CLINICAL STUDY AGREEMENT
among
Syneos Health iVH UK Limited
and
XXXXXXXXX
and

Fakultni nemocnice u sv. Anny v Brné

Pfizer Protocol # XXXXXXXXX

This Clinical Study Agreement (“Agreement”)
among

Syneos Health iVH UK Limited with a place of
business at Farnborough Business Park, 1 Pinehurst
Road, Farnborough, Hants, GU14 7BF, United
Kingdom of Great Britain and Northern Ireland,
TAX ID number: GB 385756207 (“CRO”)

and
XXXXXXXXX (“Principal Investigator”),
and

Fakultni nemocnice u sv. Anny v Brné, seated at
Pekatska 664/53, 656 91 Brno, Czech Republic,
Company ID: 00159816, TAX ID: CZ00159816,
represented by Ing. Vlastimil Vajdak, Director
(“Institution”),

when signed by all parties, is effective as of date of
publication in Contract Register in accordance with
Section 15.2 (Publication of Redacted Agreement).

Pfizer Inc., seated at 35 East 42nd Street NY, NY
10017 (“Pfizer) wishes to sponsor a clinical study
entitled “XXXXXXXXX” (“Study”) to be
conducted by Principal Investigator at Institution

under the Pfizer protocol identified above
(“Protocol”). Pfizer has delegated responsibility
for management of this Study, including

contracting and Study monitoring, to CRO, and has

Kh1/2019/003/La

SMLOUVA O KLINICKEM HODNOCENI
mezi
Syneos Health iVH UK Limited
a
XXXXXXXXX
a

Fakultni nemocnice u sv. Anny v Brné

Protokol spole¢nosti Pfizer ¢. XXXXXXXXX

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

Syneos Health iVH UK Limited, se sidlem
Farnborough Business Park, 1 Pinehurst Road,
Farnborough, Hants, GU14 7BF, Spojené
kralovstvi Velké Britanie a Severniho Irska, DIC:
GB 385756207 (dale jen ,,CRO*)

a
XXXXXXXXX (dale jen ,,Hlavni zkouSejici*),
a

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekai'skd 664/53, 656 91 Brno, Ceska republika,
Identifikacni ¢islo: 00159816, Danové identifikaéni
¢islo: CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem (dale jen ,,Instituce®),

po podpisu vSemi stranami nabyva tc¢innosti k datu
zvetejnéni v registru smluv v souladu s ¢lankem
15.2 (Zvetejnéni upravené smlouvy).

Spolecnost Pfizer Inc., se sidlem 235 East 42nd
Street NY, NY 10017 (dale jen ,spolecnost
Pfizer) ma v tUmyslu stat se zadavatelem
klinického hodnoceni s nazvem ,, X XXX XXXXX*
(dale jen ,,Studie®), které bude provadéno pod
vedenim Hlavniho zkousejicitho v Instituci podle
vyse uvedeného protokolu spole¢nosti Pfizer (dale
jen ,Protokol“). Spole¢nost Pfizer delegovala
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authorized CRO to bind Pfizer to all commitments odpovédnost za fizeni této studie, véetné uzavirani
within this Agreement identified as belonging to

Pfizer.

The parties agree as follows:

1.

11

Responsibilities

Investigators and Research Staff. The
Study will be conducted by Principal
Investigator. Study will be conducted at
First Department of Dermatovenerology,
Pekarska 664/53, 656 91 Brno, Czech
Republic  (“Study  site”).  Principal
Investigator is an employee of Institution
and the Institution as the employer hereby
grants its express consent to the Principal
Investigator’s participation in the Study
according to this Agreement and for
compensation agreed with CRO according
to Section 304(1) of Act No. 262/2006
Coll., Labor Code, as amended. Institution
may not reassign the conduct of the Study
to a different Principal Investigator without
prior written authorization from CRO.
Principal Investigator and Institution will
ensure that only individuals who are
appropriately trained and qualified assist in
the conduct of the Study as sub-
investigators or research staff.

1.2 Compliance Obligations. Principal
Investigator and Institution are
responsible to CRO and Pfizer for
compliance by all Study personnel
with the terms of this Agreement
and International Conference on
Harmonization  Good  Clinical
Practice (ICH GCP) guidelines, as
well as applicable law, regulations,
and governmental guidance
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

smluv a monitorovani studie, na CRO a opravnila
CRO zavazovat spolecnost Pfizer k plnéni
veskerych zavazkd v této Smlouveé, u kterych je
vyslovné uvedeno, Ze nalezi spolecnosti Pfizer.

Strany se dohodly na nésledujicim:
1. Povinnosti

1.1 Zkousejici a vyzkumni pracovnici. Studii
povede Hlavni zkousSejici. Studie bude
provedena na I. dermatovenerologické
klinice, Pekafska 664/53, 656 91 Brno,
Ceska republika (dale jen ,studijni
pracovis§té).  Hlavni  zkouSejici je
zaméstnancem Instituce a Instituce jako
zaméstnavatel timto udéluje Hlavnimu
zkousejicimu vyslovny souhlas s jeho
ucasti na Studii podle této Smlouvy a za
tuhradu dohodnutou s CRO podle § 304
odst. 1 zakona €. 262/2006 Sb., zakoniku
prace, v platném znéni. Instituce nesmi
povétit vedenim studie jiného Hlavniho
zkousejiciho bez predchoziho pisemného
souhlasu CRO.  Hlavni zkousSejici a
Instituce zajisti, ze pii provadéni studie
budou jakozto spoluzkousejici a vyzkumni

pracovnici spolupracovat pouze
jednotlivcei, ktefi jsou ptislusné vyskoleni a
kvalifikovani.

1.2 Zavazky  ohledné  dodrzovani
predpist.  Hlavni zkouSejici a
Instituce  odpovidaji CRO a
spole¢nosti Pfizer za to, ze v§ichni
pracovnici podilejici se na Studii
budou dodrZzovat podminky této
Smlouvy, doporu¢eni Mezinarodni
konference  pro  harmonizaci
spravné klinické praxe (ICH GCP)
a prislusné zakony, nafizeni a
vladni pokyny, vcetné zakonu C¢.
378/2007 Sb., o 1é¢ivech, ve znéni
pozdéjSich predpisit  (dale jen
wZakon o lé¢ivech™), vyhlasku
Ministerstva  zdravotnictvi  a
Ministerstva zemedelstvi
¢. 226/2008 Sh., o spravné klinické
praxi a blizSich podminkach
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of Pharmaceuticals, as amended,
Regulation of the Ministry of
Health and Ministry of Agriculture
No. 86/2008 Col. on Good
Laboratory Practice concerning
Pharmaceuticals as  amended,
Regulation of the Ministry of
Health and Ministry of Agriculture
No. 84/2008 Coll.,, on Good
Pharmaceutical Practice,
Conditions  for  Disposal  of
Pharmaceuticals within
Pharmacies, Health Institutions and
other  Institutions  dispensing
Pharmaceuticals, and Act No.
372/2011 Coll., on Medical
Services and conditions for their
provision, as amended. Principal
Investigator will have overall
responsibility for the conduct of the
Study, including all  those
responsibilities assigned to
principal investigators by the
relevant regulations governing the
conduct of clinical investigations.
Institution will provide appropriate
oversight of Principal
Investigator’s activities within the
Institution.

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

13

klinického hodnoceni 1é¢ivych
pripravkli, ve znéni pozd¢jsich
predpisti, vyhlasku Ministerstva

zdravotnictvi a  Ministerstva
zemedélstvi ¢ 86/2008  Sb.,
0 stanoveni zasad spravné
laboratorni praxe v oblasti 1é¢iv, ve
znéni pozdéjsich predpisa,
vyhlasku Ministerstva
zdravotnictvi a  Ministerstva

zemédé&lstvi &. 84/2008 Sb., o
spravné lékarenské praxi, blizSich
podminkach zachdzeni s léCivy

v 1ékarnach, zdravotnickych
zatizenich a u dalsich
provozovateli a zafizeni

vydavajicich 1éCivé piipravky, ve
znéni pozdéjsich predpisi a zakon
¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich
poskytovani, ve znéni pozdéjsich
predpist. Hlavni zkouSejici
ponese celkovou odpovédnost za
provadéni Studie vcetné veskerych

povinnosti, které Hlavnim
zkousejicim  ukladaji  pfislusné
predpisy upravujici vedeni
klinickych vyzkumii.  Instituce

zajisti odpovidajici dohled nad
¢innosti Hlavniho zkousejiciho v
ramci Instituce.

Skoleni spravné klinické praxe
(GCP) poskytované spolenosti
Pfizer.  Pfed tim, nez dojde
k zafazeni subjektd do Studie
(definovaném v ¢lanku 4, Zatazeni
subjektl) absolvuji Hlavni
zkousejici a vSichni
spoluzkousejici  Skoleni spravné
klinické praxe poskytované
spoleCnosti ~ Pfizer (dale jen
,,Skoleni GCP spolecnosti
Pfizer®). Vsichni zkousejici, ktefi
se do Studie =zapoji pozdéji,
absolvuji Skoleni GCP spolecnosti
Pfizer pfed tim, nez zacnou
vykonédvat povinnosti souvisejici
se Studii. U dlouhodobych studii
absolvuji  Hlavni zkousSejici a
vSichni  spluzkouSejici  Skoleni

Pfizer_ XXXXXXXXX 18Nov2019_Final

Page 3 of 103
Site No. XXXXXXXXX



14

materials.

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, Principal Investigator
and CRO will comply with all
applicable Global Trade Control
Laws.

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 Entities
from a Restricted Market.
“Restricted Market” shall
mean the Crimean
Peninsula, Cuba, the
Donbass Region, Iran,
North Korea, Sudan, and
Syria.

b. Each party represents and
warrants that (i) it is not
on any Restricted Party
Lists (defined below); (ii)
it is not owned or
controlled by any
individual or entity on any
Restricted Party Lists; and
(iii) that it will not involve
any individual or entity on
any Restricted Party Lists
in the activities under this
Agreement. In the event

14

GCP spolecnosti Pfizer kazdé tii
roky po dobu trvani Studie nebo i

Casteji, jestlize dojde
K vyznamnym zménam
v pokynech ICH GCP nebo

V materialech $koleni.

Dodrzovani regulace svétového
obchodu. Strany se dohodly, ze
Cinnosti v ramci této Smlouvy
mohou byt predmétem platnych
omezeni dovozu, vyvozu a zakoni
a nafizeni o hospodaiskych
sankcich (,,Zakony o kontrole
svétového obchodu®). Instituce,
Hlavni zkousSejici a CRO budou
jednat v souladu se vS§emi platnymi
Zakony o kontrole globalniho
obchodu.

a. Strany potvrzuji, ze zadna
z Cinnosti podle této
Smlouvy (i)  nebude
probihat v oblastech
omezeného  trhu; (i)
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 trhu.
,»Omezeny trh* jsou tyto
oblasti Krymsky

poloostrov, Kuba, oblast
Donbasu, [ran, Severni
Korea, Stidan a Syrie.

b. Kazda ze stran prohlasuje
a zarucCuje, Ze (i) neni na
Seznamech ~ omezenych
stran (jak jsou definovany
nize); (i) neni ve
vlastnictvi  nebo  pod
kontrolou jakékoli osoby
nebo subjektu uvedeném
na jakémkoliv Seznamu
omezenych stran; a (iii) ze
do Cinnosti dle této
Smlouvy nezapoji jakékoli
osoby  nebo  subjekty
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that an individual or entity
on a Restricted Party List
is included in activities
under this Agreement, the
party connected with such
individual or entity will
immediately notify the
other party and suspend
the  relevant  affected
activities, including any
and all affected payments,
until the parties agree to
go forward.

With  respect to this
Agreement, Restricted
Party Lists include the
Consolidated  Screening
List
(https://www.export.gov/c
onsolidated_screening_list
); the Excluded Parties
List System
(https://www.sam.gov);
and the Consolidated List
of Persons, Groups, and
Entities Subject to E.U.
Financial Sanctions
https://eeas.europa.eu/head
quarters/headquarters-
homepage/8442/consolidat
ed-list-sanctions_en

Ethics Committee/State
Institute for Drug Control.
Before the Study is
initiated, CRO will obtain
or will procure a third
party to obtain approval of
the Study and informed
consent document by the

1.5

Pfizer_ XXXXXXXXX 18Nov2019_Final

Page 5 of 103

uvedené na Seznamech
omezenych  stran. V
ptipad¢, Zze bude zjisténo,
ze  jednotlivec nebo
subjekt uvedeny  na
Seznamech ~ omezenych
stran se ucastni cinnosti
podle této Smlouvy, strana
spojena s témito osobami
nebo subjekty, bude ihned
informovat druhou stranu
a  pozastavi  pfislusné
ovlivnéné cCinnosti, vcetné
vSech ovlivnénych plateb,
do té doby, dokud se
strany nedohodnou na
pokracovani.

S ohledem na tuto
Smlouvu, Seznamy
omezenych stran zahrnuji

Consolidated  Screening
List (konsolidovany
provétovaci seznam)

(https://www.export.gov/c
onsolidated_screening_list
); the Excluded Parties List
System (seznam
vylouéenych stran)
(https://www.sam.gov); a
Consolidated  List  of
Persons, Groups, and
Entities Subject to E.U.
Financial Sanctions
(konsolidovany seznamu
osob, skupin a subjektil, na
néz se vztahuji financni
sankce EV)
(https://eeas.europa.eu/hea
dquarters/headquarters-
homepage/8442/consolidat
ed-list-sanctions_en).

Eticka komise/Statni Gstav
pro kontrolu 1é¢iv. Pied
zahajenim Studie obdrzi
CRO nebo zajisti, aby tieti
strana obdrzela, schvaleni
Studie vcetné dokumentu
informovaného  souhlasu
Statnim  Ustavem  pro




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

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

kontrolu 1é¢iv (dale jen
,,SﬁKL“) a etickou
komisi. CRO vynalozi
pfiméfené Usili k zajisténi
toho, aby byla Studie v
pribéhu  trvani nadale
predmétem dohledu etické
komise/SUKL. V ptipadé
multicentrickych studif
predlozi CRO  zadost
0 posudek pouze jedné
etické komisi pro
multicentrické studie a
zaroven predlozi CRO
zadost o posudek ptislusné
etické komisi Instituce,
kde tato Studie bude
provadéna. Jestlize pro
nekteré z pracovist’
planovanych pro vedeni
klinické studie nebude
ziizena  zadna  eticka
komise, pak posudek pro
takovéto pracoviste
poskytne etickd komise
pro multicentrické studie.

Financovéni. CRO zajisti Instituci
financovani Studie a uhradi Instituci a
Hlavnimu zkousejicimu odménu za sluzby
poskytované v souvislosti s provadénim
Studie tak, jak jsou vymezeny v piiloze A,
a podle podminek stanovenych v této
Smlouve. Instituce a Hlavni zkouSejici
timto souhlasi s poskytnutim této Smlouvy
prislusné etické komisi Instituce a etické
komisi pro multicentrické studie k dolozeni
upravy podminek Studie dle Zakona
0 lé¢ivech. Instituce potvrzuje, ze platby
pro Instituci a pro Hlavniho zkousejiciho
jsou vsouladu splatnymi  pravnimi
predpisy a jakymikoliv aplikovatelnymi
pravidly a postupy Instituce. Pfiblizna
celkova hodnota této smlouvy je 1 598 880
K¢.
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is CZK 1,598,880.00

2.1 Investigator Meetings. If Principal
Investigator or  other  Study
personnel are required to attend
investigator meetings for this
Study, CRO will arrange and pay
directly for travel and
accommodation and will cover the
reasonable costs of meals in
connection with those meetings,
but does not provide compensation
for such attendance. If the
Institution is required to authorise
the attendance of  Principal
Investigator at such meetings, then
this authorisation shall not be
unreasonably withheld or delayed.

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

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

3.1 Amendments. The Protocol may
be modified only by a written
amendment, approved by Pfizer,

2.1 Schiizky zkousejicich.  Pokud se
Hlavni  zkouSejici nebo jini
pracovnici podilejici se na Studii
musi zucastnit schiizek
zkousejicich pro tuto Studii, CRO
zafidi a pfimo uhradi dopravu a
ubytovani a pokryje pfimétené
naklady na stravovani v souvislosti
s témito schuzkami, nebude vSak
za takovou TUcCast poskytovat
odménu. Pokud Instituce musi

schvalit udast Hlavniho
zkousejiciho na téchto schiizkach,
toto schvaleni nebude

nepfiméfenym zpisobem odmitdno
nebo odkladano.

2.2 Zvefejnéni informaci spole€nosti
Pfizer. 'V zijmu transparence
svych vztahli se zkouSejicimi a
studijnimi pracovisti nebo
zdivodu zajisténi  dodrzovani
prislusnych  mistnich  pravnich
predpist muze spolecnost Pfizer
zvetejnit finan¢ni odménu, kterou
podle této Smlouvy poskytuje.
Takové zvefejnéni  spolecnosti
Pfizer maze identifikovat jak
Instituci, tak 1 Hlavniho
zkouSejiciho, ale bude zfetelné
rozliSovat mezi platbami a jinymi
pfevody  hodnot, jez  jsou
poukazany institucim, a témi, jez
jsou poukazany jednotlivciim.

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

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

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

4. Subject Enrollment. Principal Investigator 4.
and Institution (through the actions of the
Principal Investigator) have agreed to
enroll qualified Study participants during
the Pfizer-specified enrollment period,
unless CRO, wupon Pfizer’s prior

Pfizer, Hlavnim  zkouSejicim,
odpovédnou EK a SUKL (dale jen
,Dodatek), s vyjimkou
naléhavych zmén nezbytnych z
divodu  ochrany  bezpecnosti
subjektt Studie (definovanych v
Clanku 4, Zatazeni subjektll) tak,
jak jsou popsany v Protokolu. Je-li
nezbytné odchylit se od Protokolu
z naléhavych divodu tykajicich se
bezpecnosti subjektl, které prave
podstupuji 1é¢bu, uvédomi o tom
Hlavni zkouSejici CRO a/nebo
spolecnost  Pfizer, odpovédnou
etickou komisi a SUKL (podle
konkrétni situace) co mozna
nejdiive, avSak ne pozd¢ji nez
jeden pracovni den po provedeni
zmény.  Zadna takova zména
provedenda z davodu zajisténi
bezpeénosti Subjektd Studie, ktefi
praveé podstupuji 1écbu, se nebude
vztahovat na zadné budouci
Subjekty Studie, pokud nebude
schvilena CRO nebo spolecnosti
Pfizer, odpovédnou etickou komisi
a SUKL (podle konkrétni situace)
a dolozena jako pisemny Dodatek
k Protokolu.

3.2 Z4dny dodatetny vyzkum. Na
subjektech Studie (definovanych v
¢lanku 4, Zatazeni subjekti) nebo
na biologickych vzorcich
odebranych v pribéhu Studie
nesmi byt vprubéhu Studie
provadén zadny dodate¢ny
vyzkum, pokud to neni schvaleno
spole¢nosti Pfizer a
zdokumentovano Dodatkem
k Protokolu nebo ucinéno za
vzajemné piijatelnych podminek,
zaznamenanych stranami jinym
zpusobem.

Zatazeni subjektt. Hlavni zkousSejici a
Instituce se dohodli, ze v prubéhu doby
stanovené  spoleCnosti  Pfizer zaradi
(prostiednictvim Hlavniho zkousSejiciho)
do Studie zpisobilé ucastniky Studie,
ledaze CRO na ziklad¢ predchozich
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instructions, modifies the enrollment period
by written notice. A qualified participant is
one who meets all Protocol criteria for
inclusion in the Study (“Study Subject”).

4.1

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

5. Study Conduct

5.1

5.2

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

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

6. Data Protection and FDA Financial

Disclosure

pokynt spole¢nosti Pfizer nezméni obdobi
zafazovani pisemnym oznamenim.
Zpisobily ucastnik je osoba, ktera spliuje
vSechna kritéria Protokolu pro zatazeni do
Studie (dale jen ,,Subjekt studie®).

4.1 Multicentrické Studie. CRO miize
na zakladé¢ ptedchozich pokyni
spolecnosti ~ Pfizer  predCasné
ukonéit zatazovani Subjekti do
Studie, jestlize bylo dosazeno
zatazeni celkového poctu Subjekti
potiebného pro multicentrickou
Studii pred koncem zatazovaciho
obdobi pro tuto Studii.

5. Provadeéni studie

5.1 Uétovani _ poplatkii  Subjektim
studie.  Hlavni zkousSejici ani
Instituce nebude uctovat
Subjektim studie ani tfetim
platcim hodnocené 1éCivo (viz
Clanek 8, Hodnocené 1é¢ivo) ani
jiné sluzby, které hradi CRO podle
této Smlouvy.

5.2 Bezpecnostni opatieni a zavazna
poruseni pravidel Protokolu nebo
pokyna ICH GCP. Hlavni
zkousejici a Instituce budou (piimo
¢i nepiimo prostfednictvim
Hlavniho zkousejiciho) neprodlené
informovat CRO v  pfipadé
jakéhokoli urgentniho
bezpecnostniho  opatieni, které
Hlavni zkouSejici pouzije za
ucelem ochrany Subjektd studie
proti okamzitému riziku. Hlavni
zkousejici a Instituce budou (pfimo
¢i nepiimo prostednictvim
Hlavniho zkouSejiciho) okamzité
informovat CRO Vv ptipadé
jakéhokoli zavazného poruseni
Protokolu nebo pokynt ICH GCP,
o kterych se Hlavni zkouSejici
nebo Instituce dozvi.

6. Ochrana tudaja a sdélovani finanénich
informaci FDA
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6.1

6.2

7. Informed

Personal Data. Pfizer, Institution
and Principal Investigator shall
comply with the protection of
personal data terms and obligations
set forth in Attachment E.

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

Consent and Subject

Recruitment.

7.1

Informed Consent. Principal
Investigator will obtain a written
informed consent for each Study
Subject and will maintain a signed
original of that consent in that
Study Subject’s record. = CRO
and/or Pfizer will provide a
template informed consent
document for the Study which has
been approved by the IEC and
SUKL. Institution and Principal

6.1

6.2

Osobni udaje. Spolecnost Pfizer,
Instituce a Hlavni zkousejici budou
spliiovat podminky a povinnosti
ohledné¢ ochrany osobnich udaji
uvedené v Ptiloze E.

Sdélovani finan¢nich
udaji. V ptipadech, kdy spole¢nost
Pfizer shleda, ze se na Studii
vztahuje nafizeni amerického
Utadu pro kontrolu potravin a
1éciv (,,FDA*) nazvané ,,Sdélovani
finan¢nich informaci zkousejicimi
v klinickém vyzkumu®“ (dale jen
,Narizeni FDA"), Hlavni
zkousejici souhlasi a Hlavni
zkousejici nebo Instituce (podle
konkrétnich  okolnosti)  zajisti
souhlas vsech spoluzkousejicich,
podilejicich se na Studii, se
sdélovanim veskerych pfislusnych
finan¢nich a dalSich informaci
CRO a spolecnosti Pfizer (vCetné
informaci o majetkovych podilech
ve spolecnosti Pfizer nebo jejich

pridruzenych spolecnostech)
tykajicich se Hlavniho
zkousejiciho nebo
spoluzkousejicich (podle
konkrétnich okolnosti) (a

vrelevantnich  pfipadech  také
jejich manzeldi, manzelek a osob
na nich zavislych), jak to vyzaduje
CRO, aby umoznili spolecnosti
Pfizer splnit pozadavky Nafizeni
FDA.

Informovany souhlas a nabor subjektd.

7.1

Informovany souhlas. Hlavni
zkouSejici  ziska  informovany
souhlas od kazdého subjektu studie
a uloZi podepsany stejnopis tohoto
souhlasu v zaznamech ptislusného

Subjektu studie. CRO nebo
spole¢nost Pfizer poskytne
predlohu dokumentu

informovaného souhlasu pro studii,
ktera byla schvalena EK a SUKL.
Instituce a Hlavni zkouSejici nesmi
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7.2

7.3

Investigator must not make any
changes to this document with the
prior written approval of the CRO
or Pfizer (including any revisions
made during the course of the
Study) before the revised informed
consent document is used for the
Study. The Institution and
Principal Investigator must not
recruit  potential  subjects to
participate in the Study, commence
the research covered under this
Agreement, or administer the
Investigational Drug (as defined
below) to the Study Subjects unless
and until a valid informed consent
has been obtained from each Study
Subject.

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

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

Investigational Drug. CRO will arrange for

Institution to receive, at no charge,
sufficient quantities of the Pfizer product
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7.2

7.3

Hodnocené 1é€ivo.

provadét zadné zmény tohoto
dokumentu, aniz by obdrzeli
predchozi pisemny souhlas CRO
nebo spolecnosti Pfizer diive, nez
upraveny dokument
informovaného souhlasu pouziji
pro Studii (v€etné jakychkoli uprav
provedenych ~ béhem  Studie).
Instituce a Hlavni zkouSejici nesmi
provadét nabor  potencidlnich
Subjektii pro ucast ve Studii,
zahajit vyzkum, na ktery se
vztahuje tato Smlouva, nebo
podavat hodnocené 1é€ivo (tak, jak
je definovano nize) Subjektim
studie, dokud nebyl ziskan platny
informovany souhlas od kazdého
Subjektu studie.

Nabor subjektti. Hlavni zkousSejici
poskytne CRO prilezitost proveéfit
a schvalit obsah veskerych
materiali tykajicich se naboru do
Studie zaméteného na potencialni
Subjekty studie pred tim, nez tyto
materidly ~ pouZije. Tento
pozadavek se vztahuje na veSkeré
tyto materidly bez ohledu na
médium.

Nezadouci  piihody. Instituce
zajisti prostfednictvim Hlavniho
zkousejiciho, aby byly nahlaseny
vSechny nezadouci ptihody, které
se U Subjektt studie vyskytnou,
v souladu s pokyny uvedenymi v
Protokolu a platnych predpisech.
Kde je to vyzadovano, hlaseni
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 ptihod mistnim
a zahrani¢nim kontrolnim ¢&i
zdravotnim tfadim.

CRO zajisti, aby

Instituce bezplatné obdrzela dostatecné

mnozstvi ptipravku spolecnosti Pfizer,



that is being studied (“Pfizer Drug”) to
allow Principal Investigator to conduct the
Study.  Unless otherwise indicated in
Attachment A (Study Budget and Payment
Terms), CRO will also arrange for
Institution to receive at no charge, or will
cover the costs of, any other Protocol-
required drugs (e.g., placebo, comparator
drug, concomitant drug).  Any other
Protocol-required drug that CRO or Pfizer
provides or covers the cost of is, together
with  the Pfizer Drug, considered
"Investigational Drug." The
Investigational Drug shall be supplied to
Institution’s pharmacy. From the Institution's
pharmacy Investigational Drug will be
delivered to to the Principal Investigator at
the Study site First Department of
Dermatovenerology, Pekaiska 664/53, 656
91 Brno, Czech Republic “Study site”.
Principal Investigator hereby undertakes to
ensure that the Investigational Drug be
stored separately from other medication at
the Study site, and its preparation,
inspection, preserving and  dispensing
(hereinafter only “Investigational Drug
Handling”) be performed in compliance with
Protocol, Pfizer and/or CRO instructions and
also pursuant to generally binding legal
regulations specified above under Sec. 1.3,
and the Good Pharmacy Practice, as well as
the terms and conditions stipulated by
applicable Directives issued by State
Institute for Drug Control.

Institution will appoint two appropriately
qualified and experienced pharmacists. The
pharmacists will hold current practising
certificates (with no restrictions) and be
registered with the professional governing
body of pharmacists in the Czech Republic
pursuant to applicable laws, who shall be
responsible  for  Investigational  Drug
Handling and keeping full records thereon in
Institution’s Pharmacy. Immediately after
appointing such pharmacists, Institution shall
notify CRO in writing of the name and
surname of the appointees along with the
appropriate contact details, if applicable.
Principal Investigator hereby undertakes to

ktery je predmétem hodnoceni, (,,léCivo
spolecnosti Pfizer), a tim umoznilo
Hlavnimu zkousSejicimu provadét Studii.
Neni-li v pfiloze A (RozpocCet studie a
platebni podminky) uvedeno jinak, CRO
zajisti, aby Instituce obdrzela také jakakoli
dalsi 1é¢iva vyzadovana podle Protokolu, a
to bezplatn€ nebo néklady na né pokryje
(napt.  placebo, srovnavaci  1écivo,
soubézné podavané 1écivo). Jakékoli dalsi
Protokolem vyzadované 1é¢ivo, které CRO
nebo spolecnost Pfizer poskytuje nebo
jehoz naklady kryje, je spole¢né s 1é¢ivem
spolecnosti  Pfizer = povazovano  za
,Hodnocené léc¢ivo”“. Hodnocené lécivo
bude dodano do 1ékarny Instituce. Z lékarny
Instituce bude Hodnocené 1é¢ivo dodano
Hlavnimu  zkouSejicimu  na  studijni
pracovisté |. dermatovenerologickou kliniku,

Pekaiska 664/53, 656 91 Brno,
Ceska republika ,.studijni pracovisté«.
Hlavni zkousejici se timto zavazuje, Ze
zajisti, aby bylo Hodnocené 1é¢ivo ulozeno
na pracovisti oddélené od ostatnich 1éCiv, a
aby prfiprava, kontrolovani, uchovévani a
vydavani Hodnocené¢ho IéCiva (dale jen
,-nakladani s hodnocenym lécivem®)
probihaly v souladu s Protokolem a pokyny
spole¢nosti  Pfizer nebo CRO, dale se
vSeobecné zavaznymi pravnimi predpisy
uvedenymi ve ¢lanku 1.3 vySe, se spravnou
Iékarenskou praxi a rovnéz dle pravidel a
podminek  stanovenych v pfislusnych
smérnicich / pokynech vydanych Statnim
ustavem pro kontrolu 1é¢iv.

Instituce ur¢i dva nalezité¢ kvalifikované a
zkusené¢ l€karniky. Lékarnici budou drziteli
platnych  profesnich  osvédceni  (bez
omezeni), budou zapsani u oficialni profesni
organizace lékarnikti v Ceské republice v
souladu s piisluSnymi pravnimi predpisy a
budou odpovidat za nakladani s
Hodnocenym 1é¢ivem a za vedeni kompletni
dokumentace o této Cinnosti VI1ékarné
Instituce.  Instituce neprodlené po jejich
jmenovani pisemné oznami CRO jméno a
ptijmeni uvedenych osob spolu s nalezitymi
kontaktnimi udaji. Hlavni zkouSejici se
zavazuje, ze bude Hodnocené 1éCivo
pouzivat a podavat v souladu s Protokolem a
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use and administer the Investigational Drug
in compliance with the Protocol and in doses
required for each individual Study Subject
visit.

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

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

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

Equipment or Materials. CRO or Pfizer
may provide, or arrange for a vendor to
provide, certain equipment (“Equipment”)
or proprietary materials for use by Principal
Investigator or Institution during the
conduct of Study. Such proprietary
materials may include computer software,
methodologies, rating scales and other
instruments that are owned or licensed for

v davkach pozadovanych pro jednotlivé
studijni navstévy Subjekti studie.

8.1 Uchovavéni a vydej. Hlavni
zkouSejici a Instituce budou
provadét odpovidajici  kontrolu
dodavek Hodnocené¢ho léciva a
nepodaji nebo nevydaji 1éCivo
nikomu, kdo neni Subjektem
studie, ani k nému neumozni
pfistup nikomu jinému nez
pracovniktim Studie.

8.2 Pouziti. Hlavni zkousejici a
Instituce zajisti, ze hodnocené
léC¢ivo bude pouzivano pouze
zpusobem stanovenym v Protokolu
a v ptisném souladu se Zakonem o
léCivech a s dalSimi pfislusnymi
pravnimi piedpisy. Jakékoli jiné
pouziti nebo povoleni pouziti
Hodnoceného  [é¢iva  Hlavnim

zkousejicim nebo Instituci
predstavuje zasadni poruSeni této
smlouvy.

8.3 Vlastnictvi  1é¢iva  spolecnosti

Pfizer. LécCivo spole¢nosti Pfizer
je a  zistane  vlastnictvim
spolecnosti  Pfizer. S vyjimkou
omezenou na pouziti uréené v
Protokolu spolecnost  Pfizer
neudé€luje Hlavnimu zkousejicimu
ani Instituci zadnd vyslovna ani
konkludentni prava k dusevnimu
vlastnictvi ohledn¢ Léciva
spoleCnosti ~ Pfizer nebo k
jakymkoli metodam vyroby nebo
pouziti Léciva spolecnosti Pfizer.

Vybaveni nebo materidlly. CRO nebo
spole¢nost Pfizer mize poskytnout nebo
zajistit, aby prodejce poskytl, urcité
vybaveni (dale jen ,,Vybaveni®) nebo
chranéné materidly pro pouziti Hlavnim
zkouSejicim  nebo  Instituci  bcéhem
provadéni studie. Takové chranéné
materialy mohou zahrnovat pocitacovy
software, metodologie, hodnotici skaly a
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10.

use by CRO or Pfizer (collectively,
“Materials”). Equipment or Materials to
be provided for the Study and any
requirements relating to them are described
in Attachment C, Equipment and Materials
which is incorporated into this Agreement
by reference.

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

10.1  Definition. Except as specified in
Section 10.2, Exclusions, below,

“Confidential Information”

includes:

a. the Protocol,

b. the Investigator Brochure,

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

Study Records below),

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

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

f. any other information
related to the Study, the
Pfizer Drug, or CRO,

Pfizer, or Pfizer affiliate
technology, research, or
business plans that CRO,
Pfizer, or a Pfizer affiliate
provides to  Principal
Investigator or Institution
in writing or other tangible
form and marks as
CONFIDENTIAL or

10.

jiné nastroje, které CRO nebo spole¢nost
Pfizer vlastni nebo pouZzivani na zakladé
licence (spolecné dale jen ,Materialy®).
Vybaveni nebo Materidly, které maji byt
pro  Studii  poskytnuty, a  veSkeré
pozadavky, které se k nim vztahuji, jsou
popsany v priloze C, Vybaveni a materialy,
jez tvoii nedilnou soucast této Smlouvy.

Duvérné informace. V prubéhu Studie
mize Hlavni zkouSejici nebo Instituce
obdrzet nebo vytvoftit informace, které jsou
pro CRO, spolecnost Pfizer nebo
pridruzenou spole¢nost spolecnosti Pfizer
davérné povahy.

10.1  Definice. Pokud neni v ¢lanku
10.2 nize, Vyluky dale uvedeno
jinak, ,,Duveérné informace*
zahrnuji:

a. Protokol,

b. Soubor informaci  pro
zkousejiciho,

C. Studijni udaje (jak je
definuje ¢lanek 11,
Studijni  udaje  studie,
biologick¢  vzorky a
studijni zaznamy),

d. udaje analyz biologickych
vzorkd, jak jsou
definovany v clanku 11,
Studijni udaje, biologické
vzorky a studijni
zaznamy),

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

f. veskeré dalsi informace
souvisejici  se  Studii,
s Lécivem spolecnosti
Pfizer nebo s technologii,
vyzkumem nebo
obchodnimi plany CRO,
spole¢nosti  Pfizer nebo
jejich pridruzenych
spoleCnosti, které CRO,
spoleCnost Pfizer nebo
nékterd jeji  pridruzena
spolecnost poskytne
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initially  discloses orally
and then summarizes and
confirms in writing as
CONFIDENTIAL  within
30 days after the date of
oral disclosure.
Information of the type
described in this Section
10.1.f. that is disclosed
orally will also be
considered  Confidential
Information even if not
later confirmed in writing
if the confidential nature of
the disclosure is reasonably
apparent to the other party.

Hlavnimu  zkousSejicimu
nebo Instituci v pisemné
nebo jiné hmotné podob¢ a
ozna¢i jako DUVERNE
nebo které jim phvodné
sdéli 1Ustné a nasledné
shrne a potvrdi pisemné
jako DUVERNE do 30
dni ode dne TUstniho
sdéleni.  Ustné sdélené
informace popsané
vclanku  10.1.f.  vyse
budou téz povazovéany za
divérné informace, 1 Vv
pripade, ze  nedojde
k pozdéjsimu pisemnému
potvrzeni jejich
davérnosti, pokud je
davérny charakter jejich
sdéleni  druhé  strané
pfiméieng ziejmy.

10.2  Exclusions. Confidential 10.2  Vyluky. Dtvémé  informace
Information does not include nezahrnuji takové informace:

information that:

a. is in the public domain at a.

the time of disclosure or
during the term of this
confidentiality obligation
by means other than breach
of this Agreement by
Principal Investigator or
Institution,

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

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

d. is independently d.
developed, as documented
by written records, by
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které jsou verejne
dostupné v dobé jejich
sdéleni nebo v dob¢ trvani
tohoto zavazku
mlcenlivosti jakymkoli
jinym  zptisobem, nez
poruSenim této Smlouvy
Instituci nebo Hlavnim

zkousejicim,

které jsou jiz Hlavnimu
zkouSejicimu nebo
Instituci znamy v dobé
jejich sdéleni a
nepodléhaji zadnému

zavazku mlcenlivosti,
které Hlavni zkousSejici
nebo Instituce ziskali bez
jakéhokoli zavazku
mlcenlivosti  od  tieti
strany, ktera ma zakonné
pravo je sdilet, nebo

které  jsou  vytvofeny
nezavisle tak, jak je
dolozeno pisemnymi



10.3

10.4

Principal Investigator’s
personnel or individuals
within Institution who had
no access to Confidential
Information.

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

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

a. CRO and Pfizer
specifically authorize
publication of a redacted
version of this Agreement
strictly in accordance with
the provisions of Section
15.2)

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

b. Permitted uses of Study

10.3

10.4

zaznamy, personalem
Hlavniho zkousejiciho
nebo osobami v ramci
Instituce, které nemély

k davérnym  informacim
piistup.
Dutvérnost Osobnich udaji.

Vsechny Osobni tudaje (podle
definice v Priloze E), které Hlavni
zkousejici nebo Instituce
shromazd'uje, zpracovava, uklada,
pfenasi nebo pouziva ve spojitosti
s provadénim studie a podavanim
zprdv o Studii, budou pro ucely
této  Smlouvy pokladany za
duvérné informace, a bude s nimi
takto zachéazeno.

Zavazek mlcenlivosti. Hlavni
zkousejici ani Instituce nesméji
bez  ptedchoziho  pisemného
souhlasu CRO nebo spolecnosti
Pfizer pouzivat divérné informace
za zadnym jinym tcelem nez tim,
k némuz je opraviiuje tato
Smlouva, a dale Hlavni zkousSejici
ani Instituce nesméji sdélit diverné
informace zadné tieti strané
s vyjimkou situaci, v nichz je k
tomu opraviluyje tato Smlouva,
nebo v nichz to vyzaduji ptislusné
pravni predpisy.

a. Spolecnost Pfizer a CRO
vyslovné dovoluji
zvefejnéni upravené
Smlouvy v souladu

S ustanovenim ¢lanku 15.2)

b. Spole¢nost Pfizer a CRO
vyslovné dovoluji jakékoli
pozadované sdéleni
davérnych informaci
SUKL, EK nebo
zastupcim prislusného
kontrolniho uradu.

C. Dovolena pouZziti
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10.5

10.6

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

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

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

its Confidential
Information,

b. discloses only that
Confidential Information

required to comply with
the legal requirement, and

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

Survival of Obligations. For
Confidential Information other than
Personal Data (as defined in
Attachment E), 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

10.5

10.6

Studijnich 0daju a udaju
analyz biologickych
vzorklli jsou popsana Vv
¢lanku 15 (Publikace) této
Smlouvy a pouziti
Osobnich  udaji  jsou
popsana v ¢lanku 6
(Ochrana udaju a
sdélovani finan¢nich
informaci FDA).

Sdéleni informaci pozadované
zakonem. Je-li pravnimi predpisy
pozadovano sdeleni divérnych
informaci nad rdmec vyslovné
dovoleny touto Smlouvou,
nepiedstavuje  takové  sdéleni
informaci poruseni této Smlouvy,
pokud strana, kterd tyto informace
sdéluje:

a. pfedem pisemné informuje
CRO, s co nejvétsim
moznym casovym

predstihem ptfed sdélenim
informaci, aby CRO nebo
spole¢nost Pfizer mohly
podniknout veskeré pravni
kroky k ochrané svych
daveérnych informaci,

b. sdéli pouze ty duvérné
informace, které jsou
vyZadovany ze zakona, a

C. bude nadale =zachovavat
davérny charakter téchto
davérnych informaci ve
vztahu ke vSem ostatnim
tfetim stranam.

Pretrvani zdvazkd. U davérych
informaci krom¢ Osobnich udaji
(jak jsou definovany v Ptiloze E),
Studijnich tdaji a udaji analyz
biologickych vzorki (jak jsou
definovany v ¢lanku 11, Studijni
udaje, biologické vzorky a studijni
zaznamy) pretrvavaji = zdvazky
0 nepouziti a mlcenlivosti i po
ukonéeni této Smlouvy a trvaji po
dobu péti let od jejiho ukonceni.

Pfizer_ XXXXXXXXX 18Nov2019_Final

Page 17 of 103
Site No. XXXXXXXXX



10.7

period of five years after
termination. Confidentiality
obligations for Personal Data,

Study Data, and Biological Sample
Analysis Data survive for as long
as  Principal Investigator or
Institution retain this information,
subject to the permitted uses and
disclosures described in
Attachment E and Section 15
(Publications) of this Agreement.

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

11. Study Data, Biological Samples, and Study

Records

111

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

10.7

Zavazek  mlcenlivosti  ohledné
Osobnich udajt, Studijnich udaji a
udaju analyz biologickych vzorki
pretrvava po celou dobu, po kterou

bude tyto informace Hlavni
zkousejici nebo Instituce
uchovavat, pod podminkou

dovoleného pouziti a sdélovani
popsaného v Ptiloze E a ¢lanku 15
(Publikace) této Smlouvy.

Vraceni duvérnych informaci.
Hlavni zkousSejici a Instituce vrati
na pisemnou Zzadost CRO nebo
spole¢nosti Pfizer veskeré duvérné
informace kromé téch, u nichz
prislusné piedpisy pozaduji, aby
byly uchovavany na zkousejicim
pracovisti nebo v rukou Hlavniho
zkousejiciho. Hlavni zkousejici a
Instituce si vSak mohou kazdy
ponechat jednu archivni kopii
davérnych informaci k wurceni
rozsahu zavazkll vyplyvajicich z
této Smlouvy.

11. Studijni udaje, biologické vzorky a studijni

zdznamy

111

Studijni tudaje studie. Béhem
studie shromazdi Hlavni zkousejici
urcité udaje uvedené v Protokolu, a
pfedlozi je CRO, spolecnosti
Pfizer nebo zastupci spolecnosti
Pfizer (dale jen ,,Studijni udaje ).
Studijni Udaje mohou obsahovat
Osobni 1udaje subjektt Studie.
Hlavni zkousSejici zajisti vcasné
shromazdéni, zaznamenani a
predloZeni Studijnich udajt, véetné

dodrzovéani ¢asového
harmonogramu zadavani udaja
stanoveného v dokumentu
Pozadavky na vyplnéni

Zaznamniku subjektu hodnoceni,
ktery  Hlavnimu zkouSejicimu
poskytne CRO nebo spolecnost
Pfizer.
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Ownership of Study Data.
Subject  to Principal
Investigator’s right to use
Study Data to publish the
results of the Study (see
Section 15, Publications),
Pfizer is the exclusive
owner of all Study Data.

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.

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

Vlastnictvi Studijnich
udaji. S vyhradou prava
Hlavniho zkousejiciho na
pouziti Studijnich 1daja
k publikaci vysledka
Studie (viz ¢lanek 15,
Publikace) je vyluénym

vlastnikem vSech
Studijnich udaju
spole¢nost Pfizer.

Zdravotni zaznamy.
Zdravotni zaznamy
tykajici se Subjektii studie,
které se nejsou

poskytovany CRO nebo
spole¢nosti Pfizer, mohou
obsahovat urcité
informace, které jsou
totozné s informacemi ve
Studijnich udajich;
nicméné CRO ani
spoleCnost  Pfizer si
nevyhrazuje narok na
vlastnictvi téchto
dokumentti nebo v nich
obsazenych informaci.

Kontrola udaji provadéna
CRO. CRO nebo
spoleCnost Pfizer bude
obdrzené¢ Studijni udaje
prabézne kontrolovat.
CRO nebo spolecnost
Pfizer bude dodrzovat
platné predpisy stanovujici

povinnost informovat
zucastnéné zkousejici
0 novych udajich
0 bezpecnosti Léciva

spoleCnosti Pfizer (podle
definice v ¢lanku 8 této
Smlouvy). CRO nebo
spole¢nost Pfizer se dale
zavazuje sdélit bez
prodleni Hlavnimu
zkousejicimu veskeré dalsi
nové informace, které
CRO nebo spolecnost
Pfizer ziska a které by
mohly ovlivnit bezpe¢nost
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11.2

d. Study  Results. After
analysis of Study Data

from all sites is complete,
CRO or Pfizer will provide
Principal Investigator with
a summary of the overall
results of the Study. CRO
and  Pfizer encourage
Principal Investigator to
communicate the results,
as appropriate, to the Study
Subjects. If within two
years after Study
completion Pfizer
identifies results that could
affect Study Subject safety,

CRO or Pfizer, in
consultation with
SUKL/the IRB/IEC as

appropriate, will cooperate
with Principal Investigator
or Institution to ensure that
those results are
appropriately
communicated to the Study
Subjects by  Principal
Investigator or Institution.

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.qg.,
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 Study Subjects.

11.2

Subjekti  studie  nebo
provadéni Studie.

d. Vysledky Studie. Po
dokonceni analyzy
Studijnich udaji ze vSech
pracovist’, poskytne
spoleCnost Pfizer nebo
CRO Hlavnimu
zkousejicimu shrnuti

celkovych vysledki studie.
CRO a spolecnost Pfizer

doporucuji Hlavnimu
zkousejicimu, aby
vhodnym zptisobem sdélil
vysledky Subjektim

studie. Pokud spolecnost
Pfizer do dvou let od

dokonceni studie
identifikuje vysledky,
které by mohly ovlivnit
bezpecnost Subjektt

studie, bude CRO nebo
spoleCnost ~ Pfizer  po
poradé se SUKL/EK
vhodnym zptisobem
spolupracovat s Hlavnim
zkousejicim nebo Instituci
a zajisti, aby tyto vysledky
byly Hlavnim zkousejicim
nebo Instituci
odpovidajicim  zplGsobem
sdéleny Subjekttim studie.

Biologické vzorky. Je-li to
stanoveno v Protokolu a v
dokumentu informovaného

souhlasu, miize Hlavni zkousSejici
odebirat a poskytovat CRO,
spole¢nosti  Pfizer nebo jejich
urCenému  zastupci  biologické
vzorky (napf. krev, moc¢, tkan,
sliny atd.) ziskané od Subjektt
studie k testim, které piimo
nesouviseji spéci o Subjekty
studie  nebo s monitorovanim
bezpecnosti, jako jsou
farmakokinetické nebo
farmakogenomické testy  nebo
testovani biomarkerti (dale jen
,,Biologické vzorky‘). Biologické
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Use. Neither Principal
Investigator nor Institution
will use Biological
Samples collected under
the Protocol in any manner
or for any purpose other
than that described in the
Protocol. CRO and Pfizer
will use Biological
Samples only in ways
permitted by the informed
consent under which they
were obtained.

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
Principal Investigator,

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

Ownership. Pfizer is the
exclusive owner of all

vzorky mohou obsahovat Osobni
udaje subjektt Studie.

a.

Pouziti. Hlavni zkousSejici
ani Instituce nepouziji
Biologické vzorky
odebrané podle Protokolu
jinym zpisobem nebo za
jinym ucelem, nez jaky je
popsan v Protokolu. CRO
a spolecnost Pfizer budou
pouZzivat Biologické
vzorky pouze zplsobem
dovolenym v dokumentu
informovaného souhlasu,
na jehoz zakladé byly
ziskany.

Udaje _ analyz. CRO,
spoleCnost Pfizer nebo

jimi uréené osoby
provedou testy
Biologickych vzorkll

zplisobem popsanym Vv
Protokolu. ~ Pokud neni
v Protokolu stanoveno
jinak, neplanuje CRO ani
spole¢nost Pfizer
poskytnuti vysledkt téchto
testd (dale jen ,,Udaje
analyz biologickych
vzorki‘) Hlavnimu
zkouSejicimu, Instituci ani
Subjektu studie. Jestlize
CRO  poskytne Udaje

analyz biologickych
vzorki Hlavnimu
zkousejicimu nebo

Instituci, budou tyto udaje
podléhat ujednanim ¢lanku
11.1 (Studijni udaje studie)
této Smlouvy, budou pro
ucely  této Smlouvy
povazovany za Studijni
udaje a Hlavni zkousejici
je muze pouzit k piipravé
publikaci vysledkt studie
(viz ¢lanek 15, Publikace).

Vlastnictvi. Spolecnost
Pfizer je vyluénym

Pfizer_ XXXXXXXXX 18Nov2019_Final
Page 21 of 103

Site No. XXXXXXXXX



11.3

114

Biological
Biological
Analysis Data.

Samples and
Sample

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

CRO and Pfizer hereby agree and
accept that Study Subjects medical
records are property of the
Institution except to the extent that
such records are the property of
Study Subjects under applicable
law.

12. Monitoring, Inspections, and Audits

121

Monitoring. CRO intends to
monitor Study conduct. Pfizer, or
an external service provider acting
on its behalf, has the right, but not
the obligation, to co-monitor the
Study. Upon reasonable notice and
during regular business hours,
Principal Investigator and
Institution will permit CRO or

11.3

114

vlastnikem vsech
Biologickych vzorkli a
Udajti analyz biologickych
vzorki.

Studijni zdznamy. Instituce bude
pro potieby Hlavniho zkousejiciho
a své vlastni uchovévat Studijni
zaznamy kazdého Subjektu studie,
které  zahrmuji  kopie  vSech
Studijnich udaju Hlavniho
zkousejiciho, jakoz 1 piislusné
zdrojové  dokumenty (spolecné
dale jen ,,Studijni zaznamy*), za
skladovacich podminek
zajistujicich jejich stabilitu a
ochranu po dobu 15 let od
ukonceni Studie. Instituce
souhlasi, ze bude spole¢nost Pfizer
kontaktovat na adrese
XXXXXXXXX  pred likvidaci
jakychkoli zaznamti, a Hlavni
zkousejici a Instituce dale souhlasi,
ze umozni spolecnosti Pfizer
v pfipadé  nutnosti  uchovavat
zaznamy del$i dobu, na naklady
spoleCnosti ~ Pfizer, zplsobem,
ktery zajisti ochranu divérnosti
téchto zdznaml (napi. bezpecné
externi uloZeni).

CRO a spolecnost Pfizer timto
berou na védomi a souhlasi, Ze
zdravotnicka dokumentace
subjekti  studie je majetkem
Instituce s vyjimkou pfipadd, kdy
tyto zaznamy jsou majetkem
Subjektt studie podle platnych
pravnich predpisi.

12. Monitorovani, inspekce a audity

121

Monitorovani. CRO ma v tmyslu
monitorovat provadéni  studie.
Spolecnost Pfizer nebo externi
poskytovatel sluzeb jednajici jejim
jménem ma pravo, avsSak nikoli
povinnost, se na monitorovani
studie spolupodilet. Po oznameni, s
pfimétenou lhiitou, a béhem bézné
pracovni doby povoli Hlavni
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12.2

Pfizer representatives access to the
premises, facilities, Study Records,
sub-investigators, and research
staff as required to monitor Study
conduct. CRO or Pfizer will
promptly notify Principal
Investigator of any monitoring
findings that could affect the safety
of Study Subjects or influence the
conduct of the Study. Principal
Investigator will inform Study
Subjects of such findings as
appropriate. CRO or Pfizer will use
best efforts to schedule such visits
at  mutually agreeable times.
However, in no event may
Institution delay scheduling of a
CRO or Pfizer monitoring visit for
more than 7 days or a CRO or
Pfizer audit for more than 7 days
after CRO or Pfizer request.

Pfizer Representative Personal
Data. If in the support of a
clinical trial, Pfizer representatives
are required to submit to
Institution or Principal
Investigator any Personal Data,
including but not limited to, name,
address, phone number,
government identifier, or birthdate
(“Pfizer Representative Personal
Data”), Institution and Principal
Investigator will:

a. protect the confidentiality
of Pfizer Representative
Personal Data using the
same or similar standards
Institution and, if
applicable, Principal
Investigator use for their
own employees;

12.2

zkousSejici a Instituce zastupctim
CRO nebo spolecnosti Pfizer
pristup do prostor, zafizeni, ke
Studijnim zaznamim, a
spoluzkousejicim a vyzkumnym
pracovnikiim tak, jak to vyzaduje
monitorovani provadéni studie.
CRO nebo spolecnost Pfizer bude
Hlavniho zkousejiciho neprodlené
informovat o vSech nalezech
monitorovani, které by mohly
ovlivnit  bezpeCnost  Subjektd
studie nebo provadéni Studie.
Hlavni zkousejici bude
0 takovychto zjisténich
odpovidajicim zplisobem
informovat Subjekty studie. CRO
nebo Pfizer vynalozi maximalni
usili, aby tyto navstévy
naplanovali ve vzéajemné
pfijatelnych c¢asech. V ZzZadném
pfipadé¢ vSak nemtize zpozdit
planovani inspek¢ni navstévy CRO
nebo Pfizer na vice nez 7 dnil nebo
audit CRO nebo Pfizer po dobu
delsi nez 7 dni po zadosti CRO
nebo Pfizer.

Osobni udaje zastupcil
spole¢nosti Pfizer. Pokud je
Vv pribéhu klinického
hodnoceni pozadovano, aby
zastupci  spoleCnosti  Pfizer
ptedali Instituci své Osobni
udaje, véetne, ale ne vylucné,
jména adresy, telefonniho
¢isla, identifikaéniho ¢isla
nebo data narozeni (,,Osobni
udaje zastupcu spolecnosti

Pfizer“), Instituce  bude

postupovat nasledujicim
zplisobem:

a. ochrani davérnost

Osobnich udaji zastupci

spole¢nosti Pfizer

pouzitim stejnych nebo
podobnych opatieni, které
pouziva pro své vlastni
zamestnance;
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12.3

b. not sell or disclose Pfizer
Representative ~ Personal
Data to any third party
except as required by law;

C. impose similar
confidentiality and security
obligations, by contract, on
any contracted service
providers  with  whom
Institution or  Principal
Investigator 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.

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

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

12.3

b. neprodd ani nezpiistupni
Osobni 1udaje  zastupci
spoleCnosti  Pfizer zadné
treti strané¢ s vyjimkou

pfipada vyzadovanych
zékonem;

C. ustanovi  ve  smlouve
obdobné povinnosti
ohledn¢  davérnosti a

zabezpeceni téchto udaji
vii¢i vSem poskytovatelim
sluzeb, se kterymi by
Instituce mohla Osobni
udaje zastupct spole¢nosti
Pfizer sdilet;

d. pfijme pfislusna opatieni
k ochrané proti
neopravnénému  pouziti
nebo zptistupnéni
Osobnich udaji zastupci
spoleCnosti Pfizer a bez
prodleni bude spole¢nost
Pfizer  informovat o

jakémkoliv poruseni
tohoto ustanoveni.
Inspekce a  audity. Hlavni

zkouSejici a Instituce berou na
védomi, Ze Studie podléha
inspekci ze strany zahrani¢nich
kontrolnich 0fadt, vcetné FDA
USA, a ze k takovymto inspekcim
mize dojit i po dokonceni Studie a
mohou zahrnovat audit Studijnich
zaznamd. CRO nebo spolecnost
Pfizer mohou také provadét audit
Studijnich zaznamti béhem Studie
nebo po jejim dokonceni jako
soucast monitorovani provadéni
Studie.

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

Cooperation. Principal
Investigator and Institution

will cooperate with
regulatory authority and
CRO or Pfizer

representatives in  the
conduct of inspections and
audits and will ensure that
Study Records are
maintained in a way that
facilitates such activities.

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

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

naplanovéana.

Pravo byt pfitomen. Neni-
li to zakazano zakonem,
bude mit CRO nebo
spoleCnost Pfizer pravo
byt pfitomna a ucastnit se
kazdé takové inspekce,
auditu, Setfeni nebo
kontrolni ¢innosti.

Spoluprace. Hlavni
zkouSejici a  Instituce

budou spolupracovat s
kontrolnim  dUfadem a
zastupci  CRO  nebo
spolecnosti  Pfizer  pfi
provadéni  inspekci a
audith a zajisti, aby
Studijni zdznamy byly
vedeny zpisobem, ktery

takovéto ¢innosti
usnadnuje.

Reseni nesrovnalosti.
Instituce bude

prostfednictvim Hlavniho
zkousejictho  neprodlené
resit  jakékoli  zjiSténé

nesrovnalosti mezi
Studijnimi udaji a
zdravotnimi zaznamy
Subjekti studie.

Nalezy inspekce a
odpovédi. Hlavni

zkouSejici a  Instituce
bezodkladné ptedaji CRO
a spolecnosti Pfizer kopie

veskerych nalezi
inspekce, které¢ kdokoli
Z nich obdrzi od
kontrolniho aradu,

v souvislosti se  Studii.
Kdykoli je to proveditelné
a povolené ze zakona,
Hlavni zkousejici a
Instituce také poskytnou
CRO a spolecnosti Pfizer
prilezitost k piipadnému
posouzeni a piipominkdm

Pfizer_ XXXXXXXXX 18Nov2019_Final
Page 25 of 103

Site No. XXXXXXXXX



13.

authority inspections in
regard to the Study.

12.4  Study Conduct Evaluations. CRO,
Pfizer or Pfizer’s external service

providers may document and
evaluate the performance of
Institution and Principal

Investigator in the conduct of the
Study. CRO and Pfizer will use
these evaluations solely for internal
purposes.

125 CRO will inform the Institution
through  the  Clinical  Trials
Department about the planned
initiation and close-out visit, audit,
and the date of commencement and
termination of patient recruitment
via e-mail sent to XXXXXXXXX.

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

a. Suspension  of  Study
Subject enrollment, if the

Study is not yet fully
enrolled, and

b. Suspension of all payments
by CRO

Any suspension of enrollment or payment

13.

navrh odpoveédi na
vysledky inspekce
kontrolniho tfadu tykajici
se Studie.

12.4  Hodnoceni  provadéni studie.
CRO, spolecnost Pfizer nebo jeji
externi  poskytovatelé  sluzeb
mohou dokumentovat a hodnotit
plnéni Instituice a Hlavniho
zkousejiciho pfi provadéni Studie.
CRO a spole¢nost Pfizer pouziji
tato hodnoceni vyhradn€¢ pro
vnitini ucely.

125 CRO bude informovat Instituci
prostfednictvim Odd¢leni
klinickych studii o planovaném
terminu inicia¢ni a ukoncovaci
navstévy, auditu a dale o datu
zahdjeni a wukonceni naboru
pacientll prostfednictvim e-mailu
zaslaného na adresu

XXXXXXXXX

Néapravné prostiedky v piipadé poruseni
urditych zavazkt Studie. V ptipadé, zZe
Hlavni zkousejici nebo Instituce nesplni
nektery ze svych zavazku stanovenych v
¢lancich 3 (Protokol), 7 (Informovany
souhlas a nabor subjekttl), 11 (Studijni
udaje, biologické vzorky a studijni
zaznamy) a 12 (Monitorovani, inspekce a
audity) této Smlouvy nebo pozadavkl
Protokolu tykajicich se hlaseni
nezadoucich piihod, etického provadéni
Studie a kontroly ze strany SUKL/EK,
bude se CRO, krom¢ svého prava Studii
okamzité¢ ukoncit podle ¢lanku 18.1.¢c(2),
moci uchylit kjednomu nebo obéma
Z nasledujicich napravnych prosttedki:

a. pozastaveni naboru
Subjektt studie, jestlize
neni nabor do Studie
ukoncen a

b. pozastaveni vSech plateb
provadénych CRO

Jakékoli pozastaveni naboru nebo plateb
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14.

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

Inventions

14.1  Notification. If the conduct of
Study results in any right that may
be granted or recognized under any
legislation  regarding  patents,
copyrights, trademarks, industrial
designs, discovery or any other
intellectual and industrial property,

whether  patentable or  not
(“Invention”), Principal
Investigator will promptly inform
CRO.

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

economic rights of Principal
Investigator as  the  author
(whichever applicable), hereby

assigns all transferable intellectual
property rights in any Inventions
(namely Institution’s right to
exercise economic rights to
Inventions) to Pfizer. In the event
that the nature of intellectual
property rights prohibits the
assignment of all or any of such
rights as set forth above, Principal
Investigator and/or  Institution

14.

bude pokracovat do té doby, dokud Hlavni
zkousSejici nebo Instituce, podle zjisténi
CRO, neobnovi dodrzovani svych zavazki
ze Studie. Pouziti jednoho nebo obou
napravnych prostfedkii nebrani CRO nebo
spolecnosti Pfizer v uplatnéni jejiho prava
okamzité ukoncit Smlouvu, jestlize Hlavni
zkousejici nebo Instituce nezacnou
dodrzovat zavazky.

Vynélezy

141 Oznameni. Pokud na zikladé
provadéni Studie vznikne né&jaké
pravo, jez muze byt udéleno nebo
uznano na zakladé jakychkoli
pravnich predpisi tykajicich se
patentt, autorskych prav,
ochrannych znamek,
primyslovych vzori, objevii nebo
jiného dusevniho ¢i primyslového
vlastnictvi, bez ohledu na to, zda
jej Ize patentovat ¢i nikoli (dale jen
,Vynalez®), bude Hlavni
zkousejici o této skuteCnosti
bezodkladné informovat CRO.

142  Postoupeni. Instituce nebo Hlavni
zkousejici (podle konkrétni
situace) postoupi veskera prava k
takovym Vyndlezim spolecnosti
Pfizer bez jakychkoli dalSich
zavazki nebo plateb nad ramec
uvedeny v této Smlouve, pripadné
zajisti postoupeni téchto prav
prislusnymi vynalezci. Hlavni
zkousejici jako autor (vynalezce,
puvodce) nebo Instituce jako

zamestnavatel Hlavniho
zkousejiciho vykonavajici
hospodarskd  prava  Hlavniho

zkousejiciho jako autora (podle
konkrétni situace) timto postupuje
spole¢nosti Pfizer veskera
pfevoditelnd prava k duSevnimu
vlastnictvi ve vztahu k veskerym
Vynalezim  (zejména  pravo
instituce vykondvat hospodaiska
prava ve vztahu k Vynalezlim).
Pokud povaha pifedmétnych prav k
duSevnimu vlastnictvi znemoziuje
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14.3

(whichever applicable) hereby
grants to Pfizer an express,
exclusive, irrevocable and royalty-
free license in perpetuity for use
and exercise, to the extent
permitted by applicable law, of any
and all intellectual property rights
in and to Inventions [for any

business purpose Pfizer so
wishes]. Notwithstanding the
foregoing, Principal Investigator

and Institution hereby agree that
Pfizer has the right to grant sub-
licenses, or transfer the license
granted to it under this Article, to
third parties or not to use the
license.

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

15. Publications.

151

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.

15.1.1 Prepublication Review.
Principal Investigator will
provide Pfizer an
opportunity to review any
proposed publication or
any  other type of

14.3

postoupeni vSech ¢i nékterych
téchto prav  vySe popsanym
zpusobem, Hlavni zkousSejici nebo
Instituce (podle konkrétni situace)
timto udé€luje spolecnosti Pfizer
vyslovnou, vyluc¢nou,
neodvolatelnou a  bezplatnou
licenci bez casového omezeni k
uzivani a vykonu veskerych prav k
duSevnimu vlastnictvi ve vztahu k
Vynélezim v rozsahu dovoleném
pfislusnymi pravnimi predpisy
[pro veskeré obchodni tucely,
jaké si Pfizer bude prat]. Bez
ohledu na to, co je uvedeno vyse,
timto Hlavni zkousejici a Instituce
souhlasi, ze spolec¢nost Pfizer ma
pravo udélovat podlicence nebo
prevést licenci, ktera ji byla podle
tohoto ¢lanku poskytnuta, na treti
strany, nebo licenci nevyuzit.

Pomoc. Hlavni zkouSejici a
Instituce poskytnou pifimétenou
pomoc spoleCnosti  Pfizer pfi
podavani a vyfizovani jakychkoli
zadosti o patent, které se tykaji

15. Publikace.

151

Vynélezu, a to na naklady
spole¢nosti Pfizer.

Publikace vysledka Studie.
Spole¢nost ~ Pfizer  podporuje

uplatiiovani akademické svobody a
nema zadné namitky viéi tomu,
aby Hlavni zkousejici publikoval
vysledky Studie zaloZené na
informacich, které Hlavni
zkousejici shromazdil nebo
vytvotil, at’ jiz budou vysledky pro
1écivo spolecnosti Pfizer ptiznivé
¢i nikoli.

15.1.1 Kontrola pied publikaci.
Hlavni zkousejici poskytne
spoleCnosti Pfizer
prilezitost ke kontrole
jakychkoli publikaci nebo
jinych zvetejnéni vysledkt
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15.1.2

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

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

Redaction of Confidential

Information. Principal
Investigator ~ will,  on
request, remove  any
previously undisclosed

Confidential  Information
before disclosure, except
for any Study- or Pfizer
Drug-related information

necessary to the
appropriate scientific
presentation or

understanding of the Study
results.

Multi-Center Studies. If
Study is part of a multi-

15.1.2
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Studie (spole¢né dale jen
»Publikaci®) dfive, nez
budou ke  zvefejnéni
pfedlozeny nebo jinak
zptistupnény. Spolecnost
Pfizer provede kontrolu
ohledné nechranénych
Vynaélezi (viz ¢lanek 14,
Vynalezy) a mize mit
rovnéz ptipominky k jejich
obsahu. Hlavni zkousSejici
bude vSechny takové
pfipominky posuzovat v
dobré vife, ale neni
povinen takové navrhy
spole¢nosti Pfizer pouzit.

Piedlozeni spole¢nosti
Pfizer. Hlavni zkousejici
predlozi jakoukoli
Publikaci spole¢nosti

Pfizer nejméné 30 dni pred
tim, nez bude piedloZena
ke zvetejnéni nebo jinak
zptistupnéna.  Pokud je
zapotiebi jakékoli
patentové fizeni s cilem
ochrany prav duSevniho

vlastnictvi, Hlavni
zkouSejici  souhlasi s
odlozenim zvetejnéni

nejvySe 0 dodatecnych 60
dnd.

Vynechani Duvérnych
informaci. Hlavni
zkouSejici na pozadani
pfed zvefejnénim odstrani
veskeré diive nezvetejnéné
Dtvémé  informace s
vyjimkou vSech informaci
souvisejicich se  Studii
nebo LéCivem spolecnosti
Pfizer, které jsou nezbytné
pro odpovidajici védeckou

prezentaci nebo
porozuméni  vysledkiim
Studie.

Multicentrické studie.

Jestlize je Studie soucasti



15.2

15.1.3

15.1.4

Publication of

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

Standards. For all
Publications relating to the
Study, Principal
Investigator will comply
with the authorship
guidelines in the
Recommendations for the
Conduct, Reporting,
Editing, and Publication of
Scholarly Work in Medical
Journals
(http://www.icmje.org/icmj
e-recommendations.pdf)
provided by the
International Committee of
Medical Journal Editors.

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

Redacted

Agreement. On or before execution
of this Agreement, CRO will
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15.1.3

1514

multicentrického

hodnoceni, Hlavni
zkousejici  souhlasi, ze
prvni  Publikaci  bude

spolecna Publikace
zahrnujici vsechna
pracovist¢ Studie a Ze
nasledné Publikace
Hlavniho zkousejiciho
budou odkazovat na tuto
primarni Publikaci.
Nicméné¢ pokud nebyl
spolecny rukopis
predlozen k publikaci

béhem 12 mésici od
dokonc¢eni nebo ukonceni
Studie vSemi
zicastnénymi  pracovisti,
mize Hlavni zkousSejici
publikovat samostatné pod

podminkou splnéni
ostatnich pozadavki
tohoto ¢lanku 15.

Standardy. U  vsech

Publikaci souvisejicich se

Studii bude Hlavni
zkousejici dodrzovat
autorské pokyny
Doporuceni pro
provadeni, hlaseni,
redigovani a  publikaci
védeckych praci
V lékarskych  casopisech

(http://www.icmije.org/icm
je-recommendations.pdf)
stanovené Mezinarodnim
vyborem vydavatelt
1€katskych Casopist.

Zvetejnéni podpory.
Hlavni zkousejici zvetejni
sponzorstvi spole¢nosti

Pfizer a finan¢ni podporu
Studie v kazdé Publikaci
vysledkd Studie.

Zvefejnéni  upravené smlouvy.

Pfed uzavienim nebo pfi uzavieni
této Smlouvy poskytne CRO



15.3

provide Institution with a redacted
version of the Agreement in Czech
only in PDF format (“Redacted
Agreement”), having removed any
information which in CRO’s or
Pfizer’s reasonable opinion
constitutes a CRO or Pfizer trade
secret and either party’s Personal
Data. Within 5 days of receipt of
the Redacted Agreement,
Institution ~ will  publish  the
Redacted Agreement in the
contract registry maintained by the
Ministry of the Interior (“Contract
Registry”) in accordance with Act
340/2015 Coll. on Contract
Registry. Institution will provide
CRO with evidence of publication
of the Redacted Agreement as soon
as is reasonably practicable. If
CRO does not receive evidence of
publication of the Redacted
Agreement within 7 days of receipt
of the Redacted Agreement by
Institution, CRO or Pfizer will be
entitled to publish the Redacted
Agreement in  the Contract
Registry. The parties acknowledge
that the Agreement is not valid
until published in the Contract
Registry and agree that no
contracted Study-related activities
will commence until both parties
are in receipt of confirmation of
such publication.  Any written
amendments to this Agreement
made pursuant to Section 19.5
(Modification) shall be redacted
and published in accordance with
the procedure set out in this
Section 15.2

Study Registration by Pfizer.
Pfizer commits to register, on the
National Institutes of Health
Clinical  Trials Data  Bank
(www.clinicaltrials.gov), all Pfizer-
sponsored Phase 1 through 4
interventional and non-
interventional studies that involve
the use of a Pfizer product and

15.3

Instituci upravenou verzi této
smlouvy pouze v ¢eském jazyce a
ve formatu PDF (,,Upravena
smlouva®), ve které budou
vymazany veSkeré informace,
které CRO nebo spole¢nost Pfizer
divodné pokladaji za sva
obchodni tajemstvi a dale osobni
udaje obou stran. Instituce
nasledné¢ do 5 dnli od obdrzeni
Upravenou smlouvu zvefejni
V registru smluv vedeném
ministerstvem vnitra (,,Registr
smluv®) v souladu se zakonem
¢.340/2015 Sb. o Registru smluv.
Instituce pak bez prodleni
poskytne = CRO  dikaz o
zvetejnéni Upravené smlouvy.
Pokud CRO neobdrzi takovy
dikaz o zvefejnéni Upravené
smlouvy do 7 dnii od data
doru¢eni  Upravené smlouvy
Instituci, CRO a spolecnost
Pfizer jsou opravnény zvetejnit
Upravenou smlouvu Vv Registru
smluv. Strany berou na védomi,
7ze Smlouva neni platna, dokud
neni zvetejnéna v Registru smluv
a souhlasi s tim, ze Zadné ¢innosti
na Studii dle Smlouvy nebudou
zahdjeny, dokud obé strany
neobdrzi potvrzeni o takovém
zvefejnéni. Jakékoliv pisemné
dodatky ~ Smlouvy  uzaviené
v souladu s ¢lankem 19.5
(Zmény) budou upraveny a
zvetejnény postupem uvedenym
VvV tomto ¢lanku 15.2

Registrace  Studie  spolecnosti
Pfizer. Spolecnost Pfizer se
zavazuje zaregistrovat v databazi
klinickych hodnoceni narodnich
ustavi zdravi
(www.clinicaltrials.gov)  veskeré
interven¢ni a neintervencni studie
1. az 4. faze sponzorované
spolecnosti Pfizer, v nichz se
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16.

evaluate the safety or efficacy of
that product.  Pfizer will also
register Pfizer-sponsored studies on
other listings of ongoing studies
maintained by competent
regulatory authorities where there
is a regulatory requirement to do
S0.

Indemnification and Insurance
Coverage. Pfizer declares and
confirms that in accordance with
the provisions of § 52 subsection f)
of Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, it
obtained the insurance for the
Study, which will be maintained
throughout the Study, copy of the
insurance certificate is attached to
this Agreement as Attachment G.
Pfizer will provide an indemnity to
the Principal Investigator and the
Institution in respect of the Study
in the form contained in
Attachment B, Form of Indemnity.
Pfizer will also maintain insurance
coverage of the type and with
liability limits appropriate to the
circumstances to protect against
claims or liabilities that may arise
under this Agreement, including
claims from or on behalf of Study
Subjects relating to Research
Injury, as that term is defined in
Attachment B. Upon written
request, Pfizer will provide
Principal Investigator and
Institution with a certificate
documenting this coverage.

The Principal Investigator and
Institution remain responsible in
circumstances  where  personal
injury or illness to the Study
Subject arises by the failure of the
Principal Investigator, Institution,
or either of their employees or
agents to conduct the Study
without  negligence and in
accordance with the Protocol.

16.

pouziva pripravek  spole¢nosti
Pfizer a které hodnoti bezpecnost
nebo ucinnost tohoto piipravku.
Spolecnost Pfizer také zaregistruje
studie sponzorované spole¢nosti
Pfizer v registrech probihajicich
studii ~ vedenych  pfisluSnymi
kontrolnimi tfady, u nichz je
registrace pozadovana.

Odskodnéni a pojistné  kryti.
Spole¢nost Pfizer prohlasuje a
potvrzuje, Ze v souladu s ust. § 52
odst. 3 pism. f) zakona ¢. 378/2007
Sb., o lécivech, v platném znéni,
uzaviela  pojisténi  klinického
hodnoceni, které bude udrzovat po
celou dobu  Studie.  Kopie
osveédceni o pojisteéni je ptripojena k
této Smlouveé jako piiloha G.
Spolecnost Pfizer poskytne
odskodnéni Hlavnimu
zkouSejicimu a Instituci za Studii
ve form¢ uvedené v priloze B,
Zaruka odskodnéni. Spolecnost
Pfizer bude také udrzovat pojisténi
typu a s limity odpovédnosti
odpovidajici okolnostem, aby byla
chranéna pfed naroky nebo
zavazky, které mohou nastat podle
této Smlouvy, vcetné¢ naroki od
Subjekt  Studie nebo jménem
Subjekti Studie tykajicich se ujmy
zpusobené zapojenim do studie,
jak je tento termin definovan v
piiloze B. Na zakladé pisemné
zadosti poskytne spolecnost Pfizer
Hlavnimu zkouSejicimu a Instituci
certifikat dokumentujici toto kryti.

Hlavni zkouSejici a Instituce
zlustavaji odpovédni za okolnosti,
kdy dojde ke zranéni nebo nemoci
Subjektu Studie z davodu, zZe
Hlavni zkousejici, Instituce nebo
nektery z jejich zaméstnancti nebo
agenti provadi Studii s nedbalosti
¢i v nesouladu s Protokolem.
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The Institution declares that it has
pursuant to Section 45 (2) n) of Act
No. 372/2011 Coll.,, on health
services, concluded an insurance
contract for liability insurance for
damage caused by the provision of
health care services. This insurance
contract is concluded in the legally
required scope and does not
include liability insurance for the
damage caused by the conduct of
the Study.

17. Assignment and Delegation

17.1

17.2

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

By CRO. CRO may freely assign
any or all of its rights and delegate
any or all of its duties under this
Agreement to Pfizer. If CRO
assigns all rights and delegates all
duties to Pfizer, CRO or Pfizer will
notify Principal Investigator and
Institution in writing. CRO (or
Pfizer, following assignment and
delegation by CRO) may also
freely delegate and assign Study-
related duties and rights to an
external provider upon advance
notice to Principal Investigator and
Institution, and may freely delegate
or assign its Study-related duties or

Instituce prohlasuje, ze ma dle § 45

odst. 2 pism. n) zdkona ¢.
372/2011 Sb., o zdravotnich
sluzbach, uzavienu pojistnou

smlouvu na pojisténi odpovédnosti
za  Skodu  zplsobenou  pfi
poskytovani zdravotni péce. Tato
pojistnd smlouva je uzaviena Vv
zakonem pozadovaném rozsahu a
neobsahuje pojisténi odpovédnosti
za Skodu zpiisobenou pii provadéni
Studie.

17. Postoupeni prav a delegovani povinnosti

171

17.2

Ze strany Hlavniho zkousejiciho a
Instituce. Hlavni zkouSejici ani
Instituce nejsou opravnéni
postoupit sva prava nebo delegovat
své povinnosti vyplyvajici z této
Smlouvy nebo na tyto povinnosti
¢i k nim uzavirat subdodavatelské
smlouvy bez pisemného souhlasu

CRO. Pokud CRO povoli
delegovani  povinnosti  nebo
uzavirani subdodavatelskych

smluv, strana, ktera delegovala své
povinnosti nebo na né¢ uzaviela
subdodavatelskou smlouvu, nadale
odpovida CRO za plnéni vsech
delegovanych povinnosti.

Ze strany CRO. CRO muze
svobodné postoupit spolecnosti
Pfizer néktera nebo vSechna sva
prava a delegovat na ni nékteré
nebo vSechny své povinnosti
vyplyvajici z této Smlouvy. Pokud
CRO postoupi spolecnosti Pfizer
vSechna sva prava a deleguje na ni
vSechny své povinnosti, CRO nebo
spoleCnost Pfizer oznami tuto
skute¢nost pisemné¢ Hlavnimu
zkouSejicimu a Instituci. Po
pfedchozim ozndmeni Hlavnimu
zkousejicimu a Instituci mize
CRO (nebo spolecnost Pfizer po
postoupeni  prav a  delegaci
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rights to any Pfizer affiliate. CRO
may not otherwise assign its rights
or delegate its duties under this
Agreement without written
permission from the affected party.
If CRO or Pfizer delegates or
subcontracts any duties, CRO or
Pfizer remains responsible to
Principal Investigator or
Institution, as applicable, for the
performance of those duties. If
CRO assigns all of CRO's rights
and duties under this Agreement, in
accordance with the terms herein,
to another service provider, that
service provider will become
responsible for performance of all
duties. For the avoidance of doubt,
the rights and duties discussed in
this subsection are only those
arising out of this Agreement.

18. Termination

18.1

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

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

this  Agreement  will
terminate.
b. Study Completion. This

Agreement will terminate

povinnosti ze strany CRO) téz
svobodné postoupit prava
souvisejici se Studii externimu
poskytovateli a delegovat na néj
prislusné povinnosti a mize téz
svobodné postoupit sva prava
souvisejici se Studii libovolné
pridruzené spoleCnosti Pfizer a
delegovat na ni své piislusné
povinnosti.  Jinak nesmi CRO
postoupit sva prava ani delegovat
své povinnosti vyplyvajici z této
Smlouvy bez pisemného souhlasu
dotéené strany. Pokud CRO nebo
spole¢nost Pfizer deleguje nebo
formou dil¢i  subdodavatelské
smlouvy prevede jakékoli
povinnosti, CRO nebo spole¢nost
Pfizer nadale odpovida Hlavnimu
zkousejicimu nebo Instituci (podle
toho, co pfipada v tivahu) za pInéni
téchto povinnosti. Pokud CRO
postoupi vSechna sva prava a
deleguje vSechny své povinnosti
vyplyvajici z této Smlouvy v
souladu se smluvnimi podminkami
jinému poskytovateli sluzeb, stane

se tento poskytovatel sluzeb
odpovédnym za plnéni vSech
povinnosti. Aby se predeslo

pochybam, prava a povinnosti
pojednavané v tomto odstavci jsou
pouze prava a  povinnosti
vyplyvajici z této Smlouvy.

18. Ukonceni

18.1

Duvody ukoncéeni. Ukondéeni této
Smlouvy nastane v disledku té z
nasledujicich udalosti, ke které
dojde drive.

a. Zamitnuti SUKL/EK.
Jestlize nemuze byt Studie
zahajena kvuli zamitnuti
SUKL/ EK, pozbyva tato

Smlouva okamzité
platnosti.
b. Dokondeni Studie.

Platnost a 0c¢innost této
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when the  Study is
complete, which means the
conclusion of all Protocol-
required activities for all
enrolled Study Subjects

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

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

2 Immediate
Termination of
Study by CRO or
Pfizer. CRO or

Pfizer may
terminate the
Study immediately
upon written

notice to Principal
Investigator  and
Institution for
causes that include
failure to enroll
Study Subjects at a
rate sufficient to
achieve Study
performance goals;
material
unauthorized

Smlouvy skon¢i, jakmile
bude Studie dokoncena, tj.
dokonceni vSech cCinnosti
vyzadovanych Protokolem
u  vSech  zafazenych
Subjekti studie.

PiedCasné ukonceni
Studie. Platnost a u¢innost
této  Smlouvy  skondi,
jestlize je Studie predcasné
ukoncena tak, jak je
popsano nize.

@ Ukonceni _ Studie
na zakladé
vypovédi. CRO
nebo  spole¢nost

Pfizer mohou
ukondit Studii
z jakéhokoli

divodu na zakladé
pisemné vypovedi
S vypoveédni

Ihitou v délce 30
dni ode dne

doruceni
vypovédi, podané
Instituci a
Hlavnimu
zkousejicimu.

2 Okamzité
ukonceni Studie ze
strany CRO nebo
spole¢nosti Pfizer.

CRO nebo
spoleCnost  Pfizer
mohou Studii
ukoncit

s okamzitou
ucéinnosti na
zakladé
pisemného
oznameni
podaného Instituci
a Hlavnimu
zkousejicimu

z davodi mezi
které patfi:
nezarazeni
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deviations  from
the Protocol or
reporting
requirements;
circumstances that
in CRO’s or
Pfizer’s  opinion
pose risks to the
health or well-
being of Study
Subjects;
regulatory
authority  actions
relating to the
Study or the
Investigational
Drug; or any non-
compliance by the
Principal
Investigator or
Institution with
local laws, ICH
GCP, or the terms
of Section 20
(Anti-Corruption)
of this Agreement.

Immediate
Termination of
Study by Principal
Investigator or
Institution.
Principal
Investigator or
Institution may
terminate the
Study immediately
upon notification
to CRO if
requested to do so
by the responsible
SUKL/IRB/IEC or
if such termination
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dostate¢ného

poctu  Ucastnikd
pro dosazeni cill
Studie; podstatné
neopravnéné

odchylky od
Protokolu nebo od
pozadavkl na
podavani zprav o
Studii; okolnosti,
které podle ndzoru
CRO nebo
spoleCnosti  Pfizer
predstavuji riziko
pro zdravi nebo
blaho Subjektt
studie; kroky
kontrolnich utada
v souvislosti  se

Studii nebo
Hodnocenym
1éCivem; nebo
jakékoli
nedodrzeni

mistnich  zakond,
pokynu ICH GCP
nebo  podminek
Clanku 20 této
Smlouvy
(Protikorupéni
opatieni) ze strany
Hlavniho
zkousejiciho nebo
Instituce.

Okam?zité
ukoncCeni  Studie
Hlavnim
zkouSejicim nebo
Instituci.  Hlavni
zkousSejici  nebo
Instituce  mohou
ukongit Studii
s okamzitou

ucinnosti na
zakladé

pisemného
oznameni
podaného  CRO,
pozada-li o to
SUKL nebo



(4)

(®)
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is required to
protect the health
of Study Subjects.

Institution may
terminate the
Study upon 30
days written notice
to CRO if the
Principal
Investigator
becomes
unavailable due to
death, disability, or
other reasons
beyond the control
of Institution and
not attributable to
Institution’s own
acts or omissions.
However,
Institution agrees
to first use its best
efforts to identify a
replacement
Principal
Investigator
acceptable to
CRO.

Termination of
Study by
Institution for
Uncured  Breach.
If CRO or Pfizer
materially

breaches the terms
of the Agreement
and fails to cure
such breach within
30 days after
receipt by CRO of
written notice
specifically
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prislusna nezavisla
EK nebo pokud
takové  ukonceni
vyzaduje ochrana
zdravi  Subjektd
studie.

Instituce muze
Studii ukoncit
pisemnou

vypovédi podanou
CRO s vypovédni
lhitou v délce 30
dnii, pokud se
Hlavni zkousSejici
stane
nedostupnym
zduvodu  Gmrti,
zdravotniho
postizeni nebo z
jinych divodu,
které jsou mimo
kontrolu Instituce
a které nelze
pric¢ist  vlastnimu
jednanim ¢i
opomenuti
Instituce. Instituce
vSak souhlasi, ze
nejprve  vynalozi
maximalni usili k
urc¢eni nahradniho
Hlavniho
zkousejicicho
pfijatelného  pro
CRO.

Ukonceni  Studie
ze strany Instituce
z divodu
nezjisténého
poruseni.  Pokud
CRO nebo Pfizer
podstatné  porusi
podminky
Smlouvy a
nenapravi takové
poruseni do 30 dni
od obdrzeni
pisemného
oznameni




18.2

18.3

describing the
breach, Institution
may terminate the
Study upon written
notice to CRO.

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

Payment upon Early Termination
of Study. Except as otherwise
indicated in this subsection, if the
Study is terminated early, CRO
will pay for work already
performed, in accordance with
Attachment A, less payments
already made for such work. CRO
will also cover any non-cancelable
expenses, other than  future
personnel costs, so long as they
were  properly incurred and
prospectively approved by CRO
and only to the extent they cannot
reasonably be mitigated. If the
Study cannot be initiated because
of disapproval by the SUKL/IEC
and through no fault of Principal
Investigator or Institution, CRO
will reimburse Principal
Investigator or Institution, as
applicable, for IRB/IEC fees and
any other expenses that were
prospectively approved, in writing,
by CRO.

18.2

18.3

poslaného  CRO,
které  konktrétné
popisuje poruseni,
miize Instituce
ukon¢it Studii na
zaklad€ pisemného
oznameni CRO.

Datum ucinnosti ukonceni
Smlouvy. V pfipadé, ze dojde k
ukonceni Smlouvy nékterou z
okolnosti popsanych vyse v ¢lanku
18.1, bude wukonceni 1uclinné
okamzikem, kdy CRO nebo
spole¢nost Pfizer obdrzi veskeré
Studijni udaje a Biologické vzorky
vyzadované Protokolem a vzniklé
do data ukonCeni Smlouvy;
okamzikem  piijeti  veskerych
plateb splatnych kterékoli ze stran;
a okamzikem splnéni vSech
ptislusnych zbyvajicich povinnosti
vyplyvajicich ze Smlouvy vSemi
stranami.

Platba pii pred¢asném ukonceni
Studie. Jestlize je Studie ukoncena
predcasné, zaplati CRO za tadné
vykonanou praci podle pfilohy A
po odeéteni jiz uhrazenych plateb
za tuto praci, neni-li vtomto
odstavci uvedeno jinak. CRO
uhradi rovnéz veskeré nezrusitelné
vydaje kromé budoucich naklada
na personal, pokud byly fadné
vynaloZeny, byly predem

.....

nelze pfimétené snizit. Jestlize
nemuze byt Studie zahajena kvili
zamitnuti SUKL/EK a bez
zavinéni Hlavniho zkousejiciho
nebo Instituce, uhradi CRO
Hlavnimu  zkouSejicimu  nebo
Instituci (podle toho, co ptipada v
uvahu) poplatky zaplacen¢ EK a
veSkeré dalsi vydaje, které CRO
predem pisemné schvalila.
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a. Non-Compliance with Anti-
Corruption Provision. If
CRO or Pfizer terminates the
Study because of Principal
Investigator’s or Institution’s
non-compliance  with  the
terms of Section 20, Anti-
Corruption, CRO and Pfizer
will not provide any further
payment under this
Agreement, regardless of any
activities  that  Principal
Investigator or Institution has
undertaken or third-party

a. Nedodrzeni protikorupénich
opatfeni. Pokud CRO nebo
spole¢nost Pfizer Smlouvu
pred¢asné ukonci z davodu
nedodrzeni podminek ¢lanku
20 (Protikorup¢ni opatient)
této  Smlouvy  Hlavnim
zkouSejicim nebo Instituci,
CRO a spolecnost Pfizer
neuhradi zadné dalsi platby
podle této Smlouvy bez
ohledu na to, zda Hlavni
zkousejici nebo Instituce
vykonali pfed ukonéenim

agreements that  Principal Smlouvy jakékoli ¢innosti
Investigator or Institution has nebo  uzavieli  jakékoli
entered into before dohody se tfetimi stranami.
termination.

18.4 Return of Materials. Unless CRO 18.4  Vraceni materiald. Pokud CRO
instructs otherwise in writing, upon nevyda jiny pisemny pokyn,
termination of the Agreement, Instituce a Hlavni zkouSejici po
Principal Investigator and skonceni Smlouvy bezodkladné
Institution will promptly return all vrati vSechny materidly dodané
materials supplied by CRO or CRO nebo spolecnosti Pfizer pro
Pfizer for Study conduct, including provadéni Studie véetné
unused Investigational  Drug, nepouzitétho hodnoceného 1éCiva,
unused Case Report Forms, and nepouzitych formulait
any CRO or Pfizer-supplied Zaznamniku subjektu hodnoceni a
Equipment and Materials, at Pfizer vesker¢ho vybaveni a material
Costs. dodanych CRO nebo spolecnosti

Pfizer, a to na naklady spole¢nosti
Pfizer.

18.,5  Survival of Obligations. 18,5  Pietrvani zdvazki. Zavazky
Obligations relating to Funding, tykajici se financovani, Davérnych
Confidential Information, Study informaci, Studijnich zaznamu,
Records, Inventions, Publications, Vynalezii, Publikaci, pojisténi
Sponsor  Insurance  Coverage, zadavatele, zpusobilosti a
Suitability, and Anti-Corruption protikorup¢nich opatieni
survive  termination  of  this pretrvavaji i po ukonceni této
Agreement, as does any other Smlouvy, stejné jako vSechna dalsi
provision in this Agreement, ujednani této Smlouvy vcetné
including Attachments, that by its jejich pfiloh, z jejichz povahy a
nature and intent remains valid zameru vyplyva, Ze zlstavaji
after the term of the Agreement. platné po vyprSeni doby platnosti

Smlouvy.
19. Other Terms 19. Dalsi podminky
19.1  Suitability. Principal Investigator 19.1  Zpusobilost. Hlavni zkouSejici a
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19.2

and Institution each certify that
he/shefit is licensed, registered, or
otherwise qualified and suitable
under local law, regulations,
policies, or administrative
requirements to conduct the Study
and required Study-related
activities or act as Study site, as
applicable. Principal Investigator
and Institution also each certify
that he/she/it is not forbidden to or
debarred from carrying out clinical
research and the conduct of trials
concerning investigational medicinal
products under the law of any
jurisdiction  (including  without
limitation subsections 306(a) or (b)
of the United States Federal Food,
Drug, and Cosmetic Act) and that
there are no applicable regulations
or other obligations that prohibit
either party from conducting the
Study and entering into this
Agreement and that they will not
use in any capacity the services of
any person debarred under such law
with respect to services to be
performed under this Agreement.
During the term of this Agreement
and for three vyears after its
termination, Institution and
Principal Investigator will notify
CRO promptly if any of these
certifications need to be amended
in light of new information.

Investigations, Inquiries, Warnings,

or Enforcement Actions Related to

Conduct of Clinical

Research. Principal Investigator and

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

19.2

Instituce potvrzuji, ze jsou podle

ustanoveni mistnich  zakonu,
predpist, zidsad a ufednich
pozadavki drziteli pfisluSnych

licenci a registraci a jsou
kvalifikovani a zpusobili provadét
Studii a pozadované cinnosti
souvisejici se Studii nebo slouzit
jakozto pracovisté Studie (podle
toho, co ptipada v tivahu). Hlavni
zkousejici a  Instituce  dale
potvrzuji, Ze jim nebylo zakazano
vykonavat, nebo nebyly vylouceni
z vykonavani klinického vyzkumu
a provadéni klinického hodnoceni
lé¢iv  podle pravnich predpist
kterékoli jurisdikce (vcetné€, avSak
nejen, podle odstavct 306(a) nebo
(b) federalniho zakona USA
0 potravinach, lécich a kosmetice),
7Ze neexistuji zadné pfislusné
pravni ptedpisy nebo jiné zavazky,
které by branily kterékoli stran¢ v
provadéni této Studie a uzavieni
této Smlouvy, a ze zadnym
zpisobem nepouziji sluzeb zadné
osoby, ktera podléha zakazu
¢innosti podle takovychto pravnich
predpist, k vykonu sluzeb podle
této Smlouvy. Béhem platnosti této
Smlouvy a po dobu tii let po jejim
ukonCeni Instituce a Hlavni
zkousejici neprodlené¢ vyrozumi
CRO, pokud bude na ziklad¢
novych informaci nutné kterékoli z
téchto potvrzeni upravit.

VySetfovani, patrani, varovani
nebo donucovaci opatieni
vztahujici se k provadéni
klinického  vyzkumu. Hlavni

zkousejici a Instituce potvrzuji, ze
viéi nim nebylo ani neni vedeno
zadné vySetfovani ani patrani,
nebylo jim doruceno Zzadné
varovani, ani vic¢i nim nebylo
pfijato zadné donucovaci opatieni
ze strany vladnich ¢i kontrolnich
Grada (dale souhrnné ,,U¥edni
opatieni®) v souvislosti
S provadénim klinického
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19.3

194

Institution ~ will  notify CRO
promptly if he/she/it receives notice
of or becomes the subject of any
Agency Action regarding
compliance with ethical, scientific,
or regulatory standards for the
conduct of clinical research 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.

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

SUSARs. Pursuant to a sponsor’s
safety reporting obligations under
21 CFR 312.32(c)(1), Pfizer will
report to the Principal Investigator
all Serious Unexpected Suspected
Adverse Reactions (“SUSARS”).
Principal Investigator will receive
and review SUSAR reports. Pfizer
shall report to the responsible

19.3

194

hodnoceni nebo 1ékatské praxe, o
nichz by CRO nebo spolecnost
Pfizer nebyly informovany. Hlavni
zkousSejici nebo Instituce budou
bezodkladné informovat CRO,
jestlize kdokoli z nich obdrzi
oznameni o ufednich krocich nebo
se stanou predmétem jakéhokoli
Utedniho opatieni v souvislosti s
dodrzovanim etickych, védeckych
a kontrolnich norem pro provadéni
klinického vyzkumu nebo lékaiské
praxe, pokud se tato Ufedni
opatieni budou tykat udélosti nebo
¢innosti, knimz doslo pied
obdobim nebo v prubéhu obdobi,
kdy byla Studie vedena.

Pouziti jména. CRO a spolecnost
Pfizer si vyhrazuji pravo jmenovat
Hlavniho zkousSejiciho a Instituci
Vv souvislosti s registraci Protokolu
v databazi klinickych hodnoceni
Nérodnich ustavli zdravi USA
(NIH), v jinych vetejne
pristupnych seznamech
probihajicich klinickych hodnoceni
nebo Vvjinych sluzbach nebo
prosttedcich pro nabor subjekti.
CRO ani spolecnost Pfizer jinak
nepouziji jméno Hlavniho
zkousejiciho, Instituce ani zddnych
zaméstnancti  ¢i  subdodavateld
Instituce, a Hlavni zkousSejici ani
Instituce nepouziji jméno CRO,
spolec¢nosti  Pfizer ani Zadnych
jejich zameéstnanci ¢i
subdodavateli, pro propagacni
nebo  reklamni  ucely  bez
pisemného souhlasu strany, ktera
ma byt jmenovana.

Hlaseni ~ SUSAR.  V souladu
S povinnosti bezpecnostniho
hlaseni zadavatele podle 21 CFR
312.32(c)(1), bude spolecnost
Pfizer hlasit Hlavnimu
zkousejicimu vSechna Podezfeni
na zavazné neoc¢ekavané nezadouci
ucinky  (Serious  Unexpected
Suspected Adverse Reactions,
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19.5

19.6

19.7

19.8

IRB/IEC any SUSARs for the
Investigational Drug in the given
Clinical Trial taking place in the
territory of the Czech Republic.
Institution will retain SUSAR
reports consistent with Section 11.3
of this Agreement.

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

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

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.

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.

19.5

19.6

19.7

19.8

»OSUSAR®). Hlavni zkouSejici
obdrzi hlaseni SUSAR a seznami
se s nimi. Spole¢nost Pfizer bude
hlasit odpovédné IRB/IEC
SUSARy hodnoceného [é€ivého
ptipravku  z  daného klinického
hodnoceni, ke kterému doSlo na
tizemi Ceské republiky. Instituce
uchova hlaseni SUSAR v souladu
s ¢lankem 11.3 této Smlouvy.

Vztah mezi smluvnimi stranami.
Vztah Instituce a  Hlavniho
zkousejictho vaci CRO a
spoleCnosti  Pfizer je vztahem
nezavislych dodavateld a neni
vztahem obchodniho partnerstvi,
zmocnénce a zmocnitele,
zaméstnance a zaméstnavatele,
spolecného podniku ani jinym
vztahem.

Zmény. Veskeré zmény této
Smlouvy musi byt provedeny
pisemné, podepsany stranami a
oznaCeny jako dodatek, vyjma
ur¢itych oboustranné pfijatelnych
uprav rozpoctu Studie, jez jsou
popsany v priloze A.

Nemoznost zieknout se prava.
Neuplatnéni prava vyplyvajiciho z
této Smlouvy nezaklada zieknuti
se tohoto prava do budoucna.
Zadné zieknuti se prava neni
ucinné, pokud neni ucinéno
pisemné a podepsano stranou,
ktera se prava ziika.

Rozpor s pftilohami. Pokud
nastane jakykoli rozpor mezi touto
Smlouvou a  jakoukoli  jeji
ptilohou, uplatni se Uprava a
podminky stanovené v  této
Smlouvé. Pokud nastane rozpor
mezi  touto  Smlouvou a
Protokolem, Protokol bude
rozhodujici ve vécech lécby
Subjektd studie a Smlouva bude
rozhodujici ve vSech ostatnich
vécech.
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19.9

19.10

19.11

19.12

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.

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

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.

Disclaimer of Warranties by CRO.
The parties acknowledge that
Pfizer has engaged CRO to provide
services in regard to this Pfizer-
sponsored clinical study. CRO has
not performed any independent
research or analysis regarding the
safety or efficacy of any
investigational drug or other
materials or treatment procedures
to be used in this study and
therefore  CRO  makes no
warranties, expressed or implied,
concerning those drugs, materials,
or treatment procedures, the results
to be obtained by administering
them pursuant to the protocol, or to
their fitness for any particular
purpose, or to any other Pfizer
obligation under the protocol or
this agreement.

19.9

19.10

19.11

19.12

Piidruzené spolec¢nosti.  Termin
»pridruzena spoleCnost® znamena
pro ucely této Smlouvy jakykoli
subjekt, ktery ptfimo nebo nepiimo
kontroluje jmenovanou stranu, je ji
kontrolovdn nebo je s ni pod
spole¢nou kontrolou.

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

Obmyslena treti strana.
Spolecnost Pfizer je obmyslenou
tfeti stranou oprdvnénou z této
Smlouvy a m4 na zaklad¢ této
Smlouvy pravo pifimo vymahat
vSechna sva prava z ni vyplyvajici.
Pokud né&jakd treti strana ziska
prava na léCivo spolecnosti Pfizer
a spole¢nost Pfizer pfevede prava
zadavatele Studie na tuto treti
stranu, spoleCnost Pfizer je
opravnéna k prevodu jakychkoliv a
vSech povinnosti vyplyvajicich
zt¢to Smlouvy na  nového
zadavatele.

Odmitnuti zaruk ze strany CRO.
Strany berou na védomi, Ze
spolec¢nost Pfizer najala CRO za
ucelem poskytovani sluzeb v
souvislosti s touto klinickou Studii,
jiz o je spolecnost Pfizer
zadavatelem.  CRO neprovedla
zadny nezavisly vyzkum ani
analyzu ohledné bezpecnosti ani
ucinnosti Hodnoceného 1é¢iva ani
jinych materialt ¢i 1écebnych
postuptl, které se pii této Studii
pouziji, a CRO proto neposkytuje
zadné vyslovné ani konkludentni
zaruky ohledné¢ téchto IéCiv,
materiali ani 1é¢ebnych postupt,
vysledkl, které maji byt ziskany
jejich podanim v souladu
s Protokolem,  ohledné¢  jejich
vhodnosti pro jakykoli konkrétni
ucel ani ohledné jakéhokoli jiného
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19.13

19.14

19.15

19.16

Entire  Agreement. This
Agreement, including Attachments,
represents the entire understanding
between the parties relating to this
subject matter. This Agreement
supersedes all previous agreements
between the parties (oral and
written) relating to this Study,

except for any obligations that, by
their terms, survive independent of

this Agreement.

Governing Law. This Agreement is
governed by laws of the Czech
Republic, mainly by Act No.
89/2012 Coll., Civil Code, and
Pharmaceuticals Law. Any dispute,
controversy or claim arising out of
or relating to this Agreement, or the
execution, breach, termination or
invalidity thereof, shall be settled
by the competent court of Czech
Republic.

Language. This Agreement is set
forth in both Czech and English, in
case of conflict in terms of these
versions, the Czech version shall
prevail.

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

CRO:

Syneos Health, LLC

1030 Sync Street
Morrisville, North Carolina 27560,
USA

19.13

19.14

19.15

19.16

Pfizer na
nebo této

zavazku
zakladée
Smlouvy.

spolecnosti
Protokolu

’

Uplnd dohoda. Tato Smlouva
véetn¢ priloh predstavuje Uplné
ujednani mezi stranami ohledné
doty¢ného predmétu Smlouvy.
Tato Smlouva nahrazuje veskeré
predeslé dohody mezi stranami
(Gstni a pisemné) tykajici se této
Studie s vyjimkou zavazkul, které
na zaklad¢ své podstaty pretrvavaji
bez ohledu na tuto Smlouvu.

Rozhodné pravo. Tato Smlouva se
fidi pravnimi predpisy Ceské
republiky, zejména zakonem C.
89/2012 Sb., obcansky zakonik, a
Zakonem o léCivech. Veskeré
spory nebo naroky vyplyvajici
z této Smlouvy nebo vztahujici se
k této Smlouvé, nebo k jejimu
provedeni, poruseni, ukonceni
nebo neplatnosti, fesi prislusny
soud Ceské republiky.

Jazyk. Tato Smlouva je
vyhotovena v ¢eském i anglickém
jazyce, pficemz v ptipadé rozporu
mezi témito verzemi ma prednost
Ceska jazykova verze.

Oznameni. Strany  doruci
oznameni a dalsi zpravy vztahujici
se k této Smlouve osobné, kuryrem
nebo posStou se zaplacenym
postovnym a moznosti sledovani
zasilky na nize uvedenou adresu
nebo na takovou adresu, kterou
strana pozd¢&ji ur¢i oznamenim
druhé strané v souladu s timto
¢lankem.

CRO:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560,
USA
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Attention: Legal Department

Principal Investigator:
XAXXXXXXXX
I. Dermatovenerologicka klinika
Fakultni nemocnice u sv. Anny v
Brné
Pekaiska 53, 656 91 Brno
Czech Republic
Telefon: XXXXXXXXX
E-mail: XXXXXXXXX

Institution:
Oddéleni klinickych studii
Fakultni nemocnice u sv. Anny
V Brn¢
Pekatska 53, 656 91 Brno
E-mail: XXXXXXXXX

Pfizer:

For Submission of Publications Only
XXXXXX XXX
Pfizer, Inc.
500 Arcola Rd
Collegeville, PA 19426
Telephone: XXXXXX XXX
Email: XXXXXXXXX

19.17 Counterparts and Signature. This
Agreement is executed in three
counterparts, one for Institution,
one for Principal Investigator, one
for CRO 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 qualified
written signature, Portable
Document Format (PDF), validated
digital signature, and delivered to
the other parties.

19.18 CRO hereby undertakes and on
behalf of Pfizer represents that
CRO and/or Pfizer will not to enter
into any other Agreement/-s with
any Institution’s employee in
connection with this Study.

Attention: Legal Department

Hlavni zkousejici:
XXXXXXXXX
I. Dermatovenerologicka klinika
Fakultni nemocnice u sv. Anny Vv
Brné
Pekatska 53, 656 91 Brno
Ceska republika
Telefon: XXXXXXXXX
E-mail: XXXXXXXXX

Instituce:
Odd¢leni klinickych studii
Fakultni nemocnice u sv. Anny
Vv Brné
Pekatska 53, 656 91 Brno
E-mail: XXXXXXXXX

Spolecnost Pfizer:
Pouze pro zasilani publikaci:

XAXXXXX XXX
Pfizer, Inc.
500 Arcola Rd
Collegeville, PA 19426
Tel.: XXAXAXXX XXX
Email; XXXXXXXXX

19.17 Pocet vvhotoveni a podpis. Tato
Smlouva je  uzaviena  ve
ttechvyhotovenich, znichz jedno
obdrzi Instituce, jedno Hlavni
zkousejici, jedno CRO, pficemz
kazdé je povazovano za original a
vSechny spole¢né jsou jednou
smlouvou. Smlouva bude
povaZzovana za plné uzavienou po
podepsani kazdou ze stran vlastni
rukou nebo  kvalifikovanym
elektronickym  podpisem  na
dokumentu formatu PDF (Portable
Document Format) a dorucena
ostatnim stranam.

19.18 CRO se zavazuje a jménem
spolecnosti Pfizer prohlasuje, ze v
souvislosti s touto Studii neuzavie
zadnou jinou smlouvu/smlouvy s
zadnym zaméstnancem Instituce.
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19.19 Neither CRO nor Pfizer are entitled

to admit the Institution or the
Principal Investigator’s misconduct
in the settlement of claims by third
parties  without prior  written
consent of the Institution.

Anti-Corruption

Definitions

Government. As used in this
Agreement, “Government”
includes all levels and

subdivisions of governments (ie,
local, regional, and national;
administrative, legislative, and
executive).

b. Government Official. As used in

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

19.19

CRO ani spolecnost Pfizer nejsou
opravnéni  bez  ptfedchoziho
pisemného souhlasu Instituce pfi
vyfizovani narokid tfetich stran
pfiznat pochybeni Instituce nebo
Hlavniho zkousejiciho.

Protikorup¢ni opatieni

20.1

Definice

Vlada. Pro tcely této Smlouvy
zahrnuje pojem ,.Vlada
vSechny Grovné a slozky vlady
(tj. organy na mistni, krajské i
celostatni Grovni, a to spravni,
zakonodarné i vykonné).

Utedni osoba. Pro uéely této
Smlouvy  pojem ,,Ufedni
osoba” oznacuje (1) jakoukoli
volenou nebo jmenovanou
ufedni osobu vlady jiné nez
vlady USA (napt. zdkonodarce
nebo Ufednika ministerstva
vlady jiné nez vlady USA), (2)
jakéhokoli zaméstnance nebo
osobu jednajici jménem Ci
Z povefeni Ufedni osoby vlady
jiné nez vlady USA, ufadu
vlady jiného nez vlady USA
nebo podniku, ktery vykonava
vladni funkci pro vladu jinou
nez vladu USA, nebo ktery
vlastni ¢i fidi vlada jind nez
vlada USA (napf. zdravotnika
zameéstnaného ve statni
nemocnici, kterd neni statni
nemocnici USA, nebo
vyzkumného pracovnika
zaméstnaného na statni
univerzité, ktera neni statni
univerzitou USA), 3
jakéhokoli predstavitele
politické strany v jiné zemi nez
USA, kandidata na vefejnou
funkci v jiné zemi nez USA,
zamestnance  nebo  osobu
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20.2

20.3

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

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

Any information that Principal
Investigator ~ or Institution
provided to CRO or Pfizer as
part of CRO’s or Pfizer’s anti-

corruption due-diligence
process is complete and
accurate.

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

20.2

20.3

jednajici jménem nebo
z povefeni  politické  strany
nebo kandidata na vefejnou
funkci vjiné zemi nez USA,
(4) jakéhokoli zaméstnance
nebo osobu jednajici jménem
nebo  zpovéfeni  vefejné
mezindrodni organizace a (5)
jakéhokoli ¢lena  kralovské
rodiny nebo ptislusnika
armady jiné nez armady USA.

Protiuplatkarské a protikorupcni
zasady. Instituce 1 Hlavni
zkousejici kazdy obdrzeli kopii
Mezinarodnich protiuplatkarskych
a protikorupcnich zasad
spole¢nosti Pfizer jako ptilohu D
této Smlouvy. Hlavni zkousejici a
Instituce zajisti, Ze oni sami a
vSichni  jejich  zmocnénci a
subdodavatelé¢ vykonavajici praci
pro spolecnost Pfizer budou tyto
protiuplatkaiské a protikorupcni
zasady dodrzovat.

Zaruky. Hlavni zkouSejici a
Instituce  zarucuji CRO a

spole¢nosti Pfizer nasledujici:

Veskeré  informace,  které
Hlavni zkousejici nebo
Instituce poskytli CRO nebo
spoleCnosti  Pfizer, v ramci
procesu nalezité protikorupcni
péce CRO nebo spolecnosti
Pfizer, jsou uplné a ptesné.

Pokud béhem obdobi platnosti
této Smlouvy dojde ke zménam
ujakékoli odpovedi, kterou
Hlavni zkousejici nebo
Instituce poskytli v dotazniku
nalezité protikorupéni péce
ohledné: Hlavniho
zkousejictho nebo Instituce,
jakékoli osoby identifikované
v takovém dotazniku nebo
blizkého pribuzného
(definovaného v takovém
dotazniku), bude Hlavni
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20.4

notify CRO.

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

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

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

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

expenditure in  writing. All
invoices and any supplemental
documents that Principal

Investigator and Institution submit
to CRO or Pfizer under this
Agreement must be truthful and
show in reasonable detail what the

20.4

zkou$ejici  nebo  Instituce

informovat CRO.

Financovani, které CRO nebo
spole¢nost Pfizer poskytuji
podle této Smlouvy nezpiisobi,
ze se Hlavni zkouSejici ani
Instituce dopusti jakéhokoli
jednani, které by mélo za
nasledek nepatficné ziskani
nebo udrzeni obchodni
ptilezitosti nebo ziskani
jakékoli nepatiicné obchodni
vyhody na strané CRO nebo
spole¢nosti Pfizer.

Hlavni zkouSejici a Instituce
neobdrzeli a neobdrzi Zadnou
platbu ani cokoli hodnotného,
co by mélo za nasledek
nepatiicné ziskani nebo
udrzeni obchodni pfilezitosti
nebo ziskani jakékoli
nepatiicné obchodni vyhody na
strané CRO nebo spolecnosti
Pfizer.

Hlavni zkouSejici a Instituce
pfimo ani nepiimo neposkytli a
neposkytnou platbu ani
nabidku, ani neschvalili a
neschvali  platbu  jakékoli
¢astky nebo nabidku c¢ehokoli
hodnotného, ve snaze ovlivnit
jakoukoli Utedni osobu nebo
jinou osobu.

Pozadavky na financovani. CRO
neposkytne v souvislosti s touto
Smlouvou zadnou platbu navic
k financovani uvedenému v Piiloze
A (Rozpocet Studie a platebni
podminky), pokud CRO takovy
vydaj predem pisemné neschvali.
Veskeré faktury a doplikové
dokumenty, které podle této
Smlouvy Hlavni zkousSejici nebo
Instituce predlozi CRO nebo
spolecnosti  Pfizer, musi byt
pravdivé a dostateCné piesné
uvadét, za co je platha
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20.5

20.6

requested payment is for. Principal
Investigator and Institution will
maintain  true, accurate, and
complete records (eg, invoices,
reports, statements, and books)
relating to the funding and
expenditures for this Study.

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

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

20.5

20.6

poZzadovana. Hlavni zkousSejici a
Instituce povedou pravdivé, presné
a uplné zaznamy (napi. faktury,
zpravy, vykazy a ucetni knihy)
souvisejici s financovanim a vydaji
této Studie.

Pravo auditu. CRO a Pfizer maji
pravo podniknout veskeré
pfiméfené  kroky a  tukony
k zajisténi toho, aby kazda platba
uskute¢nénda CRO byla fadné a
legitimné pouzita. Za timto
ucelem musi Hlavni zkousSejici a
Instituce povolit béhem obdobi
trvani Smlouvy a tfi roky poté, co
byla podle Smlouvy provedena
kone¢na platba, pfistup internim a
externim auditorim CRO nebo
spoleCnosti  Pfizer ke vSem

pfislusnym  ucetnim  kniham,
dokumentiim,  pisemnostem a
zaznamim Instituce nebo
Hlavniho zkousejiciho

dokladajicim transakce tykajici se
Smlouvy. Protoze se tato Smlouva
tykd klinické studie, budou pro
ptipad takového auditu zavedena
pfijatelna ochrannad opatfeni k
zajisténi  dOvernosti a ochrany
soukromi Subjekti studie.

Nedodrzeni uvjednani. Pokud CRO
nebo spolecnost Pfizer ukonci tuto
Smlouvu  zddvodu  poruseni
kteréhokoli ujednani tohoto
protikorupcniho ¢lanku Hlavnim
zkouSejicim nebo Instituci, budou
Hlavni zkouSejici a Instituce
odpovidat za Skody nebo napravna
opatieni spolec¢nosti Pfizer dle
zakona.
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Agreed to and Accepted by:/Schvalil a ptijal:

Syneos Health iVH UK Limited

Signature /Podpis

XXX XXXXX
Printed Name /Jméno tiskacim pismem

) 9.9.9.0.0.0.0.0.¢
Title /Funkce

10.12.2019

Date /Datum

Fakultni nemocnice u sv. Anny v Brné:

Signature /Podpis

Ing. Vlastimil Vajdak
Printed Name /Jméno tiskacim pismem

Director/feditel
Title /Funkce

16.12.2019

Date /Datum

Principal Investigator / Hlavni ZkousSejici

Signature /Podpis

XAXXX XXX XX
Printed Name /Jméno tiskacim pismem

Principal Investigator / Hlavni zkouSejici
Title /Funkce

17.12.2019

Date /Datum
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uziv
Psací stroj
10.12.2019

uziv
Psací stroj
16.12.2019

uziv
Psací stroj
17.12.2019


Attachments / Pfilohy

Attachment A Study Budget and Payment Ptiloha A

Terms
Attachment B Form of Indemnity Ptiloha B
Attachment C Equipment and Materials Ptiloha C

Attachment D Pfizer International Anti-Bribery Piiloha D
and Anti-Corruption Principles

Attachment E Protection of Personal Data

Attachment F Standard contractual clauses Ptiloha E

Attachment G~ Copy of the Insurance Certificate Piiloha F

Site No. XXXXXXXXX

Piiloha G

Rozpocet Studie a  platebni
podminky

Zaruka o odskodnéni

Vybaveni a materialy

Mezindrodni  protiuplatkaiské a
protikorupéni zasady spolecnosti
Pfizer

Ochrana Osobnich udaji
Standardni smluvni dolozky

Kopie pojistného certifikatu
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Attachment A

Priloha A

Study Budget and Payment Terms

Rozpocet Studie a platebni podminky

Pfizer Protocol # B7981015

Protokol spolecnosti Pfizer ¢. B7981015

Payee Name and Address: Payment of the
sums due under this Agreement will be
made payable to:

1. Jména a adresa prijemce: Platba ¢astek
splatnych podle této smlouvy bude
poukazana:

Principal Investigator payee

Piijemce platby hlavni zkouSejici

PI Name / Jméno hlavniho zkouSejiciho: XXXXXXXXX
Pfizer assigned Site ID / ID pracovisté pfifazené | XXXXXXXXX
spole¢nosti Pfizer:

Payee / Pfijemce: XXXXXXXXX
Payee’s Address / Adresa ptijemce: XXXXXXXXX
Payee’s Phone Number / Telefonni ¢islo XXXXXXXXX
piijemce:

Payee’s AP/Payment Contact Email address / XXXXXXXXX
Kontaktni e-mailova adresa piijemce pro

AP/platbu:

VAT ID Number / DIC: XXXXXXXXX
Bank Name/Nazev banky: XXXXXXXXX
Bank Address/Adresa banky: XXXXXXXXX
Account Number/Cislo iétu: XXXXXXXXX
IBAN: XXXXXXXXX
SWIFT Code/Kod XXXXXXXXX

Institution payee

Piijemce platby Institutce

Institution / Instituce;

Fakultni nemcnice u sv. Anny v Brné

Pfizer assigned Site ID / ID pracovisteé ptfifazené
spole¢nosti Pfizer:

XXXXXXXXX

Payee / Piijemce:

Fakultni nemocnice u sv. Anny v Brné

Payee’s Address / Adresa pifijemce:

Pekaiska 53, Brno 656 91

Payee’s Phone Number / Telefonni Cislo XXXXXXXXX
prijemce:

Payee’s AP/Payment Contact Email address / XXXKXXXXXX
Kontaktni e-mailova adresa piijemce pro

AP/platbu:

VAT ID Number / DIC: CZ00159816

Bank Name/Nazev banky: Ceska narodni banka

Bank Address/Adresa banky:

Rooseveltova 18, 601 10 Brno, Czech Republic /
Ceska republika

Account Number/Cislo uétu:

20001-71138621/0710

IBAN:

CZ83 0710 0200 0100 7113 8621

SWIFT Code/Kod

CNBACZPP

Reference number / Variabilni symbol:

Invoice number / Cislo faktury

| The Institution and Principal Investigator must | Instituce

aHlavni zkouejici jsou povinni|
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provide CRO, in writing, full payment instructions
for the payee listed above, including completion
of applicable payment processing forms, before
any payments can be made under the Agreement.
The Institution Principal Investigator is obligated
to inform CRO, in writing, of any changes or
required updates of payment instructions and/or
bank details.

poskytnout CRO kompletni pisemné pokyny k
platbé hrazené vySe uvedenému piijemci vetné
vyplnéni pfislusného formulafe pro zpracovani
plateb a teprve poté bude mozné provést platby
podle této smlouvy. Instituce a Hlavni zkousejici
jsou povinni pisemné informovat CRO o vSech
zménach nebo pozadovanych aktualizacich
pokynil k platbé nebo bankovnich udajt.

CRO will make the start-up fee payments (Start-
up fee, Laboratory start-up fee, Pharmacy Start-up
fee) in the amounts listed in Exhibit 1 after
execution of this Agreement after the invoice was
issued by the Institution. No other payments will
be made to the Institutionuntil the following are
completed: (1) execution of the Agreement, (2)
submission of all regulatory documents to CRO,
and (3) IRB approval.

CRO wuhradi Instituci poplatky za zahajeni
(Pocate¢ni poplatek za spravu, Laboratoie start-
up poplatek, Vstupni poplatek 1ékarny) ve vysi
uvedené v piiloze 1 po uzavieni této smlouvy na
zaklad¢ faktury vystavené Instituci. Instituci ani
Hlavnimu zkousejicimu nebudou hrazeny zadné
dalsi platby, dokud nebudou splnény nasledujici
pozadavky: 1) uzavieni smlouvy, 2) ptedlozeni
vSech predepsanych dokumentti CRO,
3) souhlas IRB.

CRO further undertakes to pay the Institution an
amount of CZK 15,000.00 to cover the costs of
archiving for 15 years. This one-time payment
will be provided together with the last payment
made under the terms of this Agreement at the end
of the Study.

If an amendment to the Agreement is concluded
by the Parties, the CRO undertakes to pay a fee
for negotiating an amendment to the Agreement in
the amount of CZK 5,000.00, which includes the
Institution's costs associated with administration
and negotiation of the amendment from a legal
and economic point of view. This fee is invoiced
immediately after the amendment has been signed
by all Parties.

CRO further undertakes to pay the Institution an
amount of CZK 8,000.00 excluding VAT to cover
the costs associated with the provision of services
to the local laboratory. This one-time payment
will be invoiced after signing this Agreement.

The pharmacy start-up fee is paid even when no
patient is enrolled, as the pharmacy still incurred
the cost of administrative actions related to the
pre-clinical trials

CRO se dale zavazuje uhradit Instituci castku ve
vysi 15.000,- K¢ k uhradé nakladii spojenych s
archivaci po dobu 15 let. Tato jednorazova uhrada
bude poskytnuta spoleéné¢ s posledni uthradou
ucinénou za podminek této Smlouvy ke konci
Studie.

Bude-li Stranami uzavien dodatek ke Smlouvé,
zavazuje se CRO uhradit poplatek za sjednani
dodatku ke smlouvé ve vysi 5.000,- K¢, ktery
zahrnuje  naklady  Instituce  spojené s
administrativou a projedndnim dodatku z
pravniho a ekonomického hlediska. Tento
poplatek je fakturovan bezprostfedné po
podepsani dodatku vSemi Stranami.

CRO se dale zavazuje uhradit Instituci ¢astku ve
vysi 8.000,- K¢ bez DPH k uhradé nakladt
spojenych s poskytovanim sluzeb lokalni
laboratofe. Tato jednordzova uhrada bude
fakturovana po podpisu smlouvy.

Vstupni poplatek 1ékarny se vyplaci i tehdy, kdy
neni zafazen zadny pacient, jelikoz 1ékarné piesto
vznikly naklady za administrativni ukony
souvisejici s jednanimi pfed zahajenim klinického
hodnoceni

Pfizer_ XXXXXXXXX 18Nov2019_Final
Page 53 of 103

Site No. XXXXXXXXX




If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately in accordance with
Section 14 (Refunds) below. If Institution fails to
do so, Pfizer may pursue other available remedies.

Pokud dojde k ukonceni platnosti smlouvy pied
vznikem néaroku na vSechny platby, musi byt
zbytek neprodlené vracen CRO v souladu
s ¢{lankem 14 (Vraceni plateb). Pokud tak
instituce neucini, mize spole¢nost Pfizer uplatnit
dostupné prostiedky napravy.

2. Taxes: Invoices issued by or on behalf of
Institution or Principal Investigator must
be issued and sent to the address below:

Syneos Health iVH UK Limited
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hants GU14 7BF

United Kingdom

VAT Number: GB 385756207
Registration Number: 1772610

2. Dané: Faktury vystavené Instituci nebo
Hlavnim zkousSejicim musi byt vystaveny
a zaslany na niZe uvedenou adresu:

Syneos Health iVH UK Limited
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hants GU14 7BF

Spojené kralovstvi

DIC: GB 385756207

1C: 1772610

Payments will be made in Czech Korunas

Platby budou provadény v Ceskych korunach.

Bank fees of the payer will be paid by the payer
and bank fees of the payee will be paid by the

payee.

Bankovni poplatky banky platce hradi platce a
bankovni poplatky banky pfijemce hradi
pfijemce.

Institution and Principal Investigator retains
exclusive responsibility for compliance with local
tax laws and compliance of invoices with local tax
requirements.

Instituce a Hlavni zkouSejici nesou vyhradni
odpovédnost za splnéni pozadavkli mistnich
datiovych piredpist a soulad faktur s mistnimi
danovymi pozadavky.

All budgeted amounts contained in Exhibit 1 are
exclusive of VAT.

Vsechny ¢astky zahrnuté do rozpoctu, které jsou
uvedeny Vv piiloze 1, jsou bez DPH.

3. Per Subject Cost: The Per-Subject Cost
as defined in Exhibit A is based upon
completion of all visits and procedures in
accordance with the Study specifications
set forth in the Protocol. Payments will be
calculated based on Study Data entered
into EDC system and will be paid as long
as the site is in compliance with the
Protocol and the terms of the Agreement
including the submission of an invoice
where required. CRO will make payments
on a quarterly basis within thirty (30) days
of completion of each activity period
based upon the services completed during

3. Naklady na subjekt: Naklady na subjekt
podle ptilohy A jsou =zalozeny na
dokonceni vSech navstév a postupti v
souladu se specifikacemi klinického
hodnoceni uvedenymi v protokolu. Platby
se vypocitaji na zakladé udaja klinického
hodnoceni zadanych do systému EDC a
budou uhrazeny, pokud bude pracovisté
spliiovat ~ pozadavky  protokolu a
podminky smlouvy vc¢etné piedloZeni
prislusné faktury v ptipadé potfeby. CRO
bude platby hradit ¢tvrtletné do 30 dni od
ukonceni jednotlivych obdobi ¢innosti na
zaklad¢ sluzeb splnénych béhem tfech (3)
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the previous three (3) months. The initial
activity period will begin on the first day
of the month in which the first patient is
screened

predchozich mésici. Prvni  obdobi
¢innosti zacind prvni den v mésici, ve
kterém byl prvni pacient podroben
screeningu.

Additional Treatment Related Costs: In
addition to the Per-Subject Costs, CRO
will pay Institution and Principal
Investigator for the other Additional
Treatment Related Costs as set forth in
Exhibit 1. Institution and Principal
Investigator shall submit requests for
payment for Additional Treatment Related
Costs in accordance with Section 13
(Invoices & Payments), including
submission of any back-up documentation
or receipts for pass-through expenses.
Any costs designated as invoiceable in
Exhibit 1 should be invoiced at the visits
or timepoints specified therein and not
submitted to third party insurance payors.

DalSi ndklady spojené s 1écbou: Kromé
nakladd na subjekt bude CRO hradit
Instituci a Hlavnimu zkousejicimu i dalsi
naklady spojené slécbou uvedené
v ptiloze 1. Instituce a Hlavni zkousejici
predlozi Zadost o thradu dalSich nakladt
spojenych s 1é¢bou v souladu s ¢lankem
13 (Faktury a platby), coz zahrnuje
napiiklad predlozeni pravodni
dokumentace nebo uctd za prabézné
vydaje. Naklady oznacené v ptiloze 1
jako fakturovatelné by mely byt
fakturovany  pfi  navstévach  nebo
V terminech stanovenych v této pfiloze a
nikoli predkladany platcim pojisténi
tietich stran.

Other Study-Level Costs: In addition to
costs covered in the other two sections of
Exhibit 1, CRO will pay Institution and
Principal Investigator for the other Study-
Level Costs as set forth in Exhibit 1.
Institution and Principal Investigator shall
submit requests for payment for other
Study-Level Costs in accordance with
Section 13 (Invoices & Payments),
including submission of any back-up
documentation. Any non-procedural pass-
through expenses will be paid only in the
amountsup to the maximum amounts
shown in Exhibit 1, with no mark-up in
cost. Any costs designated as invoiceable
in Exhibit 1 should be submitted for
payment or invoiced, where applicable, at
the visits or timepoints specified therein
and not submitted to third party insurance
payors.

Jiné niaklady na klinické hodnoceni:
Krom¢ nékladi uvedenych v dalSich
dvou ¢lancich ptilohy 1 bude CRO hradit
Instituci a Hlavnimu zkousSejicimu i dalsi
naklady na klinické hodnoceni uvedené
v ptiloze 1. Instituce a hlavni zkousSejici
predlozi Zzadost o tthradu jinych nakladd
na klinické hodnoceni v souladu
s ¢lankem 13 (Faktury a platby), véetné
predlozeni  privodni  dokumentace.
Pribézné vydaje, které se nevztahuji k
ukoniim, se budou hradit v ¢&astkach
uvedenych v pfiloze 1, bez naroku na
navySeni nakladi. Néklady oznacené
v ptiloze 1 jako fakturovatelné by mély
byt predany k proplaceni nebo ptipadné
fakturovany  pfi  navstévach  nebo
V terminech stanovenych v této pfiloze a
nikoli predkladany platcim pojisténi
tietich stran.

Final Payment: For payments made
according to the section above on “Per
Subject Costs,” five percent (5%) of each
payment will be withheld at the time of
payment. This 5% withholding will be
reconciled as part of the final payment
determination. The final payment will be

Konecna platba: U plateb provadénych
podle vyse uvedeného ¢lanku ,,Naklady
na subjekt“ bude zkazdé platby
v okamziku jejiho uskute¢néni odecteno
5%. Tato odeCtend castka ve vysi 5%
bude vyrovnana vramci stanoveni
konec¢né platby. Konecna platba bude

Pfizer_ XXXXXXXXX 18Nov2019_Final

Page 55 of 103
Site No. XXXXXXXXX




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

uhrazena po konecné kontrole a piijeti
vSech udaji z klinického hodnoceni za
subjekty = CRO, dokonCeni  vSech
pozadovanych administrativnich tukont
hlavnim zkouSejicim nebo Instituci,
mimo jiné vcéetn¢ vyfeSeni vSech
nezodpovézenych dotazi a vraceni
veskerého vybaveni poskytnutého
spole¢nosti Pfizer nebo dodavatelem dle
pozadavku spole¢nosti Pfizer.

v

7. No_ Payment. Institution and Principal 7. Zadna platba. Instituce ani Hlavni
Investigator will not be paid for any Study zkousejici neobdrzi Uhradu za Zadny
Subjects whose enrollment in the Study subjekt v klinickém hodnoceni, jehoz
deviates from the Protocol’s eligibility zafazeni neni v souladu s kritérii
criteria or from whom Study Data cannot zpusobilosti uvedenymi v protokolu nebo
be analyzed because of Protocol jehoz data ziskana v klinickém hodnoceni
deviations, lack of proper records or nelze analyzovat vzhledem k odchylkam
incomplete, uncorrected or unverifiable od protokolu, nedostatku spravnych
CRFs. zaznaml nebo nelplnym, neopravenym

¢i neovéfitelnym CRF.

8. Investigational Drug: Per Section 8 of 8. Zkoumany lék: Podle clanku 8 této
this Agreement, CRO will provide the smlouvy bude CRO dodavat 1écivo
Pfizer Drug. The following additional spolecnosti Pfizer. Nasledujici dodatecna
Protocol-required drugs will be provided 1é¢iva pozadovana podle protokolu budou
at no charge or Pfizer will cover the costs dodavana bezplatné, nebo naklady na né
of as indicated below: none uhradi spole¢nost Pfizer tak, jak je

uvedeno nize: zadné

9. Standard of Care: Compensation for all 9. Standardni_péfe: Uhrady za vsechny
Protocol-required  activities to  be ¢innosti pozadované podle protokolu
performed by Institution is included in the provadéné Instituci jsou zahrnuty do
budget as documented in Exhibit 1. rozpo¢tu podle piilohy 1.

10. Screen Failures: A “Screen Failure” is a 10. Neuspésny_screening: Jako ,neuspésny

consented subject who fails to meet the
screening visit criteria and is thus not
eligible for enrollment into the Study.
Screen Failures will be reimbursed as
outlined in Exhibit 1. To receive payment
for Screen Failures, the Screening CRFs
must be completed. Institution and
Principal  Investigator shall  request
payment for each Screen Failure in
accordance with Section 13 (Invoices &
Payments), specifying the candidate’s

screening“ se oznacCuje subjekt, ktery
nevyhovuje  kritérilm screeningovych
navstév, a proto neni zplsobily pro
zatazeni do klinického hodnoceni.
Ptipady neuspésného screeningu budou
uhrazeny tak, jak je uvedeno v pfiloze 1.
Pro proplaceni netispé$ného screeningu
musi byt vyplnény screeningové CRF.
Instituce a Hlavni zkousejicic pozadaji
0 proplaceni neuspé$ného  screeningu
vsouladu s ¢lankem 13 (Faktury a

screening number (or other unique platby), s uvedenim screeningového ¢isla
identifier) and the date of the Screen subjektu  (nebo jiného jedine¢ného
Failure. identifikdtoru) a data neuspéSn¢ho
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screeningu.

11. Patient Travel Expenses: Pfizer will
reimburse the Institution reasonable travel
expenses per patient visit during the Study
at the rate set out in the Budget (Exhibit
1). Travel reimbursement will be issued
directly by Institution to the Study
Subjects, via Institution cash desk after
payment of the invoice for these expenses.
The invoice documents will be sent to:
XXXXXXXXX
Patient Travel expenses are not income
Institutions and monies paid to entities are
not a cost Institution that is only the
intermediary of paid compensation.

11. Cestovni_vydaje pacienta: Spolecnost
Pfizer uhradi Instituci pfiméfené cestovni
vydaje na nav$tévy pacienta be&hem
klinického hodnoceni na zaklad¢ sazby
uvedené v rozpoétu (piiloha 1). Uhradu
cestovnich vydaji poskytuje subjektim
klinického hodnoceni piimo Instituce
pres podkladnu zpétn¢€ po uhradé faktury
za tyto vydaje. Podklady pro vystaveni
faktury budou zasiliny na adresu:
XXXXXXXXX

Cestovni vydaje nejsou piijmem Instituce
a penézni Castky vyplacené subjektim
nejsou nakladem Instituce, ktera je pouze
zprostiedkovatelem vyplacenych nahrad.

12. Additional _Testing, Treatment or
Procedures: The Parties agree that the
Exhibit 1 includes all Trial-related costs,
as referenced in the Protocol. Institution
and Principal Investigator will not be
reimbursed for any additional testing,
treatment, or procedures not required by
the Protocol or specified in the Agreement
or this Attachment A, unless such
additional testing, treatment or procedures
are pre-approved by Pfizer or CRO or part
of Research Injury Treatment as described
below.

12. Dodatecné testy, lécba nebo ikony:
Smluvni strany souhlasi, Ze pftiloha 1
obsahuje vSechny naklady souvisejici s
klinickym hodnocenim tak, jak jsou
uvedeny v protokolu. Instituci ani
Hlavnimu zkousejicimu nebudou
uhrazeny zadné dodatecné testy, 1écba
nebo tkony, které protokol nevyzaduje
nebo které nejsou specifikovany ve
smlouvé nebo v této Ptiloze A, pokud
tyto dodatecné testy, 1éCba nebo ukony
nebyly predem schvaleny CRO nebo
spole¢nosti Pfizer.

13. Invoices & Payments:

13. Faktury a platby:

CRO will make payments on a quarterly basis
within thirty (30) days of receipt and approval of
invoice in the payment processing system (when
required) and completion of each activity period
based upon the services completed during the
previous three (3) month. Documents for issuing
the invoice by the Institution shall be sent to:
XXXXXXXXX. Documents for issuing the invoice
by the Principal Investigator shall be sent to:
XXXXXXXXX.

CRO bude platby provadeét ¢tvrtletné do 30 dni od
prijeti a schvaleni faktury v systému zpracovani
plateb (pokud je pozadovano) a od ukonceni
jednotlivych obdobi ¢innosti na zakladé sluzeb
poskytnutych béhem 3 piedchozich mésicti.
Podklady pro vystaveni faktury Instituci musi byt
zasilany na adresu: XXXXXXXXX.

Podklady pro vystaveni faktury Hlavnim
zkousejicim  budou zasilany na  adresu:
XXXXXXXXX.

For any costs not in Exhibit 1, requests for
payment or reimbursement or invoices must not
be submitted by Institution and Principal
Investigator until a contract amendment or a

Zadosti oplatbu & uhradu nebo faktury za
naklady nezahrnuté v ptiloze 1 nesmi byt Instituci
nebo Hlavnim zkousejicim ptfedlozeny diive, nez
bude podepsan piislusny dodatek ke smlouvé
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budget modification letter has been executed.

nebo ozndmeni o zmeén¢ rozpoctu.

To expedite payment, such invoices can be
accompanied by a copy of the amendment.

Pro urychleni plateb mtize byt k faktute pfilozena
kopie dodatku.

Invoices must be in the name of Syneos Health
iVH UK Limited. Where hard copy invoices are
required they should be submitted and addressed
to:

Farnborough Business Park

1 Pinehurst Road
Farnborough

Hants GU14 7BF

United Kingdom

VAT Number: GB 385756207
Registration Number: 1772610

Email: XXXXXXXXX

Faktury musi byt na jméno Syneos Health iVH
UK Limited. Pokud jsou vyzadovany faktury
V papirové podobé, je nutné je odeslat na
fakturacni adresu:

Farnborough Business Park
1 Pinehurst Road
Farnborough

Hants GU14 7BF

Spojené kralovstvi

DIC: GB 385756207

IC: 1772610

Email: XXXXXXXXX

The following information shall be provided
when submitting an invoice:

Pfi odesilani musi byt na faktui‘e uvedeny
nasledujici informace:

[1 Invoice number

Cislo faktury

[1 Invoice date

Datum vystaveni faktury

[1 Invoice amount

Fakturovana ¢astka

| Date and description of service provided
as described in Exhibit 1

Datum a popis sluzby poskytnuté podle
prilohy 1

[1 Principal Investigator Name

] Jméno hlavniho zkousejiciho

[0 Institution/Center or Site Name and

Nazev a adresa Instituce/stfediska nebo

Address pracovisté
1 Pfizer assigned Site Id (as listed above) | ID pracovisté pfifazené spolecnosti Pfizer
(viz vyse)

[1 Protocol Identifier or Number

Identifikator nebo ¢islo protokolu

Failure to include required information on all
requests for payment or reimbursement or
invoices will result in delayed payment.

Neuvedeni téchto nalezitosti na vSech zadostech
o platbu ¢i uhradu nebo fakturach povede ke
zpozdéni platby.

14. Refunds: To confirm process for return of
refunds, Institution shall contact Payment
Processor at XXXXXXXXX.com, or at

14. Vriceni plateb: Za tucelem potvrzeni
procesu vraceni plateb bude Instituce
kontaktovat zpracovatele plateb na adrese

such  other address as may be XXXXXXXXX.com nebo na jiné adrese,
communicated to Institution from time to ktera bude Instituci sd¢lena.
time.

15. Amendments: The following Study 15. Dodatky. Na zakladé Dodatku 0 zméné

budget changes may be documented by an
Amendmentsigned by the Institution and
Pfizer or its authorized agent: (1)

podepsaného Instituci a spole¢nosti Pfizer
nebo jejim opravnénym  zastupcem
mohou byt zdokumentovany ndsledujici
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increases in the total Study budget, with
or without modification of the payment
schedule, or (2) modification of the

zmény rozpoctu klinického hodnoceni: 1)
zvySeni celkového rozpoctu klinického
hodnoceni se zménou rozvrhu plateb ¢i

payment schedule with no change in total bez ni, nebo

Study budget. 2) zména rozvrhu plateb beze zmény
celkového rozpoctu klinického
hodnoceni.

16. Inquiries: All inquiries regarding the 16. Dotazy: Veskeré dotazy tykajici se
reasons for any denial of, or failure to divodli zamitnuti nebo neschvaleni
approve, a request for payment or zadosti o platbu ¢i uhradu nebo faktury
reimbursement or invoice must be musi byt zaslany spole¢nosti CRO na

directed to the CRO at: XXXXXXXXX

adresu; XXXXXXXXX

All inquiries regarding the reasons for any denial
of, or failure to approve, a request for payment or
reimbursement or invoice must be directed to the
CRO at:

Veskeré dotazy tykajici se divodli zamitnuti nebo
neschvaleni Zzadosti o platbu ¢i uhradu nebo
faktury musi byt zaslany CRO na adresu:

XXXXXXX,

Associate Project Director,
Syneos Health,

e-mail; XXXXXXXXXX

XXXXXXX,

Associate Project Director,
Syneos Health,

e-mail; XXXXXXXXXX

17. Research Injury Treatment: Pursuant to
the Indemnification and Research Injury
policy, Institutionwill promptly notify
[Pfizer / CRO] of any Research Injury.
Institution will submit all invoices for
Research Injury treatment in accordance
with Section 13 (Invoices & Payments)
above.

17. Lécba zdravotni tvjmy vzniklé v
souvislosti s vyzkumem: Podle zasad
pro odskodnéni a Gjmy vzniklé v
souvislosti s vyzkumem je povinnosti
Instituce o vSech Ujmach vzniklych v
souvislosti s vyzkumem neprodlené
informovat CRO. Instituce piedlozi
veskeré¢ faktury za lécbu zdravotni Gjmy
vzniklé v souvislosti s vyzkumem
vsouladu s é¢lankem 13 (Faktury a

platby).

Invoices for Research Injury treatments must
be separate from invoices submitted for any
other protocol required treatments or services
and be clearly identified as being for a
Research Injury treatment. The following
information shall be provided when submitting
the invoice:

Faktury za 1é€bu ujmy vzniklé v souvislosti s
vyzkumem musi byt oddéleny od faktur za jiné
1é¢by nebo sluzby vyZadované protokolem a
musi mit jasné oznaceni, Ze se jedna o faktury
za létbu Wdjmy vzniklé v souvislosti s
vyzkumem. Na faktuie musi byt uvedeny
nasledujici informace:

"I Invoice number Cislo faktury

[1 Invoice date Datum vystaveni faktury

[l Invoice amount associated with each Fakturovana Castka spojena
AE/SAE S jednotlivymi nezadoucimi pfihodami /

zavaznymi nezadoucimi ptihodami
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[1 Principal Investigator Name

Jméno hlavniho zkouSejiciho

[1 Institution/Center or Site Name and
Address

Nazev a adresa Instituce/stfediska nebo
pracovisté

[1 Protocol Identifier or Number

1 Identifikator nebo Cislo protokolu

Subproject Number (if Pfizer supplied)

Cislo diléiho projektu (pokud bylo
spole¢nosti Pfizer poskytnuto)

[1 Subject Identifier (i.e. as reported on the

1 Identifikator subjektu (tj. podle CRF)

CRF)
[ Date of AE/SAE Onset (i.e. as reported on Datum pocatku nezadouci
the CRF) ptihody/zavazné nezadouci piihody (tj.
podle CRF)
[1 AE/SAE treatment(s) associated with each ] Lécba spojena s jednotlivymi
AE/SAE nezddoucimi piithodami / zivaznymi
nezadoucimi ptihodami
| Date of treatment(s) | Datum lécby
"I AE/SAE end date (if not ongoing at the | Datum skonc¢eni nezadouci
time of invoicing and if consistent with ptihody/zavazné  nezadouci  piihody
the CRF) (pokud nepretrvava v dobé fakturace a
pokud je konzistentni s CRF)
"1 AE/SAE event term Doba trvani nezadouci piihody/zavazné

nezadouci piihody

AE/SAE term(s) and treatment(s) specified in the
invoice must match Study Data reported on Case
Report Forms and AE/SAE forms to avoid delay
in payment.

Aby se zabranilo zpozdéni platby, musi doba
trvani a zpasob 1écby nezadouci piihody/zavazné
nezadouci pifihody uvedené ve faktuie odpovidat
udajim klinického hodnoceni v zaznamech
subjektu hodnoceni a ve formulafich pro
zaznamenani nezadouci ptihody/zavazné
nezadouci piihody.
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Exhibit 1 to Attachment A
Study Budget for Institution

XXXXXXXXX
1. XXXXXXXXX
XXXXXXXXX
KXXXXXXXX
XXXXXXXXX
XXXXXXXXX
KXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX
XXXXXXXXX

Priloha €. 1 k priloze A
Rozpocet studie pro Instituci
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Exhibit 2 to Attachment A Priloha €. 2 k priloze A

Study Budget for Principal Investigator Rozpocet studie pro hlavniho zkousejiciho
XXXXXXXXX XXXXXXXXX
1. XXXXXXXXX 1. XXXXXXXXX
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2. XXXXXXXXX 2. XXXXXXXXX
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Attachment B
FORM OF INDEMNITY

From: Pfizer Inc., a Delaware Corporation with a
place of business at 235 East 42" Street,
New York, NY 10017-5755 (“Pfizer”)

To: XXXXXXXXX

Investigator”)

(the “Principal

Fakultni nemocnice u sv. Anny v Brné,
seated at Pekarska 664/53, 656 91 Brno,
Czech Republic, Company ID: 00159816,
TAX ID: CZ00159816, represented by Ing.
Vlastimil Vajdak, Director (the
“Institution”)

Re: Clinical Study Protocol XXXXXXXXX

With XXXXXXXXX (“Pfizer Product”)

Pfizer has authorized Syneos Health iVH UK
Limited, with a place of business at Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hants, GU14 7BF, United Kingdom of Great
Britain and Northern Ireland (“CRO”) to bind
Pfizer to the commitments in the indemnity
described below and to sign the Form of Indemnity
for and on behalf of Pfizer.

1. It is proposed that the Principal Investigator
and Institution should agree to participate
in the above sponsored study (the “Study”)
involving patients of the Principal
Investigator or Institution to be conducted
by the Principal Investigator at the
Institution in accordance with the protocol,
as amended from time to time with the
agreement of Pfizer and the Principal
Investigator (the “Protocol”). Patients
who are enrolled onto the Study according
to Protocol criteria for inclusion in the

Study are study subjects (“Study
Subjects").
2. The Institution agrees to participate by

allowing the Study to be undertaken on its
premises utilising such facilities, personnel,
and equipment as the Principal Investigator

) Priloha B o
ZARUKA O ODSKODNENI
Od: Pfizer Inc., spole¢nost ve stat¢ Delaware s
mistem podnikani na adrese 235 East 42"
Street, New York, NY 10017-5755 (dale
jen jako ,,spole¢nost Pfizere)
Komu: XXXXXXXXX (dale jen jako ,,Hlavni
zkousSejici®)

Fakultni nemocnice u sv. Anny v Brné se
sidlem na adrese Pekaiska 664/53, 656 91
Brno, Ceska republika, Identifika¢ni ¢islo:
00159816, Danové identifikaéni cislo:
CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem (dale jen jako
,,Instituce®)

Véc:  Protokol klinické studie XXXXXXXXX

pro XXXXXXXXX (,,Vyrobek Pfizer”)

Spoleénost Pfizer povétila Syneos Health iVH UK
Limited, se sidlem na adrese Farnborough
Business Park, 1 Pinehurst Road,
Farnborough, Hampshire, GU14 7BF, Spojené
kralovstvi Velké Britdnie a Severniho Irska
(,CRO*) zavazat spolecnost Pfizer zavazky v
ramci odSkodnéni, jak jsou uvedeny nize, a dale
jejim jménem podepsat tuto Zaruku odskodnéni.

1. Navrhuje se, aby se Hlavni zkousejici a
Instituce dohodli na Wucasti na shora
uvedené sponzorované Studii (dale jen jako
»otudie®), jez zahrnuje pacienty Hlavniho
zkousejiciho ¢i Instituce a jez bude fizeno a
provedeno Hlavnim zkousejicim v Instituci
v souladu s protokolem ve znéni
aktualizovaném  dle  dohody  mezi
spolecnosti Pfizer a Hlavnim zkouSejicim
(,,Protokol*). Pacienti, ktefi se do Studie
zapoji dle pfijimacich kritérii Protokolu,
jsou subjekty Studie (,,Subjekty Studie®).

2. Instituce souhlasi s ucasti a umozni
provedeni Studie ve svych prostorech s
vyuzitim takového zafizeni, persondlu a
vybaveni, jez Hlavni zkouSejici muze
rozumné potiebovat pro ucely Studie.
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may reasonably need for the purpose of the
Study.

In consideration of such participation by
the Principal Investigator and Institution,
and subject to paragraph 4 below, Pfizer
indemnifies and holds harmless the
Principal Investigator and the Institution
and their employees and agents against all
claims and proceedings (to include any
settlements or ex gratia payments made
with the consent of the parties hereto and
reasonable legal and expert costs and
expenses) made or brought (whether
successfully or otherwise) by or on behalf
of Study Subjects (or their dependants)
against the Principal Investigator or the
Institution or any of their employees or
agents for personal injury (including death)
to Study Subjects arising out of or relating
to the administration of the Study drug
under investigation or any clinical
intervention or procedure provided for or
required by the Protocol to which the Study
Subjects would not have been exposed but
for their participation in the Study
(“Research Injury”).

The above indemnity by Pfizer shall not
apply to any such claim or proceeding:

@ to the extent that such Research
Injury is caused by the negligent or
wrongful acts or omissions or
breach of statutory duty of the
Principal Investigator, the
Institution, or either of their
employees or agents;

(b) to the extent that such Research
Injury is caused by the failure of
the Principal Investigator,
Institution, or their employees or
agents to comply with the
Protocol;

(c) unless as soon as reasonably
practicable following receipt of

3. S ohledem na uc¢ast Hlavniho zkousejiciho

a Instituce a dle odstavce 4 niZe je
spole¢nost Pfizer povinna odskodnit a kryt
Hlavniho zkousejiciho, Instituci i jejich
zaméstnance a zastupce proti vSem
narokim a fizenim o odSkodné (vcetné
jakychkoliv ujedndni ¢i plateb ex gratia
provedenych se souhlasem téchto stran a
dale vcetné odpovidajicich nakladli a
vydaji na expertni a pravni posudky)
ucinénym ¢i vznesenym (at’ uz Uspésné, ¢i
jinak) Subjekty Studie ¢i jejich jménem
(anebo prostfednictvim jejich zavislych
osob) vaci Hlavnimu zkouSejicimu ¢i
Instituci anebo vuéi kterymkoliv jejich
zaméstnanciim anebo zastupcim kvili
osobni Ujm¢ na zdravi (vCetné¢ smrti)
Subjekti Studie na zakladé ¢i v souvislosti
s podanim zkoumaného 1éCiva v ramci
zkoumani ¢i klinického Setfeni anebo
postupu provedeného anebo pozadovaného
Protokolem, jiz by Subjekty Studie nebyly
jinak vystaveny nebyt jejich ucasti na
Studii (,,ajma zpusobena zapojenim do
studie”).

Shora uvedend odpovédnost spolecnosti
Pfizer za Skody se nevztahuje na zadné
takové naroky ¢i fizeni:

(@ pokud k  Gjmé&  zplsobené
zapojenim do  studie  doslo
nedbalym nebo neopravnénym
jednanim, opomenutim ¢i
porusenim zakonnych povinnosti
ze strany Hlavniho zkousejiciho,
Instituce ¢i jejich zaméstnanctu
anebo zastupci;

(b) pokud k Gjmé  zplsobené
zapojenim do  studie  doslo
nedodrzenim Protokolu Hlavnim
zkousejicim, Instituci ¢i  jejich
zamestnancii anebo zastupct;

(c) pokud ptijemce oznameni o podani
naroku ¢i zahgjeni fizeni (Hlavni
zkousejici, Instituce anebo oba) v
rozumné 1hité po piijeti takového
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notice of such claim or proceeding,
the recipient of the notice
(Principal Investigator or
Institution or both) shall have
notified CRO or Pfizer in writing
of it and shall, upon Pfizer's
request, and at Pfizer's cost, have
permitted Pfizer to have full care
and control of the claim or

proceeding using legal
representation of its own choosing;
and

(d) if the Principal Investigator or the
Institution or their employees or
agents shall have made any
admission in respect of such claim
or proceeding or taken any action
relating to such claim or
proceeding prejudicial to the
defence of it without the written
consent of Pfizer, such consent not
to be unreasonably withheld --
provided that this condition shall
not be treated as breached by any
statement properly made by the
Principal  Investigator or the
Institution or their employees or
agents in connection with the
operation of the Institution's
internal complaint  procedures,
accident reporting procedures, or
disciplinary procedures or where
such statement is required by law.

Pfizer is not entitled to admit the
Institution’s or the Principal Investigator’s
misconduct in the settlement of claims by
third parties without prior written consent
of the Institution, such consent not to be
unreasonably withheld or delayed.

Pfizer shall keep the Principal Investigator
and the Institution and their legal advisers
fully informed of the progress of any such
claim or proceeding, will consult fully with
the Principal Investigator and the
Institution on the nature of any defence to
be advanced and will not settle any such
claim or proceeding without the written
approval of the Principal Investigator and
the Institution (such approval not to be

oznameni neupozorni pisemné
CRO anebo spole¢nost Pfizer o
tomto ozndmeni a neumozni
spole¢nosti Pfizer na jeji zadost a
jeji néklady plné se o tuto
zalezitost postarat a kontrolovat
vytizeni naroku ¢i Skodného fizeni
prostiednictvim vlastniho pravniho
zastoupeni; a

(d) pokud Hlavni zkouSejici anebo
Instituce ¢i jejich zaméstnanci
anebo zastupci jakymkoliv
zpisobem a bez pisemného
souhlasu spolecnosti Pfizer, jenz
by nebyl bezdivodné odpiran,
uznaji tento narok nebo fizeni nebo
ucini jakykoliv ukon tykajici se
tohoto naroku nebo fizeni, jez by
spole¢nost poskodilo -- tato
podminka ovSem nebude chéapana
jako porusena, jde-li o ftadné
vyjadieni Hlavniho zkousejiciho ¢i
Instituce anebo jejich zaméstnanct
¢i  zastupci ohledné¢ postupu
interniho  fizeni reklamaci v
Instituci, postupu hlaseni $kod ¢i
postupu v pripadé disciplinarniho
tizeni ¢i kdekoliv je toto vyjadieni
ze zakona pozadovano.

5. Spolec¢nost Pfizer neni opravnéna pfipustit

pochybeni instituce nebo  hlavniho
vySetfovatele pii vyfizovani pohledavek
ttetimi  stranami  bez  piedchoziho
pisemného souhlasu instituce, pficemz
tento souhlas nesmi byt bezdivodné
zadrZen nebo zpozdén. Spolecnost Pfizer je
povinna fadn¢ informovat Hlavniho
zkousejiciho, Instituci a jejich pravni
poradce o postupu naroku ¢i fizeni, plné
konzultovat s Hlavnim zkouSejicim a
Instituci povahu obhajoby, kterou zvoli, a
neurovnavat zadné naroky ¢i fizeni bez
pisemného schvaleni ze strany Hlavniho
zkouSejiciho a Instituce (toto schvaleni
nesmi byt bezdlivodné odpirano).
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unreasonably withheld).

Without prejudice to the provisions of
paragraph 4(c) above, the Principal
Investigator and the Institution will use
their reasonable endeavours to inform CRO
or Pfizer promptly of any circumstances
reasonably thought likely to give rise to
any such claim or proceeding of which it is
directly aware and shall keep CRO or
Pfizer reasonably informed of
developments in relation to any such claim
or proceeding even where the Principal
Investigator and Institution decide not to
make a claim under this indemnity.
Likewise, Pfizer shall use its reasonable
endeavours to inform the Principal
Investigator and Institution of any such
circumstances and shall keep them
reasonably informed of developments in
relation to any such claim or proceeding
made or brought against Pfizer alone.

The Principal Investigator and Institution
and Pfizer will each give to the other such
help as may reasonably be required for the
efficient conduct and prompt handling of
any claim or proceeding by or on behalf of
Study Subjects (or their dependants).

For the purpose of this indemnity, the
expression “agents” shall be deemed to
include by not be limited to any nurse or
other health professional providing services
to the Principal Investigator or Institution
under a contract for services or otherwise
and any person carrying out work for the
Institution under such a contract connected
with such of the Institution's facilities and
equipment as are made available for the
Study under paragraph 2 above.

Aniz by byla dotéena ustanoveni odstavce
4(c) shora, vynalozi Hlavni zkousejici a
Instituce adekvatni usili a upozorni ihned
CRO ¢i spoleCnost Pfizer na jakékoliv
okolnosti, jez lze pfi rozumném uvazeni
povazovat za okolnosti zakladajici vznik
naroku anebo zahajeni fizeni a o nichz jsou
sami pfimo informovani, a pfiméiené
budou i1 nadale informovat CRO ¢i
spolecnost Pfizer o celkovém vyvoji
takového naroku nebo fizeni, ackoliv se
nakonec Hlavni zkouSejici a Instituce
rozhodnou narok v ramci odskodnéni
neuplatnit. Podobné pak spolecnost Pfizer
vynalozi adekvatni tsili, aby upozornila
Hlavniho zkousSejiciho a Instituci na tyto
okolnosti, a nadale je bude informovat o
vyvoji onoho néroku ¢i fizeni vedenému c¢i
vznesenému vici spole¢nosti Pfizer.

Hlavni zkousSejici, Instituce a spole¢nost
Pfizer si vzajemné poskytnou adekvatni
pomoc pro ucely efektivniho provedeni a
v€asného vyftizeni jakéhokoliv naroku ci
Skodného fizeni vedeného ze strany
Subjekta Studie ¢i jejich jménem (anebo ze
strany jejich zavislych osob).

Pro tucely této zaruky odskodnéni vyraz
»zastupei®  zahrnuje jakékoliv zdravotni
sestry ¢i jiny zdravotnicky personal
poskytujici sluzby Hlavnimu zkousejicimu
¢i Instituci v ramci smlouvy o poskytovani
sluzeb ¢i jiné smlouvy a dale i jakékoliv
osoby provadgjici smluvni praci pro
Instituci, jez se tyka zafizeni a vybaveni
Instituce poskytnutého ke Studii dle
odstavce 2 shora.
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SIGNED by / PODEPSAL: XXXXXXXXXXXXXXXX

Signed / Podepsal:

Printed Name: / Jméno tiskacimi pismeny: XXXXXXXXXXXXXXXX
Title / Funkce: Principal Investigator / Hlavni zkousejici

Dated / Datum:

SIGNED for and on behalf of the Fakultni nemocnice u sv. Anny v Brné

Signed / Podepsal:

Printed Name: / Jméno tiskacimi pismeny: Ing. Vlastimil Vajdak

Title / Funkce: Director/Reditel

Dated / Datum:

SIGNED by Syneos Health iVH UK Limited for and on behalf of Pfizer Inc. /
PODEPSAL Syneos Health iVH UK Limited jménem spole¢nosti Pfizer Inc.
Signed / Podepsal:

Printed Name: / Jméno tiskacimi pismeny: Cristina Oana Stefanescu, DDS, PhD.
Title / Funkce: Director, Clinical Operations

Dated / Datum:
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Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and Materials

CRO/Pfizer-Provided Equipment

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

CRO/Pfizer-Provided Materials

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

Materials Supplied: none

Permitted Uses of CRO Equipment and CRO
Materials

Principal Investigator and Institution may use any
CRO Equipment and CRO Materials only for
purposes of this Study.

Disposition of CRO Equipment and CRO
Materials

After completion of Study conduct or at an earlier
time specified by CRO or Pfizer, the party who
received and used them will arrange for return of
any CRO Equipment and CRO Materials, at
CRO’s expense, to CRO, Pfizer or a location
designated by CRO or Pfizer.

Vendor-Provided Equipment or Materials

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

Piiloha C
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté CRO/spole¢nosti
Pfizer

Vybaveni poskytnuté CRO/spolecnosti Pfizer

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

Materialy poskytnuté CRO/spolecnosti Pfizer

CRO poskytne nize uvedené chranéné materialy,
které CRO vlastni nebo k nimz disponuje licenci,
(dale jen ,,Materialy CRO*) pro pouziti Hlavnim
zkousejicim nebo Instituci pfi provadéni Studie
nebo podavani zprav o Studii.

Dodané materialy: zadné

Povolené pouZivani Vybaveni CRO a Materidlii
CRO

Hlavni zkousSejici a Instituce mohou pouzivat
Vybaveni CRO a Materialy CRO pouze pro ucely
této Studie.

Nakladani s Vybavenim CRO a Materialy CRO

Po dokonceni Studie nebo dfive v terminu, ktery
uréi CRO nebo spole¢nost Pfizer, zajisti strana,
ktera je ptijala a pouzivala je, vraceni veskerého
Vybaveni CRO a Materiali CRO spolecnosti
Pfizer nebo CRO nebo na misto, které uréi CRO
nebo spolecnost Pfizer, na ndklady CRO.

Vybaveni a materialy poskytnuté prodejcem

CRO nebo Pfizer zajisti na vlastni naklady
prodejce, ktery poskytne nasledujici vybaveni
nebo chranéné materialy (dale jen ,,Majetek
prodejce”) pro pouziti v  této  Studii:
HXXXXXXXXX
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Estimated
. , Original Value/
#Hi# Equipment/Vybaveni o dl?a dovana

piivodni hodnota
1 [ XXXXAXXXXX XAXXXXXXX
2 [XAXXXXXXXX XAXXXXXXX
3 XXX XXXXKXXX XXX XXXXXX
4 IXXXXXXXXX XXX XXXXXX
5 XXX XXXXXX XXX XKXXXXX
6 [XXXXXXXXX

Permitted Uses of Vendor Property

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

Disposition of Vendor Property

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

Ownership, Responsibilities, and Liability

Ownership. CRO Equipment, CRO Materials, and
Vendor Property are and remain the property of
CRO, Pfizer, the vendor, or the licensor, as the
case may be.

Responsibilities. The party receiving and using
them will bear the risk of loss or damage to CRO
Equipment, CRO Materials, and VVendor Property.

Liability. Neither CRO nor Pfizer has any liability
for damages of any sort, including personal injury
or property damage, resulting from the use of CRO
Equipment, CRO Materials, or Vendor Property
except to the extent that (1) such damages were
caused by the negligence or willful misconduct of
CRO, Pfizer, or the vendor or (2) a personal injury
constitutes a Research Injury to a Study Subject, as
described in clause 16 of this Agreement.

CRO on behalf of Pfizer represents that Pfizer will
bear all costs in connection with the delivery,
installation and return of Vendor Property. CRO

Povolené pouzivani Majetku prodejce

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

Nakladani s Majetkem prodejce

Prodejce ur¢i zptusob nakladani
prodejce po dokonceni Studie.

s Majetkem

Vlastnictvi, povinnosti a pravni odpovédnost za
skodu

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

Povinnosti.  Strana, ktera pfijala a pouziva
Vybaveni CRO, Materidly CRO nebo Majetek
prodejce, nese riziko jejich ztraty nebo poskozeni.

Pravni  odpovédnost za Skodu. CRO ani
spole¢nost Pfizer neodpovidaji za zadné Skody,
véetn¢ Skody na zdravi osob ¢i poskozeni majetku,
vzniklé v dusledku pouzivani Vybaveni CRO,
Materiali CRO nebo Majetku prodejce, kromé
pripadt, kdy (1) takové Skody byly zplsobeny
nedbalosti nebo svévolnym porusenim povinnosti
ze strany CRO, spolec¢nosti Pfizer nebo prodejce,
nebo kdy (2) skoda na zdravi osob predstavuje
Ujmu zptisobenou zapojenim do studie na zdravi
Subjektu studie tak, jak je popsana v ¢clanku 16
této Smlouvy.

CRO jménem spolecnosti Pfizer prohlasuje, ze
spolecnosti Pfizer ponese veSkeré vydaje v
souvislosti s dodanim, instalaci a vracenim
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on behalf of Pfizer represents that Pfizer is
committed to ensure that the Vendor Property is
taken over or transported from the Institution, or
arrange their destruction at Pfizer expenses, as
soon as possible and appropriate. CRO on behalf
of Pfizer represents that Pfizer shall pay (i) all
repairs and service of Vendor Property unless such
repairs and service are required to be performed
due to improper handling of the Vendor Property
by the Institution and the Principal Investigator,
(i) its routine maintenance and spare parts
required, as well as (iii) the prescribed controls,
inspections and revision of VVendor Property. Costs
associated with replacement of Vendor Property
due to normal wear and tear shall be carried out by
Pfizer at its own expense.

An employee of Biomedical Engineering
Department or Informatics Department of the
Institution (depends on the type of device) must be
present during the handover of Vendor Property.
The handover protocol will be written with the
employee of Biomedical Engineering Department
or Informatics Department of the Institution and
all related documents (such as Declaration of
Conformity, protocol on security and technical
inspections and user manual in Czech language)
and information about manufacturer of Vendor
Property, name and type of Vendor Property, and
serial number, if it is assigned, will be handed over
to the employee of Biomedical Engineering
Department or Informatics Department of the
Institution by third party vendor designated by
Pfizer and/or CRO.

An employee of Biomedical Engineering
Department or Informatics Department of the
Institution must be informed by the CRO or Pfizer
about the hand over of Vendor Property at least
three (3) working days before the delivery of
Vendor  Property at telephone  number:
XXX XXXXXX.

After commissioning, a handover protocol shall be
drawn up and signed by Clinical Research
Associate of CRO, the authorized employee of the
Department of Biomedical Engineering and
Principal Investigator.

CRO on behalf of Pfizer declares and warrants that
Pfizer has all necessary rights to all software

Majetku prodejce. CRO jménem spoleénosti Pfizer
prohlasuje, Zze Se zavazuje, Ze zajisti pievzeti ¢i
odvoz Majteku prodejce od Instituce ¢i zajisti jeho
likvidaci na naklady spole¢nosti Pfizer, a to
nejdiive jak to bude mozné a vhodné. CRO
jménem spoleCnosti Pfizer prohlaSuje, ze
spole¢nost Pfizer bude hradit (i) veskeré opravy a
servis Majetku prodejce, pokud tyto opravy a
servis nemusi byt provedeny kviili nespravnému
zachazeni s Majetkem prodejce ze strany Instituce
a Hlavniho zkousejiciho, (ii) jeho béznou udrzbu a
pottebné nahradni dily, jakoz i (iii) piedepsané
kontroly, prohlidky a revize Majetku prodejce.
Naklady spojené s vyménou Majetku prodejce z
béznych divodd opotiebeni bude provadet na své
naklady spole¢nost Pfizer.

Pracovnik instituéniho Oddéleni biomedicinského
inzenyrstvi nebo Useku informatiky (dle typu
ptistroje) musi byt pfitomen pfi predani Majetku

prodejce. Pfedavaci protokol bude sepsan
pracovnikem institu¢niho Oddéleni
biomedicinského  inzenyrstvi nebo  Useku

informatiky a vSechny souvisejici dokumenty
(napt. ProhlaSeni o shodé, Protokol o
bezpecnostnich a technickych kontrolach a
uzivatelska ptirucka v ¢eském jazyce) a informace
o vyrobci Majetku prodejce, nazev a typ Majetku
prodejce a sériové Cislo, pokud je pridéleno, bude
predano  Pracovnik  instituéniho  Oddéleni
biomedicinského  inzenyrstvi nebo  Useku
informatiky Prodejcem tfeti strany urcené
spole¢nosti Pfizer a / nebo CRO.

Pracovnik Oddéleni biomedicinského inzenyrstvi
nebo Useku informatiky Instituce musi byt ze
strany CRO nebo spolecnost Pfizer informovan o
pifedavce Majetku prodejce alespon tifi (3)
pracovni dny pied dodanim Majetku prodejce na
tel. €. XXXXXXXXX

Po uvedeni do provozu bude sepsan predavaci
protokol, ktery bude podepsany monitorem studie
(Clinical Research Associate) CRO, opravnénym
pracovnikem Oddéleni biomedicinského
inzenyrstvi a Hlavnim zkousejicim.

CRO jménem spolecnosti Pfizer prohlasuje a
zaruCuje, ze spolecnost Pfizer ma k veskerému
software, ktery je soucasti vySe uvedeného
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included in the above Equipment and that the  vybaveni, veskera potiebna prava, a Ze jej Instituce
Institution may use it for the purpose of  mizZe vyuzivat pro ucely provadéni Studie.
conducting of the Study.
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Attachment D
PFIZER INTERNATIONAL ANTI-BRIBERY
AND
ANTI-CORRUPTION BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted
and means:

(1) 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;

Ptiloha D
MEZINARODNI PROTIUPLATKARSKE A
PROTIKORUPCNI{ ZASADY
SPOLECNOSTI PFIZER

Spolecnost Pfizer dlouhodobé prosazuje firemni
politiku zakazujici uplatky a korupci pii obchodni
¢innosti ve Spojenych stitech i v zahranici.
Spolecnost Pfizer se zavazala vykonavat svou
obchodni ¢innost bezithonnym, etickym a
zdkonnym zpiisobem v souladu se vSemi
ptislusnymi zédkony a nafizenimi. Stejny zavazek
o¢ekavame od naSich poradcli, zmocnénct,
zastupci nebo dalSich spolecnosti ¢i fyzickych
osob jednajicich nasim jménem (dale jen
,Obchodnich partnerd), jakoz i od osob
jednajicich jménem téchto Obchodnich partnert
(napt. subdodavatelil) v souvislosti s praci pro
spole¢nost Pfizer.

Uplaceni uiednich osob

Ve vétsing stath existuji zakony zakazujici (pfimé
¢i neptimé) poskytovani, nabizeni nebo slibovani
jakychkoli plateb nebo ¢ehokoli hodnotného
ufednim osobam s imyslem ovlivnit ufedni ukony
¢i rozhodnuti o ziskédni ¢i udrZeni urcité obchodni
prilezitosti.

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

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

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

(i)  jakéhokoli predstavitele politické strany,
kandidata na vefejnou funkci, ufednika,
zaméstnance nebo osobu jednajici jménem
nebo z povéfeni politické strany nebo
kandidata na vetejnou funkci;
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(iv) any employee or individual acting for or
on behalf of a public international
organization;

(V) any member of a royal family or member
of the military; and

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

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

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

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

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

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

. Business Associates, and those acting on
their behalf in connection with work for

(iv)  jakéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéieni vetejné
mezinarodni organizace;

(V) jakéhokoli ¢lena kralovské rodiny nebo
ptislusnika armady; a

(vi)  jakoukoli osobu jinak ze zdkona

povazovanou za Utedni osobu.

Pojem ,,Vlada“ v tomto kontextu zahrnuje vSechny
urovné a slozky vlady (tj. organy na mistni,
krajské 1 celostatni tUrovni, a to spravni,
zakonodarné i vykonné).

Vzhledem k Sirokému pojeti definice Gfedni osoby
je pravdépodobné, ze Obchodni partnefi budou
V rdmci své obvyklé ¢innosti pro spolecnost Pfizer
s Ufednimi osobami bézné jednat. Napiiklad lékati
zaméstnani ve statnich nemocnicich se podle zasad
spole¢nosti Pfizer povazuji za ,,Ufedni osoby*.

Americky zdkon o zahrani¢nich korupcnich
praktikach  (dale jen ,FCPA®) zakazuje
poskytovani, slibovani nebo schvalovani platby
nebo poskytovani ¢ehokoli hodnotného zahrani¢ni
Utedni osob& za ulelem nepatii¢ného nebo
korup¢éniho ovlivnéni jednani nebo rozhodovani
takové osoby s imyslem pomoci spole¢nosti ziskat
nebo si udrzet obchodni pfilezitost nebo ziskat
jinou nepatfi¢nou vyhodu. FCPA rovnéz zakazuje
spoleCnostem ¢i  osobam  vyuzivat jinych
spolecnosti nebo fyzickych osob k provadéni
jakékoli z vySe uvedenych cCinnosti. Spolecnost
Pfizer je jako americkd spolecnost povinna
dodrzovat ustanoveni FCPA a miize nést pravni
odpovédnost za jednani, jehoz se kdekoli na svéte
dopusti kterykoli z jejich Obchodnich partnert.

Protitplatkaiské a
upravujici vztahy s
osobami

protikorupéni  zasady
Vladami a Ufednimi

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

. Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
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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

spolec¢nost Pfizer nesmi pfimo ani nepfimo
poskytovat, slibovat nebo schvalovat
provedeni  korupéni  platby  nebo
poskytovani ¢ehokoli hodnotného,
kterékoli Ufedni osob& sumyslem ji
pfimét, aby wucinila uréity ukon nebo
pfijala urcité rozhodnuti, které spolecnosti
Pfizer pomiize ziskat nebo udrzet si
obchodni pftilezitost. Obchodni partneti a
osoby jednajici jejich jménem v
souvislosti s praci pro spolecnost Pfizer
nesmi nikdy poskytnout Zadné Utedni
osob¢ platbu nebo ji nabidnout jakykoli
pfedmét ¢i vyhodu (bez ohledu na jejich
hodnotu) s umyslem nepatficné pfimét
Utedni osoby ke schvaleni, proplacent,
predepsani nebo nakupu jakéhokoli
piipravku  spolecnosti  Pfizer  nebo
ovlivnéni vysledku klinického hodnoceni
nebo  dosazeni  jakéhokoli  jiného
nepatiicného zvyhodnéni obchodni
¢innosti spolecnosti Pfizer.

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spole¢nost Pfizer musi znat a dodrzovat
vSechny mistni zakony, nafizeni nebo
provozni postupy (vCetné pozadavkl
vladnich subjektli, jako napf. statnich
nemocnic nebo vyzkumnych ustavil), které
stanovi limity, omezeni nebo pozadavky
na zvefejnéni odmeén, financéni podpory,
dart nebo darki, jez mohou byt
poskytovany Utednim osobam. Pokud si
Obchodni partner neni jisty vyznamem
nebo aplikovatelnosti kteréhokoli
stanoveného  limitu, omezeni nebo
pozadavkd na zvefejnéni v souvislosti s
jednanim s Utednimi osobami, mél by se
pfed zahajenim takového jednani obratit
na svou primarni kontaktni osobu ve
spole¢nosti Pfizer.

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

Commercial Bribery

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

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

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

. Business Associates, and those acting on
their behalf in connection with work for
Pfizer, may not directly or indirectly

cilem zajisténi nebo urychleni rutinniho
ufedniho tkonu, ke kterému nema
rozhodovaci pravomoci. Prikladem
Odmény za urychlené vyftizeni jsou platby
za urychlené vyfizeni licenci, povoleni
nebo viz, k nimz byly fadné¢ doloZeny
veskeré  potiebné podklady. Pokud
Obchodni partner nebo osoba jednajici
jeho jménem v souvislosti s praci pro
spole¢nost Pfizer obdrzi pozadavek nebo
se dozvi o pozadavku na Odménu za
urychlené  vyfizeni  nebo  uplatku
Vv souvislosti s praci pro spolecnost Pfizer,
je  Obchodni partner povinen tuto
skuteCnost bezodkladné¢ nahlésit své
primarni kontaktni osobé ve spolecnosti
Pfizer pfedtim, nez podnikne jakékoli
dalsi kroky.

Komeréni uplatkarstvi

K uplatkatstvi a korupci mize dochdzet i mimo
utfedni styk, v obchodnich vztazich mezi podniky.
Ve veétSin€ statl  existuji  zdkony zakazujici
nabizeni, slibovani, poskytovani, pozadovani,
prijimani nebo souhlas s pfijimanim penéz nebo
cehokoli hodnotného, vyménou za poskytnuti
nepatiicné obchodni vyhody. Mezi ptiklady
zakazané¢ho jednani patii zejména poskytovani
drahych dard, okazala pohostinnost, nezakonné
provize nebo investiéni pfilezitosti s cilem
nepatiicné nékoho pfimeét k nakupu zbozi nebo
sluzeb. Spolupracovnici spole¢nosti Pfizer nesmi
nabizet, poskytovat, pozadovat nebo piijimat
uplatky a ocekdvame od svych Obchodnich
partnerti, jakoz i1 od osob jednajicich jejich
jménem v souvislosti s praci pro spole¢nost Pfizer,
ze budou dodrzovat stejné zasady.

Protiuplatkarské a protikorupcni zasady
upravujici vztahy se soukromymi osobami a
spolupracovniky spole¢nosti Pfizer

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zésady tykajici se jejich
vztahl se soukromymi osobami a spolupracovniky
ve spolecnosti Pfizer:

Obchodni partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spolecnost Pfizer nesmi pfimo ani nepfimo
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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 XXXXXXXXX or by phone at
XAXXXXXXXX.

provadét, slibovat nebo schvalovat
provedeni  korupéni  platby  nebo
poskytnout cokoliv hodnotného kterékoli
osobé s cilem ovlivnit ji, aby poskytla
spolecnosti Pfizer nezakonnou obchodni
vyhodu.

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

. Spolupracovnici spolecnosti Pfizer nesmi
od Obchodnich partneri a osob jednajicich
jejich jménem v souvislosti s praci pro
spoleCnost Pfizer pfijimat zadné dary,
sluzby, vyhody, =zabavu nebo jiné
predméty s vyssi nez symbolickou nebo
zanedbatelnou penézni hodnotou. Dary
zanedbatelné hodnoty jsou dovoleny jen v
ptipadé, Ze jsou piijimany jen obcas pouze
pii vhodnych piilezitostech.

OhlaSovani poruSeni nebo podezieni na poruSeni

Od Obchodnich partnerti a osob jednajicich jejich
jménem v souvislosti s praci pro spolecnost Pfizer
se oCekava, ze nahlasi své obavy ohledné mozného
poruseni téchto Mezinarodnich protitiplatkarskych
a protikorup¢nich zasad nebo zakond. Tato hlaSeni
mohou byt adresovana primarni kontaktni osobé
Obchodniho partnera ve spole¢nosti Pfizer, nebo
pokud to dany Obchodni partner upfednostiiuje,
oddéleni Compliance spole¢nosti Pfizer e-mailem
na adresu XXXXXXXXX nebo telefonicky na
Cislo XXXXXXXXX.
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Attachment E
PROTECTION OF PERSONAL DATA

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

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

(b) “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.

(d) “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:

Q) 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

Priloha E
OCHRANA OSOBNICH UDAJU

1. Definice. Pojmy s velkymi pocate¢nimi
pismeny pouzivané v této Ptiloze E maji vyznam
ptifazeny jim v tomto Oddile 1 Pfilohy E. VSechny
pojmy, které nejsou definované v Ptiloze E, maji
vyznam piifazeny jim ve Smlouve

@) »Platné pravni predpisy*
znamena jakykoli platny zakon, nafizeni
nebo jiné pravni pozadavky, jez se vztahuji
ke sluzbdm poskytované podle této
Smlouvy.

(b) »Spravee“ se rozumi subjekt,
ktery sam nebo spole¢né s jinymi urcuje
ucely a zpusoby Zpracovani Osobnich
udaju.

(© »Poruseni Bezpec¢nosti udaji* se
rozumi naruseni bezpecnosti, které vede k
nahodnému nebo protipravnimu zniceni,
ztraté, zméné, neopravnénému vyzrazeni
nebo  zpfistupnéni  Osobnich  udaju
prenaSenych, uchovavanych nebo jinak
zpracovavanych.

(d) »Bezpefnostni  incident*  se
rozumi (i) PoruSeni bezpecnosti udajt; (ii)
zabezpeceni, které s sebou nese vyznamné
riziko ohrozeni diivérnosti, integrity nebo
bezpecnosti Osobnich udajt; (iii) poruSeni
Platnych pravnich ptedpisi tykajicich se
Zpracovani Osobnich udaji podle této
Smlouvy; nebo (iv) jakékoli neopravnéné
ziskani pfistupu nebo pouziti Osobnich
udaji, které spousti oznamovaci povinnost
poruseni Osobnich udaji podle Platnych
pravnich predpisi. Bezpecnostni incident
nezahrnuje nasledujici:

(1) jakakoliv neumyslné
ziskani, pfistup, nebo pouZiti
Osobnich daji  zaméstnancem
nebo zastupcem Instituce nebo
Hlavniho  zkousejicitho, pokud
takové  ziskani, pfistup nebo
pouziti bylo provedeno v dobré
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unauthorized or inappropriate
Processing of Personal Data;

(i) 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.

(e) “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 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,

vite a nema za nasledek dalsi
neopravnéné  nebo  nevhodné
Zpracovani Osobnich udaji;

(i) jakékoliv neumyslné
zptistupnéni  osobou, ktera je
opravnéna k pristupu k Osobnim
udajim jménem Instituce nebo
Hlavniho zkousejiciho, jiné osobg,
kterd je opravnéna k pristupu k
Osobnim udajim jménem Instituce
nebo Hlavniho zkousejiciho, za
predpokladu, Ze informace, které
obdrzela jako vysledek tohoto
zptistupnéni nejsou dale pouzity
nebo zpfistupnény neopravnénym
nebo nevhodnym zpiisobem; nebo

(i)  jakakoliv  ztrata  nebo
neopravnéna akvizice nebo pristup
k Sifrovanym Osobnim udajim, za
predpokladu, ze daveérnd hesla
nebo kli¢, které jsou schopny
ohrozit bezpec¢nost, divérnost nebo
integritu  Sifrovanych  Osobnich
udaji, nejsou soucasné predmétem
ztraty, neopravnéné akvizice nebo
piistupu.

(O] »Osobni ddaje“ ma vyznam
uvedeny Platnymi pravnimi piredpisy a
zahrnuje, bez omezeni, jakékoli informace
(bez ohledu na médium a to, zda jsou
samostatné¢ nebo v kombinaci s dalSimi
dostupnymi informacemi), které
identifikuji  nebo se  vztahuji k
identifikované  nebo  identifikovatelné
fyzické osobé. Udaje kodované klicem
jsou povazovany za Osobni udaje, i kdyz
drzitel téchto udaji nema pftistup ke klici,
ktery udaje propojuje s identitou jedince.
Osobni udaje shromazdéné v souvislosti se
Studii budou zahrnovat i Osobni udaje
zastupcu spole¢nosti Pfizer, jakoz i Osobni
udaje tykajici se Hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych
pracovnikd, téetich stran a subjektt Studie.

U] wZpracovani“ se rozumi jakakoli
operace nebo soustava operaci, které jsou
provadény s Osobnimi Udaji, s pouzitim

Pfizer_ XXXXXXXXX 18Nov2019_Final

Page 78 of 103
Site No. XXXXXXXXX



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.

(9) “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.

2. 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 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.

3. 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.

4. 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.

nebo bez pouziti automatickych
prosttedkli, jako je shromazdovani,
zaznamenavani, organizace, uchovavani,
prizplisobovani nebo pozménovani,
vyhledévani, konzultace, pouziti, sdéleni
prostfednictvim pfenosu, Sifeni nebo
jakékoli jiné zpfistupnéni, srovnani Cci
kombinovani, blokovdni, vymaz nebo
zniceni.

(09) ,Prenos®, ,Prevod* nebo
»Preneseni“ se rozumi, at’ uz fyzickymi
nebo elektronickymi prostfedky, pies
narodni hranice, jak (a) pohyb Osobnich
udajii 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 osobg.

2. Osobni udaje subjekt Studie. Spolecnost
Pfizer bude nezdvislym Spravcem co se tyka
Zpracovani Osobnich udaji obsazenych v udajich
Studie a Biologickych vzorcich, které piredava
Instituce nebo Hlavni zkousejici spolecnosti Pfizer
nebo jsou jinak vytvofené spole¢nosti Pfizer.
Instituce nebo Hlavni zkousejici budou Spravcem
Osobnich udaji  Zpracovavanych Instituci s
ohledem na lékaiskou péci subjekti Studie.

3. Osobni udaje persondlu Studie. Instituce
potvrzuje, Ze obdrzela Oznameni spolecnosti Pfizer
o ochran¢ Osobnich udaju zkousejicich a personalu
Studie — pro Evropské unii, Evropsky hospodaisky
prostor a Svycarsko.

4. Soulad. Strany a spole¢nost Pfizer
souhlasi, ze ve véci Zpracovani Osobnich udajt
budou po celou dobu trvani Smlouvy jednat v
souladu s Platnymi pravnimi pfedpisy. Je
zodpovédnosti kazdé Strany zavést a udrZovat
veskeré seznamy a registrace Zpracovani Osobnich
udaji tak, jak je pozadovano Platnymi pravnimi
predpisy.  Strany a spolec¢nost Pfizer budou
spolupracovat a pomahat si navzajem s ohledem na
posouzeni dopadii na ochranu 1udaji a/nebo
pfedchozi konzultace s organy statni spravy, které
mohou byt pozadovany v souvislosti se
Zpracovanim, které se provadi v ramci Smlouvy.
Instituce bude také okamzité informovat spole¢nost
Pfizer o jakémkoli oznameni obdrzeném od organi
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5. 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

6. 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.

7. 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 naotification,

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.

(c) Institution will determine on the
basis of all available information and
Applicable Law, if the Security Incident

pro ochranu osobnich udaji v souvislosti se Studii.

5. Programy pro ochranu a bezpecnost
Osobnich udaji. V prabcéhu trvani této Smlouvy,
budou Instituce a spolecnost Pfizer kazdy udrzovat
komplexni program zajisténi ochrany a bezpecnosti
Osobnich udaji navrzeny tak, aby bylo zajiSténo,
7ze Osobni udaje budou Zpracovavany pouze v
souladu se Smlouvou, véetn¢€ jmenovani inspektora
ochrany bezpecCnosti udajii, jak je pozadovano
Platnymi pravnimi piedpisy. Strany budou
realizovat odpovidajici administrativni, technicka a
fyzicka bezpecnostni opatieni k ochrané Osobnich
udaju.

6. Persondl. Instituce a spoleCnost Pfizer
zajisti, aby jejich pracovnici zabyvajici se
Zpracovanim Osobnich udajl, byli informovéni o
davérné povaze Osobnich udaji, absolvovali
odpovidajici odbornou piipravu ohledné vlastni
odpovédnosti a podepsali pisemnou dohodu o
mlcenlivosti nebo byli subjektem profesionalni
povinnosti ml¢enlivosti. Strany zajisti, aby piistup
k Osobnim udajim byl omezen na ty pracovniky,
kteti vykonavaji sluzby souvisejici se Smlouvou.

7. Bezpecnostni Incident.
@ Instituce bude informovat
spoleCnost Pfizer, a to zplsobem

stanovenym ve Smlouvé, do dvaceti Ctyf
(24) hodin od zjisténi Bezpecnostniho
incidentu  tykajictho se  Zpracovani
Osobnich udajt podle této Smlouvy.

(b) V pribéhu oznameni Instituce
poskytne, pokud to bude proveditelné,
dostatecné informace pro spolecnost Pfizer,
aby posoudila Bezpe¢nostni incident a
mohla poskytnout zpétnou vazbu, a to
vyhradné jako zcastnéna strana, nikoli ve
smyslu  pravniho nebo  regula¢niho
poradenstvi, Instituci k tomu, zda
oznameni organu pro ochranu osobnich
udaji je pozadovano Platnymi pravnimi
piedpisy.

(© Instituce ur¢i na zakladé vsech
dostupnych informaci a Platnych pravnich
predpist, zda bude Bezpecnostni Incident

Pfizer_ XXXXXXXXX 18Nov2019_Final
Page 80 of 103

Site No. XXXXXXXXX



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.

8. 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.

9. Rights of Data Subjects Participating in the
Study post Study Closure. Institution will promptly
notify Pfizer of any such withdrawal of consent that
may affect the use of the Personal Data under the

povazovan za PoruSeni bezpe¢nosti udaji a
zajisti oznameni subjektim udaju a/nebo
organtim statni spravy, pokud to vyzaduje
zédkon, a bude odpovédnd za podani
takového oznameni.

(d) Pouze v ptipadé jakéhokoliv
ozndmeni PoruSeni bezpecnosti udajd,
které by zahrnovalo i Osobni udaje
zastupc  spolecnosti  Pfizer (jak je
definovano v ¢lanku 12), bude mit
spolecnost Pfizer moznost prezkoumat a
schvalit takové oznameni pfed 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 provadeét
vSechny potiebné kroky k népravée a
zmirnéni Bezpecnostniho Incidentu na své
vlastni naklady.

8. Prava subjektd Udaji, které se ucastni
Studie. Instituce a spole¢nost Pfizer souhlasi s tim,
7ze Instituce je nejlépe schopna spravovat
pozadavky subjektl Studie na pfistup, zménu,
Pfevod, omezeni nebo odstranéni Osobnich udaji.
V piipadé, Ze spole¢nost Pfizer nebo CRO obdrzi
zadost od subjektu Studie o takovy pfistup, zménu,
Pievod, omezeni nebo odstranéni, spolecnost Pfizer
nebo CRO preda pozadavek Instituci. Instituce
bude reagovat na zadosti subjekti Studie o pfistup,
zménu, Pfevod, omezeni nebo vymaz Osobnich
udaji v souladu s Platnymi pravnimi piedpisy,
Smlouvou a jakymikoliv dal$imi instrukcemi
poskytnutymi spolecnosti Pfizer. Instituce bere na
védomi, ze v z4jmu zachovani integrity vysledkl
Studie, mize byt omezena moznost zménit, omezit
nebo odstranit Osobni udaje v souladu s Platnymi
pravnimi pifedpisy. Spole¢nost Pfizer bere na
védomi, Ze subjekty Studie mohou kdykoliv
odvolat sviij informovany souhlas s ucasti ve Studii
a souhlas se Zpracovanim Osobnich udajt.

9. Prava subjektd Udajt. které se Ucastni
Studie, po uzavieni Studie. Instituce neprodlené
oznami spole¢nosti Pfizer kazdé takové odvolani
souhlasu, které mize mit vliv na pouziti Osobnich
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Agreement and any other instructions provided by
Pfizer. Such requests may be directed to Pfizer at
XXXXXX XXX

10. 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.

11. 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.

12. 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.

udaji podle této Smlouvy a jakékoli jiné pokyny
poskytnuté spole¢nosti Pfizer. Tyto Zzadosti
mohou byt smérovany na e-mailovou adresu
spolecnosti Pfizer XXXXXXXXX

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

11. Zaznamy. Instituce a spoleénost Pfizer
budou oba udrzovat pisemné zaznamy o vSech
¢innostech Zpracovani Osobnich udaji, které jsou
provadény v ramci Smlouvy. Takovy zaznam bude
obsahovat alesponn (i) jméno a kontaktni tdaje
zpracovatele; (ii)) jméno a kontaktni udaje
zpracovatelova povétence pro ochranu osobnich
udaji; (iii) kategorie provadénych Zpracovani
udaji; (iv) prevody udaju do tietich zemi nebo
mezinarodnich organizaci a dokumentaci vhodnych
ochrannych opatfeni, ktera byla prijata; a (v)
obecny popis administrativnich, technickych a
fyzickych bezpecnostnich opatfeni, ktera byla
pfijata k ochrané Osobnich udajt.

12. Pouziti zpracovateld. Pfizer a Instituce se
dohodly, Ze veskeré dohody o zpracovani udaji
musi byt v pisemné forme, a Ze zpracovatelé jsou
povinni jednat v souladu s podminkami Smlouvy.
Pro tcely této Smlouvy je CRO zpracovatelem pro
spoleCnost Pfizer. Instituce a spolecnost Pfizer
budou zodpovédné za jakékoliv poruseni ze strany
zpracovatele, kterého zaméstnala, poruSeni pak
bude povazovano jako by jej zpusobila pfimo
pfislusné Strana.
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Attachment F

Standard contractual clauses

Priloha F

Standardni smluvni dolozky

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

Standardni smluvni doloZky pro prenos osobnich
udaju ze Spolecenstvi do tietich zemi (pienosy ze
spravce na spravce)

Data transfer agreement

Smlouva o pfenosu udaji

between

mezi

Fakultni nemocnice u sv. Anny v Brné, seated at
Pekatska 664/53, 656 91 Brno, Czech Republic,
Company ID: 00159816, TAX ID: CZ00159816,
represented by Ing. Vlastimil Vajdak, Director

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekaiska 664/53, 656 91 Brno, Ceska republika,
Identifikaéni ¢&islo: 00159816, Danové identifikaéni
Cislo: CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem

hereinafter “data exporter”

dale jako ,,vyvozce udaju®,

and

Pfizer Inc., domiciled at 235 East 42nd Street, New
York, New York 10017, US

spole¢nosti Pfizer Inc., se sidlem na adrese 235
East 42nd Street, New York 10017, USA,

hereinafter, “data importer”

dale jako ,,dovozce udaju®,

)

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

jednotlive ,strana®; spolecné ,,strany*.

Definitions

Vymezeni pojmi

For the purposes of the clauses:

Pro tcely této dolozky:
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a) “personal data”, “special categories of
data/sensitive data”, “process/processing”,
“controller”, “processor”’, ‘“data subject”
and “supervisory authority/authority” shall
have the same meaning as in Directive
95/46/EC of 24 October 1995 (whereby
“the authority” shall mean the competent
data protection authority in the territory in
which the data exporter is established);

a) ,osobni udaje”, ,,zvlastni kategorie udaja /
citlivé  daje”, ,,zpracovat/zpracovani®,
»spravee®, ,,zpracovatel®, ,,subjekt udaji“ a
,»dozorovy tfad“ budou mit stejny vyznam
jako ve smérnici ¢. 95/46/ES z 24. fijna
1995 (kde ,urad pravné
zpusobily ufad pro ochranu osobnich udaju
v oblasti, kde se nachazi vyvozce udaji);

znamena

b) “the data exporter” shall mean the
controller who transfers the personal data;

b) ,,vyvozce udaju“ znamena spravce, ktery
prenasi osobni udaje;

c) “the data importer” shall mean the
controller who agrees to receive from the
data exporter personal data for further
processing in accordance with the terms of
these clauses and who is not subject to a
third country’s system ensuring adequate
protection;

€) ,dovozce udaji“ znamena spravce, ktery
souhlasi, Ze obdrzi udaje od vyvozce
osobnich udaji k dal$imu zpracovani v
souladu s ustanovenimi této dolozky, a
ktery nepodléhd systému tieti
zajist'ujici odpovidajici ochranu;

zeme

d) “clauses” shall mean these contractual
clauses, which are a free-standing document
that does not incorporate commercial
business terms established by the parties
under separate commercial arrangements.

d) ,dolozky* znamena tyto smluvni dolozky,
které jsou samostatnym dokumentem, ktery
nezahrnuje komercni podminky stanovené

stranami v

smluvnimi samostatnych

komer¢nich smlouvach.

The details of the transfer (as well as the personal
data covered) are specified in Annex B, which
forms an integral part of the clauses.

Podrobnosti o ptenosu (i o danych osobnich
udajich) jsou uvedeny v Piiloze B, ktera predstavuje
nedilnou soucast dolozek.

I. Obligations of the data exporter

I. Povinnosti vyvozce udaji

The data exporter warrants and undertakes that:

Vyvozce 0daji zaruCuje a zavazuje se Kk

nasledujicimu:
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a) The personal data have been collected, a) Osobni  tdaje  byly  shromazdény,
processed and transferred in accordance zpracovany a preneseny V souladu se
with the laws applicable to the data zakony platnymi pro vyvozce tdaju.
exporter.

b) It has used reasonable efforts to determine b) Vynalozil ptfiméfené Usili a rozhodl, ze
that the data importer is able to satisfy its dovozce tudaju je schopen dodrzet své
legal obligations under these clauses. pravni zavazky podle téchto dolozek.

c) It will provide the data importer, when so c) Poskytne dovozci udaji, na zadost, kopie
requested, with copies of relevant data pfislusnych zakoni o ochrané osobnich
protection laws or references to them udaji nebo odkazy na né (v relevantnich
(where relevant, and not including legal piipadech a bez pravni pomoci) v zemi, kde
advice) of the country in which the data sidli vyvozce tdaju.
exporter is established.

d) It will respond to enquiries from data d) Bude reagovat na dotazy subjektl udaju a
subjects and the authority concerning orgdni v souvislosti se zpracovanim
processing of the personal data by the data osobnich daji dovozcem udaji, pokud se
importer, unless the parties have agreed that v§ak smluvni strany nedomluvily, ze
the data importer will so respond, in which dovozce udaji bude reagovat. V takovém
case the data exporter will still respond to ptipadé bude vyvozce udaji i nadale
the extent reasonably possible and with the reagovat v priméfeném rozsahu a preda
information reasonably available to it if the udaje, které ma rozumné k dispozici, pokud
data importer is unwilling or unable to dovozce 1Udaji nebude ochoten nebo
respond. Responses will be made within a schopen reagovat. Reagovat bude v
reasonable time. priméfeném Case.

e) It will make available, upon request, a copy e) Zpiistupni, na zadost, kopii dolozek

of the clauses to data subjects who are third
party beneficiaries under clause Ill, unless
the clauses contain confidential
information, in which case it may remove
such information. Where information is
removed, the data exporter shall inform data
subjects in writing of the reason for removal
and of their right to draw the removal to the
attention of the authority. However, the data
exporter shall abide by a decision of the

subjektim udaju, které jsou prijemce tieti
strany podle dolozky III, pokud vSak
dolozky nebudou obsahovat diveérné udaje.
V takovém pfipadé muze tyto udaje
odstranit. Pokud informace odstrani,
vyvozce udaji bude pisemné informovat
subjekty udaji o divodu vymazu a o jejich
pravech uvédomit o vymazu ufad. Vyvozce
udaji bude nicméné jednat v souladu s
rozhodnutim Ufadu s ohledem na pfistup
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authority regarding access to the full text of
the clauses by data subjects, as long as data
subjects have agreed to respect the
confidentiality = of the  confidential
information removed. The data exporter
shall also provide a copy of the clauses to
the authority where required.

k aplnému textu dolozek ze strany subjektt
udajt, pokud subjekty tdaji souhlasily se
zachovdvanim  davérnosti  vymazanych
davérnych tdaji. Vyvozce udaji také pieda
kopii dolozek uradu, bude-li to nutné.

Il. Obligations of the data importer

1. Povinnosti dovozce udaju

The data importer warrants and undertakes that: Dovozce tudaji zaruCuje a zavazuje se k
nasledujicimu:
a) It will have in place appropriate technical a) Zavede  odpovidajici  technicka a

and organisational measures to protect the
personal data against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, and
which provide a level of security
appropriate to the risk represented by the
processing and the nature of the data to be
protected.

organizacni opatfeni na ochranu osobnich
udaji pred nahodnym nebo nezakonnym
nebo nahodnou ztratou,
neopravnénym nebo
pristupem. Tato opatfeni budou zajistovat
uroveil ochrany odpovidajici riziku, které
predstavuje zpracovani a povaha udaji,
které maji byt chranény.

zni¢enim
zptistupnénim

b) It will have in place procedures so that any
third party it authorises to have access to
the personal data, including processors, will
respect and maintain the confidentiality and
security of the personal data. Any person
acting under the authority of the data
importer, including a data processor, shall
be obligated to process the personal data
only on instructions from the data importer.
This provision does not apply to persons
authorised or required by law or regulation
to have access to the personal data.

b) Zavede postupy, aby tieti strana, kterou
poveri pristupem k osobnim udajim, véetné
zpracovateldi, respektovala a zachovavala
divérnost a bezpecnost osobnich udaju.
Jakakoli osoba jednajici z povéfeni dovozce
udajii, vCetn¢ zpracovatele tidajli, bude mit
povinnost zpracovavat osobni udaje pouze
podle pokynii od dovozce udaji. Toto
ustanoveni se netykd osob povéfenych
pristupem k osobnim udajim, pfip. od nichz
to vyzaduje zakon nebo nafizeni.

c) It has no reason to believe, at the time of
entering into these clauses, in the existence
of any local laws that would have a

€) Nema dtvod se domnivat, v okamziku
uzavreni téchto dolozek, ze existuji jakékoli
mistni zédkony, které by mély vyznacny
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substantial adverse effect on the guarantees
provided for under these clauses, and it will
inform the data exporter (which will pass
such notification on to the authority where
required) if it becomes aware of any such
laws.

nepfiznivy ucinek na zaruky poskytované v
téchto dolozkach, a bude informovat
vyvozce udaju (ktery pfeda toto oznameni
to tieba), pokud se o
takovych zakonech dozvi.

ufadu, bude-li

d)

It will process the personal data for
purposes described in Annex B, and has the
legal authority to give the warranties and
fulfil the undertakings set out in these
clauses.

d)

Bude zpracovédvat osobni tidaje pro tcely
popsané v Priloze B a ma zakonnou moc
vydavat zaruky a plnit zavazky uvedené v
téchto dolozkach.

e)

It will identify to the data exporter a contact
point within its organisation authorised to
respond to enquiries concerning processing
of the personal data, and will cooperate in
good faith with the data exporter, the data
subject and the authority concerning all
such enquiries within a reasonable time. In
case of legal dissolution of the data
exporter, or if the parties have so agreed,
the data importer will assume responsibility
for compliance with the provisions of
clause I(e).

e)

Identifikuje vyvozci udaji kontaktni bod v
ramci jeho organizace, ktery bude povéten
reagovat na dotazy tykajici se zpracovani
osobnich udaji. Dale bude spolupracovat v
dobré vife s vyvozcem udajii, subjektem
udaja a Gfadem s ohledem na tyto dotazy a
v piimeéfeném case. V piipadé zaniku
vyvozce udaji, piip. pokud se tak smluvni
strany dohodnou, dovozce udaji pfijme
za dodrzovani

odpovédnost ustanoveni

dolozky I(e).

At the request of the data exporter, it will
provide the data exporter with evidence of
financial resources sufficient to fulfil its
responsibilities under clause 111 (which may
include insurance coverage).

Na zadost vyvozce udajli poskytne vyvozci
udaji dikaz o dostatenych financnich
zdrojich k pInéni svych povinnosti podle
dolozky II (kam mulze patfit i pojistné

kryti).

9)

Upon reasonable request of the data
exporter, it will submit its data processing
facilities, data files and documentation
needed for processing to reviewing,
auditing and/or certifying by the data
exporter (or any independent or impartial
inspection agents or auditors, selected by
the data exporter and not reasonably

9)

Na pfiméfenou zadost vyvozce udaju
predlozi vybaveni na zpracovani udaja,
slozky s udaji a dokumentaci potiebné pro
zpracovani k pfezkoumani, auditu a/nebo
osvédCeni ze strany vyvozce udaji (nebo
jiného nezavislého nebo nestranného
nebo  auditora

kontrolnitho  zastupce

vybraného vyvozcem udajii, vuci kterému
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objected to by the data importer) to
ascertain compliance with the warranties
and undertakings in these clauses, with
reasonable notice and during regular
business hours. The request will be subject
to any necessary consent or approval from a
regulatory or supervisory authority within
the country of the data importer, which
consent or approval the data importer will
attempt to obtain in a timely fashion.

dovozce udaji nic v rozumné mife
nenamitd), aby bylo zajisténo dodrzovani
zaruk a zavazki vtéchto doloZzkach, s
pfimétenou ¢asovou lhitou a béhem bézné
pracovni doby. Zadost bude podléhat
veskerym nezbytnym souhlasim nebo
schvalenim ze strany regula¢niho organu
nebo dozorového tfadu v zemi dovozce
udajii, jehoz souhlas nebo schvaleni se

pokusi dovozce udajt véas ziskat.

h)

It will process the personal data, at its
option, in accordance with:

h)

Bude zpracovavat osobni udaje, dle svého
vybéru, v souladu s/se:

i. the data protection laws of the
country in which the data exporter
is established, or

i. zakony na ochranu osobnich udaju
V zemi vyvozce udajii, nebo

ii. the relevant provisions' of any
Commission decision pursuant to
Article  25(6) of  Directive
95/46/EC, where the data importer
complies with  the relevant
provisions of such an authorisation
or decision and is based in a
country to which such an
authorisation or decision pertains,
but is not covered by such
authorisation or decision for the
purposes of the transfer(s) of the
personal data?, or

ii. prislusnymi ustanovenimi®

libovolného  usneseni  komise
v souladu s ¢lankem 25(6) smérnice
€. 95/46/ES, kde dovozce udaji
dodrzuje  pfislusna
takového povéteni nebo usneseni a

ustanoveni

nachazi se vzemi, jiz se toto
poveéteni nebo usneseni tyka, ale
nevztahuje se na néj toto povéteni
nebo usneseni pro ucely prenosu
osobnich udajii?, nebo

! “Relevant provisions” means those provisions of any authorisation or decision except for the enforcement provisions of any
authorisation or decision (which shall be governed by these clauses).

1,,Pfislu§nymi ustanovenimi® se rozuméji ustanoveni jakéhokoli povoleni nebo rozhodnuti s vyjimkou trestniho ustanoveni
jakéhokoli povoleni nebo rozhodnuti (které budou upravovat tyto dolozky).

2 However, the provisions of Annex A.5 concerning rights of access, rectification, deletion and objection must be applied when this
option is chosen and take precedence over any comparable provisions of the Commission Decision selected.
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the data processing principles set
forth in Annex A.

principy zpracovani osobnich udaju
uvedené v Priloze A.

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

Dovozce tudaji  vyznaci, kterou
moznost si vybere: (ii1) ......coveeveenene

Initials of data importer:...................

i)

It will not disclose or transfer the personal
data to a third party data controller located
outside the European Economic Area
(EEA) unless it notifies the data exporter
about the transfer and

i) Nezpfistupni ani nepienese osobni udaje na
spravce Udaja tieti strany mimo Evropsky

hospodarsky prostor (EHP), pokud nejdiive

neuvédomi vyvozce udajii o tomto pienosu

a

the third party data controller
processes the personal data in
accordance with a Commission
decision finding that a third country
provides adequate protection, or

spravee  udaju  tieti
zpracovava osobni udaje v souladu

s usnesenim Komise, kdy bylo

strany

zjisténo, ze tieti strana zajiStuje
odpovidajici ochranu, nebo

the third party data controller
becomes a signatory to these
clauses or another data transfer
agreement  approved by a
competent authority in the EU, or

spravce udaju treti strany se stane
signatafem téchto dolozek nebo
jiné smlouvy o pienosu udaji
schvalené pravomocnym organem

v EU, nebo

data subjects have been given the
opportunity to object, after having
been informed of the purposes of
the transfer, the categories of
recipients and the fact that the
countries to which data is exported
may have different data protection

subjekty udaji dostaly ptilezitost
vznést namitku, poté, co byly
informovany o ucelech pfenosu,
kategoriich pfijemcti a skutecnosti,
ze zem¢, do nichz se udaje
vyvazeji, mohou mit jiné standardy

ochrany udaja, nebo

%Ustanoveni Prilohy A.5 tykajici se prava na pfistup, opravu, vymaz a namitku vSak museji byt aplikovana, kdyz je zvolena tato
moznost, a budou mit pfednost pfed srovnatelnymi ustanovenimi vybraného usneseni Komise.
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standards, or

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

iv. s ohledem na pokracujici prenosy
citlivych udaji udélily subjekty
udajii jednoznacny souhlas

S pokracujicim pfenosem.

I11. Liability and third party rights

I11. Odpovédnost a prava treti strany

a)

Each party shall be liable to the other
parties for damages it causes by any breach
of these clauses. Liability as between the
parties is limited to actual damage suffered.
Punitive damages (i.e. damages intended to
punish a party for its outrageous conduct)
are specifically excluded. Each party shall
be liable to data subjects for damages it
causes by any breach of third party rights
under these clauses. This does not affect the
liability of the data exporter under its data
protection law.

a)

Kazda strana bude odpovédna druhé strané
za Skody, které zpisobi porusenim téchto
dolozek. Odpovédnost mezi stranami se
omezuje na skuteCnou utrpénou Skodu.
Odskodné nad rdmec Skody (tj. Skody s
cilem potrestat stranu za nepfiméiené
jednani) se konkrétné¢ vylucuje. Kazda
strana bude odpovédna subjektim udaji za
Skody, které zptisobi porusenim prav tieti
strany podle téchto dolozek. Nema to vliv
na odpovédnost vyvozce udaji podle jeho
zakona o ochran¢ osobnich tdaju.

b)

The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clause and clauses I(b),
1(d), I(e), (@), 11(c), 1i(d), li(e), 1(h), 1(i),
@), V, VI(d) and VII against the data
importer or the data exporter, for their
respective breach of their contractual
obligations, with regard to his personal
data, and accept jurisdiction for this purpose
in the data exporter’s country of
establishment.  In  cases involving
allegations of breach by the data importer,
the data subject must first request the data
exporter to take appropriate action to
enforce his rights against the data importer;
if the data exporter does not take such
action within a reasonable period (which
under normal circumstances would be one

b)

Strany se dohodly, ze subjekt udaji bude
mit pravo vynucovat jakozto pfijemce treti
strany tuto dolozku a dolozky I(b), I(d),
I(e), (@), l(c), M), HE), 1), (),
@), V, VI(d) a VII vici dovozci udaji
nebo vyvozci Udaji za jejich piislusné
poruseni smluvnich povinnosti, s ohledem
na jeho osobni udaje,
jurisdikci pro tento el v zemi sidla

a ze prijmou

vyvozce udaji. V ptipadech obvinéni z
poruseni ze strany dovozce udaji musi
subjekt wdaji nejdiive pozadat vyvozce
udaju, aby prijal pfislusné kroky k vynuceni
svych prav viaci dovozci 0dajii; pokud
vyvozce udaji takovy krok nepodnikne v
pfiméfené dobé (coz by za normalnich
okolnosti byl jeden meésic), subjekt udaji
mize poté vynucovat sva prava vuci
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month), the data subject may then enforce
his rights against the data importer directly.
A data subject is entitled to proceed directly
against a data exporter that has failed to use
reasonable efforts to determine that the data
importer is able to satisfy its legal
obligations under these clauses (the data
exporter shall have the burden to prove that
it took reasonable efforts).

dovozci udaji pfimo. Subjekt udaji ma
pravo vést soudni fizeni piimo s vyvozcem
udajii, ktery nevynalozil pfimerené usili ke
stanoveni, ze dovozce Udaji je schopen
plnit své zakonné zavazky podle téchto
dolozek (na vyvozci udaji bude lezet
dikazni bfemeno, ze vynalozil piiméfené
usili).

V. Law applicable to the clauses

IV. Zakonna podpora doloZek

These clauses shall be governed by the law of the
country in which the data exporter is established,
with the exception of the laws and regulations
relating to processing of the personal data by the
data importer under clause l1(h), which shall apply
only if so selected by the data importer under that
clause.

Tyto dolozky budou upravovany zakonem zeme, ve
které sidli vyvozce udaji, s vyjimkou zakond a
nafizeni tykajici se zpracovani osobnich 1daja
dovozcem udaji podle dolozky II(h), ktera se bude
aplikovat pouze v piipadé, pokud ji zvoli dovozce
udajii podle této dolozky.

V. Resolution of disputes with data subjects or
the authority

V. Rozhodnuti sport se subjekty udaju nebo
uradem

a) In the event of a dispute or claim brought
by a data subject or the authority
concerning the processing of the personal
data against either or both of the parties, the
parties will inform each other about any
such disputes or claims, and will cooperate
with a view to settling them amicably in a
timely fashion.

a) V piipadé sporu nebo naroku vzneseného
subjektem udaji nebo Gfadem v souvislosti
se zpracovanim osobnich udajii vici jedné
nebo obéma smluvnim strandm se budou
smluvni strany informovat navzijem o
takovém sporu nebo naroku a budou
spolupracovat s vyhledem na jejich smirné
a v€asné urovnani.

b) The parties agree to respond to any
generally available non-binding mediation
procedure initiated by a data subject or by
the authority. If they do participate in the
proceedings, the parties may elect to do so
remotely (such as by telephone or other
electronic means). The parties also agree to

b) Smluvni strany se zavazuji reagovat na
jakékoli obecné¢ dostupné nezavazné
mediacni postupy zahajené subjektem tdaji
nebo ufadem. Pokud se budou ucastnit
soudniho fizeni, smluvni strany se mohou
rozhodnout tak Cinit na dalku (telefonicky
nebo jinak elektronicky). Smluvni strany se
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consider participating in any other
arbitration, mediation or other dispute
resolution proceedings developed for data
protection disputes.

dale zavazuji zvazit ucast v jiné arbitrazi,
mediaci nebo jiném sporu zahdjeném
Z divodu ochrany osobnich udaji.

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

Kazda strana bude dodrzovat usneseni
pravomocného soudu v zemi, kde sidli
vyvozce udajil trad, které je kone¢né a vuci
némuz se nelze nadale odvolat.

VI. Termination

V1. Vypovéd’

a) In the event that the data importer is in a) V piipadé, ze dovozce udaju porusi své
breach of its obligations under these zavazKy podle téchto dolozek, pak muze
clauses, then the data exporter may vyvozce Udaju doCasné pozastavit pienos
temporarily suspend the transfer of personal osobnich udaji dovozci udaji, dokud
data to the data importer until the breach is nedojde k napravé poruseni nebo smlouva
repaired or the contract is terminated. nebude ukon¢ena.

b) In the event that: b) V ptipadg, Ze:

i. the transfer of personal data to the
data importer has been temporarily
suspended by the data exporter for
longer than one month pursuant to
paragraph (a);

i. prenos osobnich udaju na dovozce
udajiit byl doCasné prerusen ze
strany vyvozce udaji na dobu delsi
neZ jeden mésic podle odstavce (a);

ii. compliance by the data importer
with these clauses would put it in
breach of its legal or regulatory
obligations in the country of
import;

ii. dodrZeni téchto polozek ze strany
dovozce udajii by piedstavovalo
poruseni jeho zakonnych nebo
regulacnich
dovozu;

zavazki v zemi

iii. the data importer is in substantial or
persistent breach of any warranties
or undertakings given by it under

iii. dovozce udaji zavaznym nebo
porusuje
jakékoli zaruky nebo zavazky podle

trvalym zpusobem
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these clauses;

téchto dolozek;

iv. a final decision against which no
further appeal is possible of a
competent court of the data
exporter’s country of establishment
or of the authority rules that there
has been a breach of the clauses by
the data importer or the data
exporter; or

iv. kone¢né rozhodnuti, proti némuz se

nelze dale odvolat, ze strany
pravomocného soudu v zemi sidla
vyvozce udaji nebo uradu stanovi,
ze doslo k poruseni téchto dolozek
ze strany dovozce udaji nebo

vyvozce udaji; nebo

v. a petition is presented for the
administration or winding up of the
data importer, whether in its
personal or business capacity,
which petition is not dismissed
within the applicable period for
such dismissal under applicable
law; a winding up order is made; a
receiver is appointed over any of its
assets; a trustee in bankruptcy is
appointed, if the data importer is an
individual; a company voluntary
arrangement is commenced by it; or
any equivalent event in any
jurisdiction occurs

V. je predloZzena petice k organizaci
nebo ukonceni provozu dovozce
udaju, at’ nebo
podnikatelské oblasti, pficemz tato
petice neni
obdobi pro zamitnuti zamitnuta v
souladu s platnymi zakony; je

uz v osobni

v platném casovém

vydan prikaz k ukonceni provozu;
je stanoven piijemce veskerych
aktiv; je stanoven spravce majetku
v upadku, pokud je dovozce udaji
fyzickd  osoba; je  zahajeno
dobrovolné vyrovnani ze strany
spolecnosti; nebo dojde k podobné
udalosti v jakékoli jurisdikei,

then the data exporter, without prejudice to
any other rights which it may have against
the data importer, shall be entitled to
terminate these clauses, in which case the
authority shall be informed where required.
In cases covered by (i), (ii), or (iv) above
the data importer may also terminate these
clauses.

pak vyvozce udaji, bez ohledu na jakakoli
jina prava, kterd muze mit vici dovozci
udajii, bude opravnén vypovedét tyto
dolozky. V takovém piipadé budou dle
poteby informovany ufady. V pripadech
dle bodu (i), (i1) nebo (iv) vySe mize tyto
dolozky vypoveédét také dovozce tidaju.

Either party may terminate these clauses if
(i) any Commission positive adequacy
decision under Article 25(6) of Directive
95/46/EC (or any superseding text) is issued

Kazda strana miize vypovédet tyto dolozky,
pokud (i) bude vydano kladné odpovidajici
usneseni komise v souladu s ¢lankem 25(6)
smérnice ¢. 95/46/ES (nebo nasledujici
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in relation to the country (or a sector
thereof) to which the data is transferred and
processed by the data importer, or (ii)
Directive 95/46/EC (or any superseding
text) becomes directly applicable in such
country.

znéni) ve vztahu k zemi (nebo jeji ¢asti), do
které se Udaje pienaseji a jsou zpracovany
dovozcem 1daji, nebo (ii) smérnice C¢.
95/46/ES (nebo nasledujici znéni) se stane
ptimo platna i pro tuto zemi.

d) The parties agree that the termination of
these clauses at any time, in any
circumstances and for whatever reason
(except for termination under clause VI(c))
does not exempt them from the obligations
and/or conditions under the clauses as
regards the processing of the personal data
transferred.

d) Smluvni strany souhlasi, ze vypovéd’ téchto
dolozek v libovolném okamziku, za
jakychkoli okolnosti a z jakéhokoli divodu
(s vyjimkou vypovédi podle bodu IV(c)) je
nezbavuje jejich zavazkl a/nebo podminek
podle dolozek tykajicich se zpracovani
prenesenych osobnich udaju.

VIIl.  Variation of these clauses

VII. Zména téchto dolozek

The parties may not modify these clauses except to
update any information in Annex B, in which case
they will inform the authority where required. This
does not preclude the parties from adding additional
commercial clauses where required.

Smluvni strany nesméji upravovat tyto dolozky s
vyjimkou aktualizaci informaci v Pfiloze B. V
takovém piipadé budou dle potieby informovat
ufady. To nebrani smluvnim strandm ptfidavat
dopliujici obchodni dolozky, bude-li to tieba.

VIII. Description of the Transfer

VIIl. Popis prenosu

The details of the transfer and of the personal data
are specified in Annex B. The parties agree that
Annex B may contain confidential business
information which they will not disclose to third
parties, except as required by law or in response to a
competent regulatory or government agency, or as
required under clause I(e). The parties may execute
additional annexes to cover additional transfers,
which will be submitted to the authority where
required. Annex B may, in the alternative, be
drafted to cover multiple transfers.

Podrobnosti o pienosu a osobnich udajich jsou
uvedeny v Pfiloze B. Smluvni strany souhlasi, Ze
Ptiloha B muZze obsahovat davérné obchodni
informace, které nezpfistupni tfetim stranam, s
vyjimkou zakonnych pozadavkt nebo v reakci na
pravomocny regulacni ¢i vladni ufad, pifip. jak
vyzaduje dolozka I(e). Smluvni strany mohou
uzavrit dopliujici prilohy, které se budou zabyvat
dal§imi prenosy, které budou v piipadé potieby
predloZeny ufadiim. Pfiloha B muze také fungovat
jako koncept pro nékolik rtiznych ptenosu.
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FOR DATA IMPORTER PRO DOVOZCE UDAJU

Signed / Podepsal:

Printed Name: / Jméno tiskacimi pismeny:
Title / Funkce:

Date / Datum:

FOR DATA EXPORTER PRO VYVOZCE UDAJU

Signed / Podepsal:

Printed Name: / Jméno tiskacimi pismeny: Ing. Vlastimil Vajdak

Title / Funkce: Director/Reditel

Date / Datum:
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ANNEX A

PRILOHA A

DATA PROCESSING PRINCIPLES

PRINCIPY ZPRACOVANI UDAJU

Purpose limitation: Personal data may be
processed and subsequently used or further
communicated only for purposes described in
Annex B or subsequently authorised by the data
subject.

Omezeni ucelu: Osobni tdaje mohou byt
zpracovavany a posléze pouzivany nebo dale
zptistupiiovany pouze pro ucely popsané v
Ptiloze B nebo nasledné schvaleny subjektem
udaju.

Data quality and proportionality: Personal data
must be accurate and, where necessary, kept up
to date. The personal data must be adequate,
relevant and not excessive in relation to the
purposes for which they are transferred and
further processed.

Kwvalita a proporcionalita udaji: Osobni udaje
musi byt presné a aktualni, je-li to tfeba. Osobni
udaje musi byt pifiméfené, relevantni a
nepiekraCovat ucely, pro které jsou pfenaseny a
dale zpracovavany.

Transparency: Data subjects must be provided
with information necessary to ensure fair
processing (such as information about the
purposes of processing and about the transfer),
unless such information has already been given
by the data exporter.

Transparentnost: Subjekty udaji musi dostat
nezbytné¢ informace zajiStujici spravedlivé
zpracovani (naptf. informace o ucelech
zpracovani a o pienosu), pokud jiz takové
informace nesd¢lil vyvozce udaju.

Security and confidentiality: Technical and
organisational security measures must be taken
by the data controller that are appropriate to the
risks, such as against accidental or unlawful
destruction or accidental loss, alteration,
unauthorised disclosure or access, presented by
the processing. Any person acting under the
authority of the data controller, including a
processor, must not process the data except on
instructions from the data controller.

Bezpecnost a davérnost: Spravce tdaji musi
prijmout technické a organizac¢ni bezpecnostni
opatfeni, které budou odpovidat rizikiim, napf.
vi¢i ndhodnému nebo nezdkonnému zniceni
nebo nahodné ztraté, pozménéni,
neopravnénému zpfistupnéni nebo pristupu,
pfedstavovanym zpracovanim. Osoby jednajici
na zakladé poveéfeni spravce udaji, vcetné
zpracovatele, nesmi zpracovavat udaje jinak nez
podle pokynti spravce udaju.

Rights of access, rectification, deletion and
objection: As provided in Article 12 of
Directive 95/46/EC, data subjects must, whether
directly or via a third party, be provided with
the personal information about them that an

Pravo na pfistup, opravu, vymaz a vzneseni
namitky: Jak je uvedeno v ¢lanku 12 smérnice
€. 95/46/ES, subjektim udajt musi (at’ uz ptimo
nebo  prostiednictvim  tieti  strany) byt
poskytnuty jejich osobni udaje, jez jsou v drzeni
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organisation holds, except for requests which
are manifestly abusive, based on unreasonable
intervals or their number or repetitive or
systematic nature, or for which access need not
be granted under the law of the country of the
data exporter. Provided that the authority has
given its prior approval, access need also not be
granted when doing so would be likely to
seriously harm the interests of the data importer
or other organisations dealing with the data
importer and such interests are not overridden
by the interests for fundamental rights and
freedoms of the data subject. The sources of the
personal data need not be identified when this is
not possible by reasonable efforts, or where the
rights of persons other than the individual
would be violated. Data subjects must be able to
have the personal information about them
rectified, amended, or deleted where it is
inaccurate or processed against these principles.
If there are compelling grounds to doubt the
legitimacy of the request, the organisation may
require further justifications before proceeding
to rectification, amendment or deletion.
Notification of any rectification, amendment or
deletion to third parties to whom the data have
been disclosed need not be made when this
involves a disproportionate effort. A data
subject must also be able to object to the
processing of the personal data relating to him if
there are compelling legitimate grounds relating
to his particular situation. The burden of proof
for any refusal rests on the data importer, and
the data subject may always challenge a refusal
before the authority.

organizace, s vyjimkou zadosti, které jsou
zjevné¢ nemistné na zakladé nepfimérenych
intervalti nebo jejich poctu ¢i opakovani nebo
systematické povahy, piip. ke kterym nelze
udélit pristup podle zadkona zem¢é¢ vyvozce
udajii. Pokud ufad vydal ptfedchozi souhlas,
pfistup nelze dale udélit, pokud by to mohlo
vazné poskodit zajmy dovozce udaji nebo
jinych organizaci obchodujicich s dovozcem
udajl, pficemz takové zajmy nemaji prednost
pfed narokem na zdkladni prava a svobody
subjektu udaji. Zdroje osobnich udaji nemusi
byt identifikovany, kdyz to neni priméfené
mozné, piip. pokud by byla naruSena prava
jinych osob nez daného jedince. Subjektim
udajii musi byt umoznéno opravit, pozménit
nebo vymazat jejich osobni udaje, pokud jsou
nepfesné nebo zpracovavané v nesouladu s
témito principy. Pokud existuji padné dtvody
pochybovat o zakonnosti zadosti, organizace
muze pozadovat dalsi odGvodnéni, nez pristoupi
k opravé, zmén¢ nebo vymazu. Treti strany,
kterym byly udaje zpfistupnény, nemusi byt
informovany o opraveé, zméné nebo vymazu,
pokud to ptedstavuje neimérné usili. Subjekt
udajitt musi mit téZ moznost vznést namitku viici
zpracovani svych osobnich 1udaji, pokud
existuji padné zakonné divody tykajici se jeho
konkrétni situace. Dilkazni bifemeno pfi
odmitnuti lezi na dovozci udaju a subjekt udaji
musi pokazdé napadnout toto odmitnuti pied
ufadem.

Sensitive data: The data importer shall take
such additional measures (e.g. relating to
security) as are necessary to protect such
sensitive data in accordance with its obligations
under clause I1.

Citlivé udaje: Dovozce udaji prijme takova

doplnujici  opatfeni  (napf. tykajici  se
bezpecnosti), kterd jsou nezbytnad k ochrané
takovych citlivych daji v souladu s jeho

zavazky podle dolozky II.
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Data used for marketing purposes: Where data
are processed for the purposes of direct
marketing, effective procedures should exist
allowing the data subject at any time to “opt-
out” from having his data used for such
puUrposes.

Vyuziti udaji k marketingovym tuceliim: Pokud
se udaje zpracovavaji pro ucely piimého
marketingu, mély by byt zavedené¢ ucinné
postupy umoznujici subjektu udaju kdykoli se
»Vyvazat® z pouziti jeho udaju pro tyto ucely.

Automated decisions: For purposes hereof
“automated decision” shall mean a decision by
the data exporter or the data importer which
produces legal effects concerning a data subject
or significantly affects a data subject and which
is based solely on automated processing of
personal data intended to evaluate certain
personal aspects relating to him, such as his
performance at work, creditworthiness,
reliability, conduct, etc. The data importer shall
not make any automated decisions concerning
data subjects, except when:

Automatizovand rozhodnuti: Pro ucely tohoto
dokumentu predstavuji ,,automatizovana
rozhodnuti rozhodnuti vyvozce udaji nebo
dovozce udajl, které vytvari pravni nasledky
tykajici se subjektu 0daji nebo vyznamné
ovlivituji subjekt udaji a které jsou zalozZené
vyhradné na automatizovaném zpracovani
osobnich udaji s u€elem posoudit urcité osobni
aspekty tykajici se subjektu udaji, napf. jeho
pracovni vykon, bonita, spolehlivost, chovani
atd. Dovozce udajii nebude provadét zadna
automatizovana rozhodnuti tykajici se subjekti
udaji, s témito vyjimkami:

a) i such decisions are made by the data a) i. takovd rozhodnuti ucini dovozce
importer in entering into or udaju pfi uzavirani nebo provadéni
performing a contract with the data smlouvy se subjektem udajti a
subject, and

. the data} SUbJ?Ct IS given an ii. subjekt udaji dostane pfilezitost
opportunity to discuss the results of hovofit o vysledcich pfislunych
a relevant automated decision with automatizovanych rozhodnutich se
a representative of the parties zastupcem stran, které ucinily takové
making such decision or otherwise rozhodnuti,  piip. jinak  vznést
to make representations to that stiznost k témto  strandm.
parties.

or nebo

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

b) v ptipadech, které jinak vymezuji zakony
vyvozce udaju.
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ANNEX B

PRILOHA B

DESCRIPTION OF THE TRANSFER

POPIS PRENOSU

(To be completed by the parties)

(Vyplni smluvni strany)

Data subjects
The personal data transferred concern the following
categories of data subjects:

Subjekty udaju
Prenasené osobni tdaje se tykaji nasledujicich
kategorii subjektt udajt:

e Study team members, including principal
investigator, sub-investigators, research
staff of any clinical study sponsored by
Pfizer Inc. and conducted by the Data
Exporter in accordance with a Clinical
Study Agreement between the CRO and the
Data Exporter.

o Clenové vyzkumného tymu, véetné hlavniho

zkousejiciho, spoluzkousejicich,
vyzkumnych pracovnikii jakékoli klinické
studie, jejimz zadavatelem je spolecnost
Pfizer Inc., a provadené vyvozcem udajii v
souladu se smlouvou o klinické studii mezi
CRO a vyvozcem udajii.

e Patients (to the extent codified data could
be deemed personal data).

e Pacienti (do té miry, Ze kodované udaje by
bylo mozné povazovat za osobni udaje).

Purposes of the transfer(s)
The transfer is made for the following purposes:

Ucely pienosu
Ptenos se provadi pro nasledujici ucely:

(pienosii)

e To provide assistance and/or supervise the
performance of the Clinical Study
Agreement.

e Poskytnuti soucinnosti a/nebo dohledu nad
provadenim smlouvy o klinicke studii.

e To conduct the study, including any post-
study  activities  (such as  data
reconciliation).

e Provadeni studie, véetné veskerych cinnosti
po ukonceni studie (napr. rekonciliace

lidaji).

e To carry out professional performance
evaluation.

e Posuzovani odbornosti provadeni.

e To determine the involvement of the data
subjects in future research/studies.

e Stanoveni miry zapojeni subjektii uidajii do
budouciho vyzkumu/budoucich studii.
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e To comply with any regulatory o Dodrzeni veskerych regulacnich pozadavkii.
requirements.
Categories of data | Kategorie udaji

The personal data transferred concern the following
categories of data:

Prenasené osobni tudaje se tykaji nasledujicich
kategorii udaji:

e Study team members: Name, business
contact details, CV details, role performed
in the study.

e  Clenové Jméno,
kontaktni

uloha ve studii.

vyzkumného  tymu:

udaje spolecnosti, Zivotopis,

e Patients: no identifiable data is transferred
by the data exporter to the data importer.

e Pacienti: Vyvozce udajit neprenasi Zadné
identifikovatelné udaje dovozci udajil.

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

Piijemci
Prenasené osobni udaje lze zpfistupnovat pouze
nasledujicim pfijemciim nebo kategoriim ptijemci:

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

e Obchodni jednotky skupiny dovozce udajii
(po celém svete), které cas od casu
provadeji ¢innosti s ucely uvedenymi vyse.

o [Co-developers who participate in the

study, as the case may be.]

o [Spoluvyvojari, kteri jsou zapojeni do

studie, dle situace.]

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

o [T partneri zajistujici technickou podporu

pro
databazemi, ve kterych se zpracovavaji

vyvozce udajii v souvislosti s

osobni udaje.

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

o Zastupci zadavatele studie, kteri provadeji
monitorovani a audit.

e Regulatory authorities world-wide.

Regulacni urady po celém svete.
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Sensitive data (if appropriate)
The personal data transferred concern the following
categories of sensitive data:

Citlivé udaje (hodi-li se)
Prenasené osobni tudaje se tykaji nasledujicich
kategorii citlivych udajt:

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

o Zadné. Predevsim zdravotni tidaje pacienti
Jjsou nejdrive kodifikovany vyvozcem udaju
takovym zpiisobem, Ze tyto zdravotni udaje
nelze priradit konkrétnimu pacientovi bez
pouziti kodu. Tento kod md pouze vyvozce
udajii a musi jej uchovavat samostatné a za

technickych a
organizacnich opatreni, aby kod nebylo

pouZziti takovych

mozné priradit zadnému identifikovanému
nebo identifikovatelnému pacientovi.

Data protection registration information of data
exporter (where applicable)

Udaje o registraci vyvozce udaji k ochrané
osobnich udaji (dle situace)

o “Not applicable”

e, Neuplatiuje se*

Additional useful information (storage limits and
other relevant information)

Doplitujici  uzitecné  informace (omezeni

uchovavani a jiné relevantni informace)

e Personal data shall be kept as long as they
are necessary for the purposes for which
the data were transferred as described
hereunder.

e Osobni udaje se budou uchovivat tak
dlouho, jak to bude nezbytné pro ucely, pro
které byly tyto udaje prendseny, jak je
popsano nize.

Contact points for data protection enquiries

Kontaktni mista pro Zadosti tykajici se ochrany
osobnich udaji

Data importer

Dovozce udaji
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Data exporter

Vyvozce udajiu

Data Protection Officer: XXXXXXXXX Povéfenec  pro

Fakultni nemocnice u sv. Anny v Brn¢
Address: Pekaiska 664/53, 656 91 Brno
Tel. XXXXXXXXX

E-mail: XXX XXXXXX

XXXXXXXXX

Fakultni nemocnice u sv. Anny v Brné
Adresa:  Pekaiska 664/53, 656 91 Brno
Tel. XXX XXXXXX

E-mail:  XXXXXXXXX

udaji:

Site No. XXXXXXXXX
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Attachment G Ptiloha G
COPY OF THE INSURANCE CERTIFICATE KOPIE POJISTNEHO CERTIFIKATU
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