SMLOUVA O SLUZBACH KLINICKEHO
HODNOCENI
mezi

PPD Investigator Services LLC
a
Fakultni nemocnice Brno

Protokol Pfizer €. XXX

Tato smlouva o sluzbach klinického hodnoceni (dale jen
»Smlouva“) mezi

PPD Investigator Services LLC
929 North Front Street
Wilmington, NC 28401, USA (déle jen ,,CRO*)

a

Fakultni nemocnice Brno se sidlem: Jihlavska 20, 625
00 Brno, Ceska republika, IC: 65269705, DIC:
CZ65269705, jednajici: MUDr. Roman Kraus, MBA -
feditel (dale jen ,,dodavatel),

je po podepsani vSemi stranami G¢inna ode dne
posledniho podpisu (dale jen ,,datum ucinnosti®).

Spole¢nost Pfizer Inc. (dale jen ,,Pfizer*) je zadavatelem
Klinického hodnoceni s ndzvem ,,,,XXX““ (dale jen
»Klinické hodnoceni), které ma provadét ve Fakultni
nemocnici u svaté Anny (dale jen ,zdravotnické
zafizeni*) XXX(dale jen ,,hlavni zkouSejici“) v souladu
s vySe uvedenym protokolem Pfizer (dale jen ,,protokol®).
Spole¢nost Pfizer prenesla na CRO odpovédnost za fizeni
tohoto klinického hodnoceni vCetné uzavirani smluvnich
vztahl a monitorovani klinického hodnoceni a
zplnomocnila CRO, aby vramci smluv souvisejicich
stimto klinickym hodnocenim zavazovala spoleCnost
Pfizer k veSkerym povinnostem, o kterych je stanoveno,
Ze nélezZeji spolecnosti Pfizer.

CRO uzaviela se zdravotnickym zafizenim a hlavnim
zkouSejicim Smlouvu o klinickém hodnoceni, kterou se
fidi provadéni klinického hodnoceni (dale jen ,,CSA*).

CRO si preje sjednat si s dodavatelem poskytovani
urcitych zobrazovacich sluzeb souvisejicich s provadénim
klinickeho hodnoceni v souladu s poZadavky a pokyny
hlavniho zkousejiciho a uvedenych v protokolu Klinického
hodnoceni.
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CLINICAL STUDY SERVICES AGREEMENT
between

PPD Investigator Services LLC
and
Fakultni nemocnice Brno

Pfizer Protocol # XXX

This Clinical Study Services Agreement (“Agreement”)
between

PPD Investigator Services LLC
929 North Front Street
Wilmington, NC 28401, USA (“CRO”)

and

Fakultni nemocnice Brno with registered address
Jihlavska 20, 625 00 Brno, Czech Republic, Conpaby ID
numer: 65269705, Tax ID number: CZ65269705,
represented by: MUDr. Roman Kraus, MBA - director
(“Contractor”),

when signed by all parties, is effective as of the day of the
last signature (the “Effective Date”).

Pfizer Inc. (“Pfizer”) is sponsoring a clinical study
entitled “XXX” (“Study”) to be conducted at Fakultni
nemocnice u svate Anny (“Institution”) by XXX
(“Principal Investigator”) under the Pfizer protocol
identified above (“Protocol”). Pfizer has delegated
responsibility for management of this Study, including
contracting and Study monitoring, to CRO, and has
authorized CRO to bind Pfizer to all commitments within
Study-associated agreements identified as belonging to
Pfizer.

CRO has entered into a Clinical Study Agreement with
Institution and Principal Investigator that governs the
conduct of the Study (“CSA”).

CRO wishes to engage Contractor to provide certain
imaging services associated with the conduct of the Study
as requested and directed by the Principal Investigator and
specified in the Study Protocol.
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Strany se dohodly nésledovné:

1. Poskytované sluzby
1.1 Sluzby. Dodavatel bude CRO a
spole¢nosti  Pfizer poskytovat ur€ité

1.2

zobrazovaci sluzby (dale jen ,sluzby*)
vyZadované pro provadéni klinického
hodnoceni, které jsou uvedeny v pfiloze
A (,Rozsah sluzeb”) a v protokolu
Klinického hodnoceni. CRO poskytne
dodavateli kopii finalniho schvéleného
protokolu a veSkerych  pozdéjsich
dodatkl, které maji jakykoli dopad na
sluzby.

Sluzby budou sestivat ze scintigrafie
skeletu provadéné u ucastnikd klinického

hodnoceni  (dale  jen  ,subjekty
hodnoceni*) v souladu s protokolem
klinickeho  hodnoceni,  spolu  se
souvisejicimi Cinnostmi vCetné hlaseni
vysledkli  podle  pokynli  hlavniho
zkousejiciho.  Sluzby budou provadény
na Klinice nuklearni mediciny pod

vedenim XXX.

Rozsah sluzeb.  Rozsah sluzeb urCuje
povahu a rozsah sluzeb, vCetné termind,
rozpoCtu a rozpisti plateb. Tato smlouva
stanovuje podminky, za kterych budou
sluzby  poskytovany. Pokud budou

podminky Rozsahu sluzeb v rozporu
s jakymikoli podminkami této smlouvy,
budou mit prednost podminky této
smlouvy.
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The parties agree as follows:

1. Services to be Provided

11

1.2

Services. Contractor will provide CRO and
Pfizer with certain imaging services
(“Services”) required for the conduct of
the Study, as specified in Attachment A
(“Scope of Services”) and the Study
Protocol. CRO will provide Contractor
with a copy of the final approved Protocol
and any subsequent amendments that
have any impact on Services.

Services will consist of Bonescan of
participants in the Study (“Study
Subjects”) as specified in the Study
Protocol, along with associated activities
including reporting the results as directed
by the Principal Investigator.  Services
will be provided at Department of
Nuclear Medicine under supervision of
XXX.

Scope of Services. The Scope of Services
specifies the nature and extent of Services,
including timelines, budget, and payment
schedules. This Agreement establishes the
terms under which Services will be
provided. If the terms of the Scope of
Services conflict with any other terms of
this Agreement, the other terms of this
Agreement will control.
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2.

3.

Udélena  povoleni, registrace a akreditace.

Dodavatel potvrzuje, Ze je drZitelem povoleni,
registrace nebo jiného oprévnéni k podnikatelské
¢innosti v souladu s mistnimi zékony, predpisy,
zasadami a administrativnimi poZadavky (dale
souhrnné jen ,platné pravni predpisy”).
Dodavatel dale potvrzuje, Ze v rozsahu
vyZadovaném pouZitelnym pravem ziskal veskeré
licence, registrace, akreditace, certifikace,
povoleni nebo  opravnéni nezbytna  pro
poskytovani sluzeb, které jsou pfedmétem této
smlouvy.

2.1 Pozbyti  povoleni, registrace  nebo
akreditace. Pokud bude béhem doby
platnosti  této  smlouvy  dodavatel
jakymkoli  povolovacim, registracnim
nebo regulanim orgdnem prohlasen
nezptsobilym, oznami to okam?zité CRO.
Dodavatel také okamzité oznami CRO,

pokud pozbude jakoukoli  stavajici
akreditaci, certifikaci, povoleni nebo
oprdvnéni nebo pokud neuspéje pri
jakychkoli zkouskach odborné

zpUsobilosti
s poskytovanymi sluzbami.

souvisejicich

Provadéni sluzeb

3.1 Obecné standardy. Pfi poskytovani sluzeb
bude dodavatel dodrZovat standardni
operacni postupy (dale jen ,,SOP*), které
jsou vsouladu spodminkami  této
smlouvy a poZadavky protokolu a které
byly pfedem schvédleny  hlavnim
zkousejicim a CRO. Pokud budou tyto
SOP béhem doby platnosti této smlouvy
upraveny, musi byt vSechny pfislusné

Upravy pfedem pisemné schvéleny
hlavnim zkouSejicim.  Dodavatel bude
poskytovat sluzby v souladu

s podminkami této smlouvy vCetné jejich
pfiloh, v souladu s protokolem a
pisemnymi pokyny hlavniho zkousejiciho
a CRO a rovnéz:

a. bude vynakladat pfimérenou péci;
b. bude dodrZovat soucasné profesni
normy;
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2.

3.

Licensure,  Registration, and  Accreditation.

Contractor warrants that it is licensed, registered,
or otherwise qualified under local law,
regulations, policies and  administrative
requirements (collectively, “Applicable Law”) to
do business. Contractor further warrants that it
has, to the extent required by Applicable Law,
obtained any licenses, registrations,
accreditations,  certifications,  permits, or
authorizations required to provide the Services
that are the subject of this Agreement.

21 Loss of Licensure, Registration, or
Accreditation. If Contractor is
disqualified by any licensing, registration,
or regulatory authority during the term of
this  Agreement,  Contractor  will
immediately notify CRO. Contractor will
also immediately notify CRO if it loses
any existing accreditation, certification,
permit, or authorization or fails any

proficiency testing relevant to the
Services being provided.
Performance of Services

3.1 General Standards. In providing Services,
Contractor ~ will  follow  Standard
Operating Procedures (“SOPs”) that are
consistent with the terms of this
Agreement and the requirements of the
Protocol and that have been prospectively
approved by the Principal Investigator
and CRO. If these SOPs are modified
during the term of this Agreement, all
relevant ~ modifications  must  be
prospectively approved, in writing, by
Principal Investigator. Contractor will
provide Services in accordance with the
terms of this Agreement including its
Attachments, the Protocol, and written
directions from the Principal Investigator
or CRO and will also:

a. use reasonable care,

b. adhere to
standards,

current  professional
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C. bude postupovat v souladu
s veSkerymi platnymi pravnimi
pfedpisy v pfislusném rozsahu
relevantnim pro  poskytované
sluzby, se spravnou Kklinickou
praxi Mezinarodni konference
pro harmonizaci (ICH GCP);

d. védomé nezneuZije ani neporusi
Zadny platny patent, obchodni
tajemstvi, autorské pravo ani jiné
duSevni vlastnictvi tfeti strany; a

e. zajisti, aby po dobu trvani této
smlouvy bylo kdispozici a
v dobrém stavu veSkeré potiebné
vybaveni, personal, odborné
znalosti a zdroje potfebné pro
uspokojivé  provadéni  sluzeb.

3.2 Dalsi pozadavky ohledné plnéni.

Dodavatel dale
a. nebude bez pfedchoziho
pisemného  schvéaleni  CRO
provadét Zadné zmeény

zobrazovacich metod, které by
mély vliv na sluzby provadéné
podle této smlouvy, pficemz
takové schvéleni bude na
vyhradni Uvaze CRO;

b. bude veSkeré schvélené zmény
metod odpovidajicim zplsobem
dokumentovat; a

C. bude po dobu trvani této smlouvy
zachovavat metody zavedené
v dobé zahajeni sluzeb, pokud
CRO  neschvali  navrhované
zmeény.

3.3 Neobvyklé nebo neoCekavané udalosti.
Dodavatel neprodlené ozndmi hlavnimu
zkousejicimu a CRO veskeré
neoCekavané nebo neobvyklé udalosti, ke
kterym dojde béhem provadéni sluzeb a
které by mohly ovlivnit kvalitu, Uplnost
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C. comply with all Applicable Law
and, to the extent relevant to the
Services being provided, with the
International Congress on
Harmonization Good Clinical
Practices (ICH GCP),

d. not knowingly misappropriate or
infringe any valid patent, trade
secret, copyright, or other
intellectual property of a third
party, and

e. ensure all necessary equipment,
personnel, expertise, and
resources necessary for the
satisfactory ~ performance  of
Services are available and
maintained for the duration of
this Agreement.

3.2 Additional Performance Requirements.
Contractor will also

a. make no changes in imaging
methodology that will affect the
Services performed under this
Agreement without prior written
approval by CRO, such approval
to be within CRO’s absolute
discretion,

b. appropriately ~ document  any
approved change in methodology,
and

C. maintain the methodology in place
at the time of initiation of
Services for the duration of this
Agreement if CRO does not
approve  proposed  changes.

3.3 Unusual or Unforeseen Events. Contractor
will promptly notify Principal
Investigator and CRO of any unforeseen
or unusual events that occur during
performance of Services that may affect
the quality, integrity, or timeliness of the
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nebo vEasnost sluzeb.

3.4 Naléhavd bezpeCnostni opatfeni nebo
zavazni poruSeni.  Pokud se béhem
provadéni klinického hodnoceni
dodavatel dozvi o 1) jakychkoli
naléhavych bezpecnostnich opatfenich
pfijatych hlavnim zkou$ejicim na ochranu
subjektl hodnoceni pred bezprostfednim
nebezpecim nebo 2) jakychkoli
zavaznych porusenich protokolu nebo
smérnic ICH GCP jakoukoli osobou
zapojenou do provadéni  Kklinického
hodnoceni, neprodlené oznami tuto
skute¢nost CRO, pokud si ovéfi, Ze hlavni
zkouSejici nebo zdravotnické zafizeni
dosud takové ozndmeni  nepodali.

3.5 Role hlavniho zkousejiciho. Hlavni
zkouSejici prebira celkovou odpovédnost
za provadéni Kklinického hodnoceni.
Dodavatel bude UGzce spolupracovat
s hlavnim  zkouSejicim pfi provadéni
sluZzeb a podle potfeby poskytne svou
soucinnost hlavnimu  zkou3ejicimu  a

dal$im pracovnikdm klinického
hodnoceni. Pokud se vyskytne jakykoli
rozpor mezi pokyny hlavniho

zkouSejiciho a protokolem, bude mit
pfednost protokol. Pokud se vyskytne
jakykoli rozpor mezi pokyny hlavniho
zkousejiciho a podminkami této smlouvy,
bude dodavatel neprodlené informovat
CRO, ktera bude na vyfeSeni rozporu
spolupracovat s dodavatelem a hlavnim
zkouSejicim.

4. Financovani. CRO bude zajiStovat financovani
sluzeb, jak je vymezeno v pfiloze B s ndzvem
Rozpocet a platebni podminky, a za podminek
uvedenych v této priloze.

4.1 Prijemci plateb. Pfijemce nebo prijemci
plateb na strané dodavatele budou
uvedeni v pfiloze B. Kazdy urCeny
pfijemce plateb na strané dodavatele musi
sidlit v zemi, ve které se sluzby provadéji.

4.2  7&dné Gétovani tfetim strandm. Dodavatel
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Services.

3.4 Urgent Safety Measures or Serious
Breaches. If, during the conduct of the
Study, Contractor becomes aware of
(1) any urgent safety measures taken by
the Principal Investigator to protect Study
Subjects against immediate hazard or
(2) any serious breaches of the Protocol
or ICH GCP guidelines by anyone
involved in Study conduct, Contractor
will notify CRO immediately unless
Contractor has confirmed that Principal
Investigator or Institution has already
provided such notification.

3.5 Role of the Principal Investigator. The
Principal  Investigator has  overall
accountability for the conduct of the
Study. Contractor will work closely with
Principal Investigator in the performance
of the Services and will cooperate as
needed with Principal Investigator and
other Study personnel. If there is any
conflict between directions from the
Principal Investigator and the Protocol,
the Protocol will control. If there is any
conflict between directions from the
Principal Investigator and the terms of
this Agreement, Contractor will promptly
notify CRO, who will work with
Contractor and Principal Investigator to
resolve the conflict.

4. Funding. CRO will provide funding for the
Services as delineated in Attachment B, Budget
and Payment Terms, and subject to the terms
specified in that Attachment.

4.1 Payees. Attachment B will identify the
Contractor payee or payees. Any
designated Contractor payee must be
located in the country in which Services
are performed.

4.2 No Charging Third Parties. Contractor will
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4.3

4.4

4.5

nebude hlavnimu zkousejicimu,
zdravotnickému zafizeni, subjektu
hodnoceni ani Zadnému plétci-tfeti strané
GcCtovat Zadné sluzby hrazené podle této
smlouvy CRO nebo spoleCnosti Pfizer.

Setkani zkousejicich. Pokud bude od

jakychkoli pracovnikd dodavatele
vyZadovdna  (Cast na  setkénich
zkousSejicich v ramci tohoto Kklinického
hodnoceni, bude CRO v souvislosti
s témito schlzkami zajistovat a pFimo
platit cestu a ubytovani a uhradi
pfimérené naklady na stravovani, nebude
v8ak za tuto UCast poskytovat nahradu.

Zpristupfiovani _informaci  spolecnosti
Pfizer. V zajmu transparentnosti ohledné
svych vztahl se  zkousejicimi a
feSitelskymi  centry nebo  k zajisténi
souladu s platnymi pravnimi predpisy
miZe  spoleCnost  Pfizer  vefejné
zpfistupnit informace o podpore, kterou
poskytuje podle této smlouvy. Takové
informace zpfistupnéné spolecnosti Pfizer
mohou identifikovat zdravotnické
zafizeni a hlavniho zkousejiciho, ktefi
provadéji klinické hodnoceni, a rovnéz
dodavatele, ale budou jasné rozliSovat
mezi platbami nebo jinymi pFevody

hodnot  zdravotnickym  zafizenim a
fyzickym osobam.
Uttovani opakovanych sluzeb. Pro

vylou€eni pochybnosti je nutno uveést, Ze
dodavatel nebude opréavnén k platbé (a
CRO nebude mit Zadnou povinnost platit)
za: a) jakékoli sluzby, které nebudou
provedeny; b) jakékoli sluzby, které
budou provedeny, ale nebudou v souladu
s podminkami  této  smlouvy; C)
opakované provedeni nebo opakované
poskytnuti jakychkoli sluzeb do té miry,
v jaké musi byt tyto sluzby opakované
provedeny nebo opakované poskytnuty
v disledku omyll nebo chyb ¢i poruseni
podminek této smlouvy ze strany
dodavatele; nebo d) jakékoli sluzby, které
jsou dodavatelem zpoZdény.
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4.3

4.4

45

not charge Principal Investigator,
Institution, a Study Subject, or any third-
party payer for any Services paid for by
CRO or Pfizer under this Agreement.

Investigator Meetings.  If any Contractor
personnel are required to attend
investigator meetings for this Study, CRO
will arrange and pay directly for travel
and accommodation and will cover the
reasonable costs of meals in connection
with those meetings, but does not provide
compensation for such attendance.

Disclosure by Pfizer. In the interest of
transparency relating to its relationships
with investigators and study sites or to
ensure compliance with Applicable Law,
Pfizer may publicly disclose the support it
provides under this Agreement. Such a
disclosure by Pfizer may identify the
Institution and the Principal Investigator
carrying out the Study and the Contractor,
but will clearly differentiate between
payments or other transfers of value to
institutions and those made to individuals.

Charging for Repeated Services. For the

avoidance of doubt, the Contractor shall
not be entitled to payment (and CRO shall
have no obligation to pay) in respect of:
(a) any Services which are not performed;
(b) any Services which are performed, but
which are not in compliance with the
terms and conditions of this Agreement;
(c) re-work or re-performance of any
Services to the extent that the Services are
required to be re-worked or re-performed
as a result of Contractor’s mistakes or
errors or breaches or violations of terms
and conditions of this Agreement; or (d)
any Services which are delayed by the
Contractor.
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5. Ochrana tdajt 5. Data Protection

5.1 Osobni tdaje. Osobni udaje jsou jakékoli 5.1 Personal Data. Personal data is any

informace, na jejichZz zékladé lze zjistit
totoZnost fyzické osoby. Osobni Udaje,
které se tykaji informaci o zdravotnim
stavu, jsou citlivymi osobnimi udaji.
Osobni Udaje shromazd'ované
v souvislosti  se  sluzbami  mohou
zahrnovat osobni Gdaje tykajici se
pracovnikdl dodavatele a citlivé osobni
Udaje tykajici se subjektl hodnoceni (dale
souhrnné jen ,,0sobni Udaje”). Takové
osobni Udaje mohou podléhat zvIlastnim
pravnim predpisim tykajicim se jejich
zpracovani, uchovavani, predavani a
pouZivani. Dodavatel bude pfi provadéni
sluZzeb dodrZovat platné pravni predpisy
tykajici se ochrany a pouZivani osobnich
Udaji a utajeni Udaji. Dodavatel také
pfijme veSkera odpovidajici technicka a
organizaCni  opatfeni, aby zabranil
poskozeni nebo prozrazeni,
neopravnénému  nebo  nezakonnému
zpracovani €i nahodné ztraté nebo zniceni
takovych osobnich Udaji. CRO a
spoleCnost Pfizer pfijmou odpovidajici
opatfeni  kochrané  ddvérnosti  a
zabezpeceni veskerych osobnich (dajd,
které v souvislosti se sluzbami obdrZi.

Pouzivani CRO a spolecnosti

Pfizer. Osobni Udaje budou
zpracovavany a pouzivany za Ucelem
spravy této smlouvy a v souvislosti se
sluzbami a/nebo klinickym hodnocenim.
Informace tykajici se dodavatele a
pracovniki dodavatele budou uchovavany
v jedné nebo vice databédzich za GCelem
urCeni zapojeni dodavatele v budoucim
vyzkumu a pro zajisténi  souladu
s veSkerymi regulanimi poZadavky.

Zpristupnéni a prevod. Neékteré z osobnich

Udaji uvadénych vtomto ¢lanku mohou
byt zpfistupnény nebo pFedany jinym
¢lendm skupiny spolecnosti CRO nebo
Pfizer, zastupcdm a  dodavatelim
pracujicim jménem skupiny CRO nebo
Pfizer a regulaénim organdm po celém
svété.  Dodavatel zajisti, aby pro
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information from which it is possible to
identify an individual. Personal data that
concerns health information is sensitive
personal data. Personal data collected in
association with the Services may include
personal data relating to Contractor
personnel and sensitive personal data
relating to Study Subjects (collectively
“Personal Data”). Such Personal Data
may be subject to specific legislation
relating to its processing, storage, transfer
and use. Contractor will comply with
Applicable Law relating to the protection
and use of Personal Data and data privacy
in its performance of the Services.
Contractor will also take all appropriate
technical and organizational measures to
prevent damage to, or disclosure,
unauthorized or unlawful processing, or
accidental loss or destruction of, such
Personal Data. CRO and Pfizer will take
appropriate measures to protect the
confidentiality and security of all
Personal Data that they receive in
connection with the Services.

Use by CRO and Pfizer. Personal Data will

be processed and used for the purposes of
administration of this Agreement and in
connection with the Services and/or the
Study. Information relating to the
Contractor and Contractor personnel will
be held on one or more databases for the
purpose of determining Contractor’s
involvement in future research and in
order to comply with any regulatory
requirements.

Disclosure and Transfer. Some of the

Personal Data discussed in this Section
may be disclosed or transferred to other
members of the CRO or Pfizer group of
companies, to representatives and
contractors working on behalf of the CRO
or Pfizer group, and to regulatory
authorities across the world. Contractor
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pouZivani takovych osobnich Udajl
spoleCnosti  Pfizer existovaly veSkeré
nezbytné souhlasy, které je nutno ziskat
prostfednictvim  vzorovych dokument(
poskytnutych CRO a dohodnutych se
spoleCnosti Pfizer, aby bylo mozné udaje
Zpfistupiovat, jak je uvedeno
v ustanovenich tohoto Clanku, ohledné
vSech dotéenych pracovnikd dodavatele.

6. Ddvérné informace. Béhem provadéni klinického
hodnoceni midze dodavatel obdrZet nebo vytvorit
informace, které jsou dlvérnymi informacemi
CRO, spolecnosti Pfizer nebo pFidruzeny subjekt
spoleCnosti Pfizer.

6.1 Definice. Vyjma informaci uvedenych nize
v ¢lanku 6.2, Vyjimky, zahrnuji ,,dCvérné

informace”

a. protokol;

b. soubor informaci pro
zkousejiciho;

c. Udaje  klinického  hodnoceni

(podle vymezeni v Clanku 7,
Udaje a zaznamy klinického
hodnoceni;

d. pfiloha B (Rozpocet a platebni
podminky) k této smlouvé; a

e. jakékoli dalsi informace tykajici
se klinického hodnoceni, sluzeb,
leCiveho pripravku Pfizer nebo

technologii, vyzkumu Ci
obchodnich zamér( CRO,
spole€nosti Pfizer nebo

pfidruZzeny subjekt spolecnosti
Pfizer, které hlavni zkouSejici,
CRO, spoleCnost Pfizer nebo
pfidruZzeny subjekt spolecnosti
Pfizer  poskytne  dodavateli
v pisemné nebo jiné hmotné
podobé a oznali je jako
DUVERNE, pfipadné je nejprve
sdéli ustné a poté pisemné shrne a
potvrdi jako DUVERNE, a to do
30 dnll od data Ustniho sdéleni.
Informace  druhu  popsaného
vtomto Clanku 6.1.e, které jsou
sdéleny Gstné, budou rovnéz
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will ensure that all necessary consents,
which shall be obtained via templates
made available by the CRO and agreed
with Pfizer, with respect to Pfizer’s uses
of such Personal Data, are in place to
carry out the data disclosures set forth
under the provisions of this Section with
respect to any affected Contractor
personnel.

Confidential Information. During the course of the

Contractor may receive or generate

information that is confidential to CRO, Pfizer, or
a Pfizer affiliate.

Definition. Except as specified in Section

6.2, Exclusions, below, “Confidential
Information” includes

a. the Protocol,
b. the Investigator Brochure,

C. Study Data (as defined in Section
7, Study Data and Study Records,

d. Attachment B  (Budget and
Payment  Terms) to  this
Agreement, and

e. any other information related to the
Study, the Services, Pfizer Drug,
or CRO, Pfizer, or Pfizer affiliate
technology, research, or business
plans that Principal Investigator,
CRO, Pfizer, or a Pfizer affiliate
provides to Contractor in writing
or other tangible form and marks
as CONFIDENTIAL or initially
discloses orally and then
summarizes and confirms in
writing as CONFIDENTIAL
within 30 days after the date of
oral disclosure. Information of
the type described in this Section
6.1.e. that is disclosed orally will
also be considered Confidential
Information even if not later
confirmed in writing if the
confidential  nature of the

Datum verze: Cervenec 2016
Version Date: July 2016



povazovany za ddvérné
informace, i kdyZ nebudou
pozd&ji  potvrzeny  pisemné,
pokud je divérna povaha sdéleni
druhé strané pfimérené ziejma.

Vyjimky. Davérné informace nezahrnuji
informace, které

a. jsou v dobé zpfistupnéni nebo
v dobé trvani tohoto zavazku
mliCenlivosti  vefejné dostupné
jinak nez vdisledku poruseni
této smlouvy dodavatelem;

b. jsou dodavateli v dobé
zpfistupnéni  jiz znamé a
nevztahuji se na né Z&dné
zavazky micenlivosti;

C. jsou zisk&ny dodavatelem, aniz
by se na né vztahovaly jakékoli
zavazky milcenlivosti, od tFeti
strany, kterd ma zakonné pravo je
zpfistupnit; nebo

d. jsou nezavisle vytvoreny, coZ je
doloZzeno pisemnymi zéznamy,
fyzickymi osobami u dodavatele,
které nemély Zadny pfistup
k divérnym informacim.

Osobni udaje. VeSkeré osobni udaje (podle
definice v lanku 5.1, Osobni Udaje),
které dodavatel shromaZduje, zpracovava,
uklada, predava nebo pouZiva
v souvislosti s plnénim a vykazovanim
sluzeb, musi byt pro ucely této smlouvy
rovnéz oznaceny jako ddvérné informace
a musi s nimi byt takto nakladano.

Zavazky milcéenlivosti. Pokud CRO,

popripadé spolecnost Pfizer, neposkytne
pfedchozi  pisemny souhlas, nesmi
dodavatel pouzivat ddvérné informace
k Zadnému jinému ucelu, nez k némuz je
opravnén v této smlouvé, a nesmi dlivérné
informace zpfistupnit Zadné treti strané
s vyjimkou pripadd povolenych v této
smlouvé nebo vyZadovanych platnymi
pravnimi predpisy.

a. CRO a spoletnost Pfizer
vyslovné  povoluji  jakékoli

Smlouva o pomocnych klinickych sluzbéach
Ancillary Clinical Services Agreement

disclosure is reasonably apparent
to the other party.

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 Contractor,

b. is already known to Contractor at
the time of disclosure and is free
of any obligations of
confidentiality,

C. is obtained by Contractor, 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 individuals within Contractor
who had no access to
Confidential Information.

Personal Data. Any Personal Data (as

defined in Section 5.1, Personal Data) that
Contractor collects, processes, stores,
transfers, or uses in connection with the
performance and reporting of the Services
is also to be identified and treated as
Confidential Information for purposes of
this Agreement.

Obligations of Confidentiality. Unless

CRO or Pfizer, as applicable, provides
prior written consent, Contractor may not
use Confidential Information for any
purpose other than that authorized in this
Agreement, nor may Contractor disclose
Confidential Information to any third
party except as authorized in this
Agreement or as required by Applicable
Law.

a. CRO and Pfizer specifically
authorize any necessary

Datum verze: Cervenec 2016
Version Date: July 2016



nezbytné zpfistupnéni dlvérnych
informaci hlavnimu zkouSejicimu
nebo  jinym pracovnikim
klinického hodnoceni.

b. CRO a spolecnost Pfizer dale
povoluji  jakékoli vyZzadované
zpfistupnéni ddvérnych informaci
zéstupclim institucionalni
hodnotici komise/nezavislé etické
komise nebo regulacnich organd.

Zpristupnéni vyZadované zdkonem. Pokud

zékon vyZzaduje zpfistupnéni dlvérnych
informaci nad rdmec vyslovné opravnény
vtéto smlouveé, nepfedstavuje toto
zpfistupnéni  porudeni této smlouvy,
jestliZze dodavatel

a. ozndmi  co  nejdfive  toto
zpfistupnéni pisemné CRO, aby
CRO nebo spoletnost Pfizer
mohla podniknout pravni kroky
kochrané  svych  dlvérnych
informaci;

b. zpfistupni pouze takové dlivérné
informace, které budou nezbytné
ke splnéni zdkonného poZadavku;
a

C. bude i nadale zachovavat utajeni
téchto divérnych informaci vici
vSem tfetim stranam.

Pretrvani zavazkd. U jinych divérnych

informaci, neZ jsou osobni Udaje (podle
definice v ¢lanku 5, Ochrana Udajl) a
Gdaje  klinického hodnoceni  (podle
definice v €lanku 7, Udaje a zaznamy
Klinického hodnoceni), pretrvaji tyto
zavazky tykajici se nepouZiti a
nezpristupnéni ddvérnych informaci i po
ukonceni této smlouvy, a to po dobu péti
let od jejiho ukonceni. Zévazky
mlcenlivosti 0 osobnich Udajich a ddajich
Klinického hodnoceni budou pretrvavat,
dokud bude dodavatel tyto informace
uchovavat.

disclosure of Confidential

Information to Principal
Investigator or other Study
personnel.

b. CRO and Pfizer further authorize
any required disclosure  of
Confidential  Information  to
IRB/IEC or regulatory authority
representatives.

c

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 Contractor

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

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

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

Survival of Obligations. For Confidential

Information other than Personal Data (as
defined in Section 5, Data Protection) and
Study Data (as defined in Section 7,
Study Data 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 and Study
Data survive for as long as Contractor
retains this information.

6.7  Vraceni ddvérnych informaci. Pokud o to 6.7 Return of Confidential Information. If
CRO nebo spoletnost Pfizer pisemné requested by CRO or Pfizer in writing,

Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
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pozada, vrati dodavatel veskeré ddvérné
informace s vyjimkou téch, jejichz
uchovavani v feSitelském centru je
vyZadovano platnymi pravnimi pfedpisy.
Dodavatel si vsak mliZze ponechat jednu
archivni  kopii  ddvérnych informaci
umoziujici urcit rozsah zavazkd pfijatych
podle této smlouvy.

Contractor will return all Confidential
Information except that required to be
retained at the Study site by Applicable
Law. However, Contractor may retain a
single archival copy of the Confidential
Information to determine the scope of
obligations incurred under  this
Agreement.

7. Udaje a zaznamy klinického hodnoceni 7. Study Data and Study
7.1 Udaje Kklinického hodnoceni. V dusledku 7.1 Study Data. As a result of performance of

provadéni sluZzeb bude dodavatel vytvaret
urCité udaje uvedené v protokolu (napf.
vysledky nebo vyhodnoceni testl) a
predkladat je CRO, pfipadné hlavnimu
zkousejicimu  k naslednému  predloZeni
CRO (dale jen ,udaje Klinického
hodnoceni*). Dodavatel zajisti presné a
v€asné shromazdovani, zaznamenavani a
predkladani téchto (dajd  klinického
hodnoceni, véetné dodrZzovani veSkerych
termin( uréenych CRO nebo hlavnim
zkousejicim  pro  predloZeni  Udajd.

Vlastnictvi dajd Kklinického hodnoceni.

S vyhradou prava hlavniho zkou3ejiciho
pouzit Udaje klinického hodnoceni ke
zverejnéni vysledka klinického hodnoceni
v souladu s podminkami smlouvy CSA je
vyhradnim vlastnikem veskerych (dajd
klinického hodnoceni spolecnost Pfizer.

Zaznamy klinického hodnoceni. Zdravotni

zéznamy tykajici se subjektdl hodnoceni
nebo jiné zdrojové dokumenty, které
nejsou  predkladany CRO, mohou
obsahovat nékteré z informaci shodné
s témi, které jsou zafazeny do klinického
hodnoceni; ani CRO, ani spoletnost
Pfizer si vSak necini narok na vlastnictvi
téchto dokument( nebo informaci, které
obsahuji. Dodavatel poskytne hlavnimu
zkousejicimu jakekoli takové zdrojové
dokumenty tykajici se sluzeb, které si
hlavni zkouSejici vyZzada pro zafazeni do

slozky zkousejiciho v klinickém
hodnoceni. Slozka  zkousejiciho
v klinickém hodnoceni udrZovana

hlavnim zkou$ejicim bude obsahovat

the Services, Contractor will generate
certain data as specified in the Protocol
(e.g. test results or evaluations) and
submit it to CRO or to Principal
Investigator for subsequent submission to
CRO (“Study Data”). Contractor will
ensure accurate and timely collection,
recording, and submission of such Study
Data, including adhering to any timelines
for data submission provided by CRO or
Principal Investigator.

Ownership of Study Data. Subject to

Principal Investigator’s right to use Study
Data to publish the results of the Study in
accordance with the terms of the CSA,
Pfizer is the exclusive owner of all Study
Data.

Study Records.  Study Subject-related

medical records or other source
documents that are not submitted to CRO
may include some of the same
information as is included in Study Data;
however, neither CRO nor Pfizer makes
any claim of ownership to those
documents or the information they
contain. Contractor will provide
Principal Investigator with any such
source documents relating to the Services
that Principal Investigator requests for
inclusion in the investigator Study file.
The investigator Study file maintained by
the Principal Investigator will include
copies of Study Data, relevant source
documents, and certain other Study-

Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
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kopie Udajd  klinického  hodnoceni,
prislusné zdrojové dokumenty a urcitou
dalsi dokumentaci souvisejici s klinickym
hodnocenim  (dale  souhrnné  jen
»Zaznamy klinického hodnoceni*).

Dodavatel bude uchovavat v3echny
pfislusné zdrojové dokumenty, které
nebyly poskytnuty hlavnimu
zkouSejicimu v souladu s ¢lankem 7.3
(Zaznamy Kklinického hodnoceni) (dale
souhrnné jen ,,zdrojové dokumenty*), za
skladovacich  podminek pfispivajicich
k jejich stabilité a ochrané po dobu 15 let
od ukonceni klinického hodnoceni, pokud
CRO nebo spoleCnost Pfizer pisemné

nepovoli jejich drivejsi
skartaci. Dodavatel souhlasi, Ze pfed
skartaci jakychkoli zdrojovych
dokument( bude kontaktovat spolecnost
Pfizer na adrese

InvestigatorRecords@Pfizer.com, a déle
souhlasi, Ze umoZni spolecnosti Pfizer
zajistit Vv pfipadé potreby delsi
uchovavani zdrojovych dokumentd na
naklady spolecnosti Pfizer zplisobem,
ktery bude chranit dlvérnost zaznamd
(napf. zabezpeCené skladovani mimo
pracovisté).

Biologické vzorky. Pokud je to uvedeno
v protokolu a v dokumentu
informovaného souhlasu, mize dodavatel
shromazdovat a poskytovat CRO,
spole¢nosti Pfizer nebo jimi povérené
osobé biologické vzorky ziskdvané od
subjektl hodnoceni (napf. krev, moc,
tkané, sliny apod.) za UCelem testovani,
které pfimo nesouvisi s péci o subjekty
hodnoceni nebo s  monitorovanim

bezpelnosti, napr. za Gcelem
farmakokinetického,
farmakogenomického nebo

biomarkerového testovani (dale jen
»biologicke vzorky*).

a. Pouziti. Dodavatel nebude
pouZivat  biologické  vzorky
shromazdované v souladu

s protokolem  Zadnym  jinym
zplisobem ani k zadnému jinému

related  documentation  (collectively,
“Study Records”).

Contractor will retain all relevant source

documents not provided to the Principal
Investigator pursuant to clause 7.3 (Study
Records) (collectively, “Source
Documents™), under storage conditions
conducive to their stability and protection,
for a period of 15 years after termination
of the Study unless CRO or Pfizer
authorizes, in writing, earlier
destruction. Contractor agrees to contact
Pfizer at InvestigatorRecords@Pfizer.com
prior to destroying any  Source
Documents and further agrees to permit
Pfizer to ensure that the Source
Documents are retained for a longer
period if necessary, at Pfizer’s expense,
under an arrangement that protects the
confidentiality of the records (e.g., secure
off-site storage).

Biological Samples. If so specified in the

Protocol and the informed consent
document, the Contractor may collect and
provide to CRO, Pfizer or their designee
biological samples obtained from Study
Subjects (e.g., blood, urine, tissue, saliva,
etc) for testing that is not directly related
to Study Subject care or safety
monitoring, such as pharmacokinetic,
pharmacogenomic, or biomarker testing
(“Biological Samples”).

a. Use. The Contractor will not use
Biological Samples collected
under the Protocol in any manner
or for any purpose other than that
described in the Protocol. CRO

Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
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Gcelu, neZ které jsou popsany
v protokolu. CRO a spolecnost
Pfizer budou pouZivat biologické
vzorky pouze zplsoby
povolenymi informovanym
souhlasem, na jehoZ zakladé byly
ziskany.

b. Udaje  z analyzy. CRO,
spoleCnost  Pfizer nebo jimi
povérené osoby budou testovat
biologické vzorky podle postuptl
popsanych v protokolu.  Pokud
neni v protokolu uvedeno jinak,
ani CRO, ani spolecnost Pfizer
nebudou dodavateli ani subjektu
hodnoceni poskytovat vysledky
téchto testd (dale jen “Udaje
z analyzy biologickych
vzorkd“).  Pokud CRO nebo
spoleCnost  Pfizer  dodavateli
Udaje z analyzy biologickych
vzorkdl poskytne, budou tyto
Udaje  podléhat  ustanovenim
Clanku 7 (Udaje a  zaznamy
Klinického  hodnoceni)  této
smlouvy.

C. Vlastnictvi. Vyhradnim
vlastnikem vSech biologickych
vzorki a Gdaji  z analyzy
biologickych vzorkd je
spole€nost Pfizer.

Monitorovani, inspekce a audity

Monitorovani. CRO hodld monitorovat
pribéh klinického hodnoceni. Spolecnost
Pfizer ma pravo, ale nikoli povinnost,
klinické hodnoceni monitorovat spolecné
s CRO. Po pfiméfené v€asném oznameni
a v ramci bézné pracovni doby umozni
dodavatel  zastupcdm CRO  nebo
spolecnosti Pfizer pristup, nezbytny pro
monitorovani  provadéni  sluzeb, do
prostor, do objektl, k zadznamim
klinickeho hodnoceni (do rozsahu, Vv
jakém jsou pod kontrolou dodavatele), ke
zdrojovym dokumentlim a k pracovnikim
dodavatele. CRO neprodlené vyrozumi

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

b. Analysis Data. CRO, Pfizer, or
their  designees  will  test
Biological Samples as described
in the Protocol. Unless otherwise
specified in the Protocol, neither
CRO nor Pfizer will provide the
results of these tests (“Biological
Sample Analysis Data”) to the
Contractor or Study Subject. |If
CRO or Pfizer does provide
Biological Sample Analysis Data
to the Contractor, that data will
be subject to the provisions of
Section 7 (Study Data and Study
Records) of this Agreement.

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

Monitoring, Inspections, and Audits

Monitoring. CRO intends to monitor Study

conduct. Pfizer has the right, but not the
obligation, to co-monitor the Study.
Upon reasonable notice and during
regular business hours, Contractor will
permit CRO or Pfizer representatives
access to the premises, facilities, Study
Records (to the extent they are under the
control of the Contractor), Source
Documents and Contractor staff as
required to monitor the performance of
the Services. CRO will promptly notify
Principal Investigator of any monitoring
findings that could affect the safety of
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hlavniho  zkouSejiciho o jakychkoli
zjisténich z monitorovani, ktera by mohla
mit dopad na bezpeCnost subjektl
hodnoceni nebo ovlivnit provadéni
klinickeho hodnoceni. Hlavni zkousejici
bude o téchto zjiSténich odpovidajicim
zplisobem informovat subjekty
hodnoceni.

Inspekce a audity. Dodavatel bere na

védomi, ze Klinické hodnoceni, vCetné
provadéni sluzeb, podléhd inspekci ze
strany regulacnich organ(i po celém svété,
véetné Ufadu pro kontrolu potravin a
IéCiv (FDA) Spojenych statd americkych,
a Ze tyto inspekce mohou probihat i po
dokonceni klinického hodnoceni a mohou
zahrnovat auditovani zaznaml klinického
hodnoceni. CRO nebo spolecnost Pfizer
mohou  rovnéZz auditovat  zaznamy
klinického hodnoceni v prlibéhu
klinickeho hodnoceni nebo po jeho
ukonCeni vradmci svého monitorovani
provadéni klinickeho hodnoceni.

a. Oznémeni. JestliZze na pracovisti
v souvislosti s klinickym
hodnocenim probihd nebo je
naplanovéana inspekce
regulacniho  orgénu, dodavatel
tuto skuteCnost ozndmi CRO,
jakmile to bude rozumné mozne,
pokud si ovéfi, Ze tak dosud
neucinili hlavni zkou$ejici nebo
zdravotnické zafizeni.

b. Prdvo ucasti. SpoleCnost Pfizer
nebo CRO budou mit pravo byt
pritomny pribéhu a zlCastnit se
jakékoli takové inspekce, auditu,
vySetfovani nebo regulacniho
opatfeni.

C. Spoluprace. Dodavatel bude pfi
provadéni inspekci a auditd
spolupracovat se zastupci
regulacnich organi a CRO nebo
spoleCnosti Pfizer a zajisti, aby
zaznamy klinického hodnoceni
vedené dodavatelem byly
udrZzovany  zplsobem,  ktery

Study Subjects or influence the conduct
of the Study. Principal Investigator will
inform Study Subjects of such findings as
appropriate.

Inspections and  Audits. Contractor

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

a. Notification.  Unless Contractor
has confirmed that Principal
Investigator or Institution has
already done so, Contractor will
notify CRO as soon as reasonably
possible if the site is inspected or
scheduled to be inspected by a
regulatory authority in relation to
the Study.

b. Right to be Present. Pfizer or CRO
will have the right to be present
during, and participate in, any

such inspection, audit,
investigation, or  regulatory
action.

C. Cooperation. Contractor  will
cooperate with regulatory
authority and CRO or Pfizer
representatives in the conduct of
inspections and audits and will
ensure that Contractor-maintained
Study Records are maintained in
a way that facilitates such
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takové ¢innosti usnadni.

d. ReSeni nesrovnalosti. Dodavatel
bude podle potfeby poméahat
hlavnimu zkou$ejicimu pfi FeSeni
jakychkoli nesrovnalosti, které
budou zjistény mezi  (daji
klinického hodnoceni a
jakymikoli z&znamy klinického
hodnoceni  vytvorenymi  nebo
udrZzovanymi dodavatelem.

e. Zjisténi _inspekce a reakce
Pokud si dodavatel ovéri, ze tak
dosud neucinili hlavni zkouSejici
nebo zdravotnické zafizeni, pfeda
neprodlené CRO a spolecnosti
Pfizer kopie veSkerych zjisténi
inspekce,  kterd& obdrzi od
regulacniho organu v souvislosti
s klinickym hodnocenim.
Kdykoli to bude proveditelné a
povolené  pravnimi  predpisy,
dodavatel rovnéz poskytne CRO
a spoleCnosti Pfizer prileZitost
predbézné prezkoumat jakékoli
reakce dodavatele na inspekce
regulanich organd tykajici se
klinického hodnoceni, a vyjadrit
se k nim.

8.3 Hodnoceni provadéni Klinického
hodnoceni. CRO, spole¢nost Pfizer nebo
externi poskytovatelé sluzeb spole¢nosti
Pfizer mohou dokumentovat a hodnotit
vykon dodavatele pfi provadeéni sluzeb.
CRO a spolecnost Pfizer budou tato
hodnoceni vyuZivat pouze pro interni
Ucely.

Napravy poruseni uréitych zavazkd. Pokud
dodavatel nespIni  jakykoli svij zavazek
stanoveny v clancich 2 (Udélena povoleni,
registrace a akreditace), 3 (Provadéni sluzeb), 7
(Udaje a zaznamy Klinického hodnoceni) a 8
(Monitorovani, inspekce a audity) této smlouvy,
pfipadné poZadavky protokolu relevantni pro
provadéni sluzeb, bude mit CRO kromé prava na
okamzité ukonceni smlouvy podle ¢lanku 13
(Ukonc€eni  smlouvy) mozZnost uchylit se

Smlouva o pomocnych klinickych sluzbéach
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activities.

d. Resolution  of  Discrepancies.
Contractor will assist Principal
Investigator as needed in
resolving any discrepancies that
are identified between the Study
Data and any Study Records
generated or maintained by
Contractor.

e. Inspection Findings and Responses.
Unless Contractor has confirmed
that Principal Investigator or
Institution has already done so,
Contractor will promptly forward
to CRO and Pfizer copies of any
inspection findings that
Contractor receives from a
regulatory authority in relation to
the Study. Whenever feasible
and permitted by law, Contractor
will also provide CRO and Pfizer
with an opportunity  to
prospectively review and
comment on any Contractor
responses to regulatory authority
inspections in regard to the Study.

8.3 Study Conduct Evaluations. CRO, Pfizer
or Pfizer’s external service providers may
document and evaluate the performance
of Contractor in the performance of the
Services. CRO and Pfizer will use these
evaluations solely for internal purposes.

Remedies for Breach of Certain Obligations. If

Contractor fails to comply with any of its
obligations set out in Sections 2 (Licensure,
Registration, and Accreditation), 3 (Performance
of Services), 7 (Study Data and Study Records),
and 8 (Monitoring, Inspections, and Audits) of
this Agreement, or the requirements of the
Protocol relevant to the performance of the
Services, in addition to its right to terminate this
Agreement  immediately under  Section 13

Datum verze: Cervenec 2016
Version Date: July 2016



k jednomu nebo  obéma
napravnych prostredkd:

z nésledujicich

a. pozastaveni  naboru  subjektl
hodnoceni zdravotnickym
zafizenim, pokud jeSte nebyl
nabor pro klinické hodnoceni
zcela dokoncen; a

b. pozastaveni plateb dodavateli.

Jakékoli pozastaveni naboru nebo plateb bude
trvat, dokud dodavatel nezatne podle ndzoru CRO
znovu plnit své zavazky z této smlouvy. PouZiti
jednoho nebo obou vy3e uvedenych napravnych
prostfedkll nezabrariuje CRO nebo spole¢nosti
Pfizer uplatnit své pravo na okamZité ukonceni
této smlouvy nebo Kklinického hodnoceni
v pfipadé, Ze dodavatel nezacne plnit své zavazky.

Vynalezy
10.1  Drive existujici prava. VesSkeré dfive
existujici vynalezy, technologie,
metodiky, patenty nebo  obchodni
tajemstvi dodavatele zlistavaji
vlastnictvim dodavatele a tato smlouva je
nijak neovliviuje.

10.2  Oznameni. Pokud provadéni sluzeb
povede k jakémukoli vynalezu nebo
objevu, at’ je i neni patentovatelny (dale
jen  ,vynalez“), bude  dodavatel
neprodlené informovat CRO.

10.3  Postoupeni. Dodavatel  postoupi,
pfipadné zajisti, aby vynélezci postoupili,
veSkeré naroky z jakéhokoli takového
vynélezu spoleCnosti Pfizer, a to bez
jakéhokoli zavazku nebo protipInéni nad
ramec toho, co je stanoveno v této
smlouve.

10.4  Asistence. Dodavatel ~ poskytne
spoleCnosti Pfizer pfiméfenou asistenci
pfi podavani a dalSim Fizeni ve véci
jakychkoli patentovych prihlasek
tykajicich se vynalezu, a to na naklady
spole€nosti Pfizer.
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(Termination), CRO will have recourse to either
or both of the following alternative remedies:

a. Suspension of Study Subject
enrollment by Institution, if the
Study is not yet fully enrolled,

and
b. Suspension of payment to
Contractor

Any suspension of enrollment or payment will
continue until Contractor returns to compliance
with its obligations under this Agreement, as
determined by CRO. Use of either or both of the
above remedies does not preclude CRO or Pfizer
from exercising its right to immediately terminate
this Agreement or the Study if Contractor does
not become compliant.

Inventions

10.1 Pre-existing Rights. All  pre-existing
inventions, technologies, methodologies,
patents, or trade secrets of Contractor
remain Contractor property and are not
affected by this Agreement.

10.2 Notification. If performance of the
Services results in any invention or
discovery whether patentable or not
(“Invention”), Contractor will promptly
inform CRO.

10.3 Assignment. Contractor will assign, or
ensure that inventors assign, all interest in
any such Invention to Pfizer, free of any
obligation or consideration beyond that
provided for in this Agreement.

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

Datum verze: Cervenec 2016
Version Date: July 2016



Postoupeni a

preneseni

11. Assignment

and Delegation

11.1 Ze strany dodavatele. Dodavatel nesmi bez 11.1 By Contractor.  Contractor may not
pisemného svoleni CRO postoupit sva assign its rights or delegate or subcontract
prava ani prenést Ci zadat jakékoli any duties under this Agreement without
povinnosti podle této smlouvy externimu written permission from CRO. If CRO
smluvnimu dodavateli.  Pokud CRO authorizes delegation or subcontracting,
pfeneseni  nebo  zadani  externimu Contractor remains responsible to CRO
smluvnimu dodavateli schvali, dodavatel for the performance of all delegated or
nadale odpovida CRO za plnéni v3ech subcontracted duties.
takto pfevedenych povinnosti.

11.2 Ze strany CRO. CRO je opravnéna 11.2 By CRO. CRO may freely assign any or
neomezené postupovat néktera nebo all of its rights and delegate any or all of

vSechna sva préva spoleCnosti Pfizer a
pfenaSet na spoleCnost Pfizer nékteré
nebo viechny své povinnosti podle této
smlouvy. Pokud CRO postoupi
spoleCnosti  Pfizer vSechna prava a
pfenese na spolecnost Pfizer vSechny
povinnosti, ozndmi CRO nebo spole¢nost
Pfizer tuto skute¢nost pisemné dodavateli.
CRO (pfipadné, po postoupeni a
pfeneseni ze strany CRO, spolenost

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

Pfizer) je rovnéZz opravnéna po any Pfizer affiliate. CRO may not
pfedchozim oznameni dodavateli otherwise assign its rights or delegate its
neomezené prendSet a  postupovat duties under this Agreement without

povinnosti a prava souvisejici s klinickym
hodnocenim na externiho poskytovatele a
je opravnéna neomezené prenaSet nebo
postupovat své povinnosti nebo prava
souvisejici s klinickym hodnocenim na
jakykoli pfidruzeny subjekt spole¢nosti
Pfizer.  Jinak neni CRO opravnéna
postupovat svd préva ani prenaSet své
povinnosti podle této smlouvy bez
pisemného svoleni dodavatele. Pokud
CRO nebo spolecnost Pfizer prenese nebo
zadani externimu smluvnimu dodavateli
jakékoli povinnosti, i nadale dodavateli
odpovida za plnéni téchto povinnosti.
Pokud CRO v souladu s touto smlouvou
postoupi vSechna sva préva a povinnosti
podle této smlouvy na jiného
poskytovatele sluzeb, bude za plnéni
vSech  povinnosti  odpovidat tento
poskytovatel sluzeb. Pro vylouceni
pochybnosti je nutno uvést, Ze se pravy a
povinnostmi uvadénymi v tomto odstavci
rozumi pouze ty, které vyplyvaji z této

written permission from Contractor. If
CRO or Pfizer delegates or subcontracts
any duties, CRO or Pfizer remains
responsible to Contractor for the
performance of those duties. If CRO
assigns all of CRO’s rights and duties
under this Agreement, in accordance with
the terms herein to another service
provider, that service provider will
become responsible for performance of
all duties. For the avoidance of doubt, the
rights and duties discussed in this
subsection are only those arising out of
this Agreement

Datum verze: Cervenec 2016
Version Date: July 2016
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12.

smlouvy.

Pojisténi a omezeni odpovédnosti.

12.1

Pocinaje datem Gcinnosti a poté po dobu
platnosti této smlouvy bude dodavatel na
vlastni néklady zajistovat a udrZovat
pojistné  kryti  druhu a s limity
odpovédnosti odpovidajicimi okolnostem,
aby chrénil sebe, CRO i spolecnost Pfizer
pfed veSkerymi naroky nebo zévazky,
které mohou vyplynout z poskytovani
sluzeb a ze vSech ostatnich prav a
povinnosti podle této smlouvy, sjednané
s pojistiteli s minimalnim ratingem ,,A-*
spole€nosti AM. Best nebo
ekvivalentnim.  VeSkerou spolutast
z takovych pojistnych  smluv  ponese
vyhradné dodavatel. Takové pojistné
smlouvy dodavatele budou primarni a
hlavni vzhledem k jakymkoli obdobnym
pojistnym  smlouvam,  které  maji
k dispozici CRO, spolecnost Pfizer nebo
jejich pfidruzené subjekty. PFed datem
acinnosti této smlouvy a jednou ro¢né ke
kazdému vyrofnimu dni jejiho data
acinnosti (jestlize béhem takového roku
dojde dfive k zéaniku pfislusné pojistné
smlouvy, pak ktakovému datu zéaniku)
predloZi dodavatel CRO dokumentaci o
takovém pojistnem  kryti ve formé
origindlnich ~ potvrzeni o  pojisténi
(pFipustnd je i elektronicka forma). Pokud
dodavatel nebude schopen  zfidit
poZadované pojistné kryti nebo pokud
bude jeho kryti zruSeno, nebude moci byt
prodlouzeno nebo se podstatné zméni,
oznami tuto skuteCnost CRO pisemné
v predstihu nejméné 30 dnd. Je nutno
objasnit, Ze udrzovani (nebo neudrzovani)
dostateCného pojistného kryti nezprostuje
dodavatele jeho odpovédnosti podle této
smlouvy ani nesniZzuje odpovédnost
dodavatele podle této
smlouvy. Dodavatel zajisti, aby Zadny
subdodavatel neprovadél Z&dnou préci,
pokud nebude pfiméfené a dostateCné
pojistén. U pojisténi obecné odpovédnosti
musi byt CRO, spolecnost Pfizer a jejich
pridruzené subjekty pfipojisténymi nebo
pojistény jako objednatel a musi jim byt
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12.

Insurance and Limitation of Liability.

12.1

Commencing as of the Effective Date and
thereafter during the term of this
Agreement, Contractor will carry and
maintain, at its own expense, insurance
coverage of the kind and with liability
limits appropriate to the circumstances to
protect itself, CRO and Pfizer against any
claims or liabilities that may arise from
the provision of the Services and all other
rights and obligations hereunder with
insurers with a minimum "A-" A.M. Bests
rating or its  equivalent. Any
deductibles/retentions for such insurance
policies will be assumed solely by
Contractor. Such insurance policies of
Contractor will be primary and
non-contributing with respect to any other
similar insurance policies available to
CRO, Pfizer or their Affiliates. Prior to
the Effective Date, and annually, at each
anniversary of the Effective Date (unless,
during such vyear, expiration of the
applicable policy occurs first, in which
case, on such expiration date), Contractor
will provide CRO with documentation of
such insurance coverage via original
certificates of insurance (electronic is
acceptable). Contractor will provide a
minimum of 30 days prior written notice
to CRO if it is unable to obtain the
required insurance coverage or if its
coverage is cancelled, unable to be
renewed or materially changed. For
clarity, maintenance of (or failure to
maintain) adequate insurance coverage
does not relieve or reduce Contractor’s
liability under this
Agreement. Contractor will ensure that
no subcontractor will perform any work
unless such subcontractor is insured
appropriately and adequately. CRO,
Pfizer and their Affiliates shall be an
additional insured or indemnified as
principal and provided a waiver of
subrogation  on  general liability
coverages.

Datum verze: Cervenec 2016
Version Date: July 2016



122

pfedlozeno prohldSeni o vzdani se

subrogace (pfevzeti prav).

12.1.1 Dodavatel prohladuje, Ze
v souladu s 8§ 45 odst. 2 pism. n) z&dkona
¢. 372/2011 Sb., o zdravotnich sluzbach,
uzavrel pojistnou smlouvu o pojisténi své
odpovédnosti za Skodu zplsobenou
v souvislosti s poskytovanim zdravotnich
sluzeb, které musi trvat po celou dobu
poskytovani zdravotnich sluzeb.

Z&dna ze stran nenese Vici druhé strang
Zadnou odpovédnost za zvIastni, ndhodné,
nepfimé ani néasledne 3kody. Toto
omezeni se vSak nevztahuje na poSkozeni
zdravi  vdlsledku nedbalosti  nebo
amysinym pochybenim.  Pro vylouceni
pochybnosti je nutno uvést, Ze naklady na
opakovani, pfipadné Ghrada teti strané za
opakovani Casti nebo vSech sluZeb, které
pozbyly platnosti z dlvodu 1) chyby
dodavatele nebo 2) pred€asného ukonceni
této smlouvy dodavatelem z jakéhokoli
jiného divodu, neZ je jeji poruseni ze
strany spoleCnosti Pfizer nebo CRO,
budou povazovany za pfimou Skodu a
nebudou podléhat tomuto omezeni.

13. Ukoné&eni smlouvy

131

Udalosti vyvolavajici ukonceni smlouvy.

Ukonéeni této smlouvy mizZe byt
dlsledkem kterékoli z nasledujicich
udalosti, ktera nastane drive:
a. Neschvaleni institucionalni

hodnotici komisi/nezavislou

etickou komisi. Pokud nem(izZe
byt klinické hodnoceni zahajeno

z diivodu neschvaleni
institucionalni hodnotici
komisi/nezavislou etickou
komisi, bude tato smlouva
ukoncena.

b. Ukoncéeni vypovédi ze strany
CRO nebo spolecnosti Pfizer.
CRO nebo spoleCnost Pfizer

mohou tuto smlouvu ukongit

Smlouva o pomocnych klinickych sluzbéach
Ancillary Clinical Services Agreement

19

12.2

12.1.1 Contractor agrees, that it has
insurance coverage in accordance with
8§ 45 par. 2 Itr. n) of

Act no. 372/2011 Coll., on  Medical
Services, with respect to liability it may
have while providing medical care, which
is valid for the entire duration of the
Study

Neither party has any liability to the other
party for special, incidental, indirect, or
consequential damages. However, this
limitation will not apply to personal injury
caused by negligence or  willful
misconduct. For the avoidance of doubt,
the cost of repeating, or paying a third
party to repeat, part or all of the Services
rendered invalid because of (1) Contractor
error or (2) early termination of this
Agreement by Contractor for any reason
other than breach by Pfizer or CRO, will
be considered a direct damage and not
subject to this limitation.

13. Termination

131

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

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

of IRB/IEC disapproval, this
Agreement  will terminate.
b. Termination by CRO or Pfizer

upon Notice. CRO or Pfizer may
terminate this Agreement for any
reason upon 30 days written

Datum verze: Cervenec 2016
Version Date: July 2016



13.2

z jakéhokoli  divodu pisemnou notice.
vypovédi s vypovédni dobou 30
dnd.
C. Okamzité ukoncéeni ze strany C. Immediate Termination by CRO

CRO nebo spole€nosti Pfizer
CRO nebo spoletnost Pfizer
mohou tuto smlouvu okamzité
ukoncit  pisemnou  vypovédi
dodavateli z dvodd, které
zahrnuji podstatné neschvalené
odchylky od protokolu nebo
pozadavkd na hlaSeni na strané
dodavatele, okolnosti, které podle
ndzoru CRO nebo spoleCnosti
Pfizer ohroZuji zdravi nebo dobry
stav subjektd hodnoceni,
prfed€asné ukonceni klinického
hodnoceni  pfipustné  podle
smlouvy CSA mezi CRO a
zdravotnickym  zafizenim a
hlavnim zkousejicim nebo
jakékoli dodavatelovo poruseni
platnych pravnich predpist, ICH
GCP nebo podminek ¢lanku 15
této smlouvy (Opatfeni proti
korupci).

d. Dokonceni Kklinického hodnoceni.
Tato smlouva bude ukoncena pfi
dokonceni klinického hodnoceni,
coz znamend ukonCeni v3ech
¢innosti poZadovanych
protokolem u v3ech zafazenych
subjektd  hodnoceni, a to
v pfedpokladaném terminu do
srpna 2019.

Datum Uc€innosti  ukonéeni  smlouvy.

Pokud je ukonceni smlouvy vyvolano
kteroukoli z udalosti popsanych v ¢lanku
13.1 vySe, bude toto ukonceni G&inné
poté, jakmile CRO nebo spole¢nost Pfizer
obdrzi veSkeré protokolem vyZadované
Udaje klinického hodnoceni vytvorené
dodavatelem do ukonceni smlouvy, po
prijeti vSech plateb splatnych kterékoli ze
stran a po splnéni veskerych zbyvajicich
platnych zavazk( plynoucich z této
smlouvy na obou stranach.

13.2

or Pfizer. CRO or Pfizer may
terminate this Agreement
immediately upon written notice
to Contractor for causes that
include material unauthorized
deviations from the Protocol or
reporting requirements by
Contractor; circumstances that in
CRO’s or Pfizer’s opinion pose
risks to the health or well-being
of Study  Subjects; early
termination of the Study as
permitted under the CSA between
CRO and the Institution and
Principal Investigator; or any
non-compliance by the
Contractor with Applicable Law,
ICH GCP, or the terms of Section
15 of this Agreement, (Anti-
Corruption).

d. Study  Completion. This
Agreement will terminate when
the Study is complete, which
means the conclusion of all
Protocol-required activities for all
enrolled Study Subjects
approximately until August 2019.

Effective Date of Agreement
Termination. If termination of the
Agreement is triggered by any of the
events described in Section 13.1, above,
the termination will be effective after
receipt by CRO or Pfizer of all Protocol-
required Study Data generated by
Contractor up until termination; receipt of
all payments due to either party; and
completion by both parties of any
remaining applicable Agreement
obligations.

Datum verze: Cervenec 2016
Version Date: July 2016
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13.3  Spoluprace pfi prechodu. Pokud bude 13.3  Cooperation with Transition. If this
tato smlouva podle ¢lanku 13.1 pfedcasné Agreement is terminated early under
ukonCena, ale provadéni Klinického Section 13.1 but Study conduct will
hodnoceni  bude pokraCovat, bude continue, Contractor will cooperate with
dodavatel spolupracovat s CRO, hlavnim CRO, Principal Investigator, and any new
zkouSejicim a  jakymkoli  novym service provider engaged by CRO in the
poskytovatelem sluzeb, kterého si CRO smooth transition of responsibility for the
zjedna, na hladkém pfechodu Services to the new  provider.
odpovédnosti za sluzby na nového
poskytovatele.

134 Uhrada pfi  predéasném  ukonceni 13.4  Payment upon Early Termination of
smlouvy. Pokud bude tato smlouva Agreement. If the Agreement is
pfedC€asné ukoncena, uhradi CRO, neni-li terminated early, CRO will, except as
vtomto odstavci uvedeno jinak, jiZ otherwise indicated in this subsection, pay
provedené sluzby v souladu s pfilohou B for Services already performed, in
s odeCtenim jiz provedenych Ghrad za tyto accordance with Attachment B, less
sluzby. CRO uhradi rovnéZ veSkeré payments already made for such Services.
nezrusitelné vydaje, kromé budoucich CRO will also cover any non-cancelable
personalnich nakladd, jestlize byly radné expenses, other than future personnel
vynaloZeny a pfedem schvéleny CRO a costs, so long as they were properly
pouze v té mife, v jaké je nelze pfimérené incurred and prospectively approved by
snizit. CRO and only to the extent they cannot

reasonably be mitigated.

Pokud bude tato smlouva predCasné If the Agreement is terminated early
ukoncena podle ¢lanku 13.1.c z diivodu pursuant to Section 13.1.c. for non-
poruseni podminek Clanku 15 této compliance with the terms of Section 15
smlouvy, bude dodavatel odpovidat za of this Agreement, Contractor will be
zakonem stanovenou ndhradu Skody nebo liable for damages or remedies as
zjednani napravy a nebude mit narok na provided by law and will not be entitled
Zadnou dalSi Uhradu bez ohledu na to any further payment, regardless of any
jakékoli Cinnosti vyvijené dodavatelem activities undertaken by the Contractor or
ani na smlouvy se tfetimi stranami, které agreements with third parties entered into
byly uzavieny pred ukoncenim tykajicim prior to termination which concern the
se klinického hodnoceni. Za téchto Study. In those circumstances,
okolnosti nese dodavatel odpovédnost za Contractor is responsible for any
veskeré zavazky podle takovych smluv se obligations under such agreements with
tfetimi stranami. third parties.

13.5  Vybaveni nebo materialy. CRO nebo 13.5  Equipment or Materials. CRO or Pfizer
spoleCnost  Pfizer  mohou  béhem may provide, or arrange for a vendor to
provadéni klinického hodnoceni provide, certain equipment

poskytovat urCité vybaveni (dale jen
»vybaveni*) nebo vlastni materidly pro
pouZiti dodavatelem, pfipadné zajistit
jejich poskytovani externim dodavatelem.
Takové  vlastni  materidly = mohou
zahrnovat pocitatovy software, metodiky,
hodnotici stupnice a dalSi prostfedky,
které jsou vlastnény nebo poskytnuty

(“Equipment”) or proprietary materials
for use by Contractor during the conduct
of Study. Such proprietary materials may
include computer software,
methodologies, rating scales and other
instruments that are owned or licensed for
use by CRO or Pfizer (collectively,
“Materials™).

Datum verze: Cervenec 2016
Version Date: July 2016
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13.6

formou licence Kk pouZiti CRO nebo
spoleCnosti  Pfizer (dale souhrnné jen
~materialy*).

Pretrvani zavazkd. Zavazky tykajici se
financovani, ddvérnych informaci,
zaznamu klinického hodnoceni, vynalezd,
zpUsobilosti a opatfeni proti Gplatkarstvi a

korupci, stejné jako jakékoli jiné
ustanoveni této smlouvy, vCetné pfiloh,
které si  svou povahou a UcCelem

zachovava platnost i po dobé platnosti
této smlouvy, pretrvaji i po ukonceni této
smlouvy.

14. DalSi podminky

141

14.2

ZpUsobilost. Dodavatel potvrzuje, Ze je
ve smyslu platnych pravnich predpisl
zplsobily poskytovat sluzby pro klinické
hodnoceni. Dodavatel rovnéZz potvrzuje,
Ze neexistuji Zadné platné pravni predpisy
ani jiné zavazky, které by mu zakazovaly
poskytovani sluzeb a/nebo uzavieni této
smlouvy, a Ze mu nebyl uloZen zé&kaz
¢innosti podle paragrafu 306 pism. a)
nebo b) federalniho zakona o potravinach,
IéCivech a kosmetickych pfipravcich
Spojenych statl americkych ani zadnych
platnych pravnich predpist, a Ze pokud
jde o sluzby, které maji byt provadény
podle této smlouvy, nebude v Zadné
situaci vyuZivat sluZeb jakékoli osoby,
které byl uloZen zakaz cCinnosti podle
takovych pravnich predpisi. Po dobu
platnosti této smlouvy a po dobu tfi let od
jejiho ukonfeni dodavatel neprodlené
uvédomi CRO, pokud bude nutné doplnit
jakékoli ztéchto potvrzeni na zakladé
novych informaci.

Vysetfovani, zjiStovani informaci,
napomenuti nebo donucovaci €innosti
tykajici  se provadéni  klinického

vyzkumu. Dodavatel potvrzuje, Ze neni

pfedmétem Zadného probéhlého ani
probihajiciho  vySetfovani, zjistovani
informaci, napomenuti nebo
donucovacich  Cinnosti  ze  strany

vnitrostatnich Grad( nebo regulaénich
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13.6

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

14. Other Terms

141

14.2

Suitability. Contractor certifies that it is
suitable, as may be defined by Applicable
Law, to provide Services for the Study.
Contractor also certifies that there are no
Applicable Laws or other obligations that
prohibit it from providing the Services
and/or entering in to this Agreement, and
that it is not debarred under subsections
306(a) or (b) of the United States Federal
Food, Drug, and Cosmetic Act or any
Applicable Law and that it will not use in
any capacity the services of any person
debarred under such law with respect to
Services to be performed under this
Agreement.  During the term of this
Agreement and for three years after its
termination, Contractor will notify CRO
promptly if any of these certifications
needs to be amended in light of new
information.

Investigations, Inquiries, Warnings, or
Enforcement Actions Related to Conduct
of Clinical Research. Contractor certifies
that it is not the subject of any past or

pending governmental or regulatory
investigation, inquiry, warning, or
enforcement action (collectively,

“Agency Action”) related to providing
services for the conduct of clinical

Datum verze: Cervenec 2016
Version Date: July 2016



organd (dale souhrnné jen ,GFedni
opatreni*) tykajicich se poskytovani

research that has not been disclosed to
CRO. Contractor will notify CRO

sluzeb  pro  provadéni  klinického promptly if it receives notice of or
vyzkumu, o kterych nebyla CRO becomes the subject of any Agency
informovana.  Dodavatel  neprodlené Action regarding its compliance with

uvédomi CRO, pokud obdrzi oznameni o
Ufednich  opatfenich nebo se stane
pfedmétem Gfednich opatfeni tykajici se
jeho dodrZovéni etickych, védeckych
nebo regulaCnich norem pro Ucast
v klinickém vyzkumu, pokud se budou
tato (Fedni opatfeni tykat udalosti nebo
¢innosti, které probéhly pred obdobim
provadéni klinického hodnoceni nebo

ethical, scientific, or regulatory standards
for participation in clinical research if the
Agency Action relates to events or
activities that occurred prior to or during
the period in which the Study was
conducted.

béhem néj.

14.3  Pouziti jména/nazvu. Ani CRO, ani 14.3 Use of Name. Neither CRO nor Pfizer
spole¢nost Pfizer nepouZiji jméno/nazev will use the name of Contractor or any of
dodavatele ani Zadnych zaméstnanc Contractor’s employees or contractors,
nebo dodavateldl dodavatele a dodavatel and Contractor will not use the name of
nepouZije jméno/nazev CRO, spolecnosti CRO, Pfizer, or any of their respective
Pfizer ani Zadnych jejich pfislusnych employees or contractors, for promotional
zaméstnancl nebo dodavateld or advertising purposes without written
k propagaénim nebo reklamnim G&eldim permission from the party whose name
bez pisemného svoleni strany, jejiZ will be used.
jméno/nazev pouZije.

14.4  Vztah stran. Vztah dodavatele k CRO a 14.4  Relationship of the Parties. The
spole€nosti Pfizer je vztahem nezavislého relationship of Contractor to CRO and
dodavatele a nikoli vztahem partnerstvi, Pfizer is one of independent contractor
zmocnénce a zmocnitele, zaméstnance a and not one of partnership, agent and
zameéstnavatele, spole¢ného podniku nebo principal, employee and employer, joint
jinym. venture, or otherwise.

145 Zména smlouvy. Jakakoli zména této 145  Modification. Any modification to this
smlouvy musi byt pisemnd, podepsana Agreement must be in writing, signed by
stranami a oznaCend jako dodatek, the parties, and identified as an
s vyjimkou urcitych vzajemné Amendment, except for certain mutually
odsouhlasenych zZmeén rozpoctu agreeable changes in the Study budget as
klinického hodnoceni, viz pfiloha B. identified in Attachment B.

14.6  Neuplatnéni prava. Neuplatnéni vykonu 14.6  No Waiver. Failure to exert a right under
prava podle této smlouvy neznamena, Ze this Agreement does not constitute a
se strana vzdavd tohoto prava i do waiver of that right in the future. No
budoucna. Zadné prohlaeni o vzdani se waiver of any right is effective unless in
prava nebude Gc¢inné, pokud nebude writing and signed by the party who
ucinéno pisemné a podepsano stranou, waives the right.
ktera se daného prava vzdava.

14.7  Rozpor s pfilohami. Pokud existuje 14.7  Conflict with Attachments. If there is any

rozpor mezi touto smlouvou a jakymikoli

conflict between this Agreement and any

Datum verze: Cervenec 2016
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14.8

14.9

14.10

14.11

jejimi pfilohami, maji pfednost podminky
této smlouvy. Pokud existuje rozpor
mezi touto smlouvou a protokolem, bude
mit  protokol  pFednost v jakékoli
zélezZitosti tykajici se pozadavkd na
sluzby, kdeZto ve vSech ostatnich
zaleZitostech bude mit prednost tato
smlouva.

Pfidruzené subjekty.  Pro ucely této
smlouvy se terminem ,pfidruZeny
subjekt* rozumi jakykoli subjekt, ktery
pfimo €i nepfimo ovlada jmenovanou
stranu, je ji ovladan nebo je spolecné s ni
ovladan jinym subjektem.

Prdvni néstupci a nabyvatelé.  Tato
smlouva bude predstavovat zévazek i
prospéch také pro pravni néastupce a
povolené nabyvatele kazdé strany.

Treti osoba, v jejiz prospéch se smlouva
uzavird. SpoleCnost Pfizer je ur€enou
tfeti osobou, Vv jejiz prospéch se tato
smlouva uzavird, a je opravnéna pfimo
vyméahat veSkerd sva prava podle této
smlouvy.

Vylouéeni zaruk ze strany CRO
STRANY BEROU NA VEDOMI, ZE SI
SPOLECNOST PFIZER ZJEDNALA

CRO KPOSKYTOVANI SLUZEB
TYKAJICICH SE TOHOTO
KLINICKEHO HODNOCENI, JEHOZ
JE SPOLECNOST PFIZER
ZADAVATELEM. CRO

NEPROVEDLA ZADNY NEZAVISLY
VYZKUM ANI ANALYZU TYKAJICI
SE BEZPECNOSTI NEBO UCINNOSTI
JAKEHOKOLI HODNOCENEHO
LECIVEHO PRIPRAVKU ANI JINYCH
MATERIALU NEBO LECEBNYCH
POSTUPU, KTERE MAJI BYT
V TOMTO KLINICKEM HODNOCENI
POUZIVANY, A PROTO
NEPOSKYTUJE ZADNE ZARUKY,
VYSLOVNE ANI PREDPOKLADANE,
OHLEDNE TECHTO LECIVYCH
PRIPRAVKU, MATERIALU NEBO
LECEBNYCH POSTUPU Cl
VYSLEDKU, KTERE MAJI BYT
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14.8

14.9

14.10

14.11

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 the Services
requirements, and the Agreement will
control as to all other issues.

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

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

party.

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

Disclaimer of Warranties by CRO. THE
PARTIES ACKNOWLEDGE THAT
PFIZER HAS ENGAGED CRO TO
PROVIDE SERVICES IN REGARD TO
THIS PFIZER-SPONSORED CLINICAL
STUDY. CRO HAS NOT PERFORMED
ANY INDEPENDENT RESEARCH OR
ANALYSIS REGARDING THE
SAFETY OR EFFICACY OF ANY

INVESTIGATIONAL DRUG OR
OTHER MATERIALS OR
TREATMENT PROCEDURES TO BE
USED IN THIS STUDY AND
THEREFORE CRO MAKES NO
WARRANTIES, EXPRESSED OR
IMPLIED, CONCERNING THOSE
DRUGS, MATERIALS, OR

TREATMENT PROCEDURES, THE
RESULTS TO BE OBTAINED BY
ADMINISTERING THEM PURSUANT
TO THE PROTOCOL, OR TO THEIR
FITNESS FOR ANY PARTICULAR
PURPOSE, OR TO ANY OTHER

Datum verze: Cervenec 2016
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ZISKANY  JEJICH POUZIVANIM
V SOULADU S PROTOKOLEM, ANI
OHLEDNE JEJICH VHODNOSTI PRO
JAKYKOLI KONKRETNI UCEL ANI
OHLEDNE JAKYCHKOLI JINYCH
ZAVAZKUO SPOLECNOSTI PFIZER
PODLE PROTOKOLU NEBO TETO
SMLOUVY.

14.12 Uplnost dohody. Tato smlouva, véetné
dodatkd, predstavuje Uplné ujednani mezi
stranami tykajici se tohoto pFedmétu
smlouvy. Tato smlouva nahrazuje
vSechny predchozi dohody mezi stranami
(Ustni i pisemné) tykajici se tohoto
klinického hodnoceni, s vyjimkou
jakychkoli zavazkl, které na zakladé
svych podminek pfetrvavaji nezavisle na
této smlouve.

14.13 Jazyk. Tato smlouva je vyhotovena
v Ceskem i anglickém jazyce, pFicemZ
obé verze maji stejnou  Gcinnost.
V pfipadé jakékoli nejasnosti  nebo
rozpord ve vykladu podminek mezi
obéma verzemi prevaZi Ceskd verze.
Pfipadné spory budou predloZeny
k rozhodnuti pfislusnému soudu v Ceské
republice.

14.14 Oznémeni.  Strany budou dorucovat
oznameni a dalsi sdéleni tykajici se této
smlouvy osobng, kuryrem nebo postou
s uhrazenym poStovnym a moznosti
sledovani zésilky na niZze uvedenou
dorucovaci adresu, pfipadné na takovou
jinou adresu, kterou strana pozdéji urci
ozndmenim druhé strané v souladu
s timto ¢lankem.

CRO:
PPD Czech Republic, s.r.o.
Budgéjovicka alej
Antala StaSka 2027/79
140 00 Praha 4
Ceska republika

Dodavatel:

Fakultni nemocnice Brno
Jihlavska 20
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PFIZER OBLIGATION UNDER THE
PROTOCOL OR THIS AGREEMENT.

14.12 Entire Agreement. This Agreement,
including Attachments, represents the
entire understanding between the parties
relating to this subject matter.  This
Agreement supersedes all  previous
agreements between the parties (oral and
written) relating to this Study, except for
any obligations that, by their terms,
survive independent of this Agreement.

14.13 Language. This Agreement is set forth in
both Czech and English, with both
versions having the same effect. In the
event of any ambiguity or conflicts in
interpretation of terms between the two
versions, the Czech version will prevail.
Any disputes will be submitted for
decision to the competent court in the
Czech Republic

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

CRO:
PPD Czech Republic, s.r.o.
Budgjovicka alej
Antala Staska 2027/79
140 00 Praha 4
Czech Republic

Contractor:

Fakultni nemocnice Brno
Jihlavska 20

Datum verze: Cervenec 2016
Version Date: July 2016



§25 00 Brno
Ceska republika
K rukam: feditele

Telefon:+420 532 232 000
Email: fnbrno@fnbrno.cz

15.

Opatreni proti korupci

151

Definice

Statni sprdva. Pro (Cely této
smlouvy zahrnuje ,,statni
sprava“ vSechny urovné a slozky
statni spravy (tj. mistni, dzemni a
celostatni; spravni, zakonodarnou
a vykonnou).

Ufedni osoba. Pro Ggely této
smlouvy se za ,,UFedni osobu“
povaZuje 1) jakakoli volena nebo
jmenovana Ufedni osoba mimo
USA (napf. zékonodarce nebo
Ufednik ministerstva vlady mimo
vladdu  USA), 2) jakykoli
zaméstnanec nebo fyzick& osoba
jednajici jménem nebo z povéreni
Ufedni osoby zastupujici  stat
mimo USA, statni organ mimo
USA nebo podnik, ktery
vykondva vladni funkci mimo
USA nebo ktery vlastni Ci fidi
vlada (napf. zdravotnik
zameéstnany ve statni nemocnici
mimo USA nebo vyzkumny
pracovnik zaméstnany na statni
univerzitt mimo USA), 3)
jakykoli  predstavitel jakekoli
politické strany mimo USA,
kandidat na vefejnou funkci
mimo USA nebo zaméstnanec Ci
osoba jednajici jménem nebo z
povéfeni politické strany mimo
USA nebo kandidata na vefejnou
funkci, 4) jakykoli zaméstnanec
nebo osoba jednajici jménem
nebo z  povéfeni  vefejné
mezindrodni organizace, a 5)
jakykoli €len kralovské rodiny
nebo pfisludnik armady mimo
armadu USA.
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625 00 Brno

Czech Republic

Att: director

Phone:+420 532 232 000
Email: fnbrno@fnbrno.cz

15.

Anti-Corruption

15.1  Definitions

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

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

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

Datum verze: Cervenec 2016
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15.2  Protidplatkdiskeé a protikorupcni zéasady. 15.2  Anti-Bribery and Anti-Corruption
Dodavatel obdrZel vytisk Mezinarodnich Principles. Contractor has received a
protiplatkafskych a  protikorup€nich copy of Pfizer’s International Anti-
zasad spoleCnosti Pfizer jako pfilohu C Bribery and Anti-Corruption Principles as
k této smlouvé. Dodavatel zajisti, aby on Attachment C to this Agreement.
a V8ichni  jeho  zastupci  nebo Contractor will ensure that it and any of
subdodavatelé provadéjici praci pro its agents or subcontractors conducting
spole€nost Pfizer dodrzovali Pfizer work will comply with the Anti-
protitplatkdrské a protikorupCni zésady. Bribery and Anti-Corruption Principles.

153  Zéruky. Dodavatel zaruCuje CRO a 15.3  Warranties. Contractor warrants to CRO
spole€nosti Pfizer nasledujici: and Pfizer the following:
a. V3echny informace, které a. Any information that Contractor

dodavatel poskytl CRO nebo
spoleCnosti Pfizer jako soucéast

provided to CRO or Pfizer as part
of CRO’s or Pfizer’'s anti-

povinného protikorupéniho corruption due-diligence process
procesu CRO nebo spoleCnosti is complete and accurate.
Pfizer, jsou UpIné a presné.

b. Dodavatel je povinen informovat b. If any response that Contractor

CRO, pokud se béhem doby
platnosti této smlouvy zméni
jakéakoli odpovéd, kterou
dodavatel uvedl do povinného
dotazniku CRO nebo spole¢nosti

provided on the CRO or Pfizer
due-diligence questionnaire in
regard to Contractor, any
individuals identified in the
questionnaire, or the Family

Pfizer ohledné své osoby, Relatives (as defined in the
jakychkoli ~ osob  uvedenych questionnaire) of those
v dotazniku  nebo  rodinnych individuals changes during the

prislusniki  (podle  uvedeni
v dotazniku) téchto osob.

c. Financovani poskytované CRO
nebo spolecnosti Pfizer podle této
smlouvy nepfiméje dodavatele
k tomu, aby ucinil cokoliv, co by
zplsobilo, Z7e CRO  nebo
spoleCnost Pfizer neopravnéné
ziskaji nebo si udrzi zakazku

term  of  this  Agreement,
Contractor will notify CRO.

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

nebo ziskaji néjakou nepatficnou advantage.
obchodni vyhodu.
d. Dodavatel nepfijal a nepfijme d. Contractor has not and will not

Zzadné  platby ani  cokoli
hodnotného, co by zplsobilo, Ze
CRO nebo spoleCnost Pfizer
neopravnéné ziskaji nebo si udrzi
zakdzku nebo ziskaji néjakou
nepatficnou obchodni vyhodu.

accept any payment or anything
of value that would result in CRO
or Pfizer improperly obtaining or
retaining business or gaining any
improper business advantage.

Datum verze: Cervenec 2016
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e. Dodavatel pfimo ani nepfimo
nenabizel ani neplatil, ani nebude
v budoucnu nabizet €i platit, ani
pfipadné schvalovat nabidku Ci
vyplatu penéz nebo poskytovani
¢ehokoli hodnotného ve snaze
ovlivnit jakoukoli Ufedni osobu
nebo jakoukoli jinou osobu.

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

15.4  PoZadavky na financovani. CRO nebude 15.4  Funding Requirements. CRO will make
v souvislosti s touto smlouvou provadét no payment in addition to the funding set
Za4dné dalSi dhrady kromé financovani out in Attachment B (Study Budget and
uvedeného v pfiloze B (Rozpocet a Payment Terms) in connection with this
platebni podminky klinického Agreement unless CRO has prospectively
hodnoceni), pokud takové vydaje pfedem approved that expenditure in writing. All
pisemné neschvali. VSechny faktury a invoices and any supplemental documents
vSechny doplfiujici dokumenty, které that Contractor submits to CRO or Pfizer
dodavatel podle této smlouvy predklada under this Agreement must be truthful
CRO nebo spole€nosti Pfizer, museji byt and show in reasonable detail what the
pravdivé a pfiméfené podrobné doloZit, za requested payment is for. Contractor will
Co je poZadovand platba. Dodavatel bude maintain true, accurate, and complete
vest pravdive, prfesné a Uplné zaznamy records  (e.g., invoices, reports,
(napf. faktury, hl&Seni, vykazy a Ucetni statements, and books) relating to the
knihy) souvisejici s financovanim a funding and expenditures for the Services
vydaji za sluzby provadéné podle této carried out wunder this Agreement.
smlouvy.

155 Pravo na audit. SpoleCnost Pfizer je 15,5 Right to Audit. Pfizer has the right to
opravnéna ucinit vSechny odlvodnéné take all reasonable steps and actions to
kroky a opatfeni, aby zajistila, Ze kazda ensure that each payment made by CRO
platba, kterou CRO jménem spole¢nosti on behalf of Pfizer is properly and
Pfizer provede, byla pouZita naleZité a legitimately used. To this end, Contractor
opodstatnéné. Za timto ucelem dodavatel will permit, during the term of the
umozni v pribéhu platnosti této smlouvy Agreement and for three years after the
a po dobu tfi let od provedeni posledni final payment has been made under the
platby podle smlouvy pfistup internim i Agreement, Pfizer’s internal and external
externim auditordim spolecnosti Pfizer ke auditors access to any relevant books,
véem  prislusnym  GCetnim  kniham, documents, papers, and records of the
dokumentim, listinAm a zaznam(m Contractor involving transactions related
dodavatele obsahujicim transakce to the Agreement. Because this
souvisejici se smlouvou. ProtoZe se tato Agreement relates to a clinical study,
smlouva tyka Kklinického hodnoceni, there will be acceptable safeguards
budou pfi takovém auditu uplatnéna employed in such an audit to ensure
dostate¢na ochranna opatteni pro zajisténi confidentiality and protect the privacy of
ddvérnosti Gdaji a ochrany soukromi the Study Subjects.
subjektl hodnoceni.

15.6  Neplnéni smlouvy. Ukonci-li CRO nebo 156  Failure to Comply. If CRO or Pfizer

spole¢nost Pfizer klinické hodnoceni nebo
tuto smlouvu z divodu dodavatelova
poruseni nékterého z ustanoveni v tomto

terminates the Study or this Agreement
because of Contractor’s breach of any of
the provisions in this Anti-Corruption

Datum verze: Cervenec 2016
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Clanku Opatieni proti  korupci, bude
dodavatel odpovédny VGci spolecnosti
Pfizer za zdkonem stanovenou néhradu
Skody nebo zjednani napravy. Dodavatel
dale odSkodni CRO a spolecnost Pfizer za
jakékoli naroky, pokuty nebo penale
tfetich stran vGic¢i CRO nebo spole¢nosti
Pfizer, které wvyplynou ztakového
poruseni na strané dodavatele.

section, Contractor will be liable to Pfizer
for damages or remedies as provided by
law. Further, Contractor will indemnify
CRO and Pfizer against any third-party
claim, fine, or penalty against CRO or
Pfizer that results from such a breach by
Contractor.

Odsouhlaseno a prijato/ Agreed to and Accepted by:

PPD Czech Republic, s.r.o.
za PPD Investigator Services LLC

Jméno/Printed Name

Funkce/Title

Datum/Date:

Prilohy

Pfiloha A Rozsah sluzeb

Pfiloha B Rozpocet a platebni
podminky

Pfiloha C Mezinarodni

protiuplatkarske a
protikorup€ni zasady
spole¢nosti Pfizer
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Fakultni nemocnice Brno

MUDr, Roman Kraus, MBA

feditel/director

Funkce/Title

Datum/Date:
Attachments

Attachment A
Attachment B

Attachment C

Scope of Services
Budget and Payment
Terms

Pfizer International Anti-
Bribery and Anti-
Corruption Principles

Datum verze: Cervenec 2016
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Pfiloha A 3 Attachment A
ROZSAH SLUZEB SCOPE OF SERVICES
Protokol €islo XXX Protocol Number XXX
Scintigrafie skeletu podle protokolu a podle Bonescan in accordance with the Protocol and
instrukci CRO CRO instruction
Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
Ancillary Clinical Services Agreement Version Date: July 2016




3 Pfiloha B Attachment B
ROZPOCET A PLATEBNi PODMINKY BUDGET AND PAYMENT TERMS

The anticipated total amount to be paid to the Predpokladand celkovd  Castka  vyplacena
Contractor for conducting this Study is CZK dodavateli za provedeni tohoto klinického

329.088,- hodnoceni je 329.088,- K¢
Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
Ancillary Clinical Services Agreement Version Date: July 2016
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Attachment C Pfiloha C
PFIZER INTERNATIONAL ANTI-BRIBERY MEZINARODNI PROTIUPLATKARSKE A
AND PROTIKORUPCNI ZASADY
ANTI-CORRUPTION BUSINESS PRINCIPLES SPOLECNOSTI PFIZER
Smlouva o pomocnych klinickych sluzbéach Datum verze: Cervenec 2016
Ancillary Clinical Services Agreement Version Date: July 2016




