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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 # B7931030 Protokol spole¢nosti Pfizer ¢. B7931030
This Clinical Study Agreement Tato Smlouva o klinickém hodnoceni (dale
(“Agreement”) between jen ,,smlouva‘) uzaviena mezi
PAREXEL International (IRL) PAREXEL International (IRL) Limited,
Limited, se sidlem
with a place of business at 70 Sir John Rogerson's Quay
70 Sir John Rogerson's Quay Dublin 2
Dublin 2 Irsko
Ireland
Company Number: 541507 Registracni €. spolecnosti: 541507
VAT Number: IE 3249971HH DIC DPH: |E 3249971HH
(“CRO”) (déle jen ,,CRO*)
and a
Revmatologicky Ustav Revmatologicky Ustav,
State-subsidized organization, statni piispévkova organizace
with a place of business at Na Slupi 450/4, se sidlem Na Slupi 450/4,
128 50 Praha 2, Czech Republic 128 50 Praha 2, Ceska republika
Company Registration No.: 00023728 IC: 00023728
VAT ID No.: CZ00023728 DIC: CZ00023728
Bank account No: 439021/0710 at Czech Bankovni Gidet ¢. 439021/0710 u Ceské
National Bank narodni banky,
IBAN: CZ1007100000000000439021 IBAN: CZ1007100000000000439021
SWIFT: CNBACZPP SWIFT: CNBACZPP
Represented by: Prof. MUDr. Karel zastoupeny Prof. MUDr. Karlem Pavelkou
Pavelka, DrSc., Director DrSc, feditelem
(“Institution” and/or “Healthcare (dale jen ,Instituce®, ,,poskytovatel
services provider” and/or “Provider”), zdravotnich sluzeb* anebo
,.poskytovatel),
becoming effective as of the date of it’s due nabyva ucinnosti datem jejiho fadného
publication in the public Register of uvefejnéni ve vefejném registru smluv Ceské
Contract of the Czech Republic. republiky.
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Pfizer Inc. (“Pfizer”) wishes to 5ﬁonsor a

clinical study entitled ”
(“Stu dy”)

to be conducted by

I  Principal  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 ,,spoleénost
Pfizer) ma v tmyslu stat se zadavatelem
klinického hodnoceni s nazvem ., ¢
(dale jen ,,Studie®),

které bude provadéno pod vedenim

- (dale jen ,hlavni zkouSejici®),
zamé&stnankyné poskytovatele, a piipadné
dalsich spoluzkousejicich, rovnéz
zameéstnancu poskytovatele

v Instituci podle vySe uvedeného protokolu
spole¢nosti Pfizer (dale jen ,,Protokol®).
Spolecnost Pfizer delegovala odpovédnost za
vedeni této studie, v€etn€ uzavirani smluv a
monitorovani studie, na CRO a zmocnila
CRO zavazovat spolecnost Pfizer k plnéni
veskerych zavazki v této smlouvé, u kterych
je vyslovné uvedeno, Ze nalezi spolecnosti
Pfizer.

Mezi CRO a hlavnim zkousejicim a piipadné
také mezi CRO a spoluzkousejicimi existuje
samostatnd smlouva/smlouvy tykajici se
Studie (viz ¢lanek 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,  kteti ~ 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 zameéstnanci Instituce
nebo jejimi dodavateli, budou
dodrzovat podminky této
Smiouvy, doporuceni
Mezinarodni konference pro
harmonizaci spravné klinické
praxe (ICH GCP) a pftislusné
zdkony, nafizeni a vladni
pokyny,  véetn¢  zakona
¢. 378/2007 Sh., o 1é¢ivech,
ve znéni pozdéjsich predpist
(dale jen ,,zakon o 1é¢ivech®),
vyhlasky Ministerstva
zdravotnictvi a Ministerstva
zemé&dé&lstvi ¢. 226/2008 Sb.,
o spravné klinické praxi a
blizsich podminkach
klinického hodnoceni
l1é¢ivych ptipravki, ve znéni
pozd¢jsich predpist, vyhlasky
Ministerstva zdravotnictvi a
Ministerstva zemedelstvi
¢. 86/2008 Sh., o stanoveni
zasad spravné laboratorni
praxe Vv oblasti 1é¢iv, ve znéni
pozd¢jsich predpist, vyhlasky
Ministerstva zdravotnictvi a
Ministerstva zemedelstvi
¢.84/2008 Sh., o0 spravné
lékarenské praxi, blizSich
podminkach zachazeni
S 1éCivy v lékérnéach,
zdravotnickych zatizenich a
u dalsich provozovateli a
zafizeni vydavajicich léc€ivé
ptipravky, ve znéni
pozd¢jsich predpisii, a zdkona
¢. 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
pozdé¢jsich predpisi. Instituce
bude dohlizet na provadéni
klinického hodnoceni
Hlavnim  zkousSejicim v
Instituci.

1.3 Adgreement between CRO 1.3 Smlouva mezi CRO a
and Principal Investigator. Hlavnim zkousSejicim. 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 zkousSejicim.
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 rozdé€leni povinnosti mezi
Instituci a Hlavniho
zkousejiciho u ¢innosti
tykajicich se Studie, kterée
vyzaduje Protokol nebo které
jsou stanoveny v této Smlouve
nebo ve smlouvé mezi CRO a
Hlavnim zkousejicim. Hlavni
zkousejici vSak bude mit
pfingjmensim ty povinnosti,
které Hlavnim zkouSejicim
ukladaji  ptislusné  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  zkousSejiciho 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,
Zatazeni subjektli) absolvuji
Hlavni zkousejici Instituce a
vSichni spoluzkousejici
Skoleni spravné klinické praxe
poskytované spole¢nosti
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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 pted 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 zménam
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 zdkond 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, fran, Severni Korea,

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

Sadén a Syrie.

Each party Kazda ze stran
represents and prohlasuje a
warrants that (i) it is zarucuje, ze (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); (i) 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
(i11) 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 is

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 Smlouvy,
strana spojena s
témito osobami
nebo subjekty, bude
ihned informovat
druhou stranu a
pozastavi pfislusné
ovlivnéné c¢innosti,
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parties agree to go veetng 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 osob,
skupin a subjektt,
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 pfedpisy 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 zakonem 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 Schizky zkousSejicich
(Investigatorskeé
mitinky/S8koleni®). Pokud je
od pracovniktl podilejicich se
na  Studii, ktefi  jsou
zaméstnanci nebo dodavatelé
Instituce, vyzadovana ucast na
schizkach zkouSejicich
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
zpiisobem 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 Zvefejnéni informaci
spole¢nosti Pfizer. V zajmu
transparence svych finan¢nich
vztahli se zkouSejicimi a
studijnimi  pracovisti, nebo
z diivodu zajisténi dodrzovani
prislusnych mistnich pravnich
pfedpisti, muze spole¢nost
Pfizer  zvefejnit  financni
odménu, kterou podle této
Smlouvy poskytuje. Takoveé
zvetejnéni spolecnosti Pfizer
muze identifikovat  jak
Instituci, tak i Hlavniho
zkousSejiciho, ale bude
zieteln¢  rozliSovat  mezi
platbami a jinymi ptevody
hodnot, jez jsou poukédzany

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

to individuals. institucim, a témi, jeZ jsou

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

vsouladu s Protokolem, vcetné
hlaseni nezadoucich ptihod.

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 Ilze
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
subjektt 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
vyzadovano) co  mozna
nejdrive, avSak ne pozd¢€ji nez
jeden pracovni den po
provedeni zmeény. Z4dna
takova zména provedend pro
bezpecnost subjektt studie,
které praveé 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 Zéadny dodate¢ny vyzkum. Na
subjektech Studie
(definovanych v ¢lanku 4,
Zatazeni subjektl) nebo na
biologickych vzorcich
odebranych v pribéhu Studie
nesmi byt v pribéhu Studie
provadén Zadny dodatecny
vyzkum, pokud to neni
schvaleno spole¢nosti Pfizer a
zdokumentovano  dodatkem
protokolu nebo ucinéno za
vzajemné piijatelnych
podminek  zaznamenanych
stranami jinym zpusobem.

agreed through Principal
Investigator to enroll qualified
Study participants during the
Pfizer-specified enrollment period,
unless CRO, upon Pfizer’s prior

4, Subject Enrollment. Institution has 4,

Zatazeni subjektt. Instituce souhlasi
S tim, Ze v pribéhu doby stanovené
spolecnosti Pfizer zaradi
prostfednictvim Hlavniho
zkouSejictho do Studie zpisobilé
ucastniky Studie, ledaze CRO na
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instructions, modifies the zakladé piedchozich pokynii

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.

enrollment period by written spolecnosti  Pfizer zméni obdobi

notice. A qualified participant is zafazovani pisemnym oznamenim.

one who meets all Protocol criteria Zpusobily ucastnik je osoba, ktera

for inclusion in the Study (“Study spliiuje vSechna kritéria Protokolu pro

Subject”). zatazeni do Studie (dale jen ,,Subjekt
Studie®).

4.1  Multi-Center Studies. 4.1  Multicentrické Studie. CRO

muze na zéklad¢ piedchozich
pokynti  spolecnosti  Pfizer
predCasné ukoncit zafazovani
Subjektt Studie, jestlize bylo
dosazeno zatazeni celkového
po¢tu Subjektli pottebného
pro multicentrickou Studii
pfed koncem zatazovaciho
obdobi pro tuto Studii.

5. Study Conduct 5. Provadéni Studie

5.1  Charging Study Subjects. 5.1
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.

Uttovani poplatkti Subjektiim
Studie. Instituce nebude
uctovat Subjektim Studie ani
tretim platcdm hodnocené
lé¢ivo  (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 5.2
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)
any serious breaches of the

Bezpecnostni  opatieni  a
zavazna _poruSeni pravidel
Protokolu nebo pokynu ICH
GCP. Instituce se zavazuje
neprodlené informovat CRO
(pfimo ¢i  prostfednictvim
hlavniho zkousejiciho) (a)

Vv pfipadé jakéhokoli
urgentniho  bezpecnostniho
opattent, které Hlavni

zkousSejici pouzije v zajmu
ochrany Subjektti Studie proti
okamzitétmu riziku a (b)
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Protocol or of ICH GCP
guidelines of  which
Institution becomes aware.

Vv ptipadé jakéhokoli
zavazného poruseni Protokolu
nebo pokynti ICH GCP, o
kterych se Instituce dozvi.

5.3  Institution’s Insurance. The 5.3
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 by valid and
sufficient insurance  of
liability for damage caused

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.

by provision of health care Studii provadeét.
according to applicable
legal regulations.
The Parties acknowledge, that Smluvni strany berou na védomi, ze

Pojisténi Instituce. Instituce
podpisem  této  Smlouvy
potvrzuje, ze Instituce ma
uzavieno dostate¢né pojisténi
odpovédnosti  za  Skodu
zptisobenou  poskytovanim
zdravotni péfe v souladu s
platnymi pravnimi pfedpisy,
které zahrnuje pracovisté, kde
bude Studie provadéna a jeji
zaméstnance, ktefi budou

Instituce je pro aktivaci
pojisténi svych Cinnosti v
rdmci klinickych hodnoceni
povinna piedlozit pfislusné

pojistovné zakladni
informace, souvisejici zejm. s
povahou a zpusobem
provadéni klinického

hodnoceni.  Zadavatel se
zavazuje  udélit  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.

Institution shall comply
with the protection of

6. Data Protection and FDA Financial 6. Ochrana udaju a sdélovani finan¢nich
Disclosure informaci FDA
6.1  Personal Data. Pfizer and 6.1  Osobni Udaje. Spole¢nost

Pfizer a Instituce budou
spliovat podminky a
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personal data terms and povinnosti ohledn¢ ochrany
obligations set forth in osobnich  udaji  uvedené
Attachment D. Vv Pfiloze D.

6.2 Financial 6.2 Zptistupnéni finan¢nich
Disclosure.  Where the udaji. V ptipadech, kdy
Study is deemed by Pfizer spolecnost Pfizer shleda, ze se
to be a “covered study” for na Studii vztahuje nafizeni
the purpose of the United amerického ~ Utadu  pro
States Food and Drug kontrolu potravin a 1é¢iv
Administration regulation (,FDA®) nazvané ,,Sd¢lovani
entitled “Financial finan¢nich informaci
Disclosure by Clinical zkousejicimi v klinickém
Investigators” (the “FDA vyzkumu* (“Financial
Regulation”), Institution Disclosure by  Clinical
will ensure that any sub- Investigators”,  dale  jen
investigator engaged in the ,hafizeni FDA®), Instituce
Study who is an Institution zajisti souhlas vsech
employee or contractor spoluzkousejicich
agrees to disclose to CRO podilejicich se na Studii, ktefi
and Pfizer all relevant jsou  zaméstnanci  nebo
financial and other dodavateli  Instituce, se
information (including sdélovanim veskerych
details of equity interests in ptislusnych  finan¢énich a
Pfizer or any of its dalsich informaci CRO a
affiliates) relating to the spoleCnosti  Pfizer (vCetné
sub-investigators (and, podrobnosti 0 majetkové
where relevant, spouse and ucasti ve spoleCnosti Pfizer
dependants of sub- nebo jejich  pridruzenych
investigator) as required by spole¢nostech) ve vztahu ke
CRO to enable Pfizer to spoluzkousejicim (a
comply with the FDA Vv relevantnich ptipadech také
Regulation. ve vztahu k manzelim,

manzelkdm a  zavislym
osobam  spoluzkousSejicich),
jak to vyzaduje CRO, aby
umoznili spole¢nosti Pfizer
splnit pozadavky natizeni
FDA.

7. Informed Consent and Subject 7. Informovany souhlas a nabor

Recruitment. subjekti.

7.1 Informed Consent. 7.1 Informovany souhlas.
Institution will cooperate Instituce ve spolupraci s
with Principal Investigator Hlavnim zkouSejicim zajisti,
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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.

ze od kazdého subjektu Studie
bude ziskan informovany
souhlas a Ze podepsany
stejnopis  tohoto  souhlasu
bude wuloZzen v z&znamech
pfislusného 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 zaddné zmény, aniz
by obdrzeli ptedchozi
pisemny souhlas CRO nebo
spolecnosti Pfizer diive nez
upraveny dokument
informovaného souhlasu
pouziji pro Tucely Studie
(v€etné¢  jakychkoli uprav
provedenych béhem Studie).
Instituice nesmi  provadét
nabor potencialnich subjektt
Studie pro ucast ve Studii,
zahgjit 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
Subjects  before  such

7.2

Nabor subjektt. Instituce ve
spolupraci S Hlavnim
zkous$ejicim poskytne CRO
pfilezitost provétit a schvalit
obsah veskerych materiala
tykajicich se naboru do Studie
zaméfenych na potencidlni
subjekty Studie pred tim, nez
tyto materidly pouzije. Tento
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materials are used. This
requirement applies to all
such materials, regardless
of medium.

pozadavek se vztahuje na
veskeré takové materidly 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 pfihody. Instituce
prostfednictvim Hlavniho
zkous$ejiciho zajisti hlaseni
nezadoucich ptihod, které se
U subjekti Studie vyskytnou,
v souladu S pokyny
uvedenymi v Protokolu a
platnych ptedpisech. Kde je
to  vyzadovédno,  hléaSeni
zahrnuje bezodkladné hlaseni
CRO a spolecnosti Pfizer
telefonicky nebo  faxem.
V tomto ohledu ponese CRO
nebo spolecnost Pfizer v
zékonem daném  rozsahu
plnou odpovédnost za hlaseni
vSech nezadoucich pftihod
mistnim a  mezinarodnim
kontrolnim ¢i  zdravotnim
ufadim.

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
Investigational Drug shall be

Hodnocené 1é¢ivo. CRO zajisti, aby
Instituce (pfipadné lékarna Instituce)
bezplatné¢  obdrZzel/a  dostatecné
mnozstvi  pfipravku  spolecnosti
Pfizer, ktery je  pfedmétem
hodnoceni, (,,léivo  spolecnosti
Pfizer) nutného k provedeni Studie.
Neni-li v piiloze A (Rozpocet studie a
platebni podminky) uvedeno jinak,
CRO zajisti, aby Instituce obdrzela
také jakékoli dalsi 1é¢iva vyzadovana
podle Protokolu, a to bezplatné nebo
naklady na né€ pokryje (napft. placebo,
srovnavaci 1éCivo, soubézné
podavané 1éCivo).  Jakékoli dalsi
Protokolem vyzadované 1écivo, které
CRO nebo spolecnost Pfizer
poskytuje nebo jehoz naklady kryje,
je spolecné s lécivem spolecnosti
Pfizer povazovano za ,,hodnocené
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supplied to Institution’s pharmacy.
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
Control.

1é¢ivo”“.  Hodnocené¢ léCivo bude
dodano do lékarny Instituce. Instituce
se timto zavazuje, Ze zajisti, aby
hodnocené 1écivo bylo ulozeno v
Lékarné  Revmatologického  Ustavu
oddélené¢ od ostatnich 1éki a aby
piiprava, kontrolovani, uchovavani a
vydéavani hodnoceného 1éc¢iva (dale jen
,hakladani s hodnocenym IéCivem*)
probihaly v souladu s Protokolem a
pokyny spole¢nosti Pfizer nebo CRO a
také v souladu se vSeobecné
zavaznymi pravnimi predpisy
uvedenymi v clanku 1.3 vySe, se
spravnou lékarenskou praxi a rovnéz
dle pravidel a podminek stanovenych v
ptislusnych  smérnicich  vydanych
Statnim tGstavem pro kontrolu 1é¢iv.

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
Investigational Drug directly from
Institution’s pharmacy in
compliance with the Protocol and in
doses required for each individual
Study Subject visit.

Instituce  stanovi dva  nalezité
kvalifikované¢ a zkuSené Iékarniky.
Lékarnici budou drziteli platnych
profesnich osvédceni (bez omezeni),
budou zapsani u oficialni profesni
organizace lékarnikd v Ceské republice
v souladu s piisluSnymi pravnimi
predpisy a budou odpovidat za
nakladani s hodnocenym lécivem a za
vedeni kompletni dokumentace o této
¢innosti. Instituce neprodlené po jejich
jmenovani pisemné oznami CRO
jméno a piijmeni uvedenych osob
spolu s nalezitymi kontaktnimi udaji.
Hlavni zkousSejici bude hodnocené
1é¢ivo pouzivat a podavat piimo z
Iékarny Instituce v souladu s
Protokolem a v davkach
pozadovanych pro jednotlivé studijni
navstévy subjektt Studie.
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8.1 Custody and Dispensing.
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.

8.1  Uchovavani avydej. Instituce
bude provadét odpovidajici
kontrolu dodavek
hodnoceného 1éc¢iva nebo na
ni bude spolupracovat s
Hlavnim  zkouSejicim, a
nepodd nebo nevyda 1écCivo
nikomu, kdo neni subjektem
Studie, ani k nému neumozni
pfistup nikomu kromé
pracovnikii Studie.

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

of Investigational Drug by hodnoceného 1é¢iva
an Institution employee or zaméstnancem nebo
contractor constitutes a dodavatelem Instituce zaklada
material breach of this zasadni poruseni této
Agreement. Smlouvy.

8.2  Pouziti. Instituce sama nebo
ve spolupraci s Hlavnim
zkousSejicim zajisti, ze
hodnocené¢  1é¢ivo  bude
pouzivano pouze zpusobem
stanovenym v Protokolu a
V pfisném souladu se
zékonem o léCivech a s
dal§imi pfislusnymi pravnimi
ptedpisy. Jakékoli jiné pouziti

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

8.3  Vlastnictvi 1éCiva spolecnosti
Pfizer. Léc¢ivo spole¢nosti
Pfizer je a zlstane ve
vlastnictvi spole¢nosti Pfizer.
S vyjimkou omezenou na
pouziti uvedené v Protokolu
spolecnost Pfizer neudé€luje
Instituci Z4dna vyslovna ani
konkludentni prava
k dusevnimu vlastnictvi
1é¢iva spolecnosti Pfizer nebo
k jakymkoli metodam vyroby
nebo pouziti léciva
spolecnosti Pfizer.

Pfizer may provide, or arrange for

9. Equipment or Materials. CRO or 9.

Vybaveni nebo materialy. CRO nebo
spolecnost Pfizer mize poskytnout
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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.

nebo zajistit poskytnuti urcitého
vybaveni tieti stranou (dale jen
,Vybaveni®) nebo chranéné
materialy pro pouziti instituci béhem
provadéni Studie. Takové chranéné
materialy mohou zahrnovat
pocitacovy software, metodologii,
hodnotici skaly a jiné nastroje, které
CRO nebo spolecnost Pfizer vlastni
nebo uzivd na zékladé¢ licence
(spoleéné¢ dale jen ,,Materialy*).
Vybaveni nebo materialy, které maji
byt pro Studii poskytnuty, a veSkeré
pozadavky, které se k nim vztahuji,
jsou popsany v Priloze 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
access to information that is
confidential to CRO, Pfizer, or a

10.

Duvérné informace. 'V prubéhu
studie mize Instituce obdrzet C¢i
vytvofit informace nebo mit pfistup
k informacim, které jsou pro CRO,
spolecnost Pfizer nebo ptidruzenou

Pfizer affiliate. spole¢nost spole¢nosti Pfizer

duveérné.

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,
and Study Records
below),

C. Studijni Gdaje (jak je
definuje CcClanek 11,
Studijni Udaje,
biologické vzorky a
Studijni zaznamy),

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

d. Udaje analyzy
biologickych vzorkl
(jak jsou definovany
v ¢lanku 11, Studijni
Udaje, biologické
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and Study Records,
below),

vzorky a  Studijni
zaznamy),

e. Attachment A
(Study Budget and

prilohu A (Rozpocet
studie a platebni

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.

Payment Terms) to podminky) této
this Agreement, and smlouvy a
f. any other veskeré dalsi

informace souvisejici
se Studii, slécivem

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

CRO, spole¢nosti
Pfizer nebo jejich
ptidruzenych
spolec¢nosti, které
CRO, spole¢nost
Pfizer nebo néktera
jeji pridruzena
spole¢nost  poskytne
Hlavnimu
zkouSejicimu  nebo
Instituci v pisemné
nebo jiné hmotné
podob¢€ a oznaci jako
DUVERNE

Information does not
include information that:

10.2 Exclusions. Confidential 10.2

Vyluky. Duvérné informace
nezahrnuji informace:

a. is in the public
domain at the time
of disclosure or
during the term of
this confidentiality

kter¢ jsou vefejné
dostupné v dobé jejich
zptistupnéni nebo
v dobé trvani tohoto
zédvazku mlcenlivosti

Institution at the
time of disclosure

obligation by means jakymkoli jinym
other than breach of zpusobem nez
this Agreement by porusenim této
Institution, smlouvy Instituci,

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

Instituci zndmy v dobé¢
jejich zpfistupnéni a
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and is free of any

nepodléhaji Zadnému

obligations of zavazku mlcenlivosti,
confidentiality,

C. is obtained by C. které Hlavni
Principal zkousejici nebo
Investigator or Instituce ziskali bez
Institution, free of jakéhokoli  zavazku

any obligations of
confidentiality,

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

mlcenlivosti od tfeti
strany, kterd ma
zakonné pravo je
zptistupnit, nebo

or
d. is  independently d. které jsou vytvofeny
developed, as nezavisle, jak je
documented by dolozeno pisemnymi
written records, by zaznamy, personélem
Principal Hlavniho zkousejiciho
Investigator’s nebo osobami
personnel or z Instituce, které

individuals within
Institution who had
no access to

nemély  k divérnym
informacim pftistup.

Confidential
Information.

10.3  Confidentiality of Personal 10.3 Duvérnost osobnich udaja.
Data. All Personal Data (as Vsechny  osobni  udaje
defined in Attachment D) (definované v Piiloze D),
that Institution collects, které Instituce shromazduje,
processes, stores, transfers, zpracovava, uklada, prenasi
or uses in connection with nebo pouziva ve spojitosti s
the conduct and reporting of provadénim studie a
the Study is also to be podavanim zprav o Studii,
identified and treated as budou pro ucely této smlouvy
Confidential  Information pokladany  za  duvérné
for the purposes of this informace, a bude s nimi takto
Agreement. zachazeno.

10.4 Obligations of 10.4 Zavazek mlcéenlivosti.
Confidentiality. Unless Instituce nesmi bez
CRO or Pfizer provides ptedchoziho pisemného
prior  written  consent, souhlasu CRO nebo

Institution may not use
Confidential  Information
for any purpose other than

spolecnosti Pfizer pouzivat
davérné informace za Zadnym
jinym ucelem nez tim, k
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that authorized in this
Agreement, nor  may
Institution disclose
Confidential Information to
any third party except as

authorized in this
Agreement or as required
by law, including

applicable regulations.

némuz ji opraviiuje tato
smlouva, a dale instituce
nesmi zpfistupnit divérné
informace zadné tieti stran¢ s
vyjimkou situaci, v nichz ji k
tomu opraviiuje tato smlouva,
nebo vnichz to vyzaduji
ptislusné pravni predpisy.

a. CRO and Pfizer
specifically
authorize any
required disclosure
of Confidential

Information to
SUKL or relevant
IRB/IEC or

regulatory authority
representatives.

a. Spolecnost Pfizer a
CRO vyslovné
dovoluji zpfistupnéni
davérnych informaci
SUKL nebo piislusné
EK nebo zastupcim
pfislusného  orgénu
statniho dozoru.

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

b. Dovolené pouziti
Studijnich adaju  a
udaji analyz

biologickych  vzorkl
je popsano v ¢lanku 15
(Publikace) této
smlouvy a
zptistupnéni osobnich
udaji  je  popséno
v ¢lanku 6 (Ochrana
udajic  a  sdélovani

Financial finanénich informaci
Disclosure). FDA).

10.5 Disclosure Required by 10.5 Zpftistupnéni informaci
Law. If disclosure of pozadované zdkonem. Je-li
Confidential  Information pravnimi predpisy
by Institution beyond that pozadovano zpiistupnéni

expressly authorized in this
Agreement is required by
law, that disclosure by
Institution does not
constitute a breach of this

davérnych informaci Instituci
nad rdmec vyslovné dovoleny
touto Smlouvou,
neptedstavuje takoveé
zpfistupnéni informaci na
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Agreement so long as
Institution:

stran¢ Instituce poruseni této
Smlouvy, v piipadé, ze
Instituce:

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

a. ozndmi  zptistupnéni
informaci pisemné
CRO co nejdtive pred
zvefejnénim tak, aby
umoznila CRO nebo
spolecnost Pfizer
podniknout  veskeré

Confidential pravni kroky Kk

Information, ochrang svych
divérnych informaci,

b. discloses only that b. zptistupni 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

davérnych informaci
vucéi vSem ostatnim
tretim 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
Samples, and Study
Records), these obligations
of nonuse and
nondisclosure survive
termination of this
Agreement and continue for
a period of five years after

10.6

Pretrvani zéavazkd.
U davérnych informaci kromé
osobnich udaji (jak jsou
definovany v Piiloze D a
sdélovani finan¢nich
informaci FDA), Studijnich
udaji  a udaji  analyz
biologickych vzorki (jak jsou
definovany v ¢lanku 11,
Studijni  Gdaje, biologicke
vzorky a Studijni zaznamy)
pfetrvavaji zavazky 0
nepouziti a mlcenlivosti 1 po
ukonceni této Smlouvy a
trvaji po dobu péti let od jejiho
ukonceni. Zavazek
mlcenlivosti ohlednég
osobnich udajii, Studijnich
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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.

udaji  a Udaji  analyz
biologickych vzorkd
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
be retained by an
investigator and an archival
copy for determining the
scope of Principal
Investigator’s  obligations
under the  agreement

10.7

Vraceni divérnych informaci.
Instituce vrati na pisemnou
zadost CRO nebo spolecnosti
Pfizer = veSkeré  davérné
informace ve svém drzeni,
kromé¢ téch, u nichz ptislusné
pfedpisy pozaduji, aby byly
uchovavany na zkousSejicim
pracovisti. Instituce si vSak
muze ponechat jednu archivni
kopii duvérnych informaci
Kuréeni rozsahu zavazku
vyplyvajicich z této Smlouvy.
Instituce dale souhlasi, Ze
bude na =zakladé¢ Zadosti
spolupracovat s CRO nebo
spolecnosti Pfizer a pomizZe
zajistit, aby diavérné
informace, které jsou v drzeni
Hlavniho zkousejiciho, byly
vraceny, kromé& téch, které
musi uchovavat zkousejici, a
kromé archivni kopie slouZzici
k wurceni rozsahu zavazku
Hlavniho zkousSejiciho dle
smlouvy uzaviené mezi CRO
a Hlavnim zkousSejicim.
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between CRO and Principal
Investigator.

11. Study Data, Biological Samples,

and Study Records

11. Studijni udaje, biologické vzorky a

studijni zdznamy

111

Study Data. During the
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

111

Studijni Udaje. V samostatné
smlouvé uzavieni s CRO
Hlavni zkousSejici 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  vCasné

shromazdéni, zaznamenani a
ptedlozeni Studijnich tudaju,
véetné¢ dodrzovani casového
harmonogramu zadavani
udaji stanoveného \%
dokumentu Pozadavky na

Requirements  document vyplnéni zaznamu subjektu

provided to  Principal hodnoceni (,,CRF Completion

Investigator by CRO or Requirements®), ktery

Pfizer. Institution  will Hlavnimu zkousejicimu

cooperate with Principal poskytne CRO nebo

Investigator if and as spole¢nost Pfizer. Instituce

needed to facilitate bude podle potieby

compliance by Principal spolupracovat s Hlavnim

Investigator ~ with  this zkousejicim, a tim napomahat

obligation. dodrzeni  tohoto  zavazku

Hlavniho zkousejiciho.

a. Ownership of Study a. Vlastnictvi Studijnich
Data.  Subject to udajui. S vyhradou
Principal prava Hlavniho
Investigator’s right zkousejiciho na
to use Study Data to pouziti Studijnich
publish the results udaji k  publikaci

of the Study (see
Section 15,
Publications),

vysledkii Studie (viz
Clanek 15, Publikace)
je vyluénym
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Pfizer is the
exclusive owner of
all Study Data.

vlastnikem vSech
Studijnich udajt
spolecnost Pfizer.

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 subjektl
Studie, které nejsou
poskytovany ~ CRO

nebo spolecnosti
Pfizer, mohou
obsahovat urcité

informace, které jsou
totozné s informacemi
ve Studijnich adajich;
nicméné CRO ani
spoleCnost Pfizer si
nevyhrazuje néarok na
vlastnictvi téchto
dokumentii nebo v
nich obsazenych
informaci.

Zdravotnickd dokumentace je

vlastnictvim Instituce.

Data Review by
CRO. CRO and/or
Pfizer will review
the Study Data it
receives on an
ongoing basis.
CRO and/or Pfizer
will comply with
applicable
regulations
requiring
notification of
participating
investigators of new
safety information
about the Pfizer
Drug (as defined in
Section 8 of this
Agreement). CRO

Kontrola udajii
provadéna CRO.
CRO nebo spolecnost
Pfizer bude obdrzené
udaje Studie pribézné
kontrolovat. CRO
nebo spole¢nost Pfizer
bude dodrzovat platné
pfedpisy  stanovujici
povinnost informovat
zucCastnéné zkousSejici
0 novych udajich
0 bezpecnosti  1éciva
spolecnosti Pfizer
(podle  definice v
¢lanku 8 této
smlouvy). CRO se
dale zavazuje sdélit
bez prodleni
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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.

Hlavnimu

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

provadéni studie.
Hlavni zkousejici
souhlasi, Ze Dbude
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
Pfizer, in
consultation  with
SUKL/the relevant
IEC as appropriate,
will cooperate with
Principal

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

zkousSejicimu a
Instituci shrnuti
celkovych  vysledkt
Studie; Pokud

spole¢nost Pfizer do
dvou let od dokonceni
Studie identifikuje
vysledky, které by
mohly ovlivnit
bezpecnost  subjekth
Studie, bude CRO
nebo spole¢nost Pfizer
po poradé se SUKL/
prislusnou EK
vhodnym  zplsobem
spolupracovat
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Investigator or
Institution to ensure
that those results are
appropriately

communicated to
the Study Subjects

by Principal
Investigator or
Institution.

s Hlavnim
zkousejicim nebo
Instituci na tom, aby
zajistila, ze vysledky
budou Hlavnim
zkousejicim nebo
Instituci
odpovidajicim
zpusobem sdéleny
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

Biologicke vzorky. Je-li to
stanoveno v Protokolu a
v dokumentu informovaného
souhlasu, muze Hlavni
zkousSejict odebirat a
poskytovat CRO, spole¢nosti
Pfizer nebo jejich uréenému
zastupci  biologické vzorky
(napf. krev, mo¢, tkan, sliny
atd.) ziskané¢ od subjekt
Studie k testiim, 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
in the Protocol.
CRO and Pfizer will
use Biological
Samples only in
ways permitted by
the informed

nepouzije Biologické
vzorky odebrané podle
Protokolu jinym
zpusobem nebo za
jinym Ucelem, nez
jaky je popsan v

Protokolu. CRO a
spolecnost Pfizer
budou pouzivat
Biologické vzorky
pouze zpusobem
dovolenym
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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
uréené osoby
provedou testy
Biologickych vzorkl
zpusobem popsanym
v Protokolu.  Pokud

neni v Protokolu
uvedeno jinak,
neplanuje CRO ani
spole¢nost Pfizer

poskytnuti  vysledki
téchto testil (dale jen
,Udaje  zanalyzy
Biologickych
vzorki*)  Hlavnimu
zkousSejicimu, Instituci
ani subjektu Studie.
Jestlize spolecnost
Pfizer nebo CRO
poskytne Udaje
z analyzy
Biologickych vzorkl
Hlavnimu
zkouSejicimu, budou
tyto (daje podléhat
ujednanim 0
dovoleném pouziti v
glanku 11.1  (Udaje
studie) této Smlouvy.

Ownership. Pfizer
is the exclusive

owner of all
Biological Samples
and Biological
Sample  Analysis
Data.

Vlastnictvi.
Spole¢nost Pfizer je
vyluénym vlastnikem
vSech  Biologickych
vzorki a Udaji z
analyzy Biologickych
vzorkd.
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11.3

Study Records. Institution,
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).

11.3

Studijni_zaznamy. Instituce
bude pro potifeby Hlavniho
zkousejiciho a vlastni potieby
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 zajistujicich jejich
zachovani a ochranu po dobu
15 let po ukonceni Studie.
Instituce souhlasi, ze umozni
spoleCnosti Pfizer, v ptipade
nutnosti, uchovavat zaznamy

delsi dobu na naklady
spolecnosti Pfizer zplisobem,
ktery zajisti ochranu
davérnosti téchto zaznami
(napf.  bezpecné  externi
uloZeni).

to monitor Study conduct.
Pfizer, or an external
service provider acting on
its behalf, has the right, but
not the obligation, to co-
monitor the Study. Upon

reasonable  notice and
during regular business
hours, Institution  will
permit CRO or Pfizer

representatives access to
any Institution premises,
facilities, Study Records,
sub-investigators, and
research staff as required to
monitor Study conduct —

12. Monitoring,  Inspections,  and 12. Monitorovani, inspekce a audity
Audits
12.1  Monitorovani. CRO ma
12.1 Monitoring. CRO intends v umyslu monitorovat

provadéni studie. Spolecnost
Pfizer nebo externi
poskytovatel sluzeb jednajici
jejim jménem ma pravo, avSak
nikoli  povinnost, se na
monitorovani studie
spolupodilet. Po pfiméfeném

oznameni povoli Instituce
zastupcim CRO nebo
spoleCnosti  Pfizer béhem

bézné pracovni doby pfistup
do prostor, zafizeni, ke
Studijnim  zaznamim, a
ke zkousejicim a vyzkumnym
pracovnikim Instituce tak, jak
to vyzaduje monitorovani
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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

provadéni studie, vyluéné ve
vztahu  kpfedmétu  této
smlovy. CRO  nebo
spole¢nost  Pfizer  bude
neprodlené informovat
Hlavniho  zkousSejictho a
Instituci o vSech nalezech
monitorovani, které by mohly
ovlivnit bezpec¢nost subjektt
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  zastupct

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;
b. not sell or disclose
Pfizer

Representative
Personal Data to
any third party

spolecnosti Pfizer. Pokud je
V pribéhu klinického
hodnoceni pozadovéno, aby
zastupci  spolecnosti  Pfizer
predali Instituci své osobni
udaje, véetng, ale ne vylu¢né,
jména adresy, telefonniho
¢isla, identifikacniho ¢isla
nebo data narozeni (,,Osobni
udaje zastupctu spolecnosti

Pfizer®), Instituce  bude

postupovat nasledujicim

zpusobem:

a. ochrani divérnost
Osobnich udaji zastupci
spole¢nosti Pfizer

pouzitim stejnych nebo
podobnych opatieni, které
pouziva pro své vlastni
zamestnance;

b. neprodd ani nezpfistupni
Osobni udaje zastupct
spoleCnosti Pfizer Zzadné
tieti strané s vyjimkou
ptipadt vyZadovanych
zakonem:;
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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.

C. ustanovi ve  smlouvé
obdobné povinnosti
ohledn¢ duvérnosti a

d. pfijme ptislusna opatieni

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

K ochrané proti
neopravnénému  pouZziti
nebo zptistupnéni

Osobnich udajii zastupcti
spoleCnosti Pfizer a bez
prodleni bude spolecnost
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.

In such event the parties shall

proceed in accordance with
the provisions of Article
12.1. above.

12.3

V takovém pfipadé¢ se postupuje

Inspekce a audity. Instituce
bere na védomi, ze Studie
podléha inspekci ze strany
kontrolnich uradii na celém
svéte, véetné FDA USA, a ze
k takovymto inspekcim muze
dojit 1 po dokonceni Studie a
mohou  zahrnovat  audit
Studijnich zdznamt. CRO
nebo spolecnost Pfizer muize
také provadét audit Studijnich
zdznaml béhem Studie nebo
po jejim dokonceni jako
soucast monitorovani
provadéni Studie.

obdobn¢ dle pravidel v ¢l
12.1.
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Notification.

Institution will
notify CRO, or
confirm that
Principal

Investigator has
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.

Oznameni. Instituce
bude informovat CRO
co moznad nejdiive,
nebo potvrdi, Ze tak

ucinil Hlavni
zkousejici, pokud
kontrolni ufad provede

inspekci  pracovisté
v souvislosti se Studii
nebo pokud se
Instituce dozvi, ze je
takovato inspekce
naplanovéna.

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 pfitomen.
Neni-li to zakazano
zékonem, bude mit
CRO nebo spolecnost
Pfizer prdvo byt
pritomna a ucastnit se
kazdé takové
inspekce, auditu,
Setfeni nebo kontrolni
¢innosti.

Cooperation.
Institution will

cooperate with
regulatory authority
and CRO or Pfizer
representatives and
Principal

Investigator in any
such inspections

and audits.
Institution will also
cooperate with
Principal

Investigator in
ensuring that Study
Records are

maintained in a way

Spoluprace. Instituce
bude  spolupracovat

s kontrolnim turadem,
CRO nebo zéstupci
spole¢nosti  Pfizer a
s Hlavnim

zkousejicim pfi
provadéni inspekci a
auditl. Instituce také
ve  spolupraci S
Hlavnim zkouSejicim
zajisti, aby Studijni
zaznamy byly vedeny

zpusobem, ktery
takovéto ¢innosti
usnadiuje.
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that facilitates such
activities.

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 zaznamy
subjektt 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
that Principal
Investigator alone
receives in relation
to the  Study.
Whenever feasible
and permitted by

Nalezy inspekce a
odpovédi.  Instituce
bezodkladn¢  pieda
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 ptipade
potfeby 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
CRO a spolecnosti
Pfizer pfilezitost k
ptipadnému posouzeni
a pripominkdm névrh
odpovédi Instituce na
vysledky Inspekce
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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.

kontrolniho uradu
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.

Napravné prostiedky v pfipadé
poruseni uréitych zavazkiu Studie.
V piipadé, Ze Instituce nesplni
nektery  ze svych  zavazka

stanovenych v ¢lancich 3 (Protokol),
7 (Informovany souhlas a nébor
subjekti), 11  (Studyni udaje,
biologické vzorky a zaznamy o studii)
a 12 (Monitorovani, inspekce a
audity) této Smlouvy nebo pozadavk
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 okamzité 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  naboru
Study Subject subjekti Studie,
enrollment, if the jestlize  nabor do
Study is not yet Studie  neni  jeste
fully enrolled, and ukonden, a

b. Suspension of b. pozastaveni plateb
payment to Instituci a Hlavnimu
Institution and zkousSejicimu.
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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 prostfedkt nebrani CRO
nebo spolecnosti Pfizer v uplatnéni

exercising its right to immediately jejiho  prava okamzit¢ ukoncit
terminate the Study if Institution Smlouvu, jestlize Instituce i Hlavni
and Principal Investigator do not zkouSejici  nezacnou  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 zéakladé
provadéni  Studie vznikne
néjaké pravo, jez muze byt
udéleno nebo uzndno na
zaklad¢ jakychkoli pravnich
ptedpist tykajicich se patentd,
autorskych prav, ochrannych
znamek, primyslovych vzora,
objevill nebo jiného dusevniho
¢i prumyslového vlastnictvi,
jehoz si je Instituce védoma,
bez ohledu na to, zda jej lze
patentovat ¢i nikoli (dale jen
,Vynéalez*), 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
Institution  assign,  all
interest in any such
Invention to Pfizer, free of
any obligation or
consideration beyond that
provided for in this

postoupi veskera prava k
takovym Vynaleziim
spole¢nosti Pfizer bez
jakychkoli dalSich zavazkl
nebo plateb nad ramec
uvedeny v této Smlouve,
pfipadné zajisti postoupeni
téchto  prav  ptisluSnymi
vynalezci, ktefi jsou
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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.

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

zaméstnanci nebo dodavatelé
Instituce. Instituce, jako
zameéstnavatel Hlavniho
zkousejiciho vykonavajici
hospodaiska prava Hlavniho
zkousejictho  jako autora,
timto postupuje spolecnosti
Pfizer veskera prevoditelnd
prava k duSevnimu vlastnictvi
ve vztahu k  veskerym
Vynalezim (zejména pravo
Instituce vykonavat prava
hospodaiské  povahy  ve
vztahu k Vynéleztim). Pokud
povaha pfedmétnych prav k
dusevnimu vlastnictvi
znemoziuje postoupeni vSech
¢i nekterych téchto prav vyse
popsanym zpusobem,
Instituce  timto  udéluje
spole¢nosti Pfizer vyslovnou,
vyluénou, 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 udé¢lovat
podlicence nebo  prevést
licenci, ktera ji byla podle
tohoto ¢lanku poskytnuta, na
tteti strany nebo licenci
nevyuzit.

Za ucelem vylouceni pochybnosti
vSechna prava dusevniho
vlastnictvi a prava podobné
povahy, ktera jsou pred datem
uzavieni  této Smlouvy
vlastnéna
Instituci/Zkousejicim ¢i
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Institution/Investigator  or
the Sponsor shall remain
property of concerned

party.

Zadavatelem nebo na néZ ma
Instituce,  Zkousejici  ¢i
Zadavatel pred datem
uzavreni této Smlouvy licenci
¢i jiné obdobné pravo, vcC.
prava vlastnického, zistanou
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.
Spolec¢nost Pfizer podporuje
uplatnovani akademické
svobody a nema zadné
namitky vi¢i tomu, aby
Hlavni zkousejici publikoval
vysledky Studie zaloZené na
informacich, které Hlavni
zkouSejici shromazdil nebo
vytvofil, at jiZz budou

vysledky pro 1é¢ivo

spole€nosti Pfizer pfiznivé ¢i
nikoli. Pozadavky souvisejici

s takovymi publikacemi jsou

uvedeny Vv ¢lanku 15

(Publikace) smlouvy mezi

CRO a Hlavnim zkouSejicim.

Parties Acknowledge that, in
accordance with Sec. 52(3)(f) of the
Pharmaceuticals Law, Pfizer has
arranged for liability insurance of
Sponsor and Principal Investigator

16. Sponsor Insurance Coverage. The 16.

Pojisténi zadavatele. Strany berou na
védomi, 7€ A souladu
s 8 52 odst. 3 pism. f) zakona
0 lécivech zajistila spolecnost Pfizer
pojisténi opovédnosti zadavatele a
Hlavniho zkousSejiciho pokryvajici
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covering liability for physical
injury (including death), illness
arising out of or relating to the
administration of the product(s)
under investigation or any clinical
intervention or procedure provided
for or required by the Protocol that
the Study Subject would not have
received if the Study Subject had
not participated in the Study
(“Research Injury”). A copy of the
insurance  certificate  will be
provided to Institution. The Parties
hereby agree, provided that the
mandatory  requirements  are
respected, that Pfizer may amend or
change the relevant insurance
policy during the Study.

odpovédnost za fyzickou Uymu
(vCetné timrti), onemocnéni vznikla
v disledku nebo v  souvislosti
S podavanim piipravki ve vyzkumu
nebo v disledku ¢i v souvislosti
s jakymkoli  klinickym  zékrokem
nebo postupem stanovenym nebo
pozadovanym Protokolem, jenz by
subjekt Studie nepodstoupil, pokud
by se Studie neucastnil (dale jen
,Ujma zpiisobend zapojenim do
Studie*). Kopie  pojistného
certifikatu bude predéna Instituci.
Strany timto ujednavaji, Zze za
predpokladu dodrzeni pozadavkl
pravnich ptedpisti je spole¢nost Pfizer
opravnéna pfisluSnou pojistku v
pribéhu Studie zménit ¢i upravit.

17.

Assignment and Delegation

17.

Postoupeni prav  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
delegated or subcontracted
duties.

17.1 Ze strany Instituce. CRO
Instituci povoluje vhodnym

zptisobem 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
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

17.2  Ze strany CRO. CRO muze
svobodné postoupit
spolecnosti nckterd

Pfizer
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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
under this Agreement, in
accordance with the terms
herein, to another service
provider, that service
provider  will  become
responsible for performance
of all duties. For the

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 mitize spolecnost
Pfizer téz svobodné postoupit
prava souvisejici se Studii
libovolné pridruzené
spolecnosti Pfizer, ptipadné
externimu poskytovateli, a
delegovat na né své piislusné
povinnosti; Pfizer takovou
skutecnost rovnéz pisemné
ozndmi Instituci.

Ptevod prav a delegovani
povinnosti ze strany CRO na
jiny subjekt nez spolecnost
Pfizer nebo jeho ptidruzené
spole¢nosti podléha
pisemnému souhlasu
Instituce,  pficemz  tento
nebude bezdlivodné odepien.

Pokud CRO nebo spolecnost
Pfizer deleguje nebo formou
dil¢i subdodavatelské
smlouvy pirevede jakékoli
povinnosti, CRO nebo
spoleCnost  Pfizer nadale
odpovida Instituci za plnéni
téchto povinnosti. Aby se
pfedeslo pochybam, prava a
povinnosti uvedené v tomto
odstavci jsou pouze prava a
povinnosti vyplyvajici z této
Smiouvy.
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avoidance of doubt, the
rights and duties discussed
in this subsection are only
those arising out of this
Agreement.

18. Termination

18. Ukondeni

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

18.1

Duvody ukonceni. Ukonceni
této smlouvy nastane
v dtsledku té z nasledujicich
udalosti, ke které¢ dojde dfive.

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

SUKL/IEC
disapproval, this
Agreement will
terminate.

a. Zamitnuti SUKL/EK.
Jestlize nemiize byt
Studie zahajena kvuli
zamitnuti SUKL/ EK,
pozbyva tato Smlouvy
okamzit¢ 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

b. Dokonceni Studie.
Platnost a ucinnost
této Smlouvy skondi,
jakmile bude Studie

dokoncena, tj.
dokoncenim vSech
¢innosti
vyzadovanych

Protokolem u vsech

of _Study. This
Agreement will

terminate if the
Study is terminated
early as described
below.

Subjects. zatazenych  subjektil
Studie.
C. Early Termination C. PiedCasné  ukondéeni

Studie.  Platnost a
ucinnost této smlouvy
skon¢i, jestlize je
Studie piedcasné
ukoncena tak, jak je
popsano nize.

1) Termination

of Study
Upon

(1) Ukonceni
Studie na
zékladé
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Notice. vypovédi.
CRO or CRO nebo
Pfizer may spole¢nost
terminate Pfizer —muze
the Study for ukon¢it Studii
any reason z jakéhokoli
upon 30 divodu na
days’ zaklade
written pisemné
notice to vypoveédi
Institution. S vypovédni
lhtitou v délce
30 dni, podané
Instituci.
2 Immediate (2 Okamzité
Termination ukonceni
of Study by Studie ze
CRO or strany CRO
Pfizer. CRO nebo
or Pfizer spole¢nosti
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 nezarazeni
performance dostate¢ného
goals; poctu
material ucastnikli  pro
unauthorize dosazeni cilu
d deviations Studie;
from the podstatné
Protocol or neopravnéné
reporting odchylky od
requirement Protokolu
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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

the Study or
the
Investigatio
nal  Drug;
any non-
compliance
by the
Institution
with  local
laws, ICH
GCP, or the
terms of
Section 20
(Anti-
Corruption)
of this
Agreement;
or non-
compliance
by the
Principal
Investigator
with the
comparable
terms of the
agreement
between
CRO and
Principal
Investigator.

nebo od
pozadavkll na
podavani
zZprav;
okolnosti,
které podle
nazoru CRO
nebo
spolecnosti
Pfizer
predstavuji
riziko pro
zdravi  nebo
blaho subjektt
Studie; kroky
kontrolnich
uradu

v souvislosti se
Studii  nebo
hodnocenym
1éCivem;
jakékoli
nedodrzeni
mistnich
zakond,
pokyni ICH
GCP nebo
podminek
¢lanku 20 této
Smlouvy
(Protikorup¢ni
opatfeni)  ze
strany
Instituce; nebo
nedodrzeni
srovnatelnych
podminek
smlouvy mezi
CRO a
Hlavnim
zkousSejicim ze
strany
Hlavniho
zkousejiciho.
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3) Immediate

(3) Okamzité

Termination ukonceni

of Study by Studie
Institution. Instituci.
Institution Instituce muze
may ukonc¢it Studii
terminate s okamzZitou
the  Study ucinnosti  na
immediately zakladé

upon pisemného
notification oznameni

to CRO if podaného
requested to CRO, pozada-
do so by the li o to SUKL
responsible nebo piislusna
SUKL/IEC EK nebo
or if such pokud takové
termination ukonceni

is required to vyzaduje
protect the ochrana zdravi
health of subjektl
Study Studie.
Subjects.

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

18.3 Payment  upon Early 18.3 Platba  pfi predcasném

Termination of  Study.
Except as otherwise

ukonceni. Jestlize je Studie
ukoncena predcasné, zaplati
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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.

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 tfadné
vynalozeny, byly pfedem
schvaleny CRO a jejich vysi
jiz nelze piiméfené 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
that Institution has
entered into before
termination.

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

ukonci kvili
nedodrzeni podminek
¢lanku 20
(Protikorup¢ni

opatieni) této
Smlouvy Instituci
nebo Hlavnim
zkouSejicim, CRO a
spole¢nost Pfizer

neuhradi zadné dalsi
platoy podle této
Smlouvy bez ohledu
na to, zda Instituce
vykonala pred
ukonéenim Smlouvy
jakékoli ¢innosti nebo

uzaviela jakékoli
dohody se tretimi
stranami.

18.4 Return of Materials. Unless

CRO instructs otherwise in
writing, upon termination of

18.4 Vraceni materidlu. Pokud

CRO nevyda jiny pisemny
pokyn, Instituce po skonceni
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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

Smlouvy bezodkladné vrati
vSechny podklady dodané
CRO nebo spolecnosti Pfizer
pro provadéni Studie, které
jsou Vv drzeni Instituce nebo
které spravuje, vcetné
nepouzitého hodnoceného
1é¢iva, nepouzitych formulart
zdznamu subjektu hodnoceni
a veSkerého Vybaveni a
Materiald dodanych CRO
nebo  spole¢nosti  Pfizer.
Instituce bude také na zaklade
zéadosti 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 zavazku. Z&avazky
tykajici  se  financovani,
Duvérnych informaci,
Studijnich zdznamd,
Vynalezd, 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 ptiloh, z jejichz
povahy a zaméru vyplyva, ze
zustavaji platné po vyprSeni
doby platnosti Smlouvy.

19. Other Terms

19. Dalsi podminky

191

Suitability. Institution
certifies that it is licensed,
registered, or otherwise
qualified and suitable under
local laws of Czech

19.1

Zpisobilost. Instituce
potvrzuje, Ze je podle
ustanoveni zakond Ceské

republiky, predpisi, zasad a
ufednich pozadavki drzitelem
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Republic, regulations,
policies, or administrative
requirements to conduct the
Study and required Study-
related activities.
Institution also certifies that
there are no applicable
regulations or other
obligations that prohibit it
from conducting the Study
and entering into this
Agreement and that it has
not been forbidden to or
debarred from carrying out
clinical research and the
conduct of trials concerning
investigational ~ medicinal
products under the law of
any jurisdiction (including,
without limitation,
subsections 306(a) or (b) of
the United States Federal
Food, Drug, and Cosmetic
Act) and that it will not use
in any capacity the services
of any person debarred
under such law with respect
to services to be performed
under this  Agreement.
During the term of this
Agreement Institution will
notify CRO promptly if any
of these certifications need
to be amended in light of
new information.

prislusnych licenci a registraci
a je kvalifikovana a zptsobila
provadét Studii a pozadované
¢innosti souvisejici se Studii.
Instituce dale potvrzuje, ze
neexistuji zadné pfislusné
pravni pfedpisy nebo jiné
zavazky, které by ji branily
v provadéni této Studie a
uzavieni této Smlouvy, ze ji
nebylo zakdzano nebo nebyla

vylou¢ena z  vykondvani
Klinického  vyzkumu a
provadéni klinického

hodnoceni 1é¢ivych ptipravki
podle  pravnich  pfedpisu
kterékoliv jurisdikce (vCetné,
avSak nejen podle odstavcl
306(a) nebo (b) federalniho
zakona USA o potravinach,
lécich a kosmetice), a ze
vzadné funkci nepouzije
k vykonu sluzeb podle této
Smlouvy zadnou osobu, ktera
podléha zakazu ¢innosti podle
takovych pravnich ptedpisi.
Bé&hem platnosti této Smlouvy
Instituce neprodlené
vyrozumi CRO, pokud bude
na zakladé novych informaci
nutné kterékoli z téchto
potvrzeni doplnit.

19.2

Investigations,  Inquiries,
Warnings, or Enforcement
Actions Related to Conduct
of Clinical
Research. Institution
certifies that it is not the
subject of any past or
pending governmental or
regulatory  investigation,
inquiry, warning, or

19.2

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

vyzkumu. Instituce
potvrzuje, ze vici ni nebylo
ani neni vedeno zadné
vySetfovani  ani  patrani,
nebylo ji doruceno zadné
varovani ani vi¢i ni nebylo
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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.

pfijato  zadné donucovaci
opatfeni ze strany vladnich ¢i
kontrolnich ~ urada  (dale
souhrnné ,,Ufedni opatieni®)
v souvislosti s provadénim
Klinického hodnoceni nebo
I¢karské praxe, o nichz by
CRO nebo spolecnost Pfizer
nebyla

informovana. Instituce bude
bezodkladné informovat
CRO, jestlize obdrzi

oznameni 0 Utednich
opatienich nebo se stane
pfedmétem jakéhokoli

Utedniho ukonu v souvislost
S dodrzovanim etickych,
védeckych a  kontrolnich
norem pro provadeéni
Klinického vyzkumu nebo
1¢katské praxe, pokud se tyto
Utedni kroky budou tykat
udalosti nebo ¢innosti, k nimz
doslo pfed obdobim nebo v
pribéhu obdobi, kdy byla
Studie vedena.

19.3

Use of Name. CRO and
Pfizer 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
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

19.3

Pouziti jména. CRO a
spolec¢nost Pfizer si vyhrazuji

pravo  jmenovat  Instituci
v souvislosti s registraci
Protokolu v databazi
Klinickych hodnoceni

narodnich ustavl zdravi USA
(NIH), v jinych vefejné
ptistupnych seznamech
probihajicich klinickych
hodnoceni nebo v jinych
sluzbach nebo prostedcich
pro nabor subjekti. CRO ani
spolecnost ~ Pfizer  jinak
nepouziji jméno Instituce ani
zddnych  zaméstnanci i
subdodavateli Instituce, a
Instituce nepouzije jméno
CRO, spole¢nosti Pfizer ani
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any of their respective
employees or contractors,
for promotional or
advertising purposes
without written permission
from the party whose name
will be used.

zéadnych jejich zaméstnancii ¢i
subdodavateli pro propagacni
nebo reklamni ucely bez
pisemneho souhlasu strany,
ktera ma byt jmenovana.

19.4 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  hlésit
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 hlasit odpovédné
Investigational Drug in the IRB/IEC SUSARy
given Clinical Trial taking hodnoceného 1é¢ivého
place in the territory of the pripravku 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 stranami. Vztah Instituce viéi
Institution to CRO and CRO a spolecnosti Pfizer je
Pfizer is one of independent vztahem nezavislého
contractor and not one of dodavatele a neni vztahem
partnership, agent and obchodniho partnerstvi,
principal, employee and zmocnénce a zmocnitele,
employer, joint venture, or zameéstnance a
otherwise. zamé&stnavatele, spole¢ného

podniku ani jinym vztahem.

19.6 Modification. Any 19.6 Zmény. Veskeré zmény této

modification to this
Agreement must be in

Smlouvy musi byt provedeny
pisemné, podepsény stranami
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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.

a oznaceny jako dodatek,
vyjma urcitych oboustranné
piijatelnych tuprav rozpoctu
Studie, jez jsou popsany
Vv ptiloze 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
nepiedstavuje  zieknuti se
tohoto prdva do budoucna.
Zadné zieknuti se prava neni
ucinné, pokud neni ucinéno
pisemné a podepsano stranou,
kterd 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 prilohami. Pokud
nastane jakykoli rozpor mezi
touto Smlouvou a jakoukoli
jeji ptilohou, uplatni se tprava
a podminky stanovené v této
Smlouve. Pokud nastane
rozpor mezi touto Smlouvou a
Protokolem, Protokol bude
rozhodujici ve vécech lécby
Studijnich subjektil 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
is under common control
with the named party.

19.9

Pridruzené spole¢nosti.
Termin ,.pridruzena
spole¢nost® znamena pro

ucely této Smlouvy jakykoli
subjekt, ktery piimo nebo
nepiimo kontroluje
jmenovanou stranu, je ji
kontrolovan nebo je s ni pod
spole¢nou kontrolou.

19.10

Successors and  Assigns.
This Agreement will bind
and inure to the benefit of

19.10

Pravni  néstupci. Tato
Smlouva bude zavazna pro
pravni nastupce kazdé ze stran
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the successors and
permitted assigns of each

party.

a bude pulsobit v jejich
prospéch.

19.11

Third Party Beneficiary.
Pfizer is an intended third-
party beneficiary to this
Agreement and is entitled to
enforce directly any and all
of its rights under it. If a
third party acquires rights in
the Pfizer Drug and Pfizer
transfers sponsorship of the
Study to the third party
Pfizer may freely transfer
any or all of its rights and
obligations  under  this
Agreement to the new
sponsor.

19.11

Obmyslena  tfeti  strana.
Spolecnost Pfizer je
obmyslenou tfeti  stranou

opravnénou z této Smlouvy a
ma na zaklad¢ této Smlouvy
pravo piimo vymahat vSechna
sva prava z ni vyplyvajici.
Pokud néjaka tfeti strana ziska
prava na lécivo spolecnosti
Pfizer a spolecnost Pfizer
ptevede prédva zadavatele
Studie na tuto tfeti stranu,
spole¢nost Pfizer je opravnéna
k pfevodu jakychkoliv a viech
povinnosti vyplyvajicich
ztéto Smlouvy na nového
zadavatele.

19.12

Disclaimer of Warranties
by CRO. The parties

acknowledge that Pfizer has
engaged CRO to provide
services in regard to this
Pfizer-sponsored  clinical
study. CRO has not
performed any independent
research or analysis
regarding the safety or
efficacy of any
investigational drug or
other materials or treatment
procedures to be used in this
study and therefore CRO

makes no  warranties,
expressed or  implied,
concerning those drugs,
materials, or treatment

procedures, the results to be
obtained by administering
them pursuant to the
protocol, or to their fitness
for any particular purpose,

19.12

Odmitnuti zaruk ze strany
CRO. Strany berou na
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
bezpecnosti ani  ucinnosti
hodnoceného 1é€iva ani jinych
materiald ¢ léCebnych
postupt, které se pii této
Studii pouziji, a CRO proto
neposkytuje zadné vyslovné

ani  konkludentni  zaruky
ohledné téchto 1éCiv,
materiald  ani  léCebnych

postuptl, vysledki, které maji
byt ziskany jejich podanim
v souladu s Protokolem,
ohledn¢ jejich vhodnosti pro
jakykoli konkrétni ucel ani
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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.

ohledn¢ jakéhokoli jiného
zavazku spolecnosti Pfizer na
zéklad¢ Protokolu nebo této
Smlouvy.

Tim neni dotcena
odpovédnost Zadavatele dle
této smlouvy.

19.13 Entire Agreement.  This 19.13 Uplna dohoda. Tato Smlouva
Agreement including véetn¢ 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 zéklad€ své podstaty
between the parties (oral ptetrvavaji 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, Coll.,
Pharmaceuticals Act.
Eventual disputes shall be
solved in front of the courts
of the Czech Republic with
the respective local- and
subject-matter jurisdiction.

Smlouva se fidi pravnimi
predpisy Ceské republiky,
zejména zakonem
¢. 89/2012 Sb., obc¢ansky
zakonik, a zakonem .
378/2007 Sb., o Ilécivech.
Ptipadné spory budou fesit
véené a mistné prislusné
soudy Ceské republiky.
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19.15 Language. This Agreement
is set forth in both Czech
and English, with both
versions having the same
effect. In the event of any
ambiguity or conflicts in
interpretation  of  terms
between the two versions,
the Czech wversion will
prevail.

19.15 Jazyk. Tato Smlouva je
vyhotovena v ceském i
anglickém jazyce a ob¢ verze
maji stejnou  UCinnost.
V piipadé nejednoznacnosti
nebo rozporu ve vykladu
ustanoveni  mezi  témito
dvéma verzemi bude
rozhodujici Ceska 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 zasilky na
nize uvedenou adresu nebo na
takovou adresu, kterou strana
pozd¢ji uréi oznamenim druhé
strané v souladu s timto
¢lankem.

CRO:

CRO:

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

Attention: - study project lead

Quay

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

K rukam: projektovy vedouci studie |||l

Quay

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

ptipadné mistni (Ceskd) pobocka CRO:

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

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

Sokolovska 651/136A Sokolovska 651/136A
CZ 186 00 Praha 8 CZ 186 00 Praha 8
Attention: K rukam:
Tel.: +420 Tel.: +420

Email:
INSTITUTION: INSTITUCE:

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

Revmatologicky uUstav
Na Slupi 450/4
128 50 Praha 2, Ceska republika
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Attn.: -

K rukam: -

Pfizer:

Spole¢nost Pfizer:

For Submission of Publications Only:

Pouze pro zasilani publikaci:

B7931030 PsA Study Clinician

I
B7931030 PsA Study Clinician

Pfizer Early CI

inical Development (ECD)

Pfizer Early Clinical Development (ECD)

USA

1 Portland Street, Cambridge, MA 02139,

USA

1 Portland Street, Cambridge, MA 02139,

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
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

19.17

Pocet vyhotoveni a podpis.
Tato Smlouva mize byt
uzaviena ve dvou nebo vice
vyhotovenich, z nichz kazdé
je povazovano za original a
vSechny  spole¢né  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 davéryhodnymi
elektronickymi prostfedky a
dorucena ostatnim stranam.

Uverejnéni smlouvy
Vv registru smluv. V souladu
se zakonem ¢. 340/2015 Sb.,
0 registru smluv, musi byt
tato Smlouva a/nebo
jakykoli jeji dodatek, pokud
se na n¢ tento zakon
vztahuje, uvefejnény
Vv registru smluv do 30 dnt
od data posledniho podpisu
(jejich uzavteni).  Strany
souhlasi, ze Instituce
uvefejni tuto Smlouvu, jeji
Ptilohy a jakékoli budouci
dodatky.
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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

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).

As part of the process of
publishing of this
Agreement pursuant to Act
No. 340/2015 Coll. On the
Register of Contracts, the
Institution undertakes to
send a confirmation of the

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 ucCelem
piipravi a poskytne CRO
nejpozdéji v den podpisu této
Smlouvy, a to v strojové
citelném formatu %
elektronické podobé¢
zaslanim  na  emailovou

adresu [ Gz

CRO vymaze
Z uvetejiiované smlouvy
vesSkeré informace tykajici se
davérnych informact,
osobnich udajt a
obchodniho tajemstvi, jak je
vymezeno obcanskym
zakonikem, s vyjimkou
informaci vetejne

dostupnych v okamziku
uzavieni  této  Smlouvy
a/nebo ptipadného dodatku
(vyloucené informace a
dohodnuté vylouceni
informace).

Instituce se zavazuje v ramci
postupu  uvefejnéni  této
Smlouvy podle zékona ¢.
340/2015 Sh. zaslat
potvrzeni o  uvefejnéni
Smlouvy na e-mailovou

adresu CRO: [
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publication of the
Agreement to the e-mail

includes all levels
and subdivisions of

address:
20. Anti-Corruption 20. Protikorupéni opatfeni
20.1  Definitions 20.1  Definice
a. Government.  As Vldda. Pro ucely této
used in this Smlouvy zahrnuje
Agreement, pojem »Vlada
“Government” vSechny 1arovné a

slozky  vlady (4.
organy na  mistni,

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

governments  (ie, krajské i celostéatni
local, regional, and arovni, a to spravni,
national; zakonodarné i
administrative, vykonné).
legislative, and
executive).

b. Government Utedni osoba.  Pro

ucely této Smlouvy

pojem , Ufedni
osoba“ znamena (1)
jakoukoli volenou

nebo jmenovanou
ufedni osobu vlady
jiné nez vlady USA
(napf.  zékonodarce
nebo ufednika
ministerstva vlady jiné
nez vlada USA), (2)

jakéhokoli
zaméstnance nebo
0sobu jednajici

jménem ¢1 z povétreni
ufedni osoby vlady
jiné nez vlady USA,
ufadu vlady jiné nez
vlady USA nebo
podniku, ktery
vykonava vladni
funkci pro vladu jinou
nez vladu USA, nebo
ktery vlastni ¢i fidi
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Government (eg, a
healthcare
professional
employed by a non-
uS Government
hospital or
researcher
employed by a non-
uS Government
university), (3) any
non-US  political
party officer,
candidate for non-
US public office, or
employee or
individual acting for
or on behalf of a
non-US  political
party or candidate
for public office, (4)
any employee or
individual acting for
or on behalf of a
public international
organization, and
(5) any member of a
royal family or
member of a non-
US military.

vlada jina nez vlada

USA (napf.
zdravotnika
zaméstnaného ve

statni nemocnici, ktera
neni statni nemocnici

USA nebo
vyzkumného
pracovnika
zaméstnaného na

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

zameéstnance nebo
osobu jednajici
jménem politické

strany nebo kandidéata
na vefejnou funkci v
jiné zeminez USA, (4)
kazdého zaméstnance
nebo osobu jednajici

jménem vefejné
mezinarodni
organizace a (b)
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 zasady.
Institution has received a Instituce  obdrzela  kopii
copy of Pfizer’s mezinarodnich
International Anti-Bribery protiuplatkaiskych a
and Anti-Corruption protikorup¢nich zasad
Principles as an Attachment spolecnosti ~ Pfizer  jako
to this Agreement. ptilohu této Smlouvy.

Institution will ensure that it
and any of its agents or

Instituce zajisti, Ze ona sama a
vSichni jeji zmocnénci a
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subcontractors conducting
Pfizer Work will comply
with the Anti-Bribery and

subdodavatelé  vykonavajici
praci pro spolecnost Pfizer
budou tyto protiuplatkarské a

Anti-Corruption Principles. protikorup¢ni zéasady

dodrzovat.

20.3  Warranties. Institution 20.3 Zé&ruky. Instituce zarucuje
warrants to CRO and Pfizer CRO a spolecnosti Pfizer
the following: nasledujici:

a. Any information a. Veskeré  informace,
that Institution které Instituce
provided to CRO or poskytla CRO nebo
Pfizer as part of spole¢nosti Pfizer
CRO’s or Pfizer’s Vv rdmci procesu

anti-corruption due-
diligence process is

nalezité¢ protikorup¢ni
pé¢e  CRO  nebo

complete and spole¢nosti Pfizer,
accurate. jsou uplné a piesné.

b. If any response that b. Pokud  dojde ke
Institution provided zménam u jakékoli
on the CRO or odpovédi, kterou
Pfizer due-diligence Instituce poskytla v
questionnaire in dotazniku nalezité
regard to Institution, protikorupéni ~ péce
any individuals ohledn¢ Instituce,
identified in the jakékoli 0soby
questionnaire, or the identifikované %
Family Relatives (as takovém  dotazniku
defined in  the nebo blizkého
questionnaire)  of ptibuzného
those  individuals (definovéni v takovém
changes during the dotazniku) béhem
term of this obdobi platnosti této
Agreement, Smiouvy, Instituce
Institution will bude informovat
notify CRO. CRO.

C. The funding C. Financovani, které
provided by CRO or CRO nebo spolecnost

Pfizer under this
Agreement will not
cause Institution to
do anything that
would result in CRO

Pfizer poskytuje podle
této Smiouvy,
nezpusobi, Ze se
Instituce dopusti
jakéhokoli  jednani,
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or Pfizer improperly
obtaining or
retaining business or
gaining any
improper  business
advantage.

kter¢ by meélo za
nasledek  nepatfi¢né
ziskani nebo udrzeni
obchodni pfilezitosti
nebo ziskani jakékoli
nepatiicné obchodni

vyhody na stran¢ CRO
nebo spole¢nosti
Pfizer.

Institution has not
and will not accept
any payment or
anything of value
that would result in
CRO or Pfizer

improperly
obtaining or
retaining business or
gaining any
improper  business
advantage.

Instituce neobdrzela a
neobdrzi zadnou
platou ani  cokoli
hodnotného, co by
mélo za nasledek

nepatficné ziskani
nebo udrzeni obchodni
prilezitosti nebo
ziskani jakékoli
nepatficné  obchodni
vyhody na strané¢ CRO
nebo spole¢nosti
Pfizer.

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

Instituce pfimo ani
nepiimo neposkytla a
neposkytne platbu ani

nabidku, ani
neschvalila a
neschvali platbu

jakékoli castky nebo
nabidku ¢ehokoli
hodnotného, ve snaze
ovlivnit jakoukoli
ufedni osobu nebo
jinou osobu.

20.4 Funding Requirements.
CRO will make no payment
in addition to the funding
set out in Attachment A
(Study Budget and Payment
Terms) in connection with
this Agreement unless CRO
has prospectively approved

20.4 Pozadavky na financovani.

CRO neposkytne v souvislosti
s touto Smlouvou Zadnou
platou navic k financovani
uvedenému
(Rozpocet studie a platebni
podminky), pokud ji CRO

pfedem pisemné neschvali.

v priloze A

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

243176 B7931030 CZE I INST CSA bilingual English-Czech 20190923 1.0

Template Version: May 2018

Page 59 of 71



that expenditure in writing.
All invoices and any
supplemental  documents
that Institution submits to
CRO or Pfizer under this
Agreement must be truthful
and show in reasonable
detail what the requested
payment is for. Institution
will maintain true, accurate,
and complete records (eg,
invoices, reports,
statements, and books)
relating to the funding and
expenditures for this Study.

Veskeré faktury a doplikové
dokumenty, které podle této
Smlouvy Instituce ptedlozi
CRO nebo spolecnosti Pfizer,
musi byt pravdivé a
dostateéné presné uvadét, za
co je platba pozadovana.
Instituce povede pravdivé,
presné a uplné zdznamy (napf.
faktury, zpravy, vykazy a
ucetni knihy) souvisejici s
financovanim a vydaji této
Studie.

20.5

Right to Audit. Pfizer has
the right to take all
reasonable steps and actions
to ensure that each payment
made by CRO on behalf of
Pfizer is properly and
legitimately used. To this
end, 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,
there will be acceptable
safeguards employed in
such an audit to ensure
confidentiality and protect
the privacy of the Study
Subjects.

20.5

Pravo auditu. CRO a Pfizer
maji  prdvo  podniknout
veSkeré pifiméfené kroky a
ukony k zajisténi toho, aby
kazda platba uskutecnéna
CRO byla tadné 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 auditortm CRO
nebo spoleénosti Pfizer k
relevantnim ucetnim kniham,
dokumentiim, pisemnostem a
zdznamim Instituce
dokladajicim transakce
tykajici se Smlouvy a této
Studie. Protoze se tato
Smlouva tyka klinické studie,
budou pro ptipad takového
auditu zavedena pfijatelna
ochranna opatteni k zajisténi
daveérnosti a ochrany
soukromi subjektt Studie.
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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 opatieni spole¢nosti
Pfizer dle zékona. Instituce
dale odskodni CRO a
spoleCnost Pfizer ve véci
jakékoli  pohledavky treti
strany, pokuty nebo penéle
uplatnéné vici CRO nebo
spole¢nosti 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

Date:/Datum:

Title/Funkce

Attachments / Prilohy

Attachment A

Attachment B
Attachment C

Attachment D

Study Budget and Payment
Terms

Equipment and Materials
Pfizer International Anti-
Bribery and Anti-
Corruption Principles
Protection of Personal Data

INSTITUTION/INSTITUCE:
Revmatologicky ustav

Signature / podpis:

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

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 udajt
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Attachment B Piiloha B

EQUIPMENT AND MATERIALS VYBAVENI A MATERIALY
CRO/Pfizer-Provided Equipment and Vybaveni a materialy poskytnuté
Materials CRO/spole¢nosti Pfizer
NONE ZADNE
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Attachment C
PFIZER INTERNATIONAL ANTI-BRIBERY AND

ANTI-CORRUPTION BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted and means:

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

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

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

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

(i) any member of a royal family or member of the military;
and
(iii) any individual otherwise categorized as a Government

Official under law.

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

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

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

MEZINARODNI PROTIUPLATKARSKE A PROTIKORUPCN{
ZASADY

SPOLECNOSTI PFIZER

Spole¢nost Pfizer dlouhodobé prosazuje firemni politiku zakazujici
uplatky a korupci pii obchodni Cinnosti ve Spojenych statech i
Vv zahranié¢i. Spole¢nost Pfizer se zavazala vykonavat svou obchodni
¢innost beztthonnym, etickym a zakonnym zpisobem v souladu se
vSemi piislu§nymi zékony a nafizenimi. Stejny zavazek o¢ekavame od
nasich poradcii, zmocnéncl, zastupcti nebo dalsich spole¢nosti ¢i
fyzickych osob jednajicich nasim jménem (dale jen ,,Obchodnich
partnerd”), jakoz i od osob jednajicich jménem téchto Obchodnich
partner(napf. subdodavatelll) v souvislosti s praci pro spolegnost
Pfizer.

Uplaceni tifednich osob

Ve vétsing statd existuji zdkony zakazujici (pfimé ¢i nepiimé)
poskytovani, nabizeni nebo slibovani jakychkoli plateb nebo ¢ehokoli
hodnotného ufednim osobam s Umyslem ovlivnit Gfedni ukony ¢i
rozhodnuti o ziskani ¢i udrzeni ur¢ité obchodni piileZitosti.

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

0] jakoukoli volenou nebo jmenovanou ufedni osobu (napf.
zakonodarce nebo ufednika ministerstva vlady);

(i) jakéhokoli zamé&stnance nebo osobu jednajici jménem
nebo z povéteni ufedni osoby, ufadu vlady nebo podniku,
ktery vykonava vladni funkci nebo ktery vlastni ¢i fidi
vlada (napf. =zdravotnika zaméstnaného ve statni
nemocnici nebo vyzkumného pracovnika zaméstnaného na
statni univerzitg);

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

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

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

(iii) jakoukoli osobu jinak ze zdkona povazovanou za Uiedni
osobu.

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

Vzhledem k Sirokému pojeti definice ufedni osoby je pravdépodobné,
7e Obchodni partnefi budou v ramci své obvyklé Cinnosti pro
spoleénost Pfizer s ufednimi osobami bézné jednat. Naptiklad 1ékati
zaméstnani ve statnich nemocnicich se podle zasad spolecnosti Pfizer
povazuji za Utedni osoby.

Americky zdkon o zahrani¢nich korupénich praktikach (dale jen
,,FCPA*) zakazuje poskytovani, slibovani nebo schvalovani platby
nebo poskytovani ¢ehokoli hodnotného zahrani¢ni ufedni osobé za
ucelem nepatfiéného nebo korupéniho ovlivnéni jednani nebo
rozhodovani takovéto osoby s imyslem pomoci spole¢nosti ziskat
nebo si udrzet obchodni pfilezitost nebo ziskat jinou nepatficnou
vyhodu. FCPA rovnéz zakazuje spoleénostem ¢i osobam vyuzivat
jinych spolecnosti nebo fyzickych osob k provadéni kterékoli z vyse
uvedenych ¢innosti. Spolecnost Pfizer je jako americkd spolecnost
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with the FCPA and could be held liable as a result of acts committed
anywhere in the world by a Business Associate.

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

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

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

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

. Business Associates, and those acting on their behalf in
connection with work for Pfizer, are not permitted to offer
facilitation payments. A “facilitation payment” is a
nominal payment to a Government Official for the purpose
of securing or expediting the performance of a routine,
non-discretionary governmental action. Examples of
facilitation payments include payments to expedite the
processing of licenses, permits or visas for which all
paperwork is in order. In the event that a Business
Associate, or someone acting on their behalf in connection
with work for Pfizer, receives or becomes aware of a
request or demand for a facilitation payment or bribe in
connection with work for Pfizer, the Business Associate
shall report such request or demand promptly to his or her
primary Pfizer contact before taking any further action.
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povinna dodrzovat ustanoveni FCPA a mtize nést pravni odpovédnost
za jednani, jehoz se kdekoli na svété dopusti kterykoli z jejich
Obchodnich partnert.

Protiuplatkafské a protikorupéni zasady upravujici vztahy s
Vlddami a Ufednimi osobami

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

. Obchodni partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spole¢nost Pfizer nesmi piimo ani
nepfimo poskytovat, slibovat nebo schvalovat provedeni
korupéni platby nebo poskytovani ¢ehokoli hodnotného
kterékoli Utedni osobé& s tmyslem ji piimét, aby uinila
urCity ukon nebo pfijala urCité rozhodnuti, které
spole¢nosti Pfizer pomize ziskat nebo udrzet si obchodni
pfilezitost. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro spole¢nost Pfizer nesmi
nikdy poskytnout 7idné Ufiedni osob& platbu nebo ji
nabidnout jakykoli pfedmét &i vyhodu (bez ohledu na
jejich hodnotu) s imyslem nepat¥iéné ptimét Utedni osoby
ke schvaleni, proplaceni, pfedepsani nebo nakupu
jakéhokoli pfipravku spolecnosti Pfizer nebo ovlivnéni
vysledku klinického hodnoceni nebo dosazeni jakéhokoli
jiného nepatficného zvyhodnéni obchodni ¢innosti
spoleénosti Pfizer.

. Obchodni partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spole¢nost Pfizer musi znat a
dodrzovat vSechny mistni zakony, nafizeni nebo provozni
postupy (v€etné pozadavkl vladnich subjektt, jako napft.
statnich nemocnic nebo vyzkumnych ustavi), které
stanovi limity, omezeni nebo pozadavky na zvefejnéni
odmén, finan¢ni podpory, dard nebo darkim, jez mohou
byt poskytovany Utednim osobam. Pokud si Obchodni
partner neni jisty vyznamem nebo aplikovatelnosti
kteréhokoli stanoveného limitu, omezeni nebo pozadavkt
na zvéfejnéni v souvislosti s jednanim s Ufednimi
osobami, mél by se pted zahajenim takového jednani
obratit na svou primarni kontaktni osobu ve spolecnosti
Pfizer.

. Obchodni partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spole¢nost Pfizer nesmi nabizet
odmeény za urychlené vyfizeni. ,,Odménou za urychlené
vyfizeni“ se rozumi platby zanedbatelné &astky Urednim
osobam s cilem zajisténi nebo urychleni rutinniho
ufedniho tkonu, ke kterému nema rozhodovaci pravomoci.
Prikladem Odmeény za urychlené vyfizeni jsou platby za
urychlené vytizeni licenci, povoleni nebo viz, k nimz byly
radn¢ dolozeny veskeré potifebné podklady. Pokud
Obchodni partner nebo osoba jednajici jeho jménem v
souvislosti s praci pro spolec¢nost Pfizer obdrzi pozadavek
nebo se dozvi o pozadavku na Odménu za urychlené
vytizeni nebo uplatku v souvislosti s praci pro spole¢nost
Pfizer, je Obchodni partner povinen tuto skutecnost
bezodkladné nahlasit své primarni kontaktni osob& ve
spolecnosti Pfizer pfedtim, nez podnikne jakékoli dalsi
kroky.
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Commercial Bribery

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

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

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

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

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

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

Reporting Suspected or Actual Violations

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

Associate prefers, to Pfizer’s Compliance Group by e-mail at
‘@pfizer.com or by phone at i

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

243176 B7931030 CZE I INST CSA bilingual English-Czech 20190923 1.0

Komercni uplatkadistvi

K uplatkarstvi a korupci mize dochazet i mimo ufedni styk, v
obchodnich vztazich mezi podniky. Ve vétsing stati existuji zakony
zakazujici nabizeni, slibovani, poskytovani, pozadovani, piijimani
nebo souhlas s ptijimanim penéz nebo éekoholi hodnotného vyménou
za poskytnuti nepatfiéné obchodni vyhody. Mezi ptiklady zakazaného
jednani patii zejména poskytovani drahych dard, okazala
pohostinnost, nezakonné provize nebo investi¢ni piilezitosti s cilem
nepatficné nékoho piimét k nakupu zbozi nebo sluzeb.
Spolupracovnici spole¢nosti Pfizer nesmi nabizet, poskytovat,
poZadovat nebo piijimat uplatky; spole¢nost Pfizer odekava od svych
Obchodnich partneri, jakoz i od osob jednajicich jejich jménem v
souvislosti s praci pro spolecnost Pfizer, ze budou dodrzovat stejné
zasady.

Protiviplatkaiské a protikorupéni zasady upravujici vztahy se
soukromymi osobami a spolupracovniKky spole¢nosti Pfizer

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

. Obchodni partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spolenost Pfizer nesmi piimo ani
nepiimo provadét, slibovat nebo schvalovat provedeni
korup¢ni platby nebo poskytnout cokoli hodnotného
kterékoli osobé s cilem ji ovlivnit, aby poskytla spole¢nosti
Pfizer nezadkonnou obchodni vyhodu.

. Obchodni partnefi a osoby jednajici jejich jménem v
souvislosti s praci pro spole¢nost Pfizer nesmi pfimo ani
nepfimo pozadovat, souhlasit s pfijetim nebo pfijimat
platby nebo cokoli hodnotného jako nepatii¢nou pobidku
v souvislosti s jejich obchodni ¢innosti provadénou pro
spoleénost Pfizer.

. Spolupracovnici spole¢nosti Pfizer nesmi od Obchodnich
partnerti a osob jednajicich jejich jménem v souvislosti s
praci pro spole¢nost Pfizer pfijimat zadné dary, sluzby,
vyhody, zabavu nebo jiné predméty s vys$si nez
symbolickou nebo zanedbatelnou penézni hodnotou. Dary
zanedbatelné hodnoty jsou dovoleny jen v piipadé, Ze jsou
pfijimany jen obcas pii vhodnych piilezitostech.

OhlaSovani poruSeni nebo podezieni na poruseni

Od Obchodnich partneri a osob jednajicich jejich jménem v
souvislosti s praci pro spolecnost Pfizer se ocekava, ze nahlasi své
obavy ohledné mozného poruseni téchto mezinarodnich
protiuplatkaiskych a protikorupcnich zasad nebo zdkoni. Tato hlaseni
mohou byt adresovana primarni kontaktni osob& Obchodniho partnera
ve spolecnosti Pfizer nebo, pokud to dany Obchodni partner

upfednostiiuje, oddéleni Compliance spole¢nosti Pfizer e-mailem na
W@pfizer.com nebo telefonicky na &islo
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Attachment D

PROTECTION OF PERSONAL DATA

1.

Definitions. Capitalized terms used in this Attachment D will 1.

Ptiloha D

have the meaning assigned to them in this Section 1 of
Attachment D. All capitalized terms not otherwise defined in
Attachment D will have the meaning assigned to them in the
Agreement

@

(b)

©

(d)

Q]

“Applicable Law” means any applicable and
binding law, regulation, or other legal requirement
applicable to the services provided under the
Agreement.

“Controller” will mean the entity that alone or
jointly with others determines the purposes and
means of the Processing of Personal Data.

“Data Security Breach” means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised disclosure
of, or access to, Personal Data that has been
transmitted, stored, or otherwise processed.

“Security Incident” will mean (i) Data Security
Breach; (ii) a security vulnerability that carries a
material risk of compromising the confidentiality,
integrity, or security of Personal Data; (iii) a
violation of Applicable Law relating to the
Processing of Personal Data under this Agreement,
or (iv) or any unauthorized acquisition, access or
use of Personal Data that triggers a breach
notification obligation under Applicable Law. A
Security Incident will exclude the following:

0] any unintentional acquisition, access, or use
of Personal Data by an employee or agent of
Institution or Principal Investigator if such
acquisition, access, or use was made in good
faith and does not result in further
unauthorized or inappropriate Processing of
Personal Data;

(ii)  any inadvertent disclosure by a person who
is authorized to access Personal Data on
behalf of Institution or Principal Investigator
to another person who is authorized to access
Personal Data on behalf of Institution or
Principal  Investigator, provided the
information received as a result of such
disclosure is not further used or disclosed in
an unauthorized or inappropriate manner; or

(iii)  any loss or unauthorized acquisition of or
access to encrypted Personal Data, provided
the confidential process or key that is
capable of compromising the security,
confidentiality, or integrity of the encrypted
Personal Data is not also subject to loss or
unauthorized acquisition or access.

“Personal Data” has the meaning given by
Applicable Law and includes, without limitation,
any information (regardless of the medium and
whether alone or in combination with other
available information) that identifies or relates to
an identified or identifiable natural person. Key
coded data are considered Personal Data even if
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,Platné pravni predpisy”“ znamena jakykoli platny
zakon, nafizeni nebo jiné pravni pozadavky, jez se
vztahuji ke sluzbam poskytované podle této Smlouvy a
j€Z jsou pro smluvni strany zavazné.

,Spravce* se rozumi subjekt, ktery sam nebo spoleéné s
jinymi urcuje ucely a zplsoby Zpracovani Osobnich
daju.

,Poruseni Bezpefnosti wudaji“ se rozumi naruseni
bezpe€nosti, které vede k ndhodnému nebo
protipravnimu znifeni, ztraté, zméné, neopravnénému
vyzrazeni nebo  zpfistupnéni Osobnich  daji
pifenasenych, uchovavanych nebo jinak zpracovavanych.

~Bezpefnostni incident“ se rozumi (i) Poruseni
bezpecnosti udaji; (ii) zabezpeceni, které s sebou nese
vyznamné riziko ohrozeni duvérnosti, integrity nebo
bezpe¢nosti Osobnich udaji; (iii) poruseni Platnych
pravnich pfedpist tykajicich se Zpracovani Osobnich
udaji  podle této Smlouvy; nebo (iv) jakékoli
neopravnéné ziskani pfistupu nebo pouziti Osobnich
udaju, které spousti oznamovaci povinnost poruseni
Osobnich udaji podle Platnych pravnich pfedpist.
Bezpecnostni incident nezahrnuje nasledujici:

(i)  jakéakoliv neimyslné ziskani, pfistup, nebo pouziti
Osobnich udaji zaméstnancem nebo zastupcem
Instituce nebo Hlavniho zkousejiciho, pokud
takové ziskani, pfistup nebo pouziti bylo
provedeno v dobré vife a nema za nasledek dalsi
neopravnéné nebo  nevhodné  Zpracovani
Osabnich Udaji;

(ii)  jakékoliv neamyslné zpfistupnéni osobou, ktera je
opravnéna k pfistupu k Osobnim tidajim jménem
Instituce nebo Hlavniho zkousejiciho, jiné osobé,
ktera je opravnéna k pfistupu k Osobnim udajim
jménem Instituce nebo Hlavniho zkousejiciho, za
ptedpokladu, ze informace, které obdrzela jako
vysledek tohoto zpfistupnéni nejsou dale pouzity
nebo  zpfistupnény  neopravnénym  nebo
nevhodnym zptsobem; nebo

(iii)  jakakoliv ztrata nebo neopravnéna akvizice nebo
pfistup k Sifrovanym Osobnim udajim, za
predpokladu, ze diveérna hesla nebo kli¢, které
jsou schopny ohrozit bezpe¢nost, divérnost nebo
integritu Sifrovanych Osobnich udajii, nejsou
soucasné pfedmétem ztraty, neopravnéné akvizice
nebo piistupu.

,,Osobni Gdaje* ma vyznam uvedeny Platnymi pravnimi
pfedpisy a zahrnuje, bez omezeni, jakékoli informace
(bez ohledu na médium a to, zda jsou samostatné nebo v
kombinaci s dal$imi dostupnymi informacemi), které
identifikuji nebo se vztahuji k identifikované nebo
identifikovatelné fyzické osobg. Udaje kodované kligem
jsou povazovany za Osobni Udaje, i kdyz drzitel téchto
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the holder of those data does not have access to the
key that links the data to the identity of an
individual. Personal Data collected in association
with the Study will include Pfizer Representative
Personal Data as well as Personal Data relating to
the Principal Investigator, sub-investigators,
research staff, third parties, and Study Subjects.

® “Process” or “Processing” will mean any
operation or set of operations, which is performed
upon Personal Data, whether or not by automatic
means, such as collection, recording, organization,
storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available,
alignment or combination, blocking, erasure or
destruction.

) “Transfer”, “Transferred” or “Transferring”
means, whether by physical or electronic means,
across national borders, both (a) the moving of
Personal Data from one location or person to
another, and (b) the granting of access to Personal
Data by one location or person to another.

(h) “Processor” means an entity that, hired by the
Controller, processes Personal Data on behalf of
the Controller and following Controller’s
instructions.

Personal Data of Study Subjects. Pfizer will be an
independent Controller with respect to its Processing of
Personal Data contained in the Study Data and Biological
Samples that are reported by Institution or Principal
Investigator, within their Processor capacity, to Pfizer or
otherwise created by Pfizer.  Institution or Principal
Investigator is the Controller of Personal Data Processed by
Institution with respect to the medical treatment of the Study
Subject and in regards to their medical documentation/patient
charts.

Personal Data of Study Staff. Institution acknowledges that
it has received the Pfizer Privacy Notice for Investigators and
Study Personnel — European Union, European Economic
Area, and Switzerland

Compliance. The parties and Pfizer agree to comply with
Applicable Law with respect to its Processing of Personal
Data throughout the term of the Agreement. It is the
responsibility of each party to effect and maintain all
inventories and registrations for the Processing of Personal
Data as required under Applicable Law. The parties and
Pfizer will cooperate and assist each other with respect to any
data protection impact assessments and/or prior consultations
with government authorities that may be required in respect
to Processing that is carried out under the Agreement.
Institution will also immediately notify Pfizer of any notices
received from a data protection authority that relate to the
Study.

Privacy and Security Programs. During the term of this
Agreement, the Institution and Pfizer will each maintain a
comprehensive privacy and security program designed to
ensure that Personal Data will only be Processed in
accordance with the Agreement, including the appointment of
a data protection officer as required by Applicable Law. The
Parties will implement appropriate administrative, technical,
and physical security measures to protect Personal Data.
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udajii nema pfistup ke kli¢i, ktery udaje propojuje s
identitou jedince.  Osobni tGdaje shromazdéné v
souvislosti se Studii budou zahrnovat i Osobni Udaje
zastupcu spolecnosti Pfizer, jakoz i Osobni udaje tykajici
se  Hlavniho  zkousejiciho, spoluzkousejicich,
vyzkumnych pracovnikd, tfetich stran a subjektl Studie.

(f)  ,.Zpracovani se rozumi jakakoli operace nebo soustava
operaci, které jsou provadény s Osobnimi Udaji, s
pouzitim nebo bez pouziti automatickych prostiedku,
jako je shromazdovani, zaznamendvani, organizace,
uchovavani, pfizpisobovani nebo pozméfovani,
vyhledavani, konzultace, pouziti, sdéleni prosttednictvim
prenosu, §ifeni nebo jakékoli jiné zpfistupnéni, srovnani
¢i kombinovani, blokovani, vymaz nebo zniceni.

(@) .Prenos“, ,Pievod“ nebo ,PFeneseni* se rozumi, at’ uz
fyzickymi nebo elektronickymi prostiedky, pies narodni
hranice, jak (a) pohyb Osobnich udaji z jednoho mista
nebo od osoby na druhé misto nebo ke druhé osobg, tak i
(b) poskytnuti pfistupu k Osobnim udajim z jednoho
mista nebo od jedné osoby na jiné misto nebo jiné osob¢.

(h) ,,Zpracovatelem* se rozumi subjekt, kterého si spravce
najima, aby pro n¢& provadél s osobnimi udaji
zpracovatelské operace. Zpracovatel zpracovava osobni
Udaje pro spravce na zakladé pokynt spravce.

Osobni udaje subjektd Studie.  Spolecnost Pfizer bude
nezavislym Spravcem, co se tykd Zpracovani Osobnich idaji
obsazenych v tdajich Studie a Biologickych vzorcich, které
predava Instituce nebo Hlavni zkousejici spolecnosti Pfizer,
z pozice Zpracovatele, nebo jsou jinak vytvofené spoleénosti
Pfizer. Instituce nebo Hlavni zkouSejici budou Spravcem
Osobnich udaji  Zpracovavanych Instituci s ohledem na
lékafskou péci subjekti Studie a jejich zdravotnickou
dokumentaci.

Osobni udaje persondlu Studie. Instituce potvrzuje, ze obdrzela
Oznameni spolecnosti Pfizer o ochrané Osobnich udaji
zkousejicich a personélu Studie — pro Evropské unii, Evropsky
hospodaisky prostor a Svycarsko

Soulad. Strany a spole¢nost Pfizer souhlasi, ze ve véci
Zpracovani Osobnich udaji budou po celou dobu trvani
Smlouvy jednat v souladu s Platnymi pravnimi ptedpisy. Je
zodpovédnosti kazdé Strany zavést a udrzovat veskeré seznamy
a registrace Zpracovani Osobnich udaji tak, jak je pozadovano
Platnymi pravnimi pfedpisy. Strany a spolecnost Pfizer budou
spolupracovat a poméhat si navzajem s ohledem na posouzeni
dopadti na ochranu udajti a/nebo predchozi konzultace s organy
statni spravy, které mohou byt pozadovany v souvislosti se
Zpracovanim, které se provadi v ramci Smlouvy. Instituce bude
také okamzité¢ informovat spolecnost Pfizer o jakémkoli
oznameni obdrzeném od organti pro ochranu osobnich udaji v
souvislosti se Studif.

Programy pro ochranu a bezpe¢nost Osobnich udaji. V prib&hu
trvani této Smlouvy, budou Instituce a spolecnost Pfizer kazdy
udrzovat komplexni program zajisténi ochrany a bezpecnosti
Osobnich daji navrzeny tak, aby bylo zajisténo, ze Osobni
Gdaje budou Zpracovavany pouze v souladu se Smlouvou,
véetné jmenovani inspektora ochrany bezpe¢nosti udaju, jak je
pozadovano Platnymi pravnimi ptedpisy.  Strany budou
realizovat odpovidajici administrativni, technicka a fyzicka
bezpecnostni opatieni k ochrané Osobnich tdaja.
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Personnel. Institution and Pfizer will ensure that their
personnel engaged in the Processing of Personal Data are
informed of the confidential nature of the Personal Data, have
received appropriate training on their responsibilities, and
have executed written confidentiality agreements or are
otherwise  subject to professional obligations of
confidentiality. The Parties will ensure that access to
Personal Data is limited to those personnel who perform
services in accordance with the Agreement.

Security Incident.

@) Institution will notify Pfizer, in the manner
specified in the Agreement, within twenty-four
(24) hours of discovery of a Security Incident
related to Personal Data maintained by Institution
under the Agreement.

(b) In the course of notification, Institution will
provide, as feasible, sufficient information for
Pfizer to assess the Security Incident and provide
feedback, solely as an interested party and not as
legal or regulatory advice, to Institution on
whether notification to any government is required
by Applicable Law.

(©) Institution will determine on the basis of all
available information and Applicable Law, if the
Security Incident will be considered a Data
Security Breach and arrange for notification to
data subjects and/or government authorities if
required by law, and will be responsible for
providing such notification

(d) Solely with respect to any Data Security Breach
notifications involving Pfizer Representative
Personal Data (as defined in Section 12), Pfizer
will have the opportunity to review and approve
such notices before they are sent to the Pfizer
representatives.

(e) Institution will be responsible for all costs,
expenses, as well as any resulting penalties,
associated with the provision of such notifications.
Institution will also perform all necessary actions
to rectify and mitigate the Security Incident at its
sole expense.

Rights of Data Subjects Participating in the Study.
Institution and Pfizer agree that, as between them, Institution
is best able to manage requests from Study Subjects for
access, amendment, Transfer, restriction, or deletion of
Personal Data. In the event that Pfizer and/or CRO receive
a request from a Study Subject for such access, amendment,
Transfer, restriction, or deletion, Pfizer or CRO will forward
the request to Institution. Institution will respond to Study
Subjects’ requests for access, amendment, Transfer,
restriction, or deletion of Personal Data in accordance with
Applicable Law, the Agreement, and any other instructions
provided by Pfizer. Institution acknowledges that in order
to maintain the integrity of Study results, the ability to
amend, restrict, or delete Personal Data may be limited, in
accordance with Applicable Law. Pfizer acknowledges that
Study Subjects may withdraw their informed consent to
Study participation and their consent to Processing of
Personal Data at any time.

Rights of Data Subjects Participating in the Study post Study
Closure. Institution will promptly notify Pfizer of any such
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Persondl. Instituce a spoleCnost Pfizer zajisti, aby jejich
pracovnici zabyvajici se Zpracovanim Osobnich tdaji, byli
informovani o davérné povaze Osobnich tdaju, absolvovali
odpovidajici odbornou piipravu ohledné vlastni odpovédnosti a
podepsali pisemnou dohodu o mléenlivosti nebo byli subjektem
profesionalni povinnosti mlcenlivosti.  Strany zajisti, aby
ptistup k Osobnim Gdajim byl omezen na ty pracovniky, ktefi
vykonavaji sluzby souvisejici se Smlouvou.

Bezpecénostni Incident.

@) Instituce bude informovat spole¢nost Pfizer, a to
zplisobem stanovenym ve Smlouvé, do dvaceti Ctyf
(24) hodin od zjisténi Bezpecnostniho incidentu
tykajicitho se Zpracovani Osobnich tidaji podle této
Smlouvy.

(b) V prubéhu oznameni Instituce poskytne, pokud to bude
proveditelné, dostate¢né informace pro spolecnost
Pfizer, aby posoudila Bezpecnostni incident a mohla
poskytnout zpétnou vazbu, a to vyhradné jako
zOCastnéna strana, nikoli ve smyslu pravniho nebo
regulacniho poradenstvi, Instituci k tomu, zda
oznameni organu pro ochranu osobnich udaju je
pozadovano Platnymi pravnimi predpisy.

(©) Instituce ur¢i na zakladé vech dostupnych informaci a
Platnych pravnich piedpist, zda bude Bezpe¢nostni
Incident povazovan za Poruseni bezpecnosti udaju a
zajisti oznameni subjektim udaji a/nebo organtim
statni spravy, pokud to vyzaduje zakon, a bude
odpovédna za podani takového oznameni.

(d) Pouze v piipadé jakéhokoliv ozndmeni Poruseni
bezpecnosti tidaju, které by zahrnovalo i Osobni tidaje
zastupcu spolecnosti Pfizer (jak je definovano v ¢lanku
12), bude mit spole¢nost Pfizer moznost piezkoumat a
schvalit takové oznameni pred tim, nez bude odeslano
zastupcim spolec¢nosti Pfizer.

(e) Instituce bude zodpovédna za veskeré naklady, vydaje,
jakoz i za veskeré sankce, v souvislosti s poskytovanim
téchto oznameni. Instituce bude také provadét vsechny
potfebné kroky k napravé a zmirnéni Bezpecnostniho
Incidentu na své vlastni naklady.

Prava subjektii Udajtl, které se Giéastni Studie. Instituce a
spole¢nost Pfizer souhlasi s tim, ze Instituce je nejlépe
schopna spravovat pozadavky subjekti Studie na pfistup,
zménu, Pfevod, omezeni nebo odstranéni Osobnich udaji. V
piipadé, Ze spolecnost Pfizer nebo CRO obdrzi zadost od
subjektu Studie o takovy piistup, zménu, Pfevod, omezeni
nebo odstranéni, spole¢nost Pfizer nebo CRO pteda
pozadavek Instituci. Instituce bude reagovat na Zzadosti
subjekti Studie o pfistup, zménu, Pfevod, omezeni nebo
vymaz Osobnich udaji v souladu s Platnymi pravnimi
predpisy, Smlouvou a jakymikoliv dal$imi instrukcemi
poskytnutymi spole¢nosti Pfizer. Instituce bere na védomi,
ze v z&jmu zachovani integrity vysledkd Studie, muze byt
omezena moznost zménit, omezit nebo odstranit Osobni Gidaje
v souladu s Platnymi pravnimi ptedpisy. Spole¢nost Pfizer
bere na védomi, ze subjekty Studie mohou kdykoliv odvolat
svij informovany souhlas s ucasti ve Studii a souhlas se
Zpracovanim Osobnich udajt.

Préva subjektti Udaji, které se Uastni Studie. po uzavieni
Studie. Instituce neprodlené oznami spole¢nosti Pfizer kazdé
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10.

11

12.

withdrawal of consent that may affect the use of the Personal
Data under the Agreement and any other instructions

provided by Pfizer. Such requests may be directed to Pfizer

Cross-Border Data Transfers. Institution will only Transfer
Personal Data outside the European Union, European
Economic Area or Switzerland in accordance with Study
related instructional documents provided by Pfizer. If
requested by either Institution or Pfizer (or by CRO on
behalf of Pfizer), Institution and Pfizer will enter into an
agreement governing such Transfer, including, but not
limited to the EU Standard Contractual Clauses, unless
another adequate mechanism for the Transfer exists.

Records. Institution and Pfizer will each maintain a written
record of all Processing activities that are carried out under
the Agreement. Such record will contain, at a minimum, (i)
the name and contact details of any processors; (ii) the name
and contact details of the processors’ data protection
officers; (iii) the categories of Processing that are carried
out; (iv) Transfers to third countries or international
organizations and documentation of the suitable safeguards
that are employed; and (v) a general description of the
administrative, technical, and physical security measures
that have been taken to safeguard the Personal Data.

Use of Processors. Pfizer and Institution agree that all
processing agreements will be in writing and that processors
will be required to comply with the terms of the Agreement.
For purposes of this Agreement, CRO is a processor of
Pfizer. Institution and Pfizer will be responsible for any
noncompliance by a processor which it has engaged, which
noncompliance will constitute a breach as if committed
directly by that Party.

10.

11

12.
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takové odvolani souhlasu, které mize mit vliv na pouziti
Osobnich udajt podle této Smlouvy a jakékoli jiné pokyny
poskytnuté spolecnosti Pfizer. Tyto zadosti mohou byt

smérovany na e-mailovou adresu spolecnosti Pfizer
fizer.com

Preshrani¢ni Pfenosy tdaji. Instituce uskutecni Pienos
Osobnich Gdaji mimo Evropsky hospodaisky prostor nebo
Svycarsko pouze v souladu s piislusnymi instrukcemi, které
ji v souvislosti se Studii poskytne spole¢nost Pfizer. Pozada-
li o to Instituce nebo spole¢nost Pfizer (nebo CRO jménem
spole¢nosti Pfizer), uzavie Instituce se spole¢nosti Pfizer
dohodu upravujici takovy Pievod, zahrnujici, ale ne
omezenou pouze na Standardni smluvni dolozky EU, pokud
nebude existovat jiny pfiméfeny mechanismus pro Prevod.

Zéznamy. Instituce a spoleénost Pfizer budou oba udrzovat
pisemné zaznamy o vSech ¢innostech Zpracovani Osobnich
udajt, které jsou provadény v ramci Smlouvy. Takovy
zaznam bude obsahovat alesporni (i) jméno a kontaktni udaje
zpracovatele; (ii) jméno a kontaktni Udaje zpracovatelova
povétence pro ochranu osobnich tdaji; (iii) kategorie
provadénych Zpracovani udaji; (iv) pfevody Gdaju do tietich
zemi nebo mezindrodnich organizaci a dokumentaci
vhodnych ochrannych opatteni, ktera byla pfijata; a (v)
obecny popis administrativnich, technickych a fyzickych
bezpeénostnich opatfeni, ktera byla piijata k ochrané
Osobnich udaji.

Pouziti zpracovateli. Pfizer a Instituce se dohodly, ze
veskeré¢ dohody o zpracovani Udaji musi byt v pisemné
formé, a ze zpracovatelé jsou povinni jednat v souladu s
podminkami Smlouvy. Pro tucely této Smlouvy je CRO
zpracovatelem pro spolecnost Pfizer. Instituce a spole¢nost
Pfizer budou zodpovédné za jakékoliv poruseni ze strany
zpracovatele, kterého zaméstnala, poruseni pak bude
povazovano jako by jej zpusobila piimo piislusna Strana.
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