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CLINICAL STUDY AGREEMENT

between
inVentiv Health Clinical UK Ltd
and
Fakultni nemocnice Olomouc

Pfizer Protocol # B9991009

This Clinical Study
(“Agreement”) between

Agreement

inVentiv Health Clinical UK Ltd, with a
place of business at Thames House, 17-19
Marlow Road, Maidenhead, Berkshire, SL6
7TAA, UK, together with any Affiliate, VAT
Number: GB 385756207 (“CRQO”)

and

Fakultni nemocnice Olomouc, with a place
of business at I.P.Pavlova 185/6, 779 00
Olomouc, Czech Republic, Identification
No.: 00098892, VAT No.: CZ00098892.
Represented by doc. MUDr. Roman Havlik,
Ph.D., director (“Institution”),

when signed by all parties, is effective as of

Pfizer Inc (“Pfizer”) wishes to sponsor a
clinical study entitled “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” (“Study”) to be conducted by

(“Principal Investigator”) at Institution
under the Pfizer protocol identified above
(“Protocol™). Pfizer has delegated
responsibility for management of this Study,
including contracting and Study monitoring,

SMLOUVA O KLINICKEM
HODNOCENI
mezi
inVentiv Health Clinical UK Ltd
a
Fakultni nemocnici Olomouc

Protokol spole¢nosti Pfizer ¢. B9991009

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

inVentiv Health Clinical UK Ltd, se
sidlem na adrese Thames House, 17-19
Marlow Road, Maidenhead, Berkshire, SL6
7AA, Spojené kralovstvi, spole¢né¢ s
jakoukoli jeji pfidruzenou spoleénosti, DIC:
GB 385756207 (dale jen ,,CRO")

a

Fakultni nemocnice Olomouc, se sidlem na
adrese |.P.Pavlova 185/6, 779 00 Olomouc,

Czech Republic, IC: 00098892, DIC:
CZ00098892.
Zastoupena doc. MUDr.  Romanem

Havlikem, Ph.D., feditelem (dale jen
»zdravotnické zarizeni*),

nabyva po podpisu vSemi stranami U¢innosti
k

Spolecnost Pfizer Inc. (déle jen ,,spole¢nost
Pfizer”) ma v damyslu se stat zadavatelem

klinického hodnoceni S nazvem
,,RANDOMIZOVANA,

MULTICENTRICKA, OTEVRENA
STUDIE FAZE 3 AVELUMABU

(MSB0010718C) SAMOTNEHO NEBO V
KOMBINACI S PEGYLOVANYM
LIPOZOMALNIM DOXORUBICINEM
PROTI SAMOTNEMU
PEGYLOVANEMU LIPOZOMALNIMU
DOXORUBICINU U PACIENTEK S
RAKOVINOU VAJECNIKU
REZISTENTNi/REFRAKTERNI VUCI
PLATINE“  (ddle  jen ,Kklinické
hodnoceni*), které povede

I
I (le jen . hlavni

zkouSejici*) ve zdravotnickém zafizeni
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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 below).

The parties agree as follows:

1. Responsibilities

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

who are employees or
contractors of Institution are
appropriately  trained and
qualified.

1.2 Compliance Obligations.
Institution is responsible to
CRO and  Pfizer for
compliance by all Study

personnel who are Institution
employees or contractors with
the terms of this Agreement
and International Conference
on Harmonization  Good
Clinical Practice (ICH GCP)
guidelines, as well as
applicable law, regulations,
and governmental guidance,
including namely Act No.
378/2007 Coll. on

podle vySe uréeného protokolu spoleCnosti
Pfizer (dale jen ,,protokol“). Spole¢nost
Pfizer delegovala odpovédnost za fizeni
tohoto  klinického  hodnoceni, vdetné
uzavirani smluv a monitorovani klinického
hodnoceni, na CRO a zmocnila CRO
zavazovat spoleCnost Pfizer k plnéni
veskerych zavazkti v tohoto smlouvé, o
kterych je urCeno, ze nalezi spolecnosti
Pfizer. Mezi CRO a hlavnim zkouSejicim
existuje  ohledné¢  tohoto  klinického
hodnoceni samostatna smlouva (viz ¢lanek
1.3 nize).

Strany se dohodly na nasledujicim:

1. Povinnosti
1.1 Zkousejici a__ vyzkumni
pracovnici. Klinické
hodnoceni  povede hlavni
zkousejici zdravotnického
zafizeni. Zdravotnické

zatizeni zajisti, Ze jednotlivci,
ktefi budou spolupracovat pfti

provadéni klinického
hodnoceni jakozto podiizeni
zkousSejici  a  vyzkumni
pracovnici a ktefti jsou

zaméstnanci nebo dodavateli
zdravotnického zafizeni, jsou
nalezité vyskoleni a
kvalifikovani.

1.2  Zavazky ohledné dodrzovani
predpisd. Zdravotnické
zatizeni odpovida CRO a
spoleCnosti Pfizer za to, ze
vSichni pracovnici podilejici
se na klinickém hodnoceni,
ktefi jsou zamgestnanci
zdravotnického zafizeni nebo
jejimi  dodavateli, budou
dodrzovat podminky této
smlouvy, pokyny pro
sprdvnou  Klinickou  praxi
Mezinarodni konference pro
harmonizaci (ICH GCP) a
prislusné zékony, nafizeni a
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1.3

Pharmaceuticals, as amended
(“Pharmaceuticals Law™),
Regulation of the Ministry of
Health and Ministry of
Agriculture  No. 226/2008
Coll. on Good Clinical
Practice and Specific Terms
for  Clinical  Trials of
Pharmaceuticals, as amended,
Regulation of the Ministry of
Health and Ministry of
Agriculture No. 86/2008 Coll.
on Good Laboratory Practice
concerning Pharmaceuticals,
as amended, Regulation of the
Ministry of Health and
Ministry of Agriculture No.
84/2008 Coll., on Good
Pharmaceutical Practice,
Conditions for Disposal of

Pharmaceuticals within
Pharmacies, Health
Institutions and other
Institutions dispensing

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

1.3

vladni pokyny, a to zejména
zakon

¢. 378/2007 Sh., o 1é¢ivech,

v platném znéni (dale jen
»Zakon o léc¢ivech®), vyhlasku
Ministerstva zdravotnictvi a

Ministerstva zemedélstvi
¢. 226/2008 Sh., o spravne
Klinické praxi a bliZSich
podminkach klinického
hodnoceni 1é¢ivych

pfipravki, v platném znéni,
vyhlasku Ministerstva
zdravotnictvi a Ministerstva
zemédélstvi ¢. 86/2008 Sh.,
o stanoveni zédsad spravne
laboratorni praxe v oblasti
léciv,  vplatném  znéni,
vyhlasku Ministerstva
zdravotnictvi a Ministerstva
zemédélstvi ¢. 84/2008 Sh.,
0 sprdvné lékarenské praxi,

blizSich podminkéach
zachazeni s 1éCivy
v lékarnach, zdravotnickych
zafizenich a u dalSich

provozovateli a  zafizeni
vydavajicich 1é¢ivé piipravky

a zakon ¢.372/2011 Sh.,
0 zdravotnich  sluzbach a
podminkach jejich

poskytovani, v platném znéni.
Zdravotnické zafizeni zajisti
odpovidajici  dohled nad
¢innosti hlavniho
zkousejiciho % rdmci
zdravotnického zatizeni.

Smlouva mezi CRO a
hlavnim zkousejicim. Uprava
vedeni Kklinického hodnoceni
hlavnim zkousejicim a
souvisejici zavazky hlavniho
zkousejictho vacéi CRO a
spolecnosti Pfizer  jsou
uvedeny v samostatné
smlouvé mezi CRO a hlavnim
zkousejicim.  Zdravotnicke
zatizeni potvrzuje, Ze si je

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJlll 180ct16_Final
Page 3 of 129/ Strana 3z 129



Confidential

PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Fakultni nemocnice Olomouc

Principal Investigator Name: || | - sitc \\°1225

14

agreement. Institution is not
liable for the taxation of
Principal Investigator’s study
team members.

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 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.

1.4

védoma  této  samostatné
smlouvy. Zdravotnické
zafizeni  neodpovida  za
zdanéni pifjma c¢lent tymu
hlavniho zkousejiciho.

Rozdéleni povinnosti.
Zdravotnické zafizeni jako
zaméstnavatel hlavniho
zkousejictho timto ud¢luje
hlavnimu zkousSejicimu
vyslovny souhlas s jeho ucasti
na klinickém hodnoceni podle
samostatné smlouvy a to za
odménu dohodnutou s CRO a
spoleCnosti ~ Pfizer  podle
§ 304 odst. 1 zakona
¢. 262/2006 Sb., zakoniku
prace, Vvplatném  znéni.
Zdravotnické zafizeni nesmi
povétit vedenim  Kklinickeho
hodnoceni jiného Hlavniho
zkousejiciho bez ptedchoziho
pisemného souhlasu CRO.
Hlavni zkousejici a
zdravotnické  zafizeni ur¢i
rozdéleni povinnosti mezi
zdravotnické  zafizeni a
hlavniho zkousejiciho
ucinnosti  tykajicich  se
klinického hodnoceni, které
vyZaduje protokol nebo které
jsou stanoveny v této smlouve
nebo ve smlouvé mezi CRO a
hlavnim zkousejicim. Hlavni
zkouSejici vSak bude mit
pfinejmensim ty povinnosti,
které hlavnim zkouSejicim
ukladaji  ptislusné pravni
predpisy upravujici vedeni
klinickych vyzkumt.
Zdravotnické zatizeni déle
souhlasi, ze bude v ptipadé¢
potieby spolupracovat s CRO
a spolecnosti Pfizer na
vyfeseni jakychkoli
zélezitosti, které se tykaji
plnéni povinnosti hlavniho
zkousejiciho v ramci
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15 Pfizer GCP Training. Prior to

klinického hodnoceni.

15 Skoleni spole¢nosti Pfizer o

enrollment of any Study spravné klinické praxi (GCP).
Subjects (as defined in Pied tim, nez dojde k zafazeni
Section 4, Subject subjektl klinického
Enroliment), Principal hodnoceni (definovaném v

Investigator and any sub-
investigators will complete
the Pfizer-provided Good

Clanku 4, Zarazeni subjektl)
absolvuji  hlavni zkouSejici
zdravotnického  zafizeni a

Clinical  Practice training vSichni podfizeni zkouSejici
course (“Pfizer GCP Skoleni  spravné  klinicke
Training”). Any praxe poskytnuté spole¢nosti

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.

Funding. CRO will provide funding
to Institution as compensation for
Institution’s services and the use 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

2.

Pfizer (dale jen ,,8koleni GCP
spole¢nosti Pfizer”). VSichni
zkousejici, ktefi se do
klinického hodnoceni zapoji
pozdé&ji, absolvuji  Skoleni
GCP spolecnosti Pfizer pred
tim, nez zac¢nou vykondvat
povinnosti  souvisejici s
Klinickym hodnocenim. U
Klinickych hodnoceni
odpovidajici  délky trvani
absolvuji hlavni zkouSejici a
vSichni podiizeni zkousejici
Skoleni GCP  spolecnosti
Pfizer kazdé tti roky po dobu
trvani  klinického hodnoceni
nebo 1 castéji, jestlize dojde
K vyznamnym zménam v
pokynech ICH GCP nebo v
materialech kurzu.

Financovani. CRO  poskytne
zdravotnickému zafizeni financovani
jako uhradu za poskytovani sluzeb ze
strany zdravotnického zafizeni a za
vyuzivani zafizeni zdravotnického
zatizeni pro ucely  Klinického
hodnoceni tak, jak je to vymezeno
v piiloze A, Rozpocet Klinického
hodnoceni a platebni podminky, a

as compensation for  Principal podle podminek stanovenych v této
Investigator’s Study conduct piiloze. CRO poskytne financovani
activities under the agreement hlavnimu zkouSejicimu jako Ghradu
between CRO and  Principal za ¢innosti hlavniho zkousejiciho pii

Investigator. The Institution hereby
consents to providing the Ethics

vedeni klinického hodnoceni podle
smlouvy mezi CRO a hlavnim
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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.

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

zkouSejicim.  Zdravotnické zatizeni
timto souhlasi s poskytnutim této
smlouvy etické komisi
zdravotnického zafizeni a etické
komisi pro multicentrickd klinicka
hodnoceni pro zdivodnéni podminek
klinického hodnoceni v souladu se
zakonem o 1éCivech.

2.1 Schuzky zkousejicich.
Pokud se pracovnici podilejici
se na Kklinickém hodnoceni,
ktefi jsou zaméstnanci nebo
dodavatelé  zdravotnického
zafizeni, musi  zOcCastnit
schiizek zkousejicich pro toto
klinické  hodnoceni, CRO
zafidi a pfimo uhradi dopravu
a ubytovani a pokryje
pfiméfené naklady na
stravovani v souvislosti s
témito schizkami, nebude
vSak za takovou ucast
poskytovat odménu. Pokud
zdravotnické zafizeni musi
schvalit ucast hlavniho
zkousejiciho na téchto
schiizkach, nebude  toto

schvaleni nepfiméfenym
zpisobem odmitano nebo
odkladano.

2.2 Zvetejnéni informaci

spole¢nosti Pfizer. V zajmu
transparence svych financ¢nich
vztahi se zkouSejicimi a
zkouSejicimi pracovisti, nebo
z divodu zajisténi dodrzovani
prislusnych mistnich pravnich
pfedpisi, muize spolecnost
Pfizer  zvefejnit  financni
podporu, kterou podle této
smlouvy poskytuje. Takové
zvetejnéni spolecnosti Pfizer
muze identifikovat  jak
zdravotnické zafizeni, tak i
hlavniho  zkouSejiciho, ale
bude zietelné rozliSovat mezi
platbami a jinymi pievody
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3. Protocol.

Institution will perform

Study-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 IRB/IEC and
SUKL (“Amendment”)
except, as described in the
Protocol, for emergency
changes necessary to protect
the safety of the Study
Subjects (as defined in
Section 4, Subject
Enrollment). If it is necessary
to deviate from the Protocol
on an emergency basis for the
safety of the 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.

hodnot, jeZz jsou poukazany
institucim, a témi, jez jsou
poukdzany jednotliveim.

Protokol. Zdravotnické zatizeni bude

provadét  c¢innosti

souvisejici s

Klinickym hodnocenim v souladu s

protokolem,

zejména hlaseni

nezadoucich ptihod.

3.1

Dodatky. Zdravotnické
zatizeni souhlasi s tim, Ze
protokol Ize zménit pouze
pisemnym dodatkem
schvalenym spolec¢nosti
Pfizer, hlavnim zkouSejicim,
odpovédnou etickou komisi a
SUKL (dale jen ,,dodatek*),
s vyjimkou naléhavych zmén
nezbytnych z divodu ochrany
bezpecnosti subjekta
klinického hodnoceni
(definovanych v clanku 4,
Zatazeni subjekt) tak, jak
jsou popsany v protokolu. Je-
li nezbytné odchylit se od

protokolu  z  naléhavych
divodi tykajicich se
bezpecnosti subjekta

klinického hodnoceni, které
pravé  podstupuji  1écbu,
uvédomi o tom  hlavni
zkousejici CRO nebo
spole¢nost Pfizer a
odpovédnou etickou komisi a
SUKL (podle toho, co piipada
v uvahu) co mozné nejdiive,
ale v Zadném pifipadé ne
pozdéji nez jeden pracovni
den po provedeni zmény.

Z4dna takova zmena
provedena z duvodu
bezpecnosti subjekta

klinického hodnoceni, které
pravé podstupuji  1écbu, se
nebude vztahovat na Zadné
budouci subjekty klinického
hodnoceni, pokud nebude
schvalena spolecnosti Pfizer a
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3.2  No Additional Research. No
additional research may be
conducted on Study Subjects
(as defined in Section 4,
Subject Enrollment) during
the conduct of the Study or on
biological samples collected
during the conduct of the
Study unless it is approved by
Pfizer and documented as an
Amendment to the Protocol or
made subject to mutually
agreeable terms otherwise
documented by the parties.

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

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.

odpovédnou etickou komisi a
SUKL (podle toho, co pipada
v uvahu) a doloZzena jako
pisemny dodatek k protokolu

3.2  Zadny daldi vyzkum. Na
subjektech klinického
hodnoceni (definovanych v
Clanku 4, Zarazeni subjektil)
nebo na biologickych
vzorcich  odebranych v
prubéhu klinického hodnoceni

nesmi byt Vv pribéhu
Klinického hodnoceni
provadén zadny dalsi

vyzkum, pokud to neni
schvaleno spole¢nosti Pfizer a
dolozeno jako dodatek k
protokolu nebo ucinéno za
vzajemné ptijatelnych
podminek  zaznamenanych
stranami jinym zpusobem.

Zatazeni subjektd. Zdravotnické
zafizeni prostiednictvim hlavniho
zkousejiciho souhlasila zapsat do
Klinického  hodnoceni  zpisobilé
ucastniky  klinického  hodnoceni
béhem obdobi zafazovani
stanoveného  spolecnosti  Pfizer,
pokud CRO neupravi obdobi
zafazovani pisemnym oznamenim na
zéaklad¢ predchozich pokynt
spole¢nosti  Pfizer. Zpusobily
ucastnik je osoba, kterd spliuje
vSechna  kritéria  protokolu pro
zahrnuti do klinického hodnoceni
(dale jen ,subjekt klinického
hodnoceni®).

4.1 Multicentricka klinicka
hodnoceni. CRO mize na
zéklad¢ predchozich pokynt
spolecnosti Pfizer predCasné
ukoncit obdobi zapisu
subjektil Klinického
hodnoceni,  jestlize byl
dosazen  celkovy  pocet
zatazenych potiebnych pro
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5. Study Conduct

5.1

5.2

5.3

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.

Safety Measures and Serious
Breaches. Institution  will
inform  CRO immediately
(directly or through Principal
Investigator) of (a) any urgent
safety measures taken by
Principal  Investigator to
protect Study Subjects against
immediate hazard and (b) any

serious breaches of the
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

multicentricke klinické
hodnoceni  pfed koncem
obdobi zafazovani pro toto
klinické hodnoceni.

5. Provadéni klinického hodnoceni

5.1

5.2

5.3

Uctovani poplatkti subjektim
klinického hodnoceni.
Zdravotnické zafizeni nebude
za hodnoceny I¢k (viz ¢lanek
8, Hodnoceny I€k) ani za jiné
sluzby, které hradi CRO
podle této smlouvy nebo
podle smlouvy mezi CRO a
hlavnim  zkouSejicim, nic
uctovat subjektim klinického
hodnoceni ani platcim tfeti
strany.

opatreni a
pravidel.

Bezpecnostni
zavazna poruseni

Zdravotnické zafizeni bude
(pfimo  ¢i  prostfednictvim
hlavniho zkousejiciho)

neprodlené¢ informovat CRO

(a) v piipadé¢ jakéhokoli
urgentniho  bezpecnostniho
opatfeni, které hlavni

zkousSejici pouZzije za ucelem
ochrany subjektt klinického
hodnoceni proti okamzitému

riziku a (b) v pfipadé
jakéhokoli zavazného
poruseni  protokolu  nebo
pokynti ICH GCP, o kterych
se  zdravotnické  zafizeni
dozvi.

Pojisténi zdravotnického
zatizeni.  Podpisem  teto
smlouvy zdravotnické
zatizeni potvrzuje, zZe
zdravotnické  zafizeni, ve
kterém bude klinické
hodnoceni vedeno, a jeho
zaméstnanci, ktefi Kklinické
hodnoceni  povedou, maji

platné a dostate¢né pojiSténi
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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 sensitive 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 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

odpovédnosti za  Skody
zpusobené poskytovanim
zdravotni péce podle
ptislusnych pravnich
piedpisu.
6. Ochrana udaju a sd€élovéni finanénich
informaci FDA
6.1  Osobni ddaje.  Osobnimi
Udaji se rozumi veSkere
informace, ze kterych je
mozné identifikovat
jednotlivce.  Osobni daje,

které se tykaji zdravotnich
informaci, jsou citlivé osobni
udaje. Osobni  udaje
shromazdéné ve spojeni s
klinickym hodnocenim budou
zahrnovat  osobni  (daje
tykajici se hlavniho
zkousejiciho, podiizenych
zkousejicich,  vyzkumnych
pracovnikli, tfetich stran a
eventudlné subjekta
klinického hodnoceni (které
by mohly obsahovat citlivé
osobni udaje) (spolecné dale
jen ,,0s0bni udaje).
Takovéto osobni Gdaje mohou
podléhat zvlaStnim pravnim
predpisim tykajicich se jejich
zpracovani, ulozeni, pfenosu
a pouzivani. Zdravotnické
zafizeni bude pfi c¢innostech

souvisejicich s klinickym
hodnocenim dodrzovat
vSechny pfislusné zékony
tykajici se  ochrany a

pouzivani osobnich udaji a
utajeni udajti, zeyména zakon
¢.101/2000 Sb., 0 ochran¢
osobnich tdaja, v platném
znéni (dale jen ,zakon o
ochrané udaju®).
Zdravotnické zafizeni piijme
veskera technicka a
organiza¢ni  opatfeni, aby
zabranila neopravnénému
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6.2

6.3

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

6.2

6.3

nebo nezakonnému
zpracovani, ndhodné ztraté,
zni¢eni nebo poskozeni Ci
prozrazeni takovychto
osobnich udaji. CRO a
spolecnost  Pfizer pfijmou

prislusna opatfent, aby
ochranily divérnost a
bezpecnost veskerych

osobnich udajt, které obdrzi v
souvislosti s klinickym
hodnocenim.

Pouzivani tdaji spole¢nosti
Pfizer a CRO. Osobni udaje
budou  zpracovdvany a
pouzivany pro ucely
administrace této smlouvy a v

souvislosti s klinickym
hodnocenim. Informace
tykajici se hlavniho
zkousejiciho, podiizenych

zkousejicich a vyzkumnych
pracovniki budou vedeny v
jedné nebo vice databazich za
ucelem  zjisténi  moznosti
jejich zapojeni do budouciho
vyzkumu a z  divodu
vyhovéni vSem zdkonnym
pozadavkim.

Sdélovani finan¢nich udaju.
V ptipadech, kdy spole¢nost
Pfizer shledd, ze se na
klinické hodnoceni vztahuje
nafizeni amerického Utadu
pro kontrolu potravin a IéCiv
(,FDA®) nazvané ,,Sdélovani
finan¢nich informaci
zkousejicimi v Kklinickém
vyzkumu* (dale jen ,,nafizeni
FDA"), zdravotnické zafizeni
zajisti souhlas vsech
podiizenych zkousejicich
podilejicich se na klinickém
hodnoceni, ktefi jsou
zaméstnanci nebo dodavateli
zdravotnického zafizeni, Sse
sd€lovanim veskerych
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6.4

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

Disclosure _and  Transfer.
Some of the Personal Data
discussed in this Section 6
may be  disclosed or
transferred to other members
of the CRO or Pfizer group of
companies, to representatives
and contractors working on
behalf of the CRO or Pfizer
group, and to regulatory
authorities across the world.
The Institution will help
ensure that all necessary
consents are in place to
comply with the provisions of
this Section 6 with respect to
any affected study personnel
and shall execute the EU
standard contractual clauses
on a controller-to-controller
basis that are attached as
Attachment L.

a. Safe Harbor Notice.
When the individuals
associated with the
Study about whom
Personal Data may be
disclosed to CRO and
Pfizer are located in
the European Union or
Switzerland,

6.4

prislusnych  finan¢nich a
dalSich informaci CRO a
spolecnosti  Pfizer (vCetné
informaci o  majetkovych
podilech ve spolecnosti Pfizer
nebo jejich  pfidruzenych
spolecnostech) ve vztahu k
podiizenym zkousejicim (a v
relevantnich piipadech také
ve vztahu k manzelim,
manzelkam a  zavislym
osobam podfizenych
zkousejicich), jak to vyZaduje
CRO, aby umoznili
spolecnosti ~ Pfizer  splnit
pozadavky nafizeni FDA.

Sdélovani a prenos. Nekteré
osobni Udaje, jimiz se zabyva
tento C¢lanek 6, mohou byt
sdéleny nebo predany jinym
¢lenim CRO nebo skupiny
spolecnosti Pfizer, zastupctim
a dodavatelim pracujicim
jménem CRO nebo skupiny
Pfizer a kontrolnim ufadim
po celém svété. Zdravotnicke
zafizeni  pomuze  zajistit
ziskani veSkerych nezbytnych
souhlasii, aby bylo vyhovéno
ujednanim tohoto ¢lanku 6 ve
vztahu ke vSem dotenym
pracovnikiim klinického
hodnoceni a bude plnit
standardni smluvni doloZky
EU na bazi spravce-spravci,
ktera je uvedena jako piiloha
L.

a. Oznameni ve véci
programu na ochranu
soukromych udaju

Safe Harbor*. Pokud
osoby, které se ucastni
klinického hodnoceni
a jejichz osobni udaje
mohou byt sdéleny
CRO nebo spolecnosti
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7. Informed  Consent

Institution will inform

any affected
employees or
contractors of
Institution and any

other appropriate third
party of CRO’s and
Pfizer’s enrollment in
the EU-US  Safe
Harbor program.
Institution will also
furnish such affected
individuals a form of
notice, to be made
available by CRO,
setting out the
intended use of the
Personal Data by CRO
and Pfizer and other
pertinent information.

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 a template
informed consent document
for the Study which has been
approved by the IEC and
SUKL. Institution and
Principal Investigator must
not make any changes to this
document without the prior

7.

Pfizer, sidli v
Evropské unii nebo ve
Svycarsku, bude
zdravotnické zafizeni
vSechny dotcené
zaméstnance nebo
dodavatele
zdravotnického
zatizeni a jiné

piislusné tieti strany
informovat o zapojeni
CRO a spolecnosti
Pfizer do programu
ochrany soukromych
udaji mezi USA a EU
(tzv. ,Safe Harbor®).
Zdravotnické zatizeni
také poskytne
dotéenym osobam
formulat vyrozuméni,
ktery ptipravi CRO, a
ktery bude obsahovat
popis  zamysleného
vyuziti osobnich tdaja
ze strany CRO a

spole¢nosti  Pfizer a
dalsi relevantni
informace.

Informovany  souhlas a  nabor

subjekti.

7.1 Informovany souhlas.
Zdravotnické zafizeni ve
spolupraci S hlavnim
zkousejicim  zajisti, Ze od

kazdého subjektu Klinického
hodnoceni  bude  ziskan
informovany souhlas, a Ze

podepsany original tohoto
souhlasu bude uloZzen v
zédznamech ptislusného
subjektu klinického
hodnoceni. CRO nebo
spole¢nost  Pfizer poskytne
ptedlohu dokumentu

informovaného souhlasu pro
klinické hodnocenti, ktera byla
schvélena nezavislou EK a
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7.2

7.3

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

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.

Adverse Events. Institution
will ensure, through Principal
Investigator, reporting  of
adverse events experienced
by  Study Subjects in
accordance with instructions
in the Protocol and applicable

7.2

7.3

SUKL. Zdravotnické zatizeni
ani hlavni zkouSejici nesmi
Vv tomto dokumentu provadét
zadné zmény aniz by obdrzeli
piedchozi pisemny souhlas
CRO nebo spolecnosti Pfizer

predtim, nez upraveny
dokument informovaného
souhlasu  pouziji  (vCetné

jakychkoli Uprav provedenych
béhem klinického hodnoceni).
Zdravotnické zafizeni nesmi
provadét nabor potencialnich
subjektl Klinického
hodnoceni pro ucast v
Klinickém hodnoceni, zahdjit
vyzkum, na ktery se vztahuje
tato smlouva, nebo podat
hodnoceny lék (tak, jak je
definovan nize) subjektim
klinického hodnoceni, dokud
hlavni  zkouSejici  neziskal
platny informovany souhlas
od kaZzdého subjektu
Klinického hodnoceni.

Nabor subjektu.
Zdravotnické  zafizeni ve
spolupraci S hlavnim
zkouSejicim poskytne CRO
prilezitost provéiit a schvalit
obsah veSkerych materiali
tykajicich se nadboru do
Klinického hodnoceni
zam¢efenych na  potenciadlni
subjekty klinického
hodnoceni pied tim, nez tyto
materidly pouZije. Tento
poZadavek se vztahuje na
veSkeré takové materidly bez
ohledu na médium.

Nezadouci piihody.
Zdravotnické zafizeni,
prostiednictvim hlavniho

zkousejiciho  zajisti  hl&Seni
nezadoucich piihod, které se
u subjektt klinickeho
hodnoceni  vyskytnou, Vv

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJlll 180ct16_Final

Page 14 of 129/ Strana 14 z 129



Confidential
PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Fakultni nemocnice Olomouc

Principal Investigator Name: || | - sitc \\°1225

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.

Investigational Drug. CRO will
arrange for Institution and

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

. to receive at no charge, or will

cover the costs of, any other
Protocol-required drugs (e.g.,
placebo, comparator drug,
concomitant drug). Any other
Protocol-required drug that CRO or
Pfizer provides or covers the cost of
is, together with the Pfizer Drug,
considered "Investigational Drug".
The Investigational Drug shall be
supplied to Institution’s pharmacy.
Institution hereby undertakes to ensure
that the Investigational Drug be stored
separately from other medication in
the pharmacy, and its preparation,
inspection, preserving and dispensing
(hereinafter only “Investigational Drug
Handling”) be  performed in
compliance with Protocol, Pfizer
and/or CRO instructions and also
pursuant to generally binding legal
regulations specified above under Sec.
1.3, and the Good Pharmacy Practice,

souladu s pokyny uvedenymi
v protokolu a platnych
predpisech. Kde je to
vyZadovano, hl&Seni zahrnuje
bezodkladné hlaseni CRO a
spolecnosti Pfizer telefonicky
nebo faxem. V tomto ohledu
ponese CRO nebo spolecnost
Pfizer v zakonem daném
rozsahu plnou odpovédnost za
hlaseni jakychkoli
nezéadoucich piihod mistnim a
mezindrodnim kontrolnim ¢i
zdravotnim uradim.

Hodnoceny 1ék. CRO =zafidi, aby
zdravotnické zafizeni a

bezplatné
obdrzeli dostatecné mnozstvi
vyrobku spolecnosti Pfizer, ktery je
pifedmétem hodnoceni, (,lek
spole¢nosti Pfizer<), aby stacil k
provedeni  klinického  hodnoceni.
Neni-li v ptiloze A (Rozpocet
klinického hodnoceni a platebni
podminky) uvedeno jinak, CRO
zaiidi, aby zdravotnické zatfizeni a

bezplatné obdrzeli  také
jakékoli dalsi leky vyZadované podle
protokolu, a to bezplatné nebo
naklady na né pokryje (napf. placebo,
srovnavaci 1€k, soubézné¢ podavany
Iék).  Jakykoli dalSi protokolem
vyzadovany lek, ktery CRO nebo
spole¢nost Pfizer poskytuje nebo
jehoz néklady kryje, je spole¢né s
lékem spolecnosti Pfizer povazovan
za ,,hodnoceny lék*. Hodnoceny lek
bude dodan do Iékarny zdravotnického
zafizeni.  Zdravotnické zafizeni se
timto zavazuje, Ze =zajisti, aby
hodnoceny 1ék byl ulozen v 1ékarné
odd¢len¢ od ostatnich 1¢kd, a aby
piiprava, kontrolovani, uchovavani a
vydavani hodnoceneho léku (dale jen
»hakladani s hodnocenym lékem*™)
probihaly v souladu s protokolem a
pokyny spolecnosti Pfizer nebo CRO,
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as well as the terms and conditions
stipulated by applicable Directives
issued by State Institute for Drug
Control.

Institution ~ will  appoint  two
appropriately qualified and
experienced  pharmacists. The
pharmacists ~ will  hold  current

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

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

8.2 Use. Institution will ensure,
or cooperate with Principal
Investigator in ensuring, that
Investigational Drug is used

a také v souladu se vSeobecné
zavaznymi pravnimi predpisy
uvedenymi v clanku 1.3 vyse, se
spravnou lékarenskou praxi a rovnéz
dle pravidel a podminek stanovenych
v pfislusnych smérnicich vydanych
Statnim ustavem pro kontrolu 1éCiv.

Zdravotnické zafizeni ur¢i dva
prislusn¢ kvalifikované a zkuSené
lékarniky.  Lékarnici budou drZiteli
platnych profesnich osvédéeni (bez
omezeni), budou zapsani u oficialni
profesni organizace lékarnikii v Ceské
republice v souladu s pfisluSnymi
pravnimi ptedpisy a budou odpovidat
za nakladani s hodnocenym IéCivem a
za vedeni kompletni dokumentace o
této Cinnosti. Zdravotnické zafizeni
neprodlené po jejich urceni pisemné
ozndmi CRO jméno a piijmeni
uvedenych osob spolu s ptipadnymi
kontaktnimi daji. Hlavni zkouSejici
bude hodnoceny Iék pouZivat a
podévat piimo z Iékarny
zdravotnického zafizeni v souladu s
protokolem a v davkach potiebnych
pro jednotlivé studijni navstévy
subjekti klinického hodnoceni.

8.1  Uschova a vydej.
Zdravotnické zafizeni bude
provadét odpovidajici
kontrolu dodavek

hodnoceného Iéku, nebo na ni
spolupracovat s  hlavnim
zkousejicim, a nepoda nebo
nevyda lék nikomu, kdo neni
subjektem klinického
hodnoceni, ani k nému
neumozni pfistup nikomu
jinému nez pracovnikim
klinického hodnoceni.

8.2  PouZiti. Zdravotnické
zatizeni zajisti, nebo bude
spolupracovat s hlavnim
zkous$ejicim na zajiSténi, Ze
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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
contractor ~ 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 will be described in
Attachment C of this agreement,
Equipment and Materials which will
be incorporated into this Agreement
by reference.

hodnoceny Iék bude pouzivan
pouze tak, jak je stanoveno v
protokolu a v pfisném souladu
se zakonem o léCivech a s
dalSimi ptislusSnymi pravnimi
ptedpisy. Jakékoli jiné
pouZiti  hodnoceného 1éku
zaméstnancem nebo
dodavatelem zdravotnického
zafizeni piedstavuje zdsadni
poruseni této smlouvy.

8.3  Vlastnictvi 1éku spolecnosti
Pfizer. Lék spolecnosti Pfizer
je a zastane ve vlastnictvi
spoleCnosti  Pfizer. S
vyjimkou  omezenou na
pouziti uréené v protokolu,
spolecnost Pfizer neud¢luje

zdravotnickému zafizeni
Zadna vyslovna ani
konkludentni prava k
duSevnimu vlastnictvi

ohledn¢ 1éku  spolecnosti
Pfizer nebo k jakymkoli
metodam vyroby nebo pouZiti
1éku spolecnosti Pfizer.

Vybaveni nebo materialy. CRO
nebo  spolecnost  Pfizer muze
poskytnout nebo zatidit, aby prodejce
poskytl, urcité vybaveni (dale jen
»Vvybaveni®) nebo chranéné materialy
pro pouZziti zdravotnickym zafizenim
béhem vedeni klinického hodnoceni.
Takovéto chranéné materialy mohou
zahrnovat  pocitacovy  software,
postupy, hodnotici Skaly a jiné
nastroje, které CRO nebo spole¢nost
Pfizer vlastni nebo k jejichz
pouzivani drzi licenci (spole¢né dale
jen ,materialy*). Vybaveni nebo
materialy, které maji byt pro klinické
hodnoceni poskytnuty, a veSkeré
poZadavky, které se k nim vztahuji,
budou popsédny v piiloze C této
smlouvy, Vybaveni a materialy, ktera
se timto odkazem stane soucasti této
smlouvy.
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10.

Confidential Information. During the

course of the Study, Institution may
receive, generate, or have access to
information that is confidential to
CRO, Pfizer, or a Pfizer affiliate.

10.1  Definition. Except as
specified in Section 10.2,
Exclusions, below,
“Confidential  Information”
includes
a. the Protocol,

b. the Investigator
Brochure,

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

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

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

f. any other information
related to the Study,
the Pfizer Drug, or
CRO, Pfizer, or Pfizer
affiliate  technology,
research, or business
plans  that CRO,
Pfizer, or a Pfizer
affiliate provides to

10.

Duvérné informace. V pribchu
klinického hodnoceni muze
zdravotnické zafizeni obdrzet C¢i
vytvofit informace nebo mit pristup k
informacim, které jsou divérné
povahy pro CRO, spolecnost Pfizer

nebo pfidruZzenou spole¢nost

spolecnosti Pfizer.

10.1 Definice. S vyjimkou
vymezeni c¢lanku 10.2 niZe,
Vyjimky, ,,duvérné
informace* zahrnuji
a. protokol,

b. soubor informaci pro
zkousejiciho,
C. udaje klinickeho

hodnoceni  (tak, jak
jsou definovény nize v
Slanku 11, Udaje
Klinického hodnoceni,
biologické vzorky a
zaznamy o klinickém

hodnoceni),
d. udaje analyz
biologickych  vzorku

(tak, jak jsou
definovany nize v
Slanku 11,  Udaje
klinického hodnoceni,
biologické vzorky a
zaznamy o klinickém
hodnoceni),

e. prilohu A (Rozpocet
Klinického hodnoceni
a platebni podminky)
této smlouvy a

f. veskeré dalsi
informace souvisejici
S klinickym
hodnocenim, s lékem
spolecnosti Pfizer
nebo s technologii,
vyzkumem nebo
obchodnimi plany
CRO, spolecnosti
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10.2

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

Exclusions. Confidential 10.2

Information does not include
information that

a. is in the public domain

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

b. is already known to
Principal Investigator

Pfizer nebo jejich
pfidruzenych
spolecnosti, jez CRO,
spole¢nost Pfizer nebo
nekterd jeji pridruzena
spolecnost  poskytne
hlavnimu
zkousejicimu nebo
zdravotnickéemu
zafizeni Vv pisemné
nebo jiné hmotné
podobé a oznaci jako
DUVERNE nebo jez
jim  pavodné  sdeli
ustni formou a
nasledn¢ shrne a
potvrdi pisemné jako
DUVERNE do 30 dnii
od data  Ustniho
sdéleni. Ustné sdélené
informace podle
popisu v ¢lanku 10.1.1f.
budou téz povazovany
za duvérné informace,
a to i tehdy, jestlize
nedojde k pozdéjsSimu
pisemnému potvrzeni

jejich divérnosti,
pokud je davérny
charakter jejich

sdéleni druhé strané
piiméfené ziejmy.

Vyjimky. Duvérné informace
nezahrnuji informace,

které jsou vefejné
dostupné v dob¢ jejich
sdéleni nebo v dobé¢
trvani tohoto zévazku
mlcenlivosti
jakymkoli jinym
zpusobem, nez je
poruseni této smlouvy
zdravotnickym
zafizenim,

které jsou jiz
hlavnimu
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10.3

10.4

or Institution at the
time of disclosure and
is free of any
obligations of
confidentiality,

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

lawful right to
disclose it, or

d. is independently
developed, as
documented by
written records, by
Principal
Investigator’s
personnel or
individuals within

Institution who had no
access to Confidential
Information.

Confidentiality of Personal
Data. All Personal Data (as

defined in Section 6.1,
Personal Data) that Institution
collects, processes, stores,

transfers, or  uses in
connection with the conduct
and reporting of the Study is
also to be identified and
treated as Confidential
Information for the purposes
of this Agreement.

Obligations of
Confidentiality. 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

10.3

10.4

zkouSejicimu nebo
zdravotnickému
zafizeni zndmy v dobé
jejich sdéleni a
nepodléhaji  Zadnému
zavazku mlc¢enlivosti,

C. které hlavni zkousejici
nebo zdravotnické
zatizeni ziskali bez
jakéhokoli  zavazku
mlcenlivosti od tieti
strany, kterd ma
zdkonné  pravo je
sdilet, nebo

d. které jsou vytvofeny
nezavisle, jak je
doloZzeno pisemnymi
zaznamy, personalem
hlavniho zkousejiciho
nebo osobami v rdmci
zdravotnickeho

zafizeni, které
k davérnym
informacim nemeéli
pristup.

Dutivérnost osobnich tdaji.
Vsechny osobni Udaje
(definované¢ v ¢lanku 6.1,
Osobni udaje), které
zdravotnickeé zatizeni
shromazd’uje, zpracovava,
uklada, prendsi nebo pouziva
ve spojitosti s provadénim
Klinického  hodnoceni  a
podavanim zprav o klinickém
hodnoceni, budou pro ucely
této smlouvy pokladany za
duvérné informace, a bude s
nimi takto zachazeno.

Zavazek mlcenlivosti.
Zdravotnické zatizeni nesmi
bez piedchoziho pisemného
souhlasu CRO nebo
spole¢nosti Pfizer pouzivat
divérné informace za zadnym
jinym Ucelem nez tim, k
némuz ji opraviiuje tato
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10.5

Institution disclose
Confidential Information to
any third party except as
authorized in this Agreement

or as required by law,
including applicable
regulations. Pfizer/CRO

acknowledges that Institution
is obliged to disclose
information in accordance
with the Act No. 340/2015
Coll., on the register of
contracts.

a. CRO and  Pfizer
specifically authorize

any required
disclosure of
Confidential

Information to SUKL
or relevant IRB/IEC
or regulatory authority
representatives.

b. Permitted uses of
Study Data and
Biological Sample

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

Disclosure Required by Law.
If 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

10.5

smlouva, a dale zdravotnické
zafizeni nesmi sdélit duvérné
informace zadné tieti strané s
vyjimkou situaci, v nichZ ji k
tomu opraviuje tato smlouva,
nebo vnichZz to vyZaduji
prislusné pravni piedpisy.
Pfizer/CRO bere na védomi,
ze zdravotnické zafizeni je
povinno zvetejiovat
informace v souladu se
zakonem ¢. 340/2015, o
registru smluv.

a. Spole¢nost Pfizer a
CRO vyslovné
povoluji jakékoli
poZadované
poskytnuti divérnych
informaci SUKL,
prislusné NEK nebo
zéastupciim

kontrolniho tfadu.

b. Povolena pouZziti
udaju analyz
biologickych  vzorku

jsou popsana v ¢lanku
15 (Publikace) této
smlouvy a pouZiti
osobnich udaji jsou
popsana Vv ¢lanku 6
(Ochrana udaji  a
sd¢lovani finan¢nich
informaci FDA).

Sdéleni informaci pozadované
zdkonem. Jestlize je sdéleni

davérnych informaci
zdravotnickym zafizenim nad
ramec vyslovné povoleny

touto smlouvou pozadovano
zakonem, nezaklada takovéto
sdéleni informaci na strané
zdravotnického zafizeni
poruseni této smlouvy, pokud
zdravotnické zafizeni
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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.

10.6  Survival of Obligations. For

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

10.6

a. predem pisemné
informuje CRO s co
nejvetsim moznym
Casovym piedstihem
pied sd€lenim
informaci, aby CRO
nebo spolecnost Pfizer
mohla podniknout
veSkeré pravni kroky
za ucelem ochranit své
duvérné informace,

b. sdéli pouze ty duveérné
informace, které jsou
vyzadovany, aby bylo
vyhovéno
pozadavklim zdkona, a

C. dale zachovava
davérnost téchto
davérnych informaci
ve vztahu ke vSem
jinym tfetim strandm.

Pretrvani  zavazki. U
davérnych informaci kromé
osobnich udaju (tak, jak jsou
tyto definovany v ¢lanku 6,
Ochrana udaji a sdélovani
finan¢nich informaci FDA),
udaja klinického hodnoceni a
udaji  analyz biologickych
vzorkll (tak, jak jsou tyto
definovany v ¢lanku 11, Gdaje
klinického hodnoceni,
biologické vzorky a zaznamy

0  klinickém  hodnoceni)
pretrvavaji zavazky 0
nepouziti a  mlcenlivosti

ukonceni této smlouvy a trvaji
po dobu péti let od jejiho

ukondeni. Zavazek
mlcéenlivosti ohledné
osobnich udajt, udaja

Klinického hodnoceni a udaja
analyz biologickych vzorki
pretrvava tak dlouho, dokud
si zdravotnické zafizeni tyto
informace  ponecha, pod
podminkou povoleného
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10.7

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

11. Study Data, Biological Samples, and

Study Records

111

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

11.

10.7

Udaje

pouziti a sdélovani popsaného
v Clancich 6 a 15 (Publikace)
této smlouvy.

Vréceni divérnych informaci.
Zdravotnické zafizeni vrati na
pisemnou Zadost CRO nebo
spoleCnosti  Pfizer veskeré
davérné informace ve svém
drzeni, krom¢ téch, u nichz
prislusné predpisy pozaduji,
aby byly uchovavany na
zkousejicim pracovisti.
Zdravotnické zatizeni si vSak
muZze ponechat jednu archivni
kopii davérnych informaci k
ureni  rozsahu  zavazki
vyplyvajicich z této smlouvy.
Zdravotnické zafizeni dale
souhlasi, ze bude na zakladé¢
Zadosti spolupracovat s CRO
nebo spoleCnosti Pfizer a
pomuze zajistit, aby divérné
informace, které jsou v drZeni
hlavniho zkousejiciho, byly
vraceny, kromé téch, které
musi uchovavat zkousejici, a
archivni kopie urcené k urceni
rozsahu zavazkli hlavniho
zkousejiciho  dle  smlouvy
uzaviené mezi CRO a
hlavnim zkouSejicim.

klinického hodnoceni,

biologické vzorky a zaznamy o

klinickém hodnoceni

111

Udaje klinického hodnoceni.
Hlavni zkousejici souhlasi, Ze
béhem Kklinického hodnoceni
shromdzdi urcit¢ udaje tak,
jak jsou tyto definovany v
protokolu, a ptedlozi je CRO,
spolecnosti ~ Pfizer  nebo
zastupci  spolecnosti  Pfizer
(dale jen ,udaje Kklinického
hodnoceni®). Hlavni
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collection, recording, and
submission of Study Data,
including adhering to
timelines for data entry set
out in the CRF Completion
Requirements document
provided to Principal
Investigator by CRO or
Pfizer. Institution  will
cooperate  with  Principal
Investigator if and as needed
to facilitate compliance by
Principal Investigator with
this obligation.

a. 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, etc. with
Pfizer)
(“Collaborators and
Co-Developers”), as
applicable.

zkouSejici  zajisti  vCasné
shromazdéni, zaznamenani a
piedlozeni tudaja klinickeho
hodnoceni, véetné dodrzovani
casového harmonogramu
zadéavani udajl stanovené¢ho v
dokumentu PoZadavky na
vyplnéni zaznamu subjektu
hodnoceni, ktery hlavnimu
zkouSejicimu poskytne CRO
nebo  spole¢nost  Pfizer.
Zdravotnické zafizeni bude
podle potteby spolupracovat s
hlavnim zkouSejicim a tak
usnadni  dodrzeni  tohoto
zavazku hlavniho
zkousejiciho.

a. Vlastnictvi udaju
klinického hodnoceni.
S vyhradou prava
hlavniho zkousejiciho
pouzit udaje
klinického hodnoceni
k publikaci vysledka
klinického hodnoceni

(viz ¢lanek 15,
Publikace) a
nevyhradni  licence,

ktera umoziuje urcité
pouZziti (viz kapitola
11.1.b, nize)  je
vyluénym vlastnikem
vSech udajii
klinického hodnoceni
spole¢nost Pfizer a
muze sdilet 1udaje
klinického hodnoceni
a vysledky s jinymi
stranami, které mohou
mit smluvni préva na

rozvoj léku
spolecnosti Pfizer
(naptiklad
prostiednictvim

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

Data Review by CRO.
CRO and/or Pfizer
will review the Study
Data it receives on an
ongoing basis. CRO
and/or  Pfizer will
comply with
applicable regulations
requiring notification

of participating
investigators of new
safety information

about the Pfizer Drug
(as defined in Section
8 of this Agreement).
CRO and/or Pfizer has
further committed to
notify Principal
Investigator of any
other new information
of which CRO and/or
Pfizer becomes aware
that could affect the

rozvoji, atd se
spolecnosti Pfizer)
("spolupracovnici a

spoluvyvojari"),
podle konkrétni
situace.

Zdravotni  zaznamy.
Zdravotni  z&znamy
tykajici se subjekth
klinického hodnoceni,
které se neptedkladaji
CRO nebo spolecnosti
Pfizer, mohou
obsahovat urcité
informace, které jsou
totozné s informacemi
v Udajich Klinického
hodnoceni;  nicméné
CRO ani spolecnost
Pfizer si nevyhrazuje
narok na vlastnictvi
téchto dokumentti
nebo informaci, které
obsahuji.

Kontrola udaju
provadéna CRO.
CRO nebo spole¢nost
Pfizer bude obdrzené
udaje klinického
hodnoceni  prubézné
kontrolovat. CRO
nebo spolecnost Pfizer
bude dodrzovat platné
predpisy  stanovujici
povinnost informovat
zucastnéné zkousejici
0 novych udajich o

bezpecnosti 1éku
spolecnosti Pfizer
(podle  definice v
¢lanku 8 této

smlouvy). CRO se
dale zavazuje sdélit
hlavnimu

zkouSejicimu veSkeré
dalSi nové informace,
kterée CRO ziska a
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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 Investigator
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
IEC as appropriate,
will cooperate with
Principal Investigator
or Institution to ensure
that those results are
appropriately

communicated to the
Study Subjects by
Principal Investigator
or Institution.

které by  mohly
ovlivnit  bezpecnost
subjekta  klinického

hodnoceni nebo
vedeni klinického
hodnoceni. Hlavni
zkousejici souhlasi, Ze
bude se
zdravotnickym

zafizenim sdilet

informace  obdrZzené
od CRO nebo
spolecnosti Pfizer
podle tohoto ujednéni.

Vysledky klinického
hodnoceni. Poté, co
bude dokoncena
analyza udaj
Klinického hodnoceni
ze vSech pracovist,
poskytne  spolecnost
Pfizer nebo CRO
hlavnimu
zkouSejicimu  shrnuti
celkovych  vysledkil
klinického hodnoceni;
hlavni zkousSejici
souhlasil, ze bude toto
shrnuti ~ sdilet  se
zdravotnickym
zafizenim. Pokud
spolecnost Pfizer do
dvou let od dokonceni
Klinického hodnoceni
identifikuje vysledky,
ktere by  mohly
ovlivnit  bezpecnost
subjekta  klinického
hodnoceni, bude CRO
nebo spolecnost Pfizer
po poradé se SUKL/
prislusnou nezavislou

EK vhodnym
zpusobem
spolupracovat S

hlavnim  zkouSejicim
nebo zdravotnickym
zafizenim a  zajisti,
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11.2

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

monitoring, such as
pharmacokinetic,

pharmacogenomic, or
biomarker testing

(“Biological Samples”).

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.

11.2

aby tyto vysledky byly
hlavnim  zkouSejicim
nebo  zdravotnickym
zafizenim
odpovidajicim
zpisobem sdéleny
subjektum klinického
hodnoceni.

Biologické vzorky. Je-li to
stanoveno v protokolu a v

dokumentu  informovaného
souhlasu, muze hlavni
zkousejici odebirat a

poskytovat CRO, spole¢nosti
Pfizer nebo jejich ur¢enému
zastupci  biologické vzorky
(napt. krev, mo¢, tkan, sliny
atd.) ziskané od subjekti
klinického  hodnoceni Kk
testim, které piimo
nesouviseji s péci o subjekty
Klinického hodnoceni nebo
S monitorovanim bezpecnosti,
jako jsou farmakokineticke
nebo farmakogenomickeé testy
nebo testovani biomarkert

(dale jen »biologické

vzorky®).

a. Pouziti. Zdravotnické
zafizeni nepouzije
biologické vzorky
odebrané podle
protokolu jinym

zpisobem nebo za

jinym ucéelem, nez
jaky je popsan v
protokolu. CRO a
spole¢nost Pfizer
budou pouZivat
biologické vzorky
pouze zpusobem
povolenym Y,
dokumentu
informovaného

souhlasu, v souladu s
nimz byly ziskany.
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11.3

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 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
Section11.1  (Study
Data) of this
Agreement.

C. Ownership. Pfizer is
the exclusive 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 include
the Principal Investigator’s
copies of all Study Data as
well as relevant source
documents (collectively,
“Study Records”), under
storage conditions conducive

11.3

b. Udaje analyz. CRO,
spole¢nost Pfizer nebo

jimi  urené  osoby
provedou testy
biologickych  vzorku
tak, jak jsou popsany
v protokolu.  Pokud
neni v protokolu
stanoveno jinak,

neposkytne CRO
vysledky téchto testd
(dale  jen ,0daje
analyz biologickych
vzorkd“)  hlavnimu
zkousejicimu,
zdravotnickému
zatizeni ani subjektu
Klinického hodnoceni.
Jestlize spolecnost
Pfizer nebo CRO
poskytne udaje analyz
biologickych  vzorki
hlavnimu
zkousejicimu, budou
tyto Udaje podléhat

ujednanim 0
povoleném pouziti v
Slanku 11.1 (Udaje

klinického hodnoceni)
této smlouvy.

C. Vlastnictvi.
Spolec¢nost Pfizer je
vyluénym vlastnikem
vsech  biologickych
vzorkll a udajii analyz
biologickych vzorka.

Zaznamy 0 klinickém
hodnoceni. Zdravotnické
zafizeni bude pro potieby
hlavniho zkousejiciho a svoje
vlastni uchovavat zaznamy o
klinickém hodnoceni kazdého
subjektu klinického
hodnoceni, které zahrnuji
kopie vSech udaju klinického
hodnoceni hlavniho
zkousejiciho, jakoz i
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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.c
om 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
confidentiality of the records
(e.g., secure off-site storage).

12. Monitoring, Inspections, and Audits

121

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

Study. Upon reasonable
notice and during regular
business hours, 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

relevantni zdrojoveé
dokumenty  (spole¢n¢ dale
jen ,,zaznamy o klinickém
hodnoceni), za podminek
uchovavani zajistujicich
jejich stabilitu a ochranu po
dobu 15 let od ukonceni
klinického hodnoceni, pokud
CRO nebo spolecnost Pfizer
pisemné nepovoli  dfivejsi
likvidaci. Zdravotnické
zafizeni souhlasi, Ze bude
spolecnost Pfizer kontaktovat
na adrese
InvestigatorRecords@Pfizer.c
om pied likvidaci jakychkoli
zaznamu, a dale souhlasi, Ze
umozni spole¢nosti Pfizer v
piipadé¢ nutnosti uchovavat
zaznamy delSi dobu na
naklady spole¢nosti Pfizer v
souladu s ujednanim, které
zajisti ochranu  davérnosti
téchto zaznamil (napf.
bezpecné externi ulozZeni).

12. Monitorovani, inspekce a audity

12.1

Monitorovani. CRO ma v
uamyslu monitorovat
provadéni klinického
hodnoceni. Spole¢nost Pfizer
nebo externi poskytovatel
sluzeb jednajici jejim jménem
ma pravo, avSak nikoli

povinnost, se ha monitorovani
klinického hodnoceni
spolupodilet. Po oznameni s
pifiméfenou lhiitou a bcéhem
bézné pracovni doby povoli
zdravotnickeé zatizeni
zastupcim CRO nebo
spolecnosti Pfizer ptistup do
prostor, zatizeni, k zdznamim
0 klinickém hodnoceni a
K podiizenym zkousejicim a
vyzkumnym pracovnikiim
zdravotnickeho zatizeni tak,
jak to vyZaduje monitorovani
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12.2

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.

a. Notification.
Institution will notify
CRO, or 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

12.2

provadéni klinického
hodnoceni. CRO nebo
spolecnost Pfizer = bude
hlavniho zkousejiciho
neprodlen¢ informovat o

vSech nalezech monitorovani,
kterée by mohly ovlivnit

bezpecnost subjektd
klinického hodnoceni nebo
provadéni klinického

hodnoceni. Hlavni zkouSejici
souhlasi, Ze bude tyto
informace sdilet se
zdravotnickym zafizenim a
muze o téchto zjisténich
vhodnym zpisobem
informovat subjekty
klinického hodnoceni.

Inspekce a audity.
Zdravotnické zafizeni bere na
védomi, ze klinické

hodnoceni podléha inspekci
ze strany kontrolnich Ufadi na
celém svété, véetné FDA
USA, a Ze k takovymto
inspekcim  muze dojit po
dokonceni klinickeho
hodnoceni a mohou zahrnovat
provedeni auditu zdznamil o
klinickém hodnoceni. CRO
nebo spolecnost Pfizer muze
také provadet audit zaznami
0 klinickém hodnoceni béhem
klinického hodnoceni nebo po
jejim dokonceni jako soucast
monitorovani provadeéni
klinického hodnoceni.

a. Oznameni.
Zdravotnické zafizeni
bude informovat CRO
co mozna nejdfive,
nebo potvrdi, Ze tak
ucinil hlavni
zkousejici, pokud na
pracovisti dojde k
inspekci  kontrolniho
ufadu v souvislosti s
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regulatory authority 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
Principal Investigator
in ensuring that Study
Records are
maintained in a way
that facilitates such
activities.

Resolution of
Discrepancies.

Institution will
cooperate with

Principal Investigator
in the prompt
resolution of any
discrepancies that are
identified between the
Study Data and the
Study Subject’s

Klinickym
hodnocenim nebo
pokud se zdravotnické
zafizeni dozvi, Ze je
takovato inspekce
naplanovana.

Pravo byt pfitomen.
Neni-li to zakazano
zdkonem, bude mit
CRO nebo spole¢nost
Pfizer pravo byt
pritomna a ucastnit se
kazdé takové
inspekce, auditu,
Setfeni nebo kontrolni
¢innosti.

Spolupréace.

Zdravotnické zafizeni
bude spolupracovat s
kontrolnim  ufadem,
CRO nebo zéstupci
spoleCnosti Pfizer a s
hlavnim  zkouSejicim
pfi provadéni
takovych inspekci a
auditi.  Zdravotnicke
zafizeni  také  ve
spolupraci s hlavnim
zkouSejicim  zajisti,
aby  zaznamy o
Klinickém hodnoceni

byly vedeny
zpusobem, ktery
takovéto ¢innosti
usnadiuje.

Reseni nesrovnalosti.
Zdravotnické zafizeni
bude ve spolupraci s
hlavnim  zkouSejicim
bezodkladné resit
jakékoli rozpory, které
budou zjistény mezi
udaji klinického
hodnoceni a
zdravotnimi  z&znamy
subjekta  klinického
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12.3

medical records.

e. Inspection  Findings
and Responses.
Institution will

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

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.

12.3

hodnoceni.

e. Néalezy inspekce a

odpovedi.
Zdravotnické zatizeni
bezodkladné preda
CRO a spolecnosti
Pfizer kopie veskerych
nalezli inspekce, které
% souvislosti S
Klinickym
hodnocenim
zdravotnické zafizeni
obdrzi od kontrolniho
ufadu, nebo potvrdi,
ze tak ucinil hlavni
zkousejici.
Zdravotnické zafizeni
bude rovnéz v piipadé
potieby spolupracovat
se spolecnosti Pfizer,
aby bylo zajisténo, Ze
hlavni zkousejici
predd vsechny nalezy
inspekce, které sam
obdrzi v souvislosti s
Klinickym
hodnocenim. Kdykoli
je to proveditelné a
zakonné, poskytne
zdravotnické zafizeni
CRO a spolecnosti
Pfizer pftilezitost k
pfipadnému posouzeni
a okomentovani
jakychkoli  odpovédi
zdravotnickeho
zafizeni na inspekce
kontrolniho ufadu
tykajici se klinického
hodnoceni.

Hodnoceni provadéni
klinického hodnoceni. CRO,
spole¢nost Pfizer nebo externi

poskytovatelé sluzeb
spolecnosti  Pfizer mohou
dokumentovat a hodnotit

vykon zdravotnického
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13.

CRO or Pfizer may use and
share the evaluations with
Collaborators and Co-
Developers, as applicable, for
internal 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 IEC
review, or Principal Investigator fails
to comply with 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.c(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

13.

zafizeni a hlavniho
zkousejictho pii provadeni
klinického hodnoceni. CRO
nebo spolecnost Pfizer mohou

pouZit a sdilet hodnoceni se

spolupracovniky a
spoluvyvojaii (podle
konkrétni situace) pro vnitini
ucely.

Napravné prostiredky v piipadé

poruseni uréitych zavazka klinického
hodnoceni. V  ptipadé, zZe
zdravotnické zatizeni nesplni nektery
ze svych zavazkli stanovenych Vv

¢lancich 3 (Protokol), 7
(Informovany souhlas a nabor
subjektt), 11 (Udaje klinického
hodnoceni, biologické vzorky a

zaznamy o klinickém hodnoceni) a
12 (Monitorovani, inspekce a audity)

této smlouvy nebo pozadavkl
protokolu tykajicich se hlaSeni
nezddoucich  piihod, etického

provadéni klinického hodnoceni a
kontroly ze strany SUKL / piisluiné
nezavislé  EK, anebo  hlavni
zkousSejici nesplni nékteré ze svych
srovnatelnych zavazki ze smlouvy
mezi CRO a hlavnim zkousejicim,
uplatni se nasledujici. CRO, vedle
svého prava klinické hodnoceni
okamzit¢ ukoncit podle clanku
18.1.c(2), se bude moci uchylit k
jednomu nebo obéma z nasledujicich
napravnych prostredki:

a. pozastaveni zapisu
subjekta  klinického
hodnoceni, jestlize

neni  zafazeni do
klinického hodnoceni
proveden v plném
rozsahu a

b. pozastaveni
zdravotnickému
zafizeni a hlavnimu
zkouSejicimu

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

14.2  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
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

Jakékoli pozastaveni zapisu nebo plateb
bude pokracovat do té doby, dokud
zdravotnické zafizeni a hlavni zkouSejici
podle zjisténi CRO neobnovi dodrzovani
svych zavazkt z Kklinického hodnoceni.
PouZiti jednoho nebo obou néapravnych
prostiedkti nebrani CRO nebo spolecnosti
Pfizer v uplatnéni jejiho prava okamzité
ukoncit smlouvu, jestlize jak zdravotnické
zatizeni, tak i hlavni zkouSejici zavazky
nezacnou dodrzovat.

14. Vynélezy

14.1  Oznameni. Pokud na zakladé
vedeni klinického hodnoceni
vznikne néjaké pravo, jez
mize byt udéleno nebo
uznano na zaklad¢ jakychkoli
pravnich piedpist tykajicich
se patentil, autorskych prav,
ochrannych znamek,
prumyslovych vzort, objevi
nebo jiného dusevniho ¢i
primyslového vlastnictvi,
jehoz si  je zdravotnické
zafizeni védomo, bez ohledu
na to, zda jej 1ze patentovat ¢i
nikoli (dale jen ,vynalez"),
bude zdravotnické zatfizeni 0
této skutecnosti bezodkladné
informovat CRO.

14.2  Postoupeni. Zdravotnické
zafizeni  postoupi  veSkera
prava k takovym vynaleziim
spolecnosti Pfizer bez
jakychkoli dalSich zé&vazka
nebo plateb nad ramec
uvedeny v této smlouve,
piipadné zajisti postoupeni
téchto  prav  pfisluSnymi
vynalezci, ktefi jsou
zaméstnanci nebo dodavatelé
zdravotnickeho zafizeni.
Zdravotnické zafizeni, jako
zam¢stnavatel hlavniho
zkousejiciho vykonavajici
prava hlavniho zkousejiciho
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14.3

15. Publications.

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
royalty-free license in
perpetuity for use and
exercise, to the extent
permitted by applicable law,
of any and all intellectual
property rights in and to
Inventions [for any business
purpose Pfizer so wishes].
Notwithstanding the
foregoing, 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.

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

Pfizer supports the

exercise of academic freedom and

14.3

Publikace.
podporuje uplatiovani akademické

ekonomické povahy jako
autora, timto  postupuje
spolecnosti  Pfizer veSkera
ptevoditelna prava k
duSevnimu  vlastnictvi  ve
vztahu k veskerym
vyndlezim (zejména pravo
zdravotnického zatizeni
vykonavat prava ekonomickeé

povahy ve  vztahu k
vynaleziim). Pokud povaha
predmétnych prav k
duSevnimu vlastnictvi

znemoznuje postoupeni vSech
¢1 nékterych téchto prav vyse
popsanym zpusobem,
zdravotnické zafizeni timto
udéluje spolecnosti  Pfizer
vyslovnou, vylucnou,
neodvolatelnou a bezplatnou
licenci bez ¢asového omezeni
k uZivani a vykonu veskerych
prav k duSevnimu vlastnictvi
ve vztahu k vyndlezim v

rozsahu povoleném
ptislusnymi pravnimi
piedpisy [pro  veskere

obchodni ucely, jaké si
Pfizer bude prat]. Bez
ohledu na to, co je uvedeno
vySe, zdravotnické =zafizeni
timto souhlasi, Ze spole¢nost
Pfizer ma pravo udélovat
podlicence  nebo  prevést
licenci, ktera ji byla podle
tohoto ¢lanku poskytnuta, na
tteti strany nebo licenci
nevyuzit.

Pomoac. Zdravotnické
zafizeni poskytne pfimérenou
pomoc spolecnosti Pfizer pii
podavani a vytizovani
jakychkoli Zadosti o patent,
které se tykaji vynalezu, a to
na naklady spolec¢nosti Pfizer.

Spole¢nost  Pfizer
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16.

17.

has no objection to publication by
Principal Investigator of the results of
the Study based on information
collected or generated by Principal
Investigator, whether or not the
results are favorable to the Pfizer
Drug. Requirements associated with
such publications are set forth in
Section 15 (Publications) of the
agreement  between CRO and
Principal Investigator.

Sponsor _Insurance Coverage. The
Parties  Acknowledge that, in
accordance with Sec. 52(3)(f) of the
Pharmaceuticals Law, Pfizer has
arranged for an insurance policy in
favour of Pfizer and Principal
Investigator covering liability for
physical injury (including death),
illness arising out of or relating to the
administration of the product(s)
under investigation or any clinical
intervention or procedure provided
for or required by the Protocol 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 as
Attachment B. The Parties hereby
agree, provided that the mandatory
requirements are respected, that
Pfizer may amend or change the
relevant insurance policy during the
Study.

Assignment and Delegation

Institution. CRO

Institution  to
Institution  duties
Agreement to
Principal  Investigator  as
appropriate. Institution may
not otherwise assign its rights

17.1 By
authorizes
delegate
under this

16.

17.

svobody a nema zadné namitky vuci
tomu, aby hlavni  zkouSejici
publikoval  vysledky  klinickeho
hodnoceni zaloZené na informacich,
které hlavni zkouSejici shromazdil
nebo vytvoril, at’ jiz budou vysledky
pro 1€k spolecnosti Pfizer pfiznivé ¢i
nikoli. PoZadavky souvisejici s
takovymito publikacemi jsou
uvedeny v ¢lanku 15 (Publikace)
smlouvy mezi CRO a hlavnim
zkousejicim.

Pojisténi zadavatele. Strany berou na
védomi, A4S \% souladu
s 8 52 odst. 3 pism. f) zakona
0 lécivech zajistila spolecnost Pfizer
pojisténi ve prospéch spolecnosti
Pfizer a hlavniho zkouSejiciho
pokryvajici odpovédnost za fyzickou
uymu (véetn¢ Umrti), onemocnéni
vznikla v dusledku nebo v souvislosti
s podavanim produkti ve vyzkumu
nebo v dusledku ¢i v souvislosti s
jakymkoli klinickym zakrokem nebo
postupem stanovenym nebo
poZadovanym protokolem, jenz by
subjekt klinického hodnoceni
nepodstoupil, pokud by se klinického
hodnoceni neucastnil (déle jen ,,ajma
z vyzkumu®).  Kopie pojistného
certifikdtu tvofi ptilohu B této
smlouvy. Strany timto ujednavaji, Ze
za ptredpokladu dodrZeni pozadavki
pravnich piedpisi je spolecnost
Pfizer opradvnéna piislusnou pojistku
v prabéhu Klinického hodnoceni
zmeénit ¢i upravit.

Postoupeni prav.__a  delegovani

povinnosti

17.1 Ze strany zdravotnického
zafizeni. CRO
zdravotnickému zafizeni
povoluje vhodnym zplisobem
delegovat povinnosti
zdravotnického zafizeni

vyplyvajici z této smlouvy na
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17.2

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.

By CRO. CRO may freely
assign any or all of its rights
and delegate any or all of its
duties under this Agreement
to Pfizer. If CRO assigns all
rights and delegates all duties
to Pfizer, CRO or Pfizer will
notify 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

17.2

hlavniho zkousejiciho.
Zdravotnické zafizeni neni
jinak opravnéna postoupit sva
prava nebo delegovat své
povinnosti vyplyvajici z této
smlouvy  nebo uzavirat
subdodavatelské smlouvy na

tyto povinnosti bez
pisemného souhlasu CRO.
Pokud CRO povoli

delegovani nebo uzavirani
subdodavatelskych smluv,
odpovida zdravotnické
zafizeni i naddle CRO za
plnéni vSech delegovanych
povinnosti.

Ze strany CRO. CRO muze
svobodné postoupit
spoleCnosti  Pfizer néktera
nebo vSechna svd préva a
delegovat na ni nekteré nebo
vSechny  své  povinnosti
vyplyvajici z této smlouvy.
Pokud CRO postoupi
spoleCnosti  Pfizer vSechna
sva prava a deleguje vSechny
své povinnosti, CRO nebo
spolecnost Pfizer ozndmi tuto

skutec¢nost pisemné
zdravotnickému zafizeni. Po
pfedchozim oznameni
Zdravotnickému zafizeni

muze CRO (nebo spolecnost
Pfizer po postoupeni prav a
delegaci povinnosti ze strany
CRO) téz svobodné postoupit
prava souvisejici s klinickym
hodnocenim externimu
poskytovateli a delegovat na
n¢j prislusné povinnosti a
muze svobodné postoupit sva
prava souvisejici s klinickym
hodnocenim libovolne
pridruzené spolecnosti
spolecnosti Pfizer a delegovat
na ni své prislusné povinnosti.
Jinak nesmi CRO postoupit
sva prava ani delegovat své
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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/IEC. If the
Study cannot  be
initiated because of
SUKL/IEC
disapproval, this
Agreement will
terminate.

b. Study Completion.

This Agreement will
terminate when the
Study is complete,
which  means the

povinnosti vyplyvajici z této
smlouvy bez  pisemného
souhlasu zdravotnickéeho
zafizeni. Pokud CRO nebo
spolecnost Pfizer deleguje
nebo formou dilci
subdodavatelské smlouvy
pfevede jakékoli povinnosti,
CRO nebo spolecnost Pfizer

nadale odpovida
zdravotnickému zatizeni za
plnéni  téchto  povinnosti.

Pokud CRO nebo spole¢nost
Pfizer deleguje nebo formou
subdodavatelské smlouvy
pfevede jakékoli povinnosti,
CRO nebo spolecnost Pfizer
nadale odpovida
zdravotnickému zatizeni za
vykon téchto povinnosti. Aby
se predeslo pochybam, prava
a povinnosti  pojednavané
v tomto odstavci jsou pouze
prava a povinnosti vyplyvajici
z tohoto smlouvy.

18. Ukonceni

18.1

Dtivody ukonceni. Ukonceni
této smlouvy nastane Vv
disledku té z nasledujicich
udalosti, ke které dojde dfive.

a. Zamitnuti
SUKL / nezévislou
EK. Jestlize nemiize
byt klinické hodnoceni
zahajeno kvuli
zamitnuti
SUKL / nezavislé EK,
platnost a ucinnost
této smlouvy skon¢i.

b. Dokonceni Klinického
hodnoceni. Platnost a
ucinnost této smlouvy
skonci, jakmile bude
klinické hodnoceni
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conclusion of all
Protocol-required
activities  for  all
enrolled Study
Subjects.

Early Termination of

Study. This
Agreement will

terminate if the Study
is terminated early as
described below.

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

2 Immediate

Termination of
Study by CRO
or Pfizer.
CRO or Pfizer
may terminate
the Study
immediately

upon  written
notice to

dokonceno, coz
znamena  dokonceni
vSech éinnosti
vyZadovanych
protokolem u vSech
zapsanych  subjektt
klinického hodnoceni.

PtedCasné  ukonceni
klinického hodnoceni.
Platnost a ucinnost
této smlouvy skonci,
jestlize je klinické
hodnoceni piedcasné
ukoncena tak, jak je
popsano nize.

1) Ukonceni
Klinického
hodnoceni na
zakladé
vypovedi.
CRO nebo
spole¢nost
Pfizer muze
ukonéit
klinické
hodnoceni  z
jakéhokoli
duvodu na
zakladé
pisemneé
vypoveédi s
vypovedni
lhatou v délce
30 dni, podané
zdravotnickém
U zarizeni.

(2) OkamZiteé
ukonceni
klinického
hodnoceni _ ze
strany CRO
nebo
spolecnosti
Pfizer. CRO
nebo
spolecnost
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Institution for

Pfizer muze

causes that klinické
include failure hodnoceni

to enroll Study ukoncit ]
Subjects at a okamzitou

rate sufficient

udinnosti  na

to achieve zaklade

Study pisemného
performance oznameni
goals; material podaného
unauthorized zdravotnickém
deviations u zafizeni
from the z davodu, mezi
Protocol or které patii
reporting nezapsani
requirements; dostate¢ného
circumstances poctu

that in CRO’s ucastnikli  pro
or Pfizer’s dosazeni cila
opinion  pose Klinického
risks to the hodnoceni;
health or well- podstatné
being of Study neopravnéné
Subjects; odchylky  od
regulatory protokolu nebo
authority od pozadavkl
actions relating na  podavani
to the Study or zprav,

the okolnosti,
Investigational které podle
Drug; nazoru CRO
termination of nebo

the associated spole¢nosti
agreement Pfizer
between CRO piedstavuji
and Principal riziko pro

Investigator
(see  Section

zdravi nebo
blaho subjekta

1.3, klinického
Agreement hodnoceni;
between CRO kroky

and  Principal kontrolnich
Investigator): uradi %
any non- souvislosti s
compliance by Klinickym

the Institution hodnocenim
with local nebo

laws. ICH hodnocenym
GCP, or the lékem;
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(3)
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terms of
Section 20
(Anti-

Corruption) of
this
Agreement; or
non-
compliance by
the  Principal
Investigator
with the
comparable
terms of the
agreement
between CRO
and Principal
Investigator.

Immediate
Termination of
Study by
Institution.

Institution may
terminate the

Study
immediately
upon
notification to
CRO if
requested to do
so by the

3)

ukonceni
souvisejici
smlouvy mezi
CRO a
hlavnim
zkousejicim
(viz Clanek 1.3
smlouvy mezi
CRO a
hlavnim
zkousejicim);
jakékoli
nedodrzeni
mistnich
zakond,
pokyni  ICH
GCP nebo
podminek
¢lanku 20 této
smlouvy
(Protikorupcni
opatfeni)  ze
strany
zdravotnického
zatizeni; nebo
nedodrZeni
srovnatelnych
podminek
smlouvy mezi
CRO a
hlavnim
zkousejicim ze
strany
hlavniho
zkousejiciho.

Okamzité
ukoncCeni
Klinického
hodnoceni
zdravotnickym
zafizenim.
Zdravotnické
zafizeni muze
ukoncit
klinické
hodnoceni

s okamZitou
ucinnosti  na
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18.2

18.3

responsible
SUKL/IEC or
if such
termination is
required to
protect the
health of Study
Subjects.

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

18.2

18.3

zakladé
pisemneho
oznameni
podaného
CRO, pozada-
li o to SUKL
nebo prislusna
nezavisla EK
nebo  pokud
takové
ukonceni
vyZzaduje
ochrana zdravi
subjektl
klinického
hodnoceni.

Datum ucinnosti ukonceni
smlouvy. V piipadé, ze dojde
k ukonceni smlouvy nékterou
z okolnosti popsanych vyse v
¢lanku 18.1, bude ukonceni
ucinné okamzikem, kdy CRO
nebo Pfizer pfevezme veskeré
udaju Klinického hodnoceni a
biologickych vzorki
vyzadovanych protokolem a
vzniklych do data ukonceni
smlouvy, okamzikem piijeti
veSkerych plateb splatnych

kterékoli ~ze  stran, a
okamzikem splnéni vSech
prislusnych zbyvajicich

povinnosti  vyplyvajicich ze
smlouvy obéma stranami.

Platba pii pred¢asném
ukonéeni. Jestlize je klinické
hodnoceni ukondeno

pfedcasng, zaplati CRO za
fadné vykonanou praci podle
pfilohy A s odectenim jiz
uhrazenych plateb za tuto
praci, neni-li v tomto odstavci
uvedeno jinak. CRO uhradi
rovnéz veskeré nezruSitelné
vydaje  krom¢& budoucich
nakladli na personal, pokud
fadné vznikly a byly pfedem
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18.4

they were properly incurred
and prospectively approved
by CRO and only to the
extent they cannot reasonably
be mitigated. If the Study
cannot be initiated because of
disapproval by the SUKL/IEC
and through no fault of
Institution, CRO will
reimburse Institution  for
SUKL/IEC fees and any other
expenses paid by Institution
that were  prospectively
approved, in writing, by
CRO.

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

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

schvéleny CRO, a pouze do té
miry, do jaké mohou byt
piiméfené snizeny. Jestlize
nemize byt klinické
hodnoceni zahajeno kvuli
zamitnuti SUKL / nezavislou
EK a bez zavinéni
zdravotnického zafizeni,
uhradi CRO zdravotnickému
zatizeni poplatky zaplacené
SUKL /nezavislé EK a
veskeré dalsi vydaje
zaplacené  zdravotnickému
zafizeni, kter¢é CRO predem
pisemné schvalila.

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

ukonci kvali
nedodrZzeni podminek
¢lanku 20
(Protikorupcni

opatieni) této smlouvy
zdravotnickym

zafizenim nebo
hlavnim  zkouSejicim,
CRO a spolecnost
Pfizer neuhradi Zadné
dalsi platby podle této
smlouvy bez ohledu

na to, zda
zdravotnické zafizeni
vykonalo pred

ukoncenim  smlouvy
jakékoli ¢innosti nebo

uzaviela jakékoli
dohody se tretimi
stranami.

18.4 Vriceni materialt. Pokud

CRO nevyda jiny pisemny
pokyn, zdravotnické zafizeni
po skoncent smlouvy
bezodkladné¢ vrati vSechny
materialy dodané CRO nebo
spolecnosti Pfizer pro
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18.5

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

Survival  of  Obligations.
Obligations relating to
Funding, Confidential
Information, Study Records,
Inventions, Publications,
Indemnification, Sponsor
Insurance Coverage,
Suitability, and Anti-
Corruption survive
termination of this

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

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

185

provadéni klinického
hodnoceni, které jsou v drzeni
zdravotnickeho zatizeni nebo,
které spravuje, véetné
nepouzitého hodnoceného
1éku, nepouzitych formulafa
zdznamu subjektu hodnoceni
a veSkerého vybaveni a
materidli  dodanych CRO
nebo  spolecnosti  Pfizer.
Zdravotnické zafizeni bude
také na zakladé zadosti
spolupracovat s CRO a
spolecnosti Pfizer k zajisténi
vraceni takovychto materiala,
Které jsou v drZeni nebo
spraveé hlavniho zkousSejiciho.

Pretrvani zavazkd. Zavazky
tykajici  se  financovani,
davérnych informaci,
zaznamu o klinickém
hodnoceni, vynalezu,
publikaci, odskodnéni,
pojisténi zadavatele,

zpusobilosti a protikorup&nich
opatfeni pretrvavaji 1 po
ukonceni této smlouvy, stejné
jako vSechna dalSi ujednani
této smlouvy vcetné jejich
priloh, z jejichz povahy a
zaméru vyplyva, Ze zlstavaji
v platnosti po vyprseni doby
platnosti smlouvy.

19. Dalsi podminky

19.1

Zpusobilost. Zdravotnické
zatizeni potvrzuje, Ze je podle
ustanoveni  zakond  Ceské
republiky, pfedpisti, zasad a
ufednich pozadavku drzitelem
prislusnych licenci a
registraci a je kvalifikovana a
zpusobila provadét Klinické

hodnoceni a  poZadované
¢innosti souvisejici S
Klinickym hodnocenim.

Zdravotnické zafizeni dale
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19.2

other obligations that prohibit
it from conducting the Study
and entering into this
Agreement and that it has not
been forbidden to or debarred
from carrying out clinical
research and the conduct of
trials concerning
investigational medicinal
products under the law of any
jurisdiction (including, without
limitation, subsections 306(a)
or (b) of the United States
Federal Food, Drug, and
Cosmetic Act) and that it will
not use in any capacity the
services of any person
debarred under such law with
respect to services to be
performed under this
Agreement. During the term
of this Agreement and for
three  years  after its
termination, Institution will
notify CRO promptly if any
of these certifications need to
be amended in light of new
information.

Investigations, Inquiries,
Warnings, or Enforcement
Actions Related to Conduct of
Clinical Research. 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,

19.2

potvrzuje, Ze neexistuji Zadné
prislusné pravni predpisy
nebo jiné zavazky, které by ji
branily ve vedeni tohoto
Klinického  hodnoceni  a
uzavieni této smlouvy, ze ji
nebylo zakazano, nebo nebyla
vylou¢ena z  vykonavani
klinického vyzkumu a vedeni
hodnoceni zkoumanych 1éc¢iv
podle zékona v jakékoli
jurisdikei (vCetné, bez
omezeni, odstavci 306(a)
nebo (b) federdlniho zékona
USA o potravinach, lécich a
kosmetice), a Ze v Zadné
funkci nepouzije sluzeb k
vykonu sluzeb podle této
smlouvy Zadnou osobu, kterd
podléha zakazu Cinnosti podle
takovychto pravnich ptredpisi.
Béhem platnosti této smlouvy
a po dobu tfi let po jejim
ukonceni zdravotnické
zafizeni neprodlené vyrozumi
CRO, pokud bude na zaklad¢
novych informaci  nutné
kterékoli z té€chto potvrzeni
doplnit.

VySetfovani, patrani, varovani
nebo donucovaci opatieni
vztahujici se k provadéni
klinického vyzkumu.
Zdravotnické zafizeni
potvrzuje, ze vu¢i ni nebylo
ani  neni vedeno Zadné
vySetfovani  ani  patrani,
nebylo ji doru¢eno Zadné
varovani, ani vi¢i ni nebylo
piijato  zadné donucovaci
opatfeni ze strany vladnich ¢i
kontrolnich ~ ufadt  (dale
souhrnn¢ ,afedni kroky“) v
souvislosti s  provadénim
Klinického vyzkumu, o nichz
by CRO nebo spolecnost
Pfizer nebyla informovana.
Zdravotnické zafizeni bude
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19.3

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 Institution
will not use the name of
CRO, Pfizer, or any of their
respective  employees  or
contractors, for promotional
or  advertising  purposes
without written permission
from the party whose name
will be used. Institution
reserves the rights to state
name of Sponsor and protocol
number on its websites.

19.3

bezodkladné informovat
CRO, jestlize obdrzi
oznameni o ufednich krocich
nebo se stane predmétem
jakéhokoli ufedniho kroku
kvili svému (ne)dodrzovani

etickych, veédeckych a
kontrolnich norem pro
provadéni klinického
vyzkumu, pokud se tyto

ufedni kroky budou tykat
udalosti nebo ¢innosti, k nimz
doslo pfed obdobim nebo v
priabéhu obdobi, kdy bylo
klinické hodnoceni vedeno.

PouZziti _jména. CRO a
spolecnost Pfizer si vyhrazuji

pravo identifikovat
zdravotnické zarizeni
v souvislosti s registraci
protokolu v databazi
Klinickych hodnoceni

narodnich tustava zdravi USA

(NIH), v jinych vefejné
ptistupnych seznamech
probihajicich klinickych

hodnoceni nebo v jinych
sluzbach nebo prosttedcich
pro nabor subjekti. CRO ani
spolecnost Pfizer  jinak
nepouZziji jméno
zdravotnickeho zafizeni ani
zddnych  zaméstnanct  Ci
subdodavatelil
zdravotnickeho  zatizeni, a
zdravotnické zafizeni
nepouZije  jméno  CRO,
spolecnosti Pfizer ani
zadnych jejich zaméstnancii
¢i subdodavatela pro
propagac¢ni nebo reklamni
ucely bez pisemného souhlasu
strany, kterd& mé& byt
jmenovana. Zdravotnické
zafizeni si vyhrazuje pravo
uvést jméno zadavatele a Cislo
protokolu na svych webovych
strankach.
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19.4

19.5

19.6

19.7

19.8

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 used in this
Agreement, the term

194

19.5

19.6

19.7

19.8

\Vztah mezi smluvnimi
stranami. Vztah
zdravotnického zafizeni vuaci
CRO a spolecnosti Pfizer je

vztahem nezavislého
dodavatele a neni vztahem
obchodniho partnerstvi,
zmocnénce a  zmocnitele,
zamestnance a
zaméstnavatele,  spolecného

podniku ani jinym vztahem.

Zmény. Veskeré zmény této
smlouvy musi byt provedeny
pisemn¢, podepsany stranami
a oznaCeny jako dodatek,
vyjma uréitych oboustranné
piijatelnych tuprav rozpoctu
klinického hodnoceni, jez
jsou popsany v piiloze A.

Nemoznost zieknout se prava.
Neuplatnéni prava
vyplyvajiciho z této smlouvy
nezakldda zteknuti se tohoto
prava do budoucna. Zadné
zieknuti se prava neni G¢inné,
pokud neni u€inéno pisemn¢ a
podepsano stranou, ktera se
prava ziika.

Rozpor s piilohami. Pokud
nastane jakykoli rozpor mezi
touto smlouvou a jakoukoli
jeji  prilohou, uplatni se
Uprava a podminky stanovené
v této smlouve. Pokud
nastane rozpor mezi touto
smlouvou a  protokolem,
protokol bude rozhodujici ve
vécech 1é¢by subjekta
Klinického  hodnoceni  a
smlouva bude rozhodujici ve
vSech ostatnich vécech.

spoleénosti.
,pridruzena

Piidruzené
Termin
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19.9

19.10

19.11

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

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

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

Disclaimer _of Warranties by
CRO. THE PARTIES
ACKNOWLEDGE THAT
PFIZER HAS ENGAGED
CRO TO PROVIDE
SERVICES IN REGARD TO
THIS PFIZER-SPONSORED
CLINICAL STUDY. CRO
HAS NOT PERFORMED
ANY INDEPENDENT
RESEARCH OR ANALYSIS
REGARDING THE SAFETY
OR EFFICACY OF ANY
INVESTIGATIONAL DRUG
OR OTHER MATERIALS
OR TREATMENT
PROCEDURES TO BE

USED IN THIS STUDY
AND THEREFORE CRO
MAKES NO
WARRANTIES,

EXPRESSED OR IMPLIED,
CONCERNING THOSE

DRUGS, MATERIALS, OR

19.9

19.10

19.11

spolecnost”, tak, jak je
pouzivan v této smlouve,
znamend jakykoli subjekt,
ktery pfimo nebo nepiimo
kontroluje jmenovanou
stranu, je ji kontrolovan nebo
je s ni pod spolecnou
kontrolou.

Nastupci a nabyvatelé. Tato
smlouva bude zavaznd pro
nastupce a povolené
nabyvatele kazdé ze stran a
bude plsobit v  jejich
prospéch.

Osoba opravnénd ze smlouvy
ve prospéch tietiho.
Spolecnost Pfizer je
zamyslenou tfeti  osobou
opravnénou z této smlouvy a
ma na zéklad¢ této smlouvy
pravo piimo vymahat vSechna
sva prava z ni vyplyvajici.

Odmitnuti zaruk ze strany
CRO. STRANY BEROU NA
VEDOMI, 7E
SPOLECNOST PFIZER
NAJALA CRO ZA UCELEM
POSKYTOVANI SLUZEB V
SOUVISLOSTI S TOUTO
KLINICKOU STUDII, JiZ JE
SPOLECNOST PFIZER
ZADAVATELEM. CRO
NEPROVEDLA ZADNY
NEZAVISLY VYZKUM
ANI ANALYZU OHLEDNE
BEZPECNOSTI ANI
UCINNOSTI

HODNOCENEHO  LEKU
ANI JINYCH MATERIALU
CI LECEBNYCH
POSTUPU, KTERE SE PRI
TOMTO KLINICKEM
HODNOCENI POUZUII, A
CRO PROTO
NEPOSKYTUJE  ZADNE
VYSLOVNE ANI
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19.12

19.13

19.14

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.

Entire Agreement. This
Agreement including
Attachments, taken together
with the associated agreement
between CRO and Principal
Investigator (see Section 1.3,
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.

Language. This Agreement is
set forth in both Czech and

19.12

19.13

19.14

KONKLUDENTNI

ZARUKY OHLEDNE
TECHTO LEKU,
MATERIALU ANI
LECEBNYCH POSTUPU,

VYSLEDKU, KTERE MAJ{
BYT ZISKANY JEJICH
PODANIM V SOULADU S
PROTOKOLEM, OHLEDNE
JEJICH VHODNOSTI PRO

JAKYKOLI ~ KONKRETNI
UCEL ANl OHLEDNE
JAKEHOKOLI ~ JINEHO

ZAVAZKU SPOLECNOSTI
PFIZER NA ZAKLADE
PROTOKOLU NEBO TETO
SMLOUVY.

Uplna dohoda. Tato smlouva
véetné vSech pftiloh, pojatd
spolecné se souvisejici
smlouvou mezi CRO a
hlavnim  zkouSejicim  (viz
¢lanek 1.3. smlouvy mezi
CRO a hlavnim zkousejicim),
predstavuje uplné¢ ujednéani
mezi stranami ohledné
doty¢ného pfedmétu smlouvy.
Tato smlouva nahrazuje
veskeré¢ predeslé dohody mezi
stranami (Ustni a pisemné)
tykajici se tohoto Klinického
hodnoceni S vyjimkou
zavazki, které na zaklade své
podstaty  pfetrvavaji  bez
ohledu na tuto smlouvu.

Rozhodné pravo. Tato
smlouva se fidi pravnimi
predpisy Ceské republiky,
zejména zakonem
¢. 89/2012 Sb., obcansky
zakonik a zakonem o
1éCivech.

Jazyk. Tato smlouva je

vyhotovena v  Ceském |
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English, with both versions
having the same effect. In the
event of any ambiguity or
conflicts in interpretation of
terms between the two
versions, the Czech version
will prevail.

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

CRO:

Attention: Legal Department

202 Carnegie Center, Suite #200
Princeton, New Jersey 08540,
USA

Phone: 609.282.8100

Fax: 609.375.9958

Institution:

Fakultni nemocnice Olomouc
I.P.Pavlova 185/6

779 00 Olomouc

Czech Republic

Attention: Gabriela Ticha
Telephone: +420 588 443 829
Email: gabriela.ticha@fnol.cz

Pfizer:

For Submission of Publications
Only:

Patricia Haney

Associate Director, Pfizer
Immuno-Oncology
Pfizer Inc

500 Arcola Road

anglickém jazyce a ob¢ verze
maji stejnou ucinnost. V
piipadé nejednoznacnosti
nebo rozporu ve vykladu
ustanoveni  mezi  témito
dvéma verzemi bude
rozhodujici ¢eska verze.

19.15 Oznameni. Strany doruci

oznameni a dalsi zpravy
vztahujici se k této smlouve
osobn¢, kuryrem nebo poStou
se zaplacenym poStovnym a
moznosti sledovani zasilky na
niZze uvedenou adresu nebo na
takovou adresu, kterou strana
pozdéji  uréi  ozndmenim
druhé strané v souladu s timto
¢lankem.

CRO:

K rukam: Legal Department
202 Carnegie Center, Suite #200
Princeton, New Jersey 08540,
USA

Telefon: 609.282.8100

Fax: 609.375.9958

Zdravotnické zafizeni:

Fakultni nemocnice Olomouc
I.P.Pavlova 185/6

779 00 Olomouc

Ceskd republika

K rukam: Gabriela Ticha
Telefon: +420 588 443 829
E-mail: gabriela.ticha@fnol.cz

Spolecnost Pfizer:

Pouze pro zasilani publikaci:

Patricia Haney

Associate Director, Pfizer
Immuno-Oncology
Pfizer Inc

500 Arcola Road
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Collegeville, PA 19426

Telephone: 781-429-5881

Collegeville, PA 19426
Telefon: 781-429-5881

20.

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).

b. Government _ Official.
As used in this
Agreement,
“Government

Official” includes (1)
any elected or
appointed non-UsS
Government  official
(eg, a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for
or on behalf of a non-

us Government
official, non-US
Government agency,
or enterprise
performing a function
of, or owned or

controlled by, a non-
US Government (eg, a
healthcare

professional employed

by a non-UsS
Government hospital
or researcher

employed by a non-

20.

Email:

Patricia.haney@pfizer.com

Protikorupéni opatieni

20.1 Definice

Vlada. Pojem
yvlada®“, tak, jak je
pouzivan v  této

smlouvé, zahrnuje
vSechny urovné a
slozky  viady  (t.
organy na  mistni,
krajské 1 celostatni
arovni, a to spravni,
zakonodarné i
vykonné).

Utedni osoba. Pojem
,afedni osoba‘, tak,
jak je pouZzivén v této
Smlouve, znamena (1)
kazdou volenou nebo

jmenovanou  ufedni
osobu vlady jiné nez
vlady USA  (napf.
zadkonodarce nebo

ufednika ministerstva
vlady jiné neZ vlada

USA), (2) kaZzdého
zaméstnance nebo
osobu jednajici

jménem C¢i z povéieni
ufedni osoby vlady
jiné nez vlady USA,
ufadu vlady jiné nez

vlddy USA  nebo
podniku, ktery
vykonavéa vladni

funkci pro vladu jinou
nez vladu USA, nebo
ktery vlastni ¢i fidi
vlada jina nez vlada

USA (napf.
zdravotnika
zameéstnaného ve
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20.2

U 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.

Anti-Bribery _and  Anti-
Corruption Principles.
Institution has received a
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.

20.2

statni nemocnici, ktera
neni statni nemocnici

USA nebo
vyzkumného
pracovnika
zaméstnaného na

statni univerzité, ktera
neni statni univerzitou
USA), (3) kazdého
predstavitele politické
strany v jiné zemi nez
USA, kandidata na
vetejnou funkci v jiné
zemi nez USA,

zameéstnance nebo
osobu jednajici
jménem politické

strany nebo kandidata
na vefejnou funkci v
jiné zemi nez USA,

4) kazdého
zaméstnance nebo
osobu jednajici
jménem vetejné
mezinarodni
organizace a (5)
jakéhokoli Clena
kralovské rodiny nebo
prislusnika

ozbrojenych sil jinych
nez ozbrojené sily

USA.
Protiuplatkarské a
protikorupéni zésady.
Zdravotnické zatizeni
obdrzZela kopii mezinarodnich
protitplatkéiskych a
protikorup¢nich zasad
spolecnosti ~ Pfizer  jako
piilohu D této smlouvy.

Zdravotnické zafizeni zajisti,
Ze ona sama a vsSichni jeji
zmocnénci a subdodavatelé
vykonavajici praci pro
spole¢nost Pfizer budou tyto

protitplatkarské a
protikorup¢ni zasady
dodrzovat.
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20.3

Warranties.

Institution

warrants to CRO and Pfizer
the following:

a.

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

If any response that
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
obtaining or retaining
business or gaining
any improper business
advantage.

20.3  Zaruky.

Zdravotnické

zafizeni zaruCuje CRO a
spolecnosti Pfizer nasledujici:

a.

Page 53 of 129/ Strana 53 z 129

Veskeré  informace,
ktere zdravotnické
zafizeni poskytlo CRO
nebo spolecnosti
Pfizer v rdmci procesu
nalezité¢ protikorup¢ni
péce  CRO  nebo
spolecnosti Pfizer,
jsou uplné a presné.

Pokud  dojde ke
zménam u jakékoli
odpovédi, kterou
zdravotnické zafizeni
poskytlo v dotazniku
nalezité¢ protikorup¢ni

péce ohledné
zdravotnického
zafizeni, jakékoli

osoby identifikované v
doty¢ném  dotazniku
nebo blizkého
ptibuzného (tak, jak
jsou definovani v
doty¢ném dotazniku)
behem obdobi
platnosti této smlouvy,
zdravotnické zafizeni

bude informovat
CRO.
Financovani, které

CRO nebo spolecnost
Pfizer poskytuje podle

této smlouvy
nezpusobi, Ze se
zdravotnické zafizeni
dopusti jakéhokoli

jednani, které by mélo
za nasledek nepatii¢né
ziskdni nebo udrzeni
obchodni  pfilezitosti
nebo ziskani jakékoli
nepatficné  obchodni
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20.4

d. 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.

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

Funding Requirements. CRO
will make no payment in
addition to the funding set out
in Attachment A (Study
Budget and Payment Terms)
in  connection with  this
Agreement unless CRO has
prospectively approved that
expenditure in writing. All
invoices and any
supplemental documents that
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,

vyhody na stran¢ CRO
nebo spole¢nosti
Pfizer.

d. Zdravotnické zafizeni
neobdrzela a neobdrzi
Zzadnou platbu ani
cokoli hodnotného, co
by mélo za nasledek

nepatiicné ziskéani
nebo udrzeni obchodni
prilezitosti nebo
ziskani jakékoli
nepatiicné  obchodni
vyhody na stran¢ CRO
nebo spole¢nosti
Pfizer.

e. Zdravotnické zatizeni
pfimo ani nepiimo
neposkytla a
neposkytne platbu ani
nabidku, ani
neschvalila a
neschvali platbu

jakékoli castky nebo
nabidku ¢ehokoli
hodnotného, ve snaze

ovlivnit jakoukoli
ufedni osobu nebo
jinou osobu.

20.4 Pozadavky na financovani.

CRO neposkytne v souvislosti
s touto smlouvou Zzé&dnou
platbou navic k financovani
uvedenému v priloze A
(Rozpocet klinického
hodnoceni a platebni
podminky), pokud ji CRO
predem pisemné neschvali.
Veskeré faktury a doplikové
dokumenty, které podle teto
smlouvy zdravotnické
zafizeni piedlozi CRO nebo
spolecnosti Pfizer, musi byt
pravdivé a dostatecné presné
uvadét, za co je platba
poZadovana. Zdravotnické
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20.5

20.6

accurate, and  complete
records (eg, invoices, reports,
statements, and  books)
relating to the funding and
expenditures for this Study.

Right to Audit. Pfizer has the
right to take all reasonable
steps and actions to ensure
that each payment made by
CRO on behalf of Pfizer is
properly and legitimately
used. To this end, 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
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

20.5

20.6

zatizeni povede pravdive,
pfesné¢ a Uplné zaznamy
(napt. faktury, zpravy, vykazy
a ucetni knihy) souvisejici s
financovanim a vydaji tohoto
klinického hodnoceni.

Pravo auditu. CRO a Pfizer
maji  pravo  podniknout
veskeré priméfené kroky a
ukony k zajisténi toho, aby
kazda platba uskutecnéna
CRO byla tadn¢ a legitimné
pouzita. Za timto ucelem
musi  zdravotnické zatizeni
povolit béhem obdobi trvani
smlouvy a tii roky poté, co
byla podle smlouvy
provedena konecna platba,
pfistup internim a externim
auditorim CRO nebo
spoleCnosti  Pfizer ke vSem
prislusnym tucetnim kniham,
dokumentim, pisemnostem a
zdznamum zdravotnické
zatizeni dokladajicim
transakce tykajici se smlouvy.
ProtoZe se tato smlouva tyka
klinického hodnoceni, budou
pro pfipad takového auditu
zavedena pfijatelna ochranna
opatfeni k zajisténi dlivérnosti
a ochrany soukromi subjekti
klinického hodnoceni.

Nedodrzeni ujednani. Pokud
CRO nebo spolecnost Pfizer
ukonci tuto smlouvu z divodu
poruseni kteréhokoli ujednani
tohoto protikorup¢éniho ¢lanku
zdravotnickym zafizenim,
bude zdravotnické zafizeni
odpovidat za Skody nebo
napravnd opatieni spolecnosti
Pfizer dle zakona.
Zdravotnické zatizeni déle
odskodni CRO a spole¢nost
Pfizer ve wvéci jakékoli
pohledavky  tfeti  strany,
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breach by Institution.

pokuty nebo penale uplatnéné
vi¢i CRO nebo spolecnosti
Pfizer v disledku takového
poruseni  téchto  ujednani
zdravotnickym zafizenim.
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Agreed to and Accepted by:/Schvalil a piijal:

inVentiv Health Clinical UK Ltd.

Signature /Podpis

Printed Name /Jmeno tiskacim pismem

Title /Funkce

Date:/Datum:

Fakultni nemocnice Olomouc

Signature /Podpis

Printed Name /Jméno tiskacim pismem

Title /Funkce

Date:/Datum:
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Attachments /Pfilohy

Attachment A

Attachment B

Attachment C

Attachment D

Attachment E

Attachment F

Attachment G

Attachment H

Attachment |

Attachment J

Attachment K

Attachment L

Study Budget and Payment
Terms

Insurance Certificate
Equipment and Materials

Pfizer International Anti-
Bribery and Anti-Corruption
Principles

Approval of State Institute
for Drug Control

Approval of Ethics
Committee for Multi-centric
Clinical Trials

Ethics

Approval of Local

Committee
Protocol
Power of Attorney for CRO

Internal Financial

Attachment
Form of Indemnity

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

Pfiloha A

Piiloha B

Piiloha C

Piiloha D

Piiloha E

Pfiloha F

Piiloha G

Piiloha H

Piiloha |

Piiloha J

Piiloha K

Priloha L

Rozpocet klinického hodnoceni
a platebni podminky

Pojistny certifikat

Vybaveni a materialy
Mezinarodni protiaplatkaiské a
protikorup¢ni zasady

spolecnosti Pfizer

Povoleni Statniho udstavu pro
kontrolu Iéciv

Souhlas Etické komise pro
multicentricka klinicka
hodnoceni

Souhlas lokalni etické komise

Protokol
PInd moc pro CRO

Interni finan¢ni ptiloha

Zaruka o odskodnéni

Standardni smluvni doloZzky pro
predavani osobnich udaji ze
Spolecenstvi do tfetich zemi
(ptedavani spravce spravci)

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJlll 180ct16_Final

Page 58 of 129/ Strana 58 z 129



Confidential

PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Fakultni nemocnice Olomouc

Principal Investigator Name: || | - sitc \\°1225

Attachment A
STUDY BUDGET AND PAYMENT

TERMS

Protocol Number B9991009

Pfiloha,A i
ROZPOCET KLINICKEHO HODNOCENI

A PLATEBNI PODMINKY

Cislo protokolu B9991009

Payee Name and Address: Payment of the Jméno a adresa prijemce plateb: Vyplata

sums due under this Agreement will be made c¢astek splatnych

na zéklad¢ této smlouvy

payable to: bude provadéna:
Jméno
zkousejiciho:
Site Number: | 1225 Cislo 1225
pracoviste:
Payee: Fakultni nemocnice Ptijemce Fakultni nemocnice
Olomouc plateb: Olomouc
I.P. Pavlova 185/6 Adresa I.P. Pavlova 185/6
Payee’s Address: | 779 00 Olomouc piijemce 779 00 Olomouc
Czech Republic plateb: Cesk4 republika
Identification Identifikacéni
Number- 00098892 sislo: 00098892
Tax ID Number/ DIC/
VAT registracni
Registration 200098892 Cislo platce 200098892
Number: DPH:
Jméno
Payee Contact Fakultni nemocnice kontaktni Fakultni nemocnice
Name: Olomouc osoby piijemce | Olomouc
plateb:
, Telefonni ¢islo
Payee’s Phone | 154 £g8 441 111 piijemce +420 588 441 111
Number: .
plateb:
E-mailova
Payee’s Payment adresa
Contact Email eva.cecotkova@fnol.cz kontaktni eva.cecotkova@fnol.cz
address: osoby piijemce
plateb:
X
Elektronicky
X] Electronic bankovni
Bank Transfer prevod (viz
(as detailed YES podrobnosti ANO
below) for nize) v
EMEA & APAC oblastech
EMEA a
V APAC
Bank Name: Ceska spofitelna, a.s. Nazev banky: | Ceska spofitelna, a.s.
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Budgjovicka 1912 Budégjovicka 1912
Bank Address: 140 00 Praha 4 Adresa banky: | 140 00 Praha 4

Czech Republic Ceska republika
ﬁﬁ‘r‘ﬁgé‘rt 2934392/0800 Cislo étu: 2934392/0800
Variable symbol | Invoice number Variabilni Cislo faktury

symbol
- Specificky
Specific symbol | B9991009 symbol B9991009
SWIFT Code GIBACZPX SWIFT kéd: GIBACZPX
_ CZ10 0800 0000 0000 _ CZ10 0800 0000 0000
IBAN: 0293 4302 IBAN: 0293 4392
Beneficiary Fakultni nemocnice Jméno Fakultni nemocnice
Name: Olomouc piijemce: Olomouc
The Payee must provide full payment Nez muize byt provedena jakdkoli platba,

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

CRO will pay the Institution an amount as
outlined in the attached Exhibit 1.

No payments will be made to the Institution
until the following are completed: (1)
execution of the Agreement, (2) submission
of all regulatory documents to Pfizer/CRO,
(3) EC approval, and (4) approval on
Investigator Initiation Package for the site by
the Pfizer Study team. If the Agreement is
terminated before all payments are earned,
the remaining amount must be returned to
CRO immediately. If Institution fails to do
so, CRO or Pfizer 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 calculated based on Study
Data received by CRO and Pfizer and will be

Pfizer_15PFZ0711_B9991009_CZE

prijemce plateb musi poskytnout Uplné
platebni instrukce CRO pisemnou formou.
Prijemce plateb ma povinnost informovat
pisemnou formou CRO v pripadé jakychkoli

zmén  nebo  pozadovanych  aktualizaci
platebnich instrukci a/nebo bankovnich
udajii.

CRO zaplati zdravotnickému zafizeni ¢astku
uvedenou v pfipojeném Formulafi 1.

Zdravotnickému zafizeni nebude vyplacena
zddna cCastka, dokud nebude provedeno
nasledujici: (1) podepséani smlouvy, (2)
predlozeni vSech regula¢nich dokumentt
spoleCnosti ~ Pfizer/CRO, (3) schvéleni
etickou komisi (EK), a (4) schvéleni
Inicianich dokumentii pro zkousSejiciho
studijnim tymem spolec¢nosti Pfizer. Pokud
bude smlouva ukonéena pied splnénim
zavazku, za n¢éZz byly uhrazeny platby,
zbyvajici ¢astka musi byt neprodlené vracena
CRO. Pokud tak zdravotnické zafizeni
neucini, CRO nebo spole¢nost Pfizer mohou
usilovat o jiné dostupné opravneé prostiedky.

Naklady na jeden subjekt: Naklady na
jeden subjekt zéaviseji na dokonceni vSech
navstév a ukoni podle specifikaci klinického
hodnoceni uvedenych v protokolu. Platby
budou pocitany na zéklad¢ udaja ziskanych v
klinickém hodnoceni, které obdrzi CRO a
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paid as long as the site is in compliance with
the Protocol and the terms of this Agreement.
CRO will make payments on a quarterly basis
within forty-five (45) days of issue of a valid
invoice. Date of delivery is the date of
invoice issue.

In case of late payments, the Institution is
entitled to charge legal interest of arrears in
accordance with provision § 1970 of the Civil
Code.

A valid invoice must include the Protocol
name, CRO Project Number and a detailed
summary of reimbursements to be made
including screen failures. If the Payee is VAT
registered, the VAT Registration Number
must also be stated on the invoice. The back-
up documentation for invoice will be issued
by CRO and performed activities will be
approved by Investigator. Site must make
invoices payable by CRO.

Other Study-Level Costs and Additional

spolecnost Pfizer a budou zaplaceny, pokud
pracovisté dodrzi protokol a podminky této
smlouvy. CRO bude platit Ctvrtletné béhem
Ctyficeti péti (45) dnti od vystaveni platné
faktury. Datem zdanitelného plnéni je datum
vystaveni danového dokladu.

V ptipad¢ opozdénych plateb je Zdravotnické
zafizeni opravnéno ucCtovat zakonny turok

zprodleni  vsouladu sust. 8§ 1970
Obcanského zakoniku.
Platnd faktura musi obsahovat nazev

protokolu, ¢islo projektu CRO a podrobny
piehled nédhrad, které maji byt proplaceny,
véetn¢ pfipadi nezdafilého screeningu.
Pokud je pfijemce plateb registrovanym
platcem DPH, musi byt na faktufe rovnéz
uvedeno registracni Cislo platce DPH.
Podklady pro fakturaci budou vystavovany
CRO a odsouhlaseny uskutecnéné cinnosti
zkouSejicim. Pracovis§t¢ musi vystavovat

faktury tak, aby byly splatné CRO.

Jiné naklady na klinické hodnoceni a

Treatment-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 Pfizer, as set forth in Exhibit 1. To request
payment of these costs, Institution will remit
itemized invoices to CRO, on Institution
letterhead, including submission of copies of
detailed back-up documentation or receipts
sufficient to support 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.

dodateéné ndklady souvisejici s 1écbou:
Kromé nakladi na jeden subjekt CRO bude
proplacet  zdravotnickému  zafizeni jiné
néklady na klinické hodnoceni a dodate¢né
naklady souvisejici s lécbou, které jsou
piredem schvaleny spole¢nosti Pfizer tak, jak
je stanoveno ve Formuldifi 1. Aby si
zdravotnické =zafizeni vyzadalo proplaceni
téchto nakladi, odesle CRO faktury
rozepsané na jednotlivé polozky na
hlavickovém papife zdravotnického zatizeni,
a piilozi kopie podrobnych podkladd nebo
uctu, které budou dostatecné prokazovat
prubézné vydaje. Jakékoli pribézné vydaje,
které se nevztahuji k ukontm, lze fakturovat
CRO pouze do skutecné vyse, v niz vznikly,
az do maximalnich castek uvedenych ve
Formuléfi 1, bez naroku navySeni nakladi.
Veskeré naklady, které jsou ve Formulafi 1
uvedeny jako fakturovatelné, je tieba
fakturovat CRO béhem navstév nebo termind,
které¢ jsou v tomto Formuladii 1 uvedeny, a
pokud nebyly ptedlozeny jinym platctim.
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Final Payment: Five percent (5%) of each
payment will be withheld at the time
of payment. This 5% withholding will be
reconciled as part of the final payment
determination. Withholding is not applicable
for payment of start-up fee and Biochemistry,
Microbiology and Hematology certificates.
The final payment will be paid upon final
review and acceptance of all Study Data for
enrolled 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

Zavéreéna platba: Pét procent (5 %) z
kazdé platby bude v okamZiku plathy
zadrzeno. Tato 5% =zadrzena castka bude
vyrovnana v ramci stanoveni zavérecné
platby. Zadrzné se nevztahuje na platbu start-
up poplatku a za certifikdty z klinické
biochemie, mikrobiologie a hematologie.
Zavéretna platba bude uhrazena po kone¢né
kontrole a pfijeti vSech udaji z klinického
hodnoceni pro zarazené subjekty spolecnosti
Pfizer a/mebo CRO, dokon¢eni vSech
pozadovanych  administrativnich ~ ukont
hlavnim zkouSejicim, mimo jiné¢ vcetné (i)
dokonceni vsech navstév subjektt studie, (ii)
provedeni vSech Ukonii pozadovanych
protokolem ze strany hlavniho zkousejiciho a
pracovnikt studie, (ii1) ovéfeni ze strany
spolecnosti Pfizer a/nebo CRO, ze byly
shromdzdény, zaznamenany a piedlozeny
vdechny Udaje z klinického hodnoceni, a (iv)
vyfeSeni vSech nezodpovézenych dotazii a
vraceni veSkerého vybaveni poskytnutého
spole¢nosti Pfizer, CRO nebo dodavatelem
dle pozadavku spolecnosti Pfizer a/nebo
CRO. Zavérecné odsouhlaseni dluznych
castek bude provedeno béhem (60) dnt od

law or requlation.

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.

Investigational Drug: Per the 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/ml
solution for infusion (10 ml/vial) will be

uzavieni studijniho pracovisté, pokud si
platné zakony nebo piedpisy nevyzadaji
prodlouzeni této doby.

Z&dna __ platba. CRO  nezaplati
zdravotnickému zafizeni za zadny subjekt ve
studii, jehoz zafazeni neni v souladu s kritérii
zpusobilosti uvedenymi v protokolu nebo
jehoz data ziskand v klinickém hodnoceni
nelze analyzovat vzhledem k odchylkam od
protokolu, chybéni spravnych zaznamii nebo
neuplnym, neopravenym ¢i neovéfitelnym
CRF.

Zkoumany _1ék: Podle této smlouvy
spole¢nost Pfizer nebo CRO dodaji 1é¢ivo
spolecnosti Pfizer. Nasledujici dodatecna
1éciva pozadovand podle protokolu budou
dodavana bezplatné nebo spolecnost Pfizer
uhradi naklady na né tak, jak je uvedeno nize:

MSB0010718C  (avelumab) 20 mg/ml
infuzni roztok (10 ml / injekeni lahvicku)
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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
are both uninsured and indigent, or (ii) in
extraordinary circumstances.

Screen Failures: 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. To receive payment for Screen
Failures, the Screening CRFs must be
completed. Institution shall request payment
for each Screen Failure by submitting an
invoice to CRO, specifying the subject’s
screening number (or other unique identifier)
and the date of the Screen Failure.

Subject reimbursement: Subject
reimbursement is listed in separate contract
with Principal Investigator and is in form of
meal vouchers in amount of CZK 800 per one
visit and in amount of CZK 800 per one visit
with biopsy.

doda spolec¢nost Pfizer.

Pegylovany lipozomalni  doxorubicin-
hydrochlorid 2 mg/ml infuzni suspenze (10
nebo 25 ml / injekeéni lahvicku) doda
spolec¢nost Pfizer.

Standardni_péée:  Uhrady za vsechny
¢innosti pozadované podle protokolu a
provadéné zdravotnickym zafizenim jsou
zahrnuty do rozpoctu, s vyjimkou veSkerych
sluzeb, které¢ jsou ve Formulafi 1 uvedeny
jako Standardni péce (,,SOC"). ,,Standardni
péce“ je definovana tak, Ze zahrnuje
veSkerou z Iékaiského hlediska nezbytnou
1é¢bu, ukony nebo testy, které jsou podavany
v souladu se spravnou lécebnou praxi, u
nichz se pfedpokladd, ze by byly provedeny i
v pfipadé, ze by se subjekt nezucastnil
klinického hodnoceni. Subjekty studie nebo
jejich pojistovatelé zodpovidaji za ndklady
na sluzby standardni péce. Spolecnost Pfizer
dle svého vlastniho posouzeni zvazi uhradu
standardni péce prostiednictvim CRO pro (i)
Ucastniky, ktefi nejsou pojisténi a zaroven
jsou v nouzi, nebo (ii) za vyjimecnych
okolnosti.

NeuspéSny _screening: Jako ,,Neuspésny
screening“ se oznaCuje subjekt, ktery
nevyhovi kritériim screeningovych navstév a
proto neni zpasobily pro zafazeni do
Klinického hodnoceni. Piipady netspésného
screeningu budou uhrazeny tak, jak je
uvedeno ve Formulafi 1. Pro proplaceni
neuspésného screeningu musi byt vyplnény
screeningové CRF. Zdravotnické zafizeni

pozédaji o  proplaceni  nelspé$ného
screeningu  odeslanim  faktury  CRO,
uvedenim screeningového ¢Cisla subjektu

(nebo jiného jedine¢ného identifikdtoru) a
data netispé$ného screeningu.

Néahrady subjektiim: Néhrady subjektim
jsou uvedeny v separatni smlouvé s hlavnim
zkousejicim, a to ve form¢ stravenek ve vysi
800 K¢ za jednu navstévu a ve vysi 800 K¢ za
jednu navstévu spojenou s biopsii.
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Ethics Committee Fees:

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

Invoices & Payments:
Email invoices, in English, to the Grants
Management mailbox below:

PfizerGrantsandPayments@inventivhealth.co

Poplatky etické komisi:

Poplatky centralni a lokalni etické komisi
budou hrazeny piimo CRO/spolecnosti
Pfizer, pokud v tomto dokumentu neni
specifikovano jinak.

Faktury a platby:

Faktury dorucujte e-mailem v anglictin€ na e-
mail odd¢leni Grants Management (sprava
grantil):
PfizerGrantsandPayments@inventivhealth.co

m

Please indicate following on the Subject line:
Sponsor name; Study Protocol #, Project code
15PFZ0711 and P1 name

The emailed invoices should state the
following address on them:
Attn: Grants
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
VAT Number: GB 385756207
Registration Number: 1772610
(15PFZ0711)

Invoices should not be submitted until
approval has been received from CRO and/or
Pfizer to begin enrollment. 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, invoices must
not be submitted by Institution until a
relevant contract amendment has been fully
executed has been received. To expedite
payment, such invoices can be accompanied
by a copy of the amendment.

The following information must be included
on all invoices:

e Invoice number

m

Uvedte  prosim radku
nasledujici:

nazev zadavatele; ¢islo protokolu klinického
hodnoceni, kdd projektu 15PFZ0711 a jméno
hlavniho zkousejiciho

na predmétu

Faktury dorucené e-mailem musi obsahovat
nasledujici adresu:
Attn: Grants
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7AA UK,
DIC: GB 385756207
IC: 1772610
(15PFZ0711)

Faktury nesmi byt odeslany, pokud jste
neobdrzeli souhlas CRO a/nebo spole¢nosti
Pfizer se zahdjenim zatfazovani. Az do této
doby nebudou faktury proplaceny. Jestlize
budou obdrzeny faktury jest¢ pred
schvalenim, Ze muize byt zahajeno
zafazovani, nebudou zpracovany a platba
bude odlozena.

Faktury za jakékoli naklady nezahrnuté ve
Formuldfi 1 nesmi byt zdravotnickym
zafizenim odeslany, dokud nebyl obdrzen
kompletné podepsany piislusSny dodatek ke
smlouv€é. Pro urychleni plateb mohou byt
takové faktury provazeny kopii smlouvy.

Na vSech fakturach musi
nasledujici informace:

byt uvedeny

e Cislo faktury
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e Invoice date

Total amount Payable
Principal Investigator Name
Institution Name
Protocol Number
CRO project
(15PFZ0711)

e Description of Services Provided

Number

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

e Subject identification number

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

e The cost per Exhibit 1

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

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

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 provided to
CRO;

2. Where the Institution has listed its

VAT number below; and

Upon receipt of a valid VAT invoice;

4. Where the Institution has the option
to apply the “reverse charge
mechanism” and fails to do so it shall
not be regarded as legally obliged to
charge local VAT for the purposes of
point 1 above in this section.

w

e Datum vystaveni faktury
Celkova splatna ¢astka

Jméno hlavniho zkousejiciho
Nazev zdravotnického zafizeni
Cislo protokolu

Cislo projektu CRO (15PFZ0711)
Popis poskytovanych sluzeb

Faktury za dodatecné naklady spojené s
1é¢bou a jiné naklady na klinické hodnoceni,
které¢ byly pfedem schvaleny CRO a/nebo
spoleCnosti  Pfizer, jak je uvedeno ve
Formulafi 1, a za navstévy subjektd musi také
zahrnovat:
e Identifikacni ¢islo subjektu
e Identifikator navstévy (napi. 1.
cyklus, 1. den), kdy byl ukon
proveden (bude-li uplatnitelny)
e Naklady podle Formulate 1

Neuvedeni téchto povinnych informaci na
vSech fakturach povede ke zpozdéni platby.

VSechny castky, uvedené ve Formulaii 1,
budou uvedeny bez dané z pfidané hodnoty
nebo ekvivalentni dan€¢ z  prodeje
(,VAT/GST atd.”).

Pouze v nésledujicich omezenych ptipadech
bude DPH piipocitana k ¢astkdm uvedenym
ve Formulafi 1:

1. pokud je zdravotnické zatizeni ve

sveé zemi registrovanym platcem
DPH a ze zakona ma povinnost
CRO uctovat mistni DPH s
ohledem na sluzby poskytované
CRO;

2. pokud zdravotnické zafizeni jako
platce DPH uvedlo své DIC niZe;
po prijeti platné faktury s DPH;

4. pokud m& zdravotnické zafizeni
moznost uplatnit ,,mechanismus
pieneseni danové povinnosti” a
neucini tak, nebude povaZzovano
za pravné vazané k Uc¢tovani
mistni DPH pro ucely bodu 1
vyse tohoto oddilu.

w
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Institution VAT Number: CZ00098892

Taxes: 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 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.

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

If a refund is required, Institution will notify
CRO for provision of banking details.

Additional Testing, Treatment or

DIC zdravotnického zafizeni jako platce
DPH: CZ00098892

Dané: Jakakoli Uhrada splatna podle této
smlouvy bude bez mistni DPH, protoze tyto
sluzby spadaji pod ¢l. 44 smérnice Rady ES
2006/112/ES.  V pfipadé nepouzitelnosti
tohoto uzemniho pravidla budou uplatnéna
bézna standardni pravidla pro odvody DPH
nebo piipadné obdobnéd pravidla pro dai z
obratu. V piipadé, ze uplatnéni DPH
podléhaji jakékoliv dalsi sluzby nebo zbozi,
dodavatel musi pfijemci vystavit platnou
fakturu s DPH za transakci, k niz se Uhrada
vztahuje. Bude-li DPH uctovana omylem,
bude po vraceni piisluSnym finanénim
ufadem navracena bud formou faktického
vraceni, nebo formou Upravy odvodu DPH.
Nebude-li DPH uctovana, avS$ak nasledné se
zjisti, ze uctovana byt méla, nebo posoudi-li
prislusny finan¢ni Urad, Ze je nutno zaplatit
DPH za danou uhradu, bude dluzna DPH
zaplacena po predlozeni platné faktury s
DPH.

Nahrady: Nahrady odesilejte na adresu:
Attn: Grants Management
inVentiv Health Clinical UK LTD
Thames House, 17-19 Marlow Road,
Maidenhead, Berkshire, SL6 7TAA
UK, (15PFZ0711)

V ptipadé, ze bude poZadovano vréceni
penéz, Zdravotnickému zatizeni pozdda CRO

o poskytnuti bankovnich udajt.

Dodateé¢né testy, lécba nebo ukony:

Procedures: The Parties agree that the
Exhibit 1 includes all Trial-related costs, as
referenced in the Protocol. 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 A, unless such additional testing,
treatment or procedures are pre-approved by
CRO and/or Pfizer.

Smluvni strany souhlasi, Ze Formulai 1
zahrnuje v8echny néklady souvisejici s
klinickym hodnocenim tak, jak byly zminény
v protokolu. Zdravotnickému zafizeni
nebudou uhrazeny zadné dodateCné testy,
1écba nebo ukony, které protokol nevyzaduje
nebo které nejsou specifikovany v této
smlouvé nebo v této Priloze A, pokud takové
dodatecné testy, 1écba nebo Ukony nebyly
predem schvaleny CRO a/nebo spolecnosti
Pfizer.
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Amendments: The following Study budget Dodatky: Nasledujici zmeny  rozpoctu
changes must be documented by a Klinického hodnoceni musi byt doloZeny
modification letter signed by Pfizer and/or dopisem o zménach podepsanym spolecnosti
CRO: (1) increases in the total Study budget, Pfizer a/nebo CRO: (1) zvySeni celkoveho
with or without modification of the payment rozpoctu klinického hodnoceni, se zménou
schedule, or (2) modification of the payment nebo beze zmény platebniho kalendare, nebo
schedule with no change in total Study budget. (2) zména platebniho kalendare beze zmény
celkového rozpocétu klinického hodnoceni.
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Exhibit 1 to Attachment A

Formular 1 k priloze A

Study Budget Rozpocet studie
1. Table: Budget per patient 1. Tab_ulka: Rozpocet na jednoho
pacienta
Visit Payment in CZK Navitéva Platba v K¢

Visit1/ 19797,08 CZK | | Navsttva 1/ 19 797,28 K¢
Screening Screening

gyi/scjltezl// Day 1 14 386,16 CZK Ié;llslzesvf /2 [;en 1 14 386,16 Ke
X)i/scjlte?’l// Day 15 945,24 CZK | | Ciuc's /Den 15 D a05,24 ke
gyi/scjlte42// Day 1 11 302,56 CZK I(\?I;KISIZGSV; /4 [;en 1 H 30256 Ke
g;ifcjlte52// Day 15 702,36 CzK IS;KISSZV; 7 Den 15 702730 RE
X}i/scilte63// Day 1 14 506,16 CzK IC\:KE;‘IEIsltJesV?fl /6I£en 1 14 506,10 K¢
X}i/scilte73// Day 15 495412CZK IC\:KE;‘IEIsltJesV?fl /7I£en 15 49872 K
X}i/scilte84// Day 1 10022,88 CzK IC\:I;‘IEIS;ZVZ? lgléen 1 101022.88 Ke
ey | mommon| NSl o
X'yséutelé // Day 15 4954,72 CZK g;\lilsltfsvg /ltl)én 15 PR
ztlyi/scilte162 // Day 1 10022,88 CzK Ié;llslzesvg /1[2)én 1 10022,88 K¢
gyi/sciltelg // Day 15 4954120ZK Ié;llslzesvg lls)én 15 T2 Re
g;fcjltelélll Day 1 10022,88 CZK Igjﬁlﬁv;llléén 1 10022.88 Ke
g;fcjltelgll Day 15 4954120ZK Igjﬁlﬁv;lll[s)én 15 T2 Re
gyi/sciltelg // Day 1 10022,88 CZK Ié;llslzesvg /1[6)én 1 10/022.88 Ke
g;fcjltelg // Day 15 495472CZK || GUkicS) Den 15 TR
gyi/sciltelg // Day 1 10022,88 CZK I(\?I;KISIZGSVS llgén 1 10/022.88 Ke
e oss | evmon| [NSEL s
X}i/sciltezfoll Day 1 10022,88 CzK Igjzfsésvfozloléen 1 101022.88 Ke
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Visit 21/ Navstéva 21 / .
Cycle 10/ Day 15 4954,72CZK | cykius 10 / Den 15 4954,72Ke
Visit 22 / Navstéva 22 / “
Cycle 11/Day 1 1002285 C2K || cyklus 11/ Den 1 1002288 K¢
Visit 23/ Navstéva 23 / .
Cycle 11/ Day 15 4954,72CZK | cykius 11/ Den 15 495472 Ke
Visit 24 / End of Egs%‘; %;‘  Ronee
Treatment / Early - CZK N yt L - K¢
Withdrawal* avsieva pri
odstoupeni *

Visit 25 / Navstéva 25 /

6 106,80 CZK Bezpecnostni 6 106,80 K¢
Day 30 Follow-Up kontrola - Den 30
Visit 26 / Navstéva 26 /

6 106,80 CZK Bezpecnostni 6 106,80 K¢
Day 60 Follow-Up kontrola - Den 60

. . Navstéva 27 /

Visit 27 /

6 106,80 CZK Bezpec¢nostni 6 106,80 K¢
Day 9208F/0”0W_Up kontrola - Den 90
Visit Navitéva 28 / )
Total per Patient 221 062,64 CZK Celkem za pacienta 221 062,64 K¢&

*Visit 24 / End of Treatment / Early
Withdrawal will be invoiced according to
actual performed procedures as per Protocol

requirements.

2. Additional
Costs

Additional procedures that may not apply Dodate¢ne
provedeny u vSech pacientt.

to all patients.

Treatment -

Related

*Navstéva 24 / Konec lécby (EoT) /
Navstéva pii odstoupeni bude fakturovana

dle skutecné

provedenych
vyZadovanych protokolem.

procedur

2. Dodateéné naklady souvisejici s

1écbou
ukony,

nemusi byt

Procedure | Comments I?ﬁycr:nze}rgt VySetieni Podminky Platba v K&

To be repeated at Nutné opakovat v
Coagulation | C1D1 if not 550,40 | | Koagulace r?elbDllaporlél\J/(ejzdena 550.40 K&
(max 1x) performed within CZK || (max 1x) b“hy P lednich ’

the last 7 days et posiednic

' 7 dnti.
Serum y ,
Pregnancy Applicable to 545,92 tl;zes}tl(z):aeggg U pacientek ve 545.90 K&
Test WOCBP CzZK fertilnim véku S
(max 2x) (max 2x)
Urine y ,
Pregnancy Applicable to 315,12 Tehmens{{.y U pacientek ve <
test z moci oy 315,12 K¢

Test WOCBP CzK (Mmax 11x) fertilnim véku
(max 11x)
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LVEF; MUGA or EF LK; bude
MUGA Echo to be 9376,24 | | MUGA provededna 9376.04 K&
(max 7x) performed, not CZK || (max 7x) MUGA nebo ’
both ECHO, ne oboji
LVEF; MUGA or EF LK; bude
ECHO Echo to be 8711,52 | | ECHO provededna R 711.52 K&
(max 7x) performed, not CzZK || (max 7x) MUGA nebo ’
both ECHO, ne oboji
FK
(farmakoki
PK/ADA fgzke) /
?:rmplmg ﬁfﬂsl(fb;ﬁ dtOB 375,48 | | (serove Vztahuje se pouze 375.48 K&
CZK || protilatky pro ramena AaB ’
Avelumab Only ti 16k
(max 25x) proti leku)
vzorky pro
avelumab
(max 25x)
PK
Sampling Applicable to first E:(() vzorky Vztahuje se pouze
for 18 subjects in 375,48 . .| naprvnich 18 y
Doxorubicin | Arms B and C CzZK ?F?E%r)ublcm pacientek v 375,48 Ke
(PLD) Only (Max 6x) rameniBaC
(max 6x)
Avelumab Podani
Administrati | Applicable to 3658,80 Vztahuje se pouze y
on Arm A Only CZK ?r\r/g; r;;)t())u pro rameno A 3 658,80 K¢
(max 22x)
Avelumab Podani
plus PLD . .

. - . | Applicable to 3658,80 | | avelumabu | Vztahuje se pouze y
?:mmlstratl Arm B Only CzZK | | aPLD pro rameno B 3 658,80 K&
(max 22x) (max 22x)

PLD
Administrati | Applicable to 3 658,80 | | Podani PLD | Vztahuje se pouze 3 658.80 K&
on Arm C Only CZK | | (max 11x) pro rameno C ’
(max 11x)
Archival Uchovani
FFPE
Tumor 1 363,68 E{FPE bloku 1363.68 K&
Tissue CZK néijlz)eru DO B
Block
(Max 1x) (max 1x)
Provede se na

To be obtained at screeningu
De Novo screer}ir)g unless Nova (pokud neni
Tgmor not (;Ilnlcally_ 6392 56 biopsie klinicka
Biopsy - feasible, and if c7K | | nadoru - kontraindikace) a | 6 392,56 K¢&
Excision sub_ject agrees to excise pokud bude
(max 2x) optional biopsy at (max 2x) subjekt souhlasit s

EoT

volitelnou biopsii,
tak na EoT
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Provede se na

To be obtained at NovA screeningu
De Novo screening unless biopsie (pokud neni
Tumor not clinically 996796 nédF())ru i klinicka
Biopsy - feasible, and if C'ZK nkéni kontraindikace) a 9 967,96 K¢
Core Needle | subject agrees to Elilo sie pokud bude
(max 2x) optional biopsy at (ma?x 2%) subjekt souhlasit s
EoT volitelnou biopsii,
tak na EoT
A ¢ Provede se na
szssm%” t EoT / Navitévé
Physical EerT‘/’lrEm‘j a L 804.20 | | Telesné pii odstoupent,
Examination | o/ =Y ' vySetfeni | pokud neni 1 804,20 K&
Withdrawal if not CzK y y
(max 1x) o (max 1x) dokonceno béhem
completed within piedchoziho
the prior week. tydne.
Assessment Provede se na
performed at Hematologi Ef?{)(/islj;\ggze
Hematology | EoT/Early 361,40 e okud nent ’ 361.40 K&
(max 1x) | Withdrawal if not CZK poxud hent ’
o (max 1x) dokonceno béhem
completed within piedchoziho
the prior week. tydne.
Assessment Provede se na
; 4 iochemick EoT / Navstéve
Blood EeI’T(/)IrEmEi at 2232 76 I,SIOCV efn 'C, pfi odstoupent,
Chemistry ol/earty i ¢ vysettent pokud neni 2 232,76 K¢
Withdrawal if not CZK | | krve y y
(max 1x) - dokon¢eno béhem
completed within (max 1x) tedchozih
the prior week. predchoziho
tydne.
Provede se na
Assessment
performed at EoT / Navitéve
Coagulation | EoT/Early 550,40 | | Koagulace prlkO(éStouI?em’ 550.40 K&
(max 1x) | Withdrawal if not CZK | | (max1x) | B e i
completed within ?glilcen,ﬁ chem
the prior week. predchoziho
tydne.
Assessment Provede se na
T4 TSH EoT/Early 272584 | | volny T4, | P% odstoupen, )
(mix g | Withdrawal if not CZK | | TsH pokud neni 272584 K¢
completed within (max 1x) | dokonceno béhem
the prior week. pfedchoziho
tydne.
Assessment Provede se na
performed at EoT / Navstéve
CA-125 EoT/Early 1161,80 | | CA-125 P“k"‘ém“l?em’ | 161.80 K&
(max 1x) Withdrawal if not CZK || (max 1x) goku vnenl . 161,80 K&
completed within 0 Or;lcen,;’l béhem
the prior week. predchoziho
tydne.
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Provede se na

Assessment . Covex %
12-Lead performed at észéOdove Eggégg;;‘;e
E(.:G EO.T/ Early . 974,04 (Jediné pokud neni 974,04 K¢
(Single) Withdrawal if not CzK e y .
- meéfeni) dokon¢eno béhem
(max 1x) completed within (max 1x) predchoziho
the prior week. tydne
Sample Assessment \(/)z(i)briru Provede se na
Collections erformed at (odbér EoT / Navstéve
(collection, FI;oT/EarI 587,48 | | z raco’véni pfi odstoupen,
processing, . y i P ' | pokud neni 587,48 K&
; Withdrawal if not CZK | | preprava do . y
shipment to - i dokon¢eno béhem
p
completed within centralni tedchozih
central lab) the prior week. laboratoie) predehoziho
(max 1x) (max 1x) tydne.

All mentioned procedures will be invoiced.

3. Other Study-Level Costs

Additional Procedures are not included in
the Per Subject Cost (Procedures not tied to

a specific visit).

Vsechny zminéné tkony budou proplaceny

na fakturu.

3. Jiné néaklady na klinické hodnoceni

Dodatecné

ukony

nejsou

zahrnuty v

nakladech na jeden subjekt (jedna se o ukony

nespojené s konkrétni navstévou).

Payment

Procedure Comments in CZK Vysetieni Podminky Platba v K¢
Tyka se pouze
subjektd s
netspéSnym
Applicable to screeningem pii
subjects who SF navstéve 1.
at the Visit 1. Néklady
Cost reflects V1 predstavuji
Screen Eails with 25% 13 212,16 Netspésny Navstévu 1 s 13 212,16
reduction, no CzZK screening 25% ponizZenim, K¢
overhead paid. bez Ghrady
Max 1 SF per 3 reZijnich
randomized nakladd. Max 1
subjects. neuspésnému
screenig na 3
randomizované
subjekty.
Either CT or MRI Provede se bud’
CT Chest to be performed, 10 968’232 CT hrudniku | CT nebo MRI, 10 969’363
. K¢
not both. ne oboji.
Either CT or MRI Provede se bud’
,i-tl)- q to be performed, 10969,36 CT bficha CT nebo MRI, 10 969’363
omen CzZK . K¢
not both. ne oboji.
. Either CT or MRI 9 369,36 . Provede se bud’ y
CT Pelvis to be performed, CzZK CT panve CT nebo MR, 9 369,36 K¢
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not both. ne oboji.
Either CT or MRI Provede se bud’
CT Brain to be performed, 10 54(?’202 CT mozku CT nebo MRI, 10 546'129
not both. ne oboji. ¢
Either CT or MRI Provede se bud’
MRI Chest | to be performed, 21 515’22}2 r':/lrt?dlnl'ku CT nebo MR, 21 512’&2
not both. ne oboji.
Either CT or MRI Provede se bud’
Xtijlomen to be performed, 21 515'222 MRI bficha | CT nebo MRI, 21 512'&2
not both. ne oboji.
Either CT or MRI Provede se bud’
MRI Pelvis | to be performed, 21 515’22}2 MRI panve CT nebo MR, 21 512'&2
not both. ne oboji.
Either CT or MRI Provede se bud’
MRI Brain | to be performed, 21 465’29}3 MRI mozku | CT nebo MRI, 21 462’2@
not both. ne oboji.
6 987,40 Scintigrafie N
Bone Scan C7K skeletu 6 987,40 K¢
Bude proveden,
To be performed . . pokud je rozbor
Microscopic | if dipstick 149,52 M'krOSkOp'C moci pomoci .
. X . o ky rozbor . o 149,52 K¢
Urinalysis urinalysis is CzZK modi diagnosticke
abnormal. tyCinky
abnormalni
Additional | ¢ be invoiced as | 10022,88 | | Dalsi cyklus oude 10 022,88
Cycles Day fakturovano v ¥
necessary. CzK Den1 vk K¢e
1 ptipad¢ potieby.
Additional . - Bude
Cycles Day To be invoiced as 4954,72 Dalsi cyklus fakturovano v 4 954,72 K¢
necessary. CzK Den 15 oy
15 pripad¢ potieby.
Additional Bude
"Io'\rdeat_m_er':t i To be invoiced as 3 65(?’28}2 lDéZLS | podani fakturovano v 3 658,80 K¢
Onsm|n|s rati | necessary. y ptipadé potieby.
Additional L s y Bude
PK Sample | 10 b invoiced as 37g'z4ﬁ I?Iilsvlz‘(’)‘rll‘:gr fakturovano v 375,48 K&
Collections | NeCessary. piipadé potieby.
Start — up . 30 000,00 Start-up jednorazovy 30 000,00
fee one-time payment czK | | poplatek poplatek K¢
Certificate - Certifikat - . o
L ednordzo y
Biochemistr | one-time payment 5000,00 | | krinicka : W 5 000,00 K¢
CzZK bi . poplatek
y iochemie
Certificate - Certifikat - . o
. ! . . . .| jednorazo N
;\//Ilcroblolog one-time payment 5 00((:),20}2 2A|krob|olog| Jpoplatek vy 5 000,00 K¢&
Certificate - . 5 000,00 Certifikat - jednorazovy .
Hematology | °"¢1IMe payment czK | | Hematologie | poplatek > 000,00 Ke

All mentioned procedures will be invoiced.

Vsechny zminéné tkony budou proplaceny na

fakturu.
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Pharmacy Fees: Poplatky lékarné:

Procedure | Condition Paycr:nZeEt n Ukon Podminky | Platba v K&
Initiation one-time Iniciacni jednordzovy y
visit payment 200,00 CZK |1 svsteva poplatek 200,00 K¢
Audit per 1 hour | 200,00 CZK | | Audit za 1 hod 200,00 K¢
Monitoring . Navstéva zal .
visit per Lvisit | 100,00 CZK | | onitora névetevy 100,00 K¢
Receipt of
the shipment Piijem zasilky
and Eﬁlr lment 1 50((:),20'2 a za 1l zasilku | 1 500,00 K¢
documentatio P dokumentace
n
Confirmation
of the per 1 Potvrzovani
shipments - shipment 900,00 CZK | | zasilek — fax/ | za 1 z&silku 900,00 K¢
fax / IVRS / IVRS / IWRS
IWRS
Storage at 2- Uchovavani
8°C and per 1 1150,00 | | pti2-8°Ca " <
monitoring of | month CzZK monitoring Za mesic 1150,00Ke
temperature teplot
er]‘épara“o” CXD1, Piiprava a CXDL1,

. . CXD15 - 2 435,00 | | vydej CXD15 - y
g:csgreunsa}tlon Arm A CzZK medikace — rameno A a 2 435,00 K¢

g and B avelumab B
Avelumab
Preparation P¥i
and CXD1 - tprava a CXD1 -

. . 2 305,00 | | vydej <
dispensation | Arm B 7K medikace — rameno Ba | 2 305,00 K¢
of drug - and C PLD C
PLD

All mentioned procedures will be invoiced.

Vsechny zminéné tikony budou proplaceny na

fakturu.
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Attachment B Pf’ﬂoha B ]
INSURANCE CERTIFICATE POJISTNY CERTIFIKAT
Potvrzeni o pojisténi Certificate of Insurance

Toto potvrzeni o pojisténi slouZi wiuéné k informaénim aéelim a nepfenasi na majitele tohoto potvrzeni 2adna prava. Toto
potvrzeni nedoplfuje, nerozéifuje ani neméani pojisting knti niZe uvedenéd pojistng smiouvy.

This certificate is issued as a matter of information only and confers no rights upon the ceritificate holder. This certificate does not
amend, extend or alter the coverage affordered by the policies below.

Cislo pojistné smlouvy 5200245116 Policy No.

Pojistitel AIG EUROPE Limited, organizaéni slozka |nsurer
pro Ceskou republiku
W Celnici 1031/4
110 00 Praha 1

Pojistnik Pfizer, spol.sr.o. Named Insured
Praha 5, StroupezZnického 17, PSC 150 00
1C: 45244809

Poéatek pojisténi 1.1. 2018 Inception Date of
Insurance

Konec pojisténi 31.12.2016 Expiration of Insurance

Poéatek hodnoceni 25 September 2013 Inception of Trial

Konec hodnoceni 1st May 2020 Expiration of Trial

Druh pojisténi Klinické hodnoceni humanniho 1é¢iva.  Type of Insurance
Clinical trials.

Rozsah kryti Touto pojistnou smlouvou se Kryje: Scope of Cover

- odpovédnost za $kody vzniklé na zdravi u subjektl klinického hodnoceni

- odpovédnost za Skodu pro zkousejiciho a zadavatele klinického hodnoceni v souvislosti s
timto hodnocenim v souladu s ustanovenim § 52 odst. 3, pism. f) Zak. €. 378/2007 Sb. o
lééivech, v platném znéni, v rozsahu podle mezinarodniho pojistného programu

- pro pojisténi klinického testovani neplati vyluka 4.1.13

This policy covers:
- 3™ Party Liability for trial subjects for injury to health arising out of making the clinical 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) (f) 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 B9931003 Code Number of Study
Nazev RANDOMIZOVANA, MULTICENTRICKA, Title

OTEVRENA STUDIE FAZE 3 AVELUMABU
(MSB0010718C) SAMOTNEHO NEBO V
KOMBINACI S PEGYLOVANYM
LIPOZOMALNIM DOXORUBICINEM PROTI
SAMOTNEMU PEGYLOVANEMU
LIPOZOMALNIMU DOXORUBICINU U
PACIENTEK 5 RAKOVINOU VAJEGNIKUD
REZISTENTNI/REFRAKTERNI VUG 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 Czech Republic Policy Territory
Pojistna éastka 5.000.000 USD Limit of Indemnity Per
occurrence and in the
aggregate
Spoluuéast 0 Diductjple

Olafich-Erilichbe
_Gletial Client Sarvices

[AIG]

@ Umifeg

Praha 22.3.2016

arinis slalvd go Coshog republik
R
A ¥ITF

¥ienal 1031/ "_::.r:."h_
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Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and
Materials

CRO/Pfizer-Provided Equipment

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

CRO/Pfizer-Provided Materials

CRO or Pfizer will provide the proprietary
materials owned or licensed by CRO or
Pfizer and identified below (“CRO
Materials”) for use by 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.

Pf’ﬂoha C )
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté CRO /
spole¢nosti Pfizer

Vybaveni poskytnuté CRO/ spoleénosti
Pfizer
CRO nebo spolecnost Pfizer poskytne

vybaveni uvedené nize (dale jen ,vybaveni
CRO") pro pouziti zdravotnickym zafizenim
pfi provadéni klinického hodnoceni nebo
podavani zprav o klinickém hodnoceni:
ZADNE

CRO/

Materidly  poskytnuté spole¢nosti

Pfizer

CRO nebo spolecnost Pfizer poskytne nize
uvedené chranéné materialy, které CRO
nebo spole¢nost Pfizer vlastni nebo k nimz
disponuje licenci, (dale jen ,materidly
CRO") pro pouziti zdravotnickym zafizenim
pfi provadéni klinického hodnoceni nebo
podavani zprav o klinickém hodnoceni.

Dodané materialy: ZADNE

Vybaveni a Materialy poskytnuté
prodejcem

CRO nebo Pfizer zajisti prodejce, ktery
poskytne nasledujici vybaveni nebo chranéné
materialy (dale jen ,,majetek prodejce*) pro
pouziti v tomto klinickém hodnoceni:
ZADNE

Vlastnictvi, povinnosti a pravni
odpovédnost za Skodu

Vlastnictvi. Vybaveni CRO, materiadly CRO
a majetek prodejce jsou a zlstavaji majetkem
spolecnosti  CRO,  spolecnosti  Pfizer,
prodejce nebo poskytovatele licence (dle
konkrétni situace).
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Institution Responsibilities. Institution will
bear the risk of loss or damage to CRO
Equipment, CRO Materials, and Vendor
Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be
replaced by CRO, Pfizer or vendor during
Study conduct as the result of loss or damage
by 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 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

Povinnosti zdravotnické zafizeni.
Zdravotnické zatizeni nese riziko ztraty nebo
poskozeni vybaveni CRO, materiali CRO
nebo majetku prodejce. Pokud CRO,
spolecnost Pfizer nebo prodejce musi
vymeénit jakékoli vybaveni CRO, materidly
CRO nebo majetek prodejce behem
provadéni klinického hodnoceni v duasledku
ztradty nebo  posSkozeni  zpusobené¢ho
zdravotnickym zafizenim, CRO si vyhrazuje
pravo odecist naklady CRO nebo spolecnosti
Pfizer na jejich vyménu z budoucich plateb
financovani klinickeho hodnoceni.

Pravni odpovédnost za Skodu. CRO ani
spole¢nost Pfizer neodpovidaji za Zadné
Skody, vcetn¢ Skody na zdravi osob ¢i
poskozeni majetku, vzniklé v dusledku
pouzivani vybaveni CRO, materidli CRO
nebo majetku prodejce, kromé piipadu, kdy
(1) takové skody byly zplisobeny nedbalosti
nebo svévolnym poruSenim povinnosti ze
strany CRO, spolecnosti Pfizer nebo
prodejce, nebo kdy (2) Skoda na zdravi osob
predstavuje souvisejici Skodu na zdravi
subjektu klinického hodnoceni tak, jak je
popsana v piiloze B této smlouvy.

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:

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

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

Pfiloha D
MEZINARODNI PROTIUPLATKARSKE
A PROTIKORUPCNI ZASADY
SPOLECNOSTI PFIZER

Spolecnost Pfizer dlouhodobé prosazuje
firemni politiku zakazujici Gplatky a korupci
pifi obchodni ¢innosti v USA i v zahranici.
Spole¢nost Pfizer se zavazala vykonavat
svou obchodni ¢innost Cestnym, etickym a
zékonnym zplsobem v souladu se vSemi
platnymi zakony a piedpisy. Stejny zavazek
ocekavame od naSich poradcii, zmocnénct,
zastupci nebo dalSich spolecnosti ¢i
fyzickych osob jednajicich naSim jménem
(déle jen ,,obchodnich partnert*), jakoZ i od
osob jednajicich jménem téchto obchodnich
partneri (napf. subdodavateld) pfi praci
vykonavané pro spole¢nost Pfizer.

Uplaceni uiednich osob

Ve vétSing stath existuji zédkony zakazujici
(pfimé ¢i nepfimé) poskytovani, nabizeni
nebo slibovani jakychkoli financ¢nich Castek
nebo jinych hodnotnych véci ufednim
osobam s cilem ovlivnit ufedni tkony ¢i
rozhodnuti sméfujici k ziskdni ¢i udrzeni
urcité obchodni ptilezitosti.

Pojem ,,afedni osoba“ je vykladan v Sirokem
smyslu a zahrnuje:

(1) kazdou volenou nebo jmenovanou
ufedni osobu (napf. zdkonodarce
nebo pracovnika vladniho
ministerstva);

(i) kaZzdého zaméstnance nebo osobu
jednajici jménem nebo z povéfeni
ufedni osoby, vladniho ufadu nebo
podniku, ktery vykonava vladni
funkci nebo ktery vlastni ¢i fidi vlada
(napt. zdravotnika zaméstnané¢ho ve
statni nemocnici nebo vyzkumného
pracovnika zaméstnaného na statni
univerzite);
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university);

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

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

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

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

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

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

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

(ili)  kazdého  predstavitele  politické
strany, kandidata na vefejnou funkci,
ufednika, zaméstnance nebo osobu
jednajici jménem nebo z povéfeni
politické strany nebo kandiddta na
vefejnou funkeci,

(iv)  kazdého zaméstnance nebo o0sobu
jednajici jménem nebo z povéfeni
vefejné mezinarodni organizace;

v) kazdého ¢lena kralovské rodiny nebo
ptislusnika ozbrojenych sil; a

(vi) kazdou osobu jinak dle zakona
povazovanou za ufedni osobu.

Pojem ,vlada“ v tomto kontextu zahrnuje
vSechny stupné a slozky vlady (tj. organy na
mistni, krajské i celostatni udrovni, a to
spravni, zakonodarné i vykonné).

Vzhledem k Sirokému pojeti definice tiedni
osoby je pravdépodobné, Zze obchodni
partnefi budou v ramci své obvyklé ¢innosti
pro spolecnost Pfizer s ufednimi osobami
bézné jednat. Naptiklad 1ékafi zaméstnani ve
statnich  nemocnicich se podle zasad
spole¢nosti Pfizer povazuji za Gfedni osoby.

Zakon USA o korup¢nich praktikach v
zahrani¢i (dale jen ,FCPA®) zakazuje
poskytovani, slibovani nebo schvalovani
platby finan¢nich castek nebo poskytovani
¢ehokoli hodnotného ufedni osobé jiné¢ho
statu nez USA za ucelem neptipustného nebo
korupcniho  ovlivnéni  jednani  nebo
rozhodovani takovéto osoby s cilem pomoci
spolecnosti ziskat nebo si udrzet obchodni
ptilezitost nebo ziskat jinou nepatfi¢nou
vyhodu. FCPA rovnéz zakazuje
spoleCnostem ¢i osobam vyuzivat jinych
spolecnosti nebo fyzickych osob k provadéni
kterékoli z vySe uvedenych cCinnosti.
Spole¢nost Pfizer je jako spolecnost
registrovana v USA povinna dodrZovat
ustanoveni FCPA a mize byt volana
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Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Governments and Government Officials

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

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

. In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in
connection with work for Pfizer,
must understand and comply with
any local laws, regulations, or
operating  procedures  (including
requirements of Government entities

k odpovédnosti za jednani, jehoZ se kdekoli
na svét¢ dopusti kterykoli z jejich
obchodnich partnerd.

Protiaplatkaiské a protikorupéni zasady
upravujici vztahy s vladami a urednimi
osobami

Obchodni partnefi jsou povinni sdélovat a
dodrZzovat nésledujici zasady tykajici se
jejich vztaht s vladami a afednimi osobami:

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spolec¢nost Pfizer nesmi piimo
ani nepiimo vyplacet, slibovat nebo
schvalovat  vyplaceni  jakychkoli
korupc¢nich ¢astek nebo poskytovani
¢ehokoli hodnotného kterékoli ufedni
osobé¢ za ucelem piimét ji, aby
ucinila urcity kon nebo pfijala urcité
rozhodnuti pomadhajici spolecnosti
Pfizer ziskat nebo udrzet si obchodni
prilezitost. Obchodni partnetfi a osoby
jednajici jejich jménem v souvislosti
s praci pro spole¢nost Pfizer nesmi
nikdy vyplatit zadné ufedni osobé
finan¢ni Céastku nebo ji nabidnout
jakykoli pfedmét ¢i vyhodu (bez
ohledu na jejich hodnotu) za ucelem
nepiipustné motivace takové ufedni
osoby ke schvaleni, nahradg,
pfedepsani nebo nakupu jakéhokoli
vyrobku spoleCnosti  Pfizer, za
ucelem ovlivnéni vysledku
klinického hodnoceni nebo za
ucelem dosazeni jakékoli jiné
nepatficné obchodni  vyhody pro
spole¢nost Pfizer.

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spolecnost Pfizer musi znat a
dodrZzovat mistni zakony, ptedpisy

nebo provozni postupy (véetné
pozadavkli ze strany vladnich
subjekti, jako napf.  statnich

nemocnic nebo vyzkumnych tstavi),
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such as Government-owned hospitals
or research institutions) that impose
limits, restrictions, or disclosure
obligations on compensation,
financial support, donations, or gifts
that may be provided to Government
Officials. If a Business Associate is
uncertain as to the meaning or
applicability of any identified limits,
restrictions, or disclosure
requirements  with  respect to
interactions with Government
Officials, that Business Associate
should consult with his or her
primary  Pfizer contact before
engaging in such interactions.

. Business Associates, and those acting
on their behalf in connection with
work for Pfizer, are not permitted to
offer facilitation payments. A
“facilitation payment” is a nominal
payment to a Government Official
for the purpose of securing or
expediting the performance of a

routine, non-discretionary
governmental action. Examples of
facilitation payments include

payments to expedite the processing
of licenses, permits or visas for
which all paperwork is in order. In
the event that a Business Associate,
or someone acting on their behalf in
connection with work for Pfizer,
receives or becomes aware of a
request or demand for a facilitation
payment or bribe in connection with
work for Pfizer, the Business
Associate shall report such request or
demand promptly to his or her
primary Pfizer contact before taking
any further action.

Commercial Bribery

Bribery and corruption can also occur in
non-Government, business to business
relationships. Most countries have laws
which prohibit offering, promising, giving,

které stanovi limity, omezeni nebo
povinnosti informovat ve vztahu k
odménam, financni podpote, darim
nebo pozornostem, jez mohou byt
poskytovany uiednim osobam. Pokud
si obchodni partner neni jisty
vyznamem nebo rozsahem platnosti
kteréhokoli  stanoveného  limitu,
omezeni nebo povinnosti informovat
v souvislosti jednani s ufednimi
osobami, mél by se pfed zahdjenim
takového jednéni obratit na svou
hlavni kontaktni osobu ve spole¢nosti
Pfizer.

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spolecnost Pfizer nesmi nabizet
tzv. v8imne. ,VSimnym* se rozumi
nominalni neoficialni platby ufednim
osobam za zajisténi nebo urychleni
rutinniho kroku statni spravy, jehoz
provedeni nezavisi na vlastnim
uvazeni pfislusné osoby. Piikladem
vSimného jsou platby za urychlené
vyfizeni raznych licenci, povoleni
nebo viz, k nimz byly fddn¢ doloZeny
veskeré potiebné podklady. Pokud
obchodni  partner nebo  osoba
jednajici jeho jménem v souvislosti s
praci pro spolecnost Pfizer obdrzi
pozadavek nebo se dozvi o
pozZadavku na uhradu vSimného nebo
Uplatku v souvislosti s praci pro
spolecnost Pfizer, je obchodni partner
povinen tuto skute¢nost bezodkladné
nahlésit své hlavni kontaktni osobé
ve spolecnosti Pfizer predtim, nez
ucini jakékoli dalsi kroky.

Uplaceni v komercni sfére

K wuplaceni a korupci miize dochédzet i ve
vztazich mezi dvéma podniky, kde neni
pfitomen vladni prvek. Ve vétSin€ stath
existuji ~ zékony  zakazujici  nabizeni,
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requesting, receiving, accepting, or agreeing
to accept money or anything of value in
exchange for an improper business
advantage. Examples of prohibited conduct
could include, but are not limited to,
providing expensive gifts, lavish hospitality,
kickbacks, or investment opportunities in
order to improperly induce the purchase of
goods or services. Pfizer colleagues are not
permitted to offer, give, solicit or accept
bribes, and we expect our Business
Associates, and those acting on their behalf
in connection with work for Pfizer, to abide
by the same principles.

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

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

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

provide an unlawful  business
advantage for Pfizer.
. Business Associates, and those acting

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

. Pfizer colleagues are not permitted to
receive  gifts, services, perks,
entertainment, or other items of more

slibovani, poskytovani, poZadovani,
pfijimdni nebo souhlas s pfijimanim
jakychkoli finan¢nich c¢astek nebo jinych
hodnotnych véci vyménou za poskytnuti
nepatiicné obchodni vyhody. Mezi piiklady
zakédzaného  jednani  patfi  zejména
poskytovani luxusnich darti nebo pohosténi,
uplatkii nebo investicnich pfilezitosti za
ucelem nepatificné motivace k nakupu zbozi
nebo sluzeb. Spolupracovnici spole¢nosti
Pfizer nesmi nabizet, poskytovat, poZadovat
nebo piijimat uplatky a ocekdvame od svych
obchodnich partnerd, jakoz i od osob
jednajicich jejich jménem v souvislosti s
praci pro spolecnost Pfizer, ze se budou fidit
stejnymi zasadami.

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

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

. Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spolecnost Pfizer nesmi piimo
ani nepiimo vyplécet, slibovat nebo
schvalovat  vyplaceni  jakychkoli
korup¢nich ¢astek nebo poskytnuti
¢ehokoli hodnotného kterékoli osobé
za Ucelem ovlivnit ji, aby poskytla

spolecnosti Pfizer = nepatficnou
obchodni vyhodu.
. Obchodni partnefi a osoby jednajici

jejich jménem v souvislosti s praci
pro spolecnost Pfizer nesmi piimo
ani nepiimo pozadovat, souhlasit s
piijetim nebo pfijimat jakékoli
finanéni castky nebo jiné hodnotné
veéci jako nepfipustnou motivaci v
souvislosti s jejich obchodni ¢innosti
provadénou pro spolec¢nost Pfizer.

. Spolupracovnici spolecnosti Pfizer
nesmi od obchodnich partnerii a osob
jednajicich  jejich ~ jménem v
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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 1-212-733-302.

Pfizer Principles
Principy spole¢nosti Pfizer

souvislosti s praci pro spolecnost
Pfizer ptijimat zadné dary, sluzby,
pozornosti, pohosSténi nebo jiné
pfedméty s vyss$i nez symbolickou
nebo nominalni penézitou hodnotou.
Dary s nominalni hodnotou jsou
navic povoleny jen v ptipad¢, ze
nejsou poskytovany casto a jsou
poskytovany pouze pii vhodnych
ptilezitostech pro davani darki.

HlasSeni podezieni na poruSeni zdasad nebo
skutecného poruseni zdsad

Od obchodnich partnertt a osob jednajicich
jejich jménem v souvislosti s praci pro
spolecnost Pfizer se ofekéava, ze nahlasi své
piipadné obavy ve vztahu k moznému
poruseni téchto mezinarodnich
protitplatkéaiskych a protikorupcnich zéasad
nebo platnych zédkond. Tato hlaSeni mohou
byt adresovana hlavni kontaktni osobé
obchodniho partnera ve spolecnosti Pfizer
nebo, pokud to pfislusny obchodni partner
uptednostniuje, skupin€ spolecnosti Pfizer
pro dodrzovani piedpisti e-mailem na adresu
corporate.compliance@pfizer.com nebo
telefonicky na ¢islo 00-1-212-733-302.

Version: November 2013
Verze: listopad 2013
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Attachment E _ PrilohaE
APPROVAL OF STATE INSTITUTE FOR POVOLENI STATNIHO U§TAVU PRO
DRUG CONTROL KONTROLU LECIV
STATHI USTAV Erphdrava 48 Talefon: +420 272 185 111 E=mail: pastadsukl.cz
FRO EONTROLU LEEY 10041 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT ADRESA PRO DOAUEENT
inventiv Health Clinical WK Ltd Thames House 17-19 Marlow Road
Mirs Samanthia Casiella Mabdemhead Barkshire 5L TAA
Linited Kingdom
Sp.an. Wytizujeslinia Datum
sukls130704/2016 KrauiBoovd / 848 169, 3016

Wyprawena dnem pRedini k poitoeni plepravé wyanaienim na ebdloe provorovatelem pedtosnl shully, drermn adesldni datowd mordvy 2 datowd schednky
Statnife dstaw pro kantrelu My, v pfipadE oscbniho doredend drem pleddnd adresatosi,

ROZHODNUTI O POVOLENi PROVEDENI
KLINICKEHO HODNOCENI

Statni dstav pro kontrolu 168w, se sidlem v Praze 10, Srobdrova 48 (ddle jen ,Ustav”), jako spravni argan
pfisluiny k rozhodnuti podle § 13 odst. 2 pism. b} zdkona € 378/2007 5. o lécivech a rménach nékterych
souvisejicich zakond (zdkon o KBtivech), ve znéni pozdéjiich pfedpisd (déle jen ,zdékon o lé&ivech™), rozhodl

takto:

Fadasti spoleénosti Pfizer Inc., IC: -—-, se sidlem 235 East 42nd Street, New York, NY 10017, United States of
America, zastoupené inVentiv Health Clinical UK Ltd, I€: 1772610, se sidlem Thames House 17-19 Marlow
Road, Maidenhead  Berkshire SL6  7AA, United Kingdom o povoleni  klinického  hodnoceni
pripravku Avelumab, d&islo  protokolu: B9991009, EudraCT  number: 2015-003091-77,  identifikani
rnak: 130794/16-1 se vwwhovuje a Ustav povoluje provedeni klinického hodnoceni die schvdleng dokumentace
(The State Institute for Drug Control has approved the clinical trial and the clinical trial can be initiated. The
following list of documentation for the obove mentioned clinfcal tric! was opproved during the opproval
procedure]:

« Protokol fStudy Protocol - B9991009 Final Protocol, 16 September 2015
# Investigator's Brochure - Avelumab Version Number: 5 Date: 05 February 2016 ; PIL Doxil

e Informace pro pacientafinformovany souhlas - Patient Information Sheet/Informed Consent Form -
15 pro fazi 3- Datum verze 15:28 £erven 2016; Dodatek k IS — Datum 28.¢ervna 20016

= Farmaceuticka data /Pharmaceutical Data +Doplnék/Supplement

Zavarne sdélenif Mondatory notice:

Updated propasal labels of Avelumab and comparator products will be revised to states “concentrate for
solusion for infusion”. Correct proposal labels will be provided to SUKL as soon as available prior to initiating
the study.
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Oprdvnéni zahajit woto klinické hodnoceni lze vyudit po dobu 12 mésich od pravni moci tohoto rozhodnuti,

Odivaednéni

Statni  Gstav pro kontrole |éfiv obdriel dne29.4.2016 iadost o povoleni klinického hodnoceni
pripravku Avelumab, fislo protokolu: B9991009, EudraCT number; 2015-003091-77, spolecnosti Pfizer Inc.,
IC; —, se sidlem 235 East 42nd Street, New York, NY 10017, United States of America, zastoupené inVentiv
Health Clinical UK Ltd, IC; 1772610, se sidlem Thames House 17-19 Marlow Road, Maldenhead Berkshire 5L6
TAA, United Kingdom (didle jen  Gfastnlk flzeni®). Poddnim Iidosti bylo zahdjenc sprivai Fizeni vedené
Ustavem pod sp. zn. sukls130794/2016.

Ustav pedanou Fdost posoudil dle § 55 odst. 2 zakona o lecivech z hlediska jeji dplnosti. Zkonstatoval, e
fadost je dpind a tuto skutednost sdélil dne 5.5.2016 Géastniku Fizeni.

Ustav v souladu 5 § 55 odst. 4 zdkona o lé€vech posoudil a shledal divody pro jejl zamitnuti [E pripominky
k farmaceutické &dsti dokumentace, Ij k preklinice, E k Protokolu, E k Informacim pro  pacienta/
Informovanému souhlasu), které sdéll Gtastnikovi fizeni doplsem ze dne 26.5.2016 a wival ho, aby I&adost
upravil tak, aby divady pro zamitnut! 3adosti byly adstranény, a urdil mu k tomo lhitu v délee 30 dni. Dne
26.7.2016 Ustav obdriel Edsteéné dopinéni Zdosti.

Utastnik fizeni dne  10.8.2016 podal opakované ¥dost o pferuSeni sprévniho fizeni. Vzhledem k tomu, e
byly spinény podminky dané spravnim fadem, Ustav spravni Fizeni v souladu 5§ 64 odst, 2 sprivnibo Fadu
prerudil, ato do  10.9.2016. Divodem pferufeni Fizeni bylo potfeba vice fasu na doplnéni pofadované
dokumentace.

Dne  12.9.2016 Ustav obdriel doplnénl #idosti pofadovanym zplsobem. Vzhledem k temto skutefnostem
Ustav razhodl, jak je uvedens ve viroku rozhodnuti.

Klinické hodnoceni bylo povoleno ai po Opravé dokumentd predloienych spolu se Hidosti o povoleni
klinického hodnoceni. Ustav upozorfiuje, 3e tyto dokumenty po dpravé jsou platné v pribéhu celého
klinického hodnoceni vCeské republice, musi byt zohlednény ve wviech daldich predklddanych
dokumentech, tzn. zmény lze predkladat pouze k textim, které byly schvaleny timto rozhodnutim.
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PFi veikere daléi korespondenci s Ustavem tykajicl se povolenéhe klinického hodnoceni pripraviku Avelumab,
tislo protokolu: B9991003, EudraCT number: 2015-003091-77, prosim, vidy uvadéjte pridéleny identifikaéni
znak klinického hodnoceni: 130794/16-1.

Poufeni o odvolani

Proti tomuto rozhodnuti je moZne podat podle ustanoveni § 81 a ndsl. zdkona € 500/2004 Sb., spravniho fadu,
ve znéni pozdéjiich pfedpisd, u Stitniho dstavu pro kontrolu lé€iv advoldn, a to ve Ihité 15 dnd ode dne jeho
doruéeni. O odvolin rozheduje Ministerstvo zdravotnictyl ER, 5

/j’ﬁ&,&.___.r"

MuDr. Alice N&moova
feditelka Odboru klinického hodnoceni I
a neregistrovanych [EEvych pripravikd

v 7. MUDr, Tomas Boran

Zastupce feditelky Odboru klinického hodnoceni [&¢iv
a neregistrovanych l&€ivwch piipravkd

F-FLH-D01-36¢ strana 3 (celkem 3)
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Attachment F Ptiloha F
APPROVAL OF ETHICS COMMITTEE SOUHLAS ETICKE I’(OMISE PRp
FOR MULTI-CENTRIC CLINICAL MULTICENTRICKA KLINICKA
TRIALS HODNOCENI
(’” FAKULTNI NEMOCNICE OSTRAVA
Eticka komise FN Ostrava
17. listopadu 1790, 708 52 Ostrava-Poruba
Ceska republika
FAKU I.TN I m l.z;;;c‘méty Mﬁﬂ%ﬁl
N E]%TOR%"EUIEE 17, listopady !EJ"Q'O. ?;8 msrfrnva-FMM.hg::cﬂ Repubhic

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Opinion of the Ethics Committea on Clinical Trial

Kiinické hodnoceni lé&iveho pripravku / Clinical Triaf on Human Medicinal Products

Klinické hodnocenl zdravotnického prostfedku / Clinical Trial on Medical Devices

&
O
O

Jdiny vyzkumny projekt / Other Research Project

)

Multicentrické KH, je pozadovano stanovisko EK pro mistnl centrum (centra) / Mulli-centric clinical trial,

opinion issued by local Ethics Committee(s) Is required

KH provadéné v jednom centru, pozadovano stanovisko EK pro mistnl centrum (centra) / Clinical irial

conducted in a single site, opinion of a local EC is required

& Multicentricke KH, Je pozadovéno stanovisko multicentrické EK / Multi-centric clinical trial, opinion issued by
the Mullicentre Ethics Committes(s) is requirad

a

| Cislo jednaci / Reference number 418/2016
Identifika&ni &islo KH / Eudra CT number. 2015-003091-77
Zadavatel / Sponsor, Pfizer Inc., 235 East 42nd Street, New York, NY 1001 7 USA
inVentiv Health Czech Republic s.r.o.
Meteor Center Office Park
Zadatel / Applicant: Sokolovska 100/94
186 00 Praha 8

Ceskarepublika/Czech Republic

Randomizovana, multicentricka, oteviena studie faze 3
Avelumabu (MSB0010718c) samotného nebo v kambinag| &
pegylovanym lipozomainim doxorubicinem proti samotnému
pegylovanému lipozomainimu doxorubicinu u pacientek s
rakovinou vajeén(kl rezistentniirefrakterni vadi plating,

Nézev KH / Full Title of Clinical Triak
A phase 3, muiticenter, randomized, open label study of
avelumab (MSBO010718c) alone Or in combination with
pegylated liposomal doxorubicin versus pegylated liposomal
doxorubicin alone in  patients with platinum
resistant/refractory ovarian cancer.

Cislo protokolu / Protocol Code Number B9951008
Catum dorugeni 2adosti / Date of submission of the
Applicalion Form: 13.05.2016, 22.08.2016

Datum a ¢as jednani EK / Dale and fime of Ethics
Committee s session:

U multicentrického KH adresa multicentrické EK, ke
které bylo KH prediczenc / For multi-cantric clinical Eticka komise Fakultnl nemocnice Ostrava

01.09.2018, 13:30 hod.

irials give address of the Multi-Centric Ethics 17. listopadu 1790
Committee to which the application was 708 52 Ostrava-Poruba
submitted:

Unrada nékiadti spojenych s posouzenim zadosti a vyddnim stanoviska / Reimbursement of cosls related to
assessment and issue of the EC opinion:

B Ano/ ves [ Ne, zdivodnéni / Vo, reasons: Nova studie
Katalog tiskapisG FNO - siotka Ostatnl, Kéd MTZ: 360648
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCEN|

Opinion of the Ethics Commitioe on Clinfcal Trial

Vyiddfen! EK / Ethics Committe ‘s opinion:
EKvydava/ECissues [X) Souhlasné stanovisko / Favourable opinion
[J Nesouhlasné stanovisko / Unfavourable opinion

ZdlOvodnénl stanoviska EK / Reasons for EC opinion;

Lhtita pro podani pisaming zprvy o pribahi ki ad Ieho zahajeni 1 Time soheduia for submssion o g Written
Annual Report from the CT commencement
B 1xrodn& /Once a yaar O Jiné Ihita / Other

Viyjadfen! k zatazen( subjektt hodnocen, kdy nelze ziskat jsjich souhlas K zafazeni do KH (nap?. akutn| stavy,
bezvédom) / Position on inclusion of CT subjects whose canssnt with inciusion in GT cannal be obtained (e.g.
acute condition, unconscicusness):

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

Misto hodnoceni/ Jméno zkousejiciho Mistnl EK | Adresa mistni EK —|
Vieobecnd fakuitni nemacnice v Praze ] Eticka komise Videobecné fakuln] |
Gynekologicko-poradnickaklinika nemocnice v

Onkegynekologické centrum Na Bojigti 1, 128 08 Praha 2

Apolindfsks 18 Ceskérepublika / Czech Republic

128 51 Praha 2
Ceska republika/ Czech Republic

Prof, MUDr. David Cibula, CSe,

Fakultni nemocnice Ostrava x Eticka komise
Gynekologicko-porodnicka klinika Fakultni nemocnice Ostrava
Onkogynekologicke oddalent 17 listopadu 1790

7. listopadu 1790 708 52 Ostrava-Poruba

708 52 Ostrava-Poruba Ceska republika/ Czech Rapublic

Ceska republikal Czech Republic
MUDr. Jaroslav Klat, Ph.D.

Fakulni nemocnice Olomouc 1] Eticka komise

Onkologicka klinika Fakultni nemoenice Clomoue 2
I P. Paviova 185/8 Lékarské fakulty UP v Olomouci
779 00 Olomeoue I. P. Paviova 6

Ceska republika/ C2ech Repubiic 775 20 Olomouc

Ceska republika/ Czech Republic
prof, MUDr. Bohuslav Melichar, Ph.D.

Nemocnice na Bulovce o Eticka komise

Ustav radiatn/ onkologie Nemocnice na Bulovee

Budinova 67/2 Budinova 67/2

180 B1 Praha & 180 81 Praha &

Ceska republika/ Czech Republic Ceska repubiika/ Czech Republic
MUDr.Petra Holegkova, Ph.D. MBA

Fakuitni nemocnice v Motole L] Eticka komise

Onkologicka klinika Fakultni nemacnice v Motola

V Ovalu 84 V Uvalu 84

150 06 Praha & 150 06 Praha 5

Ceska republika/Czech Republic Ceské republikal Czech Republic

MUDr.Jana Prausova ’
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI
Cptrion of the Ethics Conimition ) Tiial

e i al

Krajska zdravotni a.s. | Eticka komise
Masarykova nemocnice v Ust! nad Labem, 0.z Krajskd zdravotnl as.
Onkologické oddéleni Masarykova nemocnice v Ustl nad
V Podhaji 21 Labem
401 13 Usti nad Labem Sacialni péce 3316/12A
Ceskare publika/ Czech Republic 401 13 Usti nad Labem

(eska republikal Czech Republic
MUDr.Martina Chodacka

Seznam hodnocenych dokumentl / Lisi of alf submiited documenis:

Vzato na
Schvaleno védoml

Approved Taken inio
Nazev dokumentu, verze, datum account

Dacomant Wtle, vension, date ANO | NE | ANO | NE
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Pravodni dopis/ Cover Lstter
11 kvéten 2016/ 11 May 2016 Od O [ O
4.srpen 2016 /4 Aug 2016

Dotaznik EKf EC questionnaire
11.kvéten 2016/ 11 May 2016

Annex 1 - Evropsky formuléf 24dosti o povoleni klinického hodnoceni
Annex 1 -European request form for authorisation of clinical trial
11.kvéten 2016/ 11 May 2016

Protokol klinického hodnocenl 89991009/ Clinical Protocol 83991009
Finaini protokol, 16.z&f 2015/ Final Protocol, 16 Sep 2015

X

Administrativni vysvétieni k protokolu studie B9991009 (Javelin Ovarian 200)
Protocol Administrative Clarification for study 89991009 (Javelin Ovarian 200)
19.t1ina 2015/ 19 Oct 2015

O
Ooj|o|o|a

X

Administrativni vysvétieni k protokolu studie B9891009 (Javelin Ovarian 200}
Protocol Administrative Clarification for study B9991009 (Javelin Ovarian 200) (<
28.flina 2015/ 28 Oct 2015

OO0 B X
I I

O
O

Administrativni vysvétleni k protokolu studie B9981009 (Javelin Ovarian 200}
Protocol Administrative Clarification for study B9991009 (Javelin Ovarian 200) &
12 listopadu 2016/ 12 Nov 2015

O
O

Administrativni vysvétieni k protokolu studie 9991009 (Javelin Ovarian 200)
Protocol Administrative Clarification for study B9991008 (Javelin Ovarian 200) A}
20.ledna 2016/ 20 Jan 2016

O

Administrativni vysvétleni k protokolu studie B9991009 (Javelin Ovarian zuﬁi
Protocol Administrative Clarification for study B9991008 (Javelin Ovarian 200) X
23.bfezna 2016/ 23 Mar 2016

Administrativni vysvétleni k protokolu studie B9991009 (Javelin Ovarian 200)
Protocol Administrative Clarification for study B9991009 (Javelin Ovarian 200) (]
30.bfezna 2016/ 30 Mar 2016

o]0
o|yojog] o
a

Souhrn Protokolu B9991009/ Protocol Synopsis 89931009
Verze 1.0_18. listopadu 2015_ =
Podle koneéného protokolu, 16.zafl 2015_gesky/ Synopsis _ Version 1.0_18 Nov
2015 based on Final Prolocol, 16 Sep 2015 Czech

O
O
O

Soubor informaci pro zkougeficihof invesligator's Brochure O O X |
Verze 5.0, 5.0nor 2016/ Version 5.0, 5 Fab 2016

Informovany souhlas pro fazi Il / Souhlas s (&asti ve vyzkumné studii
Phase Il Informed Consent / Consent to take part In a research study <
28. ¢erven 2016 / 28 Jun 2016

Informovany souhlas/ Volitelné pouZiti biologickych vzorkl uchovavanych v
bance = O 0 0
Informed consent form Optional banked biospecimen use
9.0nor 2016/ 9 Feb 2016

Informovany souhlas/ Dobrovolna biopsie nddoru na konci lééby Riololao

Informed consent form / Optional tumor biopsy at end of treatment
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Schvalena
Approved

Vzato na
vedomi
Taken inin
account

ANO
Yes

NE
No

ANO | NE
Yos No

28. cerven 2016/ 28 Jun 2018

"Dodatek K souhlasu s Ucasti ve vyzkumné studii
Addendum Consent to lake part in a research study
28. &erven 2016 /28 Jun 2016

&

O

oo

AlG EUROPE Limited, organizaéni slozka pro Ceskou republiku
AIG EURQPE Limited, branch for the Czech Republic

¥ Potvrzeni o pojidténi

Certificate of Insurance
1.leden 2018 — 31 prosinec2016/ 1 Jan 2016-31 Dac 2016

¥ Pojistndsmlouva £. 5200245116 véetné vieobecnych pojistnych
podminek

Insurance Policy No. 52002451156including terms and conditions
3. biezen 2016/ 3 Mar 20716

» Pojistné podminky adpovédnosti za ujmu a odpovédnosti za Gjmu
zpiisobenou vadou vyrobku
Insurance terms of liability for injury and liability for injury coused by
defective product
AIG-CAS 01-01/2014

Smilouva o klinické studii (névrh)
Clinical Study Agreement (draff)
Verze 0.1/ Version 0.1

PfedbZny rozpoket! Preliminary compensation

Karta pacienta pro nouzové situace/ Patient Emergency card
Verze 1.0, 16.z4fi 2015/ Viersion 1.0, 16 Sep 2015

Questionnaire EORTC QLQ-0OV28/ Dotaznik EORTC QLQ-OV28
1997

EQ-5D-5L Health Questionnaire/ EQ-50-5L Zdravotni dotaznik
2009

Questionnaire EORTC QLQ-C30/ Dolaznfk EORTC QLQ-C30
19895

Protokol B9991009 Dopls praktickému lékafi
Protocol BI891009 GP notification letter
Verze 1.0, 25.listopad 2015/ Version 1.0, 25 Nov 2015

K I®XIXA|X|H®(O O

Seznam center a etickych komisil lnvestigators and Ethics Committee List
18.duben 2016/ 18 Apr 2016

]

o|la|o|jojojolo] O
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'Dokumenty a Zivotopisy zkousejicich lékaru a Elend studijniho tymu
Docuemtns and CVs of Investigators and study team members:

a) Schvaleni pfednosty klinky s klinickym hodnocenim
B9991009Dr.Klat
Approvalof Head ofClinicwith Clinical Trial B9991009Dr.Kiat
b) Zivotopisy Eleni studijniho tymu:
CV ofstudyteammembers:

¥ MUDr. laroslav KIatPh.D., MUDr Petar Graf, MUDr.SylvaBajsova,
MUDr.Ale§Mladénka, Hana Stalmachova, Zuzana Matoskova
» Prof. MUDr, David Cibula, PhD.
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI

Oinion af tha Elhies Commities on Clinical Trial

Vzatona |
Schvaleno vadomi
Nazev dokumenty, verze, datum Approvad L eiettil
accouwnt

Dacument title, version, date
ANO | NE | ANO | NE

Yes No Yes No

> Prof. MUDr. Bohuslay Melichar, PhD.
» MUDr.Jana Prausovi

» MUDr.Martina Chodacks

> MUDr.Petra Holetkovd, PhD,,MBA

Fakturaéni adaje/ invocing Dala
11.kvétna 2016/ 11 May 2016 O O X 0

Seznam &len etické komise / List of the Ethics Committee Membaers:

Zaméstnanec
guz ; zfizovatale EK - Ffitoren Hiasoval
3 A d
Fw}h:;léno a prijrpenl M:.::E'a ’ Odbornost Funkce v EX e voro
arme and sumaine Eormal Speciality Ana | Ne Rale inEc | An
e vas Mo o Ne | Ano | Ne
Ye | No | Yes| Mo
5
doc. MUDr. Ludék RoZnovsky, CSc d l&kat i
, CSe, physician pledseda /
E D Chairrnan E’ D E D
JUDr. Syiva Macurova v eraikseme | R O e | R 2|0
— | Chairman
c. Jifi Hyndica & lalk / tayman & | O tajemnik / R O|KX|0O
secretary =
doc. MUDr, Lecpoid Plava, GSe. 4 lékat / physician = O | een/member | | Ol =
MUDr. Karol Zelenik, Ph.D. kat /physician | B | [J | @en/member || L] | 0O
Bc. Marta Vajdovd o | vBeobecna sestra / = — |
gencral nurse D Clen / member E U E El
Ph.Mr. Marta Koll4rova |8kamfk/
- @ gty x [J | Gentmemver |K| O |
r. Tom_u Posolda d Iékal / physician | [X] O | gen/member || L] | B ]
MUDr. Maria Kun&ikové g lékaf [ physician | [X] O | tenrmember || 0T | = O
MUDT. Patrice Papelkov 2 | lkat/ohysian | B | [ | elen/member | X O O
MUDr. Olga Zapletalova 2 Iekat / physician ] O | clen/member | X O®E| 0O
MUDr. Ivana Kacifova, Ph.D. Q 16kaf/ physician | [ 0] | den/member | (7| B9 O
MUDr. Bohumir Blazek F B
Moo ¢ c |8kar { physician L [&en/memper | B | O | B O
r. Jan Segeta 8 lékaf / physician | ) O |een/member[®| [0 | O | 9
Zuzana Hruba i
o laik / layman & O | sen/memver || ] B2 O
Bc. Martina Robenkova viecbecna sestra /
o Sihicaltires & O | &en/member OIE|O
i i . . nezévisly Clen /
eo Zids d laik / layman O X indepa?:deni X O | ®|O
member
' nezavisly &l
Mgr. Viadimir Jank g laik / layrman O = inuepre?\?i KIiO | 8|O
mambai
PhDr. Blanka Svobodnikova 2 laik / layman O = n%z:?;;ﬂg?n? f Bl Olxr O
ma_m_tmr
LMUDL Marta Legkova @ lékaF / physician O B nfféwwﬁ?? ! OR | OlX
%

(pozn: Zaméstnanec zfizovalele EK Employea of £C appointing authonty)
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI
Opinion of the Ethics Commitiee on Clinical Trial

Eticka komise prohlasuje, Ze byla ustavena a pracuje podie jednacihe fadu v souladu se spravnou klinickou praxi
(GCP) a platnymi pravnimi predpisy / The Ethies Committee hereby declares that it was established and operates
in accordance with ils Rules of Procedure in compliance with Good Clinfcal Practice and valid legal regulations:

B Ano/ ves O Nefwo Koementai ! Comments:

F
U —— dog, MUDr, Ludk Relnaveky, 5,
Datum / Date: 01.09.2018 FAKLLTN! NFIAOCNICE OSTRAVA Pledseda Erickd komise I

S —— e
Podpis pfedsedy EK neho zdstupos ;
_ Sfgnature of Chairmsn or Vice-Chairman of the EC

17, listenada 1740,

Pougeni o povinnostech zkousejiciho/zadavatele:
Responsibility of Sponsorinvestigator:

Zkousejic! a zadavatel berou na védomi, 2e klinické hodnocenl nemiize byt zahéjeno dfive, ne? bude vydano
souhlasné stanovisko etické komise (v pfipadé multicentrickych klinickych hodnocent, stanovisko etické komise pro
mullicentricka klinicka hodnocenl, a pokud je v misté hodnocen! ustavena eticka kornise, pak i souhlas této eticks
komise) a povolenifohlageni SUKL / The investigator and spansor accept that the clinical trial cannot commence
prior to obtaining a favourable opinion of the ethics committee (in the rase of a multi-centric clinical trial an opinion
of a multl-centric ethics committee and, where applicable a faveurable opinfon of & local ethics commiltee) and
appravalinotification of SUKL.

1. ZkouSejici/izadavatel umozn inspektorovi etické komise kontrolu nad prib&hem a provadénim klinického
hodnocen| v souladu s platnou legislativou a smémici Komise. / The investigator/sponsor shall enable the
athics committee inspeclor to perform supervision over the course and conduct of clinical trial in
compliance with valid regulations and the European Commission directive,

2. Zadavatel/zkousejlci poskytne etické komisi higdeni 6 vyekytu zavainych neoSekavanych nezadoucich
Uginkt hodnocenych Iécivich pripravki nebo 2dravotnickych prostiedkd, ke kterym doslo v prib&hu
daného klinického hodnoceni, v souladu s platnou legislativou a pokyny SUKL. / The sponsorfinvestigator
shall report to the ethics commiltee the incidence of serious unexpected adverse reactions that have
occurred during the given clinical trisl on medicinal products or medical devices, pursuant to valid
regulations and SUKL guidelines,

3. Zadavatel poskytne etické komisi (ide-li o multicentricke klinické hodnoceni, pak je informace poskytnuta
stické komisi pro multicentricka kiinick4 hodneeenl) kazdych 12 mésich v pribéhu provadani klinického
hodnoceni .Zpravu o prib&hu kiinického hodnocan( a ,Rolnl zpravu o bezpe&nosti letiveho pripravku”
v souladu s platnou legislativou a poZadavky uvedenymi v pokynech SUKL a Komise. Jsou-li subjekty
kiinického hodnoceni tzv. zraniteing subjekty (napf. nezletill nebo zletili zbaveni pravni zpusobilesti) nebo
subjekty, u nichZ nelze ziskat informovany souhlas vzhledem k aktuginimu zdravetn/mu stavu, pledklada
zadavatel etické komisi ,Zpravu o pribéhu klinického hodnoceni* kazdych 8 mésicll, nenl-l v rozhodnut!
eficke komise stanoveno jinak. / Every 12 months during conduct of the clinical trial the sponsar shall
submit to the athics committee fwhere a multl-centric clinical trial is concerned, to the multi-cantric afhics
committee) a “Annual Report* and “Annual safely report of the medicinal product” in accordance with valid
ragulations and requirements laid down by the SUKL and Commission guidelines. Where so called
vuinerable subjacts (e.g. minors or incapacitated aduils) or subjects unable to give infarmed consent due to
their current health condition are concemad, the sponsor shall submit to the ethics committee the “Annual
Report” every six manths, unless otherwise specified in the ethics committee decision.

4. Zadavatelizkcusejici neprodiens poskytne etické komist {jde-li © multicentrické klinické hodnocenl, pak je
informace poskytnuta elické komisi pro multicentrick4 kiinicka hodnocent) informaci
* o novych skuteénostech, kieré se vyskytly v souvislosti s provad&nim Klinického hodnocen( a které
mohou ovlivnit bezpe&naost subjektd hodnecenl;
* 0 jakychkoli zméndch vyznamna oviivhujicich vedeni kiinického hodnocen! afnebo zvyBujicich
riziko subjektl hodnoceni
* 0 novych poznateich o IéGivu & zdravotnickém prostfedku; o prerugen! klinického hednocen;
o zastaven/ vyvoje léGiva nebo zdravotnického prostfedku: o pfijatych opatfenich a to v soulady se
platnou legislativou a smémici Komise.
The sponsorinvestigator shail forthwith submit to the ethics commitiea {where muiti-centrie clinical triaf is
concemed, to the muiti-centric ethics committes) the following information
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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCEN|

Owinicit of ths Ethics Commiltae on Chnical Triad

5.

* new lacls thal coourred in refation to the conduct of clinical trial and that may influence the safaty
of Inal subjocts;

"t any changes with significant impac! on the conduet of clinical irigl andsor resulling in an increasey
risk for irial subpects:

*new information on the medicinal preduct or madical device, suspension of ciinical {rial, termination
of development of the medicinal product or medical device and on adopted measures, n
accardance with the valid regulations and Comnussion directive.

Zadavatel informuje etickou komisi Pro multicentricka klinickd hodnocen! o zahgjen| klinického hodnoceni
(nejpozdéji do 60 dni od zahdjeni), zkcuejlol Informuje o zahajeni klinického hodnoceni etickou komisi,
kterd v danem mists bude vykonédvat dohled.

The sponsor shall inform the mulli-cenine ethics committee of the clinical trial commencement (wilhin G0
days from the siart date), the nvestigator shall mform of the Irial commencement the athics cormmittee that
will stpervise the given trial site

Zadavate| oznaml pHislusnym etickym komisim do 80 dna, 2e bylo klinické hodnogeni ukonéeno. Pokud
doglo k ukonden! klinického hodnoceni pfedtasng, zadavatel a zkougafici do 15 dni informujl prisiugnou
etickou komisi o pfedtasnem ukondenl klinického hodnocen| a poskytnou etické komisi podrobng plsemné
vysvétieni.

Tﬁ' sponsar shall notify the refevant ethics cormmniteas of the clinical irigl termination within 80 days. In the
case of prefunmary termmation of alinical trial the sponsor and inveshigator shail nolify within 15 days the
relevant ethics commiltoe on the tria! s preliminary terminaiion and provide detailed explanation in writing,

Rozdélovnik / Distribution fist

1. Zadatel/ Applicant

2. Zkousejici / Investigator

3. Stétnl ustav pro kontrolu legiv / State Institute for [rug Cantral
4. Lokaln eticka komise / Local Ethics Commutree
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Attachment G Pfilohg G )
APPROVAL OF LOCAL ETHICS SOUHLAS LOKALNI ETICKE KOMISE
COMMITTEE

FAKULTNI NEMOCNICE

oLoMouc
Etickd komise Fakultni nemocnice Olomouc a LékaFské fakulty UP v Olomouci
I. P. Pavlova 6, 775 20 Olomouc
predseda: doc. MUDr Viadko Hordicka, CSc., tel: 588 443 381, e-mail: vladko. hovcicka@fnol cz
tajemmice tel., fax S88442477, e-mail: veta sudolskaidinol cz

STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENT
Opinion of the Ethics Committee on Clinical Trial

[ ] Multicentrické KII, je pozadovéano stanovisko multicentrické EK pro vechna centra/Muiti-centric
clinical irial, opinion issued by Ethics Committee for Multi-Centric Clinical Trials is required
Multicentrické KH, je pozadovano stanovisko EK pro mistni centrum (centra)/ Multi-centric
clinical trial, opinion issued by local Ethics Committee(s) is required

[] KH provadéné v jednom centru, pozadovano stanovisko EK pro mistni centrum (centra)/ Clinical
trial conducted in a single site, opinion of a local EC is required

Cislo jednaci/Reference number: 68/16

Nazev KH/Full Title aof Clinical Trial: Randomizovand, multicentrickd, oteviena studie faze 3
avelumabu (MSB0010718C) samotného nebo v kombinaci s pegylovanym lipozomdinim
doxorubicinem proti samotnému pegylovanému lipozomélnimu doxorubicinu u pacientek s rakovinou
vajecnikil rezistentni/refrakterni va&i plating / A phase 3, multicenter, randomized, apen label study of
Avelumab (MSBO010718C) alone or in combination with pegvlated liposomal doxorubicin versus
pegylated liposomal doxorubicin alone in patients with platinum resistant/vefractory ovarian cancey

Cislo protokolu/ Protocol Code Number: B9991009
EudraCT number/ EudraCT number: 2015-003091-77

Zadavatel/Sponzor; Plizer Inc., 235 East 42nd Street, New York, NY 10017, USA
Zadatel/Applicant: inVentiv Health Czech Republic s.r.o., Meteor Center Office Park,
Sokolovska 100/94, 186 00 Praha 8, Hollerova Lucie (lucie.hollerova@inventivhealth.com)

Datum doruéeni Zadosti/Date of submission of the Application Form: 13.5.2016
Datum jednani EK /Date of Ethics Commitiee s session: 13.6.2016

U multicentrického KH adresa multicentrické EK, ke které bylo KH predloZeno/ For multi-
centric clinical (rials give address of the Multi-Centric Ethics Commiltee to which the application was
submitted: MEK FN Ostrava

Vyjadieni EK/ Ethics Committe’s opinion:
EK vydala souhlasné stanovisko / EC issued favourable opinion
EK vzala na védomi / Taken into account

Lhata pro podani pisemné zpriavy o pribéhu KH od jeho zahdjeni/ Time schedule for submission
of the written Annual Report from the CT commencement:
B 1x roéné&/Once a year (] Jina Ihitta/ Other .cocvvvven.....

Seznam mist hodnoceni s oznafenim mist, ke kterym se EK vyjadfila jako mistni EK a kde
vykondva dohled/List of clinical trial sites in the Czech Republic where EC has given its opinion and
will perform supervision:

Misto hodnoceni/ Jméno zkousejiciho Mistni EK Adresa mistni EK
Trial Site / Name of Investigator Local EC Address

Prof. MUDr. Bohuslav Melichar, Ph.D., Onkologicka klinika FN Olomouc, 1. P, = EK FNOL
Pavlova 6, 775 20 Olomous

1/3
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FAKULTNI NEMOCNICE

OLOMOUC

Etickd komise Fakultni nemocnice Olomouc a Lékafské fakulty UP v Olomouci
I. P. Paviova 6, 775 20 Olomouc

predseda: doe MUDr Viadko Hordidka, CSe., tel: 588 443 381, e-mail: vladko. horeickal@ynel.cz
tajemiice rel, fax 588442477, e-mail; iveta.sudolskal@fnol ez

Seznam hodnocenych dokumenti/List of all submitted documents:

Schvéleno Vzato na
Nizev dokumentu, verze, datum IApproved vidomi/ Taken
Doctument title, version, date into account

ANO NE ANO NE

¥es Yes No

Privodni dopis, 1 Lkv&tna 2016 ( Cover Letter, 11 May 2016

=

Dotaznik EK, 11.kvétna 2016 [ EC guestionnaire, 11 May 2016

El

Annex | - Evropsky formulér 24dosti o povoleni klinického hodnoceni, 11.kvétna 2016 [ Annex | -
European request form for authorisation of clinical ivial, Il May 2016

Protokal klinického hodnoceni B9991009, Findlni protokol, 162488 2015 / Clinfeal Frotocol
B999IONG, Final Protocol, 16 Sep 2013

& O

Administrativai vysvitieni k protokolu studie B9991009 (Javelin Ovarian 200), 19.tijna 2015 /
Pratocol Administrative Clarification for study B9991009 (Javelin Ovarian 200y, 19 Oct 2016

=l

Protocol Administrative Clarification for study B9991009 (Javelin Gvarian 200), 28 Oct 2016

=

Administrativai vysvétleni k protokolu studie B9991009 (Javelin Ovarian 200), 12.listopadu 2015/
Protocol Administrative Clarification for study B2991009 (Javelin Ovarian 200), 12 Nov 2015

Administrativaf vysvétleni k protokolu studie B9991009 (Javelin Ovarian 200), 20.ledna 2016 /
Frotocol Administrative Clarification for sindy B9991009 (Javelin Cvarian 200), 20 Jan 2016

Administrativni vysvétleni k protokolu studic B9991009 (Javelin Ovarian 200}, 23 bfezna 2016 /
Protocol Administrative Clavification for study B9991009 (Javelin Ovarian 200), 23 Mar 2016

Administrativni vysvétleni k protokolu studie B9991009 (Javelin Ovarian 200}, 30.bfezna 2016 /
Protocol Administrative Clarification for study B999]009 (Javelin Chvarian 200), 30 Mar 2016

]
=]
O
@
a
Administrativni vysvétleni k protokolu studie BY9991009 (Javelin Ovarian 200), 28 fijna 2015 / [
O
]
]
L

O =

Souhrn Protokolu BY991009, Verze 1.0_18. listopadu 2015_Podle kanetného protokolu, 16,248
2015_tesky / Protocol Synopsis R9921009, Synopsis _Version [0 18 Nav 2015 _based on Final
Pratocol, 16 Sep 2005 Czech

OO0O0OoO0O0goOo Ooo0gOgoo0OoOoogO oz
g =
OOoO0oogo OO000o000000os

Soubor informaci pro zkousejiciho, Verze 5.0, 5.0nor 2016 / Investigator s Brochure, Version 5.0.5 | [ ]
Feb 2016
Informovany souhlas pro fazi 111, Souhlas s Gast ve vizkumné studii, 4.anor 2016 / Phase fif & [l
Informed Consent, Cansent to take part in d research study, 4 Feb 2016
Informovany souhlas Volitelné pouiti biologickych vzorki uchovavanych v bance, 9.4nor 2016 / O
Informed consent form Optienal banked biospecimen use, 9 Feb 2016
Informovany souhlas Dobrovolna biopsie nddoru na konci 1&Eby, 8.4nor 2016 / Informed consent W]
form Optional tumor biopsy af end of treatment, 8 Feb 2016
Dodatek K souhlasu s tasti ve vyzkumné studii, 9.unor 2016 / Addendum Consent to take part ina | B O
research study, 9 Feb 2016
AIG EUROPE Limited, organizaénf slozka pro Ceskou republiku, 1.leden 2016 — 31.prosinec 2016 |
! AIG EUROPE Limited, branch for the Czech Republic, | Jan 2016 - 31 Dec 2016
¥ Potvrzeni o pojisténi / Certificate of Insurance
¥ Pojistnd smlouva & 52002451 16 vietné vieabeenych pojistngeh podminek, [ fnsurance
Policy No. 52002451 156including terms and conditions, 3 Mar 2016
¥ Pojistné podminky odpovédnosti za djmu & odpovédnosti za Gjmu zpisobenou vadou
virobku | Msurance terms of liability for fnjury and lability for injury caused by defective
product, AIG-CAS 01-01/.2014
Smlouva o klinické studii (navrh), Verze 0.1 / Clinical Study Agreement (draft), Version (0.1 [m] || | |
Predh&iny rozpoéet | Preliminary compensation [ [ O
Karta pacienta pro nouzové situace, Verze 1.0, 16.246 2015 / Patient Emergency card, Version 1.0, | U O & (W]
16 Sep 2016
Questionnaire EORTC QLQ-OV28, 1997 / Dotaznik EORTC QLO-OV28, 1997 ] O (= ]
EQ-5D-5L Health Questionnaire, 2009 / FO-30-5L Zdravami dotaznik 2009 ] O & [l
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FAKULTNI NEMOCNICE

OLOMOUC
Etickd komise Fakultni nemocnice Olomouc a Lékaiské fakulty UP v Olomouci
I. P. Pavlova 6, 775 20 QOlomouc
predseda; doc, MUDr, Viadho Horcicka, CSe., tel: 588 443 381, e-mail: viadko.horcicka(@ynol.cz
tajemnice tel., fax 588442477, e-mail: [veta.sudolska@fol.cz

Questionnaire EORTC QLQ-C30, 1995/ Dotaznik EGRTC QLO-C30, 1995 W]

B

&

Protokol BY991009 Dopis praktickému [ékati, Verze 1.0, 25 listopad 2015 / Proiocol B999 1008 GF
| notification letter, Version 1.0, 25 Nov 2015

3]

Seznam center a etickych komisi, 18.duben 2016 { lnvestigators and Ethics Committee List, 18 Apr
2016

O o0gg o

=

Zivotopisy ke studijnimu centru Prof MUDr. Bohuslav Melichar, Ph.D.: / CFs for the study site af
Prof MUDr. Bohuslav Melichar, Ph.D.:
Prof MUDr. Bohuslav Melichar, Ph.D.
MUDr.Hana Studentové

MUDr. Radim Kovaf
MUDr.Magdalena Hudeovd, Ph.D.
MUDr.Denisa Vitdskova

MUDy. Marie BartouSkova

MUDr. Vladimir Benyek

Alena Gronowskd

Lenka Kfiourkowva

Sandra Kubna

O 00 C

Fakturalni ddaje, 11.kvetna 2016 / frvocing Data, 11 May 2016 o W ]

Eticka komise prohlasuje, Ze byla ustavena a pracuje podle jednaciho fadu v souladu se spravnou
klinickou praxi (GCP) a platnymi préavnimi piedpisy/The Ethics Committee hereby declares that it was
established and operates in accordance with its Rules of Procedure in compliance with Good Clinical
Practice and valid legal regulations:

Ano/Yes  [JNe/No

doc.MUDr. Vlddko Horéigka, CSc.
DatunyDare; 13.6.2016 predseda EK FNOL a LF UP
Chairman of the EC FNOL and LF UP

ETHICS COMMITTEE
the University Hospital

Rozd&lovnik/ Disivibution list and the Faculty Medicine
SUKL Palacky University In
-Zadavatel oLOMAUC

-EK

-Resitel

33
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Attachment H Ptiloha H
PROTOCOL PROTOKOL
provided as separate document poskytnut jako sepratni dokument
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Attachment | ) Piiloha |
POWER OF ATTORNEY FOR CRO PLNA MOC PRO CRO

POWER OF ATTORNEY

Mikael Dolsten, President, Worldwide Research and Development, and Senior Vice President, Pfizer
Inc, 235 East 42™ Street, New York, NY 10017 (“Pfizer”). hereby nominates, constitutes, and appoints inVentiv
Clinical, LLC, a Delaware Corporation, with a place of business at 504 Carnegie Center Princeton, New Jersey
08540 and the specific affiliates listed in Exhibit A attached hereto (collectively “CRO™), acting through each of
CRO’s authorized signatories (each, an “Aftorney™), as Pfizer’s true and lawful attorney to undertake the
following, as specified in agreements between Pfizer and CRO, as may be executed and amended from time to
time by the parties, in support of Pfizer-sponsored clinical trials:

. In mutually agreed circumstances, execute and deliver, in the name of and on behalf of Pfizer,
clinical study agreements and any ancillary services agreements or documents needed to support
the conduct of Pfizer-sponsored clinical trials (all such agreements and documents collectively
referred to as “Clinical Study Documents”™). In the event that local law in a particular country
outside of the US requires the study sponsor to be party to, or signatory of, any Clinical Study
Documents, an affiliate of Pfizer will be required to execute the Clinical Study Documents or
the CRO will require a separate document from the affiliate to execute relevant Clinical Study
Documents:

2. In Clinical Study Documents, executed and delivered in the name of and on behalf of CRO,
bind Pfizer to obligations directly imposed on the study sponsor in such documents, as have
been agreed by Pfizer;

3. In circumstances where Pfizer is the party to an agreement in support of a Pfizer sponsored
clinical trial, execute and deliver. in the name of and on behalf of Pfizer, any amendments to
existing Clinical Study Documents;

4. Execule and deliver, in the name of and on behalf of Pfizer, indemnity documents in support of
Pfizer-sponsored clinical trials, provided such indemnity is in the form supplied by Pfizer or as
approved by a designated legal representative of Pfizer.

An Attorney exercising the powers hereby conferred on him/her must act in accordance with processes
mutually agreed between CRO and Pfizer and also must conform to any other conditions, regulations, and
directions provided from time to time by Pfizer. However, no person or legal entity to which an Attorney
provides this Power of Attorney needs to review the mutually agreed processes, conditions, regulations, or
directions referenced in this document or confirm that the Attorney is acting in accordance with them. Such
person or legal entity may rely fully on this Power of Attorney to document the authority granted by Pfizer to
the Attorney to act as here described.

This Power of Attorney will become effective as of the date set forth below and will continue for the
term of five (5) years, unless terminated earlier by the undersigned or a duly authorized officer of Pfizer and
upon notice to CRO in accordance with the terms of the processes mutually agreed by the parties. Pfizer hereby
ratifies and confirms all that the Attorney has lawfully done or does by virtue of this Power of Attorney,
including any acts between the revocation of the Power and the time that such revocation becomes known to
CRO. It is hereby stipulated that any person or legal entity dealing with the Attorney in good faith may accept a
written representation by the Attorney to the effect that the Power has not been revoked as conclusive evidence
of such fact.
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As used in this Power of Attorney, the term “affiliate” means any entity that directly or indirectly controls, is
controlled by, or is under common control with the named party. Authority under this Power of Attorney cannot
be delegated, assigned or transferred by CRO to other persons or entities without prior written consent of Pfizer.

This Power of Attorney will be governed by and construed in accordance with the laws of the State of
New York.

IN WITNESS WHEREOF, this Power of Attorney has been executed as of the LIH‘ day of

Seghemer , 2013,
By: \}A‘.‘\J n‘-lh.
Name: H= Kael C’-\;J.M

Title:

?rc.i'uQaw‘( - WRY
[NOTARY]

MARJORIE FISHER
Notary Public, State of New York
No. 01F14806949
Qualified in Nassau Coun
Commission Expires __7/ 30/ 2oy

S
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EXHIBIT A

e North America: inVentiv Clinical, LLC, a Delaware Corporation, with a place of business at 504
Carnegie Center Princeton, New Jersey 08540, and its subsidiaries. inVentiv Health Clinical, LLC, a
Delaware Corporation, with a place of business at 504 Carnegie Center Princeton, New Jersey 08540,
and its subsidiaries

e Ex-North America (except Hungary): PharmaNet GmbH, an inVentiv Health Clinical company, with
its principal office at Obere Wiltisgasse 52, CH-8700 Kiisnacht/ZH, Switzerland, and its subsidiaries,
successors or assigns. inVentiv Health Clinical UK, Ltd, with its principal office at Thames House, 17-
19 Marlow Road, Maidenhead, Berkshire SL6 7AA, and its subsidiarics, successors or assigns.

¢ Hungary: PharmaNet/i3 International Hungary Kft., an inVentiv Health Clinical company, 1143,
Budapest Stefania at 61, Hungary, and its subsidiaries, successors or assigns.
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Attachment J

INTERNAL FINANCIAL ATTACHMENT

Budget below represents the total budget for
this Site, including Institution and Study
team costs. Attachment J is used for internal

purposes of the Institution only.

Ptiloha J
INTERNI FINANCNI PRILOHA

Rozpocet nize predstavuje celkovy rozpocet
pro studijni pracovisté, vcetné plateb pro
zdravotnické zafizeni a studijni tym. Piiloha J
slouzi pouze pro potieby zdravotnického

zarizenl.
Finanéni pfiloha — nedilna soucéast smlouvy (,'
Tabulka plateb za jednotlivé navstévy / Individual Visits Cost Schedule
B9991009
Scoring for
examination Costs associated .
during the visit |with the study (CZK)| Profit FN Olomouc profitinv. Team To'tal (C€2K9
L A . - " (CZK)/ Zisk Naklady na
Studijni cykly (points) / Bodové ltem / Naklady (CZK)/ Zisk FN . g P
- L - - invest. tym 20% navstévu
ohodnoceni za spojené se studii |Olomouc 80% (K¢&) (K&) (K&)
vysetieni pfi (K&) 2,20Ké&/bod
navstéve
Navstéva 1 / Screening
Visit 1 / Screening 5084 11 184,80 K& 8612,48 K& 2 153,12 K& 21 950,40 K&
Navstéva 2 / Cyklus 1 / Den 1
Visit2/Cycle 1/ Day 1 2458 5 407,60 K& 8 978,56 K& 2 244,64 K& 16 630,80 K&
Navstéva 3/ Cyklus 1/ Den 15
Visit3/Cycle 1/ Day 15 1197 2 633,40 K& 6 831,84 K& 1 707,96 K& 11 173,20 K&
Navstéva 4 / Cyklus 2 / Den 1
Visit4 /Cycle 2 /Day 1 1692 3722,40 K& 7 580,16 K& 1 895,04 K& 13 197,60 K&
Navstéva 5/ Cyklus 2 / Den 15
Visit5 /Cycle 2/ Day 15 1076 2 367,20 K& 4 660,16 K& 1 165,04 K& 8 192,40 K&
Navstéva 6 / Cyklus 3 / Den 1
Visit6 /Cycle 3/Day 1 2458 5 407,60 K& 9 098,56 K& 2 274,64 K& 16 780,80 K&
Navstéva 7 / Cyklus 3/ Den 15
Visit 7 / Cycle 3/ Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 8 / Cyklus 4 / Den 1
Visit8/Cycle 4 /Day 1 1692 372240 K& 6 300,48 K& 157512 K& 11 598,00 K&
Navstéva 9 / Cyklus 4 / Den 15
Visit9 /Cycle 4 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 10 / Cyklus 5/ Den 1
Visit 10 /Cycle 5 /Day 1 1692 3722,40 K& 6 300,48 K& 157512 K& 11 598,00 K&
Navstéva 11/ Cyklus 5/ Den 15
Visit 11 / Cycle 5/ Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 12 / Cyklus 6 / Den 1
Visit12 /Cycle 6 /Day 1 1692 3722,40 K& 6 300,48 K& 157512 K& 11 598,00 K&
Navstéva 13 / Cyklus 6 / Den 15
Visit 13 /Cycle 6 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 14 / Cyklus 7 / Den 1
Visit 14 /Cycle 7/ Day 1 1692 3722,40 K& 6 300,48 K& 157512 K& 11 598,00 K&
Navstéva 15/ Cyklus 7 / Den 15
Visit 15/ Cycle 7 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5601,60 K&
Navstéva 16 / Cyklus 8 / Den 1
Visit16 /Cycle 8/ Day 1 1692 3722,40 K& 6 300,48 K& 1 575,12 K& 11 598,00 K&
Navstéva 17 / Cyklus 8 / Den 15
Visit 17 / Cycle 8 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 18 / Cyklus 9/ Den 1
Visit18 /Cycle 9 /Day 1 1692 3 722,40 K& 6 300,48 K& 1575,12 K& 11 598,00 K&
Navstéva 19/ Cyklus 9 / Den 15
Visit19 / Cycle 9/ Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 20 / Cyklus 10 / Den 1
Visit 20 /Cycle 10 /Day 1 1692 372240 K& 6 300,48 K& 1575,12 K& 11 598,00 K&
Navstéva 21 / Cyklus 10 / Den 15
Visit 21/ Cycle 10 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 22 / Cyklus 11/ Den 1
Visit22 /Cycle 11 /Day 1 1692 3722,40 K& 6 300,48 K& 1575,12 K& 11 598,00 K&
Navstéva 23 / Cyklus 11 /Den 15
Visit 23 / Cycle 11 / Day 15 1076 2 367,20 K& 2 587,52 K& 646,88 K& 5 601,60 K&
Navstéva 25 / Bezpecnostni
kontrola - Den 30
Visit 25 / Day 30 Follow-Up 978 2 151,60 K& 3 955,20 K& 988,80 K& 7 095,60 K&
Navstéva 26 / Bezpecnostni
kontrola - Den 60
Visit 26 / Day 60 Follow-Up 978 2 151,60 K& 3 955,20 K& 988,80 K& 7 095,60 K&
Navstéva 27 / Bezpecnostni
kontrola - Den 90
Visit 27 / Day 90 Follow-Up 978 2 151,60 K& 3 955,20 K& 988,80 K& 7 095,60 K&
Navstéva 28 / Kontrola
Visit 28 / Follow-Up 175 385,00 K& 1 096,96 K& 274,24 K& 1 756,20 K&
S amalnacients 40294 88 646,80 K& 132 415,84 K& 33 103,96 K& 254 166,60 K&
Per Subject Cost Total
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Administrativni poplatek za
zpracovani klinického hodnoceni/
Start-up fee

NA

30 000,00 K¢

NA

NA

30 000,00 K&

Certifikat OKB /
Certificate - Biochemistry

NA

5 000,00 K&

NA

NA

5 000,00 K&

Certifikat MIKRO/
Certificate - Microbiology

NA

5 000,00 K&

NA

NA

5 000,00 K&

Certifikat HO /
Certificate - Hematology

NA

5 000,00 K&

NA

NA

5 000,00 K&

DalS$i procedury dle protokolu /[Other Procedures according to Protocol

CT hrudniku / CT Chest

1294

2 846,80 K&

8 122,56 K&

2 030,64 K&

13 000,00 K&

CT bficha / CT Abdomen

1294

2 846,80 K&

8 122,56 K&

2 030,64 K&

13 000,00 K&

CT panve / CT Pelvis

1294

2 846,80 K&

6 522,56 K&

1630,64 K&

11 000,00 K&

CT mozku / CT Brain

2150

4 730,00 K&

5 816,00 K&

1454,00 K&

12 000,00 K&

MRI hrudniku / MRI Chest

5255

11 561,00 K&

9 951,20 K&

2 487,80 K&

24 000,00 K&

MRI bficha / MRI Abdomen

5255

11 561,00 K&

9 951,20 K&

2 487,80 K&

24 000,00 K&

MRI panve / MRI Pelvis

5255

11 561,00 K&

9 951,20 K&

2487,80 K&

24 000,00 K&

MRI mozku / MRI Brain

5143

11 314,60 K&

10 148,32 K&

2 537,08 K&

24 000,00 K&

Scintigrafie skeletu/ Bone Scan

1335

2 937,00 K&

4 050,40 K&

1012,60 K&

8 000,00 K&

Mikroskopicky rozbor moci /
Microscopic Urinalysis

38

83,60 K&

65,92 K&

16,48 K&

166,00 K&

DalSicyklus Den1/
Additional Cycles Day 1

1692

372240 K&

6 300,48 K&

1575,12 K&

11 598,00 K&

DalSi cyklus Den 15/
Additional Cycles Day 15

1076

2 367,20 K&

2 587,52 K&

646,88 K&

5601,60 K&

Dalsi podanilécby /
Additional Treatment
Administrations

110

242,00 K¢

3416,80 K&

854,20 K&

4 513,00 K&

Dal$i odbér FK vzorku /
Additional PK Sample Collections

37

81,40 K&

294,08 K¢

73,52 K&

449,00 K&

Nahrady subjektim (stravenky) /
Subject Reimbursement (meal
vouchers)

NA

NA

NA

800,00 K&

800,00 K&

Nahrady subjektim za za
absolvovani biopsie (stravenky) /
Subject Reimbursement for biopsy
visits (meal vouchers)

NA

NA

NA

800,00 K¢

800,00 K¢

Neuspésny screening /
Screen Fails

5084

11 184,80 K&

2 027,36 K&

506,84 K&

13 719,00 K&

Navstéva 24 / Konec lé¢by (EoT) /
Navstéva pfi odstoupeni *

Visit 24 / End of Treatment / Early
Withdrawal *

Dodate¢né naklady souvisejici s Ié¢bou / Additional procedures related to treatment

Vysetfeni

(Cislo v zavorce zna¢i mnozstvi, kolikrat
muze k procedure dojit) /

Procedures

(Number in brackets indicates how many
times the the procedure may occur)

Koagulace / Coagulation
(max 1x)

160

352,00 K¢

198,40 K&

49,60 K&

600,00 K&

Téhotensky test ze séra /
Serum Pregnancy Test
(max 2x)

188

413,60 K&

132,32 K&

33,08 K&

579,00 K¢

Téhotensky test zmogi /
Urine Pregnancy Test
(max 11x)

38

83,60 K&

231,52 K&

57,88 K&

373,00 K&

MUGA
(max 7x)

1726

3797,20 K&

5579,04 K&

1394,76 K&

10 771,00 K&

ECHO
(max 7x)

428

941,60 K&

7 769,92 K&

194248 K&

10 654,00 K&

FK (farmakokinetické) / ADA
(sérové protilatky proti Iéku) vzorky
pro avelumab /

PK/ADA Sampling for Avelumab
(max 25x)

37

81,40 K&

294,08 K¢

73,52 K&

449,00 K&

FK vzorky pro doxorubicin (PLD) /
PK Sampling for Doxorubicin
(PLD)

(max 6x)

37

81,40 K&

294,08 K&

73,52 K&

449,00 K&
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Podani avelumabu /
Avelumab Administration
(max 22x)

110

242,00 K&

3 416,80 K&

854,20 K&

4 513,00 K&

Podani avelumabu a PLD /
Avelumab plus PLD
Administration

(max 22x)

242,00 K&

3 416,80 K&

854,20 K&

4 513,00 K&

Podani PLD /
PLD Administration
(max 11x)

242,00 K&

3416,80 K&

854,20 K&

4 513,00 K&

Uchovani FFPE bloku tkané
nadoru /

Archival FFPE Tumor Tissue
Block

(max 1x)

372

818,40 K&

545,28 K&

136,32 K&

1500,00 K&

Nova biopsie nadoru - excize / De
Novo Tumor Biopsy - Excision
(max 2x)

1454

3 198,80 K&

3 193,76 K&

798,44 K&

7 191,00 K&

Nova biopsie nadoru - punkéni
biopsie / De Novo Tumor Biopsy -
Core Needle

(max 2x)

1609

3 539,80 K&

6 428,16 K&

-

607,04 K&

11 575,00 K&

Télesné vysetieni/
Physical Examination
(max 1x)

175

385,00 K&

1419,20 K&

354,80 K&

2 159,00 K&

Hematologie / Hematology
(max 1x)

65

143,00 K&

218,40 K&

54,60 K&

416,00 K&

Biochemické vySetfenikrve /
Blood Chemistry
(max 1x)

1 163,80 K&

1 068,96 K&

267,24 K&

2 500,00 K&

Koagulace / Coagulation
(max 1x)

352,00 K&

198,40 K&

49,60 K&

600,00 K&

ACTH, volny T4, TSH/ACTH,
Free T4, TSH
(max 1x)

1 685,20 K&

1 040,64 K&

260,16 K&

2 986,00 K&

CA-125
(max 1x)

495

1089,00 K&

72,80 K&

18,20 K&

1 180,00 K&

12svodové EKG (Jediné méfeni) /
12-Lead ECG (Single)
(max 1x)

121

266,20 K&

707,84 K&

176,96 K&

1 151,00 K&

Dotaznik vysledku hlasenych
pacientkou /

Patient Reported Outcomes
(max 1x)

NA

NA

NA

507,00 K&

507,00 K&

Odbér vzorku (odbér, zpracovani,
pfeprava do centralni laboratore) /
Sample Collections (collection,
processing, shipment to central
lab)

(max 1x)

37

81,40 K¢

506,08 K&

126,52 K&

714,00 K&

Lékarenské poplatky / Pharmac

Fees:

Iniciaéni navstéva / Initiation visit

NA

200,00 K&

200,00 K&

Audit

NA

200,00 K&

200,00 K&

Navstéva monitora /
Monitoring visit

NA

100,00 K&

100,00 K&

Pfijlem zasilky a dokumentace /
Receipt of the shipment and
documentation

NA

300,00 Ké&

1 200,00 K&

300,00 K&

1 800,00 K&

Potvrzovani zasilek -
fax/IVRS/IWRS /

Confirmation of the shipments - fax
/ VRS / WRS

NA

100,00 K&

800,00 K&

200,00 K&

1 100,00 K&

Uchovavani pfi 2-8°C a monitoring
teplot/

Storage at 2-8°C and monitoring
of temperature

NA

150,00 K&

1000,00 K&

250,00 K&

1400,00 K&

Ptiprava a vydej medikace —
avelumab /

Preparation and dispensation of
drug - Avelumab

NA

435,00 K&

2 000,00 K&

500,00 K&

2 935,00 K&

Ptiprava a vydej medikace — PLD
/ Preparation and dispensation of
drug - PLD

NA

305,00 K&

2 000,00 K&

500,00 K&

2 935,00 K&

*Ndvstéva 24 / Konec |é¢by (EoT) / Navstéva pfi odstoupeni bude fakturovana dle skuteéné provedenych procedur vyZzadovanych protokolem.

*Visit 24 / End of Treatment / Early Withdrawal will be invoiced according to actual performed procedures as per Protocol requirements.
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Attachment K
FORM OF IMDEMNITY
From: Pfizer Inc, a Delaware Corporation
with a place of business at 235 East
42" Street, New York, NY 10017-
5755 (“Pfizer”)

., Klumparova 608, 500 02,

Hradec Kralové, Czech Republic
(the “Principal Investigator”)

To:

To: Fakultni nemocnice Olomouc, with
a place of business at I.P.Pavlova
185/6, 779 00 Olomouc, Czech
Republic, Identification No.:
00098892, VAT No.: CZ00098892.
Represented by doc. MUDr. Roman
Havlik,  Ph.D.,  director (the
“Institution”)

Re: Clinical Study Protocol B9991009
with avelumab (“Pfizer Product”)

Pfizer has authorized 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”) to bind
Pfizer to the commitments in the indemnity
described below and to sign the Form of
Indemnity for and on behalf of Pfizer.

1. It is proposed that the Principal
Investigator and Institution should
agree to participate in the above
Pfizer-sponsored study (the “Study”)
involving patients of the Principal

Investigator or Institution to be
conducted by the Principal
Investigator at the Institution in

accordance with the protocol, as
amended from time to time with the
agreement of Pfizer and the Principal
Investigator (the “Protocol”). Patients

Pfiloha K
ZARUKA O ODSKODNEN]
Od: Pfizer Inc, spoleCnost ve staté
Delaware s mistem podnikani na
adrese 235 East 42" Street, New
York, NY 10017-5755 (dale jen jako
»Spole¢nost Pfizer)

., Klumparova 608, 500 02,

Hradec Kralové, Ceskd republika
(dale jen jako ,,hlavni zkousejici“)

Komu:

Fakultni nemocnice Olomouc, se
sidlem na adrese I.P.Paviova 185/6,
779 00 Olomouc, Ceskéa republika,
IC.: 00098892, DIC: CZ00098892.
Zastoupena doc. MUDr. Romanem
Havlikem, Ph.D., feditelem (dale jen
jako ,,zdravotnické zaiizeni®)

Komu:

Protokol klinické studie B9991009
pro avelumab (,,Vyrobek Pfizer”)

Véc:

Spolecnost Pfizer povérila inVentiv Health
Clinical UK Ltd, se sidlem na adrese Thames
House, 17-19 Marlow Road, Maidenhead,
Berkshire, SL6 7AA, Spojené kralovstvi,
spoleéné¢ s jakoukoli jeji  pfidruzenou
spole¢nosti  (,,CRO®) zavazat spole¢nost
Pfizer zavazky v rdmci odskodnéni, jak jsou
uvedeny nizZe, a dale jejim jménem podepsat
tuto Zaruku odskodnéni.

1. Navrhuje se, aby se hlavni zkouSejici a
zdravotnické zafizeni dohodli na
ucasti na shora uvedeném hodnoceni
sponzorovaném  spoleCnosti  Pfizer
(déle jen jako ,,klinické hodnoceni®),
jez  zahrnuje pacienty hlavniho
zkousejiciho ¢ zdravotnického

zafizeni a jez bude fizeno a provedeno
hlavnim zkouSejicim v zdravotnickém
zatizeni v souladu s protokolem ve
znéni aktualizovaném dle dohody
mezi spole¢nosti Pfizer a hlavnim
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who are enrolled onto the Study
according to Protocol criteria for
inclusion in the Study are study
subjects (“Subjects”). It is the
Principal Investigator’s and
Institution”s responsibility to request
Pfizer/CRO to provide all necessary
approvals of the applicable Research
Ethics Committee and shall resolve
with the Institution any issues of a
revenue nature.

The Institution agrees to participate by
allowing the Study to be undertaken
on its premises utilising such facilities,
personnel, and equipment as the
Principal Investigator may reasonably
need for the purpose of the Study.

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

zkouSejicim  (,,Protokol®). Pacienti,
ktefi se do Klinického hodnoceni
zapoji  dle  pfijimacich  kritérii
Protokolu, jsou subjekty hodnoceni
(,,Subjekty*). Odpovédnosti hlavniho
zkousejiciho a zdravotnického zafizeni
je pozadat spolecnost Pfizer/CRO, aby
poskytla vSechna nutnd povoleni od
prislusné Etické komise a vyfesila se
zdravotnickym  zafizenim  vSechny
problémy finan¢ni povahy.

Zdravotnické zafizeni souhlasi s ucasti
a umozni provedeni Kklinického
hodnoceni ve svych prostorech s
vyuzitim takového zafizeni, persondlu
a vybaveni, jez hlavni zkouSejici mize
rozumn¢  potfebovat pro  ucely
klinického hodnoceni.

S ohledem na Gcast hlavniho
zkousejiciho a zdravotnického zafizeni
a dle odstavce 4 nize je spoleCnost
Pfizer povinna odSkodnit a kryt
hlavniho zkouSejiciho, zdravotnické
zafizeni 1 jejich zaméstnance a
zastupce proti vSem narokim a
fizenim 0 odskodné (vCetné
jakychkoliv ujednani ¢i plateb ex
gratia provedenych se souhlasem
téchto  stran a  dale  vcetné
odpovidajicich nakladii a vydaji na
expertni a pravni posudky) u¢inénym
¢1 vznesenym (at’ uz uspésné, €i jinak)
Subjekty ¢i jejich jménem (anebo
prostiednictvim jejich zavislych osob)
vaci  hlavnimu  zkouSejicimu  ¢i
zdravotnickému zafizeni anebo vuci
kterymkoliv ~ jejich  zaméstnanclim
anebo zastupctim kviili osobni jmé na
zdravi (vCetné¢ smrti) Subjektd na
zakladé ¢i v souvislosti s poddnim
Zkoumaného lé€iva v rdmci zkoumani
¢i klinického Setfeni anebo postupu
provedeného anebo pozadovaného
Protokolem, jiz by Subjekty nebyly
jinak vystaveny nebyt jejich ucasti na
klinickém hodnoceni (,Ujma na
zdravi”). Spole¢nost Pfizer uhradi
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AES/SAEs must have been properly
reported, approved and documented.

The above indemnity by Pfizer shall 4.

not apply to any such claim or
proceeding:

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

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

() unless as soon as reasonably
practicable following receipt of
notice of such claim or
proceeding, the recipient of the
notice (Principal Investigator or
Institution or both) shall have
notified CRO or Pfizer in writing
of it and shall, upon Pfizer’s
request, and at Pfizer’s cost,
have permitted Pfizer to have
full care and control of the claim
or proceeding using legal
representation of its own
choosing; and

(d) if the Principal Investigator or
the Institution or their employees
or agents shall have made any
admission in respect of such

vSechny naklady na 1é¢bu
dokumentovanou jako NeZzadouci
ucinky/Zavazné nezadouci ucinky
v disledu ucasti Subjektu v klinickém
hodnoceni.  VSechny  NeZzadouci
ucinky/Zavazné nezadouci ucinky
musi byt fadn€ oznameny, schvaleny a
dokumentovany.

Shora uvedena odpovédnost
spolecnosti  Pfizer za Skody se
nevztahuje na zZadné takové naroky ci
fizeni:

(@) pokud k Ujmé na zdravi doslo
nedbalym nebo neopravnénym
jednanim, opomenutim ¢l
porusenim z&konnych povinnosti
ze strany hlavniho zkousSejiciho,
zdravotnického zatizeni ¢i jejich
zaméstnancl anebo zastupct;

(b) pokud k Ujmé na zdravi doslo
neschopnosti hlavniho
zkousejiciho, zdravotnickeho
zafizeni ¢i jejich zaméstnanch
anebo zastupcu vést klinické
hodnoceni v souladu s
Protokolem;

() pokud piijemce oznadmeni o
podani naroku ¢i zahdjeni fizeni
(hlavni zkousejici, zdravotnické
zafizeni anebo oba) v rozumné
lhit¢ po  pfijeti  takového
oznameni neupozorni pisemné
CRO anebo spolecnost Pfizer o
tomto oznameni a neumozni
spolecnosti Pfizer na jeji Zadost a
jeji naklady plné se o tuto
zalezitost postarat a kontrolovat
vyfizeni néaroku ¢i Skodného
fizeni prostfednictvim vlastniho
pravniho zastoupeni; a

(d) pokud hlavni zkouSejici anebo
zdravotnické zafizeni ¢i jejich
zaméstnanci  anebo  zastupci
jakymkoliv zpisobem a bez
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claim or proceeding or taken any
action relating to such claim or
proceeding prejudicial to the
defence of it without the written
consent of Pfizer, such consent
not to be unreasonably withheld
-- provided that this condition
shall not be treated as breached
by any statement properly made
by the Principal Investigator or
the Institution or their employees
or agents in connection with the
operation of the Institution’s
internal complaint procedures,
accident reporting procedures, or
disciplinary procedures or where
such statement is required by
law.

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

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

pisemného souhlasu spole¢nosti
Pfizer, jenz by nebyl bezdiivodné
odpiran, uznaji tento narok nebo
fizeni nebo ucini jakykoliv Ukon
tykajici se tohoto naroku nebo
fizeni, jez by  spolecnost
poskodilo -- tato podminka
ovéem nebude chapana jako
porusend, jde-li o  ftadné
vyjadieni hlavniho zkou$ejiciho
¢i zdravotnického zafizeni anebo
jejich zaméstnancl ¢i zastupct
ohledn¢ postupu interniho fizeni
reklamaci ve zdravotnickém
zatizeni, postupu hlaseni skod ¢i
postupu \% pripadée
disciplinarniho ftizeni ¢i kdekoliv
je toto vyjadieni ze zakona
pozadovano.

Spolecnost Pfizer je povinna fadné
informovat  hlavniho  zkousSejiciho,
zdravotnické zafizeni a jejich pravni
poradce o postupu naroku ¢i fizeni,
pIn¢ konzultovat S hlavnim
zkousejicim a zdravotnickym
zatizenim povahu obhajoby, kterou
zvoli, a neurovnavat zadné néaroky ci
fizeni bez pisemného schvaleni ze
strany hlavniho  zkouSejiciho a
zdravotnického zatizeni (toto
schvdleni nesmi byt bezdivodné
odpirano).

Aniz by byla dotfena ustanoveni
odstavce 4(c) shora, vynalozi hlavni
zkouSejici a zdravotnické zafizeni
adekvatni usili a upozorni ihned CRO
¢1 spolecnost Pfizer na jakékoliv
okolnosti, jez lze pfi rozumném
uvazeni povazovat za okolnosti
zakladajici  vznik naroku anebo
zahajeni fizeni a o nichz jsou sami
pfimo informovani, a pfimétené budou
1 nadale informovat CRO ¢i spolecnost
Pfizer o celkovém vyvoji takového
naroku nebo fizeni, ackoliv se nakonec
hlavni  zkouSejici a zdravotnické
zafizeni rozhodnou narok v ramci
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reasonable endeavours to inform the
Principal Investigator and Institution
of any such circumstances and shall
keep them reasonably informed of
developments in relation to any such
claim or proceeding made or brought
against Pfizer alone.

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

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

In the event of any conflicts between
Czech and English version text of the
agreement, the Czech version will
prevail.

This Form of Indemnity is governed
by laws of the Czech Republic.

odskodnéni neuplatnit. Podobné pak
spole¢nost Pfizer vynalozi adekvatni
usili, aby upozornila  hlavniho
zkouSejiciho a zdravotnické zafizeni
na tyto okolnosti, a nadale je bude
informovat o vyvoji onoho naroku ¢i
fizeni vedenému ¢i vznesenému vici
spole¢nosti Pfizer.

Hlavni  zkouSejici,  zdravotnické
zafizeni a spoleCnost Pfizer si
vzajemné poskytnou adekvatni pomoc
pro ucely efektivniho provedeni a
v€asného vyfizeni jakéhokoliv ndroku
¢1 Skodného fizeni vedeného ze strany
Subjektt ¢i jejich jménem (anebo ze
strany jejich zavislych osob).

Pro tucely této zaruky odskodnéni
vyraz ,zastupci“ zahrnuje jakékoliv
zdravotni sestry Ci jiny zdravotnicky
personal poskytujici sluzby hlavnimu
zkouSejicimu  ¢i  zdravotnickému
zafizeni v ramci  smlouvy o
poskytovani sluzeb ¢i jiné smlouvy a
dale 1 jakékoliv osoby provad¢jici
smluvni  praci pro zdravotnické
zafizeni, jez se tykd =zafizeni a
vybaveni  zdravotnického  zafizeni
poskytnutého ke klinickému
hodnoceni dle odstavce 2 shora.

V pfipadé¢ rozporu mezi ceskou a
anglickou verzi textu smlouvy bude
rozhodujici Ceska verze.

Tento document Zaruka odskodnéni se
fidi  pravnimi  pfedpisy  Ceské
republiky.
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SIGNED by Principal Investigator / PODEPSAL hlavni zkousejici

|
Signed: / Podepsal/a: Printed Name: / Jméno tiskacimi pismeny:
Title: / Funkce: Dated: / Datum:

SIGNED for and on behalf of the Institution — Fakultni nemocnice Olomouc
PODEPSAL/A jménem zdravotnického zarizeni — Fakultni nemocnice Olomouc

Signed: / Podepsal/a: Printed Name: / Jméno tiskacimi pismeny:

Title: / Funkce: Dated: / Datum:

SIGNED by inVentiv Health Clinical UK Ltd. for and on behalf of Pfizer Inc /
PODEPSAL/A inVentiv Health Clinical UK Ltd. jménem spolecnosti Pfizer Inc

Signed: / Podepsal/a: Printed Name: / Jméno tiskacimi pismeny:
Title: / Funkce: Dated: / Datum:
Version Date: March 2012 Datum verze: Biezen 2012
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Attachment L

Piiloha L

STANDARD CONTRACTUAL CLAUSES STANDARDNI SMLUVNI DOLOZKY PRO

FOR THE TRANSFER OF PERSONAL
DATA FROM THE COMMUNITY TO
THIRD COUNTRIES (CONTROLLER TO
CONTROLLER TRANSFERS)

PREDAVANI OSOBNICH UDAJU ZE
SPQLE(V;ENST,VI' DO TRETI'CHIZEMI'
(PREDAVANI SPRAVCE SPRAVCI)

EUROPEAN COMMISSION
DIRECTORATE-GENERAL JUSTICE

* Xk
*

*
G Unit C.3: Data protection

Commission Decision C(2004)5271
SET 11

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

Data transfer agreement
between

Fakultni nemocnice Olomouc, domiciled at
I.LP.Pavlova 6, 779 00 Olomouc, Czech
Republic

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 United Kingdom (“CRO”), acting on
behalf of Pfizer Inc., domiciled at 235 East
42nd Street, New York, New York 10017,
US and [CRO US details]
hereinafter, jointly, “data importer”

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

For the purposes of the clauses:

Directorate C: Fundamental rights and Union citizenship

Rozhodnuti komise C(2004)5271
SOUBOR 11

Standardni smluvni doloZky pro
prredavani osobnich udaji ze Spolecenstvi
do tretich zemi (pfedavani spravce
spravci)

Dohoda o ptfedani udaja
mezi

Fakultni nemocnice Olomouc, se sidlem v
LP.Pavlova 6, 779 00 Olomouc, Ceska
republika

dale jen ,,vyvozce adaji*

a

inVentiv Health Clinical UK Ltd., se
sidlem v Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA
Spojené  kralovstvi  (“CRQO”), jednajici
jménem Pfizer Inc., se sidlem v 235 East
42nd Street, New York, New York 10017,
US a [CRO US details]

dale jen ,,dovozce udaju“

kazdy jednotlivé ,,strana®, spole¢né ,,strany*.
Definice

Pro ucely dolozek:

Pfizer_15PFZ0711_B9991009_CZE_CTA INS_|JJJlll 180ct16_Final
Page 111 of 129/ Strana 111 z 129



Confidential

PFIZER - 15PFZ0711 (B9991009) — CZE — CTA INST - Fakultni nemocnice Olomouc

Principal Investigator Name: || | - sitc \\°1225

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

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

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

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

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

b) It has used reasonable efforts to
determine that the data importer is

a) ,,0sobni udaje”, ,zvlastni kategorie

udajt/citlivé udaje*,
»Zpracovavat/zpracovani*,
»spravce”, ,zpracovatel”, ,subjekt

udaji‘ a ,,organ dozoru/organ“ maji
stejny vyznam jako ve smeérnici
95/46/ES ze dne 24. fijna 1995
(pfi¢emz ,,organem™ se rozumi organ
piislusny pro ochranu udaji na
uzemi, v némz je vyvozce udaju
usazen);

b) ,vyvozcem udaju“ se rozumi
spravce, ktery piedava osobni Udaje;

c) ,dovozcem udaju“ se rozumi
spravee, ktery se zavazuje piijimat
od vyvozce udaji osobni udaje za
ucelem jejich dalsiho zpracovéani v
souladu s podminkami téchto
doloZek a ktery nepodléhd systému
treti zem¢ zajistujici odpovidajici
ochranu;

d) ,,dolozkami* se rozumi tyto smluvni
doloZzky, které jsou samostatnym
dokumentem,  ktery  neobsahuje
obchodni  podminky  stanovené
stranami v oddélenych obchodnich
ujednanich.

Podrobnosti pfedavani (a rovnéz zahrnuté
osobni udaje) jsou uvedeny v pfiloze B,
ktera tvofi nedilnou soucast dolozek.
I.  Povinnosti vyvozce adaji
Vyvozce udajli se zarucuje a zavazuje, ze:
a) osobni udaje byly shromazdény,

zpracovany a preddny v souladu se
zékony platnymi pro vyvozce udaji;

b) vyvinul pfiméfené Usili, aby uréil, ze
je dovozce udaji schopen dostat
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d)

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

d)

svym pravnim zévazkim
vyplyvajicim z téchto dolozek;

na pozadani poskytne dovozci tdaju
kopie pfislusnych zdkonl o ochrané
udajii nebo odkazy na né (pokud je to
vhodné, piicemz toto nezahrnuje
pravni poradu) té zemé, v niz je
vyvozce udajli usazen;

zodpovi dotazy subjektd udaji a
organu tykajici se zpracovani danych
osobnich udaji dovozcem tdaju,
pokud se strany nedohodly, Ze bude
takto odpovidat dovozce udaja, v
kterémzto piipadé vyvozce udaju
bude i1 tak odpovidat v piiméfené
mozném rozsahu a na zakladé jemu
pfimétené dostupnych informaci,
pokud dovozce udaji nechce nebo
nemuze odpovédét. Odpovézeno
bude v piimétrené 1hite;

na pozadani zpiistupni kopii dolozek

subjektim  0daji, ktefi  jsou
opravnénou tfeti stranou podle
dolozky  1ll, pokud  dolozky
neobsahuji davérné informace, v

kterémzto pifipadé mize takovéto
informace odstranit. V pfipad¢, ze
jsou informace odstranény, vyvozce
udaji pisemné informuje subjekty
Udaji o duvodu odstranéni a o jejich
pravu upozornit na toto odstranéni
organ. Vyvozce udaji se vSak ftidi
rozhodnutim organu o pfistupu
subjekti udaji k uplnému znéni
dolozek, pokud subjekty tdaji
souhlasily se zachovanim dtvérnosti
odstranéné  davérné  informace.
Vyvozce udaji také na pozadani
poskytne kopii doloZek organu.
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Obligations of the data importer

The data importer warrants and undertakes

that:

a)

b)

d)

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

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

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.

Povinnosti dovozce udaji

Dovozce tdajti se zarucuje a zavazuje, ze:

a)

b)

d)

bude uplatiiovat vhodné technicka a
organizaéni opatfeni na ochranu
osobnich udajii proti nahodnému
nebo nedovolenému zniceni nebo
nahodné ztrate, upravam,
neopravnénému  sdélovani  nebo
pfistupu, kterda zajisti  uroven
bezpecnosti odpovidajici riziku, které
pfedstavuje zpracovani, a povaze
udaju, které maji byt chranény;

bude uplatiiovat postupy zajistujici,

aby jakakoli tfeti strana, kterou
opravni k pfistupu k osobnim
udajiim, véetné zpracovatelll,
respektovala a zachovavala

divérnost a bezpecnost osobnich
udajt. Jakakoli osoba, ktera jedna z

poveéfeni dovozce tudaji, vcetné
zpracovatele udaji, je povinna
zpracovavat osobni (daje pouze

podle pokynii dovozce udaji. Toto
ustanoveni se nevztahuje na osoby,
které pravni nebo spravni predpisy
opraviiuji nebo povinuji k piistupu k
osobnim udajim;

v dobé€ uzavteni téchto dolozek nema
divod se domnivat, Ze existuji
jakékoli mistni zakony, které by
mohly mit z&sadni negativni vliv na
zéaruky podle téchto dolozek, a pokud
se o existenci takovych zékoni
dozvi, bude informovat vyvozce
udaju (ktery toto oznadmeni pieda
organu, pokud je to vyZadovano);

bude osobni Udaje zpracovavat za
ucely popsanymi v piiloze B a ma
pravomoc poskytovat zaruky a plnit
zévazky  stanovené¢ v  téchto
dolozkéch;
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e)

9)

h)

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 Il (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, auditing and/or
certifying by the data exporter (or
any independent or impartial
inspection agents or auditors,
selected by the data exporter and not
reasonably objected to by the data
importer) to ascertain compliance
with the warranties and undertakings
in these clauses, with reasonable
notice and during regular business
hours. The request will be subject to
any necessary consent or approval
from a regulatory or supervisory
authority within the country of the
data importer, which consent or
approval the data importer will
attempt to obtain in a timely fashion.

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

i.  the data protection laws of the

e)

9)

h)

uvede vyvozci udajii kontaktni misto
ve své organizaci  opravnéné
odpovidat na dotazy tykajici se
zpracovavani osobnich tdaji a bude
v dobré vife spolupracovat s
vyvozcem udajl, subjektem udaji a
organem pii  vSech  takovych
dotazech v pfiméfeném case. V
piipadé pravniho zruSeni vyvozce
udajii nebo pokud se strany takto
dohodly, pfijima dovozce udaji
odpovédnost za dodrzeni ustanoveni
doloZzky I pism. e);

na zadost vyvozce udaji poskytne
vyvozci udajit dikaz o dostatecnych
finan¢nich zdrojich na splnéni svych
povinnosti podle dolozky IIl (cozZ
muze zahrnovat pojistné kryti);

na piiméfenou zadost vyvozce tdaju
umozni, aby byly jeho zafizeni na
zpracovani udaji, datové soubory a
dokumentace potiebna pro
zpracovani podrobeny revizi, auditu
a/nebo certifikaci provedené
vyvozcem udaji (nebo jakymikoli
nezavislymi  nebo  nestrannymi
kontrolory ¢i auditory vybranymi
vyvozcem udaji, proti kterym
nevznese dovozce udajii odiivodnéné
namitky), aby se presvédcil o
dodrzovani zaruk a zavazki v téchto
doloZzkach, a to po obdrZeni
pfiméfené¢ vc€asného oznameni a
béhem obvyklé provozni doby.
Uvedena Zadost bude podléhat
piipadnému nezbytnému souhlasu
nebo schvaleni regula¢niho organu
nebo organu dozoru v zemi dovozce
udajii, pficemz dovozce udaji se
bude snazit tento souhlas nebo
schvaleni ziskat v¢as;

bude osobni Udaje zpracovavat, podle
vlastni volby, bud’ v souladu se:

I. zakony o ochrané udaji té
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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.

Data importer to indicate
which option it selects: (iii)

Initials of data

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

zem¢, ve které je vyvozce
udaji usazen nebo

ii.  odpovidajicimi ustanovenimi'
jakéhokoli rozhodnuti Komise
podle ¢l. 25 odst. 6 smérnice
95/46/ES, pokud dovozce dat
splituje odpovidajici
ustanoveni takovehoto
povoleni nebo rozhodnuti a
sidli v zemi, které se takové
povoleni nebo rozhodnuti
tyka, ale takové povoleni nebo
rozhodnuti se na né¢j pro ucely
preda(va)ni osobnich udaja
nevztahuje?, nebo

lii.  zasadami zpracovani udaji
stanovenymi v piiloze A

Dovozce udaji vyznaci
zvolenou moznost: (iii)

Parafa dovozce

i) nesdéli ani nepfeda osobni udaje
spravci udaji, ktery je tteti stranou,
se  sidlem mimo Evropsky
hospodéisky  prostor (EHP), s
vyjimkou ptipadi, kdy o predani
uvédomi vyvozce udajii a

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).

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

1 ,Odpovidajicimi ustanovenimi‘ se rozumi takova
ustanoveni jakéhokoli povoleni nebo rozhodnuti, s
vyjimkou vynucovacich ustanoveni jakéhokoli povoleni
nebo rozhodnuti (kterd podléhaji t&mto dolozkam).

2 Ustanoveni piilohy A bodu 5, tykajici se prava na pfistup,
opravu, vymaz a namitku, vSak musi byt pouzity, pokud je
zvolena tato moznost, a mit pfednost pied vSemi
srovnatelnymi ustanovenimi vybraného rozhodnuti Komise.
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i. the third party data controller
processes the personal data in
accordance with a Commission
decision finding that a third
country  provides adequate
protection, or

ii.  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.

i. spravce udaju, ktery je tieti
stranou, zpracovava osobni
Udaje v souladu s rozhodnutim
Komise, jimZ bude shledéano,
Ze tieti zem&  poskytuje
odpovidajici aroven ochrany,

il. spravce udaji, ktery je tfeti
stranou, podepiSe tyto dolozky
nebo jinou dohodu o predavani
udaji schvalenou pftisluSnym
orgdnem v EU;

iii.  subjektim udaju bylo
umoznéno vznést namitku
poté, co byly informovany o
ucelech predavani, kategoriich
piijemcti a skuteCnosti, ze
zemé, do kterych jsou udaje
vyvazeny, mohou mit jiné
normy ochrany udaji nebo

iv.  subjekty udaju daly vzhledem
k dal$imu pfedavani citlivych
udaja svlj  jednoznaény
souhlas k dalsimu predavani.

Odpovédnost a prava tiretich stran

Kazda strana je odpovédna viici druhé

stran¢ za Skody, které zpilisobi
jakymkoli porusenim téchto dolozek.
Vzijemna odpovédnost stran je

omezena na skute¢né utrpénou Skodu.
Néahrada Skody punitivni povahy (tj.
nahrada Skody s cilem potrestat stranu
za jeji hrubé chovani) je vyslovné
vyloucena.  Kazdd  strana  je
odpovédna vii¢i subjektim udaji za
Skody, které zpisobi jakymkoli
porusenim prav tieti strany podle
téchto dolozek. Tim neni dotcena
odpovédnost vyvozce udaji podle
jemu piislusného prava na ochranu
udaju.
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b) The parties agree that a data subject
shall have the right to enforce as a
third party beneficiary this clause and
clauses I(b), I(d), I(e), l(a), li(c),
1(d), li(e), 1(h), (i), HI(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 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 I1(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

b) Strany sjednavaji, Ze subjekt udaji
ma pravo vynucovat jako opravnéna
tfeti strana tuto dolozku a dolozku I
pism. b), d) a e), doloZku Il pism. a),
c), d), e), h) a i), dolozku Ill pism. a),
doloZzku V, dolozku VI pism. d) a
dolozku VII proti dovozci udajii nebo
vyvozci udaji, pokud tito porusi své
smluvni povinnosti v souvislosti s
jeho osobnimi udaji, a rovnéz
pfijimaji pro tento ucel pfislusnost
soudll v zemi, v niz je usazen vyvozce
udaji. V pfipadech tykajicich se
tvrzeni o poruSeni ze strany dovozce
udajii musi subjekt Udaji nejdiive
pozadat vyvozce udaju, aby podnikl
odpovidajici kroky k vynuceni jeho
prav vic¢i dovozci udaji; pokud
vyvozce udaji tyto kroky nepodnikne
v piimétené lhute  (ktera za
normalnich  okolnosti ¢ini jeden
mésic), mize subjekt udaji sva prava
vynucovat vii¢i dovozci udajlii ptimo.
Subjekt Udaju je opravnén postupovat
pifimo proti vyvozci udaji, ktery
nevyvinul pfimétené usili, aby ur¢il,
ze je dovozce udaji schopen dostat
svym pravnim zévazkim
vyplyvajicim z téchto  dolozek
(vyvozce 1udaji ponese biemeno
dikazu toho, ze pfimétené Usili

vyvinul).
IV. Pravo pouzitelné na dolozky

Tyto dolozky se fidi pravem zemé, ve které je
usazen vyvozce udaji, s vyjimkou pravnich a
spravnich pfedpisit  vztahujicich se na
Zpracovani osobnich udaji dovozcem udaji
podle doloZzky Il pism. h), které plati pouze v
pripade€, Ze si je dovozce udaji podle této
dolozky zvoli.

V.  ReSeni sporii se subjekty idaji
nebo s organem
naroku

a) V piipadé sporu nebo
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VI.

b)

b)

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.

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 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.

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);

VI.

b)

b)

vznesen¢ho subjektem udaji nebo
organem, které se tykaji zpracovani
osobnich 1udaji, proti jedné nebo
obéma strandm, se budou strany
vzajemn¢ informovat o  vSech
takovych sporech nebo narocich a
budou spolupracovat s cilem je
smirn€ a urychlené urovnat.

Strany se zavazuji, Ze budou reagovat
na kazdé obecné dostupné nezavazné
mediacni fizeni zahdjené subjektem
udaji nebo orgdnem. Pokud se strany
fizeni iCastni, mohou si zvolit ucinit
tak na dalku (napiiklad telefonicky
nebo pomoci jinych elektronickych
prostiedkll). Strany se také zavazuji,
ze zvazi svou uCast na jakychkoli
ostatnich rozhod¢ich, mediacnich ¢i
jinych fizenich k feSeni spori
vyvinutych pro spory tykajici se
ochrany udajt.

Kazda strana se bude ridit
rozhodnutim pfislusného soudu zemé,
v niZ je usazen vyvozce udajui, nebo
organu, které je kone¢né a proti
kterému neni moZné podat Zadny
dalsi opravny prostiedek.

Vypovézeni

Pokud dovozce udaji porusi své
zavazky podle téchto dolozek, muize
vyvozce udaji  docasné¢ zastavit
pfedavani osobnich udaji dovozci
udajt, dokud neni poruSeni napraveno
nebo smlouva vypovézena.

V piipadg, ze:

I.  vyvozce udaju docasné
pozastavi predavani osobnich
udaji dovozci tdajii na dobu
delsi nez jeden mésic podle
odstavce a),
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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;

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

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

then the data exporter, without
prejudice to any other rights which it
may have against the data importer,
shall be entitled to terminate these
clauses, in which case the authority
shall be informed where required. In

ii. dodrzeni téchto dolozek ze
strany dovozce udaji by vedlo
k tomu, Ze by porusil své
zavazky podle pravnich nebo
spravnich pfedpisi v zemi
dovozu,

iii. dovozce udaji zasadné nebo
trvale porusuje jakekoli zaruky
nebo zévazky, které poskytl v
ramci téchto dolozek,

iv. podle konecného rozhodnuti,
proti némuz neni mozné podat
Zadny dalsi opravny
prostiedek, vyneseného
pfisluSnym soudem zemé, v
niz je usazen vyvozce udajd,
nebo orgéanu, doslo k poruseni
doloZzek ze strany dovozce
udaji nebo vyvozce udaji
nebo

V. je podana Zadost o konkursni
spravu nebo likvidaci dovozce
udajt, at’ jiz v jeho osobnim
nebo obchodnim postaventi,
piicemz zadost neni zamitnuta
v pfislusné 1huté¢ pro takové
zamitnuti stanovené platnym
pravem; je vydan likvidacni
piikaz soudu; je jmenovan
nuceny spravce jakéhokoli
jeho majetku; je jmenovan
spravce konkursni podstaty, je-
li dovozce udaji fyzickou
osobou; je jim zahajeno
mimosoudni narovnani; nebo
dojde k rovnocennému fizeni v
jakékoliv jurisdikci,

potom je vyvozce udaji, aniz jsou
dotéeny jeho pfipadné jiné naroky
va¢i  dovozei  Udaji, opravnén
vypoveédéet tyto dolozky, v kterémzto
piipadé  bude, pokud je to
vyzadovano, uvédomen organ. V
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cases covered by (i), (ii), or (iv)
above the data importer may also
terminate these clauses.

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

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

VII. Variation of these clauses

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

VII1. Description of the Transfer

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

VIII.

piipadech  zahrnutych ve  vySe
uvedenych bodech i), ii) nebo iv)
muze dovozce udajt tyto dolozky také
vypovedét.

c) Kazda ze stran mize tyto dolozky
vypoveédeét, pokud 1) je vydano
jakékoli kladné rozhodnuti Komise o
odpovidajici trovni podle ¢l. 25 odst.
6  smérnice  95/46/ES (nebo
jakéhokoli pfedpisu, ktery tento
pfedpis nahradi) tykajici se zemé
(nebo jejiho odvétvi), do ktere
dovozce tdaju udaje predava a v niz
Udaje zpracovavd, nebo i) se
smérnice 95/46/ES (nebo jakykoli
piedpis, ktery tento predpis nahradi)

stane v  takové zemi piimo
pouZzitelnou.
d) Strany sjednavaji, ze vypovézeni

téchto dolozek kdykoli, za jakychkoli
okolnosti a z jakéhokoli davodu
(kromé vypovézeni podle dolozky VI
pism. ¢)) je nezbavuje zavazkl a/nebo
podminek podle téchto dolozek,
pokud jde o zpracovani ptedanych
udaju.

VII.  Zména dolozek

Strany nesmi tyto dolozky ménit, s vyjimkou
aktualizace jakékoli informace v pfiloze B, v
kterémzto ptipadé budou, pokud je to tieba,
informovat organ. To strandm nebréani v
pridavani dopliujicich obchodnich dolozek,
pokud je to tfeba.

Popis piredavani

Podrobnosti ptfedavani a osobnich udaji jsou
specifikovany v pfiloze B. Strany sjednavaji,
ze piiloha B miZze obsahovat divérné
obchodni informace, které nesd€li tretim
stranam, vyjma pftipadi, kdy to vyzaduje
zékon, kdy se tak déje v odpovédi prislusné
regulacni nebo vladni agentufe, nebo podle
pozadavku v doloZce | pism. e). Strany
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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: ..o
FOR DATA IMPORTER

FOR DATA EXPORTER

mohou sjednat dalsi ptilohy tykajici se
dalsich ptredavani, které budou piedlozeny
organu, pokud je to vyzadovéno. Ptiloha B
muze byt alternativné navrzena tak, aby
zahrnovala vétsi pocet predavani.

Dne: e,
ZA DOVOZCE UDAJU

ZA VYVOZCE UDAJU
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ANNEX A

DATA PROCESSING PRINCIPLES

1.

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 appropriate to the
risks, such as against accidental or
unlawful destruction or accidental
loss, alteration, unauthorised
disclosure or access, presented by the
processing. Any person acting under
the authority of the data controller,
including a processor, must not
process the data except on
instructions from the data controller.

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

PRILOHA A

ZASADY ZPRACOVANI UDAJU

1. Omezeni ucelu: osobni udaje se musi

zpracovat a nasledné¢ pouzivat nebo
dale sd€lovat pouze pro ucely
uvedené v priloze B nebo nasledné
schvalené subjektem tidaju.

Kvalita a pfiméfenost udaji: osobni
udaje musi byt piesné a tam, kde to
je nutné, aktualizované. Udaje musi
byt pfimétené, relevantni a nikoli
piebyte¢né ve vztahu k ucelim, pro
které jsou piedavany a dale
zpracovavany.

Prihlednost: subjektim udaji musi
byt poskytnuty informace nezbytné
pro zajisténi fadného zpracovani
(naptiklad informace o ucelech
zpracovani a o piredavani), pokud jiz
tyto informace nebyly poskytnuty
vyvozcem udaj.

Bezpecnost a davérnost: spravce
udajii musi pfijmout technickd a
organizacni bezpecnostni opatieni,
ktera jsou pfiméfend  rizikim
vyskytujicim se v souvislosti se
zpracovanim, jako naptiklad proti
nahodnému nebo nedovolenemu
zniceni ¢i ndhodné ztraté, Gpravam,
neopravnénému  sdélovani  nebo
pfistupu. Kazda osoba jednajici na
zékladé¢ opravnéni spravce udaja,
vCetné zpracovatele, smi udaje
zpracovavat pouze na zakladé
pokynii spravce udaju.

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

Sensitive data: The data importer
shall take such additional measures

které organizace méa, s vyjimkou
pozadavkl, které jsou vzhledem ke
své nepfiméiené frekvenci nebo
po¢tu  nebo  opakovanosti  ¢i
soustavnosti zjevné prehnané, nebo
pro né¢Z nemusi byt pfistup umoznén
podle prava zem¢ vyvozce udaju. Za
pfedpokladu, ze orgdn vydal
piedchozi souhlas, nemusi byt
pfistup umoznén také tehdy, pokud
by to  pravdépodobné  vaziné
poskodilo z4jmy dovozce udajii nebo
organizaci, které s dovozcem udaji
obchoduji, a takové zajmy nejsou
prevyseny zdjmy zdkladnich prav a
svobod subjektu udaji. Pavod
osobnich udajti nemusi byt oznacen,
pokud to neni moZzné za pouZiti
piiméfeného usili nebo pokud by
byla poruSena prava osob jinych nez
dotéené¢ fyzické osoby. Subjekty
udaji. musi mit moznost nechat
osobni informace, ktereé se jich tykaji,
opravit, zménit nebo vymazat, pokud
Jsou nepiesné nebo jsou zpracovany
v rozporu s témito zdsadami. Pokud
existuji vazné davody  pro
zpochybnéni opravnénosti
uveden¢ho pozadavku, muze
organizace pifed pfistoupenim k
opravé, zméné¢ nebo vymazu
pozadovat dalsi odtivodnéni.
Oznameni vSech uprav, zmén nebo
vymazl tfetim stranam, kterym byly
udaje sd€leny, neni nutné, pokud by
to vyzadovalo neimérné Usili.
Subjekty udaji musi mit rovnéz
moznost vznést z vaznych a
legitimnich davodi souvisejicich s
jeho osobni situaci namitku proti
zpracovani osobnich tdaja, Které se
ho tykaji. Dlkazni bifemeno lezi v
piipadé¢ jakéhokoliv odmitnuti na
dovozci udaji a subjekt udaji muize
vZdy u organu odmitnuti napadnout.

Citlivé udaje: dovozce tidaji ptijme
takova dodatecna opatteni (napiiklad
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(e.g. relating to security) as are
necessary to protect such sensitive
data in accordance with its
obligations under clause 1.

bezpecnostni), kterad jsou nebytnd pro
ochranu citlivych udajii v souladu s
jeho povinnostmi podle dolozky II.

Data used for marketing purposes: 7. Udaje  pouzivané pro  ucely
Where data are processed for the marketingu: zpracovavaji-li se udaje
purposes of direct marketing, pro ucely ptimého marketingu, mély
effective procedures should exist by existovat ucinné  postupy
allowing the data subject at any time umoznujici subjektu udaji kdykoli
to “opt-out” from having his data ,zvolit vynéti“, aby tidaje o ném jiz
used for such purposes. nebyly vyuzivdny k takovym
uceltim.
Automated decisions: For purposes 8. Automatizovand rozhodnuti: pro
hereof “automated decision” shall ucely téchto dolozek se
mean a decision by the data exporter »automatizovanym rozhodnutim*
or the data importer which produces rozumi rozhodnuti vyvozce tudaju
legal effects concerning a data nebo dovozce udaji, které vuci
subject or significantly affects a data subjektu udaju zaklada pravni Gcinky
subject and which is based solely on nebo které se subjektu udaju
automated processing of personal vyznamné dotyka, pfijaté vyluéné na
data intended to evaluate certain zaklad¢ automatizovaného
personal aspects relating to him, such zpracovani  udaji  uréeného k
as his performance at work, hodnoceni  uréitych  ryst  jeho
creditworthiness, reliability, conduct, osobnosti, naptiklad pracovniho
etc. The data importer shall not make vykonu, duvéryhodnosti,
any automated decisions concerning spolehlivosti, chovani atd. Dovozce
data subjects, except when: udaji neudini zadné automatizované
rozhodnuti tykajici se subjektti udajt,
s vyjimkou ptipadi, kdy:
a) a)

I.  such decisions are made by i. jsou takova rozhodnuti
the data importer in entering u¢inéna dovozcem udaju pii
into or performing a contract uzavirani  nebo  plnéni
with the data subject, smlouvy se subjektem tdaji
and a

ii. the data subject is given an ii. je subjektu 1udaji dana

opportunity to discuss the piilezitost projednat
results of a relevant vysledky ptislusného
automated decision with a automatizovaného

representative of the parties rozhodnuti se zastupcem

making such decision or

strany provadéjici takové

otherwise to make rozhodnuti nebo jinak ucinit
representations  to  that této strané prohlaseni,
parties.
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or nebo
b) where otherwise provided by the b) pravni piedpisy platné pro vyvozce
law of the data exporter. udaju 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:

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.

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

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

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).

To carry out
performance evaluation.

professional

To determine the involvement of the

data subjects in future
research/studies.
To comply with any regulatory

requirements.

Categories of data
The personal data transferred concern the

PRILOHA B
POPIS PREDANI

(vyplni strany)

Subjekty udaji
Pfenesené osobni udaje se tykaji
nasledujicich kategorii subjektti udajt:

o Clemi studijniho  tymu,  vietné

hlavniho zkouSejiciho, pomocnyche
zkousSejicich, vyzkumnych pracovniki
klinického hodnoceni podporovaného
spolecnosti  Pfizer a provadeného
vyvozcem udajii podle smlouvy o
klinickém hodnoceni mezi CRO a
vyvozcem udajil.

Pacientii (do jisté miry by mohly byt
kodifikované udaje povaZzovany za
osobni Udaje).

Ugely pienosu(il)
Ptevod je dén nésledujicimi divody:

Poskytnout pomoc a/nebo dohled k
provadeni  smlouvy o  klinickém
hodnoceni

Vykonavat klinické hodnoceni, véetnée
pripadnych  naslednych  cinnosti
klinického  hodnoceni  (jako je
porovnavani udajii)

Provést odborné
vykonnosti

vyhodnoceni

Urcit zahrnuti subjektii udaju v
budoucim vyzkumu/klinickych
hodnocenich

Byt v souladu se viemi regulacnimi
pozadavky

Kategorie iidaji
Prenesené

osobni  udaje se  tykaji
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following categories of data:

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

e 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:

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

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

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

e 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 ensure
non-attribution to an identified or
identifiable patient.

Data protection registration information

nasledujicich kategorii tidajt:

e Cleni studijniho  tymu: Jméno,
pracovni kontaktni Udaje, Zivotopis,
funkce v klinickém hodnoceni.

e Pacienti: zadné identifikovatelne
udaje nejsou prendseny vyvozcem
udaju dovozci udaju.

Prijemci
Pfenesené osobni tUdaje mohou byt
zptistupnény pouze pro  nasledujicim

piijemciim nebo kategoriim piijemct:

e Obchodni jednotky skupiny dovozce

udajii  (celosvetove),  které  se
prileZitostné zabyvaji vySe uvedenymi
ucely

e IT dodavatelé poskytujici technickou
podporu vyvozci udajii ve spojeni s

databazemi, kde se osobni Udaje
zpracovavaji.
e Zastupci  zadavatele  klinického

hodnoceni, kteri provadeji kontrolni a
auditorské cinnosti.

e Regulacni urady po celem svete.
Citlive udaje (v ptipad¢ potiecby)

Pfenesené  osobni  udaje  se
nasledujicich kategorii citlivych udaju:

tykaji

o Zddné. Zejména lékaiské informace
pacientu jsou predem kodifikovany
vyvozcem udaji takovym zpiisobem,
Ze tyto lékarskeé informace nemohou
byt  prirazeny ke  konkrétnimu
pacientovi bez pouziti kddu, ktery je
vyvozcem udajii uchovavan oddélené
a podléha vyvozci udajii k technickym
a organizacnim opatrenim a k
zajistéeni  toho, aby pacient nebyl
identifikovan nebo identifikovatelny.

Ochrana udaju registra¢nich informaci
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of data exporter (where applicable)

e [Where applicable, to be completed
by the data exporter. Otherwise,
please indicate ““Not applicable™]

Additional useful information (storage
limits and other relevant information)

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

Contact points for data protection
enquiries

Data importer

Data exporter

vyvozce udaji (v ptipad¢ potieby)
e [V pripadé potreby bude doplnéno
vyvozcem udajii. V opacném pripadé

uvedte “Neaplikuje se’’]

Dodatecné uzite¢né informace (limity pro
uchovavani a jiné dilezité informace)

e Osobni ddaje musi byt uchovavany

tak dlouho, dokud nejsou nezbytné

pro ucely, pro které byly udaje

predany, jak je popsdno nize.

Kontaktni mista pro Setfeni na ochranu
osobnich adaji

Dovozce udaju
Vyvozce udaju
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