obdrzené
od CRO nebo
spole¢nosti Pfizer
podle tohoto ujednani.

Study Results.
After analysis of
Study Data from all
sites is complete,
CRO or Pfizer will
provide  Principal
Investigator  and
Institution with a
summary of the
overall results of the
Study. If within two
years after Study
completion  Pfizer
identifies results
that could affect
Study Subject
safety, CRO or

Vysledky Studie. Po
dokoneni  analyzy
Studijnich udaji ze
vSech pracovist,
poskytne  spolecnost
Pfizer nebo CRO
Hlavnimu

zkousejicimu a
Instituci shrnuti
celkovych  vysledkt
Studie; Pokud

spole¢nost Pfizer do
dvou let od dokonceni
Studie identifikuje
vysledky, které by
mohly ovlivnit
bezpecnost  subjektil
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Pfizer, in
consultation  with
SUKL/the relevant
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.

Studie, bude CRO
nebo spolecnost Pfizer
po poradé se SUKL/
ptislusnou EK
vhodnym  zpasobem
spolupracovat

s Hlavnim
zkousejicim nebo
Instituci na tom, aby
zajistila, ze vysledky
budou Hlavnim
zkousejicim nebo
Instituci
odpovidajicim
zpusobem sd€leny
subjektim Studie.

11.2

Biological Samples. If so
specified in the Protocol
and the informed consent
document, Principal
Investigator may collect
and provide to CRO, Pfizer
or their designee biological
samples obtained from
Study Subjects (e.g., blood,
urine, tissue, saliva, etc) for
testing that is not directly
related to Study Subject
care or safety monitoring,
such as pharmacokinetic,

pharmacogenomic, or
biomarker testing
(“Biological ~ Samples”).

Biological Samples may
include Personal Data of

11.2

Biologické vzorky. Je-li to
stanoveno v Protokolu a
v dokumentu informovaného
souhlasu, mize Hlavni
zkousejici odebirat a
poskytovat CRO, spolecnosti
Pfizer nebo jejich uréenému
zastupci biologické vzorky
(napf. krev, moc¢, tkan, sliny
atd.) ziskané od subjekti
Studie k testim, které ptimo
nesouviseji s péci o subjekty
Studie nebo s monitorovanim
bezpe¢nosti,  jako  jsou
farmakokinetické nebo
farmakogenomické testy nebo
testovani biomarkert (dale jen
,,Biologické vzorky®).
Biologické vzorky mohou

Study Subjects. obsahovat  Osobni  Udaje
subjektid Studie.
a. Use. Institution will a. Pouziti. Instituce

not use Biological
Samples collected
under the Protocol
in any manner or for
any purpose other
than that described

nepouzije Biologické
vzorky odebrané podle
Protokolu jinym
zpisobem nebo za
jinym ucelem, nez
jaky je popsan v
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in the Protocol.

Protokolu. CRO a

CRO and Pfizer will spole¢nost Pfizer

use Biological budou pouzivat

Samples only in Biologické vzorky

ways permitted by pouze zpusobem

the informed dovolenym

consent under v dokumentu

which they were informovaného

obtained. souhlasu, na jehoz
zaklad¢ byly ziskany.

Analysis Data.
CRO, Pfizer, or
their designees will

test Biological
Samples as
described in the
Protocol. Unless

otherwise specified
in the Protocol,
neither CRO nor
Pfizer plan to
provide the results
of  these  tests
(“Biological
Sample  Analysis
Data”) to the
Principal
Investigator,
Institution, or Study
Subject. If CRO or
Pfizer does provide
Biological Sample
Analysis Data to the
Principal
Investigator,  that
data will be subject
to the provisions of
Section 11.1 (Study
Data) of this
Agreement.

Udaje z  analyzy.
CRO, spole¢nost
Pfizer  nebo  jimi
urcené osoby
provedou testy
Biologickych vzorkt
zplisobem popsanym
v Protokolu.  Pokud

neni v Protokolu
uvedeno jinak,
neplanuje CRO ani
spolecnost Pfizer

poskytnuti  vysledki
téchto testii (dale jen
,Udaje  zanalyzy
Biologickych
vzorku“) Hlavnimu
zkousejicimu, Instituci
ani subjektu Studie.
Jestlize spole¢nost
Pfizer nebo CRO
poskytne Udaje
z analyzy
Biologickych vzorkl
Hlavnimu
zkousejicimu, budou
tyto udaje podlehat
ujednanim 0
dovoleném pouZiti v
glanku 11.1  (Udaje
studie) této Smlouvy.

Ownership. Pfizer
is the exclusive

owner of all

Vlastnictvi.
Spole¢nost Pfizer je
vyluénym vlastnikem
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Biological Samples

vsech  Biologickych

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

and Biological vzorki a Udaji =z
Sample  Analysis analyzy Biologickych
Data. vzorku.

11.3  Study Records. Institution, 11.3  Studijni zadznamy. Instituce

bude pro potifeby Hlavniho
zkousejiciho a vlastni potfeby
uchovévat Studijni zaznamy
kazdého subjektu  Studie,
které zahrnuji kopie vSech
Studijnich udajt, jakoz 1
ptislusné zdrojové dokumenty
Hlavniho zkousejiciho
(spole¢né dale jen ,,zaznamy
0 studii), za skladovacich
podminek zajist'ujicich jejich
zachovéni a ochranu po dobu
15 let po ukonceni Studie.
Instituce souhlasi, ze umozni
spolecnosti Pfizer, v piipadé
nutnosti, uchovavat zaznamy
delsi dobu na néklady
spolecnosti Pfizer zpisobem,
ktery zajisti ochranu
divérnosti téchto zaznamu
(napf.  bezpetné  externi
uloZeni).

service provider acting on
its behalf, has the right, but
not the obligation, to co-
monitor the Study. Upon
reasonable  notice and
during regular business
hours, Institution  will
permit CRO or Pfizer
representatives access to

12. Monitoring,  Inspections, and 12. Monitorovani, inspekce a audity
Audits
12.1  Monitorovani. CRO ma
12.1 Monitoring. CRO intends v umyslu monitorovat
to monitor Study conduct. provadéni studie. Spolecnost
Pfizer, or an external Pfizer nebo externi

poskytovatel sluzeb jednajici
jejim jménem ma pravo, avSak
nikoli  povinnost, se na
monitorovani studie
spolupodilet. Po pfiméfeném
ozndmeni povoli Instituce
zastupciim CRO nebo
spolecnosti  Pfizer b¢hem
bézné pracovni doby pfistup
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any Institution premises,
facilities, Study Records,
sub-investigators, and
research staff as required to
monitor Study conduct —
exclusively in regards to the
purpose of this Agreement.
CRO or Pfizer will
promptly notify Principal
Investigator or Institution
of any monitoring findings
that could affect the safety
of Study Subjects or
influence the conduct of the
Study. Principal
Investigator may inform
Study Subjects of such

do prostor, zafizeni, ke
Studijnim  zdznamim, a
ke zkousejicim a vyzkumnym
pracovnikiim Instituce tak, jak
to vyzaduje monitorovani
provadéni studie, vyluéné ve
vztahu  kpfedmétu  této
smlovy. CRO  nebo
spole¢nost ~ Pfizer  bude
neprodlené informovat
Hlavniho  zkousejiciho a
Instituci o vsSech nalezech
monitorovani, které by mohly
ovlivnit bezpecnost subjektil
Studie nebo provadéni Studie.
Hlavni zkouSejici miize o
téchto zjiSténich vhodnym

findings as appropriate. zpusobem informovat
subjekty Studie.
12.2  Pfizer Representative 12.2  Osobni  udaje  zastupci

Personal Data. If in the
support of a clinical trial,
Pfizer representatives are
required to submit to
Institution Personal Data,
including but not limited to,
name, address, phone

number, government

identifier, or birthdate

(“Pfizer  Representative

Personal Data”),

Institution will:

a. protect the
confidentiality  of
Pfizer

Representative
Personal Data using
the same or similar
standards Institution
uses for its own
employees;

spolecnosti Pfizer. Pokud je
Vv prub¢hu klinického
hodnoceni pozadovano, aby
zastupci  spolecnosti  Pfizer
predali Instituci své osobni
udaje, vcetné, ale ne vylucné,
jména adresy, telefonniho
¢isla, identifikacniho ¢isla
nebo data narozeni (,,Osobni
udaje zastupci spolecnosti

Pfizer®), Instituce  bude

postupovat nasledujicim

zpusobem:

a. ochrani divérnost
Osobnich udaji zastupci
spolecnosti Pfizer

pouzitim stejnych nebo
podobnych opatieni, které
pouziva pro své vlastni
zamestnance;
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b. not sell or disclose
Pfizer
Representative
Personal Data to
any third party
except as required
by law;

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

d. take appropriate
measures to protect
against any
unauthorized use or
disclosure of Pfizer
Representative
Personal Data and
will promptly notify
Pfizer of any breach
of this provision.

b. neproda ani nezpfistupni
Osobni udaje  zastupcil
spolecnosti Pfizer Zzadné
tieti  strané s vyjimkou
piipadi vyzadovanych
zakonem;

C. ustanovi ve smlouvé
obdobné povinnosti
ohledné  duvérnosti a

zabezpeceni téchto udaji
vici vSem poskytovatelim
sluzeb, se kterymi by
Instituce mohla Osobni
udaje zastupcti spolecnosti
Pfizer sdilet;

d. pfijme ptislusna opatieni

K ochrané proti
neopravnénému  pouziti
nebo zptistupnéni

Osobnich udaji zastupci
spole€nosti Pfizer a bez
prodleni bude spole¢nost
Pfizer  informovat o
jakémkoliv poruSeni
tohoto ustanoveni.

12.3

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

12.3

Inspekce a audity. Instituce
bere na védomi, Ze Studie
podléhd inspekci ze strany
kontrolnich ufadii na celém
svéte, véetné FDA USA, a ze
k takovymto inspekcim muize
dojit 1 po dokonceni Studie a
mohou  zahrnovat  audit
Studijnich zdznami. CRO
nebo spoleCnost Pfizer mulize
také provadét audit Studijnich
zdznamu béhem Studie nebo
po jejim dokonceni jako
soucast monitorovani
provadéni Studie.
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In such event the parties shall
proceed in accordance with
the provisions of Article

V takovém pfipadé¢ se postupuje
obdobn¢ dle pravidel v ¢l

done so, as soon as
reasonably possible
if the site s
inspected or if
Institution  learns
that it is scheduled
to be inspected by a
regulatory authority
in relation to the
Study.

12.1. above.

a. Notification. Oznédmeni. Instituce
Institution will bude informovat CRO
notify CRO, or co mozna nejdiive,
confirm that nebo potvrdi, ze tak
Principal ucinil Hlavni
Investigator has zkousejici, pokud

kontrolni ufad provede
inspekci  pracovisté
v souvislosti se Studii
nebo pokud se
Instituce dozvi, Ze je
takovato inspekce
naplanovéna.

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.

Pravo byt pritomen.
Neni-li to zakazéano
zdkonem, bude mit
CRO nebo spolecnost
Pfizer pravo byt
pfitomna a Ucastnit se
kazdé takové
inspekce, auditu,
Setfeni nebo kontrolni
¢innosti.

C. Cooperation.
Institution will

cooperate with
regulatory authority
and CRO or Pfizer
representatives and
Principal

Investigator in any
such inspections
and audits.
Institution will also

Spoluprace. Instituce
bude  spolupracovat

s kontrolnim turadem,
CRO nebo zastupci
spoleCnosti  Pfizer a
s Hlavnim

zkousejicim pri
provadéni inspekci a
auditt. Instituce také
ve  spolupraci S
Hlavnim zkousSejicim
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cooperate with

Principal

Investigator in
ensuring that Study
Records are

maintained in a way
that facilitates such
activities.

zajisti, aby Studijni
zéznamy byly vedeny

zpusobem, ktery
takovéto ¢innosti
usnadnuje.

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

ReSeni nesrovnalosti.
Instituce bude ve
spolupraci s Hlavnim

zkousejicim
bezodkladné fesit
jakékoli zjisténé

nesrovnalosti mezi
Studijnimi  Gdaji  a
zdravotnimi z&znamy
subjektil Studie.

Inspection Findings
and Responses.
Institution will
promptly forward to
CRO and Pfizer, or
confirm that
Principal
Investigator has
done so, copies of
any inspection
findings that
Institution receives
from a regulatory
authority in relation
to the  Study.
Institution will also
cooperate with
Pfizer as needed to
help ensure that
Principal
Investigator
forwards any
inspection findings

Nalezy inspekce a
odpovédi.  Instituce
bezodkladné¢  preda
CRO a spolecnosti
Pfizer kopie veSkerych
nalezt inspekce, které
obdrzi od kontrolniho
ufadu v souvislosti se
Studii, nebo potvrdi,
ze tak ucinil Hlavni
zkousejici.  Instituce
bude rovnéz v pripade
potifeby spolupracovat
se spoleCnosti Pfizer,
aby bylo zajiSté€no, Ze
Hlavni zkousejici
pfedd vSechny nalezy
inspekce, které sam
obdrzi v souvislosti se
studii. Kdykoli je to
proveditelné a
povolené ze z&kona,
poskytne Instituce
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that Principal
Investigator alone
receives in relation
to the  Study.
Whenever feasible
and permitted by
law, Institution will
provide CRO and
Pfizer with an
opportunity to
prospectively

review and
comment on any
Institution

responses to
regulatory authority
inspections in
regard to the Study.

CRO a spolecnosti
Pfizer pfilezitost k
pripadnému posouzeni
a ptripominkdm navrh
odpovédi Instituce na
vysledky Inspekce
kontrolniho ufadu
tykajici se Studie.

13.

Remedies for Breach of Certain
Study Obligations. In the event
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 IEC review, the
following will apply. In addition to
its right to terminate the Study
immediately under
Section 18.1.c(2), CRO will have

13.

Népravné prostiedky v pfipadé
poruseni urcitych zavazkti Studie.
V piipadé, Ze Instituce nesplni
nektery ze svych zavazkl
stanovenych v ¢lancich 3 (Protokol),
7 (Informovany souhlas a nébor
subjektl), 11 (Studiyjni udaje,
biologické vzorky a zaznamy o studii)
a 12 (Monitorovani, inspekce a
audity) této Smlouvy nebo pozadavku
Protokolu tykajicich se hlaSeni
nezadoucich ptihod, etického
provadéni Studie a kontroly ze strany
SUKL/ptislusné EK, uplatni se
nasledujici postup. CRO, vedle svého
prava Studii okamZzité¢ ukoncit podle
¢lanku 18.1.c (2), se bude moci
uchylit k jednomu nebo obéma

recourse to either or both of the z nasledujicich napravnych
following alternative remedies: prostiedkd:

a. Suspension of a. pozastaveni  néboru

Study Subject subjektl Studie,

enrollment, if the jestlize  ndbor do
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Study is not yet

Studie neni  jesté

fully enrolled, and ukoncen, a

b. Suspension of b. pozastaveni plateb
payment to Instituci a Hlavnimu
Institution and zkousejicimu.
Principal

Investigator

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

Jakékoli pozastaveni naboru nebo
plateb bude pokracovat do té doby,
dokud Instituce a Hlavni zkousejici
podle zjisttni CRO  neobnovi
dodrZovani svych zavazkl ze Studie.
Pouziti  jednoho  nebo  obou
napravnych prosttedkli nebrani CRO
nebo spolecnosti Pfizer v uplatnéni

exercising its right to immediately jejilho  prava okamzit¢ ukoncit
terminate the Study if Institution Smlouvu, jestlize Instituce i Hlavni
and Principal Investigator do not zkouSejici  neza¢nou  dodrZovat
both become compliant. zavazky.

14, Inventions 14.  Vynélezy

14.1 Notification. If the conduct
of Study results in any right
that may be granted or

recognized under any
legislation regarding
patents, copyrights,
trademarks, industrial

designs, discovery or any
other  intellectual  and
industrial ~ property, of
which Institution is aware,
whether patentable or not
(“Invention”), Institution
will promptly inform CRO.

141  Oznameni. Pokud na zakladé
provadéni  Studie vznikne
né¢jaké pravo, jez mize byt
udéleno nebo uzndno na
zéklad¢ jakychkoli pravnich
ptedpist tykajicich se patentd,
autorskych prav, ochrannych
znamek, primyslovych vzort,
objevill nebo jiného dusevniho
¢i prumyslového vlastnictvi,
jehoz si je Instituce védoma,
bez ohledu na to, zda jej lze
patentovat ¢i nikoli (dale jen
,Vynélez*), bude Instituce

0 této skute¢nosti
bezodkladné informovat
CRO.

14.2  Assignment. Institution 14.2  Postoupeni. Instituce

will assign, or ensure that
all inventors who are
employees or contractors of

postoupi veskera prava k
takovym Vynélezim
spole¢nosti Pfizer bez
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Institution  assign,  all
interest in any such
Invention to Pfizer, free of
any obligation or
consideration beyond that
provided for in this
Agreement. Institution, as
the employer of Principal
Investigator exercising
economic rights of
Principal Investigator as the
author, hereby assigns all

transferable intellectual
property rights in any
Inventions (namely

Institution’s right  to
exercise economic rights to
Inventions) to Pfizer. Inthe
event that the nature of
intellectual property rights
prohibits the assignment of
all or any of such rights as
set forth above, Institution
hereby grants to Pfizer an
express, exclusive,
irrevocable and royalty-free
license in perpetuity for use
and exercise, to the extent
permitted by applicable
law, of any and all
intellectual property rights
in and to Inventions.
Notwithstanding the
foregoing, Institution
hereby agrees that Pfizer
has the right to grant sub-
licenses, or transfer the
license granted to it under
this Article, to third parties
or not to use the license.

jakychkoli dalSich zavazkt
nebo plateb nad rémec
uvedeny v této Smlouve,
pfipadné¢ zajisti postoupeni
téchto  prav  piislusnymi
vynalezci, ktefti jsou
zaméstnanci nebo dodavatelé
Instituce. Instituce, jako
zaméstnavatel Hlavniho
zkousejiciho vykonavajici
hospodaiska prava Hlavniho
zkousejictho jako autora,
timto postupuje spolecnosti
Pfizer veSkera prevoditelna
prava k duSevnimu vlastnictvi
ve vztahu k veskerym
Vyndlezim (zejména pravo
Instituce vykonavat prava
hospodaiské  povahy  ve
vztahu k Vynaleztim). Pokud
povaha pfedmétnych prav k
duSevnimu vlastnictvi
znemoziuje postoupeni vSech
¢i nekterych téchto prav vyse
popsanym zpiisobem,
Instituce timto ud¢luje
spolecnosti Pfizer vyslovnou,
vylu¢nou, neodvolatelnou a
bezplatnou licenci bez
casového omezeni k uzivani a
vykonu veskerych prav k
dusevnimu  vlastnictvi  ve
vztahu k Vyndlezim v
rozsahu povoleném
pfislusnymi pravnimi
piedpisy. Bez ohledu na to, co
je uvedeno vyse, Instituce
timto souhlasi, ze spolecnost
Pfizer mé& pravo ud¢lovat
podlicence nebo  prevést
licenci, ktera ji byla podle
tohoto ¢lanku poskytnuta, na
tteti strany nebo licenci
nevyuzit.
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For the avoidance of doubt all
Intellectual property rights
and rights of a similar
nature that — prior to the
effective date of this
Agreement —a are owned or
licensed by/to the
Institution/Investigator  or
the Sponsor shall remain
property of concerned

party.

Za ucelem vylouceni pochybnosti
vSechna prava dusevniho
vlastnictvi a prava podobné
povahy, ktera jsou pred datem
uzavieni  této Smlouvy
vlastnéna
Instituci/Zkousejicim ¢i
Zadavatelem nebo na néz ma
Instituce,  ZkouSejici  ¢i
Zadavatel pred datem
uzavieni této Smlouvy licenci
¢i jiné obdobné pravo, v¢.
prava vlastnického, zustanou
ve vlastnictvi pfislusné strany.

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

14.3 Pomoc. Instituce poskytne
pfimétenou pomoc
spolecnosti Pfizer pii
podavani a  vyfizovani
jakychkoli Zadosti o patent,
které se tykaji Vynalezu, a to
na naklady spoleCnosti Pfizer.

15.1 Publication of Study Results.
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.
Requirements  associated
with such publications are
set forth in Section 15
(Publications) of  the
agreement between CRO
and Principal Investigator.

15. Publications. 15.

Publikace.

15.1 Publikace vysledkti Studie.
Spole¢nost Pfizer podporuje
uplatiovani akademické
svobody a nema zadné
namitky vu¢i tomu, aby
Hlavni zkousejici publikoval
vysledky Studie zalozené na
informacich, které Hlavni
zkousSejici shroméazdil nebo
vytvofil, at jiz budou
vysledky pro 1éCivo
spolecnosti Pfizer ptiznivé ¢i
nikoli. Pozadavky souvisejici
s takovymi publikacemi jsou
uvedeny v ¢lanku 15
(Publikace) smlouvy mezi
CRO a Hlavnim zkouSejicim.
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16. Sponsor Insurance Coverage. The 16. Pojisténi zadavatele. Strany berou na
Parties Acknowledge that, in védomi, ze v souladu
accordance with Sec. 52(3)(f) of the s 8 52 odst. 3 pism. f) zakona
Pharmaceuticals Law, Pfizer has 0 lé¢ivech zajistila spole¢nost Pfizer
arranged for liability insurance of pojisténi opovédnosti zadavatele a
Sponsor and Principal Investigator Hlavniho zkouSejiciho pokryvajici
covering liability for physical odpovédnost za fyzickou Ujmu
injury (including death), illness (v€etn¢ umrti), onemocnéni vznikla
arising out of or relating to the v disledku nebo v  souvislosti
administration of the product(s) s podavanim piipravkid ve vyzkumu
under investigation or any clinical nebo v dusledku ¢i v souvislosti
intervention or procedure provided s jakymkoli  klinickym  zakrokem
for or required by the Protocol that nebo postupem stanovenym nebo
the Study Subject would not have pozadovanym Protokolem, jenz by
received if the Study Subject had subjekt Studie nepodstoupil, pokud
not participated in the Study by se Studie neucastnil (dale jen
(“Research Injury”). A copy of the ,Ujma zptsobend zapojenim do
insurance  certificate  will  be Studie*). Kopie  pojistného
provided to Institution. The Parties certifikatu bude ptfedana Instituci.
hereby agree, provided that the Strany timto ujedndvaji, Ze za
mandatory  requirements  are predpokladu dodrZeni pozadavku
respected, that Pfizer may amend or pravnich piedpist je spole¢nost Pfizer
change the relevant insurance opravnéna pfislusnou pojistku v
policy during the Study. prubéhu Studie zménit ¢i upravit.

17.  Assignment and Delegation 17.  Postoupeni prdv a delegovani

povinnosti

17.1 By Institution. CRO
authorizes Institution to
delegate Institution duties
under this Agreement to
Principal Investigator as
appropriate. Institution
may not otherwise assign its
rights or delegate or
subcontract any duties
under  this  Agreement
without written permission
from CRO. If CRO
authorizes delegation or
subcontracting, Institution
remains responsible to CRO
for the performance of all

17.1 Ze strany Instituce. CRO
Instituci povoluje vhodnym

zpliisobem delegovat
povinnosti Instituce
vyplyvajici z této Smlouvy na
Hlavniho zkousejiciho.

Instituce neni jinak opravnéna
postoupit sva prava nebo
delegovat své  povinnosti
vyplyvajici z této Smlouvy
nebo uzavirat
subdodavatelské smlouvy na
tyto povinnosti bez
pisemného souhlasu CRO.
Pokud CRO povoli
delegovani povinnosti nebo
uzavirani subdodavatelskych
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delegated or subcontracted
duties.

smluv, odpovida Instituce i
nadale CRO za plnéni vSech
delegovanych povinnosti.

17.2

By CRO. CRO may freely
assign any or all of its rights
and delegate any or all of its
duties under this Agreement
to Pfizer; in such event the
Institution shall be notified
in writing by CRO or Pfizer.

Pfizer, following
assignment and delegation
by CRO, may also freely
delegate and assign Study-
related duties and rights to
any Pfizer affiliate or to an

external provider upon
advance notice to
Institution.

Assignment of rights and
delegation of duties by
CRO to third parties other
than Pfizer and/or it’s
affiliates shall be subject to
Institution”s written
permission, whereas such
persmission shall not be
unreasonably withheld by
Institution.

If CRO or Pfizer delegates
or subcontracts any duties,
CRO or Pfizer remains
responsible to Institution
for the performance of those
duties. If CRO assigns all
of CRO's rights and duties

17.2

Ze strany CRO. CRO miiZze
svobodné postoupit
spoleCnosti  Pfizer néktera
nebo vSechna svd prava a
delegovat na ni nékteré nebo
vSechny  své  povinnosti
vyplyvajici z této Smlouvy;
CRO nebo spolecnost Pfizer
tuto  skuteCnost  pisemné
oznami Instituci.

Po ptedchozim postoupeni
prav a delegaci povinnosti ze
strany CRO muze spolecnost
Pfizer téZ svobodné postoupit
prava souvisejici se Studii
libovolné pridruzené
spolecnosti Pfizer, ptipadné
externimu poskytovateli, a
delegovat na n¢ své ptislusné
povinnosti; Pfizer takovou
skute€nost rovnéz pisemné
ozn&mi Instituci.

Prevod prav a delegovani
povinnosti ze strany CRO na
jiny subjekt neZ spolecnost
Pfizer nebo jeho pridruzené

spole¢nosti podléha
pisemnému souhlasu
Instituce,  pfiCemZz  tento

nebude bezdtivodné odepien.

Pokud CRO nebo spolecnost
Pfizer deleguje nebo formou
dil¢i subdodavatelské
smlouvy pievede jakékoli
povinnosti, CRO  nebo
spoleCnost  Pfizer nadale
odpovidd Instituci za plnéni
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under this Agreement, in
accordance with the terms
herein, to another service

téchto povinnosti. Aby se
predeslo pochybam, prava a
povinnosti uvedené v tomto

provider, that service odstavci jsou pouze prava a
provider  will  become povinnosti vyplyvajici z této
responsible for performance Smiouvy.
of all duties. For the
avoidance of doubt, the
rights and duties discussed
in this subsection are only
those arising out of this
Agreement.
18.  Termination 18.  Ukonceni

18.1 Termination Events. 18.1 Duvody ukonc¢eni. Ukonceni

Termination of this této smlouvy nastane

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

v disledku té z nésledujicich
udalosti, ke které dojde dfive.

Zamitnuti SUKL/EK.
Jestlize nemiize byt
Studie zahajena kvuli

a. Disapproval by a.
SUKL/IEC. If the
Study cannot be

initiated because of

SUKL/IEC
disapproval,  this
Agreement will
terminate.

zamitnuti SUKL/ EK,
pozbyva tato Smlouvy
okamzité platnosti.

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

Dokonceni Studie.
Platnost a uc¢innost
této Smlouvy skon¢i,
jakmile bude Studie
dokoncena, t.
dokon¢enim vsech
¢innosti
vyZadovanych
Protokolem u vSech

Subjects. zatazenych subjektl
Studie.

C. Early Termination PiedCasné  ukondceni

of _Study. This Studie. Platnost a

Agreement will
terminate if the

ucinnost této smlouvy
skon¢i, jestlize je

Two Party dual language template for CRO and Institution (Czech Republic)

I - B s cs- bilingual English-Czech 20200513 1.0

Template Version: May 2018

Page 41 of 67




Study is terminated
early as described

Studie
ukoncena tak, jak je

piedcasné

below. popsano nize.
1) Termination 1) Ukonceni
of Study Studie na
Upon zakladé
Notice. vypoveédi.
CRO or CRO nebo
Pfizer may spole¢nost
terminate Pfizer —muze
the Study for ukon¢it Studii
any reason z jakéhokoli
upon 30 davodu na
days’ zaklade
written pisemné
notice to vypoveédi
Institution. S vypoveédni
lhtitou v délce
30 dni, podané
Instituci.
(2) Immediate @) Okamzité
Termination ukonceni
of Study by Studie ze
CRO or strany CRO
Pfizer. CRO nebo
or Pfizer spolecnosti
may Pfizer. CRO
terminate nebo
the  Study spole¢nost
immediately Pfizer —muze
upon written Studii ukoncit
notice to s okamzitou
Institution ucinnosti  na
for  causes zaklade
that include pisemného
failure  to oznameni
enroll Study podaného
Subjects at a Instituci
rate z davodu,
sufficient to mezi které
achieve patii
Study nezatazeni
performance dostate¢ného
goals; poctu
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material
unauthorize
d deviations
from the
Protocol or
reporting
requirement
S;
circumstanc

es that in
CRO’s or
Pfizer’s
opinion pose
risks to the
health or
well-being
of Study
Subjects;
regulatory
authority
actions
relating to

ucastniki  pro
dosazeni cila
Studie;
podstatné
neopravnéné
odchylky od
Protokolu
nebo od
pozadavki na
podavani
zprav,
okolnosti,
které podle
ndzoru CRO
nebo
spolec¢nosti
Pfizer
predstavuji
riziko pro
zdravi  nebo
blaho subjekt
Studie; kroky

the Study or kontrolnich
the uradu
Investigatio v souvislosti se
nal  Drug; Studii  nebo
any non- hodnocenym
compliance 1é¢ivem,;

by the jakékoli
Institution nedodrzeni
with  local mistnich

laws, ICH zakonu,

GCP, or the pokyni ICH
terms of GCP nebo
Section 20 podminek
(Anti- ¢lanku 20 této
Corruption) Smlouvy

of this (Protikorup¢ni
Agreement; opatfeni)  ze
or non- strany
compliance Instituce; nebo
by the nedodrzeni
Principal srovnatelnych
Investigator podminek
with the smlouvy mezi
comparable CRO a
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terms of the
agreement
between
CRO and
Principal
Investigator.

Hlavnim
zkousejicim ze
strany
Hlavniho
zkousejiciho.

3) Immediate ukonceni
Termination Studie
of Study by Instituci.
Institution. Instituce muze
Institution ukonc¢it Studii
may s okamzitou
terminate ucinnosti  na
the  Study zaklade
immediately pisemného
upon oznameni
notification podaného
to CRO if CRO, pozada-
requested to li o to SUKL
do so by the nebo piislusna
responsible EK nebo
SUKL/IEC pokud takové
or if such ukonceni
termination vyzaduje
is required to ochrana zdravi
protect the subjekti
health of Studie.
Study
Subjects.

(3) Okamzité

18.2

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

18.2

Datum ucinnosti ukonceni
Smlouvy. V ptipad¢, Ze dojde
k ukonceni Smlouvy nékterou
z okolnosti popsanych vyse
Vv ¢lanku 18.1, bude ukonceni
ucinné okamzikem, kdy CRO
nebo Pfizer pfevezme veskeré
Studijni udaje a Biologicke
vzorky vyzadované
Protokolem a vzniklé do data
ukonceni Smlouvy,
okamzikem pfijeti veskerych
plateb splatnych kterékoli ze
stran, a okamzikem splnéni
vSech piisluSnych zbyvajicich
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both  parties of any
remaining applicable
Agreement obligations.

povinnosti vyplyvajicich ze
Smlouvy obéma stranami.

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.

18.3

Platba  pfi  pfedCasném
ukonceni. Jestlize je Studie
ukonena ptedCasné, zaplati
CRO za ftadn¢ vykonanou
praci podle pfilohy A po
odecteni jiz uhrazenych plateb
za tuto préci, neni-li v tomto
odstavci uvedeno jinak. CRO
uhradi rovnéz veSkeré
nezruSitelné¢ vydaje kromé
budoucich nakladt na
personal, pokud byly tadné
vynalozeny, byly pfedem
schvaleny CRO a jejich vysi
JiZz nelze pfiméfené snizit. .

a. Non-Compliance
with Anti-
Corruption

Provision. If CRO
or Pfizer terminates

the Study because of
Institution’s or
Principal

Investigator’s non-
compliance with the
terms of Section 20,
Anti-Corruption,

CRO and Pfizer will
not provide any

further payment
under this
Agreement,

regardless of any
activities that
Institution has

undertaken or third-
party  agreements

a. Nedodrzeni
protikorup¢nich
opatieni. Pokud CRO
nebo spolecnost Pfizer

Smlouvu  ptedcCasné
ukon¢i kvili
nedodrzeni podminek
¢lanku 20
(Protikorup¢ni

opatieni) této
Smlouvy Instituci
nebo Hlavnim
zkousejicim, CRO a
spolecnost Pfizer

neuhradi zadné dalsi
platoy  podle této
Smlouvy bez ohledu
na to, zda Instituce
vykonala pred
ukonc¢enim Smlouvy
jakékoli C¢innosti nebo
uzaviela jakékoli
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that Institution has
entered into before
termination.

dohody se tfetimi

stranami.

18.4

Return of Materials. Unless
CRO instructs otherwise in
writing, upon termination of
the Agreement, Institution
will promptly return all
materials supplied by CRO
or Pfizer for Study conduct
that are in Institution’s

possession  or  control,
including unused
Investigational Drug,

unused Case Report Forms,
and any CRO or Pfizer-
supplied Equipment and
Materials. Institution will
also cooperate with CRO or
Pfizer, on request, to help
ensure return of such
materials in the possession
or control of Principal
Investigator

18.4

Vraceni materiala.  Pokud
CRO nevyda jiny pisemny
pokyn, Instituce po skonceni
Smlouvy bezodkladné vrati
vSechny podklady dodané
CRO nebo spolecnosti Pfizer
pro provadéni Studie, které
jsou Vv drZzeni Instituce nebo
které spravuje, véetné
nepouzitého hodnoceného
1é¢iva, nepouzitych formulart
zdaznamu subjektu hodnoceni
a veSkerého Vybaveni a
Materiali dodanych CRO
nebo  spolecnosti  Pfizer.
Instituce bude také na zaklad¢
zadosti spolupracovat s CRO
a spolecnosti Pfizer k zajiSténi
vraceni takovych materiald,
které jsou v drzeni nebo
spravé Hlavniho zkouSejiciho.

185

Survival of Obligations.

Obligations  relating to
Funding, Confidential
Information, Study
Records, Inventions,
Publications,

Indemnification,  Sponsor
Insurance Coverage,
Suitability, and  Anti-
Corruption survive

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

18.5

Pietrvani zavazkua. Z&vazky

tykajici  se  financovani,
Diivérnych informaci,
Studijnich zaznamd,
Vynalezi, publikaci,
odskodnéni, pojisténi
zadavatele, zpusobilosti a
protikorup¢nich opatfeni

pretrvavaji 1 po ukonceni této
Smlouvy, stejné jako vSechna
dal$i ujednani této Smlouvy
véetné jejich priloh, z jejichz
povahy a zdméru vyplyva, Ze
zUstavaji platné po vyprSeni
doby platnosti Smlouvy.
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19. Other Terms

19. Dalsi podminky

19.1  Suitability. Institution 19.1 Zpisobilost. Instituce
certifies that it is licensed, potvrzuje, ze je podle
registered, or otherwise ustanoveni  zakond  Ceské
qualified and suitable under republiky, predpist, zasad a
local laws of Czech ufednich pozadavku drzitelem
Republic, regulations, ptislusnych licenci a registraci
policies, or administrative a je kvalifikovana a zptsobila
requirements to conduct the provadét Studii a pozadované
Study and required Study- ¢innosti souvisejici se Studii.
related activities. Instituce dale potvrzuje, Ze
Institution also certifies that neexistuji  zadné prislusné
there are no applicable pravni piedpisy nebo jiné
regulations or other zévazky, které by ji branily
obligations that prohibit it v provadéni této Studie a
from conducting the Study uzavieni této Smlouvy, Ze ji
and entering into this nebylo zakdzano nebo nebyla
Agreement and that it has vylou¢ena z  vykonavani
not been forbidden to or Klinického  vyzkumu a
debarred from carrying out provadéni klinického
clinical research and the hodnoceni 1é¢ivych ptipravki
conduct of trials concerning podle  pravnich  piedpisi
investigational ~ medicinal kterékoliv jurisdikce (vcetné,
products under the law of avSak nejen podle odstavch
any jurisdiction (including, 306(a) nebo (b) federélniho
without limitation, zakona USA o0 potravinach,
subsections 306(a) or (b) of lécich a kosmetice), a Ze
the United States Federal vzadné funkci nepouzije
Food, Drug, and Cosmetic k vykonu sluzeb podle této
Act) and that it will not use Smlouvy zadnou osobu, ktera
in any capacity the services podléha zakazu ¢innosti podle
of any person debarred takovych pravnich predpist.
under such law with respect Béhem platnosti této Smlouvy
to services to be performed Instituce neprodlené
under this  Agreement. vyrozumi CRO, pokud bude
During the term of this na zakladé novych informaci
Agreement Institution will nutné kterékoli z téchto
notify CRO promptly if any potvrzeni doplnit.
of these certifications need
to be amended in light of
new information.

19.2  Investigations, Inquiries, 19.2 Vysetfovani, patrani, varovani

Warnings, or Enforcement
Actions Related to Conduct

nebo donucovaci opatieni
vztahujici se k provadéni
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of Clinical
Research. Institution
certifies that it is not the
subject of any past or
pending governmental or
regulatory investigation,
inquiry, warning, or
enforcement action
(collectively, “Agency
Action”) related to its
conduct of clinical research
or the practice of medicine
that has not been disclosed
to CRO or
Pfizer.  Institution  will
notify CRO promptly if it
receives notice of or
becomes the subject of any
Agency Action regarding
its compliance with ethical,
scientific, or regulatory
standards for the conduct of
clinical research or the
practice of medicine if the
Agency Action relates to
events or activities that
occurred prior to or during
the period in which the
Study was conducted.

klinického

vyzkumu. Instituce
potvrzuje, ze vici ni nebylo
ani  neni vedeno zadné
vySetfovani  ani  patréni,
nebylo ji doruceno Zzadné
varovani ani vici ni nebylo
pfijato  z&dné donucovaci
opatfeni ze strany vladnich ¢i
kontrolnich ~ urada  (dale
souhrnné ,,Uf¥edni opati‘eni®)
v souvislosti S provadénim
klinického hodnoceni nebo
lékatské praxe, o nichz by
CRO nebo spolecnost Pfizer
nebyla

informovana. Instituce bude
bezodkladné informovat
CRO, jestlize obdrzi

oznameni o Utednich
opatfenich nebo se stane
pfedmétem jakéhokoli
Utedniho tikonu v souvislost
s dodrzovanim etickych,
védeckych a  kontrolnich
norem pro provadéni

klinického vyzkumu nebo
1ékatské praxe, pokud se tyto
Utedni kroky budou tykat
udalosti nebo Cinnosti, k nimz
doslo pted obdobim nebo v
prubéhu obdobi, kdy byla
Studie vedena.

19.3

Use of Name. CRO and
Pfizer reserve the right to
identify the 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

19.3

Pouziti jména. CRO a
spole¢nost Pfizer si vyhrazuji

pravo  jmenovat  Instituci
v souvislosti s registraci
Protokolu % databazi
klinickych hodnoceni

narodnich ustavi zdravi USA
(NIH), v jinych vefené
pfistupnych seznamech
probihajicich klinickych
hodnoceni nebo v jinych
sluzbach nebo prostiedcich
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mechanisms. Neither CRO
nor Pfizer will otherwise
use the name of Institution
or any of Institution’s
employees or contractors,
and Institution will not use
the name of CRO, Pfizer, or
any of their respective
employees or contractors,
for promotional or
advertising purposes
without written permission
from the party whose name
will be used.

pro nabor subjekti. CRO ani
spolecnost ~ Pfizer  jinak
nepouziji jméno Instituce ani
zddnych  zaméstnanci i
subdodavateli Instituce, a
Instituce nepouzije jméno
CRO, spolec¢nosti Pfizer ani
zadnych jejich zaméstnanct ¢i
subdodavateli pro propagacni
nebo reklamni ucely bez
pisemného souhlasu strany,
kter4 méa byt jmenovana.

194 SUSARs. Pursuant to a 19.4 Hlaseni SUSAR. V souladu
sponsor’s safety reporting S povinnosti  bezpecnostniho
obligations under 21 CFR hlaseni zadavatele podle 21
312.32(c)(1), Pfizer will CFR  312.32(c)(1), bude
report to the Principal spoleCnost ~ Pfizer  hlasit
Investigator all  Serious Hlavnimu zkousejicimu
Unexpected Suspected vSechna Podezieni na zavazné
Adverse Reactions neoc¢ekavané nezadouci
(“SUSARs”). Principal ucinky (Serious Unexpected
Investigator will receive Suspected Adverse Reactions,
and review SUSAR reports. »SUSAR®). Hlavni zkousejici
Pfizer shall report to the obdrzi hlaseni SUSAR a
responsible IRB/IEC any sezndmi se s nimi. Spole¢nost
SUSARs for the Pfizer bude hlésit odpoveédné
Investigational Drug in the IRB/IEC SUSARyY
given Clinical Trial taking hodnoceného lé¢ivého
place in the territory of the ptipravku z
Czech Republic. daného klinického hodnoceni,
Institution ~ will  retain ke kterému doslo na uzemi
SUSAR reports consistent Ceské republiky. Instituce
with Section 11.3 of this uchova  hlaSeni  SUSAR
Agreement. v souladu s ¢lankem 11.3 této

Smlouvy.
19.5 Relationship of the Parties. 195 Vztah  mezi  smluvnimi

The relationship of
Institution to CRO and
Pfizer is one of independent
contractor and not one of
partnership, agent and
principal, employee and

stranami. Vztah Instituce vici
CRO a spolecnosti Pfizer je

vztahem nezavislého
dodavatele a neni vztahem
obchodniho partnerstvi,
zmocnénce a zmocnitele,
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employer, joint venture, or
otherwise.

zamgéstnance a
zaméstnavatele, spole¢ného
podniku ani jinym vztahem.

19.6

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

Zmény. Veskeré zmény této
Smlouvy musi byt provedeny
pisemné, podepsany stranami
a oznaceny jako dodatek,
vyjma urcitych oboustranné
piijatelnych tuprav rozpoctu
Studie, jez jsou popsany
Vv priloze A.

19.7

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

Nemoznost zieknout se prava.
Neuplatnéni prava
vyplyvajiciho z této Smlouvy
nepfedstavuje  zfeknuti se
tohoto prava do budoucna.
Z4dné zfeknuti se prava neni
ucinné, pokud neni ucinéno
pisemn¢ a podepsano stranou,
ktera se prava ziika.

19.8

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

19.8

Rozpor s piilohami. Pokud
nastane jakykoli rozpor mezi
touto Smlouvou a jakoukoli
jeji ptilohou, uplatni se tiprava
a podminky stanovené v této
Smlouve. Pokud nastane
rozpor mezi touto Smlouvou a
Protokolem, Protokol bude
rozhodujici ve vécech lécby
Studijnich subjekti a
Smlouva bude rozhodujici ve
vSech ostatnich vécech.

19.9

Affiliates. As used in this
Agreement, the term
“affiliate” means any entity
that directly or indirectly
controls, is controlled by, or

19.9

Piidruzené spolecnosti.
Termin ,pridruzena
spole¢nost“ znamena pro

ucely této Smlouvy jakykoli
subjekt, ktery pfimo nebo
nepiimo kontroluje

Two Party dual language template for CRO and Institution (Czech Republic)

I - B s cs- bilingual English-Czech 20200513 1.0

Template Version: May 2018

Page 50 of 67




is under common control
with the named party.

jmenovanou stranu, je ji
kontrolovan nebo je s ni pod
spolecnou kontrolou.

19.10 Successors and Assigns. 19.10 Pravni  néstupci. Tato
This Agreement will bind Smlouva bude zévazna pro
and inure to the benefit of pravni nastupce kazdé ze stran
the successors and a bude pusobit v jejich
permitted assigns of each prospéch.
party.

19.11 Third Party Beneficiary. 19.11 Obmys$lena  tfeti  strana.
Pfizer is an intended third- Spolecnost Pfizer je
party beneficiary to this obmys$lenou tfeti  stranou
Agreement and is entitled to opravnénou z této Smlouvy a
enforce directly any and all ma na zaklad¢ této Smlouvy
of its rights under it. If a pravo piimo vymahat v§echna
third party acquires rights in sva prava z ni vyplyvajici.
the Pfizer Drug and Pfizer Pokud néjaka tieti strana ziska
transfers sponsorship of the prava na lé¢ivo spolecnosti
Study to the third party Pfizer a spolecnost Pfizer
Pfizer may freely transfer pfevede prava zadavatele
any or all of its rights and Studie na tuto tfeti stranu,
obligations  under  this spole¢nost Pfizer je opravnéna
Agreement to the new k pfevodu jakychkoliv a v§ech
sponsor. povinnosti vyplyvajicich

ztéto Smlouvy na nového
zadavatele.

19.12 Disclaimer of Warranties 19.12 Odmitnuti z&ruk ze strany
by CRO. The parties CRO. Strany berou na

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,

védomi, ze spolecnost Pfizer
najala CRO za ucelem
poskytovani sluzeb \
souvislosti s touto klinickou
studii, jiz je spole¢nost Pfizer
zadavatelem. CRO
neprovedla Zadny nezavisly
vyzkum ani analyzu ohledné
bezpe€nosti ani  Ucinnosti
hodnoceného 1é€iva ani jinych
materiali ¢ 1écebnych
postupt, které se pii této
Studii pouziji, a CRO proto
neposkytuje zadné vyslovné
ani  konkludentni  zaruky
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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.

Sponsor’s responsibility as
per this Agreement is,
however, not affected by
the above disclaimer.

ohledné téchto 1éCiv,
materiali  ani  1écebnych
postupt, vysledkl, které maji
byt ziskany jejich podanim
v souladu s Protokolem,
ohledné jejich vhodnosti pro
jakykoli konkrétni ucel ani
ohledn¢ jakéhokoli jiného
zavazku spolecnosti Pfizer na
zaklad¢ Protokolu nebo této
Smiouvy.

Tim neni dotCena
odpovédnost Zadavatele dle
této smlouvy.

19.13 Entire Agreement.  This 19.13 Uplna dohoda. Tato Smlouva
Agreement including véetné vSech pfiloh spole¢né
Attachments, taken together se souvisejici smlouvou mezi
with the associated CRO a Hlavnim zkousejicim
agreement between CRO (viz ¢lanek 1.3 smlouvy mezi
and Principal Investigator CRO a Hlavnim zkousejicim),
(see Section 1.3, predstavuje Uplné ujednani
Agreement between CRO mezi  stranami  ohledné
and Principal Investigator), doty¢ného predmétu
represents  the  entire Smlouvy. Tato Smlouva
understanding between the nahrazuje veskeré predeslé
parties relating to this dohody mezi stranami (Ustni a
subject matter. This pisemné) tykajici se této
Agreement supersedes all Studie s vyjimkou zavazkd,
previous agreements které na zaklad¢ své podstaty
between the parties (oral pretrvavaji bez ohledu na tuto
and written) relating to this Smiouvu.

Study, except for any
obligations that, by their
terms, survive independent
of this Agreement.
19.14 Governing  Law. This 19.14 Rozhodné pravo. Tato

Agreement is governed by
laws of the Czech Republic,
mainly by Act No. 89/2012
Coll., Civil Code and Act
No.  378/2007,  Caoll.,
Pharmaceuticals Act.

Smlouva se fidi pravnimi
predpisy Ceské republiky,
zejména zakonem
¢. 89/2012 Sb., obcansky
zakonik, a zakonem ¢.
378/2007 Sb., o 1é&Civech.
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Eventual disputes shall be
solved in front of the courts

Ptipadné spory budou fesit
véené a mistné pfislusné

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.

of the Czech Republic with soudy Ceské republiky.
the respective local- and
subject-matter jurisdiction.
19.15 Language. This Agreement 19.15 Jazyk. Tato Smlouva je

vyhotovena v Ceském i
anglickém jazyce a obé¢ verze
maji stejnou ucinnost.
V pfipadé nejednoznacnosti
nebo rozporu ve vykladu
ustanoveni  mezi  témito
dvéma verzemi bude
rozhodujici ¢eska verze.

19.16 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.

19.16 Oznameni.  Strany doruci
ozndmeni a dalsi zpravy
vztahujici se k této Smlouvé
osobn¢, kuryrem nebo postou
se zaplacenym poStovnym a
moznosti sledovani zésilky na
nize uvedenou adresu nebo na
takovou adresu, kterou strana
pozdéji ur¢i ozndmenim druhé
strané v souladu s timto
¢lankem.

CRO:

CRO:

Parexel International (IRL) Limited
70 Sir John  Rogerson's  Quay
Dublin 2, Ireland

Attention: || Elstudy project lead

Parexel International (IRL) Limited

70 Sir John Rogerson's Quay
Dublin 2, Ireland
K rukdm: projektovy vedouci studie

or, alternatively, the local (Czech) CRO
office:

pfipadné mistni (Ceska) pobocka CRO:

Parexel International Czech Republic s.r.o.
Futurama Business Park

Sokolovska 651/136A

CZ 186 00 Praha 8

Attention:

Tel.: +420

Parexel International Czech Republic s.r.o.
Futurama Business Park

Sokolovska 651/136A

CZ 186 00 Praha 8

K rukam:

Tel.: +420
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Email: [

Email: [

INSTITUTION:

INSTITUCE:

Revmatologicky Ustav
Na Slupi 450/4
128 50 Praha 2, Czech Republic,

Attn.: [l Director's office

Revmatologicky Ustav
Na Slupi 450/4
128 50 Praha 2, Ceska republika

K rukam: |, icditelstvi dstavu

Pfizer:

Spole¢nost Pfizer:

For Submission of Publications Only:

Pouze pro zasilani publikaci:

Study Clinician Biosimilars, GPD CDO
Biosimilars

Study Clinician Biosimilars, GPD CDO
Biosimilars

10770 Science Center Drive, CB10, San

10770 Science Center Drive, CB10, San
Diego, California 92121, USA

Diego, California 92121, USA

Tel.:

19.17 Counterparts
and  Signature. This

Agreement may be
executed in two or more
counterparts, each of which
will be deemed to be an
original, and all of which
will together constitute one
and the same agreement.
The Agreement will be
deemed to be fully
executed when signed by
each of the parties through
written signature, Portable
Document Format (PDF),
validated digital signature,
or other reliable electronic
means, and delivered to the
other parties.

Publication of the
Agreement in the Registry
of Contracts. In
accordance with Act No.
340/2015 Coll.,, on the
Register of Contracts, this

19.17 Pocet vyhotoveni a podpis.
Tato Smlouva muize byt
uzaviena ve dvou nebo vice
vyhotovenich, z nichz kazdé
je povazovano za original a
vSechny  spolecné¢  jsou
jednou smlouvou. Smlouva
bude povazovana za plné
uzavienou po podepsani
kazdou ze stran vlastni rukou
nebo ovéfenym podpisem na
dokumentu formatu PDF
(Portable Document Format)
nebo jinymi divéryhodnymi
elektronickymi prostfedky a
dorucena ostatnim strandm.

Uverejnéni smlouvy
v reqistru smluv. V souladu
se zakonem ¢. 340/2015 Sb.,
0 registru smluv, musi byt
tato Smlouva a/nebo
jakykoli jeji dodatek, pokud
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Agreement and/or any
amendment therto, shall be
disclosed and published in
the public Register of
Contracts within 30 days of
their full execution
(effective date). The parties
hereto agree that the
publication of the
Agreement, Exhibits and
any future amendments
shall be done by the
Institution

The disclosure shall be done
by the Institution by means
of publication or making
available for publication a
version of the Agreement
provided to it by CRO
exclusively for that
purpose. CRO shall provide
Institution with the version
for publication on the day of
the Agreement is signed, at
the latest. The version for
publication shall be an
machine-readable,

electronic format sent by

email at [N

CRO shall delete from the
Agreement to be published
all information regarding
confidential  information,
personal data and business
secrets as defined by the
Civil Code, except for

information publicly
available at the time of the
conclusion of this
Agreement and/or any
amendment (excluded

information and agreed
exclusion of information).

se na né tento zakon
vztahuje, uvefejnény
Vv registru smluv do 30 dnii
od data posledniho podpisu
(jejich uzavieni). Strany
souhlasi, A4S Instituce
uvefejni tuto Smlouvu, jeji
Piilohy a jakékoli budouci
dodatky.

Uvetejnéni provede
Instituce, a to tak, ze
uvefejni,  zpfistupni  ¢i

poskytne  k  uvefejnéni
vyluéné tu verzi této
Smlouvy anebo jejich casti,
kterou ji za timto ucelem
pfipravi a poskytne CRO
nejpozdéji v den podpisu této
Smlouvy, a to v strojové
¢itelném formatu v
elektronicke podob¢
zaslanim  na  emailovou

adresu [

CRO vymaze
Z uvefejnované smlouvy
vesker¢ informace tykajici se
davérnych informact,
osobnich udajt a
obchodniho tajemstvi, jak je
vymezeno obcanskym
zakonikem, s vyjimkou
informaci vefejné
dostupnych vV okamziku

uzavieni této  Smlouvy
a/nebo piipadného dodatku
(vylou¢ené informace a
dohodnuté vylouceni
informace).
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As part of the process of Instituce se zavazuje v ramci

publishing of this postupu uvefejnéni  této

Agreement pursuant to Act Smlouvy podle zidkona C¢.

No. 340/2015 Coll. On the 340/2015 Sh. zaslat

Register of Contracts, the potvrzeni o  uvefejnéni

Institution undertakes to Smlouvy na e-mailovou

send a confirmation of the adresu CRO:

publication of the

Agreement to the e-mail

address: [ RT.

20. Anti-Corruption 20. Protikorup¢ni opatieni
20.1  Definitions 20.1  Definice

a. Government.  As a. Vldda. Pro ucely této
used in this Smlouvy zahrnuje
Agreement, pojem ,LViada
“Government” vSechny 1arovné a
includes all levels slozky  vlady (.
and subdivisions of organy na  mistni,
governments  (ie, krajské i celostéatni
local, regional, and arovni, a to spravni,
national; zékonodarné i
administrative, vykonné).
legislative, and
executive).

b. Government b. Utedni osoba.  Pro
Official. As used in ucely této Smlouvy
this  Agreement, pojem , Ufedni
“Government osoba“ znamena (1)
Official”  includes jakoukoli volenou
(1) any elected or nebo jmenovanou
appointed non-US ufedni osobu vlady
Government official jiné nez vlady USA
(eg, a legislator or a (napt.  zékonodarce
member of a non- nebo ufednika
us Government ministerstva vlady jiné
ministry), (2) any nez vlada USA), (2)
employee or jakéhokoli
individual acting for zaméstnance nebo
or on behalf of a 0sobu jednajici
non-UsS jménem ¢i z povéefeni
Government ufedni osoby vlady
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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-
UsS Government
university), (3) any
non-US  political
party officer,
candidate for non-
US public office, or
employee or
individual acting for
or on behalf of a
non-US  political
party or candidate
for public office, (4)
any employee or
individual acting for
or on behalf of a
public international
organization, and
(5) any member of a

jiné nez vlady USA,
ufadu vlady jiné nez
vlady USA nebo
podniku, ktery
vykonava viadni
funkci pro vladu jinou
nez vladu USA, nebo
ktery vlastni ¢i fidi
vlada jina nez vlada

USA (napf.
zdravotnika
zameéstnaného ve

statni nemocnici, ktera
neni statni nemocnici

USA nebo
vyzkumného
pracovnika
zameéstnaného na

statni univerzité, ktera
neni statni univerzitou
USA), (3) jakéhokoli
ptedstavitele politické
strany v jiné zemi nez
USA, kandidata na
vefejnou funkci v jiné
zemi nez USA,

zamestnance nebo
osobu jednajici
jménem politické

strany nebo kandidata
na vefejnou funkci v
jiné zemi nez USA, (4)
kazdého zaméstnance
nebo osobu jednajici

royal family or jménem vefejné
member of a non- mezinarodni
US military. organizace a (5)
jakéhokoli ¢lena
kralovské rodiny nebo
ptislusnika
ozbrojenych sil jinych
nez ozbrojené sily
USA.
20.2 Anti-Bribery and Anti- 20.2  Protiuplatkaiské a
Corruption Principles. protikorup¢ni zéasady.
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Institution has received a
copy of Pfizer’s
International  Anti-Bribery
and Anti-Corruption
Principles as an Attachment
to this Agreement.
Institution will ensure that it
and any of its agents or
subcontractors conducting
Pfizer Work will comply
with the Anti-Bribery and

Instituce  obdrzela  kopii
mezinarodnich

protiaplatkarskych a
protikorup¢nich zasad

spolecnosti ~ Pfizer  jako
ptilohu této Smlouvy.
Instituce zajisti, ze ona sama a
vSichni jeji zmocnénci a
subdodavatelé  vykonavajici
praci pro spolecnost Pfizer
budou tyto protiuplatkarské a

Anti-Corruption Principles. protikorup¢ni zasady
dodrZovat.
20.3 Warranties. Institution 20.3 Zéaruky. Instituce zarucuje

warrants to CRO and Pfizer
the following:

CRO a spolecnosti Pfizer
nasledujici:

a. Any  information
that Institution
provided to CRO or
Pfizer as part of
CRO’s or Pfizer’s
anti-corruption due-
diligence process is

a. Veskeré  informace,
které Instituce
poskytla CRO nebo
spolecnosti Pfizer
Vv rdmci procesu
nalezité protikorupcni
péce  CRO  nebo

complete and spole¢nosti Pfizer,
accurate. jsou Uplné a ptesné.
b. If any response that b. Pokud  dojde ke

Institution provided
on the CRO or
Pfizer due-diligence
questionnaire in
regard to 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,

Institution will
notify CRO.

zménam u jakékoli

odpovédi, kterou
Instituce poskytla v
dotazniku nalezité
protikorupni ~ péce
ohledné Instituce,
jakékoli osoby
identifikované %
takovém  dotazniku
nebo blizkeho
ptibuzného
(definovani v takovém
dotazniku) behem
obdobi platnosti této
Smlouvy, Instituce
bude informovat
CRO.
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C. The funding C. Financovani, které
provided by CRO or CRO nebo spolecnost
Pfizer under this Pfizer poskytuje podle
Agreement will not této Smiouvy,
cause Institution to nezpisobi, Ze se
do anything that Instituce dopusti
would resultin CRO jakénhokoli  jednani,
or Pfizer improperly které by mélo za
obtaining or nasledek  nepatficné
retaining business or ziskani nebo udrZeni
gaining any obchodni pfilezitosti
improper  business nebo ziskani jakékoli
advantage. nepatficné  obchodni

vyhody na stran¢ CRO
nebo spole¢nosti
Pfizer.

d. Institution has not d. Instituce neobdrzela a
and will not accept neobdrzi zadnou
any payment or platou ani  cokoli
anything of value hodnotného, co by
that would result in mélo za nasledek
CRO or Pfizer nepatii¢né ziskani
improperly nebo udrzeni obchodni
obtaining or prilezitosti nebo
retaining business or ziskani jakékoli
gaining any nepatfiéné  obchodni
improper  business vyhody na stran¢ CRO
advantage. nebo spolecnosti

Pfizer.

e. Institution has not e. Instituce pfimo ani
and will not in the nepfimo neposkytla a
future directly or neposkytne platbu ani
indirectly offer or nabidku, ani
pay, or authorize the neschvalila a
offer or payment of, neschvali platbu
any money or jakékoli ¢astky nebo
anything of value in nabidku cehokoli
an effort to hodnotného, ve snaze
influence any ovlivnit jakoukoli
Government ufedni osobu nebo
Official or any other jinou osobu.
person.
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20.4 Funding Requirements. 20.4 Pozadavky na financovéni.
CRO will make no payment CRO neposkytne v souvislosti
in addition to the funding s touto Smlouvou Zzadnou
set out in Attachment A platbu navic k financovani
(Study Budget and Payment uvedenému v piiloze A
Terms) in connection with (Rozpocet studie a platebni
this Agreement unless CRO podminky), pokud ji CRO
has prospectively approved pfedem pisemné neschvali.
that expenditure in writing. Veskeré faktury a doplikové
All invoices and any dokumenty, které podle této
supplemental ~ documents Smlouvy Instituce piedlozi
that Institution submits to CRO nebo spolecnosti Pfizer,
CRO or Pfizer under this musi byt pravdivée a
Agreement must be truthful dostate¢né presné uvadét, za
and show in reasonable co je platba pozadovana.
detail what the requested Instituce povede pravdivé,
payment is for. Institution ptesné a uplné zaznamy (napf.
will maintain true, accurate, faktury, zpravy, vykazy a
and complete records (eg, ucetni  knihy) souvisejici s
invoices, reports, financovanim a vydaji této
statements, and books) Studie.
relating to the funding and
expenditures for this Study.

20.5 Right to Audit. Pfizer has 20.5 Pravo auditu. CRO a Pfizer

the right to take all
reasonable steps and actions
to ensure that each payment
made by CRO on behalf of
Pfizer is properly and
legitimately used. To this
end, Institution 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
relevant books, documents,
papers, and records of the
Institution involving
transactions related to the
Agreement and this Study.
Because this Agreement
relates to a clinical study,

maji  prdvo  podniknout
veskeré piimefené kroky a
ukony k zajisténi toho, aby
kazda platba uskute¢néna
CRO byla fadné a legitimné
pouzita. Za timto ucelem
musi Instituce povolit béhem
obdobi trvani Smlouvy a tfi
roky poté, co byla podle
Smlouvy provedena kone¢na
platba, pfistup internim a
externim auditortim CRO
nebo spolecnosti Pfizer k
relevantnim ucetnim kniham,
dokumentiim, pisemnostem a
zdznamlim Instituce
dokladajicim transakce
tykajici se Smlouvy a této
Studie. Protoze se tato
Smlouva tyka klinické studie,
budou pro ptipad takového
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there will be acceptable
safeguards employed in
such an audit to ensure
confidentiality and protect
the privacy of the Study
Subjects.

auditu zavedena piijatelna
ochranna opatfeni k zajisténi
dtavérnosti a ochrany
soukromi subjektt Studie.

20.6

Failure to Comply. If CRO
or Pfizer terminates the
Study or this Agreement
because of Institution’s
breach of any of the
provisions in this Anti-
Corruption section,
Institution will be liable to
Pfizer for damages or
remedies as provided by
law.  Further, 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 Institution.

20.6

Nedodrzeni ujednani. Pokud
CRO nebo spolecnost Pfizer
ukon¢i tuto Smlouvu z
davodu poruseni kteréhokoli
ujednani tohoto
protikorup¢niho ¢lanku
Instituci, bude Instituce
odpovidat za skody nebo
napravna opatfeni spolecnosti
Pfizer dle z&kona. Instituce
dale odskodni CRO a
spolecnost Pfizer ve véci
jakékoli  pohledavky tieti
strany, pokuty nebo penale
uplatnéné vuc¢i CRO nebo
spolecnosti Pfizer v dusledku
takového poruseni téchto
ujednani Instituci.
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Agreed to and Accepted by:/Schvalil a piijal:

CRO: Parexel International (IRL) Limited

Signature / podpis:

Printed Name / Jméno tiskacim pismem

19 May 2020

Date:/Datum:

Title/Funkce

Attachments / Prilohy

Attachment A Study Budget and Payment
Terms

Attachment B Equipment and Materials

Attachment C  Pfizer International Anti-
Bribery and Anti-
Corruption Principles

Attachment D  Protection of Personal Data

INSTITUTION/INSTITUCE:
Revmatologicky Ustav

Signature / podpis:

Prof. MUDr. Karel Pavelka, DrSc.
Director / feditel

20. 5. 2020
Date:/Datum:
Ptiloha A Rozpocet Studie a platebni
podminky
Piiloha B  Vybaveni a materialy
Ptiloha C ~ Mezinarodni protitiplatkaiské a
protikorup¢ni zasady spolecnosti
Pfizer
Ptiloha D  Ochrana Osobnich udaji
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Attachment A Priloha A
Study Budget and Payment Terms Rozpocet studie a platebni podminky
Pfizer Protocol # _ Pfizer protocol ¢.
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EXHIBIT 1 - STUDY BUDGET / PRILOHA 1 — ROZPOCET STUDIE
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Attachment B Pf’iloha B )
EQUIPMENT AND MATERIALS VYBAVENI A MATERIALY
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Attachment C Piiloha C

PFIZER INTERNATIONAL ANTI-BRIBERY AND MEZINARODNI PROTIUPLATKARSKE A PROTIKORUPCN{
ZASADY
ANTI-CORRUPTION BUSINESS PRINCIPLES SPOLECNOSTI PFIZER
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Attachment D Piiloha D

PROTECTION OF PERSONAL DATA OCHRANA OSOBNICH UDAJU
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