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CLINICAL STUDY AGREEMENT
between
inVentiv Health Clinical UK Ltd.
and
Krajské zdravotni, a.s.

Pfizer Protocol # B9991009

This Clinical Study Agreement (“Agreement”)
between

inVentiv Health Clinical UK Ltd., with a place
of business at Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA United
Kingdom (“CRO”)

and

Krajskd zdravotni, a.s., with a place of business
at Sociflni péfe 3316/12A, 401 13 Ust nad
Labem, Czech Republic, Identification number;
25488627, Tax ID: CZ25488627, represented by
Ing. Petrem Fiala, CEO. Study will be conducted
at Department of Oncology in Krajské zdravotni,
a.s. - Masarykova nemocnice Usti nad Labem, o.
z., V Podhéjf 21, 401 13 Usti nad Labem, Czech
Republic (“Institution”),

when _gi i is effective as
of

Pfizer Inc (“Pflzer”) wishes to sponsor a clinical
study entitled “A PHASE 3, MULTICENTER,
RANDOMIZED, OPEN-LABEL STUDY OF
AVELUMAB (MSB(0010718C) ALONE OR IN
COMBINATION WITH PEGYLATED
LIPOSOMAL DOXORUBICIN VERSUS
PEGYLATED LIPOSOMAL DOXORUBICIN
ALONE IN PATIENTS WITH PLATINUM-
RESISTANT/REFRACTORY OVARIAN

CANCER” (:tndi") to be conducted by I
(“Principal Investigator™) at
Institution under the Pfizer protocol identified

above (“Protocol”). Pfizer has delegated
responsibility for management of this Study,
including contracting and Study monitoring, to
CRO, and has authorized CRO to bind Pfizer to all
commitments within this Agreement identified as
belonging to Pfizer. There is a separate
agreement between CRO and the Principal
Investigator relating to the Study (see Section 1.3

Site N°1227

SMLOUVA O KLINICKEM HODNOCENT(
mezi
inVentiv Health Clinical UK Ltd.
a
Krajskou zdravotni, a.s.

Protokol spoletnosti Pfizer & B9991009

Tato Smlouva o klinickém hodnocenf (dile jen
»Ssmlouva“) uzaviend mezi

inVentiv Health Clinical UK Ltd., se sidlem v
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire SL6 7AA Spojené
krilovstvf (dile jen ,,CRO“)

1

Krajskd zdravotni, a.s., se sidlem Sociélni pé&e
3316/12A, 401 13 Ustl nad Labem, Ceskd
republika, IC: 25488627, DIC: CZ25488627,
zastoupend Ing. Petrem Fialou, generdlnim
feditelem. Studie bude provddéna na
onkologickém odd¥lenf Krajské zdravotni, a. s. -
Masarykovy nemocnice Usti nad Labem, o. z., V
Podhdji 21, 401 13 Usti nad Labem, Ceské
republika (déle jen ,Instituce),

Spole€nost Pfizer Inc. (dile jen ,spoletnost
Pfizer) mé v Gmyslu stit se zadavatelem
klinického hodnocent 8 ndzvem
»RANDOMIZOVANA, MULTICENTRICKA,
OTEVRENA STUDIE FAZE 3 AVELUMABU
(MSB0010718C) SAMOTNEHO NEBO V
KOMBINACI S PEGYLOVANYM
LIPOZOMALNIM DOXORUBICINEM
PROTI SAMOTNEMU PEGYLOVANEMU
LIPOZOMALNIMU DOXORUBICINU U
PACIENTEK § RAKOVINOU VAJECNIK(
REZISTENTNI/REFRAKTERN{ A0
PLATINE“ (dgle jen ,Studie¥), kieré bude
providéno pod vedenim

B (il jen ,hlavni zkouSejic*) v
Instituci podle vy¥e uvedeného protokolu
spolefnosti Pfizer (dile jen »Protokol").
Spole€nost Pfizer delegovala odpov&dnost za
vedeni této studie, vdetnd uzavirdn{ smluv 2
monitorovind studie, na CRO a zmocnila CRO
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below).

The parties agree as follows:
Responsibilities

1.

1.1

1.2

Investigators and Research Staff,
The Study will be conducted by

Institution’s Principal
Investigator. Institution will
ensure that individuals who assist
in the conduct of the Study as sub-
investigators or research staff who
are employees or contractors of
Institution are  appropriately
trained and qualified.

Compliance =~ Obligations.
Institution is responsible to CRO
and Pfizer for compliance by all
Study personnel who are
Institution employees or
contractors with the terms of this
Agreement and International
Conference on Harmonization
Good Clinical Practice (ICH
GCP) guidelines, as well as
applicable law, regulations, and
governmental guidance, including
namely Act No. 378/2007 Coll. on
Pharmaceuticals, as amended
(“Pharmaceuticals Law™),
Regulation of the Ministry of
Health and Ministty of
Agriculture No. 226/2008 Coll. on
Good Clinical Practice and
Specific Terms for Clinical Trials
of Pharmaceuticals, as amended,
Regulation of the Ministry of
Health and  Ministry of
Agriculture No. 86/2008 Coll. on
Good Laboratory  Practice
concerning Pharmaceuticals, as
amended, Regulation of the
Ministry of Health and Ministry of
Agriculture No. 84/2008 Coll., on

zavazovat spolefnost Pfizer k plnéni ve¥kerych
zdvazkl vtéto smiouv¥, u kterych je vyslovnd
uvedeno, Ze néle# spoletnosti Pfizer. Mezi CRO
8 hlavnim zkoudejicim existuje samostatnd
smlouva tykajfci se Studie (viz &l4nek 1.3 niXe).

Strany se dohodly na nésledujicim:
L. Povignosti

1.1 Zkoudejfcl g vyzkumn{ pracovnici.
Studii povede Hlavnl zkouSejici
Instituce. ~ Instituce zajisti, Ze
Jjednotlivei, ktet{ budou
spolupracovat pfi provid&ni studie
jako spoluzkoudejici nebo jako
vyzkumn{ pracovnici a ktef{ jsou
zaméstnanci nebo dodavateli
Instituce, jsou nileZit& vy¥koleni a
kvalifikovéni.

1.2 Z4 ohl
pledpist. Instituce odpovidd CRO
a spoletnosti Pfizer za to, %e
viichni pracovnici podilejici se na
Studii, ktef{ jsou zaméstnanci
Instituce nebo jejimi dodavateli,
budou dodrZovat podminky této
Smlouvy, doporuden{
Mezindrodnf  konference pro
harmonizaci sprévné klinické
praxe (ICH GCP) a pfishuiné
zékony, naffzeni a vlddni pokyny,
vietnd zékonu
¢. 378/2007 Sb., o létivech, ve
znéni pozd&j§ich predpisi (ddle
jen ,zdkon o 1é&ivech®), vyhldsku
Ministerstva  zdravotnictvi a

Ministerstva zemedélstvi
¢. 226/2008 Sb., o sprévné
klinické praxi a  bliZ$ich
podminkéch klinického hodnocent

lé¢ivych plpravkd, ve zné&nf
pozd&jdich predpisi, vyhlssku
Ministerstva  zdravotnictvi a
Ministerstva zem&d&lstvi
&. 86/2008 Sb., o stanoveni zésad
spravné laboratorni praxe v oblasti
lékiv, ve zn&ni pozd&j¥ich
pfedpisd, vyhld$ku Ministerstva

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_[JJ025<p16_Final
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1.3

1.4

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. Institution
will provide appropriate oversight
of  Principal Investigator’s
activities within the Institution.

Agreement between CRO and
Principal Investigator.  Study
conduct by Principel Investigator
and Principal Investigator’s
associated obligations to CRO and
Pfizer are documented in a
separate agreement between CRO
and  Principal  Investigator.
Institution confirms that it is
aware of this separate agreement.
Institution further confirms that it
has received a copy of that
agreement (either with or without
inclusion of the Study Budget
attachment) or has been otherwise
satisfactorily informed as to
Principal Investigator’s Study-
related rights and responsibilities.

Division of _Responsibilities.

Institution, as the employer of the
Principal Investigator, hereby
grants its express consent to the

Principal Investigator’s
participation in the Study
according to the separate

Agreement and for compensation
agreed with CRO and Pfizer
according to Section 304(1) of Act
No. 262/2006 Coll., Labor Code,
as amended. Institution may not
reassign the conduct of the Study

— Krajska zdravotnf, a.s.

PFIZER — 15PFZ0711 (B9991009) — CZE — CTA j
Principal Investigator Name: — Site N°1227

1.3

1.4

zdravotnictvi a
zem&delstvi & 84/2008  Sb,,
osprévné  Iékdrenské  praxi,
bliz§ich podminkéch zachézeni
8 1étivy v lékdrnéch,
zdravotnickych  zafizenich a
u dal¥ich provozovateli a za¥{zeni
vydéavajicich 1é¢ivé piipravky, ve
znéni pozdéjifch pfedpisi, a
zékon &. 372/2011 Sb.,,
o zdravotnich sluZbdch a
podminkich jejich poskytovéni,
ve znni pozdéjlich predpist.
Institucebude dohliZet na
provddéni klinického hodnoceni
Hlavnim zkou3ejicim v Instituci.

Smlouva mezi CRO a Hlavnim

zkoudejicim.  BLZA( podminky
providén{  Studie

zkoudejicim a souvisejici zﬁvazky
Hlavniho zkoudejictho vii¢éi CRO
a spoletnosti Pfizer jsou uvedeny
v samostatné smlouvd mezi CRO
2 Hlavnim zZkouSejicim. Instituce
potvrzuje, Ze si je vidoma této
samostatné smlouvy. Instituce
déle potvrzuje, Ze obdr¥ela kopii
uvedené smlouvy (af  ji2
s ptilohou Rozpottu studie, anebo

Ministerstva

bez nf) nebo byla jinym
dostatetnym zplisobem
informovina o pridvech a
povinnostech Hlavniho

zkoudejfctho  souvisejicich  se
Studif.

jeko  zaméstnavatel Hlavnfho
zkousejiciho timto  Hlavnimu
zkoudejicimu udéluje dle
§ 304 odst. 1 zékona
&. 262/2006 Sb., zdkoniku price, v
platném znéni vyslovny souhlas
jeho WGlasti na Studii podle
samostatné smlouvy, a to za
odménu dohodnutou s CRO a
spoletnost! Pfizer. Instituce nesmf
bez  pfedchozfho  pisemného
souhlasu CRO povéfit vedenim

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJ 025ep16_Final
Page 3 of 87



Confidential

Site N°1227

PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Krajsk4 zdravotni, a.s.
Principal Investigator Name:

1.5

to a  different Principal
Investigator without prior written
authorization from CRO.
Institution and Principal
Investigator will determine the
division of  responsibilities
between Institution and Principal
Investigator for Study-related
activities required by the Protocol
or identified in this Agreement or
the agreement between CRO and
Principal Investigator. However,
Principal Investigator will, at
minimum, assume all those
responsibilities ~ assigned to
principal investigators by the
relevant regulations governing the
conduct of clinical investigations.
Institution further agrees to
cooperate with CRO or Pfizer if
needed to help resolve any issues
relating to compliance by
Principal Investigator with his/her
Study-related responsibilities.

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

Pfizer_15PFZ0711_B9991009_CZE

1.5

_CTAINS

Page 4 of 87

studie jiného Hlavniho
zkoudejictho. Instituce a Hlavnf
zkousejici uréf rozdéleni
povinnostft mezi Instituci a
Hlavnfho zkoulejictho u &innost
tykajicich se Studie, které
vyZaduje Protokol nebo které jsou
stanoveny v této Smlouvé nebo ve
smlouvé mezi CRO a Hlavnim
zkouSejicim. Hlavni zkouSejici
viak bude mit pfinejmeni¥im ty
povinnosti, které Hlavnim
zkouSejicfm  uklédajf pi{sludné
praivai  pfedpisy  upravujicf
provadéni klinického hodnoceni.
Instituce déle souhlasi, %e bude v
piipadZ potfeby spolupracovat s
CRO a spoletnosti Pfizer na
vyleSeni jakychkoli zéleZitost],
které se tykaji pln¥ni povinnostf
Hlavntho zkoudejictho v rémci
Studie.

Skolen{ spréivné klinické praxe
(GCP) poskytované _spoletnosti
Pfizer. Pfed prvnim zatazenfm
subjektd do Studie (definovaném
v Clinku 4, Zafazeni subjekti)
absolvuji Hlavnf zkoudejic{ a
viichni spoluzkoulejici ¥koleni
sprivné klinické praxe
poskytované spoletnostf Pfizer
(dile jen ,Skoleni GCP
spolefnostl Pfizer”).  Viichni
zkouSejici, kteFf se do Studie
zapojfl pozddji, absolvuji ¥koleni
GCP spoletnosti Pfizer pted tim,
neZ zanou vykondvat povinnosti
souvisejici se  Studif. U
dlouhodobych studil absolvuji
Hlavnd zkoudejicd a  vdichni
spoluzkoudejici  Skoleni GCP
spoleCnosti Pfizer ka¥dé tfi roky
po dobu trvéni Studie nebo i

CastEji, jestliZze dojde

k vyznamnym zm&nAm

vpokynech ICH GCP nebo

v materidlech koleni,
02Sepl16_Final
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Funding. CRO will provide funding to
Institution as  compensation for
Institution’s services and the wuse of
Institution’s facilities for the Study as
delineated in Attachment A, Study Budget
and Payment Terms, and subject to the
terms specified in that Attachment, CRO
will provide funding to the Principal
Investigator as compensation for Principal
Investigator’s Study conduct activities
under the agreement between CRO and
Principal Investigator. The Institution
hereby consents to providing the Ethics
Committee of the Institution and the
Ethics Committee for a multi-center study
with this Agreement in substantiation of
the Study conditions in accordance with

the Pharmaceuticals Law.
2.1 Investigator Meetings. If any

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

22  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

Financovéni. CRO zajistf Instituci
financovéni a uhradi Instituci odménu za
sluZby poskytnuté v souvislosti se Studif,
jak jsou uvedeny v pifloze A, Rozpolet
Studie a platebni podminky, a podle
podminek stanovenych v této ptiloze.
CRO poskytne financovén{ Hlavnimu
zkouSejicimu & uhradf  Hlavnimu
zkouejicimu odménu za vedeni Studie
podle smlouvy mezi CRO a Hiavnim
zkouSejicim. Instituce timto souhlasi s
poskytnutim této smlouvy mistnf etické
komisi a etické komisi pro multicentricks
hodnoceni 2za tlelem opodstatnéni
podminek Studie v souladu se zdkonem
o lé&ivech.

2.1  Schizky zkouSejicich. Pokud je
od pracovnik podﬂejfc[ch s€ na
Studii, kteff jsou zaméstnanci
nebo dodavatelé Instituce,
vyZadovéna t{tast na schﬁzkéch
zkoudejicich zapojenych do této
Studie, CRO za¥df & pfimo uhrad{
dopravu a ubytovini a pokryje
plim&¥ené niklady na stravovanf v
souvislosti s témito schiizkami,
nebude v¥ak za takovou Gdast
poskytovat odménu. Pokud
Instituce mus{ schvalit t&ast
Hlavntho zkouSejiciho na t&chto
schizkdch, nebude toto schvilenf
neplfiméfenym zplsobem
odmiténo nebo odklddéno.

2.2 Zvefejnénl informaci spolenosti
Pfizer. V =zéjmu transparence
svych finandnfch vztahll se
zkouSejicimi a2 studijnfmi
pracovi§ti, nebo z ditvodu zaji¥tén{
dodrZovéni pfisluinych mistnich
pravnich pledpisi, muZe
spolefnost  Pfizer  zvefejnit
finanéni odménu, kierou podle
této Smilouvy poskytuje. Takové
zvefejnénfl  spolednost! Pfizer

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJj 025¢016_Final
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differentiate between payments or
other ftransfers of wvalue to
institutions and those made to
individuals.

3. Protocol. Institution will perform Study- 3.
related activities in accordance with the
Protocol, including, but not limited to,

adverse event reporting,
3.1 Amendments. The Institution

agrees that the Protocol may be
modified only by a written
amendment, approved by Pfizer,
the Principal Investigator, and the
responsible EC 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 Study
Subjects currently under
treatment, Principal Investigator
will notify CRO and/or Pfizer and
the responsible Ethics Committee
and SUKL (as applicable) as soon
as practicable but, in any event, no
later than one working day after
the change is made. No such
change made for the safety of
Study Subjects currently under
treatment will be applied to any
future Study Subjects unless it is
approved by Pfizer and the
responsible Ethics Committee and
SUKL (as applicable) and
documented in a written Protocol
Amendment.

3.2 No Additional Research. No

additional rescarch may be

miZe identifikovat jak Instituci,
tak i Hlavnfho zkoudejictho, ale
bude zfeteln® rozlifovat mezi
platbami a jingmi pfevody hodnot,
jeZ jsou poukézény institucim, a
t¥mi, je* jsou poukdziny
jednotliveim.

Protokol. Instituce bude providét &innosti
souvisejic! se Studii vsouladu s
Protokolem, v&etn& hldSeni neZddoucich
pffhod.

3.1  Dodatky. Instituce souhlasf s tim,
%e Protokol lze upravovat pouze
pisemnym dodatkem schvilenym
spolenosti  Pfizer, Hlavnim
zkou3ejicim, odpov¥dnou etickou
komisi a SUKL (dédle jen
ndodatek), 8 vyjimkou
naléhavych zmé&n nezbytnych z
divodu ochrany bezpe&nosti
subjektd Studie (definovanych v
Elénku 4, Za¥azenf subjektd) tak,
jak jsou popsény v Protokolu. Je-
li nezbytné odchylit se od
Protokolu z naléhavych divodi
tykajicich se bezpetnosti subjektl
Studie, které prévé podstupujf
1é&bu, uvédomi otom Hlavni
zkoudejicf CRO a/nebo spolednost
Pfizer a odpov&inou etickou
komisi & SUKL (pokud je to
vyZadovéno) co moZnd nejdfive,
aviak ne pozdeji neZ jeden
gracovn{denpo provedenf zm&ny.

Adné takovd zm¥na provedend z
divodu zajisténi bezpednosti
subjektl studie, které prévé&
podstupuji 1é¢bu, se nebude
vztahovet na Zidné budouci
subjekty Studie, pokud nebude
schvdlena spoletnosti Pfizer a
odpovidnou etickou komis{ a
SUKL (pokud je to vyZadovéno) a
doloZena jako pfsemny dodatek k
Protokolu.

32  Zidny dodatelny vyzkum. Na
subjektech Studie (definovanych v

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_[JJl 025¢p16_Final
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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.

Subject Enrollment. Institution has agreed
through Principal Investigator to enroll
qualified Study participants during the
Pfizer-specified enrollment period, unliess
CRO, upon Pfizer’s prior instructions,
modifies the enrollment period by written
notice. A qualified participant is one who
meets all Protocol criteria for inclusion in
the Study (“Study Subject”).

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.

Study Conduct

5.1 Charging Study Subjects.
Institution will not charge a Study
Subject or third-party payer for
Investigational Drug (see
Section 8, Investigational Drug) or
for any services reimbursed by

CRO under this Agreement or the
agreement between CRO and
Principal Investigator.

52 Safety Measures and Serious

Breaches. Institution will inform

tlénku 4, Zafazenf subjekt) nebo
na biologickych vzorcich
odebranych v prib&hu Studie
nesm{ byt vprib&hu Studie
providén  Zidny  dodatedny
v¥zkum, pokud to nenf schvéleno
spoletnostf Pfizer a
zdokumentovéno dodatkem
protokolu nebo ulindno za
vzdjemné pfijatelnych podminek
zazngmenanych stranami jinym
zplsobem.

Zatazenf subjektl. Instituce souhlasf s tim,
Ze v priib&hu doby stanovené spoleénosti

Pfizer zafadi prostfednictvim Hlavntho
zkoudejiciho do Studie zplisobilé tastniky
Studie, pokud CRO na ziklads
ptedchozich pokynll spoleénosti Pfizer
nezm#ni obdobi zafezovéni pisemnym
oznamenim. Zpisobily ulastnik je osoba,
kterd spliiuje viechna kritéria Protokolu
pro zafazeni do Studie (déle jen ,,Subjekt
Studie“).

4.1  Multicentrické studic. =~ CRO
miZe na zdkled® pledchozich

pokyni  spoletnosti  Pfizer
pledasn® ukondit zafazovéni
Subjektt Studie, jestliZe bylo
dosaZeno zafazeni celkového
pottu Subjektl potfebného pro
multicentrickou  Studii  pfed
koncem zafazovactho obdobf pro
tuto Studii.

Provédén{ Studie
5.1 Utovénd poplatkd  Subjektim

Studie. Instituce nebude wUttovat
Subjektim Studie ani thetim
platcim hodnocené 1éivo (viz
Clanek 8, Hodnocené 1é%ivo) ani
jiné sluZby, které hradi CRO
podle této Smlouvy nebo podle
Smlouvy mezi CRO a Hlavnim
zkouSejicim.

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|J o25p16_Fina

Page 7 of 87



Confidential

Principal Investigator Name:

PFIZER ~ 15PFZ0711 (B999 — — — Krajska zdravotnf, a.s.
Site N°1227

53

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

Institution’s  Insurance. The
Institution, by signing this
Agreement, confirms that the
Institution, the facility in which
the Study will be conducted and
its employees who will conduct

the Study are covered by valid and
sufficient insurance of liability for
damage caused by provision of
health care according to applicable
legal regulations.
6. Data Protection and FDA Financial
Disclosure
6.1  Personal Data. Personal data is

any information from which it is
possible to identify an individual.
Personal data that concerns health
information is sensitive personal
data. Personal data collected in
association with the Study will
include personal data relating to
the Principal Investigator, sub-
investigators, research staff, third
parties, and possibly Study
Subjects (which could include
semsitive personal data)
(collectively “Personal Data”).
Such Personal Data may be
subject to specific legislation
relating to its processing, storage,
transfer and use. Institution will
comply with all relevant laws
relating to the protection and use
of Personal Data and data privacy,
namely Act No. 101/2000 Coll. on

5.3

zavazuje neprodleng informovat
CRO (pHmo & prostfednictvim
zkoudejictho)  (a)
v pffpadé jakéhokoli urgentntho
bezpefnostniho opatfenf, které
Hlavnf zkouSejici pouije v z4jmu
ochrany Subjektd Studie proti
okamZitému riziku a (b) v ptipads
jakéhokoli zévaZného poruseni
Protokolu nebo pokynil ICH GCP,
o kterych se Instituce dozvi.

Pojifténi  Instituce.  Instituce
podpisem této Smlouvy potvrzuje,
Ze Instituice mé uzavieno
dostatené pojisténi odpovidnosti
za fkodu zplisobenou
poskytovinim zdravotni péde v
souladu  splatnymi  prdvnfmi
predpisy, které zahmuje
pracovist®, kde bude Studie
providéna a jejl zaméstnance,
ktet{ budou Studii provadét.

ovin{ finan&nich

informaci FDA

6.1

Osobn{ Gdaje. Osobnimi Gdaji se
rozumf vedkeré informace, na
jejichz  zdklad® je moZné
identifikovat jednotlivce. Osobni
Udaje, které se tykaji zdravotnich
informacf, jsou citlivé osobni
Gdaje. Osobni idaje shroméZ¥déné
ve spojeni se studii budou
zahrnovat osobni idaje tykajici se
Hlavniho zkou3ejiciho,
spoluzkousejicich, vyzkumnych
pracovniklt, tfetich stran a
pfipadng subjektd Studie (které by
mohly obsahovat citlivé osobni
udaje) (spoleiné dile jen ,,0sobni
adaje*). Takové osobni Gdaje
mohou  podléhat  zvld¥tnim
privinim pfedpisim tykajicich se
jejich zpracovéni, uchovévéni,
pfenosu a pouXvini. Instituce
bude pfi Cinnostech souvisejicich
se Studif dodrZovat vi¥echny

Pfizer_15PFZ0711_B9991009_CZE_CTA lNS_-OZScpl(S_Final
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6.2

6.3

Protection of Personal Data, as
amended, (“Data Act”), in its
Study-related

activities. Institution will take all
appropriate technical and
organizational = measures  to
prevent damage to, or disclosure,
unauthorized or unlawful
processing, or accidental loss or
destruction of such Personal
Data. CRO and Pfizer will take
appropriate measures to protect
the confidentiality and security of
all Personal Data that they receive
in connection with the Study.

Use by CRO and Pfizer, Personal
Data will be processed and used

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

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”), Institution will
ensure that any sub-investigator
engaged in the Study who is an
Institution employee or contractor
agrees to disclose to CRO and
Pfizer all relevant financial and
other information (including
details of equity interests in Pfizer
or any of its affiliates) relating to

6.2

6.3

piisludné zikony tykajici se
ochrany a pouZivéini osobnich
Gidajd a utajeni ddaj, zejména
zdkon &, 101/2000 Sb., o ochrang
osobnich  Gdajl, ve zn&nf
pozd&jSich pfedpisi (déle jen
wzdkon o ochran® osobnich
tdajii*). Inmstituce piijme velkerd
technickd a organizaini opatfeni,
aby zabrdnila neoprdvnénému
nebo nezékonnému zpracovén,
ndhodné ztrété, znifeni nebo
poSkozeni &i prozrazenf osobnich
tdaji. CRO a spolednost Pfizer
pfijmou pisluni opatfenf, aby
ochrénily div&rmost a bezpe&nost
veSkerych osobnich Gdajfi, které
obdrZ v souvislosti se Studif.

PouZ{vénf Gidajl spole&nosti Pfizer
a CRQ, Osobni ddaje budou
zpracovivany a pouXiviny pro
tucely provédeni této Smlouvy a v
souvislosti se Studif. Informace
tykajici se Hlavniho zkoudejiciho,
spoluzkou¥ejicich & vyzkumnych
pracovniki budou uchovivény v
jedné nebo vice databdzich pro
jejich moZné vyuZit{ v budoucim
vyzkumu a z divodu vyhovénf
poZadavki  orgdnd  stitntho
dozoru.

Zplistupnéni finandnich vdajd, Vv
pifpadech, kdy spole®nost Pfizer
shleds, Ze se na Studii vztahuje
natizen{ emerického Ufadu pro
kontrolu potravin a 1&iv (,,FDA“)
nazvané ,Sdélovini finan&nich
informacf{ zkoudejicimi
v klinickém vyzkumu* (déle jen
»nafizenf FDA“), Instituce zajisti
souhlas vSech spoluzkouSejicich
podilejicich se na Studii, kteff jsou
zaméstnanci nebo  dodavateli
Instituce, se sd€lovinim ve¥kerych
pHislusnych finan&nich a dal¥{ch
informaci CRO a spolednosti
Pfizer (vietnd®  podrobnost!

Pfizer_t5PFZ0711_B9991009_CZE_CTA INS [ 025cp16_Final
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6.4

7. Informed

the sub-investigators (and, where
relevant, spouse and dependants
of sub-investigator) as required
by CRO to enable Pfizer to
comply with the FDA Regulation.

Disclosure and Transfer, Some of
the Personal Data discussed in this

Section 6 may be disclosed or
transferred to other members of
the CRO or Pfizer group of
companies, to representatives and
contractors working on behalf of
the CRO or Pfizer group, and to
regulatory authorities across the
world. When applicable, the
Institution will ensure that all
necessary consents are in place to
comply with the provisions of this
Section 6 with respect to any
affected employees or contractors
of Institution.

Consent _and _ Subject

Recruitment.

7.1

Informed Consent. Institution will
cooperate with Principal
Investigator to ensure that a
written informed consent is
obtained for each Study Subject
and that a signed original of that
consent is maintained in that
Study Subject’s record. CRO
and/or Pfizer will provide 2
template  informed  consent
document for the Study which has
been approved by the EC and
SUKL. Institution and Principal
Investigator must not make any
changes to this document without
the prior written approval of the
CRO or Pfizer (including any
revisions made during the course

Pfizer 15PFZ0711_B9991009 CZE CTA INS
Page 10 of 87

6.4

o majetkové Glasti ve spoletnosti
Pfizer nebo jejich pfidruZenych
spolenostech) ve vztahu ke
spoluzkou$ejicim (a
v relevantnich pHpadech také ve
vztahu k manZelim, manZelkim a
zévislym osobdm
spoluzkoudejicich), jak to
vyZzaduje CRO, aby umoZnili
spoletnosti Pfizer splnit
poZadavky naf{zen{ FDA.

ZpHistupnénl g plenos. Nekters
osobni udaje, jimi¥ se zabyvd
Elének 6 této Smlouvy, mohou byt
sdéleny nebo pfeddny jinym
glenim CRO nebo skupiny
spoletnostf Pfizer, zéstupcim a
dodavatelim pracujicim jménem
CRO nebo jménem skupiny Pfizer
a kontrolnim dfediim po celém
svét®, V pfipadé potfeby Instituce
zajisti ziskén{ veSkerych

nezbytnych souhlasi, aby bylo
vyhovéno ujedninim &ldnku 6 této
Smlouvy ve vztahu ke viem
dotfenym zaméstnancim nebo
dodavatelim Instituce.

Informovany souhlas. Instituce ve
spolupréci s Hlavnim zkou¥ej{cim
zajistf, %e od kaXdého subjektu
Studie bude ziskén informovany
souhlas a Ze podepsany stejnopis
tohoto souhlasu bude uloZen
v zdznamech piislu§ného subjektu
Studie. CRO nebo spole&nost
Pfizer poskytne pfedlohu
dokumentu informovaného
souhlasu pro Studii, kterd byla
schvélena nezévislou EK a SUKL.
Instituce ani Hlavni zkou3ejici
nesmi v tomto dokumentu
provédét 24dné zmeny, aniz by
obdrZeli plfedchozi  pisemny
sovhlas CRO nebo spolefnosti
Pfizer diffive neZ upraveny

02Sep16_Final
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of the Study) before the revised
informed consent document is
used. The Institution must not
recruit potential Study Subjects to
participate in the  Study,
commence the research covered
under this Agreement, or
administer the Investigational
Drug (2s defined below) to the
Study Subjects unless and until a
valid informed consent has been
obtained from each Study Subject
through Principal Investigator.

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

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

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

dokument informovaného
souhlasu pouZiji (vlend
jakychkoli (Gprav provedenych
béhem Studie). Instituce nesmi
provadét nédbor potencidlnich
subjektd Studie pro tfast ve
Studii, zahdjit vizkum, na ktery se
vztahuje tato Smlouva, nebo podat
hodnocené 1&&ivo (definovéno
niZze) subjektim Studie, dokud
Hilavni zkouSejici neziskal platny
informovany souhlas od kaZdého
subjektu Studie.

72  Nébor subjekifi Instituce ve
spoluprdci 8 Hlavnim zkouSejicim
poskytne CRO piile¥itost provetit
a schvélit obssh vefkerych
materialld tykajicich se ndboru do
Studie zaméfenych na potencidlnf
subjekty Studie pted tim, neZ tyto
materidly  pouZije. Tento
poZadavek se vztahuje na vedkeré
takové materidly bez ohledu na
médium.

7.3 NeXidoucf pifhody. Instituce
prostfednictvim Hlavnitho

zkouSejfctho  zajisti  hlé¥end
neZidoucich pihod, které se
usubjektd Studie vyskytnou,
v souladu s pokyny uvedenymi v
Protokolu a platnych pledpisech.
Kde je to vyZadovéno, hla¥eni
zahrnuje  bezodkladné  hléSenf
CRO a spolednosti Pfizer
telefonicky nebo faxem. V tomto
ohledu ponese CRO nebo
spoletnost Pfizer v zékonem
daném rozsahu plnou odpovédnost
za hléSeni wviech neX4doucich
plihod mistnim a mezinirodnim
kontrolnim ¢&i zdravotnim G¥adtm,

Hodnocené lé&Civo. CRO zajisti, aby
Instituce bezplatn® obdrZela dostate¥né
mnoZstvi pHpravku spoletnosti Pfizer,
ktery je predmétem hodnoceni, (,lé¥ivo
spoletnosti Pfizer*) nutného k provedeni
Studie. Neni-li v pifloze A (Rozpodet

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJj 025ep16_Final
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and Payment Terms), CRO will also
arrange for Institution to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required drug
that CRO or Pfizer provides or covers the
cost of is, together with the Pfizer Drug,
considered "Investigational Drug". The
Investigational Drug shall be supplied to
Institution’s pharmacy. Institution hereby
undertakes to  ensure  that the
Investigational Drug be stored separately
ﬁ'omothm'medlcauonmﬁlepharmacy and
its preparation, inspection, preserving and
dispensing (hereinafter only
“Investigationa! 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
responslble for Study Drug Handlmg and

Instlum°nshallnoufyCROmwnungof
the name and surmame of the appointees
along with the appropriate contact details, if
applicable. Principal Investigator will use
and administer the Investigational Drug
directly from Institution’s pharmacy in
compliance with the Protocol and in doses
required for each individual Study Subject
visit.

8.1 Custody and Dispensing.

Institution will, or will cooperate

studie a platebni podminky) uvedeno
jinak, CRO zajisti, aby Instituce obdrela
také jakdkoli dal§i 1éfiva vyZadovand
podle Protokolu, a to bezplatn& nebo
néklady na n& pokryje (napf. placebo,
srovndvac{ 1&ivo, soubén¥ podivané
1é¢ivo). Jakékoli dalsi Protokolem
vyZzadovené 1&ivo, které CRO nebo
spolednost Pfizer poskytuje nebo jehoZ
ndklady kryje, je spolen& slédivem
spolefnosti Pfizer povaZovino za
»hodnocené léfivo“. Hodnocené lé¥ivo
bude dodéno do lékamy Instituce, Instituce
se timto zavazuje, Ze zajisti, aby hodnocené
légivo bylo uloZeno v lékémé oddélend od
ostatnich 1€ki a aby pfiprava, kontrolovéni,
uchovévini a vydévénf hodnoceného 16Siva
{(dile jen ,naklédinf s hodnocenym
1&ivem®) probihaly v souladu s Protokolem
a pokyny spolednosti Pfizer nebo CRO a
také v souladu se vSeobecn® zdvaznymi
prévnimi pledpisy uvedenymi v &lénku 1.3
v{3e, se¢ sprivnou lékdrenskou praxd a
rovn#Z dle opravidel a podminek
stanovenych v pisluinfch smémicich
vydanych Stitnim tGstavem pro kontrolu
1é&iv.

Instituce stanovi dva néleit® kvalifikované
a zkuSené lékédmiky. Lékérnici budou
drZiteli platnych profesnich osvéd¥eni (bez
omezend), budou zapsini u oficidlnf
profesni organizace lékdmiki v Ceské
republice v souladu s pisludnymi prévnimi
pfedpisy a budou odpovidat za nakl§ddn{ s
hodnocenym 1é&ivem a za vedeni kompletn
dokumentace o této &innosti. [Instituce
neprodlené po jejich jmenovéni pisemné
ozndmi CRO jméno a pHjmeni uvedenych
osob spolu s ndleXitymi kontaktnfmi tdaji.
Hlavni zkouSejici bude hodnocené 1&&ivo
pouXfvat a podévat pHmo z 1ékdmy
Instituce v souladu s Protokolem a
vdévkich poZadovanfch pro jednotlivé

studijni ndvitévy subjekt Studie.
8.1  Uchovivéni a vydej. Instituce

bude provid®t odpovidajic

Pfizer_15PFZ0711_B9991009_CZE_CTA INS-_OZSepIG_Final
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with Principal Investigator to,
maintain appropriate control of
supplies of Investigational Drug
and will not administer or
dispense it to anyone who is not a
Study Subject, or provide access
to it to anyone except Study
personnel.

8.2 Use. Institution will ensure,
cooperate with Principal
Investigator in ensuring, that
Investigational Drug is used only
as specified in the Protocol and in
strict accordance with
Pharmaceuticals Law and other
applicable legal regulations. Any
other use of Investigational Drug
by an Institution employee or
confractor 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 Institution
no 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 Institution during the conduct of
Study. Such proprietary materials may
include computer software,
methodologies, rating scales and other
instruments that are owned or licensed for
use by CRO or Pfizer (collectively,
“Materials”). Equipment or Materials to
be provided for the Study and any
requirements relating to them are
described in Attachment C, Equipment

kontrolu doddvek hodnoceného
léfiva nebo na ni bude
spolupracovat 8 Hlavnim
zkouSejicim, a nepodd nebo
nevydd 1éivo nikomu, kdo nenf
subjektem Studie, ani k n&mu
neumoznf pfistup nikomu kromé
pracovnikil Studie.

8.2 PouZiti, Inmstituce sama nebo ve
spolupréci s Hlavnim zkouSejicim
zajist], Ze hodnocené 1&¢ivo bude
pouZivino pouze zpiisobem
stanovenym v Protokolu a
v pfisném souladu se zdkonem o
léivech a s daldfmi p¥isludnymi
pravnimi pfedpisy. Jakékoli jiné
pou¥itf  hodnoceného  léfiva
zaméstnancem nebo dodavatelem
Instituce zaklddd zésadn{ poruseni
této Smlouvy.

8.3 Vlastnictvi  1é&&iva _ spolefnosti
Pfizer. Létivo spolefnosti Pfizer
je a 2zistane ve vlastnictvi
spolenosti Pfizer. S vyjimkou
omezenou na pouZiti uvedené v
Protokolu  spoletnost  Pfizer
neudgluje Instituci 24dné v¢slovna
ani konkludentn{ préva
kduSevnimu vlastnictvi 1é&iva
spolenosti Pfizer nebo
k jakymkoli metoddm vyroby
nebo pouZitf 1&¥iva spolednosti
Pfizer.

Vybavenf nebo materidly. ~CRO nebo

spolenost Pfizer miZe poskytnout nebo
zgjistit poskytnutf tfeti stranou wurdité
vybaven{ (dile jen ,Vybaveni) nebo
chrinné materidly pro pouZit! instituct
béhem provadéni Studie. Takové
chrénéné materifly mohou zahrnovat
poitadovy  software,  metodologii,
hodnotici 8kdly a jiné néstroje, které CRO
nebo spoletnost Pfizer vlastnf nebo uZivé
na zéklad® licence (spoletn& dile jen
~Materidly”). Vybaven{ nebo materidly,
které majf byt pro Studii poskytnuty, a
vedkeré poZadavky, které se k nim

Pfizer_15PFZ0711_89991009_CZE_CTA INS_|JLo5¢p16_Final
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10.

and Materials which is incorporated into
this Agreement by reference.

Confidential Information, During the
course of the Study, Institution may
receive, generate, or have access to
information that is confidential to CRO,

Pfizer, or a Pfizer affiliate.

10.1 ition. 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,
Biologicel Sampiles, and
Study Records, below),

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

f. any other information
related to the Study, the
Pfizer Drug, or CRO,
Pfizer, or Pfizer affiliate
technology, research, or
business plans that CRO,
Pfizer, or a Pfizer affiliate
provides to Principal
Investigator or Institution
in writing or other
tangible form and marks
as CONFIDENTIAL or
initially discloses orally
and then summarizes and
confirms in writing as
CONFIDENTIAL within

10.

— Krajské zdravotni, a.s.
— Site N°1227

vztahuji, jsou popsény vpliloze C,
Vybavenl a materidly, jeZ tvol{ nedflnou
soutdst této Smlouvy.

Div&mé informace. V pribéhu studie
miZe Instituce obdrZet & vytvofit
informace nebo mit pifstup k informacim,
které jsou pro CRO, spolenost Pfizer
nebo pfidruZenou spolenost spole¥nosti
Pfizer div&msé.

10.1 Definice. Pokud neni v é&lénku
10.2 niZe, Vyluky, dile uvedeno

jinak, ,divérné  informace“

zahrnujf:

a. protokol,

b. soubor informaci pro
zkousejiciho,

c. Studijni Gdaje (jak je
definuje  &ldnek 11,
Studijni Gdaje, biologické
vzorky a Studijni
zéznamy),

d. tdaje analyzy

biologickych vzorkll (jak
jsou definovény v &lénku
11, Studijn{  Gdaje,
biologické vzorky a
Studijn{ zéznamy),

e. piflohu A  (Rozpolet
studie a platebni
podminky) této smlouvy a

f vedkeré dal¥i informace
souvisgjfef se  Studii,
8 lé¢ivem spoletnosti
Pfizer nebo s technologif,
vyzkumem nebo
obchodnimi plény CRO,
spoleCnosti Pfizer nebo
jejich ptidruZenjch
spolednostf, které CRO,
spoletnost Pfizer nebo
n&kterd jeji piidruZend
spole¢nost poskytne
Hlavnimu zkousejicimu
nebo Instituci v pisemné
nebo jiné hmotné podobs
a ozna¥f jeko DUVERNE

Piizer_15PFZ0711_B9991009_CZE_CTA INS [ 025ep16_Fina1

Page 14 of 87



Confidential

PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Krajské zdravotnf, 2.s.
Site N°1227

Principal Investigator Name:

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.

nebo které zpfistupnf
Ustn€ a poté je shrne a

potvrdi semné¢ jako
DfIVERN'E’ do 30 dnd
ode dne tstnfho
zpistupnéni. Ustni
zplistupnéné  informace
popsané v &ldnku 10.1.f
vise budou téz
povaZovany za div&mé i
v pkpads, 2Ze nedojde
k pozdéj§imu pisemnému
potvrzeni jejich
div&mosti, pokud je
diveémy charakter jejich
sdéleni druhé strand

pfiméfen ziejmy.
10.2  Exclusions. Confidential 102 Vyluky. Divémé informace
Information does not include nezahmuji informace,
information that
a. is in the public domain at které  jsou  vefejné

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

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

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

is independently
developed, as documented
by written records, by
Principal  Investigator’s
personnel or individuals
within Institution who had

Page 15 of 87

dostupné v dob& jejich
zptistupnéni nebo v dobé
trvani tohoto zdvazku
midenlivosti  jakymkoli
jinym  zplsobem neZ
porulenim této smlouvy
Instituct,

které jsou jiz Hlavnimu
zkou§ejicimu nebo
Instituci zndmy v dob&
jejich  zpistupnénf &
nepodléhaji Zidnému
zédvazku ml&enlivosti,
které Hlavni zkoudejici
nebo Instituce ziskali bez
jakéhokoli zévazku
mitenlivosti od tfetf
strany, kterdi mé zdkonné
prévo je zpfistupnit, nebo

které  jsou vytvofeny
nezévisle, jak je doloZeno
pisemnymi zéznamy,
persondlem Hlavntho

zkousejiciho nebo
osobami z Instituce, které
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Principal Investigator Name:

10.3

10.4

10.5

no access to Confidential
Information.

Confidentiality of Personal Data.
All Personal Data (as defined in
Section 6.1, Personal Data) that
Institution  collects, processes,
stores, transfers, or wuses in
connection with the conduct and
reporting of the Study is also to be
identified and ftreated as
Confidential Information for the

purposes of this Agreement.

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

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

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

Disclosure Required by Law. If

10.3

10.4

10.5

nemely k divémym
informacim pfistup.

Div i
V3echny osobni idaje (definované
v &lénku 6.1, Osobnf tidaje), které
Instituce shromaZduje,
zpracovivd, uklidé, plendsi nebo
poufivi ve  spojitosti s
providénim studie a podévénim
zprév o Studii, budou pro lely
této smlouvy pokladény za
dOvémé informace, a bude s nimi
takto zachézeno.

Zévazek mienlivosti. Instituce
nesmi bez pfedchoziho pisemného
souhlasu CRO nebo spole&nosti
Pfizer pouZivat divérné informace
za Y4dnym jinym tlelem ne¥ tim,
k nmuZ ji opravifuje tato
smlouva, a dile Instituce nesmi
zpiistupnit divémé informace
Zidné tfetl stran€ s vyjimkou
situacf, wvnichz ji k tomu
opraviluje tato smlouva, nebo
vnich to vyZadujf pkslu¥né
pravnd pfedpisy.

a. Spolefnost Pfizer a CRO
vyslovné dovoluji
zptistupnéni  divérnych
informaci SUKL nebo
pisluSiné EK  nebo
zéstupcim  piisluného
orgénu stédtntho dozoru.

b. Dovolené pouZitf
Studijnich Gdajd a dadajt
analyz biologickych
vzorki  je  popséno
vildnku 15 (Publikace)
této smlouvy a
zptistupnén{ osobnich
1dajl je popsdno v &ldnku
6 (Ochrana Gdaji a
sdélovan{ finan&nich
informac{ FDA).

Zpffstupnénf informacf

Piizer_15PFZ0711_B9991009_CZE_CTA INS_[Jozsert6 _Final
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10.6

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

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.

Survi igations.  For
Confidential Information other
than Personal Data (as defined in
Section 6, Data Protection and
FDA Financial Disclosure), Study
Data, and Biological Sample
Analysis Data (as defined in
Section 11, Study Data, Biological
Samples, and Study Records),
these obligations of nonuse and
nondisclosure survive termination
of this Agreement and continue
for a period of five years after
termination. Confidentiality
obligations for Personal Data,
Study Data, and Biological
Sample Analysis Data survive for
as long as Institution retains this
information, subject to the
permitted uses and disclosures
described in Sections 6 and 15

10.6

poZadované  zdkonem. Je-li
privaimi pfedpisy poZadovéno
zptistupnéni ddvé&mych informaci
Institucf nad rdmec vyslovns
dovoleny touto Smlouvou,
nepfedstavuje takové zpiistupnéni
informaci na strané Instituce

porulen{ této Smlouvy, v pfipadé,
Ze Instituce:

a. oznami zplistupnén{
informac{ pisemn& CRO
co nejdiive pred
zvefejndnim  tak, aby
umoZnila CRO nebo
spoletnosti Pfizer
podniknout veskeré prévni
kroky k ochran® svych
dbvEmych informaci,

b. zpiistupni pouze divémé
informace, poZadované v
souladu 8 pravnimi
predpisy, a

c. bude nadile zachovévat
divémy charakter t&chto
div&rnych informaci vidi
viem ostatnim tfetim
strandm.

Pretrvénf zfvazki. U divi¥rngch
informaci krom& osobnich Gdaji
(jak jsou definoviny v &lénku 6,
Ochrana ddaji a sd&lovani
finan¢nich  informaci FDA),
Studijnich Gdaji a ddajii analyz
biologickych vzorkll (jak jsou
definoviny v &ldnku 11, Studijni
lidaje, biologické vzorky a
Studijn{ zdznamy) pfetrvivaiji
zévazky o nepouZiti a ml¢enlivosti
i po ukonleni této Smlouvy a
trvajf po dobu péti let od jejtho
ukondeni. Zivazek ml&enlivosti
ohledn& osobnich udaji,
Studijnich Gdajlii a Gdajii analyz
biologickych vzorki pfetrvévi po
celou dobu, po kterou bude
Instituce tyto informace
uchovévat, krom& zpfstupn&ni
dovoleného podle, élénk 6 a 15

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJl 025cp16_Final
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10.7

(Publications) of this Agreement.

Return of Confidential
Information. If requested by CRO
and/or Pfizer in writing,
Institution will return all
Confidential Information in its
possession or control except that
required to be retained at the
Study site by  applicable
regulation. However, Institution
may retain a single archival copy
of the Confidential Information to
determine the scope of obligations
incurred under this Agreement.
Institution . further agrees to
cooperate with CRO and/or Pfizer,
on request, to help ensure return
of Confidential Information in the
possession or control of Principal
Investigator, except for that
required to be retained by an
investigator and an archival copy
for determining the scope of
Principal Investigator’s
obligations under the agreement
between CRO and Principal
Investigator.

11.  Study Deta Biological Samples, and
Study Records

11.1

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

10.7

(Publikace) této Smiouvy.
Vriceni div&mych informaci.

Instituce vratf na pisemnou 24dost
CRO npebo spoletnosti Pfizer
veSkeré div&mé informace ve
svém drZeni, kromé t&ch, u nich¥
plisluiné pfedpisy poZaduji, aby
byly uchoviviny na zkoudejicim
pracoviiti. Instituce si v¥ak miZe
ponechat jednu archivni kopii
divémych informaci k uréenf
rozsahu zévazkld vyplyvajicich z
této Smlouvy. Instituce ddle
souhlasi, Z2¢ bude na zikladé
Zidosti spolupracovat s CRO nebo
spolefnosti Pfizer a pomiZe
zajistit, aby div&mé informace,
které jsou v drZeni Hlavniho
zkoudejictho, byly vriceny, kromé&
tdch, které musfi uchovévat
zkouSejici, & kromé& archivni kopie
slouXecf k urdenf rozsahu zdvazki
Hlavntho  zkoulejictho  dle
smlouvy uzavfené mezi CRO a
Hlavnim zkouSejicim.

11. Studiini i iologi a
studijnf zdznamy

11.1

Studijni ddaje. Hlavnizkou3ejici
souhlasf, Ze b&hem Studie
shromd?di ddaje uvedené v
Protokolu, a ptedloA je CRO,
spoletnosti Pfizer nebo zastupci
spolenosti Pfizer (déle jen
»Studijni  ddaje*). Hlavnf
zkouSejic zajistf viasné
shromé?déni, 2zaznamenini a
pfedloZend  Studijnfch  Gdaji,
vietn¢ dodrfovin{ &asového
harmonogramu zadévéni Udaji
stanoveného v dokumentu

Hlavnimu zkouSejfcimu poskytne
CRO nebo spoletnost Pfizer.
Instituce bude podle potfeby

prizer_15PFZ0711_B9991009_CZE_CTA INS_|J 02516 _Final
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Investigator with this obligation.

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)
and the non-exclusive
license  that  permits
certain uses (see Section
11.1.b, below), Pfizer is
the exclusive owner of all
Study Data and may share
Study Data and results
with other parties who
may have contractual
rights to develop the
Pfizer Drug (for example,
through a  license,
collaborative agreement,
Co-Promotion Agreement,
Co-Development
Agreement, efc. with
Pfizer) (“Collaborators
and Co-Developers”), as
applicable.

Medical Records. Study

Subject-related  medical
records that are mnot
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.

Page 19 of 87

spolupracovat

s Hlavnim

zkoulejicim, a tim napoméhat
dodrZend tohoto zdvazku Hlavntho
zkousejictho.

a.

Viastnictyi Studiinfc}
lidaji. S vyhradou préve
Hlavniho zkouSejiciho na
pouZitf Studijnich Gdaji k
publikaci vysledkd Studie
(viz ¢ldnek 15, Publikace)
2 nevyhradni licence,
kterd umoZiluje urité

pouZitf (viz kapitola
11.1.b, niZe) je v¥luénym
viastnikem viech
Studijnich tidaji

spoletnost Pfizer a miZe
sdilet Studijni Gdaje a
visledky s  jinymi
stranami, které mohou mit
smluvni prdva na rozvoj
Lé&iva spolefnosti Pfizer
(naptiklad
prostiednictvim
dohody o
dohedy o  spoletné
podpofe, dohody o
spoletném rozvoiji, atd se
spoletnosti Pfizer)
("spolupracovnici a
spoluvyvejdfi™), podle
konkrétni situace.

zéznamy.
zéznamy

licence,

spolupréci,

Zdravotn{
Zdravotn{
tykajici se  subjektd
Studie, které nejsou
poskytoviny CRO nebo
spolenosti Pfizer, mohou
obsahovat urdité
informace, které jsou
totoZzné s informacemi ve
Studijnich ldajich;
nicméng CRO ani
spoletnost  Pfizer si
nevyhrazuje nirok na
viastnictvi t&hto
dokumentld nebo v nich
obsaZenych informaci,

Pfizer_15PFZ0711_B9991009_CZE_CTA INS-_OZSepl6_Final
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Data Review by CRO.
CRO eand/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 has further
committed to notify
Principal Investigator of
any other new information
of which CRO and/or
Pfizer becomes aware that
could affect the safety of
the Study Subjects or
influence the conduct of

the Study. Principal
Investigator has agreed to
share information

received from CRO
and/or Pfizer under this
provision with Institution.

Study Results.  After
analysis of Study Data
from all sites is complete,
CRO or Pfizer will
provide Principal
with a
summary of the overall
results of the Study, and
Principal Investigator has
agreed to share this
summary with Institution.
If within two years after
Study completion Pfizer
identifies  results that
could affect Study Subject
safety, CRO or Pfizer, in
consultation with
SUKL/the relevant EC as
appropriate, will

Page

20 of 87

Kontrola idaji provédénd
CRO. CRO nebo
spoletnost Pfizer bude
obdrZené tdaje Studie
prib&#ng kontrolovat.
CRO nebo spoletnost
Pfizer bude dodrZovat
platné predpisy
stanovujfcf povinnost
informovat  z(¥astn&né
zkoudejici o novych
tdajich o bezpe&nosti
léCiva spoletnosti Pfizer
(podle definice v &lanku 8
této smlouvy). CRO se
déle zavazuje  sdélit
Hlavnimu  zkouSejicimu
velkeré  dal¥$i nové
informace, které CRO
ziskd a které by mohly
ovlivnit bezpednost
subjekti  Studie nebo
providdéni studie. Hlavni
zkoudejic{ souhlasi, Ze
bude s Instituci sdflet
informace obdr¥ené od
CRO nebo spoleXnosti
Pfizer podle tohoto
ujednéni,

Visledky Studie. Po
dokon&en{ analyzy
Studijnich adaji ze viech
pracovist, poskytne
spolenost Pfizer nebo
CRO Hlavnimu
zkouSejfcimu shrout{
celkovych vysledkd
Studie; Hlavni zkousejic
souhlas{, Ze bude toto
shrnut{ sdilet s Instituci.
Pokud spolefnost Pfizer
do dvou let od dokonteni
Studie identifikuje
vysledky, které by mohly
ovlivnit bezpenost
subjekt  Studie, bude
CRO nebo spolednost
Pfizer po poradé se
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11.2

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.g., blood, urine, tissue, saliva,
etc) for testing that is not directly
related to Study Subject care or
safety monitoring, such as
pharmacokinetic,
pharmacogenomic, or biomarker
testing (“Biological Samples™).

a. Use. Institution will not
use Biological Samples
collected under the
Protocol in any manner or
for any purpose other than
that described in the
Protocol. CRO and Pfizer
will use Biological
Samples only in ways
permitted by the informed
consent under which they
were obtained.

b. Analysis Data.  CRO,
Pfizer, or their designees
will  test Biological
Samples as described in
the Protocol. Unless
otherwise specified in the
Protocol, neither CRO nor

11.2

SUKL/ pHslufnou EK
vhodnym zplsobem
spolupracovat s Hlavnim
zkouSejicim nebo Instituci
na tom, aby zajistila, Ze
vysledky budou Hlavnim
zkoudejicim nebo Instituci
odpovidajicim zpisobem
sd&leny subjektdm Studie.

Biologické vzorky.  Je-li to
stanoveno v  Protokolu a
v dokumentu informovaného
souhlasu, mi%e Hlavni zkouSejic
odebirat a poskytovat CRO,
spolednosti Pfizer nebo jejich
urdenému  zastupci  biologické
vzorky (napl. krev, mot, tkéil,
sliny atd.) zskané od subjekth
Studie k testim, které pkimo
nesouviseji s p&{ o subjekty

Studie nebo s monitorovinim
bezpe&nosti, jako jsou
farmakokinetické nebo

farmakogenomické testy nebo
testovin{ biomarkerd (dile jen
»Biologické vzorky“).

a. PouzZiti. Instituce
nepoutije Biologické
vzorky odebrané podle
Protokolu jinym
zplsobem nebo za jinym
Gdelem, neX jaky je
popsén v Protokolu. CRO
a spolednost Pfizer budou
pouZivat Biologické
vzorky pouze zplsobem
dovolenym v dokumentu
informovaného souhlasu,
na jehoZ zikladé byly

ziskdny.

b. Udaje z analyzy. CRO,
spoletnost Pfizer nebo
jimi  urlené  osoby
provedou testy
Biologickych vzorkd

zpisobem popsanym
v Protokolu. Pokud nenf

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJJl] 025¢p16_Final
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11.3

Pfizer will provide the
results of these tests
(“Biological Sample
Analysis Data”) to the
Principal Investigator,
Institution, or Study
Subject. If CRO or Pfizer
does provide Biological
Sample Analysis Data to
the Principal Investigator,
that data will be subject to
the provisions of
Section 11.1 (Study Date)
of this Agreement.

c. Ownership. Pfizer is the
exchisive owner of all
Biological Samples and
Biological Sample
Analysis Data.

Study Records. Institution, on
behalf of Principal Investigator
and itself, will retain each Study
Subject’s Study records, which
Investigator’s copies of all Study
Data as well as relevant source
documents (collectively, “Study
Records™), under storage
conditions conducive to their
stability and protection, for a
period of 15 years after
termination of the Study unless
CRO or Pfizer authorizes, in
writing, earlier  destruction.
Institution agrees to contact Pfizer
at

InvestigatorRecords@Pfizer.com
prior to destroying any Study
Records and further agrees to
permit Pfizer to ensure that the
Study Records are retained for a
longer period if necessary, at
Pfizer’s expense, under an
arrangement that protects the

— Krajskd zdravotni, a.s.

— Site N°1227

11.3
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v Protokolu uvedeno
jinak, neposkytne CRO
vysledky téchto testd
(didle jen  ,Udaje
z analyzy Biologickych
vzorki“) Hlavnimu
zkouSejicimu, Instituci ani
subjektu Studie. JestliZe
spoletnost Pfizer nebo
CRO poskytne Udaje
zanalyzy  Biologickych
vzork(i Hlavnimu
zkouSejicfmu, budou tyto
udaje podiéhat ujedndnim
o dovoleném pouiti v
Ylénku 11.1 (Udsje studie)

této Smlouvy.

c. Vlastnictvi.  Spolenost
Pfizer je  vyluénym
vlastnikem viech
Biologickych vzorklli a
Udaji  z  analyzy
Biologickych vzorki.

Studijnf zdznamy. Instituce bude

pro potieby Hlavnfho zkouSejiciho

a své vlastni potfeby uchovavat

Studijn{  zéznamy  kaXdého

subjektu Studie, které zahrnujf
kopie wviech Studijnich Gdajd,
jakoZ i piisluiné zdrojové
dokumenty Hlavnfho zkoudejictho
(spolen€ déle jen ,zéznamy o
studii®), za skladovacich
podminek  zaji§t'ujicich jejich
zachovan{ a ochranu po dobu 15
let po ukoneni Studie, pokud
CRO nebo spoleinost Pfizer
pisemn¥  neschvdli  dHvij¥
likvidaci. Instituce souhlasf, Ze
bude spolenost Pfizer
kontaktovat na adrese

i er.com
pfed  likvidaci  jakychkoli
zdznami, a déle souhlasf, Ze
umozZni spole¢nosti Pfizer,
vphpad® nutnosti, uchovévat
zédznamy del¥{ dobu na néklady
spolefnosti Pfizer zplsobem,

028ep16_Final
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confidentiality of the records (e.g.,
secure off-site storage).

12, Monitoring, Inspections, and Audits

12.1

12.2

Monitoring. CRO intends to
monitor Study conduct. Pfizer, or
an externel service provider acting
on its behalf, has the right, but not
the obligation, to co-monitor the
Study. Upon reasonable notice
and during regular business hours,
Institution will permit CRO or
Pfizer representatives access to
any Institution premises, facilities,
Study Records, sub-investigators,
and research staff as required to
monitor Study conduct. 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 has
agreed to share this information
with Institution and may inform

Study Subjects of such findings as
appropriate.
Inspections _ and Audits,

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

2. Notification. Institution
will notify CRO, or

- Krajské zdravotni, a.s.

— Site N°1227

ktery zajistf ochranu div&rnosti
t¥chto zdznamd (napf. bezpetné
externi uloZenf).

12.  Monitorovéni, inspekce a audity

12.1

12.2

Monitorovénf. CRQO m4 v imyslu
monitorovat provadéni studie.
Spoletnost Pfizer nebo externi
poskytovatel sluZeb jednajicf jejim
jménem mé prévo, aviak nikoli
povinnost, se na monitorovani
studie  spolupodilet. Po
pfiméfeném oznémeni povoli
Instituce zdstupcim CRO nebo
spolefnosti Pfizer b&hem b&Zné
pracovni doby pfistup do prostor,
zalizeni, ke Studijnim zdznamim,
a ke zkouSejicim a vyzkumnym
pracovniklim Instituce tak, jak to
vyZaduje monitorovéni provédéni
studie. CRO nebo spolednost
Pfizer bude neprodlend
informovat Hlavniho zkousejictho
o viech nélezech monitorovéni,
které by mohly ovlivnit
bezpetnost subjektl Studie nebo
providéni  Studie. Hlavni
zkoudejic{ souhlasi, Z¢ bude tyto
informace sdilet s Instituc{ a mii¥e
o techto zji§t¢nich vhodnym
zplsobem informovat subjekty
Studie.

Inspekce a audity. Instituce bere
na v&domi, Ze Studie podléhd
inspekci ze strany kontrolnich
Gfadl na celém svét®, vietn& FDA
USA, a Ze k takovymto inspekcfm
miiZe dojit i po dokondenf Studie
a mohou zahrnovat audit
Studijnfch zéznami. CRO nebo
spolednost Pfizer miZe také
providét audit Studijnich zéznami
bthem Studie nebo po jejim
dokon&eni jako souddst
monitorovén{ providéni Studie.

a. Ozndmeni. Instituce bude
informovat CRO c¢o

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJJl 025¢p16_Final
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confirm that Principal
Investigator has done so,
as soon as reasonably
possible if the site is
inspected or if Institution
learns that it is scheduled
to be inspected by a
regulatory euthority in
relation to the Study.

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.  Institution
will cooperate  with
regulatory authority and
CRO or Pfizer
representatives and
Principal Investigator in
any such inspections and
audits. Institution will
also cooperate  with
Princlpal Investigator in
ensuring  that  Study
Records are maintained in
a way that facilitates such
activities.

Resolution of

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

I ion_Findi |
Responses.  Institution
will promptly forward to
CRO and Pfizer, or
confirm that Principal
Investigator has done so,

moZné nejdfive, nebo
potvrdi, 2e tak udinil
Hlavni zkouSejici, pokud
kontrolnf dfad provede
inspekci pracovits
vsouvislosti se Studii
nebo pokud se Instituce
dozvi, Ze je takovéto
inspekce naplédnovéna.

Privo byt pfitomen.
Nenf-li to zakézéno
zdkonem, bude mit CRO
nebo spolefnost Pfizer
privo byt pitomna a
Ufastnit se kaXdé takové
inspekce, auditu, 3etfeni
nebo kontroln{ &innosti.

Spoluprice. Instituce
bude spolupracovat
8 kontrolnim ufadem,
CRO nebo zéstupci
spolenosti  Pfizer

s Hlavnim zkou3ejicim pﬁ
providéni inspekci a
auditd. Instituce také ve
spoluprdci s Hlavnim
zkoudejicim  zajistf, aby
Studijn{ zdznamy byly
vedeny zplsobem, ktery

takovéto tinnosti
usnadituje.
Re¥eni  nesrovnalosts.

Instituce bude ve
spoluprdci s Hlavnim
zkoudejicim bezodkladn&
FeSit  jakékoli z_umné
nesrovnalosti mezi
Studijnimi tudaji a
zdravotnimi zéznamy
subjekti Studie.

Nélezy  inspekce a
odpovédi. Instituce
bezodkladng pifedd CRO a
spolenosti Pfizer kopie
veskerych nélezi
inspekce, které obdr¥ od

Pfizer_15PF20711_B9991009_CZE_CTA INS_[J025p16_Final
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13.

copies of any inspection
findings that Institution
receives from a regulatory
authority in relation to the
Study. Institution will
also cooperate with Pfizer
as needed to help ensure
that Principal Investigator
forwards any inspection
findings that Principal
Investigator alone
receives in relation to the
Study. Whenever feasible
and permitted by law,
Institution will provide
CRO and Pfizer with an
opportunity to
prospectively review and
comment on any
Institution responses to

regulatory authority
inspections in regard to
the Study.

123 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 or Pfizer may use
and share the evaluations with

Collaborators and Co-Developers,
as applicable, for intemal
purposes.

Remedies for Breach of Certain Study
Obligations. In the event Institution fails

to comply with any of its obligations set
out in Sections 3 (Protocol), 7 (Informed
Consent and Subject Recruitment), 11
(Study Data, Biological Samples, and
Study Records) and 12 (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the Study,
and SUKL/relevant EC review, or
Principal Investigator fails to comply with

13.

kontrolnfho dfadu v
souvislosti se Studif, nebo
potvrd, Ze tak wudinil
Hlavni zkousejici.
Instituce bude rownéZz v
pfipad& potfeby
spolupracovat se
spolenost{ Pfizer, aby
bylo zajidt¥no, Z2e Hlavni
zkoudejici pfedd viechny
nélezy inspekce, které
sém obdr#{ v souvislosti
se studif. Kdykoli je to
proveditelné a povolené
ze zikona, poskytne
Instituce CRO a
spoletnosti Pfizer

pifleZitost k pHpadnému

na vysledky Inspekce
kontrolnfho Gtadu tykajici
se Studie.

123  Hodnocenf providéni studie.
CRO, spoletnost Pfizer nebo jeji
externi poskytovatelé sluZeb
mohou dokumentovat a hodnotit
plndni ze strany Instituce a
Hlavniho Zkoudejictho  pH
providéni Studie. CRO nebo
spoletnost Pfizer mohou pouZit a
sdilet hodnocen{ se
spolupracovniky a spoluvyvojéti
(podle konkrétni situace)
vyhradng pro vnitini aely.

g{@ vezkil Studie. Vpi‘[padé %e
Instituce nesplni n&ktery ze svych zdvazki
stanovenych v é&léncich 3 (Protokol), 7
(Informovany souhlas a ndbor subjekti),
11 (Studijn{ tGdaje, biologické vzorky a
zéznamy o studii) a 12 (Monitorovéni,
inspekce a audity) této Smlouvy nebo
poZadavkil Protokolu tykajicich se hld¥eni
ne#idoucich pifhod, etického providénf
Studie a  konfroly ze  strany
SUKL/pHslu¥né BEK, anebo Hlavnf
zkoufejicf nesplni n&které ze svych

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|J025¢016_Finai
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any of his/her comparable obligations in
the agreement between CRO and Principal
Investigator, the following will apply. 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 payment to
Institution and Principal
Investigator

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

14,  Inventions

14.1 Notification. If the conduct of
Study results in any right that may
be granted or recognized under
any legislation regerding patents,
copyrights, trademarks, industrial
designs, discovery or any other
intellectual and industrial
property, of which Institution is
aware, whether patentable or not
(“Invention”), Institution will
promptly inform CRO.

142  Assignment. Institution  will
assign, or ensure that all inventors
who are employees or contractors
of Institution assign, all interest in
any such Invention to Pfizer, free
of any obligation or consideration
beyond that provided for in this

Pfizer_15PFZ0711_B9991009_CZE_CTA INS

srovnatelnjch zdvazkd ze smlouvy mezi
CRO a Hlavnim zkouSejicim, uplatni se
nésledujici postup. CRO, vedle svého
priva Studii okamZit® ukondit podle
Clanku 18.1.c (2), se bude moci uchylit k
jednomu nebo ob&ma z nisledujicich

népravnych prostiedki:
a. pozastaven{ néboru
subjektii Studie, jestliZe
neni nébor do Studie

ukonen, a

b. pozastaveni plateb
Instituci a Hlavaimu
zkousejicimu.,

Jakékoli pozastaveni ndboru nebo plateb bude
pokratovat do té doby, dokud Instituce a Hlavnf
zkouSejici podle zifténi CRO neobnovi
dodrzovéni svych zdvazkli ze Studie. PouZitl
jednoho nebo obou népravnych prostfedkd nebréni
CRO nebo spoletnosti Pfizer v uplatndni jejtho
préva okamzit& ukondit Smlouvu, jestliZe Instituce
i Hlavni zkoulejici nezatnou dodrovat zévazky.

14.  Vynélezy

14.1 Oznémeni. Pokud na zéklads
provédénf Studie vznikne n&jaké
prévo, jeZ miiZe byt udéleno nebo
uznéno na zékladé jakychkoli
pravnich predpisd tykajicich se
patentt, autorskych prav,
ochrannych znémek,
primyslovych vzord, objevil nebo
jiného dulevniho &i primyslového
vlastnictvi, jehoZ si je Instituce
v&doma, bez ohledu na to, zda jej
Ize patentovat & nikoli (déle jen
»vynilez®), bude Instituce o této
skute&nosti bezodkladné
informovat CRO.

Postoupeni.  Instituce postoupi
veskeri priva k takovym
Vynileziim spolednosti Pfizer bez
jakychkoli dalich zdvazkil nebo
plateb nad rdmec uvedeny v této

14.2

Smlouvé, pfipadn& zajist{
postoupeni té&chto prév
02Sep16_Final
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15.

Agreement. Institution, as the
employer of Principal Investigator
exercising economic rights of
Principal Investigator as the
author, hereby assigns all
transferable intellectual property
rights in any Inventions (namely
Institution’s right to exercise
economic rights to Inventions) to
Pfizer. In the event that the nature
of intellectual property rights
prohibits the assignment of all or
any of such rights as set forth
above, Institution hereby grants to
Pfizer an express, exclusive,
irrevocable and  royslty-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,
Institution hereby agrees that
Pfizer has the right to grant sub-
licenses, or transfer the license
granted to it under this Article, to
third parties or not to use the
license.

14.3  Assistance. Institution  will

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

Publications. Pfizer supports the exercise
of academic freedom and has no objection

to publication by Principal Investigator of
the results of the Study based on
information collected or generated by
Principal Investigator, whether or not the
results are favorable to the Pfizer Drug.

15.

pfisluSnymi vyndlezci, ktet jsou
zaméstmanci nebo dodavatelé

Instituce. Instituce, jako
zaméstnavatel Hlavniho
zkoudejictho vykonévajici

hospodéiskd prdva  Hlavniho
zkousejictho jako autora, timto

postupuje  spoletnosti  Pfizer
veSkerdi  pfevoditelnd  préva
k dufevnimu vlastnictvi ve vztahu

k ve¥kerym Vynélezim (zejména
privo Instituce vykondvat préva
hospodéfské povahy ve vztahu k
Vynéleziim). Pokud povaha
pfedmétnych prdv k dulevnimu
vlastnictvl znemoZifuje postoupeni
viech ¢i n®kterych t¥chto prév
vySe  popsanym  zplsobem,
Instituce timto ud&luje spole¢nosti
Pfizer vyslovnou, vyludnou,
neodvolatelnou a  bezplatnou
licenci bez ¢&asového omezeni
kuXvini a vykonu velkerych
prév k duSevnimu vlastnictvi ve
vztahu k Vyndleziim v rozsahu
povoleném plsluSnymi prévnimi
pfedpisy [pro vefkeré obchodn{
tidely, jaké si Pfizer bude pFit].
Bez ohledu na to, co je uvedeno
vySe, Instituce timto souhlasi, Ze
spolenost Pfizer mé4 pravo
udglovat podlicence nebo plevést
licenci, kterd ji byla podle tohoto
Clanku poskytnuta, na tfet{ strany
nebo licenci nevyuZit.

Pomoc. Instituce  poskytne
pfiméfenou pomoc spolednosti
Pfizer pfi poddvéni a vyfizovén{
jakychkoli 24dostl o patent, které
se tykaji Vynédlezu, a to na
néklady spole¢nosti Pfizer.

14.3

Publikace. Spoletnost Pfizer podporuje
uplatiiovini akademické svobody a nemé
Zidné ndmitky v0& tomu, aby Hlavnf
zkouSejicf publikoval vysledky Studie
zaloZzené na informacich, které Hlavni
zkouSejfci shroméZdil nebo vytvofil, at’ ji%
budou vysledky pro léivo spoletnosti

Pfizer_15PFZ0711_B9991009_CZE_CTA INS-OZSepl 6_Final
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17.

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

sor In . The Parties
Acknowledge that, in accordance with
Sec. 52(3)(f) of the Pharmaceuticals Law,
Pfizer has arranged for an insurance policy
in favour of Pfizer end Principal
Investigator covering liability for physical
injury (including death), illness arising
out of or relating to the administration of
the product(s) under investigation or any
clinical intervention or procedure provided
for or required by the Protocol that the
Study Subject would not have received if
the Study Subject had not participated in
the Study (“Research Injury”). A copy
of the insurance certificate is attached
hereto es Attachment B, The Parties
hereby agree, provided that the mandatory
requirements are respected, that Pfizer
may amend or change the relevant
insurance policy during the Study.

Assignment and Delegation

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

172 By CRO. CRO may freely assign
any or all of its rights and delegate

16.

17.

— Site N°1227

Pfizer pHznivé & nikoli. PoZadavky
souvisejici s takovymi publikacemi jsou
uvedeny v tlinku 15 (Publikace) smlouvy
mezi CRO a Hlavnim zkou$ejicim.

PojiStén{ zadavatele. Strany berou na
védomli, Ze v souladu

s § 52 odst. 3 pfsm. f) 2ékona o lé&ivech
zajistila spoletnost Pfizer poji§tinf ve
prospéch spoletnosti Pfizer a Hlavnifho
zkouSejictho pokryvajici odpovédnost za
fyzickou {ijmu (véetn& imrtf), onemocnéni
vznikld vdisledku nebo v souvislosti
s poddvénim pfipravkll ve vyzkumu nebo
v disledku &i v souvislosti s jakymkoli
klinickym zékrokem nebo postupem
stanovenym nebo poZadovanym
Protokolem, jenZ by subjekt Studie
nepodstoupil, pokud by se Studie
netidastnil (déle jen ,(jma zpiisobens
zapojenim do Studie*). Kopie pojistného
certifikdtu tvolf pfflohu B této Smlouvy.
Strany timto ujednévaji, Ze za pfedpokladu
dodrZeni poZadavkil prévnich pedpisd je
spoletnost Pfizer oprévn#na pfislulnou
pojistku v pribé¢hu Studie zménit &
upravit,

Postoupen{ priv a delegovén{ povinnost

17.1  Ze strany Instituce. CRO Instituci
povoluje vhodnym  zplsobem

delegovat povinnosti Instituce
vyplyvajicfl z této Smlouvy na
Hlavnfho zkoulejiciho. Instituce
neni jinek oprivn¥na postoupit
svi prdva nebo delegovat své
povinnosti  vyplyvajici z této
Smiouvy nebo uzavirat
subdodavatelské smlouvy na tyto
povinnosti  bez  pisemného
souhlasu CRO. Pokud CRO
povolf delegovén{ povinnostf nebo
uzaviréni subdodavatelskych
smluv, odpovidé Instituce i nadéle
CRO za plnénf viech
delegovanych povinnosti.

172 Ze strany CRO. CRO miiZe
svobodné postoupit spole¥nosti
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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 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 Institution,
and may freely delegate or assign
its Study-related duties or rights to
any Pfizer affiliate. CRO may not
otherwise assign its rights or
delegate its duties under this
Agreement  without  written
permission from Institution. If
CRO or Pfizer delegates or
subcontracts any duties, CRO or
Pfizer remains responsible to
Institution for the performance of
those duties. If CRO assigns all
of CRO's rights and duties under
this Agreement, in accordance
with the terms herein, to another
service provider, that service
provider will become responsible
for performance of all duties. For
the 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.
a. Disapproval by
SUKL/EC. If the Study

cannot be initiated
because of SUKL/EC

Pfizer nékterd nebo viechna svd
prédva a delegovat na ni nékteré
nebo viechny své povinnosti
vyplyvajici z této Smlouvy.
Pokud CRO postoupi spolednosti
Pfizer viechna svd priva a
deleguje viechny své povinnosti,
CRO nebo spoletnost Pfizer
oznam{ tuto skutenost pisemné
Instituci, Po pledchozim
ozndmeni Instituci miZe CRO
(nebo spoletnost Pfizer po
postoupeni prdv a delegaci
povinnosti ze strany CRO) té
svobodné postoupit préva
souvisejici se Studif externimu
poskytoveteli a delegovat na né&j
pfisluiné povinnosti a mbZe
svobodn postoupit svd préva
souvisejicf se Studif libovolné
plidruZené spoletnosti spole¢nosti
Pfizer a delegovat na ni své
pfislu¥né povinnosti. Jinak nesmi
CRO postoupit svd prdva ani
delegovat své povinnosti
vyplyvajici z této Smlouvy bez
pisemného souhlasu Instituce.
Pokud CRO nebo spole€nost
Pfizer deleguje nebo formou dfl&f
subdodavatelské smlouvy pfevede
jekékoli povinnosti, CRO nebo
spoletnost Pfizer nadile odpovidéd
Instituci za plnénd  t&chto
povinnosti. = Aby se pfedeSlo
pochybdm, priva a povinnosti
uvedené viomto odstavei jsou

pouze priva a povinnost
vyplyvajici z této Smlouvy.
18.  Ukoncen{

18.1

Divody ukonfeni. Ukontenf této
smiouvy nastane v disledku té z
nésledujicich udélost, ke které
dojde dfive.

a Zamitnuti SUKL/EK.
Jestli¥e nemi¥e byt Studie
zahdjena kviili zamftnuti
SUKL/EK, pozbjvé tato

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|Jl] 02S¢p16_Finsl
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disapproval, this Smlouva okamzZité
Agreement will terminate. platnosti.
Study Completion. This Dokontenf __ Studie.

Agreement will terminate
when the Study is
complete, which means
the conclusion of all

Platnost a G&innost této
Smlouvy skondi, jakmile
bude Studie dokon&ena, tj.
dokontenim viech

Protocol-required finnostf ~ vyZadovanych
activities for all enrolled Protokolem u  viech
Study Subjects. zafazenych subjekti
Studie.
Eatly Termination of Pledlasné _ ukondeni
Study. This Agreement Studie. Platnost a
will terminate if the Study utinnost této Smlouvy
is terminated early as skontf, jestliZe je Studie
described below. pfedtasné ukondena tak,
jak je popsdno niZe.
¢} Termination  of (1) Ukonéenf Studie
Study Upon na zéklad&
Notice. CRO ar vypovédi. CRO
Pfizer may nebo  spolenost
terminate the Pfizer miiZe
Study for any ukon&it Studii
reason upon 30 z jakéhokoli
days’ written divodu na
notice to zéklad® pisemné
Institution, vypovédi
s vypovédn{
lhitou v délce 30
dnf, podané
Instituci.
(2) Immediate (2)  Okamité
Termination __ of ukonfenf Studie
Study by CRO or ze strany CRO
Pfizer. CRO or nebo _ spolednosti
Pfizer may Pfizer. CRO nebo
terminate the spolenost Pfizer
Study miiZe Studii
immediately upon ukondit
written notice to 8 okamZitou
Institution for €innosti na
causes that zéaklade
include failure to pisemného
enroll Study ozndmen{
Subjects at a rate podaného
sufficient to Instituci
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achieve  Study zdivodl, mezi
performance které pat¥i
goals;  material nezatazeni
unauthorized dostatetného
deviations from podtu  Glastnfkd
the Protocol or pro dosaZenf cild
reporting Studie; podstatné
requirements; neoprévnéné
circumstances odchylky od
that in CRO’s or Protokolu nebo od
Pfizer’'s opinion pozadavkil na
pose risks to the podévini  zpriv;
health or well- okolnosti, které
being of Study podle nédzoru
Subjects; CRO nebo
regulatory spoletnosti Pfizer
authority actions pledstavuji riziko
relating to the pro zdravi nebo
Study or the blaho  subjektd
Investigational Studie; kroky
Drug; termination kontroinich Gfadi
of the associated vsouvislosti  se
agreement Studif nebo
between CRO and hodnocenym
Principal lé&ivem; ukonteni
Investigator (see souvisejici
Section 1.3, smlouvy mezi
Agreement CRO a Hlavnim
between CRO and zkouSejicim  (viz
Principal Elének 1.3
Investigator): any Smlouva  mezi
non-compliance CRO a Hlavnim
by the Institution zkoudejicim);
with local laws. jakékoli
ICH GCP, or the nedodrZeni
terms of Section mistnich zdkond,
20 (Anti- pokynt ICH GCP
Corruption)  of nebo podminek
this Agreement; Clinku 20 této
or non- Smlouvy
compliance by the (Protikorup&ni
Principal opatienf) ze
Investigator with strany Instituce;
the comparable nebo nedodr¥eni
terms of the srovnatelnych
agreement podminek
between CRO and smlouvy  mezi
Principal CRO a Hlavnim
Investigator. zkoufejicim  ze
strany Hlavniho
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18.2

18.3

(3)  Immediate
Termination  of
Study by
Institution.
Institution
terminate
Study
immediately upon
notification to
CRO if requested
to do so by the
responsible
SUKL/EC or if
such termination
is required to
protect the health
of Study Subjects.

may
the

Effecti D

Termination. If termination of the
Agreement is triggered by any of
the events described in Section
18.1, above, the termination will
be effective after receipt by CRO
or Pfizer of all Protocol-required
Study Data and Biological
Samples generated up until
termination; receipt of all
payments due to either party; and
completion by both 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
glrcady made for such work.
CRO will also cover any non-
cancelable expenses, other than

18.2

18.3

zkoulejictho,

Okamzité
ukondeni Studie
Instituci.
Instituce  miZe
ukongit Studii
s okamZitou
tdinnost na
zdkladé
pisemného
oznameni
podaného CRO,
poZidi-li o to
SUKL nebo
pfislusna EK nebo
pokud takové
ukonteni
vyZzaduje ochrana
zdravi  subjektd
Studie.

Datum _ Glinnosti  ukon&eni
Smlouvy. V piipadd, %e dojde k
ukonfeni Smlouvy nékterou
zokolnost!  popsanych  vy¥e
v&ldnku 18.1, bude ukondeni
dioné okamZikem, kdy CRO
nebo Pfizer pfevezme vedkeré
Studijni ddaje a Biologické
vzorky vyZadované Protokolem a

€)

vzniklé do data ukondeni
Smlouvy, okamZikem pfijeti
vedkerych  plateb  splatnych

kterékoli ze stran, & okami¥ikem
spln&ni viech pfislu¥nych
zbyvajicich povinnosti
vyplyvajicich ze Smlouvy ob&ma

stranami

Platba pti pfeddasném ukon&eni.
JestliZe je Studie ukonfena
pfedasng, zaplati CRO za Fadn&
vykonanou préci podie pi{lohy A
po odedten{ ji¥ uhrazenych plateb
za tuto prici, neni-li v tomto
odstavei uvedeno jinak. CRO
uhradi rovnéZ veskeré nezruitelné
vjdaje kromé budoucich nakladi

na persondl, pokud byly Fidn&

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_[JJo25ep16_Final
Page 32 of 87



Confidential

Principal Investigator Name:

PFIZER - 15PFZ0711 (B999, = — — Krajskd zdravotn, a.s.
Site N°1227

18.4

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/EC
and through no fault of Institution,
CRO will reimburse Institution for
SUKL/EC fees and any other
expenses paid by Institution that
were prospectively approved, in
writing, by CRO.
a. Non liance wi
Provision. If CRO or
Pfizer terminates the
Study because of
Institution’s or Principal
Investigator’s non-
compliance with the terms
of Section20, Anti-
Corruption, CRO and
Pfizer will not provide
any further payment under
this

regardless of any
activities that Institution
has undertaken or third-
party agreements that
Institution has entered
into before termination,

Return of Materials. Unless CRO
instructs otherwise in writing,
upon  termination of the
Agreement, Institution  will
promptly return all materials
supplied by CRO or Pfizer for
Study conduct that are in
Institution’s possession or control,
including unused Investigational
Drug, unused Case Report Forms,
and any CRO or Pfizer-supplied
Equipment and  Materials.
Institution will also cooperate
with CRO or Pfizer, on request, to
help ensure return of such

18.4

vynaloZeny, byly  pledem
schvileny CRO a jejich vydi jiz
nelze pfiméfen snfXit. Jestlite
nemiiZe byt Studie zahéjena kviili
zamitouf SUKI/EK a bez
zavinéni Instituce, uhradi CRO
instituci  poplatky  zaplacené
SUKL/EK a veskeré dal¥i vydaje
zaplacené Instituci, které CRO

pfedem pisemné schvilila.

a. NedoedrZeni

neb(;

Pokud CRO
spoletnost Pfizer
Smlouvu pfeddasné

ukonéi kvili nedodrZeni
podminek ¢&lénku 20

(Protikoruptni  opatfent)
této Smlouvy Instituci

nebo Hlavnim
zkoudejicim, CRO a
spoletnost Pfizer neuhrad{

Zidné dal3{ platby podle
této Smlouvy bez ohledu
na to, 2da Instituce
vykonala pfed ukonenim
Smlouvy jakékoli &innosti
nebo uzaviela jakékoli
dohody se tret{mi
stranami.

Vricend materidld. Pokud CRO
nevydd jiny pisemny pokyn,
Instituce po skonleni Smlouvy
bezodkladng  vrdti  viechny
materidly dodané CRO nebo
spoletnosti Pfizer pro provddé&ni
Studie, které jsou v drZeni
Instituce nebo které spravuje,
véetnd nepouZitého hodnoceného
1éiva, nepouZitych formuldfd
zdznam@i subjektu hodnoceni a
veSkerého vybaven{ a materidl(
dodanych CRO nebo spoletnosti
Pfizer. Instituce bude také na
zéklad® Zidosti spolupracovat s

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_-MSep 16_Final
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materials in the possession or
control of Principal Investigator

Survival of Obligations.
Obligations relating to Funding,
Confidential Information, Study
Records, Inventions, Publications,
Indemnification, Sponsor
Insurance Coverage, Suitability,
and Anti-Cotruption survive
termination of this Agreement, as
does any other provision in this
Agreement, including
Attachments, that by its nature and
intent remains valid after the term
of the Agreement.

19. Other Terms

19.1

Suitability. Institution certifies
that it is licensed, registered, or
otherwise qualified and suitable
under local laws of Czech
Republic, regulations, policies, or
administrative requirements to
conduct the Study and required
Study-related activities.
Institution also certifies that there
are no applicable regulations or
other obligations that prohibit it
from conducting the Study and
entering into this Agreement and
thet it has not been forbidden to or
debarred from carrying out clinical
research and the conduct of trials
concerning investigational
medicinal products under the law of
any jurisdiction (including, without
limitation, subsections 306(a) or (b)
of the United States Federal Food,
Drug, and Cosmetic Act) and that it
will not use in any capacity the
services of any person debarred
under such law with respect to
services to be performed under this
Agreement. During the term of
this Agreement and for three years
after its termination, Institution

- Krajské zdravotni, a.s.

- Site N°1227

18.5

CRO a spolednostl Pfizer k
zajiSténi  vrdceni  takovych
materidld, které jsou v drZeni nebo
spravé Hlavntho zkoudejiciho.

Petrvin{ zdvazki. Zavazky
tykajfci se financovéni,
Divémych informaci, Studijnich
zéznami, Vynilezd, publikaci,
od¥kodnéni, pojiitén{ zadavatele,
zplsobilosti a protikorupdnich
opatfeni pfetrvdvaji i po ukon&eni
této Smlouvy, stejné jako viechna
dal¥i ujedndnf této Smlouvy
vetné jejich pfloh, z jejichZ
povahy a zéméru vyplyvé, Ze
zistdvaj{ platné po vyprieni doby
platnosti Smlouvy.

19.  Dal¥ podminky

19.1

Zplsobilost. Instituce potvrzuje,
Ze je podle ustanoveni zékond
Ceské republiky, predpist, zésad a
ufednich poZadavki drZitelem
piisludnych licenc! a registrac{ a je
kvalifikovand a zplsobild
provid¥t Studii a poZadované
finnosti souvisejici se Studif.
Instituce dile potvrzuje, Ze
neexistujf Zidné pHsludné privni
pledpisy nebo jiné zédvazky, které
by jf brénily vprovdden{ této
Studie a uzavienf této Smlouvy, Ze
ji nebylo zakézino nebo nebyla
vyloutena z vykondvén{
klinického vyzkumu a provad&nf
klinického hodnoceni 1é&ivych
pipravkli podle privnich pfedpisd
kterékoliv  jurisdikce (v&etng,
av3ak nejen podle odstavcil 306(a)
nebo (b) federdlntho zikona USA
o potravindch, lécich a kosmetice),
a %e¢ vZidné funkci nepoufije
kvykonu sluzeb podle této
Smlouvy 2Z4dnou osobu, kierd
podléhd zdkazu d&innosti podle
takovych prévnich pledpisi
B&hem platnosti této Smlouvy a
po dobu tf let po jejim ukondeni
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19.2

19.3

will notify CRO promptly if any
of these certifications need to be
amended in light of new
information.

L . Jnquiri
Warnings. or  Enforcement
Actions Related to Conduct of
Clinical Research. Institution
certifies that it is not the subject of
any past or pending governmental
or regulatory  investigation,
inquiry, warning, or enforcement
action (collectively, “Agency
Action”) related to its conduct of
clinical research that has not been
disclosed to CRO or
Pfizer. Institution will notify
CRO promptly if it receives notice
of or becomes the subject of any
Agency Action regarding its
compliance with ethical,
scientific, or regulatory standards
for the conduct of clinical research
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
Institution in association with a
listing of the Protocol in the
United States National Institutes
of Health (NIH) Clinical Trials
Data Bank, other publicly
available listings of ongoing
clinical trials, or other Study
Subject recruitment services or
mechanisms. Neither CRO nor
Pfizer will otherwise use the name
of Institution or any of
Institution’s employees or
contractors, and Inmstitution will

19.2

19.3

Instituce neprodlen& vyrozumi
CRO, pokud bude na =zdklad¥
novych informac{ nutné kterékoli
z téchto potvrzen{ doplnit.

Vyletfovéini, pétrini, varovéni
nebo donucovac{ opatieni
vztahujfef se k  providéni
klinického _ vyzkumu. Instituce
potvrzuje, Z¢ vii¢i ni nebylo ani
neni vedeno Z4dné vySetfovin{ ani
pétrénf, nebylo j{ doruteno Zidné
varovin{ ani vii¥i nf nebylo pfijato
Zadné donucovaci opatfeni ze
streny vlddnich & kontrolnich
fadi (d4le souhrnnd ,Ukedni
opatfeni) v souvislosti
s provadénim klinického
hodnoceni, o nichZ by CRO nebo
spole&nost Pfizer nebyla
informovdna.  Instituce bude
bezodkladng informovat CRO,
jestliZe obdr ozndmeni
o Utednich opatfenich nebo se

stane  plfedmétem jakéhokoli
Utedntho Gkomu v souvislosti
8 dodrZovénim etickych,
védeckych a kontrolnich norem
pro provédéni klinického
vyzkumu, pokud se tyto Ufednf
kroky budou tykat udélosti nebo
Cinnost, k nimZ dollo pfed
obdobim nebo v prib&hu obdobi,
kdy byla Studie vedena.

PouZiti jména. CRO a spoletnost
Pfizer si vyhrazuji privo jmenovat
Instituci v souvislosti s registrac{
Protokolu v databdzi klinickych
hodnoceni Nérodnich dstavil
zdravi USA (NIH), v jingch
velejné piistupnych seznamech

probihajicich Klinickych
hodnoceni nebo v jinych slubich

nebo prostfedcich pro mndbor
subjekti. CRO ani spolednost
Pfizer jinak mnepouZiji jméno
Instituce ani Zddnych zamé&stnancii
¢i subdodavateld Instituce, a
Instituce nepou¥ije jméno CRO,
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194

19.5

19.6

19.7

19.8

not use the name of CRO, Pfizer,
or any of their respective
employees or contractors, for
promotional or  advertising
purposes without written
permission from the party whose
name will be used.

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

Affiliates. As wused in this

194

19.5

19.6

19.7

19.8

spolefnosti Pfizer ani Zddnych
jejich zaméstnancl &
subdodavateld pro propaga&ni
nebo reklamni dfely bez
pisemného souhlasu strany, kterd
mé byt jmenovéna.

Vztah mezi smluvnimi strgnami.
Vztah Instituce vii CRO a

spolefnosti Pfizer je vztahem
nezdvislého dodavatele a neni
vztahem obchodntho partnerstvi,
zmocnénce a zmocnitele,
zaméstnance a zaméstnavatele,
spoleného podniku ani jinym
vztahem.,

Zmény. VeSkeré zmény této
Smlouvy musi byt provedeny
pisemné, podepsény stranami a
oznafeny jako dodatek, vyjma
urlitych oboustranné piijatelnych
Gprav rozpottu Studie, jeZz jsou
popsédny v piiloze A.

NemoZnost zfeknout se préva.
Neuplatnéni préva vyplyvajictho z
této  Smlouvy nepledstavuje
zieknutf se tohoto priva do
budoucna. Zddné zieknutl se
préva nenf linné, pokud neni
ulin®no pfsemnd a podepséno
stranou, kterd se préva zik4.

Rozpor s pHlohami.  Pokud
nastane jakykoli rozpor mezi touto
Smlouvou a jakoukoli jejf
piilohou, uplatni se Gprava a

podminky stanovené v této
Smlouvé. Pokud nastane rozpor

mezi touto Smlouvou a
Protokolem, Protokol  bude
rozhodujicf ve wv&ech 1&by

Studijnich subjektd a Smlouva
bude rozhodujici ve viech
ostatnich vécech.

PlidruZené spolefnosti. Termin
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19.9

19.10

18.11

19.12

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

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.

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 hes
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.

Enti Agreement. This
Agreement including
Attachments, taken together with
the associated agreement between
CRO and Principal Investigator

19.9

19.10

19.11

19.12

wplidruZend spoletnost“ znamend
pro ldely této Smlouvy jakykoli
subjekt, ktery pfimo nebo nepfimo
kontroluje jmenovanou strenu, je
ji kontrolovin nebo je s ni pod
spolefnou kontrolou.

Prévni ndstupci. Tato Smlouva
bude zévaznd pro prdvni nédstupce
kaZdé ze stran a bude pisobit v

jejich prospéch.

ObmySlens tetf strana.
Spolenost Pfizer je obmy$lenou

tfet{ stranou oprivnénou z této
Smlouvy a mé na ziklad® této

Smlouvy prévo piimo vyméhat

viechna svd prdva 2z ni
vyplyvajici.
Odmitnuti zéruk ze strany CRO.

Strany berou na v&domi, Ze
spoletnost Pfizer najala CRO za
ulelem poskytovéni siufeb v
souvislosti s touto klinickou
studii, ji¥ je spoletnost Pfizer
zadavatelem. CRO neprovedla
Zidny nezévisly vyzkum ani
analyzu ohledn& bezpednosti ani
Glinnosti hodnoceného 1&iva ani
jingch materidld & 1éebnych
postupll, které se pfi této Studii
pouZiji, a CRO proto neposkytuje
Z4dné vyslovné ani konkludentni
ziruky ohledn€ t&chto 1é&&iv,
materidli ani 1éSebnych postupd,
vysledkd, které maji byt ziskiny
jejich podédnim v souladu
s Protokolem, ohledn& jejich
vhodnosti pro jakykoli konkrétn{
U&el ani ohledné jakéhokoli jiného
zéivazku spoletnosti Pfizer na
zéklad® Protokolu nebo této
Smlouvy.

Uplné dohods. Tato Smlouva
vietng viech pfiloh spoledné se
souvisejicl smlouvou mezi CRO a
Hlavnim zkouSejicim (viz &lanek
1.3 Smlouve mezi CRO a
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CRO:
Attention: Legal Department

19.13

19.14

19.15

(see  Section1.3, Agreement
between CRO and Principal

Investigator), 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. Settlement
of disputes arising out of this
Agreement shall be resolved by
competent court in the Czech

Republic.

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

version will 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.

202 Carnegie Center, Suite #200
Princeton, New Jersey 08540
Phone: 609.282.8100

Fax: 609.375.9958

Site N°1227

CRO:

19.13

19.14

19.15

Hlavnim zkousejicim),
pledstavuje tiplné ujednéni mezi
stranami  ohledn®  doty¥ného
pfedmétu Smlouvy. Tato Smlouva
nahrazuje  velkeré  pledellé
dohody mezi stranami (listnf a
pisemné) tykajici se této Studie
8 vyjimkou zévazkl, které na
zéklad® své podstaty pfetrvdvaji
bez ohledu na tuto Smlouvu.

Rozhodné prévo. Tato Smlouva se
Hdi prévnfmi predpisy Ceské
republiky, 2zejména  zdkonem
€. 89/2012 Sb., obfansky zékonik,
a zikonem o lé¢ivech. K feSeni
spori vyplyvajicich Z této
sml jsou pifsluiné obecné
soudy Ceské republiky.

Jazyk, Tato Smlouva je
vyhotovena v Seském i anglickém
jazyce a ob& verze maji stejnou
ti¢innost. V pfipadé
nejednoznadnosti nebo rozporu ve
vykladu ustanoveni mezi tEmito
dvéma verzemi bude rozhodujic
deskd verze.

Ozndmeni, Strany  dorudi
ozndmeni a dal¥f zprévy vztahujici
se k této SmlouvE osobné,
kuryrem nebo poltou se
zaplacenym postovnym a
moZnosti sledovén{ zdsilky na ni¥e
uvedenou adresu nebo na takovou
adresu, kierou strans pozd&ji uréf
ozngmenim druhé strané v souladu
s timto &ldnkem.

K rukdm: Legal Department
202 Carnegie Center, Suite #200
Princeton, New Jersey 08540
Telefon: 609.282.8100

Fax: 609.375.9958
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Institution:

Attention: MUDr. Josef Lichne

Krajské zdravotnf a, s.
Socidln{ péte 3316/12a
401 13 Ust nad Labem

Czech Republic

Telephone:
Email:

Pfizer:
For Submission of Publications Only:
Patricia Haney

20.

Associate Director,
Oncology
Pfizer Inc

00420 477 114 105
sekretariatgr@kzcr.eu

Pfizer Immuno-

500 Arcola Road

Collegeville, PA 19426
Telephone: 781-429-5881

Email: Patricia.haney@pfizer.com

Anti-Corruption
20.1 Definitions
a, Government. As used in
this Agreement,
“Government” includes
all levels and subdivisions
of governments (ie, local,

regional, and national;
administrative, legislative,
and executive).

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

Site N°1227

Instituce;

Spole&nost Pfizer:

20.

K rukédm: MUDr. Josefa Liehneho
Krajski zdravotnf a, s.

Socidlni
401 13

Ceské republika

Telefon:
E-mail:

3316/12a

sti nad Labem

00420477 114 105
sekretariatgr@kzcr.cu

Pouze pro zasflani publikaci:
Patricia Haney

Associate
Oncology
Pfizer Inc

Director,

Pfizer Immuno-

500 Arcola Road

Collegeville, PA 19426

Telefon: 781-429-5881

Email: Patricia.haney@pfizer.com

Protikorup&ni opatfeni
20.1 Definice

Page 39 of 87

a.

Vlida. Pro udely této
Smlouvy zehrnuje pojem
»Vidda* viechny tvrovné
a sloZky vlady (tj. orginy
na mistnf, krajské i
celostdtni dGrovni, a to
sprivnf, zdkonoddrné i
vykonné).

Uednf osaba. Pro ti¥ely
této  Smlouvy pojem
»Ufedni osoba“ znamend
(1) jakoukoli volenou
nebo jmenovenou (fednd
osobu vlddy jiné neZ
viady USA (napf.
zédkonoddrce nebo
ufednfka ministerstva
vlidy jiné neZz vldda
USA), (2) jakéhokoli
zamistnance nebo osobu
jednajicf jménem &
zpovileni tfedni osoby
vlddy jiné ne vlédy USA,
tfadu vlddy jiné neZ vlddy
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20.2

20.3

controlled by, a non-US
Government  (eg, a
healthcare  professional
employed by & 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.

‘o and Anti .
Principles, Institution  has
received & copy of Pfizer's
International Anti-Bribery and
Anti-Corruption Principles as an
Attachment D to this Agreement.
Institution will ensure that it and
any of its agents or subcontractors
conducting Pfizer Work will
comply with the Anti-Bribery and
Anti-Corruption Principles.

Warranties. Institution warrants
to CRO and Pfizer the following:

a. Any information that

20.2

20.3

USA nebo podniku, ktery
vykondvd vlddni funkci
pro vlidu jinou ne? vlidu
USA, nebo ktery viastaf &
Hdi vldda jind neZ vldda
USA (napf. zdravotnika
zaméstnaného ve stdtn{
nemocnici, kterd nenf
stdtni nemocnici USA
nebo vizkumného
pracovnika zamé&stnaného
na stitnf univerzit®, kterd
neni stdtni univerzitou
USA), (3) jakéhokoli
pledstavitele  politické
strany v jiné zemi neZ
USA, kandidita na
velgjnou funkci v jiné
Zemi nez USA,
zaméstnance nebo osobu
jednajfcf jménem politické
strany nebo kandidéta na
vefejnou funkei v jiné
zemi neZ USA, (4)
kazdého zameéstnance
nebo osobu  jednajfcf
jménem vefeiné
mezindrodni organizace a
(5) jekéhokoli ¢&lena
krilovské rodiny nebo
pfisluinika  ozbrojenych
sil jinych neZ ozbrojené
sfly USA.

Protitiplatkdfské a protikorup&ni
zéisady. Instituce obdrZela kopii
mezinfrodnich protiuplatkifskych
8 protikorup&nich zésad
spoletnosti Pfizer jako pfilohu D
této Smlouvy. Instituce zajisti, Je
ona sama a viichni jeji zmocnénci
a subdodavatelé vykondvajici
préci pro spolednost Pfizer budou

tyto protitplatkd¥ské a
protikorupéni z4sady dodr¥ovat.

Zéruky, Instituce zarutuje CRO a
spoletnosti Pfizer ndsledujici:

a. Vedkeré informace, které
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€.

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

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

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

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

Institution has not and

Pfizer 15PFZ0711_B9991009_CZE_CTA INS
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Instituce poskytla CRO
nebo spoletnosti Pfizer
vramci procesu néleZité
protikorupéni péfe CRO
nebo spoletnosti Pfizer,
jsou Gplné a piesné.

Pokud dojde ke zmé&ném u
jakékoli odpovédi, kterou
Instituce  poskytla v
dotazniku nélezité
protikoruptn{ péle
ohledng Instituce, jakékoli
osoby identifikované v
takovém dotaznfku nebo
blizkého pifbuzného
(definovédni v takovém
dotazniku) b&hem obdobi
platnosti této Smlouvy,
Instituce bude informovat
CRO.

Financovéni, které CRO
nebo spoletnost Pfizer
poskytuje podle  této
Smlouvy, nezpilisobi, Ze se
Instituce dopusti
jakéhokoli jednéni, které
by mélo za nésledek
nepaftitné ziskin{ nebo

udrZeni obchodn{
plileZitosti nebo ziskéni
jakékoli nepatfiéné

obchodni vyhody na
strané CRO nebo
spole&nosti Pfizer.

Instituce neobdricla @
neobdr#i Zidnou platbu
ani cokoli hodnotného, co
by mélo za nésledek
nepatfiéné ziskéni nebo

udrZeni obchodni
pHileZitosti nebo ziskéni
jakékoli nepatfiéné

obchodni vyhody na
stran& CRO nebo
spoletnosti Pfizer.,

Instituce  pffmo  ani
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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.

204  Funding Requirements. CRO will

20.5

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

Right to Audit. Pfizer has the
right to take ail reasonable steps

and actions to ensure that each
payment made by CRO on behalf
of Pfizer is properly and
legitimately used. To this end,
Institution will permit, during the
term of the Agreement and for
three years after the final payment
has been made under the
Agreement, Pfizer’s internal and
external auditors access to any
relevant  books, documents,
papers, and records of the
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

nepfimo neposkytla a
neposkytne platbu ani
nabidku, ani neschvdlila a
neschvéli platbu jakékoli
Séstky nebo nabidku
&ehokoli hodnotného, ve
snaze ovlivnit jakoukoli
tifedni osobu nebo jinou
osobu.

204 Pozadavky na financovéni, CRO

20.5

neposkytne v souvisiosti s touto
Smiouvou Zddnou platbu navic k
financovéni uvedenému v pHloze
A (Rozpolet studie a platebni
podminky), pokud ji CRO pfedem
pisemn& neschvéli. VeSkeré
faktury a doplitkové dokumenty,
které podle této Smlouvy Instituce
pfedloZf CRO nebo spolenosti
Pfizer, musi byt pravdivé a
dostatedn& plesnd uvddét, za co je
platba poZadovina. Instituce
povede pravdivé, pfesné a Gplné
zéznamy (napt. faktury, zprévy,
vykazy a ti¥etni knihy) souvisejfci
s financovinim a vydsji této
Studie.

Privo auditu. CRO a Pfizer majf
prdvo podniknout veskeré
pfim#fené kroky a tkony k
zajiSténi toho, aby ke¥d4 platba
uskutetnéné CRO byla fédn& a
legitimn& pouZitaa. ~ Za timto
Ufelem mus{ Instituce povolit
bé¢hem obdobi trvéni Smlouvy a
ti roky poté, co byla podle
Smlouvy provedena konelnd
platba, pFistup internim a externfm
auditorim CRO nebo spoletnosti
Pfizer ke viem pifslu¥nym
Wletnim knihdm, dokumentiim,
pisemnostem a  zéznamim
Instituce doklddajicim transakce
tykajici se Smlouvy. ProtoZe se
tato Smlouva tyké klinické studie,
budou pro p¥ipad takového auditu
zavedena piijatelnd  ochrannd
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20.6

protect the privacy of the Study
Subjects.

Failure to Comply, If CRO or
Pfizer terminates the Study or this

Agreement because of
Institution’s breach of any of the
provisions in this Anti-Corruption
section, Institution will be liable
to Pfizer for damages or remedies
as provided by law. Further,
Institution will indemnify CRO
and Pfizer against any third-party
claim, fine, or penalty against
CRO or Pfizer that results from
such a breach by Institution.

20.6

opatfeni k zajiSté€ni dv&rnosti a

ochrany  soukromf{  subjektl
Studie.

NedodrZeni ujednéni,  Pokud
CRO nebo spolefnost Pfizer
ukonéi tuto Smlouvu z divodu
poruSeni kteréhokoli ujednéni

tohoto protikorupiniho ¢ldnku
Instituci, bude Instituce odpovidat
za §kody nebo nipravnd opatfeni
spoletnosti Pfizer dle zékona.
Instituce dile odikodni CRO a
spoletnost Pfizer ve v&i jakékoli
pohleddvky tfetf strany, pokuty
nebo pendle uplatngné vii&i CRO

nebo spolefnosti Pfizer v
disledku takového poruSenf t&chto
ujednédni Instituct.
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Agreed to and Accepted by: / Schvalil a pfijal:

inVentiv Health Clinical UK Ltd.

Signature /Podpis

Printed Name /Jméno tiskacim pismem

Title /Funkce

Date /Datum

Krajska zdravotni, a.s.

Signature /Podpis

Printed Name /Jméno tiskacim pismem

Title /Funkce

Date /Datum
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Attachments /PHilohy
Attachment A Study Budget and Payment

Terms
Attachment B Insurance Certificate
Attachment C Equipment and Materials

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

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

Ptiloha A

Pfiloha B
Ptiloha C
Pfiloha D

Pifloha E

Rozpoéet studie a platebnf
podminky

Pojistny certifikét
Vybaveni a materidly

Mezindrodni protitplatké¥ské a
protikorup&ni zdsady spoletnosti
Pfizer

Standardnf smluvn{ doloZky pro
pfedévéni osobnich idaji ze
Spoledenstvi do tfetich zemi
(predévéni sprévce sprivci)
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Attachment A
STUDY BUDGET AND PAYMENT TERMS

Protocol Number B9991009

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

payable to:
[l
PI Name:

—

Site Number: 1227

Payee: Krajskd zdravotni, a.s.
Sociélnf péte 3316/12A
Payee’s Address: | 401 13 Usti nad Labem
Czech Republic
Payee’s Phone y
!Number: | 00420477 114 105 |
Payee’s ! ‘
AP/Payment
Contact helena.luzumova@kzcr.eu
Email
address:
 Tax ID Number | CZ25488627
Ceskoslovensk4 obchodni
Bank Name: banka, a.s.
Mirové ndméstf 1/1
Bank Address: 400 01 Usti nad Labem
Czech Republic
. ' CZ35 0300 0000 0002
IBAN: 1668 6400
| Swift Code: . CEKOCZPP
‘ Account Number| 216686400/0300
Please identify - '
type
of institution:
(Hospital, hospital
Institute, P
Individual,
Foundation,

A arnoratioe

— Krajské zdravotni, a.s.
— Site N°1227

Pfiloha A
ROZPOCET STUDIE A PLATEBN{
PODMINKY

Cislo Protokolu B9991009
: Céstky

Jméno a adress p¥fiemce plateh:
splatné podle této Smlouvy budou vyplaceny:

Jméno Hlavniho T

' Cislo pracoviss:| 1227 |
|

Pifjemce platby: | Krajskd zdravotni, a.s.

.| Sociélni péte 3316/12A |
Ald':“ PHjemee | 401 13 Usti nad Labem
platby: Ceski republika
Telefonni Cislo | 000 477 114 105
pifjemce platby:
E-mailov4 adresa
' pfijemce plateb ’
pro helena.luzumova@kzcr.e
automatizované | U
platby / platebn{
kontakt ! —
| DIC: CZ25488627 1
Ceskoslovensks
Nizevbanky: | o} ohodnf banks, a.s.
Mirové nimésti 1/1
‘Adresabanky: 400 01 Usti nad Labem
Ceské republika
. - CZ35 0300 0000 0002 |
| IBAN: 1668 6400 )
| Swiftkéd: | CEKOCZPP _{
Cislo tidtu: | 216686400/0300
Uved'te typ
zatizen{: ‘
(nemocnice,
Instituce, nemocnice
jednotlivec,
Hadace, firma,
| jiné)
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The Payee must provide full payment
instructions and bank details in area above, in
writing to CRO, before any payment can be
made. The Payee is obliged to inform CRO, in
writing, of any changes or required updates of
payment instructions and/or bank details.

CRO will provide payment to the Institution
solely with funds received by Pfizer, in an
amount as outlined in the attached Exhibit 1. No
payments will be made to the Institution wuntil
the following are completed: (1) execution of
the Agreement, (2) submission of all regulatory
documents to Pfizer and CRO, (3) EC approval,
and (4) endorsement of the site by the CRO
Study team. If the Agreement is terminated
before all payments are earned, the remainder
must be returned to CRO immediately. If
Institution fails to do so, CRO or Pfizer, in its
sole discretion, may apply such unearned sums
to payments otherwise due in connection with
Institution’s participation in another Pfizer study
or may pursue other available remedies.

Per Subject Cost: The per-subject cost is based
upon completion of all visits and procedures in
accordance with the Study specifications set
forth in the Protocol. Payments will be made on
a quarterly basis within 45 days of issue of
invoice for completed visits as confirmed by
Study Data received by Pfizer and CRO and as
approved by the CRO Study team as long as the
site is in compliance with the Protocol and the
terms of this Agreement.

Other Stadv-Ievel Costs _and _Additional
Ireatment-Related Costs: In addition to the per-
subject costs, CRO will pay Institution for the
other Study-level costs and additional treatment-
related costs that are pre-approved by CRO, as set
forth in Exhibit 1. To request payment of these
costs, Institution will remit itemized invoices to
CRO, on Institution letterhead, and including
submission of any back-up documentation or

PHjemce plateb musi pfsemnou formou CRO
poskytnout Gplné vylSe uvedené platebnf
pokyny a bankovni Wddaje dffve, neZ bude
moZné provést jakékoliv platby. PHjemce
plateb je povinen informovat CRO pisemnou
formou o vedkerych zménich nebo
vyZzadovanych aktualizacich platebnich pokynil
a/nebo bankovnich (idajil.

platbu Inmstituci vyhradng
z finantnich  prostfedkd  pfijatych  od
spoleCnosti  Pfizer, a to ve v{¥i uvedené v
pliloze &. 1. Instituci nebudou vyplaceny 24dné
platby, dokud nebude spinéno nésledujici: (1)
uzavieni Smlouvy, (2) odevzdéini vSech
regulatnich dokumentl spolefnosti Pfizer a
CRO, (3) souhlas EK & (4) schvileni
pracovilté studijnim tymem CRO. Pokud bude
Smlouva ukonena pfed splnénim zévazkd, za
n&Z2 byly uhrazeny platby, zbyvajici &dstka
musf byt neprodlen® vricena CRO. Pokud tak
Instituce neutini, CRO nebo spole¥nost Pfizer
mohou dle svého uvdeni takovou
nezaslouZené nabytou &4stku odedfst od
platby jinak splatmé v souvislosti sulasti
Instituce v jiné studii spole¢nosti Pfizer nebo
mohou usilovat o jiné dostupné opravné
prostedky.

Cena _za subjekt: Cena za subjekt je
stanovena na zdklad® dokon&en{ v¥ech ndvit&v
a procedur v souledu se specifikacemi studie
uvedenymi v Protokolu. Platby mohou byt
hrazeny d&tvrtletn€ do 45 dni od phijetf
faktury za dokonfené ndvitdvy, které jsou
potvrzené prostiednictvim Gdaji ze studie
pfijatjch spoletnosti Pfizer a CRO a
schvélenych studijnim tymem CRO, pokud
pracovisté dodrzuje Protokol a podminky této
Smlouvy.

CRO uhradf

. Kromé& ceny za
subjekt CRO uhradf Instituci dal¥{ néklady na
trovni studie a8 dodatetné ndklady souvisejici s
1éEbou, které jsou pfedem schvélené CRO,
jek je stanoveno v pifloze & 1. K proplaceni
téchto nékladi Instituce vystavi pro CRO
faktuoru s rozepsanymi polokami na
hlavitkovém papfte Instituce a predloX
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receipts for pass- through expenses. Any non-
procedural pass- through expenses will be
invoiced to CRO only in the amount actually
incurred, up to the maximum amounts shown in
Exhibit 1, with no mark-up in cost. Any
costs designated as invoiceable in Exhibit 1
should be invoiced to CRO at the visits or time
points specified therein and not submitted to third
party payors.

Einal Payment: Twenty percent (20%) of
each payment will be withheld at the

time of payment. This 20% withholding will be
reconciled as part of the final payment
determination. The final payment will be paid
upon final review and acceptance of all Study
Data for emrolled subjects by Pfizer and/or
CRO, completion of all required administrative
matters by the Principal Investigator, including,
but not limited to (i) completion of all Study
subjects’ visits, (ii) Principal Investigator and
Study personnel’s performance of all procedures
required by the Protocol, (iii) Pfizer and/or
CRO’s verification that all Study Data has been
collected, recorded and submitted, and (iv)
resolution of all outstanding queries, and the
return of any Pfizer, CRO, or vendor-provided
Equipment requested by Pfizer and/or
CRO. Final reconciliation of amounts owed will
be completed within sixty (60) days of Study
Site closure, unless an extension of time is
mandated by applicable law or regulation.

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

veskerou podplrmou dokumentaci nebo G&etni
doklady pro pfefakturovdvané vydaje.
Jakékoliv prefakturovévané vydaje
nesouvisejicl procedurami budou CRO
fakturoviny vyhradn® ve vy¥i skuten&
vynaloZenych nékladl, 2 to do maximélnich
téstek uvedenych v pHloze & 1, bez
jakékoliv pliriZky k cené.  Jakékoliv néklady
oznaCené jako fakturovatelné v pifloze &. 1 by
mély byt CRO fekturoviny v dob® néavitév
nebo v ¢asovych bodech specifikovanych v
této piloze a nesmi byt pfedloZeny tfetim
stranim jako plétcim,

Zavirefns platha: Dvacet procent (20 %) =z
kaZdé platby bude v okam¥iku platby
zadrZeno. Tato 20% zadriend C4stka bude
vyrovndna v rdmci stanoveni zdvéreiné
platby. Zév&retni platbe bude uhrazena po
konefné kontrole a pfijetf viech Gdaji ze
studie pro zafazené subjekty spolednostf Pfizer
a/nebo CRO, dokonten! viech poZadovanych
administrativnich \ikon( Hlavnim zkou3ejicim,
mimo jiné vietn& (i) dokonfeni viech nivitév
subjektll studie, (ii) provedeni viech tkoni
poZadovanych Protokolem ze strany Hlavniho
zkouSejictho a pracovnikil studie, (iii) ovéfenf
ze strany spoletnosti Pfizer a/nebo CRO, Ze
byly shroméZdény, zaznamenény a pfedloZeny
viechny tidaje ze studie, a (iv) vyfeSenf viech
nezodpovézenych dotazt a vriceni velkerého
vybaveni poskytnutého spole¥nosti  Pfizer,
CRO nebo dodavatelem dle poZadavku
spoletnosti Pfizer a/nebo CRO. Zivéretné
vyrovndn{ dluZznych Zéstek bude provedeno
do 3edesiti (60) dnll od mnzavfeni studijnfho
pracovisté, pokud dle platého zékona nebo
pfedpisu nen{ vyZadovéno prodlouZeni tohoto
obdobi.

Bez fihrady. CRO neproplatf Instituci ndklady
za studijnf subjekty, u nichZ pfi néboru do
studie doflo k odchylkim od kritérif
zpiisobilosti uvedenych v Protokolu nebo u
nichZ nelze provést analyzu tdaji ze studie
kviili odchylkdim od Protokolu, chyb&jicim
Hdnym  zdznamim nebo  nelplnym,
nespravnym nebo neovéfitelnym zdznamiim
CRF.
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Investigational Drug: Per Section 8 of this
Agreement, Pfizer or CRO will provide the

Pfizer Drug. The following additional Protocol-
required drugs will be provided at no charge or
Pfizer will cover the costs of as indicated below:

- MSB0010718C (avelumab) 20 mg/m! solution
for infusion (10 ml/vial) will be provided by
Pfizer.
- Pegylated liposomal doxorubicin
hydrochloride 2 mg/ ml suspension for infusion
(10 or 25 ml/vial) will be provided by Pfizer.

Standard _of Care: Compensation for all
Protocol-required activities to be performed by
Institution is included in the budget, except for
any services indicated as constituting Standard
of Care (“SOC”) in Exhibit 1. “Standard of
Care” is defined to include any medically
necessary treatments, procedures or tests,
administered in a way consistent with good
medical practice that would be expected to be
performed even if the subject were not
participating in the Study. Study subjects or
their health care insurers are responsible for the
costs of SOC services. In its sole discretion,
Pfizer will consider covering the costs of such
SOC services, via CRO, for (i) participants who
arc both uninsured and indigent, or (ii) in
extraordinary circumstances.

Screen Failurgs: A “Screen Failure” is a
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 and must
be invoiced for payment.

EC Fees: Central and local Ethics Committee
fees will be paid directly by CRO/Pfizer unless
otherwise specified herein.

Invoices & Payments: Email invoices, in

Hodnoceny pifpravek:  Podle oddilu 8 této
Smlouvy poskyme spolefnost Pfizer nebo
CRO 1ék spoletnosti Pfizer. Nasledujic
dodatetné léky vyZadované Protokolem budou
poskytnuty bezplatné nebo spolefnost Pfizer
uhrad{ néklady na n&, jak je uvedeno niZe:

- MSB0010718C  (avelumab) 20 mg/ml
infuznd roztok (10 ml / injekéni lahvidku)
dodé spolenost Pfizer.

Pegylovany lipozomdlni doxorubicin-
hydrochlorid 2 mg/ml infuzn{ suspenze (10
nebo 25 ml / injek¥ni lahvitku) dodd
spoletnost Pfizer.

Standardn{_péfe: OdmEna za vSechny
¢innosti, jejichZ provddéni Instituci vyZaduje
Protokol, je zahrnuta v rozpottu, s vyjimkou
sluZeb oznaovanych jako standardni péle
(ddle ,stendardni péfe™) v pifloze & 1.
Standardn{ péte* je definovina jako jakékoliv
z lékafského hlediska nezbymé ofetfent,
procedura nebo vySetfeni, provid&né v souladu
se sprévnou Iékafskou praxi, jejichZ provedeni
by se predpoklddalo i v pi{pad¥, Ze by se
subjekt neti¢astnil studie. Subjekty studie nebo
jejich zdravotni pojiStovna odpovidaji za
néklady na standardni pé&i. Spole¥nost Pfizer
dle svého vlastntho posouzenf zvé# thradu
standardn{ péle prostfednictvim CRO pro (i)
Utastnfky, ktel{ nejsou poji¥téni a zéroveti jsou
v nouzi, nebo (ii) za vyjime&nych okolnosti.

Nelispiiny screening: ,Neispiny screening”
pfedstavuje subjekt, ktery podepsal souhlas a
nespliiuje kritéria screeningové navitdvy, a
tudiz nenf zplsobily k zafazeni do studie.
Odmény za nelsp&ny screening budou
hrazeny, jak je stanoveno v pHiloze &. 1, a musi
byt fakturovény k proplacen.

Odmina EK: Poplatky centrdlni a lokaln{
etické komisi budou hrazeny pfimo

CROf/spoletnosti Pfizer, pokud v tomto
dokumentu neni specifikovano jinak.

Eaktury a platby: Faktury v anglickém jazyce
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English, to: the Grants Management mailbox
below:

Please indicate following on the Subject line:
Sponsor name; Study Protocol #, Project
code # 15PFZ0711 and PI name

Correspondence should be addressed to
the Grants Management mailbox below: Email

za3lete e-mailem oddéleni Grants Management
(spréva grant() na adresu:

Do pfedmétu zprévy uved'te nisledujici:
jméno zadavatele; & Protokolu studie,
kéd projektu 15PFZ0711 a jméno
Hlavniho zkou$ejiciho

Korespondence musi byt adresovéna
oddéleni Grants Management na adresu: Email:

Please indicate following on the Subject line:
Sponsor name; Study Protocol #, Project
code # 15PFZ0711 and PI name

Invoices should not be submitted until approval
has been received from CRO and/or Pfizer to
begin enroliment. Invoices will not be paid until
such time. If invoices are received prior to
approval to begin enrollment, they will not be
processed and payment will be delayed.

For any costs not in Exhibit 1, do not submit
invoices until a budget modification letter or
contract amendment has been received. To
expedite payment, such invoices can be
accompanied by a copy of the amendment.

The following information must be included
on all invoices:

Invoice number

Invoice date

CZK amount of invoice

Principal Investigator Name
Institution Name

Protocol Number

CRO project Number

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

Do ptedmétu zprévy uved'te nasledujici:
jméno zadavatele; &, Protokolu studie,
kéd projektu 15PFZ0711 a jméno
Hlavnfho zkou3ejictho

Faktury by nemély byt predkléddny, dokud
neobdrZite souhlas CRO a/nebo spole&nosti
Pfizer se zahdjenfm néboru subjektd. Do
takového okam¥ku faktury nebudou
propliceny. Pokud budou pfijaty faktury pfed
souhlasem se zahijenim nédboru, nebudou
zpracovény a platba bude opoZd&na.

Za néklady neuvedené v piloze & 1
nepfedklédejte faktury, dokud neobdrZite dopis
© Upravé rozpoltu nebo dodatek ke Smlouvé.
K urychleni plateb by k fakturdm méla byt
pfiloZena kopie takového dodatku.

Nésledujfcf informace mus{ byt uvedeny na
viech fakturdch:
Cislo fektury

Datum vystaveni faktury
Fakturovani &istka v K&
Jméno Hlavnfho zkousejiciho
Nézev Instituce

Cislo Protokolu

Cislo projektu CRO

Faktury pro thradu dodatenych nékladi
souvisejfcich s 1étbou, dalfich ndkladd na
trovni studie, které jsou pfedem schvileny
CRO, jak je stanoveno v pfiloze & 1, a za
navitévy subjektd musi uvdddt také
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Page 50 of 87



Confidential
PFIZER - 15PFZ0711 (B99

91 - — — Krajskd zdravotni, a.s.
Principal Investigator Name: Site N°1227

Subject identification number

A visit identifier (i.e. Cycle 1, Day
1) for when the procedure occurred
(if applicable)

The cost per Exhibit 1

All sums stated in Exhibit 1 shall be exclusive
of Value Added or an equivalent sales tax
(“VAT").

Only in the following limited circumstances
shall VAT be added to any sums stated in
Exhibit 1:

1. Where the Institution is registered for
VAT in the local country and is legally
obliged to charge CRO local VAT in
respect of the services provide to CRO;
Where the Institution has listed its
VAT number below; and
Upon receipt of a valid VAT invoice
Where the Institution has the option
to apply the ‘“reverse charge
mechanism” and fails to do so they
shall not be regarded as legally obliged

to charge local VAT for the purposes
of point 1 above in this section.

B w

Institution VAT Number: CZ25488627

JTaxes: Any consideration payable under this
Agreement will be exclusive of local VAT since
these services fall under Art. 44 of the
Council Directive EC 2006/112/EC. In the case,
where this territorial rule would not be
applicable, the normal standard VAT rules or
any similar sales tax rule will be applied. In
case any other services or goods are subject to
VAT, a valid VAT invoice must be issued by
the supplier to the recipient in respect of
the transaction covered by the consideration. If
VAT is charged in error, it will be refunded
upon receipt of a refund from the relevant tax
authorities either by way of an actual refund or
by way of adjustment of the relevant VAT
return. If VAT is not charged but subsequently
it is found that it should have been charged or

identiﬁlménl ¢islo subjektu
Identifikace  ndvitévy  (napf.
cyklus 1, den 1), kdy byla
provedena procedura (vztahuje-li
5¢)

Cena podle piflohy &, 1

Viechny &4stky v piiloze &. 1 jsou uvedeny bez
dané z pfidané hodnoty nebo ekvivalentni dan&
z obratu (déle ,,DPH*).

nésledujict

Pouze v nésledujicich omezenych p¥padech
bude DPH pfipotitina k ddstkdm uvedenym
vpiiloze &, 1:

1. pokud je Instituce ve své zemi
registrovanym plitcem DPH a ze
zdkona md povinnost CRO udtovat
mistnf DPH s ohledem na sluZby
poskytované CRO;
pokud Instituce jako plitce DPH
uvedlo své DIC niZe;
po piijeti platmé faktury s DPH;

pokud mé Instituce moZnost uplatnit
smechanismus pfeneseni{ dafiové
povinnosti” a neulin{ tak, nebude
povaZovéno za pravnE vézané k
lftovinf mistni DPH pro Wdlely
bodu 1 vySe tohoto oddilu.

DIC Instituce jako plétce DPH: CZ25488627

Dang: Jakékoli dhrada splatnd podle této
Smlouvy bude bez mistni DPH, protoZe tyto
sluZby spadejf pod &L 44 smé&rmnice Rady ES
2006/112/ES. V phipad® nepouitelnosti
tohoto Gzemntho pravidla budou uplatn¥na
b¥Znd standardni pravidla pro odvoedy DPH
nebo pHpadn® obdobné pravidla pro dat z
obratu. V piipad¥, Ze uplaméni DPH
podléhaji jakékoliv dal¥{ sluzby nebo zbo,
dodavatel mus{ pijemci vystavit platnou
fakturu s DPH za transakci, k nfZ se thrada
vztahuje. Bude-li DPH ¥tovéna omylem, bude
po vrdceni phisluSnym finaninim Gfadem
navricena bud' formou faktického wvréceni,
nebo formou Gpravy odvodu DPH. Nebude-li
DPH t#ltovina, aviak ndsledn& se zjist, Ze
GCtovéna byt méla, nebo posoudi-li pslufny
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VAT is assessed by the relevant tax authorities
as being due on the consideration, the VAT

due upon said consideration will be paid upon
presentation of a valid VAT invoice.

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

Refunds: Send refunds to:
Attn: Grants Management
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
(15PFZ0711)

Institution will not be reimbursed for any
additional testing, treatment, or procedures not
required by the Protocol or specified in the
Agreement or this Attachment, unless such
additional testing, treatment or procedures are
pre-approved by CRO and/or Pfizer.

Amendments: The following Study budget
changes must be documented by a modification
letter signed by Pfizer and/or CRO: (1)
increases in the total Study budget, with or
without modification of the payment schedule,
or (2) modification of the payment schedule
with no change in total Study budget.

— Krajské zdravotni, a.s.
— Site N°1227

finandni tfed, Ze je nutno zaplatit DPH za
danou thradu, bude dluZnéd DPH zaplacena po
pledloZeni platmé fektury s DPH.

Pokud nebudou na viech fakturich uvedeny
tyto povinné informace, dojde k opoZd&ni
platby.

Befundage: Refundované ¢astky zaSlete na
adresu;
Attn: Grants Management
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
(15PFZ0711)

Dal¥f_vyletfeni, Iéfba nebo procedury:
Instituci nebude proplaceno dalSi vy3etfeni,
lé€ba nebo procedury, které nevyZaduje
Protokol nebo nejsou specifikoviny ve
Smlouve nebo v této piiloze, pokud takové
dal¥{ vyletfeni, 1é&ba nebo procedury nebyly
pfedem schvileny CRO a/nebo spoleénosti
Pfizer.

Dodatky: Nésledujici zmény rozpodtu studie
musi byt doloZeny dopisem o zmé&nich
podepsanym spoletnost! Pfizer a/nebo CRO:
(1) zvySenf celkového rozpoltu studie, se
zménou nebo beze zmény platebniho
kalendéfe, nebo (2) zm#na platebniho
kalendife beze zmény celkového rozpodtu
studie.
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Exhibit 1 to Attachment A Priloha ¢&. 1 k pifloze A
Study Budget Rozpodet studie
1. Table: Budget per patient 1. Tabulka: Rozpofet na jednoho
__ pacienta _
Visit Payment in CZK Nivitiva ’ Platba v K& ‘
Visit 1/ | Névstéva 1/ ‘ |
Screening 433422 CZK Screening | 433422 K¢
Visit 2/ Névitéva 2 /
Cyclel/Day 1 3 588.09 CZK Cyklus 1 / Den 1 3 588.09 K& |
Visit 3/ NévStéva 3 /
' Cycle1/Day 15 3 072.63 CZK Cyklus 1/Den 15 3 072,63 K&
Visit 4/ Néivitéva 4 /
| Cycle2/Day 1 3 629,34 CZK Cyklus2/Den 1 3629.34K& |
Visit5/ Névitdva 5/
 Cycle2/Day 15 225291 CZK Cyklus 2/ Den 15 225291 K& |
| Visit 6/ Névitéva 6/
| Cycle3/Day 1 362934CZK| Cyklus3/Denl 3 629,34 K&
Visit 7/ Névitéva 7/
| Cycle3/Day 15 154044 CZK | | Cyklus3/Den 15 1 540.44 K&
Visit 8/ Névitéva 8 /
' Cycle4/Day 1 318945CZK Cyklus4/Den1 3 189,45 K&
Visit 9/ ' ' Névitéva 9/
Cycle 4/ Day 15 J 154044 CZK | | Cyklus4/Den 15 1 540,44 K&
Visit 10/ y Navitdva 10/ f
Cycle 5/Day 1 1 318945CZK | Cyklus5/Den1 318945K¢
Visit 11/ Névitéva 11/
Cycle 5/Day 15 1 540.44 CZK Cyklus 5/Den 15 1 540,44 K¢ |
Visit 12 /. Navstéva 12/
Cycle 6/Day 1 3 189,45 CZK Cyklus 6/ Den 1 318945Ke |
Visit 13/ Névitéva 13/
Cycle 6/Day 15 154044CZK = Cyklus 6/Den 15 1 540,44 K&
Visit 14/ Névitéva 14 /
Cycle 7/Day 1 3189.45 CZK Cyklus 7/Den 1 3189.45K& |
Visit 15/ Névitéva 15/
Cycle 7/Day 15 1540.44 CZK Cyklus 7/ Den 15 1 540.44 K&
Visit 16/ Névitéva 16 /
Cycle8/Day1l 3 189,45 CZK Cyklus 8 /Den 1 318945K¢ |
Visit 17/ Névitéva 17/
Cycle 8/ Day 15 154044 CZK |  Cyklus 8/ Den 15 154044 K&
Visit 18/ Névitéva 18/
Cycle9/Day 1 318945CZK | | Cyklus9/Den 1 3 189.45 K&
| Visit 19/ ' Névitdva 19/
Cycle 9/ Day 15 154044CZK | Cyklus9/Den15 1 540,44 K& |
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Visit 20 / | Névstéva 20/
 Cycle 10/ Day 1 318945CZK| | Cyklus 10/Den 1 3 18945K¢ |
Visit 21 / Névitsva 21 / I
| Cycle10/Day 15 | 154044CZK | | Cyklus 10/ Den 15 1 540,44 K& |
Visit 22 / ‘ Névitéva 22 /
| Cycle 11/ Day 1 318945CZK | | Cykius11/Denl | 3 189,45 K&
Visit 23 / Névitéva 23 / ‘
| Cycle 11 /Day 15 | 154044CZK | Cyklus 11/Den 15 1 540.44 K& |
‘Visit 24/ End of }igb”m““z‘” Konec |
| y (EoT) /
Treatment / Early | Névitéva phi
. Withdrawal - CZK odstoupeni , - K&
Visit 25/ | Névitdva 25/
Bezpednostni
LD"Y 30 Follow-Up 965.91 CZK | kontrola-Den30 | 965.91 K& |
— T Navittva26/
Visit 26 / ‘ Bezpetnostni |
Day 60 Follow-Up 96591 CzK | | kontrola-Den60 | 96591 K&
Visit 27/ vy ‘;:;j’ ‘
Day 90 Follow-Up 965,91CZK | kontrola - Den 90 965.91 K&
Visit 28/ Névitéva 28 /
Follow-up | 48296 CZK | | Kontrola 482,96 K&
Total per Patient | 63266,78CZK |  Celkemza pacienta | 63 266,78 K&
2. Additional Treatment - Related 2. Dodatetné ndklady souvisejici s
Costs 1é&bou
Additional procedures that may not apply to Dodate¢né likony, které nemusi byt provedeny
_all patients. ~ u viech pacienti, -
Procedure Comments l;nny:;t } VySetfeni ] Podminky ‘ Platba v K¢ ’
Coagulati g‘l’ll;?if sae ’ Koagul gﬁg‘f”““" " ‘
o8 on not oagulace ‘
(max1x) | performedwithin = So~0CZK | | 1x) nebyla g‘;lm 88,50 K
the last 7 days. 7 datt.
| Ser . | T Té&hotensky |
Pregnancy | Applicable to 173,70 :
Test | WOCBP CZK | | ‘testzesér | JPocientecve ‘ 173,70 K&
(max 2x) ‘ - | (max 2x)
Urine ‘ ‘ — -
Pregnancy | Applicable to 111,90 Ommkf_ ;
Test WOCBP CZK test z moti }.I p'acwnmv;\:le 111,90 K&
(max 11x) ) (max 11x) | fertilnfm ‘
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LVEF; MUGA or ) EF LK; bude
MUGA ' Echo to be 323130 MUGA provededna 3231.30 K&
(max 7x) ’ performed, not CZK (max 7x) | MUGA nebo ’
L both | . . ECHO. ne obojf | N _
LVEF; MUGA or EF LK; bude ‘
ECHO Echo to be 3 196,20 ECHO provededna 3 196.20 K&
{max 7x) performed, not CZK (max 7x) MUGA nebo ’
both , ECHO, ne obojf ‘
FK
| | | (|
PK/ADA | | || neteke)/
Sampling Applicable to .
134,70 (sérové Vztahuje se pouze
for Arms A and B C7K protilitky pro ramena A o B 134,70 K& |
(max 25x) vzorky pro
avelumab
(max 25x) o |
PK , FK vzorky . |
Sampling | Applicable to first pro Vziahuje se pouze
for 18 subjects in 134,70 | | doxorubicin | 72 Prvaich 183 134,70 K¢
Doxorubicin = Arms B and C CZK | | (rLD) pacientek v
(PLD) Only (max 6x) rameni BaC
(max 6x) 1 F
Avelumab Podéni
Administrati | Applicable to 1 353,90 Vztahuje se pouze
o Afm A Only CZK | | B | prommenoh | 1 35390KE
 (max 22x) =1 = ,
Avelumab P i
PuSPLD | 40 ticableto 1353,90 -
e a » avelumabu | Vztahuje se pouze
mAdrmmstratl Am B Only C7K | | SPID 70 remeno B 1353,90 K&
(max 22x) (max 22x) |
PLD ‘
Administrati = Applicable to 1 353,90 Podéni PLD = Vztahuje se pouze 1 353.90 K&
on Arm C Only CZK | (max11x) | proramenoC '
| (max 11x) - B o ’
%v&l Uchovéni |
T 23040 | FEPE bloku
Ti C7K tkdn& 230,40 K&
Block nédoru
| (max 1x) (max Ix)
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r | | 'Provede se na ‘
To be obtained at | screeningu
De Novo screening unless Nové (pokud neni
Tumor not clinically 2 157.30 biopsie klinické |
Biopsy — feasible, and if C’ZK nédoru — kontraindikace)a | 2 157,30 K& |
Excision subject agrees to excise pokud bude
(max 2x) optional biopsy at (max 2x) subjekt souhlasit s
EoT volitelnou biopsii,
tak na EoT | J
- Provede se na | ‘
To be obtained at Nova screeningu
De Novo screening unless biopsie (pokud nen
Tumor not clinically 347250 | | nédoru- klinické '
Biopsy - feasible, and if C'ZK punkini kontraindikace) & 3472,50K¢
Core Needle | subject agrees to biopsie pokud bude
(max 2x) optional biopsy at (max2x) | Subjekt soublasits
| EoT ' volitelnou biopsii,
l | L tak na EoT B —
l ,_ - Provede se na
m:t EoT / Névitéve
Physical EoT/Earl 647.70 Télesné pii odstoupent,
Examination | oo oY J vydetfeni | pokud nenf 647,70 K&
Withdrawal if not CZK
{max 1x) completed within (max 1x) dokonéeno b&hem
the prior week. p_i"edchozﬂ:o
e , - i tydne. | ‘
Provede se na
et | BoT / Névitéve
Hematology | EoT/Early 124,80 | | Hematologi  pH odstoupen, 124 80 K
(max 1x) | Withdrawal if not czx |° poxud n »
| completed within (max 1x) :gdmb‘h“
. oziho
the prior week. _ tydne, L ]
Assssment EoT / Névsieve
Blood . performed at Biochemick | .
. EoT/Early 309,00 | | évyydetteni | PH 0dstoupent,
Chemistry . . . pokud neni 309,00 K&
Withdrawal if not CZK | | krve ’
(max 1x) e dokon&eno béhem
compl.ewd within (max 1x) predchoziho
ook |
Assessment | Provede se na
performed at EoT / Navitéve
Coagulation | EoT/Barly pli odstoupeni,
(max1x) | Withdrawal ifnot =580 CZK é;’:ff:;’ pokud nent 88,50 K&
completed within dokonéeno b&hem
the prior week. pfedchoziho
’ \ | tydne.
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CEEEEEEE

Principal Investigator Name:
Asgessment |
performed at
CA-125 EoT/Early 354,00
(max 1x) Withdrawal if not CZK
completed within
the prior week.
Assessment
12-Lead performed at
ECG EoT/Early 345,30
(Single) Withdrawal if not CZK
(max 1x) completed within
| the prior week.
Assessment
Patient performed at
Reported EoT/Early 152,10
Outcomes Withdrawal if not CZK
(max 1x) completed within
the prior week.
Sample
Cﬁp ections Assessment
(collection performed at
. * | EoT/Early 214,20
 toment o, | Withdrawal if not CZK
) completed within
central lab) the prior week
(max 1x) pa '
Assessment
Study performed at
Coordinator | EoT/Early 677,10
Fee Withdrawal if not CZK
(max 1x) completed within
the prior week.
Assessment
E .F - mﬁﬂ 201,00 CZK
(m"glg Withdrawal if not 20 *
completed within
the prior week.

Site N°1227
Provede se na
EoT / Navittve
pfi odstoupent,
CAI25 | kud nenf 354,00 K&
(max 1x) | dokonéeno bihem
pfedchoziho
1vdne. N
Provede se na
12svodové | EoT / NévitEve
EKG pii odstoupent,
(Jediné pokud nenf 345,30 K&
mé&fenf) dokondeno b&hem
(max 1x) ptedchozfho
tydne.
Provede sena
Dotaznik EoT / Név§t&vé
vysledkil | pfi odstoupeni,
hléSenych pokud neni 152,10 K¢&
pacientkou | dokonéeno b&hem
(max 1x) pfedchoziho
tvdne.
m Provede se na
(odber EoT / Név§t&ve
’vm pfi odstoupeni,
Zpraco pokud nenf 214,20 K&
plepravado | o o xeno bihem
centralnd dchoziho
laboratote) | PI°
dne.
(max 1x) 9
Provede se na
Odména EoT / Névit&ve
pro pti odstoupen,
studijntho | pokud nenf 677,10 K2
kordindtora | dokongeno b&hem
(max 1x) | pFedchoztho
tydne
Provede se na
Odména za | EoT / Navit&ve
i/ zadévénf | pokud neni 201,00 K&
dat dokonéeno b&hem
(max 1x) pfedchoziho
tydne.

All mentioned procedures will be invoiced. ~ V3echny zminéné tikony budou proplaceny na

3. Other Study-Level Costs

Additional Procedures are not included in Dodatené Gkony

fakturu.

3. Jiné niklady na studii

nejsou
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the Per Subject Cost (Procedures not tied to nakladech na jeden subjekt (jedné se o ukony

a specific visit).

} Procedure Comments

subjects who SF
at the Visit 1.
Cost reflects V1
with 25%
reduction, no

. overhead paid.
Max 1 SF per 3

\ Somized

Applicable to

Screen Fails

| Either CT or MRI
to be performed,

not both

subjects.
F‘ Chest

Abd to be performed,

not both.

Either CT or MRI
CT Pelvis to be performed,

| not both,

‘ CT Brain to be performed,

| not both.
1

Either CT or MRI |

Either CT or MRI

to be performed,
not both.

Either CT or MRI
to be performed,
| not both.
| Either CT or MRI |
to be performed,
not both.

MRI Chest

MRI
Abdomen

MRI Pelvis

Either CT or MRI

|

Either CT or MRI
to be performed,
| not both,

MRI Brain

nespojené s konkrétn{ nédvitévou).
Paymenti || Vyletfeni | Podminky | PlatbavKe }
Tyké se pouze \
subjektii s
netisp&nym
| screeningem
ndvitéve 1,
Niéklady .
pfedstavujf
2 955,15 | Neflisp&3ny Névitévu 1 s
CZK |  screening 25% poniZenim, 2955,15Ke
bez thrady
reZijnich
ndkladd. Max 1 ‘
nedsp&nému
screenig na 3
| randomizované
i _| subjekry. !
3300,00 Provede se bud’
CZK | CT hrudniku | CT nebo MRI, 3 300,00 K¢
[l ne obojf. ‘
‘ Provede se bud’
3 30((:)’2012 CT bticha CT nebo MRI, 3 300,00 K&
| ne obojf., |
3300,00 | Provede se bud
CZK CT pénve CT nebo MRI, 3 300,00 K&
_ne oboji. .
3 300’00 Provede se bud’
czk | CT mozku CT nebo MRI, 3 300,00 K&
X | neobojf.
7 200,00 MRI Provede se bud’
CZK | | hrudni | CTnebo MRI, | 7200,00 K&
| ne oboji. I
7 200,00 " Provedesebud |
CZK | MRIbficha  CTneboMRI, | 7200,00K&
— | | ne oboji. | -
7 200,00 | Provede se bud
CZK ] MRI pénve CT nebo MRI, 7 200,00 K& |
' ne obojf. o
7 200,00 Provede se bud’
CZK | MRImozku  CT nebo MRI, 7 200,00 K&
| ne obut. |
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1 800,00 | Scintigrafie

|
Bone Scan C7K | | skeletu 1 800,00 K&
ol
To be performed Mikroskopic pokud je roz
Microscopic | if dipstick 4980CZK | Ijrozbor | o Pomoct 4980Ke |
Urinalysis | urinalysis is modi 8gnosty
' abnormal. | tytinky
abnormélni
Cycles ey | Tobeinvoicadas | 318945 | Dalffoyidus  gpon o ‘ 3 189,45 K&
) necessary. CZK || Den1 pfipadé potfeby. ]
— i Bude |
ﬁ;%fy To be invoiced as 1 540,44 g:lj»f cyklus | o rovéno v 1 540,44 K&
15 fecedsery. | CZK | Denld | pHpadk potfeby.
Additional | Bude
Treatment | To be invoiced as 1353,90 || Dal¥ipoddni o0 = oy 1 353,90 K&
Administrati | necessary. czK | | leby pipadé potfeby.
ons ;
Additional N Daldf odbér  Bude
PK Sample To be invoiced as 134,70 CZK | | FK vzorkdi fakturovéno v 134,70 K&
Collections | "©oe898TY- pHpadépodeby. | |
All mentioned procedures will be invoiced. ~ Viechny zmin¥né tkony budou proplaceny na
fakturu,
| Start-up . 25000,00 | | Start-up jednorézovy 25 000,00 |
e onetime poymens | 229020 poplatek | poplatek K
Pharmacy fees ~ Lékdrenské poplatky ‘
[ pees g 2 000,00 Inicia&n{ jednordzovy 2 000,00
Initiation fee = one-time payment C7K : poplatek poplatek K&
Fee for { Poplatek za '
receipt, pi‘(jmn,vﬁﬂj
storage, sklado )
reports to a flat monthly fee 803,2012 hlé3en{ do mu.:s:lwmknﬁdcm 800,00 K¢
IVRS, IVRS, pop
temperature monitoraci
monitoring { teploty | -
Fee for per 1 dilution (fee Poplatek za gllffein‘
ditution of | includes also 1 000,00 h*‘““‘ aho | o 1 000,00
 ntiem o odnoceného = obsahuje veSkery
medication - = auxiliary CZK 1&%iva — » g K¢
Avelumab materials) avelumab | mu mt 9161“ n) ‘
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Feefor | per1 dilution (foe Poplatek za | 221 fodtai

dilution of | includes also 1000,00 | | Fedéni (Poplat 1ooo,oo‘
medication - | auxiliary CZK | | hodnoceného = OPSahuie velkery | Ke
PLD | materials) | | 1&iva-pLD | POmOSY
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Attachment B Piloha B
INSURANCE CERTIFICATE POJISTNY CERTIFIKAT
Potvrzeni o pojidténi Certificate of Insurance

Toto potvrzeni ¢ pojiiidnl siouti X informaénim (teilm a nepfenddi itele tohoto patvrzeni Zidnd . Talo
omm&ﬂimwlemwmuwng%mmm. o
This cortificate is issued as a matter of information only and confiers no rights upon the ceritificate holder. This certificate does not
amend, extend or alter the coverage affordered by the policies below.

Cislo pojistné smiouvy 5200245116 Policy No.
Pojistitel AlG EUROPE Limited, organiza&ni sio3ka Insurer
pro Ceskou republiku
V Celnici 1031/4
110 00 Praha 1
Pojistnik Pfizer, spol. s r. 0. Named Insured
Praha 5, Stroupeznickéno 17, PSC 150 00
IC: 49244809
Podétek pojidténi 1.1. 2016 inception Date of
Insturance
Konec pojisténi 31.12.2016 Expiration of insurance
Po&itek hodnoceni 25 September 2015 inception of Trial
Konec hodnoceni 1st May 2020 Expiration of Triai
Druh pojisténi Klinické hodnoceni humannihe ééiva. Type of Insurance
Clinical triais.
Rozseh kryti Touto pojistnou smicuvou se kryje: Scope of Cover

- odpovidnost za $kody vznikié na zdravi u subjektd klinického hodnoceni

- edpoviidnost za $kodu pro zkousejiciho a zadavatele kiinického hodnoceni v souvisiosti s
timto hodnocenim v souladu s ustanovenim § 52 odst. 3, pism. f) Zak. &. 378/2007 Sb. o
lédivech, v platném znéni, v rozsahu podie mezinirodnihe pojistného programu

- pro pojisténi kiinického testovani nepiati vyluka 4.1.13

This policy covers.
- 3" Party Liabiiity for trial subjects for injury to health arising out of making the clinicat trial
- 3" Party Liability for injury covering investigator and sponsor of clinical trial connected with this
clinical frial in compliance with provisions of Section 52 (3) (1) of Act No. 378/2007 Coll., on
Drugs, as amended, as per the Master policy wording.
- for this insurance the exclusion 4.1.13 of terms and conditions Is not applied
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Testovany produkt Avelumab Tested drug
Cislo studie 89991009 Code Number of Study
Nazev RANDOMIZOVANA, MULTICENTRICKA,  Title

OTEVRENA STUDIE FAZE 3 AVELUMABU
{(MSB0010718C) SAMOTNEHO NEBO V
KOMBINACI $ PEGYLOVANYM
LIPOZOMALNIM DOXORUBICINEM PROTI
SAMOTNEMU PEGYLOVANEMU
LIPOZOMALNIMU DOXORUBICINU U
PACIENTEK $ RAKOVINOU VAJECNIKO
REZISTENTNI/REFRAKTERNI VOG! PLATINE
A PHASE 3, MULTICENTER, RANDOMIZED,
OPEN LABEL STUDY OF AVELUMAB
{MSB0010718C) ALONE OR IN COMBINATION
WITH PEGYLATED LIPOSOMAL
DOXORUBICIN VERSUS PEGYLATED
LIPOSOMAL DOXORUBICIN ALONE IN

PATIENTS WITH PLATINUM
RESISTANT/REFRACTORY OVARIAN
CANCER
Uzemni platnost Czach Republic Policy Territory
Pojistné Eastka 8.000.000 USD Limit of indemnity Per

occurrence and in the

Spoludidast 0
Praha 22.3.2016
£ 3339y
*Cona lﬂi/:, 1900 %ens 1
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Attachment C
EQUIPMENT AND MATERIALS

ided Equipment and
Materialy

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

CRO/Pfizer-Provided Materigls

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

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

CRO or Pfizer will arrange for a vendor to provide

the following equipment or proprietary materials
(“Vendor Property™) for use in this Study: NONE

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.

Institution Responsibilities. Institution will bear
the risk of loss or damage to CRQ Equipment,
CRO Materials, and Vendor Property. If any CRO
Equipment, CRO Materials, or Vendor Property
must be replaced by CRO, Pfizer or vendor during
Study conduct as the result of loss or damage by
Institution, CRO reserves the right to deduct, from
future Study funding payments, the cost to CRO or
Pfizer of the replacements.

Liability. Neither CRO nor Pfizer has any liability
for damages of any sort, including personal injury

Ptiloha C
VYBAVENI A MATERIALY

Vybaveni a materidly poskytnuté
CRO/spoletnosti Pfizer

Vybaveni 1 zer

CRO nebo spoletnost Pfizer poskytne vybaveni
uvedené nfZe (dile jen ,,Vybaveni CRO“) pro
pouZiti Instituci pii vidéni Studie nebo
podévéni zprév o Studii: NE

Materidly poskytnuté CRO/spolenosti Pfizer

CRO poskytne nfZe uvedené chrénéné materidly,
které CRO vlastni nebo k nim? disponuje licenci,
(déle jen ,Materidly CRO*) pro pouZitf Instituci
pfi provadéni Studie nebo poddvéni zpriv o Studii.

Dodané materidly: ZADNE
Vybaveni a Materiély poskvinuté prodejcem

CRO nebo Pfizer zajistl prodejce, ktery poskytne
nasledujici vybavenf nebo chrdnéné materidly
(ddle jen ,,Majetek prodejce*) pro pou%iti v této
studii: ZAD

Vlastni €dnost za
Skodu

Vlastnictvi, Vybaveni CRO, Materidly CRO a
Majetek prodejee jsou a zistdvaji majetkem
spolednosti CRO, spoletnosti Pfizer, prodsjce
nebo poskytovatele licence (dle konkrétnf situace).

Povinnosti Instituce. Instituce nese riziko ztréty
nebo podkozeni Vybaveni CRO, Materidli CRO
nebo Majetku prodejce. Pokud CRO, spole&nost
Pfizer nebo prodejce musi vyménit jakékoli
Vybaveni CRO, Materidly CRO nebo Majetek
prodejce b&hem provédéni Studie v dasledku
zirity nebo poSkozeni zplisobeného Institucf, CRO
si vyhrazuje prévo odedist ndklady CRO nebo
spolelnosti Pfizer na jejich vymé&nu z budoucich
plateb financovani Studie.

Prévid odpov&dnost za $kodu. CRO ani
spolenost Pfizer neodpovidaji za %idné Skody,
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or property damage, resulting from the use of CRO
Equipment, CRO Materials, or Vendor Property
except to the extent that (1) such damages were
caused by the negligence or willful misconduct of
CRO, Pfizer, or the vendor or (2) a personal injury
constitutes a Research Injury to a Study Subject, as
described in Attachment B to this Agreement.

Version Date: December 2012

vEetné $kody na zdravi osob &i pofkozeni majetku,
vzniklé v disledku pouXivini Vybaveni CRO,
Materidld CRO nebo Majetku prodejce, krom#
ptipadd, kdy (1) takové Skody byly zpisobeny
nedbalosti nebo svévolnym porufenim povinnosti
ze strany CRO, spoletnosti Pfizer nebo prodejce,
nebo kdy (2) Skoda na zdravi osob pfedstavuje
souvisejici Skodu na zdravi subjektu Studie, jak je
popsana v pfiloze B této Smiocuvy.

Datum verze: prosinec 2012
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Attachment D
PFIZER INTERNATIONAL ANTI-BRIBERY
AND
ANTI-CORRUPTION BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted
and means:

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

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

(iii)  any political party officer, candidate for

public office, officer, or employee or

individual acting for or on behalf of a

political party or candidate for public

office;

(iv)  any employee or individual acting for or

Pfiloha D
MEZINARODNI PROTIUPLATKARSKE A
PROTIKORUPCNE ZASADY
SPOLECNOSTI PFIZER

Spoletnost Pfizer dlouhodob& prosazuje firemnd
politiku zakazujici Gplatky a korupci p¥ obchodnf
tinnosti v USA i v zahrani®{. Spole¥nost Pfizer se
zavdzala vykondvat svou obchodni &innost
beziihonnym, etickjm a zdkonnym zpdsobem v
souladu se viemi platnymi zékony a pledpisy.
Stejny zévazek olekdvime od nalich poradcd,
zmocnéncd, zéstupcld nebo dal¥ich spole¥nostf &i
fyzickych osob jednajicich naSim jménem (dile
jen ,,obchodnich partnerd”), jakoX i od osob
jednajicich jménem t¥chto obchodnich partnerd
(napt. subdodavateld) pfi praci vykondvané pro
spoletnost Pfizer.

Uplécent dFednich osob

Ve v&tSiné stath existuji zékony zakazujici (pFimé
¢ nepfimé) poskytovéni, nabizeni nebo slibovéni
jakychkoli finanénich dastek nebo jinych
hodnotnych véci Gfednim osobdm s cflem ovlivnit
Gfedni (kony ¢&i rozhodnuti smé&fujici k ziskén{ &
udrZen{ urdité obchodni pHleZitosti.

Pojem ,Ufedni osoba“ je vyklédén v Sirokém
smyslu a zahmuje:

@ jakoukoli volenou nebo jmenovanou
ufednf osobu (napf. zdkonodérce nebo
tfednika ministerstva);

(i) jekéhokoli zaméstnance nebo osobu
jednajici jménem nebo z povéfeni Gfedni
osoby, stétnfho Gfadu nebo podniku, ktery
vykondvd sprivni funkci nebo ktery
vlastnf & Hd{ vldda (napf. zdravotnika
zam@sinaného ve stidtnf nemocnici nebo
vyzkumného pracovnika zamé&stnaného na
stétnf univerzit&),

jakéhokoli pfedstavitele politické strany,
kandiddta na vefejnou funkei, wfednika,
zamé&stnance nebo osobu jednajici jménem
nebo z povéfeni politické strany nebo
kandidéta na vefejnou funkci;

(i)

(iv)  jakéhokoli zaméstnance nebo osobu
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on behalf of a public international
organization;

W) 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 8 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 a2 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

jednajici jménem nebo z povéfen{ vefejné
mezindrodnf organizace;

(v} jakéhokoli Clena kréilovské rodiny nebo
pHisludnfka armédy; a

jakoukoli osobu jinak dle zikona

povaZovanou za Gfedni osobu.

(i)

Pojem ,,vldda“ v tomto kontextu zahrnuje viechny
stupné a sloZky vlady (tj. orginy na mistnf, krajské
i celostitni trovni, a to sprévni, zdkonod4rné i
vykonné).

Vzhledem k Sirokému pojeti definice tfednf osoby
je pravdépodobné, %¢ obchodni partneti budou v
ramci své obvyklé &innosti pro spole¥nost Pfizer s
Gfednimi osobami b&Zn¥ jednat. Naptiklad 1éka¥i
zam&stnan{ ve stdtnich nemocnicich se podle zésad
spolenosti Pfizer povaZujf za Uedni osoby.

Americky Zikon o 2zehranitnich korup&nich
praktikich (dile jen L FCPA%) zakazuje
poskytovéni, slibovéni nebo schvalovan{ platby
finandnich &astek nebo poskytovini &ehokoli
hodnotného zahranidni tfedni osob& za G¥elem
nepiipustného nebo korupénfho ovlivnéni jednédni
nebo rozhodovéni takovéto osoby s cflem pomoci
spolefnosti ziskat nebo si wudrfet obchodni
piileZitost nebo ziskat jinou nepatfi&nou vyhodu.
FCPA rovnéZ zakazuje spolenostem & osobidm
vyuZivat jingch spole&nosti nebo fyzickych osob k
providéni kterékoli z vySe uvedenych &innostf.
Spoletnost Pfizer je jako spole¥nost registrovand v
USA povinna dodrZovat ustanoveni FCPA a mii¥e
byt voléna k odpovédnosti za jednéni, jehoZ se
kdekoli na sv¥& dopust{ kterykoli z jejich
obchodnich partneri.

Protilplatkifské a protikoruptni zdsady
upravujief vztahy s viddami a dFednimi
osobami

Obchodn{ partneti jsou povinni sd¥lovat a

dodrZovat nésledujici zdsady tykajici se jejich
vztahll s vlddami a (ifednimi osobami:

. Obchodni partnefi a osoby jednaici jejich
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their behalf in connection with work for
Pfizer, may not directly or indirectly
make, promise, or authorize the making of
a corrupt payment or provide anything of
value to any Government Official to
induce that Government Official to
perform any governmental act or make a
decision to help Pfizer obtain or retain
business. Business Associates, and those
acting on their behalf in connection with
work for Pfizer, may never make a
payment or offer any item or benefit to a
Government Official, regardiess 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.

jménem v souvislosti s pracf pro
spole¢nost Pfizer nesm{ pfimo ani nep¥imo
vyplédcet, slibovat nebo schvalovat
vypldceni jakychkoli korupnich &astek
nebo poskytovini &ehokoli hodnotného
kterékoli fednf osob& za Gtelem p¥imat ji,
aby utinila urdity Gkon nebo ptijala urdité
rozhodnuti poméhajici spoletnosti Pfizer
ziskat nebo udrZet si obchodni pHileZitost.
Obchodni partnefi a osoby jednejict jejich
jménem v souvislosti s praci pro
spoleCnost Pfizer nesm{ nikdy vyplatit
Zidné Gfednf osobé finandni Edstku nebo ji
nabfdnout jakykoli pfedmét & vyhodu
(bez ohledu na jejich hodnotu) za Gelem
neplpustné motivace takové tfedni osoby
ke schvileni, ndhrad¥, pledepsini nebo
nédkupu jakéhokoli vyrobku spolefnosti
Pfizer, za tulelem ovlivnéni vysledku
klinického hodnoceni nebo za udelem
dosaZen{ jakékoli jiné nepatfi¢né obchodn{
vyhody pro spole¥nost Pfizer.

Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s pracf pro
spoletnost Pfizer mus{ zndt a dodrZovat
mistni zdkony, pfedpisy nebo provozni
postupy (vletn€ poZadavkl ze strany
vliddnich subjektd, jako napf. stitnich
nemocnic nebo vyzkumnych tstavi), které
stanovi limity, omezen{ nebo povinnosti
informovat ve vztahu k odméndm,
finanéni podpofe, darim  nebo
pozomostem, jeZ mohou byt poskytoviny
Ufednfm osobdm. Pokud si obchodnf
partner neni jisty vyznamem nebo
rozsahem platnosti kteréhokoli
stanoveného limituy, omezeni nebo
povinnosti informovat v souvislosti
jedndnf s Gfednimi osobami, m&l by se
pfed zahdjenim takového jedndni obratit
na svou hlavn{ kontakini osobu ve
spole¢nosti Pfizer.
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. 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 &
Government Official for the purpose of
securing or expediting the performance of
a routine, non-discretionary governmental
action. Examples of facilitation payments
include payments to expedite the
processing of licenses, permits or visas for
which all paperwork is in order. In the
event that a Business Associate, or
someone acting on their behalf in
connection with work for Pfizer, receives
or becomes aware of a request or demand
for & 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

. Obchodni partnefi & osoby jednajici jejich
jménem v souvislosti s praci pro
spolefnost Pfizer nesmi nabizet tzv.
odmény za urychlené vyfizeni. ,,Odménou
za urychlené vyfizeni“ se rozumi
nomindln{ neoficidlni platby fednim
osobam za zaji§tdnf nebo urychleni
rutinntho kroku stétni sprévy, jehoZ
provedeni nezdvis{ na vlastnim uvéZeni
plistuiné osoby. Pfikladem Odmény za
urychlené vyl{zenf jsou platby za
urychlené vyfizeni rlznych licenci,
povoleni nebo viz, k nimZ byly fddné
doloZeny velkeré potfebné podklady.
Pokud obchodnf partner nebo osoba
jednajici jeho jménem v souvislosti s pracf
pro spoletnost Pfizer obdrH poZadavek
nebo se dozvi o poZadavku na tvhradu
viimného nebo duplatku v souvislosti
s praci pro spolefnost Pfizer, je obchodni
partner  povinen tuto  skute&nost
bezodkladng nahlésit své hlavni kontaktn{
osob& ve spoletnosti Pfizer pfedtim, neZ
udinf jakékoli dal¥f kroky.

Upldcent v komeréni sféfe

K uplécenf & korupci miiZe dochézet i ve vztazich
mezi dvéma podniky, kde neni pfitomen vlddn{
prvek. Ve v&tSing stith existuj{ zékony zakaznijfc
nabizenf, slibovdni, poskytovéni, poZadovani,
pfijiméni nebo souhlas s piijiménim jakychkoli
finantnich &&stek nebo jinych hodnotnych véci
vyménou za poskytnuti nepatfiéné obchodni
vyhody. Mezi ptiklady zakézaného jedndni path
zejména poskytovin{ luxusnich darl nebo
pohoitén{, Gplatk(i nebo investidnich p¥leZitost! za
utelem nepatfitné motivace k ndkupu zboZ{ nebo
sluZeb. Spolupracovnici spoletnosti Pfizer nesmi
nabizet, poskytovat, poZadovat nebo pHjimat
uplatky a ofekdvime od svych obchodnich
partneri, jakoZ i od osob jednajicich jejich
jménem v souvislosti s praci pro spolenost Pfizer,
Ze se budou Fdit stejnymi zdsadami.

ProtiGplatkéfské a protikoruptni 2fsady
upravujicf vztahy se soukromymi osobami a
spolupracovniky spolefnosti Pfizer

Obchodni partnefi jsou povinni sd&lovat a
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by the following principles with regard to their
interactions with private parties and Pfizer
colleagues:

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

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

. Pfizer colleagues are not permitted to
receive gifls, 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 corporate.compliance@pfizer.com or
by phone at 1-212-733-3026.

dodrZovat nésledujfci zdsady tykajici se jejich
vztahl se soukromymi osobami a spolupracovniky
spoletnosti Pfizer:

. Obchodni partneti a osoby jednajici jejich
jménem v souvislosti s praci pro
spole&nost Pfizer nesm{ pffmo ani nepfimo
vyplécet, slibovat nebo schvalovat
vypléceni jakychkoli korupinmich &astek
nebo poskytnutf &ehokoli hodnotného
kterékoli osob€ za Gdelem ovlivnit ji, aby
poskytla spolefnosti Pfizer nepatfi¢nou
obchodnf vyhodu.

. Obchodn{ partnefi a osoby jednajici jejich
jménem v souvislosti s praci pro
spoletnost Pfizer nesmif piimo ani nepfimo
poZadovat, souhlasit s pfijetim nebo
plijimat jakékoli finandni ¢4stky nebo jiné
hodnotné v&ci jako nepi{pustnou motivaci
v souvislosti s jejich obchodni &innosti
provédénou pro spolednost Pfizer.

. Spolupracovnici spoletnosti Pfizer nesmi
od obchodnfch partneri a osob jednajicich
jejich jménem v souvislosti s praci pro
spoletnost Pfizer pfijimat Zidné dary,
sluZby, pozornosti, pohoSténi nebo jiné
pfedméty s vyS¥f neZ symbolickou nebo
nomindln{ penéZitou hodnotou. Dary s
nomindlni hodnotou jsou navic povoleny
jen v pifpadg, Ze nejsou poskytoviny Zasto
a jsou poskytoviny pouze pfi vhodnych
pifleZitostech pro dévén{ dérkd.

HldSenl podez¥eni na poruSeni zdsad nebo
skuteného poruleni zdsad

Od obchodnich partnerii a osob jednajicich jejich
jménem v souvislosti s prac{ pro spoletnost Pfizer
se olekdvd, Ze¢ nahlisi své pfipadné obavy ve
vztahu k moZnému porudeni t&chto mezindrodnich
protitiplatka¥skych a protikorupénich zisad nebo
platnych zékond. Tato hléSeni mohou byt
adresovéna hlavni kontaktni osob& obchodntho
partnera ve spolednosti Pfizer nebo, pokud to
pisluiny obchodni partner upfednostituje, skupiné
spoleCnosti Pfizer pro dodrovéni pfedpisi e-
mailem na adresu
corporate.compliance@pfizer.com nebo
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telefonicky na ¢islo 00-1-212-733-3026.
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Attachment E
Standard contractual clauses for the transfer of
personal data from the Comrounity to third
countries (controller to controller transfers)
Commission Decision C(2004)5721

SET I

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

Data transfer agreement
between

Krajskd zdravotnf, a.s., domiciled at Socidlni
péle 3316/12A, 401 13 Usti nad Labem, Czech
Republic, Identification Number: 25488627, Tax
ID: CZ25488627, represented by: Ing. Petrem
Fiala, CEO

hereinafter “data exporter”

and

inVentiv Health Clinical UK Ltd, with a place of
business at Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA, UK, together
with any Affiliate (“CRO”), acting on behalf of
Pfizer Inc., domiciled at 235 East 42nd Street, New
York, New York 10017, US and inVentiv Health
Clnical, LLC, with a place of business at 202
Carnegie Center, Suite #200, Princeton New Jersey
08540, US
hereinafier, jointly, “data importer”

each a “party”; together “the parties”.
Definitions
For the purposes of the clauses:

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

— Site N°1227

Pi{loha E
Standardnf smluvnf doloZky pro pfedévén{ osobnich
Gdajil ze Spoletenstvi do tfetich zemi (pFedévani
spravce spravcei)
Rozhodnuti komise C(2004)5721

SOUBOR I
Standardni smluvni doleZky pro pFedfvini
osobnich ddajii ze Spoleenstvi do tFetich zemf
(pFedévén{ sprivce sprévei)
Dohoda o predéni tdaji
mezi

Krajskd zdravotmi, a.s., se s@m na adrese
Socidlni péte 3316/124, 401 13 Ust nad Labem,

republika, IC.: 25488627, DIC:
CZ25488627, zastoupeni: Ing. Petrem Fialou,
generédlnim Feditelem
dile jen ,,v§vozce Gdaji*

inVentiv Health Clinical UK Ltd, se sidlem na
adrese Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA, Spojené
krilovstvi, spolefné s jakoukoli jeji pfidruZenou
spoletnosti (“CRO"), jednajici jménem Pfizer Inc.,
se sidlem v 235 East 42nd Street, New York, New
York 10017, US a inVentiv Health Clinical, LLC,
se sidlem na adrese 202 Carnegie Center, Suite
#200, Princeton New Jersey 08540, USA
déle jen ,,dovozee tidaji*

kad§ jednotlivé ,strana®, spole¥n? , strany*
Definice
Pro ti¥ely doloek:

a) ,osobni ddaje*, ,zvlaStni kategorie
udaji/citlivé udaje”,
wZpracovévat/zpracovini®, »Spravee®,
wZpracovatel®, ,subjekt Gdaji“ a ,orgin
dozoru/orgén“ maji stejny vyznam jako ve
smé&mici 95/46/ES ze dne 24. ¥jna 1995
(pfitemZ ,orginem“ se rozumi orgin
plisludny pro ochranu tdajii na tzemi, v

Prizer_15PFZ0711_B9991009_CZE_CTA INS_|JJ]_025¢p!16_Final
Page 71 of 87



Confidential
PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST — Krajské zdravotnt, a.s.

Principal Investigator Name:

b)

d

which the data exporter is established);

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

“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;

“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.

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.

L

Obligations of the data exporter

The data exporter warrants and undertakes that:

a)

b)

The personal data have been collected,
processed and transferred in accordance
with the laws applicable to the data

exporter.

It has used reasonable efforts to determine
that the data importer is able to satisfy its
legal obligations under these clauses.

It will provide the data importer, when so
requested, with copies of relevant data
protection laws or references to them
(where relevant, and not including legal
advice) of the country in which the data
exporter is established.

It will respond to enquiries from data
subjects and the authority concerning
processing of the personal data by the data
importer, unless the parties have agreed
that the data importer will so respond, in

b)

c)

— Site N°1227

ném? je vyvozce Gidajii usazen);

»vyvozcem 1ideji“ se rozumf sprivce, ktery
pledavé osobni Gdaje;

ndovozcem idajl“ se rozumi sprévce, ktery
se zavazuje pfijimat od vyvozce udaji
osobni Gdaje za tUlelem jejich daldtho
zpracovén{ v souladu s podminkami t&chto
doloZek a ktery nepodléhd systému tfet(
zemg zajiStjfci odpovidajici ochranu;

ndoloZkami“ se rozumi tyto smluvni
doloZky, které jsou samostatnym
dokumentem, ktery neobsahuje obchodni
podminky stanovené stranami v odd&lenych
obchodnich ujednénich.

Podrobnosti pfedévéni (2 rovn& zahrnuté osobni
udaje) jsou uvedeny v pflloze B, kterd tvoH

nedilnou soudést doloZek.
L. Povinnosti vivozce idaji
Vyvozee Gdajil se zarutuje a zavazuje, Ze:
a) osobni (daje byly shroméZdEny,
zpracovény a pfediny v souladu se zdkony
platnymi pro vyvozce tidaji;

b)

d)

vyvinul pfim&fené sili, aby urlil, Ze je
dovozce Gdsjli schopen dostit svym
prévnim zdvazkim vyplyvajicim z t&chto
doloZek;

na poZidéni poskyte dovozci ddajd kopie
piisludnych zékonld o ochran¥ #dajii nebo
odkazy na né (pokud je to vhodné, p¥iem2
toto nezahmuje prévni poradu) té zemg, v
niZ je vyvozce idajl usazen;

zodpovi dotazy subjektd udaji a orgdnu
tykajici se zpracovéni danych osobnich
udaji dovozcem wdaji, pokud se strany
nedohodly, 2%¢ bude takto odpovidat
dovozce 1dajl, v kterém¥o pHpadd
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nl

which case the data exporter will still
respond to the extent reasonably possible
and with the information reasonably
available to it if the data importer is
unwilling or unable to respond. Responses
will be made within a reasonable time.

It will make available, upon request, a copy
of the clauses to data subjects who are third
party beneficiaries under clause III, unless
the clauses contasin  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 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.

Obligations of the data importer

The data importer warrants and undertakes that:

a)

b)

It will have in place appropriate techmnical
and organisational measures to protect the
personal data ageinst 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.

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  nmaintain  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

1L

vyvozce Gdajl bude i tak odpovidat v
pfim#fend moZném rozsahu a na ziklad&
jemu plfiméfené dostupnych informaci,
pokud dovozce 1dajli nechce nebo nemiiZe
odpovédét. Odpov&zeno bude v piiméfené
Thit;

na poXidini zpfistupni kopii doloZek
subjektim Gdejl, kteff jsou oprédvn&nou
tfeti stranou podle doloZky III, pokud
doloZky neobsahuji div&mé informace, v
kterémito pfipade miiZze takovéto informace
odstranit, V pifpad¥, %e jsou informace
odstranény, vyvozce Gdaji pfsemné
informuje subjekty #dajd o divodu
odstranéni a o jejich prdvu upozornit na toto
odstran&n{ orgdn. Vyvozce Udajil se viak
tidf rozhodnutim orginu o pfstupu subjekti
Gdajd k tUplnému znEni doloZek, pokud
subjekty ddajdl souhlasily se zachovédnim
div&rnosti odstranéné diivémé informace.
Vyvozce Gdajl také na po2ddini poskyme
kopii doloZek orgénu.

Povinnostl dovozce tidajl

Dovozce tidaji se zaruduje a zavazuje, Ze:

a)

b)

bude wuplattiovat vhodnd technickd a
organizadni opatfeni na ochranu osobnich
idaji proti ndhodnému nebo nedovolenému
znifeni nebo néhodné ztrdt¥, upravém,
neopravnénému sdflovdni nebo pHstupu,
kierd  zejist  Groved  bezpelmosti
odpovidejicf riziku, které pFedstavuje
zpracovani, a2 povaze Gdajl, které maji byt
chrénény;

bude uplatfiovat postupy zajift'ujici, aby
jakékoli tfet{ strana, kterou oprdvni k
pfistupu k osobnim Gdajim, vdetns
zpracovatelll, respektovala a zachovévala
div&most a bezpetnost osobnich Gdajd.
Jakdkoli osoba, kterd jednd z pov&feni
dovozee udajl, vietn® zpracovatele dajd,
je povinna zpracovévat osobnd idaje pouze
podle pokyni dovozce 1daji. Toto
ustanoveni se nevztahuje na osoby, které

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJ 025¢p16_Fina
Page 73 of 87



Confidential

PFIZER - 15PFZ0711 (139991009i — CZE - CTA ﬁiT— Krajskd zdravotni, a.s.

Principal Investigator Name:

d)

apply to persons authorised or required by
law or regulation to have access to the
personal data,

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
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.

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.

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).

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 I (which
may include insurance coverage).

Upon reasonable request of the data
exporter, it will submit its data processing
facilities, data files and documentation
needed for processing to reviewing,
euditing and/or certifying by the data
exporter (or any independent or impartial
inspection agents or auditors, selected by
the data exporter and not reasonably
objected to by the data importer) to
ascertain compliance with the warranties
and undertekings in these clauses, with

- Site N°1227

prévni nebo sprévni pledpisy opravituji
nebo povinuji k phistupu k osobnim
udajiim;

v dob€ uzavien{ téchto doloZek nem4 diivod
se domnivat, Ze existujli jakékoli mistni
zékony, které by mohly mit zdsadni
negativnf vliv na ziruky podle t¥chto
doloZek, a pokud se o existenci takovych
zékonll dozvi, bude informovat vyvozce
Udajit (ktery toto oznimeni pfedd orgénu,
pokud je to vyZadovéno);

bude osobni Gdaje zpracovévat za Glely
popsanymi v pflloze B a mi pravomoc
poskytovat zéruky a plnit zévazky
stanovené v t&chto dolo¥kéich;

uvede vyvozci daji kontakini misto ve své
organizaci oprivnéné odpovidat na dotazy
tykajic se zpracovivan{ osobnich ddaji a
bude v dobré vife spolupracovat s
vyvozcem (Gdajli, subjektem (daji a
orginem pii viech takovych dotazech v
pfim&feném &ase. V pfipad® privntho
zrudend vyvozce Gdajli nebo pokud se strany
takto dohodly, pfijimé dovozce ddajt
odpovédnost za dodr¥eni ustanovenf

doloZky I pism. e);

na Zidost vyvozee tidaji poskytne vyvozci
Gdajl ddkaz o dostatednych finandnich
zdrojich na spin¥nf svych povinnosti podle
doloZky I (coZ miZe zahrnovat pojistné

na pfim&fenou Z4dost vyvozce (idajl
umoZni, aby byly jeho zafizeni na
zpracovani dajl, datové

Gdaji  (nebo
jakymikoli nezdvislymi nebo nestrannymi
kontrolory &  auditory  vybranymi
vyvozcem 1dajil, proti kterym nevznese
dovozce daji odiivodnéné némitky), aby
se pfesv&diil o dodrzovani zéruk a zévazk(
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h)

i)

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.

It will process the personal data, at its

option, in accordance with:
i. the data protection laws of the
country in which the data exporter
is established, or

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

iii.  the data processing principles set
forth in Annex A.

Date importer to indicate which
option it selects: iii

Initials of data
IMPOTtET:.......vvnreivernarenieas

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. the third party data controller
processes the personal data in
accordance with a Commission
decision finding that a third country

h)

i)

v té&chto doloZkich, a to po obdrZeni
pfim&fend vlasného ozndmeni a b&hem
obvyklé provozni doby. Uvedend Z2idost
bude podiéhat pfipadnému nezbytnému
souhlasu nebo schvéleni reguladnfho
orgénu nebo orginu dozoru v zemi dovozce
udajll, pfitemZ dovozce 1daji se bude
snaXit tento souhlas nebo schvéleni ziskat
vias;

bude osobni idaje zpracovivat, podle
vlastni volby, bud' v souladu se:

i.  zdkony o ochran tidaj{i t¢ zems&, ve
které je vyvozce fidajil usazen nebo

ii. odpovidajicimi ustanovenimi'
jakéhokoli rozhodnut! Komise podle
¢l. 25 odst. 6 smémice 95/46/ES,
pokud dovozee dat  spliiuje
odpovidajfc{ ustanoveni takovéhoto
povoleni nebo rozhodnut{ a sidli v
zemi, které se takové povolen{ nebo
rozhodnuti tyk4, ale takové povoleni
nebo rozhodnut{ se na n& pro ilely
pfeda(vé)ni osobnich Gdajt
nevztahuje?, nebo

iii.  zésadami zpracovdni tidaji
stanovenymi v pifloze A

Dovozce (idajli vyznati zvolenou
moZnost: iii

nesdél{ ani nepfedd osobn{ tdaje sprévci
udaj, kiery je tfeti stranou, se sidlem
mimo Evropsky hospodéisky prostor
(EHP), s vyjimkou ptipedd, kdy o pfedéni
uv&dom{ vyvozce ldajil a

i.  sprévce Gdaji, ktery je tfetf stranou,
zpracovévé osobni idaje v souladu
s rozhodnutim Komise, jimZ bude
shleddno, Ze tfeti zem& poskytuje
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provides adequate protection, or odpovidajicf Groveii ochrany,

"“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).

! ,Odpovidajicimi ustanovenimi* se rozumf takova
ustanoveni jakéhokoli povolen{ nebo rozhodnut, s
vyjimkou vynucovacich ustanoven{ jakéhokoli
povolenf nebo rozhodnuti (které podléhajf témto
doloZkém).

* However, the provisions of Annex A.5 concerning  Ustanoveni piflohy A bodu 5, tykajfcf se préva na
rights of access, rectification, deletion and objection pistup, opravu, vymaz a némitku, viak musf byt
must be applied when this option is chosen and take  pouZity, pokud je zvolena tato mo¥nost, a mit
precedence over any comparable provisions of the ~ pfednost pred viemi srovnatelnymi ustanovenimi
Commission Decision selected. vybraného rozhodnuti Komise.
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b)

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

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

iii.

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 standards,
or

iv.

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

Liability and third party rights

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.

The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clause and clauses I(b),
I(d), 1(e), I(a), II(c), LI(d), LI(e), I(h), II(i),
ITi(a), 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

Site N°1227

118

a)

b)

1.  sprévce udajd, ktery je tfetf stranou,
zpracovéva osobni udaje v souladu
rozhodnutim Komise, jim¥ bude
shleddno, Ze teti zem& poskytuje
odpovidajici vrovett ochrany,

sprévce udaji, ktery je tfetf stranou,
podepiSe tyto doloZky nebo jinou
dohodu o plfeddvani Udajd
schviélenou pfslu¥nym orgénem v
EU;

subjektim (dajG bylo umoZné&no
vznést némitku poté, co byly
informoviny o tdelech pledivéni,
kategoriich pijemcii a skutednosti,
Ze zemé&, do kterych jsou ddaje
vyvéZeny, mohou mit jiné normy
ochrany 1idajli nebo

iv.

subjekty Gdajd daly vzhledem k
dal§fmu pfeddvéni citlivych udaji
sviij jednoznalny souhlas k dal${fmu
pledavéni.

Odpov&dnost a priva tfetich stran

KaZdd strana je odpov&dnd wi€i druhé
strang za Ykody, které zpisob{ jakymkoli
porufenim tSchto doloZek Vzijemnd
odpové&dnost stran je omezena na skutefng
utrp&nou ¥kodu. Néhrada $kody punitivni
povahy (tj. ndhrade Skody s cllem potrestat
stranu za jeji hrubé chovénf) je vyslovné&
vyloudena. KaZd4 strana je odpov&dnd visi
subjektim ddajd za ¥kody, které zpiisobf
jekymkoli poruSenim prév tfetl strany
podle t¥chto doloZek. Tim nen{ dotlena
odpov¥dnost vyvozce udaji podle jemu
ptisludného préiva na ochranu tGdajd.

Strany sjednévaji, Z2e subjekt udajl méd
prdvo vynucovat jako oprdvnénd treti
strana tuto doloZku & doloZku I pfsm. b}, d)
a e), doloZku II pism. a), c), d), €), h) a i),
doloZku III pfsm. a), doloZku V, doloZku
VI pism. d) a doloZku VII proti dovozci
iajl nebo vyvozci Gdajll, pokud tito
porud{ své smluvni povinnosti v souviglosti
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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
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).
Iv. Law applicable to the clauses
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 II(h), which shall apply
only if so selected by the data importer under that
clause.
V. Resolution of disputes with data subjects
or the authority

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.

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

s jeho osobnimi daji, a rovné pkijimajf
pro tento Glel plisludnost soudd v zemi, v
niZ je usazen vyvozce udajl. V pfipadech
tykajicich se tvrzeni o porufeni ze strany
dovozce 1idajd musf subjekt udaji nejdfive
poZddat vyvozce Gdajii, aby podnikl
odpovidajici kroky k vynuceni jeho prav
viRi dovozci Gdaji; pokud vvozce tdajh
tyto kroky nepodnikne v pfiméfené lhité
(kterd za norméinich okolnosti &nf jeden
mésic), mi¥e subjekt Gdajl svd priva
vynucovat viili dovozei Gdaji pFimo.
Subjekt Gdaji je oprdvnén postupovat
ptimo proti vyvozci Gdajd, ktery nevyvinul
plimé&fené Gsilf, aby uréil, e je dovozce
idaji schopen dostdt svym prévnim
zévazkiim vyplyvajicim z t&chto doloZek
(v¥vozce Gdajii ponese bfemeno ditkazu

toho, Ze pfiméfens fisil{ vyvinul).

IV.  Prévo pouZitelné na doloZky

Tyto doloZky se Hdi prévem zemé, ve které je
usazen vyvozce Udajl, s vyjimkou prévnich a
sprdvnich pfedpisti vztahujicich se na zpracovani
osobnich 6dajl dovozcem udaji podle doloZky 11
pism. h), které plati pouze v piipad®, Ze si je
dovozce 1idajl podle této doloZky zvoli.

V.  Releni spord se subjekty Gdajé nebo s
orginem

a) V ptipad® sporu nebo néroku vzneseného
subjektem daji nebo orgénem, které se
tykaj{ zpracovdni{ osobnich tdajd, proti
jedné nebo ob¥ma strandm, se budou
strany vzdjemn& informovat o viech
takovych sporech nebe nérocich a budou
spolupracovat 8 cflem je smfm& a
urychlené urovnat.

b) Strany se zavazujf, e budou reagovat na

ka?dé obecn® dostupné nezévazné

medialnf Yizeni zahédjené subjektem tidajil
nebo orginem. Pokud se strany Hzenf

Géastnd, mohou si zvolit udinit tak na ddlku

(napiiklad telefonicky nebo pomocf jinych

elektronickych prostfedki). Strany se také
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consider participating in any other
arbitration, mediation or other dispute
resolution proceedings developed for data
protection disputes.

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.

Termination

In the event that the data importer is in
breach of its obligations under these
clauses, then the data exporter may
temporarily suspend the transfer of
personal data to the data importer until the
breach is repaired or the contract is
terminated.

b) In the event that:

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);

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;

the data importer is in substantial
or persistent breach of any
warranties or undertakings given
by it under these clauses;

iii.

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
v. a petition is presented for the

zavazujf, Ze zvaA svou dast na jakychkoli
ostatnich rozhod¢ich, mediatnich &i jingch
Hzenich k YeSeni spord vyvinutych pro
spory tykajici se ochrany tidaji.

KaZdd strana se bude ¥dit rozhodnutim
piisluiného soudu zemé, v niZ je usazen
vyvozce Gdajl, nebo orgénu, které je
konetné a proti kterému nenf moZné podat
Zidny dal¥f opravny prostfedek.

Vypovézeni

Pokud dovozce udaji porud{ své zédvazky
podle t&hto doloZek, miie vyvozce Gdajli
dotasné zastavit pfeddvani osobnich idaj
dovozei tdajll, dokud neni poruSeni
napraveno nebo smlouva vypov&zena.

b) V pfipadé, Ze:

i.  vyvozce Udaji dodasn® pozastavi
pfedévéni osobnich Gdaji dovozci
Udaji na dobu delS{ neZ jeden
mésic podle odstavce a),

ii.  dodrZeni t&chto doloZek ze strany
dovozce Gdajl by vedlo k tomu, Ze
by porufil své zivazky podle
prévnich nebo sprévnich ptedpist v
zemi dovozu,

ili. dovozce idaji zdsadné nebo trvale

porufuje jakékoli ziruky nebo

zévazky, které poskytl v rimci
t&chto doloZek,

iv.  podle koneZného rozhodnutf, proti

némuZ neni mo¥né podat ¥4dny

dalsi opravny prostfedek,
vyneseného pifslu¥nym soudem
zem&, v niZ je usazen vyvozce

idajd, nebo orginu, doflo k

porulen{ doloZek ze strany dovozce

1idajd nebo vyvozce 1idaji nebo

v. je podéna ¥idost o konkursnf
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c)

d)

VH.

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 trustec in bankruptcy is
appointed, if the data importer is an
individual; & company voluntary
arrangement is commenced by it;
or any equivalent event in any
Jjurisdiction occurs

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

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

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.

Variation of these clauses

VIL

¢)

d

sprdivu nebo likvidaci dovozce
udajl, af jiZ v jeho osobnfm nebo
obchodnim postaveni, pfi¢emZ
Zidost neni zamitnuta v pifsludné
Ihit¢ pro takové zamitout(
stanovené platnym privem; je
vydén likvidalni ptikaz soudu; je
jmenovén nuceny spravce
jakéhokoli jeho majetku; je
jmenovin  sprdvce  konkursnf
podstaty, je-li dovozce 1daji
fyzickou osobou; je jim zahdjeno
mimosoudni narovnén{; nebo dojde
k rovnocennému ¥izeni v jakékoliv

potom je vyvozce tidaji, aniZ jsou dotdeny
jeho piipadné jiné néroky vidi dovozci
tidajti, oprdvnén vypov&dét tyto doloZky, v
kterémZto pifpad® bude, pokud je to
vyZadovéno, uvédomen orgén. V pi{padech
zahrnutych ve v{Se uvedenych bodech i),
ii) nebo iv) miZe dovozce udajii tyto
dolozky také vypovidét.

Ka?di ze stran miZe tyto doloZky
vypovédét, pokud i) je vydfno jakékoli
kladné rozhodnut{ Komise o odpovidajfci
urovni podle &L 25 odst. 6 smémice
95/46/ES (nebo jakéhokoli pfedpisu, ktery
tento pfedpis nahradf) tykajici se zem&
(nebo jejlho odvétvi), do které dovozce
Udajl tdaje pfedivdi a v ni¥ tdaje
zpracovivd, nebo ii) se sm&mice 95/46/ES
(nebo jakykoli pledpis, ktery tento predpis
nahradf) stane v takové zemi pifmo
pouZitelnou.

Strany sjedndvajf, %e vypovi¥zeni t¥chto
doloZek kdykoli, za jakychkoli okolnostf a
z jakéhokoli divodu (kromé vypovEzeni
podle doloZky VI pism. c)) je nezbavuje
zévazkll a/nebo podminek podle t¥chto
doloZek, pokud jde o zpracovini pfedanych
udaji.

Zména doloZek

The perties may not modify these clauses except to Strany nesmi tyto dolotky ménit, s vyjimkou
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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.

VIII. Description of the Transfer

The details of the transfer and of the personal data
are specified in Annex B. The parties agree that
Anmmex 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.

Dated / Dne:

FOR DATA IMPORTER / ZA DOVOZCE
UDAJU

FOR DATA EXPORTER / ZA VYVOZCE
UDAJU:

Pfizer_15PFZ0711_B9991009_CZE_CTA INS

aktualizace jakékoli informace v pfiloze B, v
kterémZto pfipad® budou, pokud je to tfeba,
informovat orgin. To strandm nebrin{ v pfiddvén{
doplitujicich obchodnich doloZek, pokud je to
tfeba.

VI  Popis pFedévani

Podrobnosti pfeddvéni a osobnich tdaji jsou
specifikoviny v pifloze B. Strany sjedndvaji, Ze
pfiloha B miZe obsahovat div&mé obchodni
informace, které nesd€l{ tfetim strandm, vyjma
piipadi, kdy to vyZaduje zdkon, kdy se tak d&je v
odpov&di pfisluiné reguladni nebo vlddin{ agentufe,
nebo podle poZadavku v doloZce I pfsm. ¢). Strany
mohou sjednat dal¥i piflohy tykajici se dalSich
pledivéni, které budou pfedloZeny orgénu, pokud
je to vyZadovéno. Pi{loha B miZe byt alternativné
navrZena tak, aby zahrnovala v&t3{ podet pfedévini,
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1.

ANNEX A

DATA PROCESSING PRINCIPLES

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.

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.

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.

Security and confidentiality: Technical
and organisational security measures must
be taken by the data controller that are
eppropriate 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.

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 organisation holds,
except for requests which are manifestly
gbusive, 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

Site N°1227

PRILOHA A
ZASADY ZPRACOVANI UDAJU

. Omezeni GCelu: osobn{ ddaje se mmsi

zpracovat a nasledn® pouZivat nebo déle
sd€lovat pouze pro Gfely uvedené v
pffloze B nebo nasledn® schvilenéd
subjektem vidajo.

. Kvalita a pfim&fenost idaji: osobnf ddaje

musi byt pfesné a tam, kde to je nutné,
aktualizované. Udaje musf byt pfim&fené,
relevantnf a nikoli pfebytetné ve vztahu k
Glelim, pro které jsou pfedivény a déle
Zpracovéviny.

. Prithlednost: subjektim tdajfi mus{ byt

poskytnuty informace nezbytné pro
zajisténi fddného zpracovéni (papi{klad
informace o Wwlelech zpracovini a o
pfedévénf), pokud jiZ tyto informace
nebyly poskytnuty vivozcem tidaji.

. Bezpednost a diivérnost: sprivce Gdaji

mus{ plijmout technicki a organiza¥ni
bezpelnostn{ opatfenf, kterdi jsou
plim&fend rizikbm vyskytujicfm se v
souvislosti se zpracovanim, jako nap¥klad
proti néhodnému nebo nedovolenému
zniCenf & ndhodné ztrétd, Gpravdm,
neoprévnénému sd€lovini nebo piistupu.
Ka¥di osoba jednajici na zdkladé
opravngnd  sprdvce  Gdajli, vietnd
zpracovatele, smi tdaje zpracovdvat
pouze na zéklad® pokyni sprivce Gdaji.

. Privo na pfstup, opravu, vymaz a

ndmitku: jek je stanoveno v &linku 12
smé&mnice 95/46/ES, subjektim Gdaji musf
byt, bud’ pfimo nebo prostfednictvim tfeti
strany, poskytnuty osobn{ informace o
nich, které organizace mé, s vyjimkou
poZadavki, které jsou vzhledem ke své
nepfiméfené frekvenci nebo po¥tu nebo
opakovanosti & soustavnosti zjevnd
prehnané, nebo pro ndZ nemus{ byt pHstup
umoZnén podle priva zem#& vivozce
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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
desling 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.

. 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 II.

. 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 purposes.

. Automated decisions: For purposes hereof
“automated decision” shall mean a

lidaji. Za predpokladu, e orgén vydal
pfedchozi souhlas, nemus{ byt piistup
umoZnén také tehdy, pokud by to
pravdEpodobné véZn& polkodilo zdjmy
dovozce udaji nebo organizaci, které s
dovozcem 'dajii obchoduji, a takové
zdjmy nejsou pfevySeny zdjmy zékladnich
prév a svobod subjektu ddaji. Pivod
osobnich 0daji nemusi byt oznalen,
pokud to neni moné za pouZiti
pfiméfeného Gsili nebo pokud by byla
porufena préva osob jingch neZ dotéené
fyzické osoby. Subjekty tudaji musi mit
moZnost nechat osobni informace, které se
jich tykaji, opravit, zm&nit nebo vymazat,
pokud jsou nepfesné nebo jsou
Zpracovany v rozporu § t&mito zdsadami,
Pokud existujf vi¥né divody pro
zpochybnéni oprdvnénosti uvedeného
poZadavku, miZe organizace pied
pfistoupenim k opravé, zmén& nebo
vymazu poZadovat dal$f odivodn&ni.
Ozndmeni vSech dprav, zmén mnebo
vymazi tfetim strandm, kierym byly Gdaje
sdéleny, neni numé, pokud by to
vyZadovalo neim&mé sili. Subjekty
ldaji mus{ mit rovnéZ moZnost vznést z
vidngch a  legitimnich  divodd
souvisejicich jeho osobni situaci
némitku proti zpracovéni osobnich (dajd,
které se ho tykaji. Dikazn{ bfemeno leX{ v
plipad® jakéhokoliv odmitnuti na dovozci
tidaji a subjekt idaji miZe v2dy u orgénu
odmitnuti napadnout.

. Citlivé Gdaje: dovozce udajii plijme

takovd dodatetnd opatfenf (napiiklad
bezpeCnostnf), kterd jsou nebytnd pro
ochranu citlivych Gdajil v souladu s jeho
povinnostmi podle doloZky IL

. Udaje pouZivané pro ufely marketingu:

zpracovavajf-li se Gdaje pro ulely pfimého
marketingu, mély by existovat G&inné
postupy umoZiiujici subjektu Gdajh
kdykoli ,,zvolit vyn¥ti“, aby tidaje o n&m
jiZ nebyly vyuXivény k takovym tGdelim.

. Automatizovand rozhodnuti: pro Glely

téchto doloZek se ,automatizovanym
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decision by the data exporter or the data
importer which produces legal effects
conceming 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,
reliebility, conduct, etc. The data importer
shall not make any automated decisions
concerning data subjects, except when:

rozhodnutim® rozumi rozhodnuti vyvozce
tdejll nebo dovozce tdajl, které vil&i
subjektu Gdaj0 zaklddd privni G&inky
nebo které se subjektu dajd vyznamn&
dotyké, plijaté vyluénd na ziklad®
automatizovaného  zpracovéni  tidaji
urdeného k hodnoceni urditych rysd jeho
osobnosti, naptiklad pracovniho vykonu,
dévéryhodnosti, spolehlivosti, chovénf
atd. Dovozce tdajd neufini Z4dné
automatizované rozhodnut{ tykejici se

subjekti 1idajl, s vyjimkou pkipadt, kdy:
a) a)

i.  such decisions are made by the i.  jsou takovd rozhodnutf u&in&na
data importer in entering into or dovozcem tidaji pfi vzavirdn{
performing a contract with the nebo plnéni smlouvy se
data subject, and subjektem 1idaji a

ii.  the data subject is given an
opportunity to discuss the results ii.  je subjektu idajil ddna pileZitost
of a relevant automated decision projednat vysledky pfislulného
with a representative of the automatizovaného rozhodnut{ se
parties making such decision or zéistupcem strany provadgjict
otherwise to make takové rozhodnutf nebo jinak
representations to that parties. udinit této stran& prohlZent,

or

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

nebo

b) prévnf pledpisy platé pro vyvozee tidajt

stanovi jinak.
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ANNEX B
DESCRIPTION OF THE TRANSFER
(To be completed by the parties)

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

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 Patients (to the extent codified data could
be deemed personal data).
Purposes of the transfer(s)
The transfer is made for the following purposes:

o To provide assistance and/or supervise the
performance of the Clinical Study

Agreement.

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

e To carry out professional performance

evaluation.
o To determine the involvement of the data
subjects in future research/studies.
o To «comply with any regulatory
requirements.
Categories of data
The personal data transferred concern the
following categories of data:

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

PRILOHA B
POPIS PREDANT

(vyplni strany)

Subjekty ddaji
Pfenesené osobni tdaje
kategorif subjekti tidajl:

se tykeji nésledujicich

o Clenit studijntho tymu, vetné hlavniho
zkousejiciho, pomocnych zkouSejicich,
vyzkumnjch  pracovniki  klinického
hodnocent podporovaného spolednosti
Pfizer a provddéného vyvozcem idajit
podle smiouvy o klinickém hodnoceni mezi
CRO a vyvozcem tudgji.

® Pacientd (do jisté miry by mohly byt

kodifikované udaje povaZoviny za osobni
udaje).

Ulely pfenosuii)
Pfevod je dén ndsledujicimi diivody:

e Poskytnout pomoc a/nebo dohled k
provédéni smlouvy o klinickém hodnocent

e Vykondvat klinické hodnocenf, vietné
pFipadnych ndslednych &innosti klinického
hodnoceni (jako je porovnévani udajil)

e Provést odborné vyhodnoceni vykonnosii

o Urdit zahrnuti subjekti udajit v budoucim
vyzkumw/klinickych hodnocenich

o Byt v souladu se viemi reguladnimi
poZadavky

Kategorie Gdaji
Plenesené osobni tdaje se tykaji ndsledujicich
kategorif Gdaji:

o Cleni studijniho tymu: Jméno, pracovni
kontakini ddaje, Zivotopis, funkce v
klinickém hodnocent.
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o Patients: no identifiable data is
transferred by the data exporter to the
data importer.

Recipients

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

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

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

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

®  Regulatory authorities world-wide.

Sensitive data (if appropriate)
The personal data transferred concern the
following categories of sensitive data:

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 emsure non-
attribution to an identified or identifiable
patient.

Data protection registration information of
data exporter (where applicable)

e Not applicable

Additional useful information (storage limits and
other relevant information)

®  Personal data shall be kept as long as they

® Pacienti: Zidné identifikovateiné tdaje
nejsou prendSeny vyvozcem udajii dovozci
udaju,

Pfijemct
Plenesené osobni tidaje mohou byt zptistupnEny
pouze pro nasledujicim pifjemetim nebo kategoriim
pifjemcty:

®  Obchodnfi jednotky skupiny dovozce idaji

(celosvétové), které se prilesitostné
zabyvaji vySe uvedenymi vcely

o IT dodavatelé poskytujici technickou
podporu vyvozci udajti ve spojeni s
databizemi, kde se osobni udaje
zpracovavayi.

e Zéstupci zadavatele Kinického hodnocen,
kteFi provadéji kontrolni a auditorské
Cinnosti,

®  Regulacni urady po celém svéts.

Citlivé adaje (v pfipad® potfeby)
Plenesené osobni wdaje se tykajl nisledujicich

kategorif citlivjch ddajd:

o Zbdné, Zejména lékaFské informace
pacientd  jsou pFedem kodifikoviny
vyvozcem udajii takovym zpiisobem, Ze
tyto lékatské informace nemohou byt
pFirazeny ke konkrétnimu pacientovi bez
poufiti kbdu, ktery je vyvozcem tdaji
uchovdvin oddélené a podléhd vyvozci
udaji k technickym a organizatnim
opatFenim a k zajisténi toho, aby pacient
nebyl identifikovin nebo identifikovatelny,

Ochrana fidajii registranich informaci vyvozce
fidajik (v ptipadé potfeby)
®  Neaplikuje se

Dodatetné uZitetné informace (limity pro
uchovévinl a jiné dileZité informace)

® Osobni udaje musi byt uchoviviny tak
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are necessary for the purposes for
which the data were transferred as
described hereunder.

Contact points for data protection enquiries

Data importer / Dovozce udaju

.....................................................

....................................................

— Site N°1227

dlouho, dokud nejsou nezbytné pro
ucely, pro které byly udaje preddny,
Jjak je popsdno nize.

Kontaktni mista pro Setieni na ochranu
osobnich udaju
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