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CLINICAL STUDY AGREEMENT
between
ICON Clinical Research Limited
and
Krajskd zdravetni a.s.,

Pfizer Protocol # A3921139

This Clinical Study Agreement (“Agreement”)
between

ICON Clinical Research Limited
with a place of business at South County
Business Park, Leopardstown, Dublin 18,
Ireland, VAT number IE 8201978R |,
represented by PharmDr. Pavel Lebesle MBA,
Director Project Manager (“CRO”)

and

Krajska zdravotni a.s., with a place of business
at Socialni péée 3316/12A, 401 13 Usti nad
Labem, Czech Republic

represented by Ing. Eduard Reicheli, dlrector
(“Institution™),

when signed by all parties, is effective as of 26-
Nov-2012.

Pfizer Inc, with a place of business at 235 East
42nd Street, New York, NY 10017, USA
(“Pfizer”) is the sponsor of a clinical study
entitled “ A multi-center, open-label study of
CP-690,550 in subjects with moderate to severe
ulcerative colitis.” Prot. No. A3921139, Icon
No. 9002/0009 (the “Study™) to be conducted at
Institution under the Pfizer protocol identified
above (“Protocol”). Pfizer has appointed CRO to

SMLOUVA O KLINICKE STUDII
mezi
ICON Clinical Research Limited
a
Krajska zdravotni a.s.,

tislo Protokolu spoleénosti Pfizer A3921139

Tato smlouva o Kklinické Studii (dale jen
»Smlouva™) mezi

ICON Clinical Research Limited
sidlici v South County Business Park,
Leopardstown, Dublin 18, Irsko,

DIC IE 8201978R
zastoupeny PharmDr. Pavel Lebesle MBA,
Director Project Manager (ddle jen ,,CRO*)

a -

Krajskd zdravotni a.s., s¢ sidlem Socialni
péte 3316/12A, 401 13 Usti nad Labem, Ceska
republika

Jednajici: Ing. Eduard Reichelt, feditel (dale
jen ,Instituce™),

pokud je podepsana vSemi stranami, je platna
od 26.listopadu 2012,

Pfizer Inc, se sidlem 235 East 42nd Street,
New York, NY 10017, USA (dale jen ,,Pfizer)
je sponzorem klinické studie nazvané
~Multicentrické, odslepené klinické hodnoceni
piipravku CP- 690,550 u pacientil se stfedné
tézkou aZ tézkou ulcerdzni kolitidou* Prot. No.
A3921139, Icon No. 9002/0009 (dale jen
»Studie®), ktera bude provedena v Instituci na
zakladé vySe uvedeného protokolu spoleénosti
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undertake clinical trjz] Services for the Study Pfizer (déle jen ,,Protokol“).
(including but not limited ¢q tontracting ang povefila CRo 2aji¥ténim i3
Monitoring). y i ]
There is 4 Separate agreemeny between CRO and
the investigator concerning the Study (see
section 1.3 below).

The partieg agree as follows:

1. Responsibilities.

Study wil] be conducted by Institution’g
Investigator MUDy, Michal Tichy, op
Gastroenterology dep. Krajsks
zdravotni, as. Masarykoy,
NeMocnice v [lgy nad Labep, 0.z,
(“Principal Investigator”). Institution wil]
Cnsure that only individyalg who are
appropriate]y trained and Qualified aggig
In  the conduct of the Study g
subinvestigators Or  ‘research staff.

1.2 Compliance Obligations. Institution is
responsible to Pfizer for Compliance by

all Study Personnel whg are Institution
employees or Contractors wigh the terms
of  thig

1.2 Povinnost dodrFovat pravnf Diedpisy
Instituce odpovids spoleénost; Pfizer 73
t0, Ze viichpj Pracovnijcj podilejici ge
hia  Studij, kte¥f Jsou Zzaméstnanci
Instituce nebo jejimi smluvnim;

- Partnery, bugoy dodrzovar ustanoveny

této Smlouvy, smérnic Mezinérodni

le  law, regulationg and
, including namely Act No.
378/2007 Coll. on Pharmaceuticals, as
amended (“Phannaceuticals aw’™), Sb., o léc”:ivech, Vv platném Znéni (d4le
ini Jen | Zakon 0 le’éivech“), vyhlasky

inisterstyg zdravotnicty; a
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of the Ministry of Health and Ministry of
Agriculture No. 86/2008 Coll. on Good
Laboratory Practice concerning
Pharmaceuticals, as amended, and Act
No. 372/2011 Coll., of Health services ,
as amended. Institution will provide

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

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

Division of Responsibilities. Institution,
as the employer of the Principal
Investigator, hereby grants its express
consent to the Principal Investigator’s
participation in the Study according to
this 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

1.3

1.4

lé€ivych pipravkd, v platném znéni,
vyhlasky Ministerstva zdravotnictvi a
Ministerstva zemé&d&lstvi €. 86/2008
Sb., o stanoveni zasad spravné
laboratorni praxe v oblasti léiv, v
platném znéni, a zdkona ¢ 372/2011
Sb. o zdravotnich sluZbach, v platném
znéni. Instituce =zajisti odpovidajici

dohled nad ¢innosti Hlavniho
zkousejiciho v ramci Instituce.
Smlouva mezi CRO a Hlavnim

zkougejicim Provadéni Studie ze strany
Hlavniho  zkousejictho a  jeho
souvisejici povinnosti vii¢i spoletnosti
Pfizer nebo CRO jsou popsany ve
zvla¥tni smlouvé uzaviené mezi CRO a
Hlavnim zkoudcjicim. Instituce timto
potvrzuje, Ze si je védoma existence
této zvla¥tni smlouvy. Instituce dale
potvrzuje, Z%¢ obdrzela kopii tcto
smlouvy (véetné pfilohy obsahujici
Rozpodet Studie nebo bez t€to piilohy)
resp. %e byla jinak uspokojivym
zplsobem seznamena  SC zavazky
Hlavniho zkou$ejiciho v souvislosti se
Studii.

Rozdéleni odpovédnosti Instituce, jako
zamédstnavatel Hlavniho zkouSejiciho,
timto udéluje svij vyslovny souhlas s
ugasti Hlavniho zkouSejiciho ve Studii
v souladu s podminkami této Smlouvy
a s vyplacenim odmény sjednané s
CRO a spoletnosti Pfizer dle
ustanoveni § 304 odst. 1 zikona C.
262/2006 Sb., zékonik prace, v platném
znéni. Instituce nesmi pfifadit vedeni
Studie jinému Hlavnimu zkouSejicimu
bez ptedchoziho pisemného souhlasu
CRO. Hlavni zkouSejici a Instituce se
dohodnou na rozdéleni odpovédnosti
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1.5

division of responsibilities between
Institution and Principal Investigator for
certain 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 will provide
appropriate  oversight of  Principal
Investigator  activities  within  the
Institution. Institution further agrees to
cooperate with CRO or Pfizer if needed
to help resolve any issues relating to
compliance by Principal Investigator
with his/her Study-related
responsibilities.

Pfizer GCP Training. Prior to subject
enrollment at the site, Institution’s
Principal Investigator and any sub-
investigators participating in the Study
will complete the Pfizer-provided Good
Clinical Practice training module, GCP
for Investigational Site Staff (“Pfizer
GCP  Training”). Any investigators
joining the Study after first subject
enrollment at the site will complete
Pfizer GCP Training before performing
Study related duties. For studies of
applicable duration, Principal
Investigator and any sub-investigators
participating in the Study will complete
such 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
and/or course materials that require
retraining,.

1.5

_ souvisejicich  se

mezi Instituci a Hlavniho zkouSejictho
ve vztahu k urlitym &innostem
souvisejicim se Studif, jeZ jsou
vyzadovany Protokolem nebo
specifikoviny v této Smlouvé nebo ve
smlouvé mezi CRQO a Hlavnim
zkouSejicim. Hiavni zkouSejici viak
ponese  minimalné  odpovédnosti
ndleZejici obecné hlavnim zkousejicim
podle pfisludnych pfedpist upravujicich
provadéni klinickych zkousek. Instituce
zajisti vhodny dohled na é&innost
Hlavniho  zkouSejictho v rdmci
Instituce. Instituce se dile zavazuje v
piipadé potfeby spolupracovat s CRO
nebo “spoleCnosti Pfizer za udelem
feSeni  pfipadnych  problémi v
souvislosti s plnénim  povinnosti
Hlavniho zkouSejiciho ve vztahu ke
Studii.

Skoleni _spoletnosti Pfizer o spravné
klinické praxi (GCP) Pfed zapisem
subjektll na pracovidti absolvuji Hlavni
zkouSejici Instituce a vSichni podfizeni
zkoudejici udastnici se Studie $kolici
modul  spravné  klinické  praxe
poskytnuty spole¢nosti Pfizer, GCP pro
pracovniky vyzkumného pracoviitd
(dile jen ,Skoleni GCP spolednosti
Pfizer). Vsichni zkouSejici, ktefi se do
Studie  zapoji po zdpisu prvniho
subjektu  napracovidti,  absolvuji
Skoleni GCP spole¢nosti  Pfizer
pfed provadénim povinnosti
Studii. U  Studii
odpovidajici délky trvani absolvuji
takovéto Skoleni GCP  spolenosti
Pfizer Hlavni zkouSejici a vSichni
podfizen{ zkousejici udastnici se Studie
kazdé tfi roky po dobu trvani Studie,
nebo i dastdji, jestlize dojde

Non-US CRO Dual Contract CSA CRO and Institution {Czech Republic)
Version 1.0 Amended 01 Dec 2011
lcon No 9002/0009_ Site 1046_ Institution Clinical Trial Agreement_ Final

Page 4 of 44 ] ‘




A Symbol of Excellence

1.6 FEthics Committee/State Institute for
Drug Control. Before the Study is
initiated, CRO will obtain or will procure
a third party to obtain approval of the
Study and informed consent document
by the State Institute for Drug Control
(“SUKL”) and the Ethics Committee.
CRO will use reasonable endeavours to
ensure that the Study is subject to
continuing oversight by the Ethics
Committee/SUKL throughout its
conduct. In case of multi-center studies,
CRO will submit request for opinion to
Ethics Committee of institutions where
the respective clinical study should be
performed. Should no Ethics Committee
be established for some of the places of
planned performance of the clinical
study, the Ethics Committee for multi-
center study would provide its opinion
for such a place.

2. Funding. CRO will provide funding to
Institution as compensation for the use of
Institution’s facilities and services in
relation to the Study in accordance with
Attachment A and subject to the terms
specified in this Agreement. CRO will
provide funding to the Principal
Investigator as  compensation  for
Principal Investigator’s Study conduct
activities under the agreement between
CRO and Principal Investigator.

2.1 Investigator _Meetings. If Principal
Investigator is required to attend
investigator meetings for this Study,
CRO will directly cover iravel expenses

1.6

k vyraznym  zménam v pokynech
ICH GCP nebo v materidlech kurzu,
které vyzaduji pfeskoleni.

Eticky vybor / Statni tifad pro kontrolu
16¢iv Pred zahajenim Studie ziska CRO
nebo zajisti, aby tfeti strana ziskala
schvaleni Studie -a  dokumentu
informovaného  souhlasu  Statnim
ustavem pro kontrolu 1é¢iv (dale jen
,SUKL“) a Ftickym vyborem. CRO
vynaloZi piim&fené usili k zajiSteni
toho, aby byla Studie v pribghu trvani
naddle pfedmétem dohledu Etického
vyboru / SUKL. V  pfipad¢
multicentrickych studii pfedlozi CRO
7adost o vyjadfeni Etickému vyboru
instituci, v nichZ ma byt pfisludna
klinicka studie provadéna. Jestlize
nanékterém  zmist  plénovaného
provadéni klinické studie nebude zfizen
7adny Eticky vybor, pak posudek
pro takovéto misto poskytne Eticky
vybor pro multicentrickou studii.

Financovini CRO poskytne Instituci
finanéni prostfedky jako odménu za
vyuziti zafizeni Instituce a poskytnuti
jejich sluZeb v souvislosti se Studii, a to
v souladu s Pfilohou A a v souladu s
podminkami stanovenymi v  této
Smlouvé. CRO poskytne Hlavnimu
zkoudejicimu finanéni prostfedky jako
odménu za  ¢&innosti  Hlavniho
zkousejiciho pfi provadéni Studie v
souladu se  zvlastni  smlouvou
uzavfenou mezi CRO a Hlavnim
zkousejicim.

2.1 Setkani _ zkoudejicich  Jestlize je

od Hlavniho zkou3ejiciho vyZadovano,
aby se udastnil setkéni zkouSejicich
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3.1

in connection with those meetings, but
the parties agree that neither CRO nor
Pfizer pays compensation for such
attendance.

Protocol. Institution will perform Study-
related activities in accordance with the
Protocol, including but not limited to
adverse event reporting, and publication
of Study results, as set out in the Protocol
and this Agreement,

Amendments. The Institution agrees that
the Protocol may be modified only by
written amendment, signed by both
Pfizer and the Principal Investigator and
approved by the responsible Ethics
Committee and SUKL (“Amendment™)
except for emergency changes necessary
to protect the safety of individuals who
are enrolled onto the Study in accordance
with the Protocol conditions (“Study
Subjects™) as described in the Protocol. 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 SUKIL,
(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 SUKI,
(as applicable) and documented in a
written Protocol Amendment,

3.1

ohledn¢ této Studie, CRO piimo
pokryje cestovni vylohy v souvislosti
s témito  setkanimi. Strany  viak
souhlas{ stim, Ze ani CRO anj
spolenost  Pfizer nebudou
nahradu za takovouto uast.

Protokol Instituce bude provadét Studii
a Cinnosti souvisejici se Studii v
souladu s Protokolem a zejména bude
povinna  shromaZd’ovat Zpravy o
nezadoucich d&incich a publikovat
vysledky Studie, jak je stanoveno v
Protokolu a v tto  Smlouvs.

Dodatky. Instituce souhlasi s tim, Ze
Protokol je mo#no upravovat pouze
formou pisemného dodatku
podepsaného spoletnosti  Pfizer i
Hlavnim zkouSejicim a schvaleného
ptisludnym Etickym vyborem a SUKI.
(dale jen ,Dodatek”) s vyjimkou
naléhavych zmé&n nutnych k zaji§tén{
bezpetnosti pro osoby Zapojené do
Studie v souladu s podminkami
Protokolu (dale jen »Subjekty Studie®),
jak je popsano v Protokolu. Je-li nutné
odchylit se v naléhavych piipadech od
Protokolu za  d&elem zajidténi
bezpefnosti pro momentalné lédené
Subjekty  Studie, oznami Hlavni
zkouSejici tuto skutednost CRO a
spoleCnosti  Pfizer a  piislugnému
Btickému vyboru a SUKL (dle
konkrétnitho p¥ipadu), a to co nejdiive,
aviak nejpozd&ji jeden pracovni den po
provedeni pfiisluiné zmény. Zadna
takovd zmé&na provedend za USelem
zajifténf  bezpednosti  momentalns
lé€enych Subjektt Studic se nebude
vztahovat na jakékoli budouci Subjekty
Studie, pokud mnebude schvilena
spoleCnosti  Pfizer a piislu$nym

platit
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32 No Additional Research. No additional
research may be conducted on Study
Subjects 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 agrecable terms
otherwise documented by the parties.

4. Subject Enrollment. Principal
Investigator and Institution (through the
actions of the Principal Investigator)
have agreed to enroll Qualified Study
Subjects (defined below) in Study during
the Pfizer-specified enrollment petiod,
unless CRO, wupon Pfizer’s prior
instructions, modifies the enrollment
period by written notification. A
Qualified Study Subject is one who
meets all Protocol criteria for inclusion in
the Study (“Qualified Study Subject(s)").

41 Multi-Center Studies. CRO may end
Study Subject enrollment early if the
total enrollment needed for a multi-
center study has been achieved before the
end of the enroliment period for this
Study or before Principal Investigator
has enrolled the minimum number of
subjects (see Section 18, Termination)

5.

3.2

4.1

Etickym vyborem a SUKL (dle situace)
a zaznamenana v pisemném Dodatku k
Protokolu.

7adny daldi vyzkum Na Subjektech
Studie nesmi byt v priib&hu Studie
provadén Zadny dalsi vyzkum a zadny
daldi vyzkum nesmi byt provadén ani
na biologickych vzorcich odebranych v
pribghu Studie, pokud nebude takovy
vyzkum schvalen spole¢nosti Phizer a
zaznamenan v Dodatku k Protokolu
nebo pokud nebude jinak sjednan a
Zaznamenan 7a oboustranné
pHijatelnych podminek obéma stranami.

Zapis subjektd Hlavni zkou3ejici a
Instituce s dohodli, 7e
(prostfednictvim  krokdl Hlavniho
zkougejictho)  zapidi  do Studie
kvalifikované Subjekty Studie
(definovéano nize) b&hem obdobi zapisu
stanoveného spoletnosti Pfizer, pokud
CRO  neupravi  obdobi  zapisu
pisemnym  ozndmenim  na zaklade
ptedchozich pokynii spolenosti Pfizer.
Kvalifikovany Subjekt Studie je takovy
subjekt, ktery spliiuje viechna kritéria
Protokolu pro zafazeni do Studie (ddle
jen ,Kvalifikovany Subjekt Studie /

Kvalifikované Subjekty Studie®)..

Multicentrické _ Studic CRO  muzZe
ukonéit zdpis Subjektd Studie dfive,
pokud bude dosaZeno celkového poctu
potiebného k provedeni multicentrické
studie jedtd pred stanovenym terminem
nebo pred tim, neZz Hlavni zkousejici
zapiSe do Studie minimalni pocet
subjekti (viz ¢Elanek 18 - Ukondeni
Smlouvy).

Provadéni Studie
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5.

Study Conduct

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

5.2 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 setious
breaches of the Protocol or any local
regulations or laws relating to the
conduct of clinical trials, or ICH GCP
guidelines of which Institution becomes
aware,

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

Data Protection and FDA Financial
Disclosure

5.1 Uétovani_poplatkti_Subjektim Studie
Instituce nebude tu&tovat Subjektim
studie ani ZAdnym daldim platctim
jakékoli poplatky za Zkoumané 1é&ivo
(viz ¢lanek 8 - Zkoumané 1&&ivo) nebo
za jakékoli sluzby, za nd% spolenost
Pfizer poskytuje odmény dle této
Smlouvy nebo dle smlouvy mezi CRO
a- Hlavnim zkoudejicim.

5.2 Bezpednostni opatfeni a vaZné poruseni
Instituce bude neprodlend (piimo nebo
prostfednictvim Hlavntho zkousejiciho)
informovat CRO o (a) veskerych
naléhavych bezpeénostnich opatienich
pfijatych Hlavnim zkouSejicim za
ucelem ochrany Subjektd Studie pred
bezprostfednim nebezpedim nebo (b)
jakémkoli zavazném poruseni
Protokolu nebo kteréhokoli mistniho
pfedpisu & zdkona tykajiciho se
provadéni klinickych zkou$ek nebo
smérnic ICH GCP, o nichZ se Instituce
dozvi.

5.3 Pojisténi Instituce Instituce potvrzuje
- podpisem  této  smlouvy, Ze e
Instituce, zafizeni, v niZ bude Studie
provadéna, a jeji zaméstnanci, kteki
Studii  provad&ji, kryta platnym a
dostateénym pojisténim odpovédnosti
za Skody zpfisobené poskytovanim
zdravotnické péde podle platnych
pravnich ptedpisi.

Ochrana udajti a poskytnuti finanénich
informaci FDA

Page 8 of 44
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6.1 Personal Data. Personal data is any
information from which it is possible to
identify an individual including, without
limitation, Study Subjects. Personal data
which concerns health information is
sensifive personal data. Personal data
collected in the Study shall include
personal data relating to the Principal
Investigator, research staff, third parties
and possibly Study Subjects (including
sensitive personal data relating to Study
Subjects) (collectively “Personal Data”)
which may be subject to specific
legislation relating to the processing,
storage, transfer and use of such data.
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 conduct and reporting of the Study.
Institution will take all technical and
organizational ~measures 1o prevent
unauthorized or unlawful processing or
accidental loss or destruction of, or
damage to, or disclosure of such data.
Pfizer and CRO will take appropriate
measures to protect the confidentiality
and security of all Personal Data that it
receives from Institution in connection
with the Study.

6.2 Use by Pfizer and CRO. 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, research staff, and

6.1 Osobni tdaje Osobnimi udaji se rozumi
veskeré informace umoZiujici
identifikaci konkrétni osoby, zejména
Subjektu Studie. Osobni udaje, kter¢ se
tykaji zdravotnich informaci, jsou
citlivymi osobnimi tdaji. Osobni udaje
shromézdéné ve  Studii  budou
zahmovat osobni udaje tykajici se
Hlavniho zkousejiciho, vyzkumnych
pracovnikii, tfetich stran a eventualné
Subjektii  Studie (vetné citlivych
osobnich adaj tykajicich se Subjektd
Studie) (spoleéné ddle jen ,,Osobni
tidaje), které mohou podl¢hat zvlastni
legislative  tykajici sc Zpracovini,
uloZeni, pfenosu a pouZivani takovych
udaji.  Instituce je povinna pti
provadéni Studie a zpracovani ZPrav
souvisegjicich se Studii dodrzovat
vedkeré relevanini pravni pfedpisy
tykajici se ochrany a pouZivani
Osobnich udaji a ochrany soukromi,
zejména ustanoveni zakona C. 101/2000
Sb., o ochrang osobnich udaji, v
platném znéni (dale jen »Zakon ©
ochrang osobnich udaji®). Instituce
pfijme vedkera technickd a organizacni
opatfeni, aby zabréanila neopravnénému
nebo protipravnimu zpracovani
takovych tudajd, jejich nahodné ztrat
nebo znideni, poskozeni nebo jejich
zptistupnéni daldim osobam. Pfizer a
CRO piijmou vhodna opatfeni Kk
7ajisténi  ochrany  divémosti a
bezpetnosti veskerych Osobnich udaja,
jez obdrZi od Instituce v souvislosti se
Studii.

6.2 Vyuziti _spoletnosti Pfizer a CRO
Osobni 0daje budou zpracovavany a
vyuzivany pro Utely administrace této
Smlouvy a ve spojeni se Studii.
Informace  tykajici se  Hlayniho
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subinvestigators will be held on one or
more databases for the purposes of
determining their involvement in future
research and in order to comply with any
regulatory requirements.

6.3 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™),
the Institution will ensure that any co-
investigator or sub-investigators engaged
in the Study agrees to disclose to CRO
and Pfizer all relevant financial and other
information (including details of equity
interests in Pfizer or any of its affiliates)
relating to that Principal Investigator, co-
investigator or sub-investigator, as the
case may be, (and, where relevant,
spouse and dependants_ of Principal
Investigator, co-investigator and/or sub-
investigator) as required by Pfizer in
order to comply with the FDA
Regulation.

6.4 Disclosure and Transfer. Some of the
Personal Data referred to in this Section
6 may be disclosed or transferred to other
members of the Pfizer and CRO group of
companies, to representatives and
contractors working on behalf of the
Pfizer group and the CRO group, and to
regulatory authorities across the world.
Institution will ensure, through Principal

6.3

zkousejictho, vyzkumnych pracovniki
a podfizenych zkouSejicich budou
uchovavany v jedné nebo nékolika
databazich pro potfeby ureni jejich
role v dal§im vyzkumu a za ucelem
splnéni piisludnych regula¢nich
pozadavkd.

Zvefejnéni  finanénich  Odajd Vv
piipadech, kdy spole¢nost Pfizer
povazuje Studii za ,,Pokrytou studii®
pro ulely nafizeni amerického Utadu
pro kontrolu potravin a 1éiv (,,FDA*)
nazvaného ,Poskytovani finan¢nich
informaci zkouSejicimi v klinickém
vyzkumu® (déle jen ,Natfizeni FDA™),
zajisti Instituce, aby kazdy
spolupracujici zkousejici nebo
podiizeny zkouSejici podilejici se na
Studii  souhlasil s  poskytnutim
velkerych pfisludnych finan¢énich a
dalich informaci CRO a spole€nosti
Pfizer (v€etng informaci o majetkovych
podilech ve spoleCnosti Plizer nebo
jejich pfidruzenych spolednostech) ve
vztahu k danému Hlavnimu
zkousejicimu, spolupracujicimu
zkouSejicimu  resp.  podiizenému
zkoudejicimu  (a v  relevantnich
pfipadech také ve wvztahu k jejich
manzeltun, manzelkdim a zavislym
osobam), jak to vyZaduje Pfizer za
ucelem splnéni poZadavkid Natizeni
FDA.

6.4 Poskytnuti informaci a pfenos Nékteré

Osobni 0daje, jimiZz se zabyva tento
¢lanek 6, mohou byt sdéleny nebo
pfeddny jinym  ¢élentim  skupiny
spolecnosti Pfizer a CRO, zastupciim a
dodavatelim  pracujicim  jménem
skupiny Pfizer a skupiny CRO a

Nen-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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Investigator, that all necessary consents reguladnim organim po celém sveétd.
are in place to comply with the Instituce  prostfednictvim  Hlavniho
provisions of this Section 6 with respect zkousejiciho zajisti ziskani veskerych
to any affected employees and potfebnych  souhlasi ke splnéni
contractors of Institution. ustanoveni tohoto &lanku 6 ve vztahu
ke viem dotéenym zamdstnancim a
6.4.1 Safe Harbor Notice. Where the smluvnim partnerim Instituce.
aforementioned employees, contractors
and individuals are located in the 6.4.1 Ozndmeni podle programu na
European  Unpion  or Switzerland, ochranu osobuich idajt ,.Safe Harbor™
Institution and/or Principal Investigator Jestlize sidli vyse uvedeni
shall inform them and any other zamdstnanci, dodavatelé a jednotlivel
appropriate  third party of Pfizer’s v BEvropské unii nebo ve Svycarsku,
enrolment in the EU-US Safe Iarbor bude Instituce nebo Hlavni zkouSejici
program, as well as furnish a form of informovat je a jakoukoli dalsi
notice, to be made available by Pfizer, piislu¥nou tfeti stranu © zapojeni
setting out Pfizer’s intended use of the spolednosti Pfizer do programu EU-US
Personal Data and other pertinent Safe Harbor a také zatidi, aby forma
information. ozndmeni byla dana spole¢nosti Pfizer

k dispozici a uvadéla zamy$lené
pouziti Osobnich 0daji a dalgich
plislugnych  informaci  spoleCnosti
7. Informed  Consent and  Subject Pfizer.

Recruitment.

7. .Informovany souhlas a nabor uéastniki.

7 1 Informed Consent. CRO or Pfizer will
provide Institution (through Principal

Investigator) with the informed consent 7.1 Informovany souhlas CRO nebo Pfizer
form, which has been approved by the dodaji Instituei (prostiednictvim
Ethics Committee and SUKL. The Hlavniho  zkousejiciho)  formulai
Institution must not recruit potential informovaného souhlasu, ktery byl
Study Subjects to participate in the schvalen Etickym vyborem a SUKL.
Study, commence the research covered Instituce nesmi  provadét  nébor
under this Agreement, or administer the potencidlnich Subjekti Studie k ucasti
Investigational Drug (as defined below) ve Studii, zahajit vyzkum, na ktery se
to the Study Subjects unless and until a vztahuje tato Smlouva, nebo podavat
valid informed consent has been obtained Zkoumané 1étivo (jak je definovano
from each Study Subject. nize) Subjektiim Studie, pokud a dokud
neziska od kazdého Subjektu Studie
7.2 Subject Recruitment. Institution will platny informovany souhlas.
provide CRO an opportunity to review
and approve the content of any Study 7.2 Nébor subjektil Instituce umoZni CRO
recruitment  materials  directed  to provést kontrolu a_odsouhlasit obsah

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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potential Study Subjects before such
materials are used. This requirement
applies to all such matertals, regardless
of medium.

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

8. Investigational Drug. Pfizer will provide
Institution, at no charge, with sufficient
quantities of the Pfizer product that is

being studied (“Pfizer Drug™) to conduct | 8.

the Study. Unless otherwise indicated in
Attachment A, Pfizer will also provide at
no charge, or cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required drug
that Pfizer provides or covers the cost of
is, together with the Pfizer Drug,
considered "Investigational Drug."

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

veskerych  naborovych  materiald
tykajicich se Studie adresovanych
potencialnim Subjektim Studie, a to
jedté pred pouZitim takovych materiald.
Tento pozadavek se vztahuje na
veskeré tyto materidly bez ohledu na
prostfedek.

7.3 Nezadouci udinky Instituce zajisti, aby

8.1

byly prostiednictvim Hlavniho
zkouSejictho  nahlaSeny viechny
nezadouci uéinky, se kterymi se
Subjekty Studie setkaji, v souladu
s pokyny uvedenymi v Protokolu a
platnych ptedpisech. To v pfipad¢
potieby zahrnuje i okamZité
informovani CRO a spole¢nosti Pfizer
prostfednictvim telefonu nebo faxu. V
souladu s tim bude mit CRO nebo
spole€nost Pfizer, pokud je to zdkonné,
plnou odpovédnost za hlaseni
jakychkoliv  neZadoucich  u&inki
mistnim a mezinarodnim regulaénim &t
zdravotnim organizacim.

Zkoumané [é¢ivo Spolecnost Pfizer
poskytne Instituci bezplatné dostate¢né
mnozstvi vyrobku spolecnosti Pfizer
(,,Lé¢ivo Pfizer) pro provedeni Studie.
Neni-li v Pi#lloze A uvedeno jinak,
poskytne spolenost Pfizer bezplatné
také jakékoli dalsi léky vyZadované
podle Protokolu nebo pokryje ndklady
na né (napf. placebo, porovnavaci lék,
soub&Zné podavany 18k). Jakykoli dalsi
Protokolem vyzadovany 1¢k, ktery
spole¢nost Pfizer poskytuje nebo
naklady na néjZz kryje, je spoleén& s
Lééivem  Pfizer povazovan  za
Zkoumané 1é&ivo™.

Uschova a vvdej Instituce bude
provadét odpovidajici kontroly doddvek
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8.2 Use. Institution will use Investigational
Drug only as specified in the Protocol. Any
other use of Investigational Drug
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 intetlectual property
rights in the Pfizer Drug or in any methods
of making or using the Pfizer Drug.

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

10.  Confidential Information. During the
course of the Study, Institution may
receive, generate, or have access 1o
information that is confidential to CRO,

é&ivu nikomu krom& pracovnikil
podilejicich se na Studii.

8.2 Pouriti  Instituce bude  pouZivat
Zkoumané 1é¢ivo pouze zplsobem
specifikovanym v Protokolu. Jakékoliv
jiné  pouziti  Zkoumancho 1é¢iva
pfedstavuje  zasadni porufeni  této
Smiouvy.

8.3 Vlastnictvi 1&¢iva Pfizer LéGivo Pfizer je

Zkoumaného  1éCiva  a nebude |
Zkoumané lé¢ivo podévat nebo vydavat
komukoli, kdo neni Subjekiem Studie,
ani umoztiovat pfistup ke Zkoumanému

a zistane vlastnictvim  spolecnosti
Pfizer. Krom&  zplisobl  pouZiti
specifikovangch v Protokolu neudéluje
spoletnost ~ Pfizer  Instituci Zadna
vyslovna ani  implicitni prava Kk
dutevnimu vlastnictvi ve vztahu k
Létivim Pfizer ani k #4dnému zpiisobu
vyroby &i pouzivani LéSiv Pfizer.

Poskytnuté Vybaveni nebo_ chranéné
Materidly Pfizer maze prostiednictvim
CRO posKytnout urgit¢ vybaveni (dale
jen ,,Vybaveni“) nebo vlastni chranéné
materialy nebo zajistit jejich poskytnuti
prodejcem za téelem jejich pouZiti ze
strany Instituce po dobu provadéni
Studie. Takovéto chranéné materidly
mohou zahrnovat po&itatovy software,
metodologii, hodnotici vahy a jiné
nastroje, které jsou vlastn&ny nebo
licencovany pro pouZiti spolednosti
Pfizer (spoleéné dale jen ,Materidly®).
Vybaveni nebo Materidly, které maji
byt pro Studii pouZity, a veskeré
pozadavky, které se k nim vztahuji,
jsou popsany v Piiloze C, Vybaveni a
Materialy, ktera je do této smlouvy
zatlenéna odkazem.

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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10.1

Non-US CRO Dual Contrac

a CRO affiliate, Pfizer, or a Pfizer
affiliate.

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

the Protocol,
the Investigator Brochure,

Personal Data (as defined in Section 6
Data Protection and FDA Financia]
Disclosure),

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

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

this Agreement including its

Attachments, and

any other information related to the
Study, the Pfizer Drug, or CRO, Pfizer or
Pfizer affiliate technology, research, or
business plans that CRO, a CRO affiliate,
Plizer, or a Pfizer affiliate provides to
Principal Investigator or Institution in
writing or other tangible form or
discloses orally and then summarizes and
confirms " in writing as Confidential
Information within 30 days after the date
of oral disclosure. Notwithstanding the
foregoing, a failure to confirm in writing

10.

10.1

Diivérné informace V prabshu Studie
miZe Instituce obdr¥et nebo vytvofit
informace, jez maji divérnou povahu
ve vztahu k CRO, nékteré 7z
pitdruZenych spole€nosti CRO,
spoleCnosti  Pfizer nebo n&které
pfidruZenych  spolecnosti Pfizer,
pfipadné k takovym informacim ziskat
pfistup.

Definice Kromé& toho, co je uvedeno
nize v ¢lanku 12.2 vyjimky, zahrnuji
»D0veérné informace

Protokol,
BroZuru zkougejiciho,

Osobni tdaje (jak jsou definovany v
Clanku 6 - Ochrana udajit a poskytnuti
finanénich informaci F DA),

Data ze Studie (tak, jak jsou definovéany
nize v Elanku 11, udaje ze Studie,
Biologické vzorky a Zaznamy o
Studii),

Data z analyzy Biologickych vzorkd
(tak, jak jsou definovany nize v &lanky
11, Data ze Studie, Biologické vzorky a
Zaznamy 0 Studii),

tuto Smlouvu véetné jejich P¥iloh a

veSkeré dal3i informace souvisejici se
Studif, Légivy Pfizer nebo s technologii
CRO, spolednosti Pfizer nebo jeji
pfidruZené spolegnosti, s vyzkumem
nebo obchodnimi plany, jeZ CRO nebo
nékterd  z  jejich pfidruZenych
spoleCnosti nebo Pfizer nebo nékterd z

Version 1.0 Amended 01 Dec 2011
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an oral disclosure shall not mean that
information would not be covered under
the definition of Confidential
Information in accordance with this
section 10.1, when the confidential
nature of the disclosure is reasonably
apparent to the other party

10.2 Exclusions. Confidential 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 or Principal Investigator,

b. is already known o Principal
Investigator 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.

10.3 Obligations of Confidentiality. Unless
CRO and/or Pfizer provides prior written
consent, Institution may not use
Confidential Information for any purpose
other than that authorized in this
Agreement, nor may Institution disclose

10.2

jejich piidruzenych spolecnosti poskytm
Hlavnimu zkoudejicimu nebo Instituci
v pisemné nebo jiné hmotné podobg
nebo jeZ jim ustng sdélili a nasledné
shrnuli a potvrdili pisemnou formou s
oznadenim Davémé informace do 30
dnit od data Ustniho sdéleni. Bez ohledu
na vy¥e uvedené se sjednava, Ze pokud
nedojde k  pisemnému potvrzeni
jakychkoli tustné sdélenych informaci,
neznamena to, Ze takové informace
nejsou ptedmétem definice pojmu
Divémé informace dle tohoto &lanku
10.1, pokud je jejich divémy charakter
druhé smluvni strang  dostatecné
ziejmy.

Vyjimky Divérné informace nezahrnuji
takové informace,

které jsou vefejn& dostupné Vv dobé
jejich sdéleni nebo v pritbéhu  obdobi
tohoto zavazku mldenlivosti
jakymkoliv jingm zpisobem, nez je
porugeni této Smlouvy Instituci nebo
Hlavnim zkouSejicim,

které jsou jiZz Hlavnimu zkousejicimu
nebo Instituci znamy v dob& jejich
sdéleni a nepodiéhaji Zadnému zavazku
ml&enlivosti,

které ziskal Hlavni zkouejici nebo
Instituce bez jakéhokoli zavazku
mlcenlivosti od tfeti strany, kterd ma
zakonné pravo je zvefejnit nebo

jsou vytvofeny nezavisle, jak je toto
zdokumentovano pisemnymi zaznamy,
pracovniky Hlavniho zkougejiciho nebo
jednotlivei v ramci Instituce, ktefi k
Divérnym informacim neméli pistup.
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Non-US CRO Dual Contract CSAC
Version 1.0 Amended 01 Dec 2011

Confidential Information to any third

party except as authorized in this
Agreement or as required by law.

Pfizer  and/or CRO specifically
authorizes any required disclosure of
Confidential Information to SUKL or
relevant Ethics Committee (IRB/IEC) or
to  relevant regulatory  authority
representatives.

Permitted uses and  disclosures of
Personal Data are described in Section 6
(Data Protection and FDA Financial
Disclosure), Study Data and Biological
Sample Analysis Data are described in
Sections 11 (Study Data, Biological
Samples and Study records) and 15
(Publications) of this Agreement,

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

notifies Pfizer and/or CRO in writing as
far as possible in advance of the
disclosure so as to allow CRO and/or
Pfizer to take legal action to protect its
Confidential Information,

discloses  only that Confidential
Information required to comply with the
legal requirement, and -

continues to maintain the confidentiality
of this Confidential Information with

10.3

10.4

Zavazek miléenlivosti Bez pfedchozihﬂ
pisemného  souhlasu CRO  nebo
spolecnosti  Pfizer nesm{ Instituce
pouzit Divérné informace k jakémukoli
uéelu, k némuz nem4 opravnéni na
zakladé této Smlouvy, ani nesmi
Divérné informace poskytnout Zadné
tfeti strané, pokud k tomu nemi
opravnénf na zakladg této Smlouvy
nebo zédkonnou povinnost.

Pfizer nebo CRO timto udéluji
vyslovné opréavnéni k pozadovanému
poskytnuti Divérmych  informaci
SUKL nebo ptisludnému Etickému
vyboru (IRB/IEC) nebo zastupetim
pfisludného regulagniho organu.

Zplsoby  povoleného pouZivani a
poskytovani  Osobnich udaji  jsou
popsany v €lanku 6 (Ochrana udaji a
poskytovéni  finanénich  informaci
FDA), Data ze Studie a Data z analyzy
Biologickych vzorkti jsou popsany v
Clancich 11 (Data ze Studie, biologické
vzorky a ziznamy ze Studie) a 15

(Publikace) této Smiouvy.
Zvefejnéni _ poFadované  zdkonem
Jestlize je zvefejnéni Davérnych
informaci nad  rimec zvefejnéni
vyslovné povoleného touto smlouvou
poZzadovano  zikonem, npezaklida
takovéto  zvefejnéni poruSeni této

smlouvy, pokud strana, kters tyto
informace sd&luje

oznami spole¢nosti Pfizer nebo CRO v
co nejdelsi 1hit¢ piedem poskytnuti
takovych informaci, aby CRO a Pfizer
méli moZnost uéinit potfebné pravni
kroky k ochrang svych Divémych
informaci,

RO and Institution (Czech Republic)
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respect to all other third parties.

10.5 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 11 and
15 of this Agreement.

10.6 Return of Confidential Information. If
requested by CRO and/or Pfizer in
writing, Institution will retumn all
Confidential Information 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

10.5

10.6

zvefejni pouze ty Duvémé informace,
které jsou vyZadovény, aby bylo
vyhovéno poZadavkiim zakona a

dile zachovava davérnost téchto
Davémych informaci s ohledem na
jakékoliv teti strany.

Pretrvani zavazki U  Divérnych
informaci krom& osobnich udaji (tak,
jak jsou tyto definovany v ¢lanku 6,
ochrana dat a zvefejnéni financnich
informaci FDA), Data ze Studie a Data
z analyzy Biologickych vzorkii (tak, jak
jsou tyto definovény v €lanku 11, Data
ze Studie, Biologické vzorky a
Zaznamy o Studii) podiéhaji tyto
informace zavazku o nepouZiti a
miéenlivosti po dobu péti let od
ukondeni této Smlouvy. Zavazek
mléenlivosti ve vztahu k Osobnim
udajiim, Datim ze Studie a Datim z
analyzy biologickych vzorkd zistava v
i¢innosti po celou dobu, kdy si
Instituce ponechavé tyto informace v
dr¥eni, s vyhradou povoleného pouZziti
popsaného v ¢lancich 11 a 15 této
Smlouvy.

Vraceni Divérnych informaci Pokud o
to CRO nebo spoleénost Pfizer pisemné
pozadaji, vrati Instituce veskeré
Davérné  informace s vyjimkou
informaci, jez musi byt podle
piistunych pfedpisii uchovany v misté
provadéni Studie. Instituce je viak
opravnéna ponechat si jednu kopii
Davémych  informaci pro  Gcely
archivace a pro Gdely stanoveni rozsahu
jejich povinnosti vyplyvajicich z této

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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11.

11.1

incurred  under  this  Agreement.
Institution further agrees to cooperate

‘with CRO or Pfizer, on request, to help

ensure return of Confidential Information
in the possession and control of Principal
[nvestigator, 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,

Study Data, Biological Samples, and
Study Records.

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

Ownership of Study Data. Subject to
Principal Investigator’s right to use
Study Data to publish the results of the
Study in accordance with section 15 of
this  Agreement (Publications) and
Institution’s right to cooperate with
Principal Investigator in that activity,
Pfizer is the exclusive owner of all Study
Data.

Medical Records. Study Subject-related
medical records that are not submitted to
CRO or Pfizer may include some of the

11.

11.1

Smlouvy. Instituce se dale zavazuje na
pozadani  poskytnout CRO a
spolecnosti Pfizer soudinnost za u¢elem
zaji’téni vracen{ Divérnych informaci,
jez jsou v drzeni Hlavniho zkousejiciho
a pod jeho kontrolu, vyjma archivni
kopie pro déely stanoveni rozsahu
povinnosti ~ Hlavniho  zkousejiciho
vyplyvajicich ze smlouvy mezi CRO a
Hlavnim zkousejicim.

Data z¢ Studie, biologické vzorky a
zaznamy o Studii.

Data ze Studie V pribéhu provadéni
Studie bude Instituce shromaZd’ovat
urditd data specifikovand v Protokolu a
bude je pfedavat CRO, spoleénosti
Pfizer nebo jejimu zmocnénci (dale jen
»Data ze Studie“). Instituce =zajisti
pfesné a véasné shromazd’ovani,
zaznamendvani a pfedkladani Dat ze
Studie, véetné dodrZeni terminii pro
zadavani dat uvedenych v dokumentu
nazvaném - PoZadavky na vypliiovant
CRF nebo jinych pozadavkG na
zadivani dat, které CRO piedlo
Hlavnimu zkousejicimu a Instituci.

Vlastnictvi Dat ze Studie S vyhradou
prava Hlavniho zkoudejiciho pouZit
Data ze Studie k publikaci vysledki
Studie v souladu s &lankem 15 této
Smlouvy (Publikace) a s vyhradou
prava Instituce spolupracovat v tomto
sméru s Hlavnim zkousejicim je
spole¢nost Pfizer vyhradnim
vlastnikem vefkerych Dat ze Studie.

Zdravotni zaznamy Zdravotni zAznamy
tykajici se Subjektt Studie, které
nebyly  ptedloleny CRO  nebo
spoleénosti Pfizer, mohou obsahovat
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same information as is included in Study
Data; however, Pfizer makes no claim of
ownership to those documents or the
information they contain.

¢. Data Review. CRO and/or Pfizer will
review the Study Data it receives on an
ongoing basis. CRO and/or Pfizer will
comply with applicable laws and
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 will notify Institution
of any other new information of which
CRO and/or Pfizer becomes aware that
could affect the safety of the subjects or
influence the conduct of the Study.

d. Study Results. After analysis of Study
Data from all sites is complete, Pfizer or
CRO will provide Institution with a
summary of the overall results of the
Study. Pfizer encourages Institution to
communicate the results, as appropriate,
to the Study Subjects. If the results could
affect Study Subject safety, Pfizer, in
consultation with SUKL/relevant Ethics
Committee as appropriate, will cooperate
with Institution to ensure that those
results are appropriately communicated
to the subjects by Institution or Principal
Investigator during the 2 year period
following the close of the Study.

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
Pfizer’s designee biological samples
(e.g., blood, urine, tissue, saliva, etc.)

11.2

ndkteré stejné informace, které jsou
zahrnuty mezi Daty ze Studie; nicméné
spole¢nost Pfizer si nevyhrazuje ndrok
na vlastnictvi t&chto dokumentli nebo
informaci, které obsahuji.

Kontrola udajt CRO nebo spolecnost
Pfizer budou Data ze Studie pribéZné
kontrolovat. CRO a Pfizer budou
dodrzovat veSkeré platné zakony a
pfedpisy  vyZadujici  informovani
zhastnénych vyzkumnych pracovniki
o novych bezpeénostnich informacich
tykajicich se Lé&iv Pfizer (Jak jsou
definovdna v ¢lanku 8 této Smlouvy).
CRO nebo Pfizer oznami Instituci
veskeré nové informace, o nichZ se
CRO nebo Pfizer dovédi a které by
mohly mit vliv na bezpetnost subjekti
nebo na pribéh Studie.

Vysledky Studie| Po dokonéeni analyzy
Dat ze Studie ze vSech pracovist
poskytnou Pfizer nebo CRO Instituci
shrnuti celkovych vysledkl Studie.
Spolegnost Pfizer doporuduje Instituci,
aby vhodnym zplsobem sdélila
vysledky Subjektim Studie. Pokud by
vysledky mohly mit vliv na bezpeCnost
Subjektu Studie, poskytne spoleCnost
Pfizer na zakladé konzultaci se SUKL,
resp. relevantnim Etickym vyborem,
Instituci soudinnost za uéelem zajisténi
fadného informovani subjektl o téchto
vysledcich ze strany Instituce nebo
Hlavniho zkousejiciho ve 1hité dvou let
od dokonéeni Studie.

Biologické vzorky Je-l1 tak
specifikovano v Protokolu a v
dokumentu informovaného souhlasu,
mbze Hlavni zkouejici odebirat a
poskytovat CRO, spoletnosti Pfizer
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obtained from Study Subjects for testing
that is not directly related to subject care
or  safety monitoring, such as
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological
Samples™).

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
Ptizer will use Biological Samples only
in ways permitted by the informed
consent document under which they were
obtained.

. Analysis Data. CRO, Pfizer, or Pfizer
designees will test Biological Samples as
described in the Protocol. Unless
otherwise specified in the Protocol,
Pfizer will not provide the results of
these tests (“Biological Sample Analysis
Data”) to the Institution, or Study
Subject. If Pfizer or CRO provides
Biological Sample Analysis Data to the
Institution, that data will be subject to the
permitted use provisions of Section 11.1
(Study Data) of this Agreement and
Section 15 (Publications) considered part
of Study Data for purposes of this
Agreement and may be used by Principal
Investigator to prepare publications of
the results of the Study (see Section 15
Publications).

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

nebo uréenému zastupei spoleénosti
Pfizer Biologické vzorky (napt. krev,
mo¢, tkan, sliny atd) ziskané od
Subjektd Studie k testtm, které nejsou
piimo vazané na pééi o subjekty nebo
sledovani  bezpeénosti, jako jsou
farmakokinetické, farmakogenomické
testy nebo testovani jinych biomarkert
(ddle jen ,,Biologické vzorky®).

Pouziti Instituce nebude pouzivat

Biologické vzorky odebrané na zakladé
Protokolu jakymkoli jinym zptisobem
nebo k jakémukoli jinému téelu, nez je
popsano v Protokolu. CRO a spolednost
Pfizer budou pouZivat Biologické
vzorky pouze zplisobem povolenym v
dokumentu informovaného souhlasu,
podle néhoz byly ziskany.

Udaje o analyzich CRO, Pfizer nebo
osoby povéfené spoletnosti Pfizer
budou provadét testy Biologickych
vzorkd, jak je popsino v Protokolu.
Neni-li v Protokolu uvedeno jinak,
neposkytne Pfizer vysledky t&chto testi
(déle jen ,Data z analyzy Biologickych
vzork™) Instituci ami  Subjektim
Studie. Pokud Pfizer nebo CRO
poskytnou Data z analyzy Biologickych
vzorkl Instituci, budou tato data pro
GCely této Smlouvy v souladu s
ustanovenimi o povolenych zptisobech
pouZivani obsazenymi v &lanku 11.1
(Data ze Studie) této Smlouvy a v
Clanku 15 (Publikace) povaZovina za
Data ze Studie a mohou byt Hlavnim
zkouSejicim  pouzivana k piiprave
publikaci o vysledcich Studie (viz

' Clanek 15 - Publikace).

Vlastnictvi ~ Spolednost  Pfizer je

exkluzivnim viastnikem viech
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11.3 Study Records. Institution will retain, or
cooperate with Principal Investigator in
Principal Investigator’s retention of, each
Study Subject’s Study records, which
include the Principal Investigator’s
copies of all Study Data as well as
relevant source documents (collectively,
“Study Records”), under storage
conditions conducive to their stability
and protection, for a period of 15 years
after termination of the Study unless
Pfizer authorizes, in writing, -earlier
destruction. Institution agrees to contact
Pfizer prior to destroying any records and
further agrees to permit Pfizer, and
cooperate with Pfizer and Principal
Investigator if needed, to ensure that the
records are retained for a longer period if
necessary, at Pfizer expense, under an
arrangement  that  protects the
confidentiality of the records (e.g., secure
off-site storage).

12. Monitoring, Inspections and Audits.

12.1 Monitoring. CRO will monitor the Study.
In addition, Pfizer or an external service
provider acting on its behalf is entitled at
its absolute discretion (and in such form
as Pfizer sees fit) to monitor and audit

accordance with the applicable laws and
regulations. Upon reasonable notice and
during regular business hours, Institution

the conduct of the Study acting in |

113

12.

12.1

Biologickych vzorkd a Dat z analyzy
Biologickych vzorki.

ZAznamy o Studii. Instituce si ponecha
zaznamy o Studii ve vztahu ke
kazdému Subjektu Studie (pfipadné
bude spolupracovat s  Hlavnim
zkoudejicim, ktery si ponecha tyto
zAznamy), jejichZ soudasti budou kopie
vetkerych Dat ze Studie pofizené
Hlavnim zkouSejicim, jakoZ i pfisluiné
zdrojové dokumenty (dale souhrnné
JZdarnamy ze Studie®) a uloZi je v
podminkach zajistujicich  jejich
stabilitu a ochranu po dobu 15 let od
dokonteni Studie, pokud spolefnost
Pfizer pisemné nepovoli jejich dfivejsi
likvidaci. Instituce se  zavazuje
kontaktovat spoleénost Pfizer pfed
provedenim  likvidace jakychkoli
zAznamil a umoZnit spoleénosti Pfizer
zajistit v ptipad® potieby uchovani
zAznamii po deldi dobu na ndklady
spoleénosti Pfizer na zdkladé dohody
zaji¥tujici ochranu ddvémosti t&chto
zdznamt (napf. bezpeéné misto uloZeni
mimo pracoviit® Instituce) a v ptipadé
potieby poskytnout spole€nosti Phizer a
Hlavnimu zkoudejicimu souginnost pfi
zajisténi takového uloZeni zéznama.

Monitorovani, inspekce a audity

Monitorovani CRO  bude Studii
monitorovat. Krom&  toho  jsou
spolednost  Pfizer  nebo externi
poskytovatel sluzeb jednajici jejim
jménem opravnéni dle vlastniho
neomezeného uvaZeni (a zpiisobem,
ktery bude Pfizer povaZovat za vhodny)
provadét monitorovani a kontrolu
provadéni  Studie v  souladu s
pHislu§nymi platnymi zikony a dalSimi
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will  permit CRO  or  Pfizer
representatives access to the premises,
facilities, staff, and Study Records af
under the possession and control of
Institution) as required to monitor Study
conduct. CRO or Pfizer will promptly
notify Principal Investigator of any
monitoring findings that could affect the
safety of subjects or influence the
conduct of the Study. Principal
Investigator will inform Institution and
Study subjects of such findings as
appropriate.

12.2 Inspections and  Audits. Institution

acknowledges that the Study is subject to
inspection by  regulatory agencies
worldwide 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.

Notification. Institution will notify CRO
as soon as reasonably possible if the site
is inspected or if Institution learns that it
is scheduled to be inspected by a
regulatory agency in relation to the
Study.

Right to be Present. If not prohibited by
law, CRO or Pfizer will have the right to
be present during, and participate in, any
such inspection, audit, investigation, or

pfedpisy. Na =zikladé oznamenf
dorudeného v dostatedném piedstihu
povoli Instituce  bghem obvykié
pracovni doby zaAstupcim CRO nebo
spoleCnosti Pfizer pfistup do svych
prostor, k zafizenim, pracovnikim a
zaznamim ze Studie (pokud jsou v
drZeni Instituce a pod jeji kontrolou)
pro potfeby monitorovani pribshu
Studie. CRO nebo spoleénost Pfizer
bude bezodkladné informovat Hlavniho
zkousejictho o  viech  nalezech
meonitorovani, které by mohly ovlivnit
bezpeénost subjektli nebo providéni
Studie. Hlavni zkoudejici bude o
takovych Zji§ténich vhodnym
zplisobem informovat Instituci a
Subjekty Studie. |

12.2 Inspekce a _audity Instituce bere na
védomi, Ze Studie miZe byt pfedmétem
kontrol ze strany regulaénich organt na
celém svdt&€ a e takové kontroly
mohou byt provadény i po dokondeni
Studie a mohou zahrnovat také kontrolu
Zaznam  ze Studie. CRO  nebo
spolecnost Pfizer mohou také provadét
audit Zdznami o Studii béhem Studie
nebo po jejfm dokondeni jako soud4st
monitorovani provadéni Studie.

a. Ozndmeni Instituce bude CRO co
nejdifve informovat, pokud dojde ke
kontrole jejiho pracoviité nebo pokud
se Instituce dozvi o planované kontrole
ze strany jakéhokoli regulaéniho |
organu v souvislosti se Studii. ‘

b. Pravo byt piitomen [Neni-li to zakazano
zakonem, bude mit CRO nebo
spolenost Pfizer pravo byt piftomna a
UCastnit se pfi kazdé takové inspekei,
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regulatory action.

Cooperation. Institution will cooperate
with regulatory agency, CRO or Pfizer
representatives, and Principal
Investigator in the conduct of inspections
and audits. Institution will also ensure, or
will cooperate with Principal Investigator
in his/her ensuring, that Study Records
are maintained in a way that facilitates
such activities.

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

Inspection Findings and Responses.
Institution will promptly forward to CRO
and Pfizer copies of any inspection
findings that Institution receives from a
regulatory agency in relation to the
Study. Institution will also cooperate
with CRO or Pfizer as needed to help
ensure  that Principal Investigator
forwards any inspection findings that
Principal Investigator receives 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 receives in relation
to the Study. Whenever feasible,
Institution will provide CRO and Pfizer
with an opportunity to prospectively
review and comment on any Institution
responses to such regulatory agency
inspections in regard to the Study or
information from a regulatory agency
that could have an impact on the Study.

auditu, Setfeni nebo regulainim
opatfeni.

Spoluprace Instituce poskytne
soudinnost  reguladnim  organim,
zastupcim CRO  nebo spoleénosti
Pfizer i Hlavnimu zkou$ejicimu pfi
provadéni kontrol a auditi. Instituce
zajisti a bude spolupracovat s Hlavnim
zkoudejicim pii zajisténi toho, aby
7Z4znamy ze Studie byly vedeny
zpiisobem  usnadftujicim  provadéni
uvedenych ¢innosti.

. ReSeni nesrovnalosti Instituce

prosttednictvim Hlavniho zkousejiciho
neprodlené odstrani veskeré
nesrovnalosti  zji¥téné mezi Daty ze
Studie a zdravotni dokumentaci
pristuiného Subjektu Studie.

Nalezy inspekce a reakce Instituce
neprodlené zaSle CRO a spoleénosti
Pfizer kopie veskerych zprav =z
provedenych kontrol, kter¢ Instituce
obdri od regulaénich organii ve vztahu
ke Studii. Instituce dale poskytne CRO
nebo spoletnosti Pfizer potiebnou
soudinnost k zaji§téni toho, aby jim
Hlavni zkougejici zaslal veSkeré zpravy
z provedenych kontrol, které Hlavni
zkouSejici obdrzi ve vztahu ke Studii.
Instituce dale poskytne spoleCnosti
Pfizer potfebnou soudinnost k zajist€ni
toho, aby ji Hlavni zkousejici zaslal
veskeré zpravy z provedenych kontrol,
které Hlavni zkoudejici obdrzi ve
vztahu ke Studii. Bude-lli to
proveditelné, umoZni Instituce CRO a
spoleénosti Pfizer pfedem zkontrolovat
veskeré odpovédi a reakee Instituce na
tyto kontroly ze strany regulaénich
organi ve vztahu ke Studii_nebo na
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13.

12.3 Study Conduct Evaluations. CRO, Pfizer,

or Pfizer’s external service providers
may document and evaluate the
performance of Institution and Principal
Investigator in the conduct of the Study.
CRO and Pfizer will use these
evaluations solely for internal purposes.

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 Ethics Committee
review, in addition to its right to
terminate the Study immediately under
Section 18, CRO will have recourse to
either or both of the following alternative
remedies:

a. Suspension of subject enrollment,
if the Study is not yet fully
enrolled, and

b. Suspension of payment to the

party that is not in compliance

Any suspension of enrollment or
payment will continue until Institution
returns to compliance with its Study
obligations, as determined by CRO. CRO

13.

informace obdriené od regulacnich
organd, jeZ by mohly mit dopad na
Studii, a vyjadtit se k tdmto odpovédim

a reakcim.
12.3 Hodnoceni _ pribshu _ Studje. CRO,
spoletnost  Pfizer nebo  externi

poskytovatelé sluzeb spoleénosti Pfizer
mohou dekumentovat a hodnotit vykon
Instituce a Hlavniho zkousejiciho
pfi provadéni Studie. CRO a spoleénost
Pfizer pouZiji toto hodnoceni pouze k
internim G&eltim.

Prostiedky k uplatnéni prava v piipads
poruSeni urditych  zdvazkd  Studie
Pokud Instituce nesplni kterékoli ze
svych povinnosti uvedenych v &lancich
3 (Protokol), 7 (Informovany souhlas a
nabor subjekt), 11 (Data ze Studie,
biologické vzorky a zdznamy ze Studie)
a 12 (Monitorovani, kontroly a audity)

t¢to  Smiouvy nebo poZadavky
Protokolu  tykajici se  hlaSeni
nezidoucich ucink, etického

provadéni Studie a kontrol ze strany
SUKL / prisluiného Etického vyboru,
bude mit CRO vedle svého prava
okamzit¢ ukoncit Studii podle &lanku
18 rovnéZ moznost vyuzit prostiedki
napravy  jednim  necbo  ob&ma
nasledujicimi alternativnimi postupy:

a. pozastaveni zépisu subjektt,
jestlize neni zipis do Studie
plné proveden a
b. Pozastaveni plateb smluvni

stran€ neplnici povinnosti

Kazdé pozastaveni zapisu subjektii
nebo plateb bude trvat az do okamziku,
kdy Instituce zaéne dle rozhodnuti CRO
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14.

14.1

14.2

further reserves the right to suspend
subject  enrollment  if  Principal
Investigator fails to comply with any
comparable  Principal ~ Investigator
obligations under the agreement between
CRO and Principal Investigator. Use of
either or both of the above remedies does
not preciude CRO from exercising its
right to immediately terminate the Study
if Institution does not become compliant.

Inventions.

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

Assignment. Institution will assign, or
ensute that any 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 (whichever
applicable),  hereby assigns all
transferable intellectual property rights in
any Inventions (namely Institution’s right
to exercise economic rights to

14.

14.1

opét plnit své povinnosti souvisejici se
Studii. CRO si dale vyhrazuje pravo
pozastavit zapis subjektl v piipad¢, ze
Hlavni zkousejici nebude plnit néktere
ze stovnatelnych povinnosti Hlavniho
zkouSejiciho vyplyvajicich ze smlouvy
mezi CRO a Hlavnim zkou3ejicim.
Pouziti jednoho nebo obou vySe
uvedenych prostiedkll napravy
nezbavuje CRO moZnosti vyuZit pravo
na okamzité ukonéeni Studie v pfipadg,
Je¢ Instituce nezatne plnit  své
povinnosti.

Vynalezy

Oznameni Pokud na zakladg provadéni
Studie vznikne n&jaké pravo, jez miZe
byt ud&leno nebo uznano na zakladg
jakychkoli pravnich pfedpisi tykajicich
se patentdl, autorskych prav,
ochrannych zndmek, primyslovych
vzort, objevil nebo jiného dudevniho €i
pramyslového vlastnictvi, bez ohledu
na to, zda bude takové pravo
patentovatelné & nikoli (dale jen
,Vynalez), bude Instituce o této
skutetnosti neprodlené  informovat
CRO a spole¢nost Pfizer.

142 Postoupeni Instituce postoupi veskera

prava  k  takovym Vynalezim
spole¢nosti  Pfizer bez jakychkoli
dal3ich zavazkid nebo plateb nad ramec
uvedeny v této Smlouvé, piipadnd
zajisti postoupeni téchto prav ze strany

pFishudnych  vynalezed.  Instituce,
jakozto zaméstnavatel Hlavniho
zkousejiciho vykonavajici ~ prava
ekonomické povahy Hlavniho

zkousejiciho jako autora (dle situace),
timto postupuje veskera pievoditelna
prava k duevnimu vlastnictvi ve
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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
(where applicable) hereby grants to
Pfizer an express, exclusive, irrevocable
and royalty-free license in perpetuity for
use and exercise, to the extent permitted
by applicable law, of any and all
intellectual property rights in and to
Inventions [for any business purpose
Pfizer so wishes]. Notwithstanding the
foregoing, Institution hereby agrees that
Pfizer has the right to grant sub-licenses,
or transfer the license granted to it under
this Article, to third parties or not to use
the license.

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

15. Publication and Registration. Pfizer
supports the exercise of academic
freedom and has no objection to
publication by Institution or Principal
Investigator of the resuits of the Study
based on information collected or
generated by Institution and Principal
Investigator, whether or not the results
are favorable to the Pfizer Drug. For the
avoidance of doubt, any separate and/or
additional  publication arrangements,
including without limitation publication
of the results, between the Principal
Investigator and the Institution shall be

vztahu k  veskerym  Vynalezim
(zejmépa privo Instituce vykonavat
prava ekonomické povahy ve vztahu k
Vynaleziim) na spole€nost Pfizer.
Pokud povaha predmétnych prav k
duSevnimu  vlastnictvi  znemoZiiuje
jejich  postoupeni (nebo postoupeni
kterékoli jejich &4sti) vySe popsanym
zplsobem, ud@luje Instituce timto
spole¢nosti Pfizer vyslovnou,
exkluzivni, neodvolatelnou a
bezplatnou licenci bez &asového
omezeni k uZivani a vykonu veskerych
prav k duSevnimu vlastnictvi ve vztahu
k Vynalezim v rozsahu povoleném
pfislunymi zadkony [pro veikeré
obchodni ucely, jaké si Pfizer bude
pitit]. Bez ohledu na vySe uvedené
timto Instituce souhlasi, Ze spoletnost
Pfizer je opravnéna udélit sublicenci
nebo pfevést licenci udélenou dle
tohoto Elanku na tieti strany, piipadné
tuto licenci nevyuzit.

14.3 Pomoc Instituce poskytne spolednosti

15,

Pfizer pfim&fenou soudinnost pfi
podavani a vyfizovdni veSkerych
Zadosti o registraci patentdi ve vztahu k
Vynalezim na naklady spole€nosti
Pfizer.

Publikace a registrace Spolednost
Pfizer podporuje akademickou svobodu
a nema Zadné namitky vidi publikovani
vysledkii Studie ze strany Hlavniho
zkoudejiciho na zadkladé informaci
shromazdénych nebo  vytvoienych
Instituci a Hlavnim zkousejicim bez
ohledu na to, zda takové vysledky
budou pro Lé&ivo Pfizer pfiznivé &
nikoli. Aby nedodlo kjakymkoli
pochybnostem, kaZdé samostatné nebo
dodate¢né ujednani o publikaci, mimo
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15.1

15.2

governed by the terms of this Agreement.

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

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

Redaction of Confidential Information.
Institution will, on request, remove any
previously  undisclosed  Confidential
Information before disclosure, except for
any Study- or Pfizer Drug-related
information necessary to the appropriate
scientific presentation or understanding
of the Study results.

Multi-Center Studies. If Study is part of a
multi-center trial, Institution agrees that
the first Publication is to be a joint
Publication covering all Study sites, and
that any subsequent Publications by

15.1

15.2

jiné veetnd publikace vysledkl, mezi
Hlavnim zkousejicim a Instituci se
bude fidit podminkami této Smlouvy.

Kontrola pfed publikaci Instituce
umoZni spole¢nosti Pfizer prostudovat
si ve$keré navrhované publikace nebo
jiné formy zvefejnéni €1 sdéleni
vysledkli Studie (déle jen ,,Publikace®)
pred jejich odevzdanim do tisku nebo
jingm  zvefejndnim ¢ sdélenim.
Spolegnost Pfizer provede kontrolu
ohledng nechrdndnych Vyndlezi (viz
élanek 14, Vynalezy) a milZe mit
rovn&Z pripominky k obsahu. Instituce

v dobré vife pfihlédne ke vSem
takovym pfipominkam, av3ak neni
povinna Zadné navrhy spole¢nosti

Pfizer do své publikace zapracovat.

PiedloZeni spole€nosti Pfizer Instituce
ptedlozi Publikaci spole¢nosti Pfizer
nejpozd&ji 30 dnit  pfed jejim
odevzdianim do tisku nebo jinym
zvefejnénim & sdélenim. Pokud je za
uéelem ochrany prav k duSevnimu
viastnictvi vyzadovan jakykoli ikon v
oblasti patentové ochrany, zavazuje se
Instituce odlozit zvefejnéni o dobu
nepiesahujici dal§ich 60 dni.

Redigovini _ DGvérnych  informaci
Instituce na poZzadani odstrani veskeré
dosud neposkytnuté Divérmné informace
pred jejich poskytnutim ¢&i sdélenim, s
vyjimkou informaci tykajicich se
Studie nebo Lédiva Pfizer, jeZ jsou
nutné k 4dné védecké prezentaci nebo
pochopeni vysledka Studie.

Multicentrické Studie Pokud je Studie
multicentrickou studii, souhlasi
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Institution will reference that primary
Publication. However, if a joint
manuscript has not been submitted for
publication within 12 months of
completion or termination of Study at all
participating sites, Institution is free to
publish separately, subject to the other
requirements  of this Section 5.

15.3 Standards. For all publications relating
to the Study, Institution will comply with
recognized cthical standards concerning
publications and authorship, including
Section IT - “Ethical Considerations in
the Conduct and Reporting of Research”
of the Uniform Requirements for
Manuscripts Submitted to Biomedical
Journals,
htip://www.icmje.org/index.html#authors
hip, established by the International
Committee of Medical Journal Editors.

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

15.5 Study Registration by Pfizer. Pfizer
commits to register, on the National
Institutes of Health Clinical Trials Data
Bank (www.clinicaltrials.gov), and any
other competent authority listings of on-
going clinical trials where there is a
regulatory requirement to provide such
information, all Pfizer-sponsored Phase 1
through 4 interventional studies that
involve the use of a Pfizer product, as
well as those non-interventional studies
involving prospective data collection.

Instituce s tim, Ze prvni Publikaci bude
spole¢na Publikace pokryvajici vechna
pracovisté, kde se Studie provadéla, a
7¢ viechny nasledné Publikace
uvefejnéné Instituci budou obsahovat
odkaz na tuto primarni Publikaci.
Nicméné, pokud mnebyl spolecny
rukopis predloZen ke zverejnéni béhem
12 mésich od dokondeni nebo ukonceni
Studie vSemi zudastnénymi pracovisti,
mizZe Instituce publikovat samostatné
v souladu s dalimi pozadavky tohoto
¢lanku 15.

15.3 Normy Ve vztahu ke viem publikacim

15.4

15.5

tykajicim se Studie je Instituce povinna
dodr7zet uznavané etické standardy
tykajici se publikaci a autorstvi vietné
Césti I — ,,Eticka kritéria pfi provadéni
vyzkumu a zpracovani zprdv o ném®
Jednotnych poZadavki vztabujicich se
na rukopisy predkladané
biomedicinskym Casopistm,
http://www.icmje.org/index.html#autho
rship, vypracovanych Mezindrodnim
vyborem vydavatell lékaiskych
Casopist.

Zveteinéni_podpory Instituce ve vech
publikacich vysledkii Studie uvede
sponzorstvi a finanéni podporu Studie
obdrzenou od spoleénosti Pfizer.

Registrace _Studie spolecnosti Pfizer
Spole¢nost Pfizer se zavazuje, Ze
zaregisttuje v  databdzi narodnich
ustavi pro klinické zkousky ve
zdravotnictvi (www.clinicaltrials.gov),
jakoZz 1 v rejstiicich  dalich
kompetentnich organld  registrujicich
probihajici  klinické  zkouSky v
pfipadech, kdy existuji regulani
poZzadavky na poskytnuti takovych
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16.

Insurance. 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 Protoco! 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.

16.1 The Institution acknowledges that Pfizer

has engaged CRO to manage the Study.
CRO has performed no independent

research or analysis regarding the safety

or efficacy of the Investigational Drug,
Materials or treatment procedures that
are to be administered pursuant to the
Study and therefore CRO makes no
warranties, expressed or  implied
concerning the Investigational Drug,
Materials, treatment procedures, results
to be obtained in administering the
Investigational Drug, or the
Investigational Drug’s fitness for any

16.

16.1

informaci, viechny intervencni studie
sponzorovang spole¢nosti Pfizer ve fazi
1 aZ 4, jejichz soulasti je pouZiti
nkterého produktu Pfizer, jakoZ i
neinterven¢ni studie zahrnujici
potencidlni shromazd’ovani dat.

Pojiténi Strany berou na v&domi, Ze v
souladu s § 52 odst. 3 pism. f) Zakona o
létivech =zajistila spoletnost Pfizer
pojisténi ve prospéch spole€nosti Plizer
a Hlavniho zkouSejictho pokryvajici
odpovédnost za $kody na zdravi osob
(vietn& smrti), onemocnéni vznikla v
disledku  nebo v  souvislosti s
podavanim zkoumanych produktd nebo
v ditsledku &i v souvislosti s jakymkoli
klinickym zasahem nebo postupem
stanovenym  nebo  poZadovanym
Protokolem, jehoZ by se Subjektu
Studie nedostalo, pokud by se Studie
neudastnil (dale jen ,,Souvisejici Skody
na zdravi“). Kopie potvrzeni o existenci
pojisténi tvoii Pfilohu B této Smlouvy.
Smluvni strany timto sjednavaji, Ze za

pfedpokladu  dodrZeni  povinnych
poZadavkd je  spoletnost  Pfizer
opravnéna pfislusnou pojistku v

pribéhu Studie zménit ¢ upravit.

Instituce bere na védomi, Ze spolenost
Pfizer povéfila CRO fizenim Studie.
CRO neprovadéla Zadny samostatny
vyzkam ani analyzu tykajici se
bezpetnosti nebo uéinnosti
Zkoumaného 1é&iva, Materidll nebo
|é&ebnych postupt, které maji byt podle

Studic podavany, a tudiz CRO
neposkytuje 7adné zaruky, at jiZ

vyslovné nebo odvozené, tykajici se
Zkoumaného lé¢iva, Materiali,
ié&ebnych postupd, vysledki, kterych
m4 byt poddvanim Zkoumaného l€Civa
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particular purpose. dosaZeno, nebo vhodnosti Zkoumaného
: 1é¢iva pro jakykoli konkrétni Gigel.

16.2 The Institution acknowledges that neither
CRO nor Pfizer will be responsible for,
and the Institution and Principal | 16.2 Instituce timto bere na védomi, e CRO
Investigator agree, to the extent allowed ani Pfizer nenesou odpovédnost za
by law, to indemnify and hold CRO and jakékoli ztraty, naroky nebo poZadavky
Pfizer harmless from any loss, claim or vyplyvajici z jakychkoli poranéni nebo
demand arising from any injuries or Skod vzniklych v dasledku nedbalosti
damages resulting from the Institution Instituce nebo Hlavniho zkousejiciho,
and/or Principal Investigator’s nedodrZeni Protokolu z jejich strany,
negligence, failure to adherc to the neziskani  informovaného souhlasu,
Protocol, failure to obtain informed poskytnuti  neopravnénych  zaruk,
consent, unauthorized warranties, breach poruleni této Smlouvy nebo mysiného
of this Agreement or willful misconduct. poruSeni povinnosti ze strany Instituce

nebo Hlavniho zkousejiciho a Instituce
a Hlavni zkouSejici se zavazuji v
rozsahu povoleném zakonem odskodnit
CRO a Pfizer ve vztahu k takovym
. ziratim, naroktm ¢i poZadavkim.
17.  Assignment and Delegation.
17. Postoupeni prdv  a  delegovéni
_ povinnosti.

17.1 By Institution. Institution may not assign
its rights or delegate or subcontract any | 17.1 Instituci Instituce neni opravnéna
duties under this ‘Agreement to anyone postoupit sva prava, delegovat ani
without written permission from CRO. If uzavirat diléi smlouvy na své
CRO  authorizes  delegation  or povinnosti vyplyvajici z této Smlouvy
subcontracting,  Institution  remains na jinou osobu bez pisemného souhlasu
responsible to CRO for the performance CRO. Pokud CRO povoli delegovani
of all delegated duties. nebo uzavirani dil¢ich smluv ohledn&

povinnosti, odpovida Instituce i naddle
CRO za plnéni vSech delegovanych
povinnosti.

172 By CRO. CRO may freely assign any or | 172 CRO CRO miiZe volné postoupit
all of its rights and delegate any or all of veSkera svad prava a povéfit jakoukoli
its duties under this Agreement to Pfizer povinnosti nebo viemi povinnostmi
or any Pfizer affiliate. If CRO assigns all vyplyvajicimi z této Smlouvy
rights and delegates all duties to Pfizer or spolenost Pfizer nebo jakoukoli
a Pfizer affiliate, CRO or Pfizer will pfidruzenou spoleénost  spolednosti
notify Institution in writing, and Pfizer Pfizer. Pokud CRO postoupi v3echna
will become responsible to Institution sva prava a deleguje vSechny své
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18.

under this Agreement. CRO may not
otherwise assign its rights or delegate its
duties without written permission from
Institution. - However, =~ CRO  (or
Pfizer/Pfizer affiliate following
assignment and delegation by CRO) may
freely subcontract Study-related duties to
an external provider upon advance notice
to  Principal  Investigator  and/or
Institution. If CRO subcontracts any
duties to anyone other than Pfizer or a
Pfizer affiliate, CRO remains responsible

to Institution for the performance of

those duties. If CRO assigns all of CRO's
rights and duties under this Agreement to
another service provider, in accordance
with the terms herein, 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.

Termination.

18.1 Termination Events. Termination of this

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

18.

18.1

povinnosti spolednosti  Pfizer nebo |
ndkteré z pridruzenych  spoleCnosti
Pfizer, pak CRO nebo Pfizer oznami
tuto skutednost pisemn¢ Instituci a
Pfizer nasledn& ponese viéi Instituci
odpovédnost plynouci z této Smlouvy.
CRO neni opravnéna postoupit sva
prava nebo delegovat své povinnosti na
7adnou jinou osobu bez pisemného
souhlasu Instituce. Nicméné¢ CRO
(nebo spoleénost Pfizer / pfidruzena
spoletnost  spoletnosti  Pfizer po
postoupeni a pfidéleni uéinéném CRO)
mize libovolng uzaviit diléi smlouvu
na povinnosti tykajici se Swdie s
externim poskytovatelem po
pfedchozim  oznameni  Hlavnimu
zkoudejicimu nebo Instituci. Pokud
CRO uzavie diléi smlouvu na jakékoli
své povinnosti s jinon osobou kromé
spoleénosti Pfizer nebo jeji pfidruzené
spole¢nosti, odpovidd CRO i nadile
Instituci za plnéni téchto povinnosti, na
n&? byla uzaviena dilé smlouva. Pokud
CRO postoupi viechna svd prava a
povinnosti vyplyvajici z této Smlouvy
na jiného poskytovatele sluzeb v
souladu s podminkami této Smlouvy,
picbira tento poskytovatel sluZeb
odpovédnost za  plnéni  vSech
povinnosti, Aby nedoslo k jakymkoli
pochybnostem, prdva a povinnosti, o
né% se v tomto pododdile jednd, jsou
pouze ty, které vyplyvaji z této
Smlouvy. ‘

Ukoncent

Divody ukonleni Ukonfeni této
Smiouvy bude vyvolano kteroukoli z
nasledujicich udélosti podle toho, ktera
nastane dfive.

Ik
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a. Disapproval by SUKI./Ethics
Committee. If the Study cannot be
initiated  because of SUKL/Ethics
Committee disapproval, this Agreement
will terminate immediately.

b. Study Completion. This Agreement will
terminate when the Study is complete,
which means the conclusion of all
Protocol-required  activities for all
enrolled subjects.

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

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

(2) Immediate Termination of Study by
CRO (Withdrawal). CRO or Pfizer may

terminate the Study immediately upon
written notice to Principal Investigator
and the Institution for causes that include
failure to  enroll subjects at a rate
sufficient to achieve Study performance
goals; material unauthorized deviations
from the Protocol or reporting
requircments; circumstances that in
CRO’s or Pfizer’s opinion pose risks to
the health or well-being of Study
Subjects; or regulatory agency actions
relating to the Study or the
Investigational Drug; or any non-
compliance by Institution or Principal
Investigator with the terms of local laws
or pon-compliance with the terms of
Section 22 of this Agreement
(Representations and Warranties

a. Zamitnuti SUKI. / Etickym vyborem
JestliZe nemiize byt Studic zahajena
kvili zamitnuti SUKL / Etickym
vyborem, bude Smlouva ukon&ena
okamZzitg.

b. Dokonéeni Studie Tato Smlouva bude
ukonéena, jakmile je Studie hotova, coz
znamena dokonéeni vSech <&innosti
vyZadovanych Protokolem u v3ech
zapsanych subjekti.

- ¢, Piedéasné ukonfeni Siudie Tato

Smlouva bude ukonfema v pFipadé
preddasného ukondeni Studie, jak je
popsano nize:

(1) Ukonceni Studie po podéni vypovédi
CRO nebo spoletnost Pfizer mohou
Studii ukonéit z jakéhokoli diivodu na
zdkladé¢ pisemného oznameni zaslaného
Hlavnimu zkou$ejicimu a Instituci 30
dnt pfedem.

(2) Okamzité ukoncéeni Studie ze strany
CRO _ (odstoupeni). CRO nebo
spole€nost Pfizer mohou Studii ukoncit
s okamZitou ucinnosti na zakladé
pisemného oznameni Hlavnimu
zkouSejicimu a Instituci z ddvodh
zahmujicich  nasledujici:  neziskani
dostateného poétu udastnikd pro
dosazeni «cild Studie; podstatné
neopravnéné odchylky od Protokolu
nebo od pozadavkil na zpracovani
zprav; okolnosti, které podle nazoru
CRO  nebo  spoleénosti  Pfizer
piedstavuji riziko pro zdravi nebo blaho
Ugastnikii  Studie;  nebo kroky
regulaénich organid ve vztahu ke Studii

- nebo  Zkoumanému 1&&vu; nebo
jakékoli nedodrZeni podminek ¢&lanku
22 této Smlouvy (ProhlaSeni a zdruky
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(including  Anti-Bribery and Anti-
Corruption)) including in circumstances
where Pfizer or CRO becomes aware (a)
that improper payments are being or have
been made to Govemnment Officials (as
defined in Section 22) or any other
person by the Institution or those acting
on behalf of the Institution with respect
to services performed on behalf of CRO
and/or Pfizer, or (b) that the Institution or
those acting on behalf of the Institution
with respect to services performed on
behalf of CRO and/or Pfizer has accepted
any payment, item, or benefit, regardless
of value, as an improper inducement to
award, obtain or retain business or
otherwise gain or grant an improper
business advantage from or to any other
person or entity.

(3) Immediate Termination of Study by

18.2

Institution. Institution may terminate the
Study immediately upon notification to
CRO if requested to do so by SUKL or
the responsible Ethics Committee 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 Pfizer of all Protocol-required
Study Data and Biological Samples
generated up until termination; receipt of
all payments due to the parties; and

completion by all partics of any
remaining applicable Agreement
obligations

(véetn& protikoruplnich)) ze strany
Instituce nebo Hlavniho zkou3ejiciho,
vietnd pfipadd, kdy se spolecnost
Pfizer nebo CRO dozvi, Ze (a) jsou
poskytovany nebo byly poskytnuty
neodvodnéné platby Ufednim osobam
(dle definice v ¢lanku 22) nebo jinym
osobam ze strany Instituce nebo dal3ich
osob jednajicich jménem Instituce v
souvislosti se sluzbami poskytovanymi
jménem CRO nebo spolecnosti Pfizer,
nebo Z¢ (b) Instituce nebo osoby
jednajici jejim jménem v souvislosti se
sluzbami poskytovanymi jménem CRO

nebo  spolefnosti  Pfizer  pfijaly
jakoukoli platbu, pfedmét nebo vyhodu
(bez ohledu na hodnotu) jako

nepfipustnou motivaci k zadani, ziskani
nebo udrZeni obchodni zakazky nebo k
jinému  ziskdni nebo  poskytnuti
nepfipustné obchodni vyhody jiné
osobé resp. od jiné osoby ¢i subjektu.

(3) Okamzité ukoneni Studie ze strany
Instituce Instituce miZe ukoné€it Studin
s okamzZitou uginnosti na zakladé
oznameni CRO, pokud o to poZada
SUKL nebo piislugny Eticky vybor
nebo pokud bude takové ukonCeni
vyZadovano za t&elem ochrany zdravi
Subjektd Studie.

18.2 Datum u¢innosti ukonéeni Smlouvy. V

ptipadg, Ze dojde k ukoneni Smlouvy
nékterou z okolnosti popsanych vyse v
8lanku 18.1, bude ukondéeni 0¢inné
okamZikem pfevzeti veskerych Dat ze

Studie a  Biologickych  vzorka
vyZadovanych Protokolem a
generovanych do data  ukonCeni

Smlouvy; okamzikem ptijeti veSkerych
plateb splatnych smluvnim stranam; a
okamzikem splnéni viech relevaninich
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18.3

Payment upon Early Termination. If the
Study is terminated carly, 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 personnel costs, so
long as they were properly incurred and
prospectively approved by CRO and only
to the extent they cannot reasonably be
mitigated. If the Study cannot be initiated
because of disapproval by SUKL/Ethics
Committee and through no fault of
Institution, CRO  will reimburse

- Institution for any other expenses that

18.4

were prospectively approved, in writing,
by CRO in consultation with Pfizer.
Notwithstanding  the above, the
Institution shall be liable for damages or
remedies as provided by law and will not
be entitled to any further payment if the
Agreement is terminated early pursuant
to section 18.1.c(2) for non-compliance
with the terms of Section 22 of this
Agreement, regardless of any activities
undertaken by the Institution or Principal
Investigator or agreements with third
parties entered into prior to termination
which concerns the Study and the
Institution and/or Principal Investigator
is responsible for any obligations under
such agreements with third parties.

Return of Materials. Unless CRO
instructs otherwise in writing, upon
termination of the Agreement, Institution

18.3

zbyvajicich povinnosti vyplyvajicich ze
Smilouvy viemi smluvnimi stranami.

Platba pii pfedéasném ukondeni Jestlize
je Studie ukondena piedasng, zaplati
CRO za jiz vykonanou prici podle
Piilohy A s odedtenim jiz uhrazenych
plateb za tuto praci. CRO rovn&? uhradi
veSkeré naklady, je? neni mozné Zrusit,
krom& persondlnich nakladg, pokud
vznikly fadnym zpasobem a byly
pfedem schvileny ze strany CRO, a to
pouze v rozsahu, v jakém neni mo¥né
pii vynaloZeni pfiméfenych prostredkd
piedejit jejich vzniku. Jestli¥e nemize
byt Studie zahdjena kvili zamitnuti
SUKL / Etickym vyborem a bez
zavinén{ Instituce, ubradi CRO Instituci
vefkeré dal¥i vydaje, které byly
potencidlné CRO po konzultaci se
spoleCnosti Pfizer pisemnd schvaleny.
Bez ohledu na vy$e uvedené odpovida
Instituce za Skody & prostiedky
napravy dané ze zakona a nema nérok
na jakekoli daldi platby, pokud dojde k
pfedéasnému  ukondeni Smlouvy dle
Clanku 18.1.c(2) z davodu neplnéni
podminek stanovenych v &lanku 22 této
Smlouvy, a to bez ohledu na jakékoli
kroky uéinéné Instituci nebo Hlavnim
zkouSejfcim nebo na jakékoli dohody se
tfetimi  stranami  uzaviené  pted
ukonfenim Smlouvy, jeZ se tykaji
Studie, pfi¢emz Instituce nebo Hlavni

zkoulejici nesou odpovédnost za
splnéni veskerych povinnosti
vyplyvajicich z takovych smluv

uzavienych se tfetimi stranami.

18.4 Vriceni Materidlti Pokud CRO pisemné

nestanovi jinak, pak Instituce pii
ukonteni Smlouvy neprodleng vrati v
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will promptly return, in accordance with
CRO instructions, all materials supplied
by CRO or Pfizer for Study conduct that
are in Institution’s possession and
control, including unused Investigational
Drug, unused Case Report Forms, and
any CRO or Pfizer-supplied Equipment
and Materials. Institution will also
cooperate with Pfizer, on request, to help
ensure return of such materials in the
possession or confrol of Principal
Investigator.

18.5 Survival of Obligations. Obligations
relating to Funding, Confidential
Information, Study Records, Inventions,
Publications, Indemnification, and
Debarment survive termination of this
Agreement, as does any other provision
in this Agreement or its Attachments that
by its nature and intent remains valid
after the term of the Agreement.

19. Other Terms

19.1 Debarment. Institution hereby warrants
that the Principal Investigator is qualified
to act as a principal investigator to
conduct clinical research under local
laws of Czech Republic and the
Institution and Principal Investigator, as
applicable, have 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 US Food,
Drug, and Cosmetic Act). Institution also

18.5

19.

19.1

souladu s pokyny CRO veSkeré
materidly dodané ze strany CRO nebo
spoleCnosti  Pfizer pro  potieby
provedeni Studie, jeZ ma Instituce ve
svém drZeni a pod kontrolou, v¢etné
nepouzitého  Zkoumaného  1éCiva,
nepouzitych formulaftt pfipadovych
zprav  a  veSkerého Vybaveni a
MaterialG poskytnutych ze strany CRO
nebo spoletnosti Pfizer. Instituce
rovnéZ na  pozadani  poskytne
spole¢nosti Pfizer soudinnost za GSelem
zajisténi vraceni takovych materialil,
jeZ jsou v drzeni Hlavniho zkouSejiciho
nebo pod jeho kontrolou.

Pietrvani zavazki Povinnosti tykajici se
Financovani, Duavémnych informaci,
Zaznama ze  Studie, Vyndlezi,
Publikaci, Odskodnéni a Zakazu
¢innosti  zidstavaji v UCinnosti 1 po
vkondeni této Smlouvy, stejné jako
veSkerd dalSi ustanoveni této Smlouvy
nebo jejich ptiloh, z jejichZz povahy a
udelu vyplyva, Ze maji platit 1 po
skon¢eni doby trvani této Smlouvy.

Dal&i ustanoveni

Vyloudeni Instituce timto zaruluje, Ze
Hlavni  zkouSejici ma kvalifikaci
potfebnou k vykonu &innosti hlavniho
zkousejictho v klinickém vyzkumu
podle pfislusnych pfedpisi Ceské
republiky a Ze Instituce ani Hlavni
zkouSejici nemaji zakazino provadét
klinicky vyzkum a zkoudky ve vztahu
ke zkoumanym zdravotnickym
produktim podle pravoich predpisi
jakékoli jurisdikce (zejména véetné
ustanoveni § 306 odst. a) necbo b)
zakona USA o potravinach, 1é¢ivech a
kosmetickych produktech). Instituce
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warrants 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 Pfizer
promptly if any circumstances arise which
lead to any prohibition or debarment.

19.2 Investigations, Inquiries, Warnings or
Enforcement Actions Related to Conduct | 19.2
of Research. Institution certifies that
neither it nor Principal Investigator is the
subject of any past or pending
governmental or regulatory investigation,
inquiry, warning or enforcement action
(collectively, “Agency Action™) related
to its conduct of research that has not
been disclosed to Pfizer. Institution will
notify Pfizer promptly if it or Principal
Investigator receives notice of or
becomes the subject of any Agency
Action regarding its compliance with
ethical, scientific or regulatory standards
for the conduct of research, if the Agency
Action relates to events or activities that
occurred prior to or during the period in
which the Study was conducted.

19.3 Use of Name. CRO and Pfizer reserve
the right to identify the Principal
Investigator and Institution in association | 19.3
with a listing of the Protocol in the
National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly
available listings of ongoing clinical
trials, or other subject recruitment

také zaru€uje, Ze nevyuZije v Zadné
funkci stuZeb Zadnou osobu, ktera byla
podle takovéhoto zdkona vyloucena s
ohledem na sluzby, které maji byt podle
této Smlouvy poskytovany. Po dobu
trvini této Smlouvy a dale po dobu tfi |-
let po jejim ukondeni je Instituce
povinna neprodlené informovat
spoleénost Pfizer o vzniku jakychkoli
okolnosti, jeZ by mohly vést k
jakémukoli zdkazu ¢innosti.

VySetiovani, Setfeni nebo donucovaci
opatfeni vztahujici se k provadéni
vyzkumu Instituce potvrzuje, Ze viéi ni
ani Hlavnimu zkouSejicimu nebylo ani
neni vedeno Zadné Setfeni, nebyl viici
nim vznesen Zadny dotaz, nebylo jim
dorudeno Zadné varovéni, ani vii¢i nim
nebyly vedeny Zddné vymdéhaci kroky
ze strany vladnich & reguladnich
organt (dale souhrnné ,,Ufedni kroky*)
v souvislosti s jeho provadénim
vyzkumu, o nichZ by spolecnost Pfizer
nebyla informovana. Instituce bude
bezodkladné spole€nost Pfizer
informovat, jestliZe ona nebo Hlavni
zkougejici obdr#i ozndmeni o Utednich
krocich nebo se stanou piedmétem
jakéhokoli Utedniho kroku kviili svému
dodrZovani etickych, védeckych a
regulanich norem pro provadéni
vyzkumu, jestlize se Utedni kroky
vztahuji k udalostem nebo ¢innostem, k
nim# doslo pfed nebo béhem obdobi,
kdy byla Studie provadéna.

PouZiti jména CRO a spoleénost Pfizer
si  vyhrazuji pravo identifikovat
Hlavniho zkousejiciho a Instituci
v souvislosti s¢ seznamem Protokolli v
databaz klinickych hodnoceni
narodnich tustav zdravi (NIH), jinych
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e oy Wil veigm phisupuych  seaamech|
services or mechanisms. No party will vefejné piistupnych seznamech
otherwise use the name of any other probihajicich klinickych ~ hodnoceni
party or any of its employees, for nebo jinych sluZeb nebo mechanismd
promotional ot advertising purposes pro  nabor subjektil. Zadna  ze
without written permission from the smluvnich stran nebude jinak pouZivat
party to be named. jméno  druhe¢ smiuvni strany nebo

kteréhokoli z jejich zamdsinanci pro
jakékoli propagani ¢ reklamni acely
bez pisemného souhlasu  pifsiusné
19.4 Relationship _of the Parties. The jmenované strany.
relationship of Institution to CRO and
Pfizer is one of independent contractor 194 Vztahy smluvnich siran Vztah mezi

and not one of partnership, agent and Instituci a CRO a spoleénosti Pfizer je

principal, employee and employer, joint vztahem  nezavisiého smiuvniho

venture, or otherwise. dodavatele, nikoli vztahem parinert,

zmocnitele a ZMOCNENCE,

zam&stnavatele a zameésinance,

. spolenym podnikem nebo jinym
195 Status _of _ Sponsor. The partics podobnym vztahem.

acknowledge and agrec that Pfizer is an
intended third-party beneficiary ander | 19.5 Status Sponzora. Strany berou na

this Agrecment and shall be entitled to védomi a souhlasi s tim, Ze spoleénost
enforce directly any and all of its rnghts Pfizer je podle této Smlouvy ZAmErnou
hereunder. tfet{ stranou a bude mit pravo
uplatfiovat pfimo ¢ neptimo veSkera

19.6 Modification. Any modification to this sva prava podle této Smlouvy.

Agreement must be in writing, signed by )
the parties and identificd as an| 19.6 Upravy Vedkeré zmény této Smlouvy

Amendment, except for certain mutually musi byt  provedeny pisemné,
agreeable Study budget changes as podepsany ¢mluvnimi stranami a
described in Attachment A. oznadeny jako Dodatek, vyjma uritych
oboustranné prijatelnych tprav
rozpodtu Studie, jeZ jsou popsany v

19.7 No Waiver. Failure to exert a right under Piiloze A.

this Agreement does mnot constitute a
waiver of that right in the future. No | 19.7 Neexistence sfeknuti se Neuplatngni

waiver of any right is effective unless in prava podle tcto smlouvy nezaklada
writing and signed by the party who sfeknuti se tohoto prava do budoucna.
waives the right. Neexistence zfeknuti se prava  je

¢inna, pokud zieknuti se neni uéinéno
pisemné a podepséano stranou, kterd se
19.8 Governing Law. This Agreement is prava ziika.

governed by laws of the Czech Republic.
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19.9 Conflict

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

19.10 Affiliates. As used in this Agreement, the

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

19.11 Successors and Assigns. This Agreement

20.

21.

will bind and inure to the benefit of the
successors and permitted assigns of each

party.

Entire Agreement. This Agreement and
any Attachments represent 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.

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

19.8

19.9

19.10 PfidruZené

19.11

20.

21.

Rozhodrlé pravo. Tato smlouva se Fidi
zakony Ceské republiky.

Rozpor s Pfilohami Vsechny pf#ilohy
této Smlouvy tvori jeji nedilnou
souCast. Pokud nastane jakykoliv
rozpor mezi touto Smlouvou a
jakymikoli jejimi  P¥ilohami, jsou
rozhodujici podminky této Smlouvy.
Pokud nastane rozpor mezi touto
Smlouvou a Protokolem, Protokol bude
rozhodujici v otazkach 1é€by Subjekth
Studie a Smlouva bude rozhodujici ve
vSech dalsich otazkéach. a

spole¢nosti Termin
»piidruZzena spoleénost™ tak, jak je
pouZivin v této Smlouvé, znameni
jakykoltv subjekt, ktery pfimo nebo
nepfimo kontroluje, je kontrolovan
nebo je pod spoleCnou kontrolou se
jmenovanou stranou.

Nastupci a nabyvatelé Tato Smlouva
bude zdvaznd a vstoupi v platnost ve
prospé&ch  nastupci a povolenych
nabyvatelil kazdé strany.

Uplna dohoda Tato Smlouva a vechny
Prilohy pfedstavuji tplnou dohodu
mezi stranami tykajici se tohoto
pfedmétu. Tato Smlouva nahrazuje
veskeré predeslé dohody mezi stranami
(Gstni a pisemné) tykajici se této Studie
s vyjimkou =zavazki, které svou
povahou nezavisle pretrvavaji i po této
Smlouvé. '

Oznameni Smluvni strany budou
piedkladat veSkerd oznameni a dalsi
sdéleni souvisejici s touto Smlouvou
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CRO:
ICON Clinical Research Limited

South County Business Park,  Leopardstown,
Dublin 18, Ireland
Attention: PharmDr. Pavel Lebesle, MBA
Telephone: +353 1 291 2000
Institution:

Krajska zdravotni, a.s., Socidlni  péce

3316/12A, 401 13 Usti nad Labem
Telephone:  +420 477 111 111

22. Representations and Warranties

(including _ Anti-Bribery and Anti-
Corruption)
22.1 In  this Agreement, the term

“Government Official” includes: (i) any
elected or appointed government official
(e.g., a member of a ministry of health);
(ii) any employee or person acting for or
on behalf of a government official,
agency, or enfterprise performing a
governmental function; (iii) any political
party, candidate for public office, officer,
employee, or person acting for or on
behalf of a political party or candidate
for public office; or (iv) an employee or
person acting for or on behalf of a public
international organization (e.g., the
United Nations). “Government” is meant
to include all levels and subdivisions of

22.

22.1

bud’ osobné nebo je zasilat kuryrni
sluZbou &i doporuenou postou na nize
uvedené adresy popf. na jinou adresu,
kterou miZe kterakoli ze smluvnich
stran pozd&ji ozndmit druhé smluvni
strané v souladu s ustanovenimi tohoto
¢lanku.

CRO:

ICON Clinical Research Limited
South  County  Business  Park,
Leopardstown, Dublin 18, Ircland  Na
védomi: PharmDr. Pavel Lebesle,
MBA,

Telefon:  +353 1 291 2000
Instituce:

Krajska zdravotni, a.s. , Socialni péce
3316/12A, 401 13 Usti nad Labem

Telefon:+420 477 111 111

ProhlaSeni a zaruky {(véeiné

protikorupénich)

V této smlouvd zahrnuje termin ,,ufedni
osoba“: (i) jakoukoli volenou nebo
jmenovanou fedni osobu  (napf.
pracovnika ministerstva zdravotnictvi),
(ii) jakéhokoli zamé&stnance nebo osobu
jednajici jménem Ufedni  osoby,
agentury nebo podniku vykonavajictho
vladni funkci, (iii) jakoukoli politickou
stranu, kandidata na vefejnou funkei,
tifednika, zaméstnance nebo osobu
jednajici za politickou stranu nebo
jejim jménem nebo za kandidata na
vefejnou funkci nebo jeho jménem,
nebo (iv) zaméstnance nebo osobu
jednajici za vefejnou mezindrodni
organizaci nebo jejim jménem (napf.
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222

223

governments (i.e., local, regional, or
national and administrative, legislative,
or executive).

Anti-Bribery  and  Anti-Corruption
Principles. Throughout the term of this
Agreement Institution will adhere to the
Pfizer International Anti-Bribery and
Anti-Corruption Principles, which are
provided as Attachment D to this
Agreement and undertakes to submit to
Pfizer upon each anniversary of the
signing of this Agreement a duly signed
Confirmation of Compliance with
Pfizer’s Anti-Bribery Procedure, in the
form attached in Attachment E.

Funding Requirements. No payment in
addition to the funding set out in
Attachment A will be made to the
Institution in connection with this
Agreement unless CRO or Pfizer first
approves it in writing. All invoices and
any supplemental documents submitted
to CRO or Pfizer by the Institution under
this Agreement must show in reasonable
detail what the requested payment is for.

22.2

223

Organizace spojenych narodit). Pojem
»vlada® zahrnuje veskeré Grovné a
slozky vlady (tj. mistni, regionalni nebo
narodni a administrativni, zdkonodarné
& vykonné).

Protidplatkéiské a protikorupéni zdsady
Po celou dobu trvani této Smlouvy je
Instituce povinna dodrzovat
Mezinarodni  protikorup&ni  zasady
spole€nosti Pfizer, jeZ tvoii Ptilohu D
této Smlouvy, a zavazuje se predlozit
spoleCnosti Pfizer k datu kaZdého
vyroli uzavieni této Smilouvy tadng
podepsané  Potvrzeni o  dodrZeni
protikorupénich postup@  spoleénosti
Pfizer, jehoZ vzor tvoii Piilohu E této
Smlouvy.

Pozadavky na financovdni Instituci
nendleZi v souvislosti s touto Smlouvou
Zzadné dalsi platby kromg& &astek
uvedenych v Pfiloze A, pokud CRO
nebo Pfizer takové platby piedem
pisemné neschvéli. Velkeré faktury a
dopliiwjici  dokumenty ptedklidané
CRO nebo spole¢nosti Pfizer ze strany
Instituce dle této Smlouvy musi
dostatetné podrobn® uvadét, za co je

224 Right to Audit. CRO has the right to take predmétna platba G&tovéna.
all reasonable steps and actions to ensure
that each payment made by CRO is| 22.4 Pravo auditu * CRO maé pravo
properly  and legitimately  used, podniknout veskeré pfiméfené kroky a
including: Ukony k =zajidt&ni toho, aby kad4

platba uskuteénénd CRO byla #adng a

a.  Providing periodic invoices stating, in legitimné pouZita, véetné:
detail, the work performed;

b.  Providing documentation of all expenses | a. poskytovani  periodickych  faktur
to obtain reimbursement and providing podrobn& uvadé&jicich vykonané price,
CRO with written notification in advance | b. poskytovani dokumentace viech vydaji

of any extraordinary expenditure, CRQO
must  authorize any extraordinary
expenditure in writing before it may be

za UCelem ziskani Ghrady a poskytauti
CRO pisemného ozndmeni viech
vyjimeénych vydaji pfedem. CRO
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incurred; and

c.  Permitting, during the term of the
Agreement and for three years after final
payment has been made under the
Agreement, CRO and/or Pfizer’s internal
and external auditors access to any
relevant books, documents, papers, and
records of the Institution involving
transactions related to the Agreement.
Where the Agreement involves clinical
studies, the Agreement shall include
acceptable  safeguards 1o ensure
confidentiality.

22.5 Warranties. The Institution represents,
warrants and undertakes to Pfizer and
CRO that:

a. it has the full power, right and authority
to enter and perform this Apreement and
that it will comply with all relevant laws,
regulations, codes of practice, operating
procedures and guidelines and will
obtain and maintain all covenants,
licenses, approvals and permissions
necessary to fulfill its obligations under
this agreement; and

b. it has not and will not (directly or
indirectly) offer, pay, receive or
authorise the offer, payment or receipt of
any money or the giving or receipt of
anything of value or do any other thing in
order to improperly or corruptly seek to
influence any Government Official or
any other person in order to gain an
improper business advantage, and, has
not accepted, and will not accept in the
future, such a payment;

c. it represents that no claim, action,
proceedings or  investigation by

22.5

musi kazdy vyjimeény vydaj pisemné
schvalit pfed tim, neZ miZe vzniknout a
Umoznit béhem doby trvdni této
Smlouvy a dale po dobu tii let od
vhrazeni kone&né platby dle této
Smlouvy internim a  externim
auditorim CRO a spolefnosti Pfizer
pfistup k  veSkerym relevantnim
knitham, dokumentiim, pisemnostem a
zaznamim  Instituce  tykajicim  se
transakci  souvisejicich s touto
Smlouvou. Tam, kde Smlouva zahmuje
klinické Studie, bude tato zahrnovat
akceptovatelna ochranni opatfeni k
zaji§téni divernosti.

Zaruky Instituce timto prohladuje,
zarubuje a zavazuje se spoleCnosti
Pfizer a CRO, Ze:

je plné opravnéna uzaviit a plnit tuto
Smlouvu a bude dodrzovat veSkeré
platné zadkony, ptedpisy, kodexy
chovéni, provozni postupy a smérnice a
ziska a bude udriovat v platnosti
vedkeré zavazky, licence, souhlasy a
povoleni potfebnd k plnéni jejich
povinnosti  vyplyvajicich z  této
Smlouvy; a

¢ (pfimo & nepiimo) nenabizeli a
nebudou  nabizet, nezaplatili a
nezaplati, neobdrZeli a neobdrZi nebo
neschvalili a neschvali nabizeni, platbu
nebo piijeti Z4dnych plateb €i dard
nebo pfijeti &ehokoli hodnotného, ani
ned&lali a nebudou délat cokol: jin€ho,
&im by mohli nepatficng ¢&i korupci
ovlivnit jakoukoli ufedni osobu €i jinou
osobu, aby =ziskali nepatfitnou
obchodni vyhodu, a nepfijali a ani v
budoucnu nepiijmou takovou platbu,
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c.

government authorities is pending and, to
Institution’s knowledge, no claim, action,

proceedings or  investigation by
government authorities is impending
which could adversely affect Institution’s
ability to fulfill its obligations under this
Agreement or which would cause the
invalidity or unenforceability of this
Agreement; and

it represents that the conclusion of this
Agreement is not in conflict with the
conditions of any agreement concluded
with a third party and its fulfillment by
Institution will not lead to a breach of a
third party’s rights, ethical standards or
generally  binding applicable legal
regulations or internal guidelines.
Institution specifically represents that the
fulfillment of this Agreement and the
payment of the compensation by Pfizer
under this Agreement does not represent
a means of persuading or motivating
anyone to use or prescribe products or in
any way influence the results of clinical
tests of any products or to directly or
indirectly cause any decisions related to
Pfizer or its products to be adopted. For
the purposes of this sub-clause, products

means any products of Pfizer or persons |

directly or indirectly controlling Pfizer,
controlled by Pfizer or under joint
control with Pfizer; and

if CRO provides written agreement to the

c.

prohlaSuje, Ze neexistuji a neprobihaji
7zadné nevyfeSené naroky, Zaloby,
fizeni ani Setfeni ze strany vladnich
organi a dle v&domi Instituce am
nehrozi Zadné néroky, zaloby, tizent
nebo Setfeni ze strany vladnich organi,
jeZz by mohly mit negativni dopad na
schopnost Instituce plnit jeji povinnosti
vyplyvajici z této Smlouvy nebo jez by
mohly  zplsobit  neplatnost &1
nevymahatelnost této Smlouvy; a

prohladuje, Ze uzavfeni této Smlouvy
neni v rozporu s podminkami jakékoli
smlouvy <¢&i dohody uzaviené s
kteroukoli tieti stranou, a Ze plnéni této
Smlouvy ze strany Instituce nepovede k
poruseni jakychkoli priv tfetich osob,
etickych standardi nebo vseobecné
platnych pravnich piedpist ¢€i internich
smérnic. Instituce timto vyslovné
prohlasuje, Ze plnéni této Smlouvy a
vyplaceni odmé&ny ze strany spoleénosti
Pfizer dle této Smlouvy nejsou
prostiedkem piesvédcovani éi
motivovani kohokoli k tomu, aby
pouZival nebo pfedepisoval urdité
produkty, ani nemaji jakymkoli
zptisobem ovlivnit vysledky klinickych
zkouSek jakychkoli produkti nebo
pfimo ¢& nepfimo wvést k pfijeti
jakychkoli rozhodnuti ve vztahu ke
spoleCnosti  Pfizer nebo  jejim
produktim. Pro 1ucely tohoto bodu
znamenaji vyrobky jakékoli vyrobky
spoletnosti Pfizer nebo osob piimo &i
nepiimo ovladajicich spoleénost Pfizer,
ovladanych spole¢nosti Pfizer nebo pod
spole¢nou kontrolou se spoleénosti
Pfizer a

pokud CRO udéli Instituci pisemny
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Institution regarding sub-contracting any souhlas kuzavirani dil¢ich smluv
service in relation to the conduct of the ohledné jakychkoli sluzeb souvisejicich
Study under this Agreement, then the s provadénim Studie dle této Smlouvy,
Institution will procure that the contract pak Instituce zajisti, aby smlouva
with such subcontractor will contain a uzaviena s pfislusnym subdodavatelem
clause similar to this Section 22; and obsahovala ustanoveni podobné tomuto

¢lanku 22; a

f. it (i) represents and provides assurance
that any and all information provided by | f. (i) prohlaluje a ujidtuje, Ze veSkeré

the Institution within the scope of the informace poskytnuté Instituci v rameci i
pre-contractual due diligence, including ptedsmluvniho Setfeni due diligence, |
all information included in the FCPA véetné veSkerych informaci obsaZenych
Due Diligence  Questionnaire, is v Dotazniku FCPA pro potfeby due
complete, true and accurate; (ii) diligence, jsou uplné, pravdivé a
undertakes to inform Pfizer or CRO of pfesné; (ii) zavazuje se informovat
any event or change of circumstances as spoleénost Pfizer nebo CRO o viech
a result of which the information skutednostech nebo zméné okolnosti, v
provided may become incomplete, untrue jejichz " disledku by se poskytnuté
or inaccurate in the course of the informace b&hem doby trvani Smlouvy
duration of the Agreement; (iii) mohly stat nedplnymi, nepravdivymi
undertakes to update and confirm such nebo nepfesnymi; (iii) zavazuje se na
information upon request by Pfizer or Zadost spoleCnosti Pfizer nebo CRO
CRO at least every 24 months of the provést aktualizaci t&chto informaci a
duration of this Agreement; and potvrdit je negjméné kazdych 24 mésich |

doby ftrvani této  Smlouvy; a
23.  Language. This Agreement will be set
forth in both the Czech language and | 23. Jazyk Tato smlouva bude vyhotovena

English, with both versions having the jak v ¢eském, tak anglickém jazyce,
same effect. In the event of any pfiemZz ob& verze maji stejnou
ambiguity or conflicts in interpretation of u¢innost. V piipadé nejednoznacnosti
terms between the two versions, the nebo rozpori ve vykladu pojmil mezi
Czech version will prevail. témito dvéma verzemi bude mit i

prednost ceska verze.
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ATTACHMENT A
STUDY BUDGET AND PAYMENT TERMS
Protocol Number A3921139
Payee Name and Address: Payment of the

sums due under this Agreement will be made
payable as shown_-in Attachment A2:

PRILOHA A
ROZPOCET STUDIE A PLATEBNI PODMINKY
(lislo Protokolu A3921139
Jméno piijemce platby a adresa: Platba

splatnych ¢astek podle této Smlouvy bude
splatna tak, jak je uvedeno nize v priloze A2:

A Symbol of Excellence

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

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

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
paid as long as the site is in compliance with
the Protocol and the terms of this Agreement.
CRO will make payments

within forty-five (45) days of completion of
each activity period based upon the services

CRO zaplati Instituci tak, jak je uvedeno v
Piiloze 1 (rozpoet Studie). Nebudou
provedeny Zadné platby Instituci, dokud
nebude splnéno nasledujic: (1) podpis
Smlouvy, (2) pfedloZeni pozadovanych
regulaénich dokumenti CRO a spolecnosti
Pfizer, (3) souhlas IRB/IEC a (4) schvaleni
pracovidté Studijnim tymem CRO. Jestlize je
Smlouva ukonéena dfive, nez jsou vsechny
platby vydélané, musi byt zbytek ihned vracen
CRO. Jestlize tak Instituce neudini, muze CRO
nebo spolecnost Pfizer na zakladé svého
vyhradniho uvazeni pouzit takovéto
nevydélané castky misto plateb, které jsou
jinak splatné v souvislosti s ucasti Instituce
na jiné Studii spole¢nosti Pfizer nebo muze
usilovat o dalsi prostfedky k uplatnéni prava,
které jsou k dispozici.

Pfijemce platby musi uvést vyse uplné
platebni pokyny a bankovni udaje, a to
pisemné CRO pfed tim, nez muZe byt
provedena jakakoli platba. Pfijemce platby je
povinen pisemné informovat CRO o viech
zménach nebo aktualizaci platebnich pokynu
a bankovni udaj.

Naklady za subjekt: Naklady za subjekt jsou
uréeny na zakladé vykonani viech navstev a
postupi v souladu se specifikaci  Studie
uvedenou v Protokolu. Platby budou
vypoditany na zakladé Dat zc Studie, které
obdrzi CRO a spoletnost Pfizer, a budou
proplaceny, pokud bude pracovi§té plnit
Protokol a podminky této Smlouvy. CRO
provede platby

do &tyFiceti péti (45) dni od dokonéeni kazdého
obdobi  é&innosti na  zakladé sluzeb
poskytnutych béhem predchozich tfi (3)

Non-US CRO Dual Contract GSA CRO and Institution (Czech Republic)
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completed during the previous three 3)
months. The initial activity period will begin
on the first day of the month in which the first
subject Screened is completed.,

Other Study-Level Costs and Additional

meésictl. Poéateéni obdobi é&innosti zapoche
prvnim dnem v mésici, v némz je screenovany
prvani subjekt splnén.

Dal3i niklady na virovni Studie a dodatedné
niklady souvisejici s lé&bou: CRO zaplati

Treatment-Related Costs: In addition to the
per-subject costs, CRO will pay Institution for
the other Study-level costs and additional
trealment-related costs that are pre-approved
by CRO, as set forth in Exhibit 1. To request
payment of these costs, Institution will remit
itemized invoices to CRO, on Institution
letterhead, and including submission of any
- back-up documentation or receipts for pass-
through expenses. Any non-procedural pass-
through expenses will be invoiced to CRO only
in the amount actually incurred, up to the
maximum amounts shown in Exhibit 1, with
no mark-up in cost. Any costs designated as
invoiceable in Exhibit 1 should be invoiced to
CRO at the visits or time points specified
therein and not submitted to third party
payers.

Final Payment: The final payment will be
paid upon final review and acceptance of all
Study Data for enrolled patients by CRO and
Pfizer, completion of all required
administrative matters by the Institution
and/or Principal Investigator, including
resolution of all outstanding queries, and the
return of any Pfizer-provided Equipment and
Materials requested by Pfizer.

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.

Instituci kromé nakladti za subjekt dalsi
ndklady na arovni Studie a dodateéné naklady
souvisejici s lé¢bou, které jsou CRO pFedem
schvéleny tak, jak je uvedeno v Priloze 1.
Chee-li Instituce pozadat o platbu téchto
nakladi, pfedlozi CRO na svém hlavickovém
papife faktury podrobné uvadéjici polozky,
véetné predioZzeni veskeré podpurné
dokumentace ¢i stvrzenek za pribézné vydaje.
Jakékoliv jiné mnez proceduralni priib&iné
vydaje budou fakturovany CRO pouze ve vy Si
vydaji skutecné vzniklych az do maximalni
castky uvedené v Pfiloze 1 bez jakéhokoli
havyseni ceny. Jakékoli naklady, které jsou'v
Priloze 1 oznaceny jako fakturovatelné, by
mély byt fakturovany CRO pH néavstévach
nebo v okamziku v tomto formulafi uvedeném,
a nikoli predkladany subjektiim pfispivajicim
do zdravotniho systému.

Koneéna platba: Koneéna platba bude
provedena po zavérecné kontrole a akceptaci

veSkerych Dat ze Studie pro zafazené pacienty
ze strany CRO a spoleénosti Pfizer, dokoné&eni
v8ech poZzadovanych administrativnich tikonnl
ze strany Instituce nebo Hlavniho
zkousejiciho, véetné vyfegeni veskerych
nedofesenych otazek, a vraceni veskerého
Vybaveni a Materialti Pfizer, jez spoleénost
Pfizer poskytla.

Nezaplaceni CRO nevyplati Instituci odménu
za zadné Subjekty Studie, jejichz zafazeni do
Studie neprobéhlo v souladu s kritérii danymi
Protokolem nebo u nichZ neni mozno provést
analyzu Dat ze Studie v diisledku odchylek od
Protokolu, nedostateénych zaznamn nebo
neupinych, nespravnych & neovéfitelnych
CRF.

Zkoumané lédivo: Podle é&lanku 8 této

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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Investigational Drug: Per Section 8 of this
Agreement, Pfizer or CRO will provide the
Pfizer Drug. The following additional Protocol-
required drugs will be provided at no charge
or Pfizer will cover the costs of as indicated
below:

Drug “none”

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.
«gtandard 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.

IRB/IEC Fees: Local IRB/IEC fees for initial
review, as well as subsequent, pre-approved
local IRB/IEC fees should be invoiced to the
address below in accordance with the “Other
Study-Level Costs and Additional Treatment-
Related Costs” section above. Central IRB /IEC
fees will be paid by Pfizer unless otherwise
specified herein.

Invoices: Send invoices to:

ICON Clinical Research Limited
Investigator Payments Group - PSBU
South County Business Park

Dublin 18

Ireland

Invoices should not be submitted until
approval has been received from CRO and/or
Pfizer to begin enrollment. Invoices will not bhe

Smlouvy poskytne spoleénost Pfizer nebo CRO |
Lééivo Pfizer. Zdarma budou poskytnuty
nasledujici  dodatecné  léky vyzadované
Protokolem nebo spoleénost Pfizer uhradi
naklady na tyto leky tak, jak je uvedeno nize:
Lék zadny*“

Standardni péde: Odména za veskeré Cinnosti
vyzadované od Instituce na zakladé Protokolu
je zahrnuta v rozpoctu, s vyjimkou pfipadnych
sluzeb piedstavujicich soucast tzv. Standardni
péde, jak jsou uvedeny v Pfiloze 1.
,Standardni péce“ je definovana tak, Ze bude
zahrnovat jakakoli 1écebné nezbytna odetfeni,
procedury nebo testy, vykonavané zpusobem,
ktery je v souladu se spravnou lékafskou
praxi, u nichz by se dalo odekavat, ze by byly
provedeny, i kdyby se Subjekt Studie
netéastnil. Naklady na sluzby v ramci
Standardni péde hradi Subjekty Studie nebo
jejich pfisludné zdravotni pojistovny.

Poplatky IRB/IEC: Poplatky mistni IRB/IEC
za podateéni posouzeni, jakoz 1 nésledne
pfedem schvileneé poplatky mistni IRB/ IEC
budou fakturovany na niZe uvedenou adresu
v souladu s vyse uvedenym clankem ,Ostatni
naklady na urovni Studie a dodatecné naklady
souvisejici s lécbou®. Poplatky  centralni
IRB/IEC budou uhrazeny spolecnosti Pfizer,
neni-li v této smlouvé Stanoveno jinak.

Faktury: Faktury poslete:

ICON Clinical Research Limited
Investigator Payments Group — PSBU
South County Business Park

Dublin 18

Irsko

Faktury by nemély byt predkladany pred
obdrzenim souhlasu se zahdjenim zapisu od
CRO nebo spoleénosti Pfizer. Do te doby
nebudou faktury placeny. Jestlize budou
obdrzeny faktury pfed souhlasem se

zahajenim zapisu, nebudou zpracovavany a

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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paid until such time. If invoices are received
prior to approval to begin enrollment, they will
not be processed and bayment will be delayed.

For any costs not in Exhibit 1, invoices must
not be submitted by Institution until a
contract amendment has been received. To
expedite payment, such invoices can be
accompanied by a copy of the amendment.

The foliowing information must be included on
all invoices:

* Invoice number

¢ Invoice date

¢ The Czech crowns CZK amount of
invoice

* Principal Investigator Name

¢ Institution Name

*  Protocol Number

Invoices for additional treatment-related costs,
other study level costs that are bre-approved
by CRO as set forth in Exhibit 1, and subject
visits must also include:
* Subject identification number
* A visit identifier (i.e. Cycle 1, Day 1)
for when the procedure occurred (if
applicable)
* The cost per Exhibit 1

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

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

1. Where the Institution is registered for
VAT in the local country and is legally
obliged to charge CRO local VAT in
respect of the services provided to CRO

2. Where the Institution has listed its
VAT number below; and

3. 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 they shall not be

L

regarded as legally obliged to charge

Jejich platba se opozdi.

Faktury na veskeré naklady neuvedené v
Priloze 1 musi Instituce predlozit pred
obdrzenim dodatku ke smlouve. Aby doslo k
urychleni platby, mize byt k takovymto
fakturam pfilozena kopie dodatku.

V8echny faktury musi obsahovat nasledujici
informace:

s cislo faktury,

¢ datum faktury,

* castku faktury v éeskych korunach
CZK,

* jméno Hlavniho zkousejiciho,

* nazev Instituce,

* dislo Protokolu.

Faktury za dodateéné naklady souvisejici s
leébou, dalsi néklady na tirovni Studie, které
jsou CRO piedem schvaleny tak, jak je
uvedeno v Priloze 1, a navstévy subjeki’t musi
rovnez zahmovat:

* identifikaéni &islo subjektu,

* identifikdtor navstévy (ti. cyklus 1,
den 1), kdy dodlo k brocedure
(pripada-hi to v uvahuy),

* naklady podie Pfilohy 1.

Veskeré ¢&astky uvedené v Priloze 1 jsou
uvedeny bez dané z pfidané hodnoty nebo jiné
ekvivalentni dané z prodeje (dale jen ,DPHY).

DPH bude pfipoétena k dastkam uvedenym v
Pfiloze 1 pouze za nasledujicich omezenych
okolnosti:

1. v pripadé, Ze Instituce  je
registrovanym  plitcem DPH v
pfisludném staté a je ze zakona
povinna uctovat CRO mistni DPH ve
vztahu ke sluzbam poskytovanym
CRO

2. V pfipadg, Ze Instituce uvedla nize své
éislo platce DPHa

3. V ptipadé pfijeti platné faktury s DPH.

4. V piipadé€, Ze Instituce ma mozZnost
pouzit tzv, ~reverse charge*
mechanismus a neuéini tak, neni
povazovana za povinnou uétovat
mistni DPH pro Géely odstavce 1
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local VAT for the purposes of point 1
above in this section

Institution VAT Number:

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

Refunds: Send refunds to:
ICON Clinical Research Limited

Investigator Payments Group — PSBU
South County Business Park

Dublin 18
Ireland
Additional Testing, Treatment or

Procedures: Institution will not be reimbursed
for any additional testing, treatment, or
procedures not required by the Protocol or
specified in this Agreement or this
attachment, unless such additional testing,
treatment or procedures are pre-approved by

CRO and/or Pfizer.
Version Date: June 2011

tohoto ¢lanku vyse,

Cislo platce DPH Instituce:

Neuvedeni v8ech  téchto  pozadovanych
informaci na faktufe bude mit za nasledek
opozdénou platbu.

Vraceni penéz: Vracené penize zaslete:

ICON Clinical Resecarch Limited
Investigator Payments Group — PSBU
South County Business Park

Dublin 18

Irsko

DalSi testy, 1ééba nebo procedury: Instituci
nebudou uhrazeny zadné daldi testy, lécba
nebo procedury, které Protokol nevyzaduje
nebo nejsou uvedeny v této Smlouvé nebo
v jeji pthiloze, pokud nejsou tyto dalsi testy,
lééba nebo procedury predem schvaleny CRO

nebo spole¢nosti Pfizer.
Datum verze: cerven 2011
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Exhibit 1 to Attachment A

STUDY BUDGET

Formulaf 1 k Piiloze A

ROZPOCET STUDIE
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COMPOUND H :CP-690,550
STUDY NUMBER : A3921139
TITLE: A MULTI-CENTER, OPEN-LABEL STUDY OF CP-690,550 IN SUBJECTS WITH
MODERATE TO SEVERE ULCERATIVE COUTIS
COUNTRYICurr Czach_Rep - CZK
) - Frequeney of
Procedure
Total Number of
DESCRIPTION OF GOST Comments cosT timesa procedurd | -y pge
ccours based on
PSC Structure
Per Subject  iniommed Consent 1,00 1625
" Cost Corplele Physicel Examination 500 6126
o Targeled Physical Examinalion 12,00 2355
“[12-lead ECG (single) 3,00 2445
Sample Colileclion/Processing/Prep [or Includes: Hamalology; Chemisiry;
Shipment (o Central Lab Urinalysis; Lipid Profile {fasting} 146,25: 15,00 2193,75
[Fiexible Sigmaidoscopy 4,00 47280
Eﬂlal Mayo Score 14,00 2222 5
‘TMayo Score 4,00 635
- Tnchides: Vilal Signs; Eligibmty | 4
Assessmenl; Dose Assignment; ;
Siudy Medicalion
Dispensing/Accountability; Bowel
Movemnenl Diary Data; IBDQ; EQ-
SYVAS; UC-HCRU-AIL; WPRAUC, SF
362, acute; Advarse Events;
Siudy Coordinalor Fea Concomitant Medicatlons 15,25 2573,4375
" [Admin/Data Entry Fee 15,26 2687,8125
- Subjoct Travel Reimburserent 15,00 18075
PSGC Sublotal: 38 811,25

Additlonal Procedures that may not

Total Number of

Total Polential

apply to all Pallents TO BE INVOICED COST times a procedure PSC
may ocour
“addilional ~ |Unne Pregnancy Tesl Epplicablo only to FOGBP 0,007 35,0 i)
Treatment Complele Physical Examination Applies onty | Unschedulad Visit 393.75[ 1,0 393,75
Related Parlial Meya Score Applies only 1o Unacheduled Visil 158,75 1,0 158,75
Cosls Study Coordinalor Fee Applies only 1o Unscheduled Viait 168,75 1,0 168,75
. Admin/Dala Enlry Fee Apphies only to Unscheduled Visil 176,25 1,0 176,25
Subject Travel Reimbursement Applies only 10 Unschedulad Visil 1 205,00 1,0 1205
Summary Cosis Por Subject Cost Subtolal 3B 0115
) 2 102,50

Other Sl.u:i.y Level |
Costs

Additional Cast Subtotal

BddiGonal Procedures Not included in the Per Subjecl Gost (Precadures nol.tied to a specific

_ |Btarl-up Fee

visit)
Procedure Gommants Cost
to be paid in 2 identical insialments;
Pharmacy Fee first afier SIV, second aker COV 11 140,00
For Unscheduled Visit only. 2 max per
Flexible Sigmoidoscopy pplicable subject. To be inviced. 1 070,00
333300
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VISIT 1 VISIT 2 VISIT 3 VISIT 4 VISIT § VISIT & VISIT 7 VISIT B VISIT S
; o !
f | Basoline | 5 | Month1 | | Monthz | 5 | montha | § | menths | 5 | montne | ¢ “:;'!‘;T" : Month15 | J{
1,00 162,50] 0,00 0,00 0,00 0,00 0,00 "’ 0,00 s 0,00] B
0,00 0,00: 0,00 0,00] 0,00 ; 0,00 "1,66: 393,75 B 8,0c
0,00]" 4,00 196,25; 1,60 156,254,607 196,25 1,00/ 156,25| 1,00} 156.25] f 0,00 158,25
0,00 : 0,00; 0,00 H 0,00} @00 F 0,00 4,607 815,00 0,00
0,00[ 1,00: 145,251 4,00 146,25/ 1,00 : 146,25( 1,00: 146,25 1,00 146,25 1,00,
0.00 ; 0,001 60 770,00 ' [XE; f00f 070,000 o, T a,00:
0.00] 1,00 158,75 1,00 158,75/ 1,00 158, 75] 7,00! 158,75 1,00 158,75 1,00, 158,75; 1,00; 158,75
0,60 0,00 7,00 158,75 0,001 ] 0,00 7,00 158,76 0,001 TG0
> 7 : j : :
; : ; :
i : i i
: E i i
H i i i ; ;
: i i
: H ; | :
R H H H H
0,25 42,19 1,00 168,75: 1,00 168,75] 1,00 168,75 1,00 168,75 1,00 168,75, 1,00: 168,75! 1,00 168,75
025 44,05 1,00 176,25; 1,00 176,25] 1,00 176,25( 1,00 176,25( 1,00 ; 178,25, 176,25} 1,00
i 0,00 1,00 T205,000 1,00 205,90 1,00 1205,00] 1,00 1 205,00 1,80 S 1 205,00 ‘205,000 1,00
248,75 2 051,25[ 3 280,00 2 051,25 2 051,25 2 051,25 4 292,50 2051,25 2 051,285
n :
. Month 0 i : :
3 Baseline f Month 1 f Month 2 f Month 4 f Manth & F Manth 9 f 12ET f ! Month 15 | f ! Month 18 :
0,00 1,00 0,00[ 1,00 ©,00[ 1,00 1,00 ¢,00[ 1,00 0,00[ 1,00 0,00] 1.00 0,00
0,00 0,00 0,00 0,00 0,00| 0,00 0,00,
0,00 0,00 0,00 0,00 0,00 0,00 0,060
0,00 0,00 0,00 0,00 0,00] 0,00 [
0,00, 0,00 0,00 0,00 0,00 0,00 0,00}
0,00 0,00, 0,00, 0,00 6,00 0,00 0,00
248,75 7 051,25 3 280,00 Z051,25 7051,25 # 292,50 2051,25 2 051,25
6,00 0,00 0,00 0,00 0,00 Goo - 0,00 " 0,00
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VISIT 10 VISIT 11 VISIT 12 VISIT 12 VISIT 14 VISIT 18 VISIT 16 VISIT 17
: Unscheduled F-Ui4 Weeks After
. 3 A
f Month 21 : f Month 24 | F Month 27 | f Month 30 | f Month 33 | F Month 38 | [ Visit f Last Dose
0,00 0,00 0,00 3,00 T.00) 0,00 0,00 0.00
~ 0,008 1,00 353,75 4,00 0,00 0,00 1,00| 393,75 0,80 0,00
196,35 0,00[1,00 788,25 1,00] 156,25] 1,00 196,26 0,00| 0,00 1,00 198,25
0,607 1,00 815,00 0,00| 0,00 0,00| 1,00 815,00 0,00 0,00
146,25¢ 1,00 146,25 1,00 146,25| 1,00 146,25] 1,00 146,25| 1,00 146,25 000 100 146,25
6,00, 1,00] 1 070,00 0,00 0,00] 00| 1.00]  1070,00 0,00 0,00
488,76 1,00 168,75) 1,00 158,?5J 1,00 158,75] 1,00 158, 75| 1,00 188,75 0,00 0,00
“0,000 1,00] 158,75 ©,00 0,00 0,00{ 1,00 158,76 0,00 0,00
i i
| b |
; ; : :
a i Lo i :
} : | i
; ‘ i :

168,75 1.00 168,75 1,00 168,75| 1,00 169,75 1,001 168,75| 1,00 168,75 ! 0,00 1,00 169,75
176,25 1,00 176,25 1,00 176,25| 1,00 176,25| 1,00 176.25| 1,00 17625 0,00 100 176,25
TH0E,60 760, 120500, 1,00, 120500) 1,00] 120500] 1,00: 205,00 1,00 1205,00 0,00] 1,00 120500
2 051,25 4 202,50, 2 051,25 2 051,28 2 051,25 4 292,50] 0,00 1892,50

Unscheduled F-Uid Weeks After
f | Month 21 : F | Monthza | £ | Month27 [ £ | Month30 | £ | Month 33 F | Month3e | F Visit f Las Doge
1,00 0,00[ 1,00 0,00[ 1,00 0,00[ 1,60 0,00] 1,00 ©,00] 1.00 0,00 ¢,00[ 1,00 0,00
0,00, 0,00 0,00 0,00 0,a0 0,60 1,00 393,75 0,00
0.00) 0,00 0,00 0,00 0,00 0,00] 1,00 188,75 0,00
0,00 0,00 0,00 0,00] 0,00) 0,00] 1,00 168,75 0,00
0,00 C,00 0,00 0,00 0,00 0,00 1,00 176,25 0,00
G,00 0,00 0,00 0,00 0,00 0,00] 1,00 1 205,00 0,00
205125 4292 60 2 051,25 205125 2 051,26 4 292,50 0,00 185250
TUhoo © 0,00 0,00 0,00 6,00 " 0,00 2 102,50 0,00
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m Payee/ Beneficiary Details Form

A Symbol of Excellence EU (EXhibit 2)
Protocol Number|A392113% Site No. 1046 ICON Study No.|8000_D009
P 0 0 atio
Payee Name|Krajska zdravotnl a.s., Masarykova nem Usti nad Labem. Date

Payee Description {tick)|X | Institution [Ez=Sub-Inv =] other:

VAT! GST Registration No.

=\ Principal Inv

Tax Rate (%)

Have you received prior payments from ICON? K |Yes
(l & De
Street| Socialni péfe 3316/12A
City|Ustl nad Labem Post Code401 13
Country (Tax Country)ICzech Republic State/ Province
Email address”™ Phone # (code)
~ Nota: Payment notification & informafion relating to payments wil be electronically sent fo the email address above
Principal Investigator Name|Michal Tichy Degree|WD
Primary Specialty|Gastroenterology Therapeutic
Bene L 0 D

Bank Account Holder (Name)|Krajska zdravetni a.s .
Bank Account Number| 216686400 | Mandatory for tountries oulside EU, -
IBAN Number (mandafory) |CZ3503000000000216686400

SWIFT / BIC Gode {mandatory) [CEKOCZPP 1 ﬂ,iﬂit%-'__Firél-?_'-'BAN_jéiﬂ'ﬂs-muatrﬁaﬁch

Reference (if applicable} |A3921139 Please mention
Bank Code|0300 [ _Currency of Payment:]CZK
Bank Name/ Address|CSOB
Street}Mirové namésti 69/20
City|Usti nad Labem Post Code|40040
Country|Czech Republic State/ Province
orfesponde Ba Deta app able

* fill out only if payment has io be routed though an intermediary bank

Correspondant Bank Name Street|
Correspondant Account Number City
Correspondant ABA Number State/ Province
Comrespondant SWIFT / BIC Code Post Code
Correspondant Bank Code Country

I, the undersigned beneficiary, hereby declare thal the information provided in this Beneficiary Details Form is both true and correct. |
acknowledge that the information | have provided herein: (i) may constitute personal data; and (i) serves lo enable ICON to make payment/s
io me in accorgdance with the Clinical Study Agreement for the Study in which | am participating in as a Clinical Investigator or member of the
study team.

Furthermore, | consent to the processing of my personal data by the Sponsor, ICON and/or its affiliates for the above mentioned purposes and
granl my consent for the transfer of my personal dala to ICON and/or its affiliates, Sponsor(s), regulalory authorities, auditors and study
related personnel. | understand and agree that my personal information may be moved outside the jurisdiction to which | am in o another
jurisdicticn or to a jurisdiction outside the United States and which may nol tovide the same level of personal data protection cr have any datz
protection legislation in place. ICON will ta0k7e all reasg aﬁ% &%%qiﬁ]g&p 3eafitions 1o protect your personal data against all unlawful forms of

processing. Suciz’ﬂni/pég'e
HPayee Signature 401 13 Usy Date 1 1 "12' Zmz
(G 254RER17

Payee Name (Prini) - CF 25488627

= e = == S

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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Attachment C

EQUIPMENT AND MATERIALS

| Equipment

CRO authorizes the use of the previously
provided equipment identified below (“Pfizer
Equipment”) for use by Institution and
Principal Investigator in the conduct or
reporting of the Study. CRO originally
provided this Pfizer Equipment in connection
with Pfizer Protocol A3921095.

Ptiloha C

VYBAVENI A MATERIALY

Vybaveni

CRO opraviluje pouZivat dfive poskytnuté
vybaveni definované viz. niZe (,,Vybaveni
Pfizer) k pouZiti Instituci nebo Hlavnim
zkoudejicim pf  provadéni Studic nebo
zpracovani zprav o Studii. CRO poskytlo toto
Vybaveni Pfizer ve spojeni s protokolem
A3921095.

|[Equipiis = = &

1{Min/Max thermometer $148

2|Fisher Incubator — Incbfr Isofmp Std $ 3,303
Mec 2.5 120v

3

4

5

6

7

ybay

1|Min/Max thermometer
2|Fisher Incubator — Incbtr Isotmp Std
Mec 2.5 120v

3

4

5

6

7

Materials Materialy

CRO or Pfizer will provide the Pfizer-owned
or licensed proprictary materials identified
below (“Pfizer Materials™) for use by Principal
Investigator or Imstitution in the conduct or
reporting of the Study.

CRO nebo Pfizer poskytnou nize uvedené
chrandné materialy, které spole€nost Pfizer
vlastni nebo k nim# disponuje licenci, (dale jen
JMateridly Pfizer) k pouZiti Hlavnim
zkousejicim nebo Instituci pfi provadéni Studie

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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Materials Supplied: NONE

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

Institution Responsibilities. Institution will
bear the risk of loss or damage to Pfizer
Equipment or Pfizer Materials that are in the
possession and control of Institution.

Liability. CRO and Pfizer have no liability for
damages of any sort, including personal injury
or property damage, resulting from the use of
Pfizer Equipment or Pfizer Materials except to
the extent that such damages were caused by
the negligence or willful misconduct of Pfizer,
CRO or the vendor and except to the extent
that a personal injury constitutes a research
injury to Study Subjects, as described in
Attachment B to this Agreement.

Permitted Uses

CRO authorizes the use of the previously
provided equipment identified below (“Pfizer
Equipment”) for use by Institution and
Principal Investigator in the conduct or
reporting of the Study. CRO originally
provided this Pfizer Equipment in connection
with Pfizer Protocol A3921095.

Disposition of Pfizer Equipment and Pfizer
Materials

Return to Pfizer
After completion of Study conduct or at an
carlier time specified by CRO or Pfizer,

nebo zpracovani zprav o Studii.

Dodané materialy: ZADNE

Vlastnické pravo a uzivini. Vybaveni a
materidly jsou a zistivaji majetkem
spolegnosti Pfizer, prodejce nebo
poskytovatele licence (dle konkrétni situace).

Povinnosti a zavazky Instituce. Instituce nese
veskera rizika ztraty nebo poskozeni Vybaveni
Pfizer nebo Materialh Pfizer, jeZ ma Instituce v
drZeni nebo pod kontrolou.

Odpovédnost. CRO a Pfizer neodpovidaji za
Zadné 8kody, véetn zranéni osob ¢&i poskozeni
majetku, vzniklé v disledku pouZivani
Vybaveni Pfizer nebo Materialt Pfizer, kromé
pfipadd, kdy takové Skody byly zpilsobeny
nedbalosti nebo  Gmyslnym  poruSenim
povinnosti ze strany spoleénosti Pfizer, CRO
nebo prodejce, a kromé& piipadi, kdy zranéni
osob pfedstavuje zranéni Subjektt Studie v
ramci vyzkumu, jak je popsano v Ptiloze B této
Smlouvy.

Povolené uZivani

CRO opraviluje pouZivat dfive poskytnuté
vybaveni definované viz. niZze (,Vybaveni
Pfizer) k pouziti Instituci nebo Hlavnim
zkousejicim pii provadéni Studie nebo
zpracovani zprav o Studii. CRO poskytlo toto
Vybaveni Pfizer ve spojeni s protokolem
A3921095.

Nakladani s Vybavenim Pfizer a Materialy
Pfizer

Vraceni spoleCnosti Pfizer
Po dokonceni Studie nebo diive v terminu,

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic) ‘
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Institution will, or will cooperate with
Principal Investigator to, arrange for return of
Pfizer Equipment and Pfizer Materials, at
Pfizer’s expense, to Pfizer or a location
designated by CRO or Pfizer.

Vendor-Provided Equipment or Materials

CRO authorizes the use of the previously
provided equipment identified below (“Vendor
Equipment”) for use by Institution and
Principal Investigator in the conduct ofr
reporting of the Study. CRO originally
provided this Vendor provided Equipment in
connection with Pfizer Protocol A3921095:

(“Vendor Property”)
Endoscopy Video Capture Kit (including Laptop)

Video Capture Kit for clinical research study consists of a
shipping box containing:

One (1) Lenovo Thinkpad L420 Laptop

Intel i3-2350m 2.3 GHz processor

2GB RAM

500GB Hard Disk Drive

14" Antiglare LCD screen

6Cell Li-lon battery

1420 AC Power Adaptor

Mode! Number - 7827-RC7

Laptop DOES NOT have an optical drive (i.c. no CD or DVD drive)
Laptop DOES NOT have Wireless capabilities

Laptop DOES NOT have a commercial Operating System (e.g. Laptop
does NOT have Microsoft Windows OS)

Laptop DOES NOT have an commercial software applications {e.g.
Laptop does not have MS Office or [nternet Explorer)

Manufacturer: Lenove (Singapore) PTE, LTD. 9 Changi Business Park
Central 1, Singapore 486048

Made in China.

USHS 8471.30.01 00

Accessories:

One (1) 8-Video Cable 2m. I'N: SVIDEOMMS

One (1)RCA Video Cable 2m. PN RCABNCFM

One (1) BNC to RCA adapter PN: RCA 3NTHQG

USB Flash Drives 4GB capacity Model-WS-A005

Universal Plug Adaptor PN: 33117

Instruction Manual and shipping materials (e.g. waybills, courier
envelopes)

External Video Capture Device PN: 82303001301

Permitted Uses

CRO authorizes the use of the previously

ktery uréi CRO nebo spole¢nost Pfizer, zajisti
Instituce sama nebo ve spolupraci s Hlavnim
zkoudejicim  vraceni  Vybaveni Pfizer a
Materiala Pfizer spole¢nosti Pfizer na jeji
naklady do jejtho sidla nebo na jiné misto,
které CRO nebo Pfizer urci.

Vybaveni a materialy poskytnuté prodejcem

CRO opraviiuyje pouZivat diive poskytnuté
vybaveni definované viz. niZe (,Vybaveni
Prodejee”) k pouziti Instituc nebo Hiavnim
zkouSejicim pH  provadéni Studie nebo
zpracovani zprav o Studii. CRO poskytlo toto
Vybaveni Prodejece  ve spojeni s protokolem
A3921095: (dale jen ,,Majetek prodejce”)

Endoscopy Video Capture Kit {obsahujici také Laptop)

Sada na zachyceni videa pro klinickou studii  se sklada z |
prepravn{ krabice, ktera obsahuje:

Jeden (1} Lenovo Thinkpad L420 notebook

Intel 13-2350m 2.3 GHz procesor

2GB RAM

500GB pevny disk

14" antireflexni LCD displej

6Cell Li-lon baterie

1420 AC napéjeci adaptér

Mode! - 7827-RC7

Notebook NEMA optickou mechaniku (1. j. bez CD nebo DVD)
Notebook NEMA moznost bezdratového plipojent

Notebook NEMA komertni Operaéni systém (napr. Laptop NEMA 08
Microsoft Windows)

Notebook NEMA komeréni softwerové aplikace (napr Laptop NEMA
MS Office nebo Internet Explorer)

Vyrobee: Lenovo (Singapore) PTE. LTD. 9 Changi Business Park
Central 1, Singapore 4860438

Vyrobené v Cing.

USHS 8$471.30.01 00

PEisluSenstvi:

Jeden (1) S-Video kabel 2m. PN: SVIDEOMM6

Jeden (DRCA Video kabel 2m. PN: RCABNCFM

Jeden (1) BNC RCA adaplér PN: RCA INITHQ6

USB Fiash Disky s kapacitou 4GB Model-W5-A005

Universal Plug Adaptér PN 33117

Navod na pouziti a materialy na pfepravu (napr. ptepravni listy, obalky
pro kuryra)

Fxternf zatizeni na zafizeni pro digitalizaci videa PN: £2303001301

Povolené uZivani

CRO opraviiuje pouzivat dfive poskytnuté

Non-US GRO Dual Contract CSA CRO and institution (Czech Republic)
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[ provided equipment identified below (“Vendor
Equipment”) for use by Institution and
Principal Investigator in the conduct or
reporting of the Study. CRO originally
provided this Vendor Equipment in connection
with Pfizer Protocol A3921095.

Disposition
The equipment or proprietary materials vendor

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

Version date: July 2011

vybaveni definované viz. nize {,, Vybaveni
Prodejce®) k pouziti Instituci nebo Hlavnim
zkouSejicim pfi provadéni Studie nebo
zpracovani zprav o Studii. CRO poskytlo toto
Vybaveni Prodejce ve spojeni s protokolem
A3921095.

Nakladani s Majetkem prodejce

Zplsob nakladdni s Majetkem prodejce po
dokongeni Studie uréi prodejce ptislugného
vybaveni nebo chranénych materigld.

Datum verze: cerven 20711

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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Attachment D
Pfizer’s International Anti-Bribery
and Anti-Corruption Principles

Pfizer has a longstanding corporate policy that
prohibits colleagues or anyone acting on our
behalf from providing any payment or benefit
to any person or entity in order to improperly
influence a government official or to gain an
unfair business advantage. Pfizer is committed
to performing with integrity, and acting
ethically and legally in accordance with all
applicable laws and regulations, including, but
not limited to, anti-bribery and anti-corruption
laws. 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, 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 wvalue (directly or indirectly) to a
government official when the payment is
intended to influence an official act or decision
to award or retain business. Under Pfizer’s
policies, “government official” is broadly
interpreted and includes: (i) any elected or
appointed government official (e.g., a member
of a ministry of health); (ii) any employee or
person acting for or on behalf of a government
official, agency, or enterprise performing a
governmental function; (iii) any political party,
candidate for public office, officer, employee,
or person acting for or on behalf of a political
party or candidate for public office; or (iv} an
employee or person acting for or on behalf of a

Priloha D
Mezinarodni protikorupéni zasady
spolecnosti Pfizer

Spoleénost Pfizer dlouhodob& prosazuje
firemni politiku zakazujici nasim kolegiim
nebo osobam jednajicim na$im jménem
poskytovat jakékoli platby nebo vyhody
kterékoli osob& & subjektu za Gcelem
nepfipustného ovliviiovani Gfednich osob nebo
ziskavani neopravnénych obchodnich vyhod.
Pfizer usiluje o to, aby jeji Cinnost byla
vykonavana destnym, etickym a zakonnym
zpisobem, v souladu se viemi platnymi
zakony a  pfedpisy, =zejména  vietné
protikorupénich ~ zdkond. Stejny zdvazek
ofekavame od naSich poradcd, zmocnénct,
zastupch nebo dalsich spoleCnosti &1 fyzickych
osob jednajicich na$im jménem (dale jen
"Obchodni partnefi"), jakoz i od osob
jednajicich  jménem téchto  Obchodnich
partnerit v souvislosti s ¢innosti vykondvanou
pro spole¢nost Pfizer.

Uplicen{ tFednich osob

Ve vétsing statd existuji zakony zakazujici
(p¥imé &i nepfimé) poskytovani, nabizeni nebo
slibovani jakychkoli finanénich ¢&astek nebo
jinych cennych vé&ci ufednim osobdm s cilem
ovlivnit ufedni tkony ¢i rozhodnuti sméfujici k
ziskani ¢ udrZeni urdité obchodni zakazky.
Pojem ,ufedni osoba® je v téchto zasaddch
spolednosti Pfizer vykladan v $irokém smyslu
a zahruje: (i) kaZdého voleného nebo
jmenovaného ufednika statni spravy (naps.
pracovniky Ministerstva zdravotnictvi); (i1)
kazdého zamé&stnance nebo osobu jednajici
jménem nebo z povéfeni Gfedni osoby, vladni
agentury nebo podniku vykondvajiciho vladni
funkci; (iii) kaZdou politickou stranu,
kandidata na vefejnou funkci, ufednika,
zamdstnance nebo osobu jednajici jménem
nebo z povéfeni politické strany nebo

Non-US CRO Dual Contract CSA CRO and Institution (Czech Republic)
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@blic international organization (e.g., the
United Nations). “Government” is meant to
include 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”
under Pfizer’s policies.

The U.S. Foreign Corrupt Practices Act of
1977 (the “FCPA™) prohibits making,
promising, or authorizing the making of a
payment or providing anything of value to a
non-U.S. government official to improperly or
corruptly induce that official to make any
governmental act or decision to assist a
company in obtaining or retaining business, or
to otherwise obtain an improper advantage.
The FCPA also prohibits a company or person
from using another company or individual to
engage in any of the foregoing activities. As a
U.S. company, Pfizer must comply with the
FCPA and could be held liable as a result of
acts committed anywhere in the world by a
Business Associate.

Anti-Corruption
with

Anti-Bribery and
Principles Governing Interactions
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

kandiddta na vefejnou funkci; nebo (iv)
zamestnance nebo osobu jednajici jménem
nebo z povéfeni vefejné mezindrodni
organizace (napf. OSN). Pojem "vlada" v
tomto kontextu zahrnuje vSechny stupnd a
sloZky vlady (4. orginy na mistni, krajské i
celostdtni Urovni a spravni, zdkonodarné i
vykonné sloZky). Vzhledem k Sirokému pojeti
definice "Ofedni osoby" je pravdépodobné, Ze
Obchodni partnefi budou v ramci své obvyklé
¢innosti pro spoletnost Pfizer b&Zné jednat s
ifednimi osobami. Napfiklad 1ékati zaméstnani
ve stitnich nemocnicich se podle zasad
spolenosti Pfizer povaZuji za ,,(fedni osoby*.
Americky zakon o korupénich praktikach mezi
USA a zahrani¢im z roku 1977 (déle jen
»FCPA®) zakazuje poskytovani finandnich
Castek nebo &ehokoli cenného zahraniénim
Ufednikim za Ulelem nepiipustného nebo
nezékonného  ovlivnéni  jedndni  nebo
rozhodovani takového tfednika s cilem pomoci
spolefnosti ziskat nebo si udrZet obchodni
zakdzku nebo ziskat jinou neopriavnénou
vyhodu. FCPA rovn&Z zakazuje spolednostem
¢i osobdm vyuZivat jinych spoletnosti nebo
fyzickych osob k provadéni kterékoli z vyse
uvedenych  praktik. Jako spole€nost
registrovanda v USA je spoletnost Pfizer
povinna dodrZovat ustanoveni FCPA a mifze
byt volana k odpov&dnosti za jednéni, jehoZ se
kdekoli na svét€¢ dopusti kterykoli z jejich
Obchodnich partneri.

Protikorupéni zisady upravujici vztahy s
vladami a Gfednimi osobami

Obchodni partnefi jsou povinni zvefejnit a
dodrzovat nasledujici zasady tykajici se jejich
vztaht s vladami a Ofednimi osobami:

® Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s Cinnosti
pro spole€nost Pfizer nesmi piimo ani

Non-US CRO Dual Contract CSA CRO and Institution {Czech Republic)
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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 make any governmental act
or 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 to or offer a
government official any item or benefit,
regardless of value, as an improper
inducement for such government
official  to approve, reimburse,
prescribe, or purchase a Pfizer product,
to influence the outcome of a clinical
trial, or otherwise improperly to benefit
Pfizer’s business activities.

Business Associates, and those acting
on their behalf in connection with work
for Pfizer, need to understand whether
local laws, regulations, or operating
procedures  (including requirements
imposed by government entities such as
government-owned hospitals or
research institutions) impose any limits,
restrictions, or disclosure requirements
on compensation, financial support,
donations, or gifts that may be provided
to government officials. Business
Associates, and those acting on their
behalf in comnection with work for
Pfizer, musi take inio account and
comply with any applicable restrictions
in conducting their Pfizer-related
activities. If a Business Associate is
uncertain as to the meaning or
applicability of any identified limits,

nepfimo vyplécet, slibovat Vyplacerm
nebo schvalovat vyplaceni jakychkoli
korup&nich &astek nebo poskytnuti
gchokoli cenného kierékoli Gfedni
osobd za tidelem piimét ji, aby uinila
urdity tkon nebo pfijala urdité
rozhodnuti  pomahajici  spolecnosti
Pfizer ziskat nebo udrZet si obchodni
zakazky. Obchodni partnefi a osoby
jednajici jejich jménem v souvislosti s
ginnosti pro spolednost Pfizer nesmi
nikdy vyplatit Zadné Ufedni osobé
finan&ni &astku nebo ji piislibit jakykoli
pfedmét & vyhodu (bez ohledu na

jejich hodnotu) za ufelem nepfipusin¢ |

motivace takové uOfedni osoby ke
schvéleni, nahradé, pfedepsani nebo
nakupu jakéhokoli produktu spoleénosti
Pfizer za Glelem ovlivndni vysledku
klinické studie nebo za Utelem
dosaZeni jakékoli jiné neopravnéng
vfhody pro podnikani spole¢nosti
Pfizer.

Obchodni partnefi a osoby jednajici
jejich jménem Vv souvislosti s ¢innosti
pro spoletnost Pfizer musi byt
informovani o tom, zda misini zdkony,
piedpisy nebo provozni  postupy
(vEetn& pozadavkid ze strany vladnich
subjektfi, jako napf. statnich nemocnic
nebo vyzkumnych ustavi) stanovi
n&jaké limity, omezeni nebo informacni
povinnosti ve vztahu k odménam,
finandni  podpote, darim  nebo
pozornostem,  jeZ mohou byt
poskytovany ufednim osobam.
Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s ¢innosti
pro spolenost Pfizer musi pii své
ginnosti souvisejici se spole¢nosti
Pfizer pfihlizet k veSkerym platnym
omezenim a dodrzovat je. Pokud si

Obchodni  partner  nebude  jisty
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restrictions, or disclosure requirements
with respect to interactions with
government officials, that Business
Associate should consult with his or her
primary  Pfizer  contact  before
undertaking their activities.

¢ Business Associates, and those acting
on their behalf in connection with work
for Pfizer, are not permitted to offer
facilitation payments. A “facilitation
payment” 1is a nominal, unofficial
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, 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

vyznamem nebo rozsahem platnosti
kteréhokoli stanoveného limitu,
omezeni nebo informadni povinnosti ve
vztahu k jednani s tfednimi osobami,
mél by se pfed zapotetim své &innosti
obratit na svou hlavni kontakini osobu
ve spoleénosti Pfizer.

e Obchodni partnefi a osoby jednajici
Jejich jménem v souvislosti s &innosti
pro spole¢nost Pfizer nesmi nabizet tzv.
viimné (facilitation payments).
»VEimnym*“ se rozumi nominalni
neoficialni platby ufednim osobam za
zajifténi nebo urychleni rutinnfho
kroku statni spravy, jehoZ provedeni
nezavisi na vlastnim uvaZeni ptislugné
osoby. Piikladem viimného jsou platby
za  urychlené  vyfizeni rfiznych
povoleni, souhlasi nebo viz, k nimz
byly tadn& doloZeny veskeré potiebné
podklady. Pokud Obchodni partner
nebo osoba jednajici jeho jménem v
souvislosti s Cinnosti pro spole&nost
Pfizer obdrzi pozadavek nebo se dozvi
o pozadavku na thradu viimného nebo
Uplatku v souvislosti s &innosti pro
spolefnost Pfizer, je Obchodni partner
povinen tuto skutednost neprodlend
nahlasit své hlavni kontaktni osob& ve
spoleCnosti Pfizer je3t& pfed tim, neZ
uéini n&jaké dalsi kroky.

Uplaceni v komer¢ni sféite

K uplaceni a korupci miZe dochazet i ve
vztazich mezi dvéma podniky, kde neni
piitomen vefejny prvek. Ve vétding stitd
existuji zakony zakazujici nabizeni, slibovani,
poskytovani, poZadovéni, pfijimani nebo
souhlas s pfijimanim jakychkoli finanénich
Castek nebo jinych cennych véci vyménou za
poskytnuti neoprdvnénych vyhod v obchodnim
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limited to, the provision of inappropriate gifts
or hospitality, kickbacks, or investment
opportunities offered to improperly induce the
purchase of goods or  Servies. 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 the making
of a corrupt payment oOf provide
anything of value to any person to
induce that person 1o provide an
unlawful business advantage for Pfizer.

o Business Associates, and those acting
for Pfizer, may not directly or

indirectly, solicit, agrec to accept, or
receive a payment or anything of value

as an improper inducement in
connection with their business activities
performed for Pfizer.

e Pfizer colleagues are not permitied to
receive  gifts,  services, perks,
ntertainment, or other items of more

on their behalf in connection with work

A Symbol of Excellence

styku. Mezi priklady zakédzancho jednani patii
zejména poskytovani nepfim&fenych dart nebo
pohostént, Gplatkii  nebo investi¢nich
prilezitosti za itelem nepatfiéné motivace k
nakupu  zboZi nebo  sluzeb. Kolegoveé
spole¢nosti Pfizer nesmi nabizet, poskytovat,
pozadovat nebo piijimat tplatky a spolecnost
Pfizer otckava od nadich Obchodnich partneri,
jakoZ i od osob jednajicich jejich jménem v
souvislosti s dinnosti pro spolecnost Pfizer, z¢
se budou Hdit stejnymi zasadami.

Protikorupéni zasady upravujici vztahy sc
soukromymi osobami a kolegy spolecnosti
Pfizer

Obchodni partnefi jsou povinni zvefejnit a
dodrzovat nastedujici zasady tykajici se jejich
vztahti se soukromymi osobami a kolegy
spole¢nosti Pfizer:

e Obchodni parinefi a osoby jednajici
jejich jménem v souvislosti s &innosti
pro spoleCnost Pfizer nesmi piimo ani
neptimo vyplacet, slibovat vyplaceni
pebo schvalovat vyplaceni jakychkoli
korupénich  Castek nebo poskytnuti
tehokoli cenného kterékoli osobé za
ttelem piimdt  ji, aby poskytla
spoleGnosti Pfizer uréitou nezdkonnou
obchodni vyhodu.

e Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s &innosti
pro spolecnost Pfizer nesmi piimo ani
nepfimo poZadovat, souhlasit s pfijetim
nebo piijimat jakékoli finanCni Castky
nebo jiné cenné véci jako nepiipustnou
motivaci v souvislosti s jejich obchodni
ginnosti provad&énou pro spole€nost
Pfizer.

e Kolegové spoletnosti Pfizer nesmi od
Obchodnich ~ zastupch  a osob
jednajicich jejich jménem v souvislosti

e
than token or nominal monetary value s ¢innosti pro spoletnost Pfizer piijimat
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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 occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected 10 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 an Associate prefers, to Pfizer’s
Compliance ~ Group by  e-mail  at
corporate.compliance@pfizer.com or by phone
at 1-212-733-3026.

July 2011

74dné dary, sluzby, pozornosti,
poho3téni nebo jiné pfedméty ve vyssi
neZz symbolické nebo nomindlni
penéZité hodnoté. Dary v nominAlni
hodnoté jsou navic povoleny jen v
pEipadé€, Ze nejsou poskytovany Gasto a
jsou poskytovany pouze pii vhodnych
prileZitostech,

HldSeni podezieni poruseni mnebo

skute¢ného poruseni

na

Od Obchodnich partnerti a osob jednajicich
jejich jménem v souvislosti s &innosti pro
spoleCnost Pfizer se otekava, Ze budou hlisit
své piipadné obavy ve vztahu k moZnému
poruseni téchto Mezinarodnich
protikorupénich zdsad nebo platnych zikond.
Tyto zprdvy mohou byt adresoviny hlavni
kontaktni osob& Obchodniho partnera ve
spole€nosti Pfizer nebo dle uvaZeni p¥isluiného
Obchodniho partnera Skupiné spole&nosti
Pfizer pro dodrZovani ptedpisti e-mailem na
adresu corporate.compliance@pfizer.com nebo
telefonicky na &islo 1-212-733-3026.

Servenec 2011
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ATTACHMENT E

PFIZER'S ANTI-BRIBERY PROCEDURE
— REGULAR ANNUAL CONFIRMATION

In accordance with sub-clause 22.2 of the
CLINICAL STUDY AGREEMENT,

concluded between [CRO] and Krajska
zdravotni, a.s. on , we/l hereby
confirm that:

1. Institution has been provided with a

copy of Pfizer’s International Anti-
Bribery and Anti-Corruption Principles
(see Attachment D) and has
communicated such Principles within
the Institution and to those agents or
subcontractors acting on its behalf in
connection with work for Pfizer, as
appropriate;

2. Neither Institution nor any agent or
subcontractor acting on its behalf in
connection with work for Pfizer has
made, and will not make, any payments
or provided any benefit to a
Government Official, as defined in
Pfizer’s International Anti-Bribery and
Anti-Corruption Principles, or to any
other person to improperly induce such
Government Official or person to make
any act or decision to help Pfizer obtain
or retain business or otherwise gain an
improper business advantage, and will
not make, and have not made, a
payment or offered any item or benefit,
regardless of value, as an improper
inducement for such Government
Official or person to approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the
outcome of a clinical trial, or otherwise
improperly to benefit Pfizer’s business

| activities; and

PRILOHA E
A Symbol of Excellen
PROTIKORUPCNI POSTUPY
SPOLECNOQSTI PFIZER
_ PRAVIDELNE KAZDOROCN]
POTVRZENI

V souladu s &lankem 22.2 SMLOUVY O
KLINICKE STUDII uzavfené mezi [CRO] a

Krajské4 zdravotni, a.s. dne , timto
potvrzuji/potvrzujeme, Ze:
1. Instituce obdrzela kopii Mezinarodnich

protikorup&nich zasad spole¢nosti
Pfizer (viz P¥iloha D} a informovala
vhodnym zplisobem o téchto zasadach
své pracovniky a ty ze svych
zmocnéneil a subdodavatel, ktefi
jednaji jménem Instituce v souvislosti s
ginnosti pro spoleCnost Pfizer;

2. Instituce ani ¥adny z jejich zmocnénct
& subdodavateld jednajicich jménem
Instituce v souvislosti s &innosti pro
spole€nost Pfizer neposkytli ani
neposkytnou zadné financni gastky ani
jiné v¥hody Zadn¢ ufedni osobé, jak je
definovano v Mezinarodnich
protikorupénich zasadach spolecnosti
Pfizer, ani Z4dné jiné osob¢ za uéelem
nepiipusiného ovliviiovani takové
G¥edni &i jiné osoby k ucinéni
jakéhokoli tkonu nebo piijeti
jakéhokoli rozhodnuti s cilem pomoci
spolenosti Pfizer ziskat nebo udrzet si
jakoukoli obchodni zakéazku nebo
ziskat jinou neoprdvnénou obchodni
vyhodu, a neposkytli ani neposkytnou
jakoukoli platbu ani nenabidnou
jakoukoli vyhodu nebo predmét (bez
ohledu na hodnotu) jako nepfipustnou
motivaci takové itedni nebo jiné osoby
k tomu, aby schvalila, poskytla
nahradu, pfedepsala nebo zakoupila
jakykoli produkt Pfizer, ovlivnila
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ICOM Miniral Regearch s.r.o,

VPae D30 Seirs ¢ - Thodoy
(O 3 0225771856
Tel +420 272 7 J 238 016 367

3. Neither Institution nor any agent or
subcontractor acting on its behalf in
connection with work for Pfizer has
accepted, and will not accept in the
future, any payment, item, or benefit,
regardless of value, as an improper
inducement to award, obtain or retain
business or otherwise gain or grant an
improper business advantage from or to
any other person.

| BUSINESS NAME: Krajska zdravotni, a.s.
NAME: Ing. Eduard Reichelt

TITLE: Director

DATE: /
SIGNATURE: //
/ Vc:] zaravetni, a.5.
@ ‘ér:c‘isaini péte 33164/12A
40113 0st nad Labam
sy 2011 W& 25488627

DIG: (25488627

vysledek jakéhokoli klinického testu
nebo poskytla jinou neopravnénou
vyhodu pro podnikani spoleénosti
Pfizer; a

3. Instituce ani Zadny z jejich zmocnéncd
¢ subdodavateld jednajicich jménem
Instituce v souvislosti s §innosti pro
spole¢nost Pfizer nepfijali ani v
budoucnosti neptijmou Zadnou finanéni
&astku nebo jakykoli pfedmét ¢i vyhodu
(bez ohledu na hodnotu) poskytnutou
za éelem nepfipustného ovliviovani
takové osoby k udélenti, ziskani nebo
udrzeni jakékoli obchodnf zakazky
nebo ziskani ¢i poskytnuti jakékoli
neopravnéné obchodni vyhody od jiné
osoby resp. jiné osobé.

OBCHODNI FIRMA: Krajska zdravotni, a.s.
JMENO: Ing. Eduard Reichelt
FUNKCE: feditel

SATUM: , / 1-12- 200

PODPIS:

Kraiska zdravotni, a.5.
socialni pée 3316/12A
401 13 {lsti nad Labam

N & 25488627
B DIC: CZ25488627

dervenec 2041
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Clinical Research

AMENDMENT #1 TO

DODATEK ¢.1 KE

CLINICAL STUDY AGREEMENT

SMLOUVE O KLINICKE STUDII

Between

mezi

ICON Clinical Research Limited

with a place of business at South County
Business Park, Leopardstown, Dublin 18,
Ireland, VAT number IE 8201978R.
represented by PharmDr. Pavel Lebesle,
MBA, Senior Director Project Management
(“ CRO’S)

ICON Clinical Research Limited

sidlici v South County Business Park,
Leopardstown, Dublin 18, Irsko,

DIC IE 8201978R

zastoupeny PharmDr. Pavlem Lebeslem,
MBA, Senior Director Project Management
(dale len ,,CRO*)

And

a

Krajska zdravotni a.s., with a place of
business at Socidlni péce 3316/12A, 401 13
Usti nad Labem, Czech Republic

represented by Ing. Petr Fiala, director
(““Institution”)

Krajska zdravotni a.s., se sidlem Socidlni
péée 3316/12A, 401 13 Usti nad Labem,
Ceskd republika

Jednajici: Ing. Petr Fiala, feditel (déle jen
HInstituce*)

Pflizer Protocol # A3921139

Protokol Pfizer ¢. A3921139

This Amendment #1 (“Amendment”) relates
to the CLINICAL STUDY AGREEMENT
between ICON Clinical Research Limited

(*CRO”) and

Site name Krajskda zdravotni a.s.
(“Institution”) with an effective date of
26thNovember 2012 (“Agreement”).

Tento dodatek €. 1 (déle jen ,dodatek*) se
tyki SMLOUVY O KLINICKE STUDII
mezi spoleénosti ICON Clinical Research
Limited (dale jen ,,CRO%)

a Krajska zdravotni a.s.

(5Instituce) s datem uéinnosti 26. listopadu
2012 (déle jen ,,Smlouva‘).

The parties agree to the following
modifications in the Agreement:

Strany souhlasi s nasledujucimi dpravami
smlouvy:

1. The Parties hereto agreed to change the
Agreement to provide an Amendment no 1
and change within Exhibit 1 to Attachment A
- Study Budget on page vi and amend with a
study new budget attached in the Attachment
no 1 of this Amendment no 1:

1. Strany se dohodly zménit timto Dodatkem
¢ 1 a zménit vramci Pfilohy Formuldi 1
k priloze A -Rozpocet studie na strané vi o
novy rozpocet pfiloZeny v piiloze 1 tohoto
dodatku €.1 :

CRO Study Number: 9002/0009-PI MUDr.,
Michal Tichy
Page 1 of 9

Cislo studie CRO: 9002/0009- HI.zk.
MUDr. Michal Tichy
Strana 1 ze 9
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All other terms of the Agreement remain in
effect.

Viechny ostatni podminky smlouvy ziistdvaji
nedotceny.

ACCEPTED AND AGREED TO BY:

PRIJATO A ODSOUHLASENO:

ICON Clinical Research Limited
Name: PharmDr. Pavel Lebesle, MBA

Title: Senior Director Project Management

Date: - r//([//@ /{?U-"//C’
F.

Signature: /’ »

[ Qs 0&,.”;_

/

Site name

Krajska zdravotni, a.s.
Name: Ing. Petr Fiala
Title: Director

06 / Krajska zdravotni, a.s.
Socidlni péte 3316/12A
Date: 4 401 13 Ust nad Labem

o Wi 8627
05 'ag\’-lgmﬁ’% bic. Cz 25488627

Signature:

ICON Clinical Research Limited

Jméno: PharmDr. Pavel Lebesle, MBA

Funkce: Senior  Director  Project
Management

\ WL/(’ /) ] ﬁ
Datum : - /

D

ﬂ' ) ) ) /, /If . N
Podpisi// [ANg A @S

/

/

Instituce
Krajské zdravotni, a.s.
Jméno: Ing. Petr Fiala

06 M Krajska zdravotni, a.s.
Y Sﬂciﬁ'l'ﬁ_péff' 3316/12A
401 13 Usti nad Labem

)“’-"Z"\ I 25488627
\ A\ DIC: CZ 25488627

Datum :05 -09- 2016

Podpis: | <

Funkce: reditel

CRO Study Number: 9002/0009-P1 MUDr.
Michal Tichy
Page 2 of 9

(Cislo studie CRO: 9002/0009- Hl.zk.
MUDr. Michal Tichy
Strana 2 ze 9
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Attachment no 1

Piiloha 1

COMPOUND : CP-630,550 [AMENDMENT :

B ] |

STUDY NUMBER : A3921139 |ARM/COHORT :

TITLE :

1
A MULTI-CENTER, OPEN-LABEL STUDY OF CP-690,550 IN SUBJECTS WITH MODERATE TO SEVERE ULCERATIVE COLITIS

[n7a |

COUNTRY/Currency : Czech_Rep - CZK |

CRO Study Number: 9002/0009-PI MUDr.
Michal Tichy
Page 3 of 9

Cislo studie CRO: 9002/0009- HI.zk.
MUDr. Michal Tichy
Strana 3 ze 9
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DESCRIPTION OF COST

Comments

Frequency of
Procedure

Total Number of times a

COST procedure occurs basad Total PSC
on PSC Structure
Per Subject Cost Informed Consent 162,50 1,00 162,56
Complete Physical Examination 393,75 6,00 23625
Targeted Physical Examination 1986,25| 11,00 2158,75
12-lead ECG (single) 815,00 3,00 2445
Sample Collection/Processing/Prep for Includes: Hematology; Chemistry;
Shipment to Central Lab Urinalysis; Lipid Profile (fasting) 146,25 27,00 3948,75
Partial Mayo Score 158,7§F 22,00 34925
Mayo Score 158,75 4,00 B35
Includes: Vital Signs; Eligibility
Assessment; Dose Assignment;
Study Medication
Dispensing/Accountability; Bowel
Mowvement Diary Data; IBDQ; EQ-
5D/VAS; UC-HCRU-All; WPAI-UC; SF-
36-2, acute; Adwerse Events;
Study Coordinator Fee Concomitant Medications 168, 75| 27,25 4598,4375
Admin/Data Entry Fee 178,25 27,25 4802,8125
Subject Travel Reimbursement 1 205,00 27,00 32635
]T:sc Subtotal
57 141,25

Additional Procedures that may not
apply to all Patients

Total Number of times a

COST procedure may occur Total Potential PSC
Additional Treatment il
Related Costs Urine Pregnancy Test Applicable only to FOCBP 0,00 27,00 Q
Applicable for subjects who test
positive for blood, nitrites, leukocyles
Urinalysis with Microscopy esterase and/or protein. 0,00 14,00 o
Complete Physical Examination Applies only to Unscheduled Visit 393,75 1,00 393,76
Sample Collection/Processing/Prep for
Shipment to Central Lab Applies only to Unscheduled Visit 146,25 1,00 146,25
Partial Mayo Score Applies only to Unscheduled Visit 158,75 1,00 158,75
Study Coordinator Fee Applies only to Unscheduled Visit 168,75[ 1,00 168,75
Admin/Data Entry Fee Applies only to Unscheduled Visit 176,25 1,00 176,25
Subject Travel Reimbursement Applies only to Unscheduled Visit 1 205,00 1,00 1205
‘Sigmoidoscopy or Colonoscopy
performed, not both. At the preference
Flexible Sigmoidoscopy of the subjects 1 070,00 4,00 4280
Sigmoidoscopy or Colonoscopy
performed, not both. At the preference
Colonoscopy of the subjects 2 440,75 4,00 9763
Per Subject Cost Subtotal 57 141,25
Summary Costs Additicnal Cost Subtotal 16 291,76
Subtotal 73 433,00
INVESTIGATOR COST PER SUBJECT 73 433,00

| _Additional Procedures Not included in the Per Subject Cost (Procedures not tied to a specific visit) |

Other Study Level Costs Rrocedure

Comments

Cost

Phamacy Fee

to be paid in 2 divided identical
instaiments (6570 CZK) first after SIV,
second after COV

11 140,00

Flexible Sigmoidoscopy

For Unscheduled Visit only. 2 max per
applicable subject, 30% of subjects.
To be invoiced.

1070,00

Colonoscapy

For Unscheduled Visit only. 2 max per
applicable subject, 5% of subjects. To
be inwiced.

2 440,75

Start-up Fee

3 333,00
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CONFIDENTIAL DOVERNE m
A Symbol of Excellence
Clinical
VISIT 1 VISIT 2 VISIT 3 VISIT 4 VISIT 5 VISIT 6

f Baseline f Month 1 f Month 2 f Month 4 f Month 6 f Month 9
1,00 162,50 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00{ 1,00 196,25( 1,00 196,25| 1,00 196,25| 1,00 196,25 1,00 196,25
0,00 0,00 0,00 0,00 0,00 0,00
0,00{ 1,00 146,25| 1,00 146,25| 1,00 146,25 1,00 146,25 1,00 146,25
0,00f 1,00 158,75 0,00| 1,00 158,75 1,00 158,75 1,00 158,75
0,00 0,00] 1,00 158,75 0,00 0,00 0,00
0,25 42,19 1,00 168,75 1,00 168,75| 1,00 168,75| 1,00 168,75 1,00 168,75
0,25 44,06| 1,00 176,25| 1,00 176,25 1,00 176,25| 1,00 176,25 1,00 176,25
0,00 1,00 1205,00| 1,00 1205,00[ 1,00 1 205,001 1,00 1 205,00 1,00 1 205,00

248,75 2 051,25 2 051,25 2 051,25 2 051,25 2 061,25

f Baseline f Month 1 f Month 2 f Month 4 f Month 6 f Month 9
0,00[ 1,00 0,00] 1,00 0,00] 1,00 0,00( 1,00 0,00( 1,00 0,00
0,00] 1,00 0,00( 1,00 0,00| 1,00 0,00] 1,00 0,00{ 1,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00( 1,00 1 070,00 0,00 0,00 0,00
0,00 0,00 1,00 2 440,75 0,00 0,00 0,00

248,75 2 051,25 2 051,25 2 051,25 2 051,25 2 051,25

0,00 0,00 3 510,75 0,00 0,00 0,00
248,75 2 051,25 5 562,00 2 051,25 2 051,25 2 051,25
248,75 2 051,25 5 562,00 2 051,25 2 051,25 2 051,25
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CONFIDENTIAL DOVERNE m
A Symbaol of Excellence
i
VISIT 7 VISIT 8 VISIT 9 VISIT 10 VISIT 11 VISIT 12
f Month 12/ET f Month 15 f Month 18 f Month 21 F 3 Month 24 f Month 27
0,00 0,00 0,00 0,00 0,00 0,00
1,00 393,75 0,00 0,00 0,00f 1,00 393,75 0,00
0,00| 1,00 196,25 1,00 196,25 1,00 196,25 0,00] 1,00 196,25
1,00 815,00 0,00 0,00 0,00] 1,00 815,00 0,00
1,00 146,25] 1,00 146,25 1,00 146,25| 1,00 146,25 1,00 146,25 1,00 146,25
0,00 1,00 158,75 1,00 158,75 1,00 158,75/ 0,00| 1,00 168,75
1,00 158,75 0,00 0,00 0,00f 1,00 158,75 0,00
1,00 168,75 1,00 168,75 1,00 168,75 1,00 168,75| 1,00 168,75 1,00 168,75
1,00 176,25| 1,00 176,25 1,00 176,25 1,00 176,25 1,00 176,25 1,00 176,25
1,00 1 205,00] 1,00 1205,00] 1,00 1 205,00 1,00 1 205,00 1,00 1 205,00 1,00 1 205,00
3 063,75 2 051,25 2 051,25 2 051,25 3 063,75 2 051,25
f Month 12/ET f Month 15 f Month 18 f Month 21 f Month 24 f Month 27
1,00 0,00| 1,00 0,00] 1,00 0,00 1,00 0,00f 1,00 0,00| 1,00 0,00
1,00 0,00f 1,00 0,00f 1,00 0,00| 1,00 0,00] 1,00 0,00{ 1,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00!
1,00 1 070,00 0,00 0,00 0,00 1,00 1 070,00 0,00
1,00 2 440,75 0,00 0,00 0,00] 1,00 2 440,75 0,00
3 063,75 2 051,25 2 051,25 2 051,25 3 083,75 2 051,26
3 510,75 0,00 0,00 0,00 3 510,75 0,00
6 574,50 2 051,25 2 051,25 2 051,25 6 574,50 2 051,25
6 574,50 2 051,256 2 051,25 2 051,25 6 574,50 2 051,25
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CONFIDENTIAL DOVERNE m
A Symbol of Excellence
nical 1
VISIT 13 VISIT 14 VISIT 15 VISIT 16 VISIT 17 VISIT 18

f Month 30 f Month 33 f Month 36 f Month 39 f Month 42 f Month 45
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00] 1,00 393,75 0,00 0,00 0,00
1,00 196,25] 1,00 196,25 0,00 0,00 0,00 0,00
0,00 0,00] 1,00 815,00 0,00 0,00 0,00
1,00 146,25| 1,00 146,25| 1,00 146,25 1,00 146,25 1,00 146,25| 1,00 146,25
1,00 158,75 1,00 158,75 0,00] 1,00 158,75 1,00 158,75| 1,00 158,75
0,00 0,00 1,00 158,75 0,00 0,00 0,00
1,00 168,75 1,00 168,75| 1,00 168,75 1,00 168,75| 1,00 168,75| 1,00 168,75
1,00 176,25 1,00 176,25| 1,00 176,25| 1,00 176,25| 1,00 176,25] 1,00 176,25
1,00 1 205,00 1,00 1205,00] 1,00 1205,00{ 1,00 1205,00| 1,00 1205,00| 1,00 1 205,00

2 051,25 2 051,25 3 063,75 1 855,00 1 855,00 1 855,00

F Month 30 f Month 33 f Month 36 f Month 39 f Month 42 f Month 45
1,00 0,00] 1,00 0,00] 1,00 0,00 1,00 0,00 1,00 0,00{ 1,00 0,00
1,00 0,00| 1,00 0,00] 1,00 0,00 0,00 0,00| 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00] 1,00 1 070,00 0,00 0,00 0,00
0,00 0,00] 1,00 2 440,75 0,00 0,00 0,00

2 051,25 2 051,25 3 063,75 1 855,00 1 855,00 1 855,00

0,00 0,00 3 510,75 0,00 0,00 0,00
2 051,25 2 051,25 6 574,50 1 855,00 1 855,00 1 855,00
2 051,25 2 051,25 6 574,50 1 855,00 1 855,00 1 855,00
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CONFIDENTIAL DOVERNE m
A Symbol of Excellence
VISIT 19 VISIT 20 VISIT 21 VISIT 22 VISIT 23 VISIT 24

f Month 48 f Month 51 f Month 54 f Month 57 f Month 60 f Month 63
0,00 0,00 0,00 0,00 0,00 0,00
1,00 393,75 0,00 0,00 0,00] 1,00 393,75 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
1,00 146,25| 1,00 146,25| 1,00 146,25 1,00 146,25] 1,00 146,25 1,00 146,25
1,00 158,75 1,00 158,75| 1,00 158,75 1,00 158,75] 1,00 158,75 1,00 158,75/
0,00 0,00 0,00 0,00 0,00 0,00
1,00 168,75 1,00 168,75| 1,00 168,75 1,00 168,75 1,00 168,75| 1,00 168,75
1,00 176,25 1,00 176,25| 1,00 176,25 1,00 176,25 1,00 176,25 1,00 176,25
1,00 1 205,00 1,00 1 205,001 1,00 1 205,00 1,00 1205,00| 1,00 1 205,001 1,00 1 205,00

2 248,75 1 855,00 1855,00 1 855,00 2 248,75 1 855,00

f Month 48 f Month 51 f Month 54 f Month 57 f Month 60 f Month 63
1,00 0,00 1,00 0,00} 1,00 0,00] 1,00 0,00] 1,00 0,00{ 1,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00 0,00

2 248,75 1 855,00 1 855,00 1 855,00 2 248,75 1 855,00

0,00 0,00 0,00 0,00 0,00 0,00
2 248,75 1 855,00 1 855,00 1 855,00 2 248,75 1 855,00
2 248,75 1 855,00 1 855,00 1 855,00 2 248,75 1 855,00
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CONFIDENTIAL DOVERNE m

A Symbol of Excellence

VISIT 25 VISIT 26 VISIT 27 VISIT 28 VISIT 29
Unscheduled F-U/4 Weeks After
f Month 66 f Month 69 f Month 72 f Visit f Last Dose
0,00 0,00 0,00 0,00 0,00
0,00 0,00] 1,00 393,75 0,00 0,00
0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00 0,00 0,00
1,00 146,25| 1,00 146,25| 1,00 146,25 0,00| 1,00 146,25
1,00 158,75 1,00 158,75| 1,00 158,75 0,00 0,00
0,00 0,00 0,00 0,00 0,00
1,00 168,75 1,00 168,75 1,00 168,75 0,00{ 1,00 168,75
1,00 176,25| 1,00 176,25 1,00 176,25 0,00| 1,00 176,25
1,00 1 205,00| 1,00 1 205,00 1,00 1 205,00 0,00| 1,00 1 205,00
1 855,00 1 855,00 2 248,75 0,00 1 696,25
Unscheduled F-U/4 Weeks After
f Month 66 f Month 69 f Month 72 f Visit f Last Dose
1,00 0,00 1,00 0,00 1,00 0,00 0,00 1,00 0,00
0,00 0,00 0,00 0,00 0,00
0,00 0,00 0,00] 1,00 393,75 0,00
0,00 0,00 0,00| 1,00 146,25 0,00
0,00 0,00 0,00] 1,00 158,75 0,00
0,00 0,00 0,00] 1,00 168,75 0,00
0,00 0,00 0,00 1,00 176,25 0,00
0,00 0,00 0,00| 1,00 1 205,00 0,00
|
l
0,00 0,00 0,00 0,00 0,00 |
0,00 0,00 0,00 0,00 0,00
1 855,00 1 855,00 2 248,75 0,00 1 696,25
0,00 0,00 0,00 2 248,75 0,00
1 855,00 1 855,00 2 248,75 2 248,75 1 696,25
1 855,00 1 855,00 2 248,75 2 248,75 1 696,25
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