THIS AGREEMENT is made by and between

PAREXEL International (IRL) Limited

(hereinafter “CRO”)

[
=
o

2) Fakultni nemocnice Hradec Kralove
Sokolska 581

Organization ID No.: 00179906

Tax ID No.: CZ00179906

Represented by: prof. MUDr. Vladimir Palicka, CSc.,
Dr.h.c. director

(hereinafter “Institution”)

nd

a

Klinika onkologie a radioterapie Fakultni nemocnice
Hradec Kralove

(hereinafter “Investigator’)
regarding

Protocol No: (hereinafter
“Protocol”)

Title:

(hereinafter

“Study”)

f

o
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TATO SMLOUVA je uzavicena mezi

PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Irsko

(¢islo spole¢nosti 541507)

(dale jen ,,CRO*)

o

Fakultni nemocnice Hradec Kralové

()

Sokolska 581

(déle jen ,,ZkouSejici“)

o

Protokol ¢: | (dilc jen . Protokol®)

Title:

(dale jen ,,Studie*)

(déle jen ,, Studijni 1é¢ivo™)

spolecnosti
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Halozyme, Inc.

at 11388 Sorrento Valley Road, San Diego,
California 92121 USA

(hereinafter “SPONSOR”)

WHEREAS, SPONSOR is the sponsor of the
multicenter Study to clinically evaluate the Study
Drug and CRO (or its Affiliate) has been retained by
SPONSOR (under a separate written agreement) to
act as SPONSOR’s contractor and designee in
managing the Study for SPONSOR; and

WHEREAS Institution and Investigator shall Fully
Cooperate with CRO and shall permit CRO to
perform any and all of the SPONSOR’s Study
obligations and to exercise any and all of
SPONSOR’s Study rights that lie with SPONSOR on
the basis of Applicable Law and GCP regulations as
though such rights were CRO’s own rights, as has
been delegated by SPONSOR to CRO; and

WHEREAS,
Institution; and

Investigator is an employee of

WHEREAS, Institution and Investigator each desires
to participate in the Study as described in this
Agreement; and

WHEREAS, this Agreement explains the joint and
several obligations and rights of Institution and
Investigator, and the obligations and rights of CRO
with respect to the performance of the Study; and

WHEREAS, under this Agreement CRO does not act,
or purport to act, as SPONSOR's contractual agent,
but rather as SPONSOR's appointed contractor and
designee for managing the Study.

1. DEFINITIONS

Definitions of terms used in this Agreement are
in Exhibit B, attached hereto.

2. CONDUCT OF THE STUDY

21 Institution agrees, and commits itself to
CRO, to allow Investigator and other study personnel
(hereinafter “Study Personnel”) to conduct the Study
at Institution, and warrants that Investigator and other
Study Personnel are employed by Institution.
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Halozyme, Inc.

se sidlem 11388 Sorrento Valley Road, San Diego,
California 92121 USA

(dale jen ,,ZADAVATEL")

VZHLEDEM K TOMU, ZE ZADAVATEL je
zadavatelem multicentrické Studie urcené ke
klinickému hodnoceni Studijniho 1é¢iva a najal CRO
(nebo jeji Sptiznénou osobu) (dle samostatné pisemné
smlouvy), aby jednala jako jeho dodavatel a jako
osoba urcend pro fizeni Studie za ZADAVATELE; a

VZHLEDEM K TOMU, ZE Poskytovatel a
ZkouSejici budou plné spolupracovat s CRO a
umoZzni CRO plnit vSechny povinnosti
ZADAVATELE vyplyvajici ze Studie a vykondvat
veskera prava ZADAVATELE vyplyvajici ze Studie,
kterd ma ZADAVATEL na zdkladé Piislu$nych
pravnich predpisi a predpisi GCP tak, jakoby takova
prava byla prava samotné CRO, kterd byla pfenesena
ZADAVATELEM na CRO; a

VZHLEDEM K TOMU, ZE Zkoudejici je
zaméstnancem Poskytovatele; a

VZHLEDEM K TOMU, ZE Poskytovatel i
Zkousejici si pteji ucastnit se Studie, jak je uvedeno
v této Smlouve; a

VZHLEDEM K TOMU, ZE tato Smlouva vysvétluje
spolecné a nerozdilné povinnosti a prdva
Poskytovatele a ZkouSejiciho a povinnosti a prava
CRO souvisejici s provadénim Studie; a

VZHLEDEM K TOMU, ZE CRO dle této Smlouvy
nejednd a nemd se za to, Ze jednid jako smluvni
zastupce ZADAVATELE, nybrz jako jeho
ustanoveny dodavatel a osoba urcend k fizeni Studie.

1. DEFINITICE

Definice pojml uZivanych v této Smlouvé jsou
obsaZeny v jeji Priloze B.

2. PROVADENI STUDIE

2.1 Poskytovatel souhlasi a zavazuje se CRO, Ze
ZkousSejicimu a ostatnim spolupracujicim osobdm
(déle jen ,,Persondl Studie*) umozni provadéni Studie
ve svych prostorach a ujistuje, Ze Zkousejici a ostatni
Persondl Studie jsou zaméstnanci Poskytovatele.
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2.2 Investigator agrees, and commits itself to
CRO, to conduct the Study at Institution and warrants
that he/she is employed by Institution. Investigator
shall personally supervise the conduct of the Study by
the Study Personnel to the full extent contemplated
by the Protocol and by Applicable Law.

23 Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is
an intended third-party beneficiary of this Agreement,
wherein  SPONSOR transfers any or all of the
SPONSOR's Study-related functions to CRO in
compliance with ICH-GCP, sec. 5.2.1. In addition to
the foregoing, Investigator and Institution agree that
CRO may disclose any and all Information and/or
documents relating to this Agreement, and/or relating
to Investigator’s and Institution’s participation in the
Study (including without limitation any Reports or
other documents or materials provided by
Investigator or Institution to CRO hereunder), to
SPONSOR. All references to SPONSOR herein
(whether in the context of delivery of Information,
submission of applications, financial terms, or
anything else) derive from SPONSOR’s status as
such, as set out by Applicable Law and GCP
regulations, and Investigator and Institution agree to
all such instances. Investigator and Institution will
fully cooperate with CRO’s requests relating to
SPONSOR.

24 Investigator and Institution acknowledge that
CRO is the recipient of Services described in this
Agreement and, for the avoidance of any doubt, that
SPONSOR is not the recipient of Services described
in this Agreement.

2.5 Institution and Investigator specifically agree,
and commit themselves to CRO, to (and warrant that
Study Personnel will) conduct the Study in a diligent,
efficient, and skilful manner, in strict compliance with
the terms and conditions of this Agreement, the

Protocol including subsequent amendments, any
specific Study Instructions, Applicable Law,
including, Act No. 378/2007 Coll. on

Pharmaceuticals, Act No. 372/2011 Coll., on Medical
Services and regulation No. 226/2008 Coll. on Good
Clinical Practice, all requirements of the Institution or
facility, and any other professional standards
applicable to their professional industries and fields.
Neither Institution nor Investigator nor any Study
Personnel shall commit any negligent acts or any
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2.2 ZkouSejici souhlasi a zavazuje se CRO, Ze
bude provadét Studii v zafizeni Poskytovatele a
ujisStuje, Ze je zaméstnancem Poskytovatele.
Zkousejici bude osobné dohliZet na provadéni Studie
ze strany Persondlu Studie vplném rozsahu
zamySleném Protokolem a PfisluSnymi pravnimi
predpisy.

23 Zkousejici a Poskytovatel berou na védomd,
7e ZADAVATEL je zadavatelem Studie, a je tedy
zamySlenou nezdvislou opravnénou osobou z této
Smlouvy, v niz ZADAVATEL ptedava veSkeré své
funkce souvisejici se Studii CRO v souladu s § 5.2.1
ICH-GCP. Vedle vySe uvedeného ZkouSejici a
Poskytovatel souhlasi s tim, Ze CRO muzZe zpiistupnit
ZADAVATELI veskeré Informace a/nebo
dokumenty souvisejici s touto Smlouvou a/nebo ty,
které se vztahuji k dcCasti ZkouSejictho a
Poskytovatele ve Studii (zejména veskeré Zpravy
nebo jiné dokumenty nebo materidly poskytnuté
ZkouSejicim nebo Poskytovatelem CRO dle této
Smlouvy). Vsechny odkazy na ZADAVATELE v
této Smlouvé (v souvislosti s pfeddvanim Informaci,
ptedkladanim Zadosti, s finanénimi podminkami nebo
s ¢imkoli jinym) jsou odvozeny od postaveni
ZADAVATELE jako =zadavatele dle ustanoveni
Prislusnych pravnich piedpisit a predpisi GCP a
Zkousejici a Poskytovatel souhlasi se v§emi takovymi
ptipady. Zkousejici a Poskytovatel budou plné
spolupracovat s CRO, co se tyCe jejich zadosti ve
vztahu k ZADAVATELL

24 Zkousejici a Poskytovatel berou na védomi,
Ze piifjemcem SluZeb uvedenych v této Smlouvé je
CRO a pro zamezeni pochybnostem potvrzuji, Ze
ZADAVATEL neni piijemcem Sluzeb uvedenych v
této Smlouve.

2.5 Poskytovatel a Zkousejici zvIast' souhlasi a
zavazuji se CRO, Ze budou provadét (a zajisti, aby
Persondl Studie provad¢l) Studii svédomité, efektivné
a odborng, v pfisném souladu s ustanovenimi a
podminkami této Smlouvy, s Protokolem vcetné
naslednych dodatkd, s veSkerymi konkrétnimu
Pokyny ke Studii, s PfisluSnymi pravnimi ptedpisy,
véetné zakonu ¢&. 378/2007 Sb, o 1écivech, ¢.
372/2011 Sb., o zdravotnich sluzbach, ¢. 101/2000
Sb., o ochrané osobnich ddaji a vyhlaskou ¢.
226/2008 Sb., o spravné klinické praxi, se vSemi
pozadavky Poskytovatele nebo mista provadéni
Studie a se vSemi ostatnimi profesnimi standardy
platnymi v jejich profesnich oborech a oblastech.
Poskytovatel, Zkousejici, ani Zadny Persondl Studie
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willful misconduct in connection with the Study.
Neither Institution nor Investigator nor any Study
Personnel shall make any unauthorized warranties to
any person (including Subjects) concerning the Study
Drug being tested in the Study. Institution and
Investigator accept responsibility for the acts and
omissions of all Study Personnel in the Study.

2.6 CRO or SPONSOR, as applicable, shall
obtain the written approval of the appropriate Ethics
Committee (EC) prior to commencement of the Study
and will furnish Investigator with the EC’s letter of
approval.

2.7 If required by Applicable Law, CRO shall
make, or procure that SPONSOR make, the necessary
submissions or notifications to the applicable
regulatory authorities. The Study may not commence
until the Investigator has been informed by CRO that
such authorization has been granted.

2.8 Investigator shall, prior to a Subject’s
participation in the Study, obtain the Subject's written
informed consent to participate in the Study. Each
Subject’s written informed consent shall be in a form
that is in accordance with the Protocol, and shall be
provided to CRO and/or SPONSOR, as applicable.

29 Investigator shall enroll the number of duly
qualified (according to the Protocol) Subjects for the
Study as set forth in Exhibit A, attached hereto, and
shall do so according to the timetable set forth in
Exhibit A. Notwithstanding the foregoing,
Investigator agrees that SPONSOR or CRO may
unilaterally revise the number of Subjects that
Investigator shall enroll, and/or the timeframe for
such enrollment, via Study Instructions at any time.

2.10 Institution and Investigator shall (a) keep a
detailed and written inventory of all clinical supplies,
equipment and Study Drug provided by SPONSOR
or CRO or its Affiliates and shall store such materials
according to the Protocol or Study Instructions and
(b) retain all necessary Subject records and/or
documents whether electronic, paper, or in any other
form relating to the Study for fifteen (15) years after
the end or the premature termination of the Study.
Institution will archive all necessary Subject records
and/or documents for free for five (5) years according
to Act No. 378/2007 and for an additional ten (10)
years archiving will be paid in the amount of

per year. Invoices for archiving fee
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se v souvislosti se Studif nedopusti Zadné nedbalosti
nebo dmyslného protiprdvniho jedndni. Poskytovatel,
ZkousSejici, ani Zddny Persondl Studie nevyda Zadné
neopravnéné zaruky jakékoli osobé (vcetné Subjektt
hodnoceni) ohledné Studijniho 1é¢iva testovaného ve
Studii.  Poskytovatel a  ZkouSejici  ptebiraji
odpovédnost za jednani a opomenuti kohokoli z
Persondlu Studie v prubéhu Studie.

2.6 CRO nebo ptipadné ZADAVATEL ziskaji
pfed zahdjenim Studie pisemny souhlas piislusné
etické komise (EK) a pfedaji pisemny souhlas EK
Zkousejicimu.

2.7 Pokud to vyzaduji Piislusné pravni ptedpisy,
CRO pfedlozi nebo zajisti, aby ZADAVATEL
predlozil potfebnd podini nebo hlaseni piisluSnym
regula¢nim orgdntim. Studie nesmi{ byt zahdjena do té
doby, nez bude ZkouSejici informovdn ze strany
CRO, ze takové opravnéni bylo ud€leno.

2.8 Jesté pred zarazenim Subjektu hodnoceni do
Studie musi Zkousejici ziskat jeho pisemny
informovany souhlas sucasti ve Studii. Pisemny
informovany souhlas kazdého Subjektu hodnoceni
bude mit formu, kterd je v souladu s Protokolem, a

bude predlozen CRO a/nebo pripadné
ZADAVATELL
29 Zkousejici zaradi do Studie pocet Subjektii

hodnoceni fadn¢ kvalifikovanych dle Protokolu, ktery
je stanoven v Pfiloze A této Smlouvy, a to v souladu
s ¢asovym harmonogramem stanovenym v Pfiloze A.
Nehledé¢ na vySe uvedené ustanoveni ZkousSejici
souhlasi s tim, ze ZADAVATEL nebo CRO mohou
kdykoli  prostfednictvim  Pokyn ke  Studii
jednostranné revidovat pocet Subjektti hodnocent,
které ZkouSejici zatadi, a/nebo casovy rdmec pro
takovy nébor.

2.10 Poskytovatel a ZkousSejici jsou povinni (a)
vést podrobny pisemny soupis veskerych klinickych
zasob, zafizeni a Studijntho 1éCiva poskytnutého
ZADAVATELEM nebo CRO nebo jejimi
Sptiznénymi osobami, a skladovat takové materidly
dle Protokolu nebo Pokyni ke Studii a (b) uchovavat
vSechny nezbytné ziznamy a/nebo dokumenty o
Subjektech  hodnoceni v souvislosti se  Studii
v elektronické, papirové nebo jiné formé po dobu
patndcti (15) let po dokonceni nebo pfedCasném
ukonéeni Studie. Poskytovatel provede bezplatnou
archivaci pét (5) let vsouladu se zdkonem ¢.
378/2007 Sb. a na dalSich 10 Ilet provede

zpoplatnénou archivaci — || GG—_—_g N-
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will be issued after signature of this Agreement.

In case SPONSOR will require extension of the
period of archiving, SPONSOR will notify Institution
at least six (6) months before the end of the paid
archiving period and SPONSOR will reimburse the
additional fee based on the length of the requested
extended archiving period.

Institution and Investigator shall provide to CRO or
its Affiliates all study data collected on case report
forms as instructed by CRO. Equipment, if any,
provided by SPONSOR, CRO or their Affiliates to
Institution and/or Investigator, or purchased using
funds provided under this Agreement, are to be used
solely to conduct the Study and shall be returned to
SPONSOR, CRO or their Affiliates, as applicable,
upon completion or termination of the Study. All
unused Study Drug shall be returned to SPONSOR,
as applicable, upon completion or termination of the
Study.

SPONSOR or the SPONSOR’s designee shall ensure
appropriate and timely supply of the Study Drug
necessary for the performance of the Study, always

properly packaged and labelled in accordance with
regulation No. 226/2008 Coll.

The Study Drug shall be supplied, free of charge, to
Institution’s pharmacy. Institution hereby undertakes
to ensure that the Study Drug will be stored
separately from other medications in the pharmacy,
and its preparation, storage, inspecting, preserving
and dispensing (hereinafter only “Study Drug
Handling”) will be performed in compliance with the
Protocol and Study Instructions, and the Applicable
Law, as well as the terms and conditions stipulated by
LEK-12 Directive issued by State Institute for Drug
Control.

Institution shall appoint agent/agents meeting
professional qualification criteria for the medical
position of a pharmacist or pharmaceutical assistant
pursuant to Applicable law, who shall be responsible
for Study Drug Handling and keeping complete and
accurate records thereon. Responsible pharmacist will
be Mgr. Radek Cmiel. Institution agrees to receive
Study Drug during working days between 07:00 and
14:00.

Investigator hereby undertakes to only withdraw the
Study Drug from Institution’s pharmacy in
compliance with the Protocol and in doses required
for each individual Study subject visit.

The Institution hereby undertakes to perform/ensure
safe liquidation/disposal of unused Study Drug (as
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zpoplatnénou archivaci bude vystavena faktura po
podpisu smlouvy.

ZADAVATEL v ptredstihu nejméné Sest (6) mésici
od konce  zpoplatnéné  archivace  ozndmi
Poskytovateli, ze trvd na dals$i archivaci a uhradi
ndklady s tim spojené.

Poskytovatel a Zkousejici poskytnou CRO nebo jejim
Spifiznénym osobdm  vSechny studijni tdaje
shromazdéné ve formuldfich zdznamii o Subjektech
hodnoceni dle pokyni CRO. Piipadné vybaveni
poskytnut¢ ZADAVATELEM, CRO nebo jejich
Sptfiznénymi  osobami  Poskytovateli  a/nebo
Zkousejicimu nebo koupené za financni prostiedky
poskytnuté dle této Smlouvy musi byt uziviany pouze
k provadéni Studie a budou vraceny ZADAVATELL,
CRO nebo jejich Spfiznénym osobdm po dokonceni
nebo ukonceni Studie. VSechno nespotiebované
Studijni 1é¢ivo musi byt po dokonceni nebo ukonceni
Studie vraceno ZADAVATELIL

ZADAVATEL nebo jim urcena osoba zajisti nleZitou
a vcasnou doddvku Studijntho 1éciva potfebného k
provadéni Studie, vZdy f4dné zabaleného a oznaceného
dle vyhlasky ¢. 226/2008 Sb.

Studijni 1é¢ivo bude dodédno zdarma do nemocniéni
lékarny . Poskytovatel se timto zavazuje zajistit, Ze
Studijni 1éCivo bude skladovano v 1ékdrn¢ oddélené
od ostatnich 16kt a Ze jeho pftiprava, skladovani,
kontrola, uchovavani a podavani (dile jen ,,zachazeni
se Studijnim 1éCivem‘) bude probihat v souladu s
Protokolem, Pokyny ke Studii a s PiisluSnymi
pravnimi pfedpisy, a rovnéZ tak i s ustanovenimi a
podminkami Smérnice LEK-12 vydané Statnim
ustavem pro kontrolu 1é¢iv.

Poskytovatel ustanovi jednoho nebo vice zastupci,
ktefi spliuji odbornd kvalifikaéni kritéria pro
postaveni lékarnika nebo 1ékarnického asistenta
stanovend PfisluSnymi pravnimi predpisy, ktefi
budou odpovidat za zachdzen{ se Studijnim 1écivem a
budou o ném vést kompletni a pfesné zaznamy.
Odpovédnym farmaceutem bude Mgr. Radek Cmiel.
Poskytovatel se zavazuje pfijimat Studijni 1écivo
v pracovni dny od 7 hodin do 14 hodin.

Zkousejici se timto zavazuje odebirat Studijni 1é¢ivo
z 1ékarny Poskytovatele pouze v souladu s
Protokolem a v ddvkich potiebnych pro kaZdou
jednotlivou navstévu Subjektu hodnoceni Studie.

Poskytovatel se timto =zavazuje provést/zajistit
bezpecnou likvidaci/odstranén{ nevyuZzitého
Page 5 of 41



hazardous waste) in accordance with the Applicable
Law, if requested to do so by SPONSOR or CRO.

2.11 Institution and Investigator agree that they
are not presently under any agreement or obligation
which conflicts with the duties and obligations owed
to SPONSOR or CRO under this Agreement, and
further agree not to undertake any such obligation or
agreement during the course of the Study. Institution
and Investigator warrant that, to their knowledge, no
Study Personnel are presently under any agreement or
obligation which conflicts with the duties and
obligations owed to SPONSOR or CRO under this
Agreement, and shall ensure that no Study Personnel
will undertake any such obligation or agreement
during the course of the Study.

2.12  Institution and Investigator ~ hereby
acknowledge and agree that each has received
sufficient Information regarding their respective
participation in the Study. In addition, Institution and
Investigator further warrant (i) that all relevant
Information has been distributed to the Study
Personnel who have a need to know such Information
in order to perform their assigned tasks on the Study,
and (ii) that Institution, Investigator and all Study
Personnel (as applicable), have read and understand
such Information.

2.13  Institution shall, throughout the duration of
the Study, provide, keep available to the Study
Personnel and maintain all necessary Resources for
the adequate performance of the Study. Institution
and Investigator shall, throughout the duration of the
Study, ensure that adequate Study Personnel are
available to complete the Study in a timely, efficient,
and cost-effective  manner. Institution and
Investigator shall inform CRO promptly in writing
(including by email) about all changes impacting the
Resources and/or the Study Personnel.

2.14 The Protocol, including any amendments
thereto, constitutes an integral part of this Agreement
by reference. In case of any inconsistency between this
Agreement and the Protocol, the Protocol shall take
precedence on matters of medicine, science and
conduct of the Study; otherwise the terms of this
Agreement shall prevail.

2.15 Institution and Investigator agree to
compensate CRO and reimburse SPONSOR, as
applicable, for all costs arising out of Institution’s
and/or Investigator’s breach of this Agreement.
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Studijntho lé¢iva (jako nebezpecného odpadu)
v souladu s PiisluSnymi pradvnimi piedpisy, bude-li o
to pozdddno ZADAV ATELEM nebo CRO.

2.11 Poskytovatel a Zkousejici souhlasi s tim, Ze
nejsou v soucasné dob& vazani Zddnou smlouvou ani
zdvazkem, ktery je vrozporu s povinnostmi a
zdvazky vuci ZADAVATELI nebo CRO dle této
Smlouvy, a dile stim, Ze v prab¢hu Studie
nepfevezmou Zadny takovy zdvazek a neuzaviou
Zadnou takovou smlouvu. Poskytovatel a ZkouSejici
ujistuji, Ze Zadny Personal Studie neni v soucasné
dobé dle jejich v&€domi v4zin Zaddnou smlouvou ani
zdvazkem, ktery je vrozporu s povinnostmi a
zdvazky vuci ZADAVATELI nebo CRO dle této
Smlouvy a zajist{, aby Persondl Studie v pribchu
Studie neptevzal takovy zdvazek nebo neuzaviel
takovou smlouvu.

2.12  Poskytovatel a ZkouSejici timto potvrzuji a
souhlasi s tim, Ze kazdy znich obdrzel dostate¢né
Informace o své ucasti ve Studii. Kromé toho
Poskytovatel a ZkouSejici dédle zarucuji, Ze (i)
vSechny relevantni Informace byly piedany Persondlu
Studie, ktery je potiebuje znat za tucelem plnéni
pridélenych 1tkold v ramci Studie a Ze (ii)
Poskytovatel, ZkouSejici a v pfisluSnych piipadech i
vSechen Persondl Studie tyto Informace prostudovali
a porozuméli jim.

2.13  Poskytovatel bude po celou dobu provadéni
Studie  poskytovat vSechny potfebné Zdroje
k nalezitému provadéni Studie, dd je k dispozici
Persondlu Studie a bude je uchovavat. Poskytovatel a
Zkousejici budou po celou dobu Studie zajistovat,
aby byl k dispozici ndleZity Persondl Studie potifebny
k v€asnému, efektivnimu a udspornému dokonceni
Studie. Poskytovatel a ZkousSejici budou neprodlené
pisemné (i e-mailem) informovat CRO o veskerych
zmeéndch, které maji vliv na Zdroje a/nebo na
Persondl Studie.

2.14  Protokol, v¢etné vSech dodatkd, tvoii nedilnou
soucast této Smlouvy pomoci odkazu. V piipadé
jakychkoli nesrovnalosti mezi touto Smlouvou a
Protokolem mé Protokol prednost v otdzkach mediciny,
védy a provadéni Studie; jinak plati ustanoveni této
Smlouvy.

2.15  Poskytovatel a Zkousejici se zavazuji nahradit
CRO a ZADAVATELI vsSechny ndklady vzniklé
z poruseni této Smlouvy ze strany Poskytovatele a/nebo
Zkousejiciho.
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2.16 Institution and Investigator agree that if any
Study Personnel is a government employee, official
and/or performing a governmental function, such
relationship must be disclosed to the SPONSOR and
any compensation that such individual receives with
respect to the Study may be disclosed to the Institution
and is hereby approved.

217 Institution and Investigator warrant that
neither they, nor any Study Personnel are officials,
agents, or representatives of any government or
political party or international organization where
they may be in positions of authority to be able to
improperly help CRO or SPONSOR obtain a business
advantage. Institution and Investigator further
warrant that neither they nor any Study Personnel
shall make any payment, either directly or indirectly,
of any money or other consideration (hereinafter
“Payment”), to government or political party
officials, officials of international organizations,
candidates for public office, or representatives of
other businesses or persons acting on behalf of any of
the foregoing (hereinafter collectively “Officials”)
where such Payment would constitute violation of
any law. In no event shall Institution, Investigator, or
any Study Personnel make any Payment either
directly or indirectly to Officials if such Payment is
for the purpose of influencing decisions or actions
with respect to the subject matter of this Agreement
or any other aspect of CRO’s or SPONSOR’s
business. Institution and Investigator shall report any
violation of this warranty promptly to CRO and agree
to respond to any CRO inquiries about any potential
violations and make appropriate records available to
CRO or SPONSOR upon request. At any time upon
the request of CRO or SPONSOR, Institution and
Investigator agree to promptly certify in writing their
ongoing compliance (and the compliance of all other
Study Personnel) with the warranties contained in this
Section 2.17.

2,18 If CRO or SPONSOR requests Institution
and/or Investigator to source marketed/comparator
drug, CRO will reimburse Institution and Investigator
according to Exhibit A. Institution and Investigator
warrant that they will only source drug products that
comply with the specifications of the Protocol.

3. REPORTS, MONITORING AND
COOPERATION
3.1 Institution and Investigator shall submit to

CRO, and CRO has a right to claim under this
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2.16  Poskytovatel a ZkousSejici souhlasi s tim, Ze
pokud je kterykoli ¢len Persondlu Studie zaméstnanec
stitniho orgdnu, stitni tfednik a/nebo zastdva stitni
funkci, musi byt ZADAVATEL informovan o takovém
vztahu a veskerd odména, kterou takovad osoba obdrzi
za Studii, miZe byt sd€lena Poskytovateli a je timto
schvalena.

2,17  Poskytovatel a ZkouSejici zaruCuji, Ze ani
oni, any Zadny Persondl Studie nejsou tufednici ani
zéstupci Zaddné vlddy, politické strany nebo
mezindrodni organizace, kde by mohli zastdvat
rozhodovaci pozici a mohli by byt schopni
poskytovat CRO nebo ZADAVATELI neopravnénou
pomoc pii ziskavani obchodnich vyhod. Poskytovatel
a ZkouSejici déle zarucuji, Ze ani oni, ani Zadny
Persondl Studie pfimo neposkytnou Zadnou penézitou
nebo jinou tplatu (dale jen ,,Platba®) Cinitelim né&jaké
vlady politické strany nebo mezindrodni organizace,
kandidatim na politicky dfad nebo zastupciim jinych
podnikli nebo osobdm jednajicim za kterykoli z vyse
uvedenych subjektd (spole¢nd dile jen ,,Ufednik®),
jestlize by takova Platba pfedstavovala poruSeni
jakéhokoli zdkonaPoskytovatel, Zkousejici ani Zadny
Persondl Studie v Zidném piipadé¢ neposkytnou
Utednikiim pifmo ani nepiimo Zadnou Platbu, pokud
by byla poskytnuta za dcelem ovlivnéni rozhodovani
nebo jedndni ohledné¢ pfedmétu této Smlouvy nebo
jiného aspektu podnikani CRO nebo
ZADAVATELE. Poskytovatel a ZkouSejici jsou
povinni hlasit neprodlen¢ jakékoli poruseni této
zaruky CRO a zavazuji se zodpovédét veskeré dotazy
CRO o jakychkoli potencidlnich porusenich a dat
k dispozici CRO nebo ZADAVATELI na pozadani
piislusné zaznamy. Poskytovatel a ZkouSejici se
zavazuji kdykoli na pozddidni CRO nebo
ZADAVATELE pisemné potvrdit, Ze oni i vSechen
ostatni Persondl Studie neustdle dodrzuji zaruky
obsazené v tomto ¢lanku 2.17.

2.18 Jestlize CRO nebo ZADAVATEL pozida
Poskytovatele a/nebo ZkousSejictho o zajisténi 1écCiva,
které se nachdzi na trhu/komparativniho 1é¢iva, CRO
poskytne Poskytovateli a ZkouSejicimu nédhradu dle
Ptilohy A. Poskytovatel a ZkouSejici zarucuji, ze zajisti
pouze léCiva, kterd jsou v souladu se specifikacemi
Protokolu.

3.  ZPRAVY,  MONITOROVANI A
SPOLUPRACE
3.1 Poskytovatel a Zkousejici pfedlozi CRO a

CRO ma pravo pozadovat dle této Smlouvy vSechny
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Agreement, all completed e-CRFs or CRFs resulting
from the Study within a reasonable time period and in
accordance with the Protocol and any Study
Instructions. Institution and Investigator warrant that
all eCRFs or CRFs submitted to CRO are true,
complete, and correct and accurately reflect the
results of the Study. Institution and Investigator shall
also provide CRO with copies of all Reports, and any
updates that are required by the EC.

3.2 Institution and Investigator shall Fully
Cooperate  with CRO and will meet with
representatives of CRO, or its designee, at mutually
convenient times according to a schedule set forth in
Study Instructions for monitoring visits, consultations
and to allow direct inspection of all Study related
records, including Subject medical files, as requested
by CRO and for any other purposes relating to the
Study as deemed necessary by CRO. Investigator
shall ensure that all Study Personnel Fully Cooperate
with CRO, including meeting with personnel of CRO,
or its designee, as set forth in the preceding sentence.

4. AUDITS AND REGULATORY
INSPECTIONS
4.1 Institution and Investigator shall Fully

Cooperate with audits or inspections performed
during or after completion of the Study, by
SPONSOR or CRO. Institution and Investigator shall
allow SPONSOR, CRO and governmental or
regulatory authorities, including but not limited to the
U.S. Food and Drug Administration, access to
Resources used to perform tasks related to the Study,
shall make all requested documents available to them
and shall provide them with any further Information
as may be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement
on the part of Institution or Investigator (or failure by
any Study Personnel to act in accordance with the
terms and conditions of this Agreement), CRO may
terminate this Agreement in accordance with Section
16.1 (a).

4.3 Institution and Investigator shall immediately
notify CRO by telephone, email or fax if a
governmental or regulatory authority, including but
not limited to the State Institute for Drug Control
(Statni ustav pro kontrolu leciv -SUKL), requests to
carry out an inspection of Institution’s facilities, or
does so. Institution and Investigator shall allow
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vyplnéné zdznamy e-CRF nebo CRF vyplyvajici ze
Studie v pfiméfené dobé a v souladu s Protokolem a
veSkerymi Pokyny ke Studii. Poskytovatel a
Zkousejici zarucuji, Ze v§echny zdznamy e-CRF nebo
CRF predlozené CRO jsou pravdivé, uplné a spravné
a Ze pfesné zachycuji vysledky Studie. Poskytovatel a
Zkousejici poskytnou rovnéz CRO kopie vSech Zprav
a veskeré aktualizace, které vyZaduje EK.

3.2 Poskytovatel a ZkousSejici budou plné
spolupracovat s CRO a budou se schizet s jejimi
zéstupci nebo urenou osobou ve vzijemné
vyhovujicich c¢asech podle rozvrhu uvedeného v
Pokynech ke Studii za ucelem monitorovacich
navstév, konzultaci a za tcelem umoZnéni piimé
prohlidky vSech zdznamii souvisejicich se Studif,
véetné zdravotnich soubord Subjekt hodnoceni tak,
jak to CRO pozaduje a pro vesSkeré jiné ucely
souvisejici se Studii, jak CRO uznd za nezbytné.
Zkousejici zajisti, aby vSechen Persondl Studie plné
spolupracoval s CRO, vcetné setkdni s persondlem
CRO nebo ji urené osoby tak, jak je stanoveno
v predchozi véte.

4. AUDITY A
REGULACNICH ORGANU

KONTROLY

4.1 Poskytovatel a ZkouSejici budou plné
spolupracovat pii auditech nebo kontroldch
provadénych ze strany ZADAVATELE nebo CRO
béhem Studie nebo po jejim dokonceni. Poskytovatel
a Zkousejici umozni ZADAVATELI, CRO a statnim
nebo regulaénim organtim, véetné Utadu USA pro
kontrolu potravin a 1€¢i, pfistup ke Zdrojim
uzivanym k plnéni tkoll souvisejicich se Studii, daji
jim k dispozici vSechny poZzadované dokumenty a
poskytnout jim vSechny dal$i poZadované Informace.

4.2 Jestlize audit nebo kontrola regulacnich
organti odhali, Ze Poskytovatel nebo Zkousejici
neplni tuto Smlouvu (nebo Ze kterykoli Persondl
Studie nejednd v souladu sustanovenimi a
podminkami této Smlouvy), mize CRO ukoncit tuto
Smlouvu v souladu s ¢lankem 16.1 (a).

4.3 Poskytovatel a ZkouSejici okamZzit€ uvédomi
CRO telefonem, e-mailem nebo faxem, jakmile
néjaky statni nebo regulacni orgén, zejména Statn{
tistav pro kontrolu 1é¢iv (SUKL) poz4da o kontrolu
objekti  Poskytovatele nebo provede takovou
kontrolu. Poskytovatel a ZkouSejici umoZni
ZADAVATELI a CRO byt pfitomni béhem takové
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SPONSOR and CRO to be present during such
inspection, and shall provide to SPONSOR and CRO
copies of all materials, correspondence, statements,
forms and records that Institution and Investigator
receives, obtains or generates pursuant to or in
connection with any such inspection.
Notwithstanding the right of termination set forth in
Section 4.2 of this Agreement, CRO and SPONSOR
will be provided an opportunity to comment within
ten (10) days after receipt, if practicable, on any such
proposed responses that pertain to the Study and shall
be allowed to participate in any discussions with such
government or regulatory authorities to resolve the
matter.  Institution shall ensure that any
communications it provides related to the inspection
contains no false or misleading information with
respect to the Study, Study Drug or the SPONSOR.

S. FINANCIAL DISCLOSURE

51 During the conduct of the Study and for one
(1) year after its completion or termination pursuant
to Section 16, Investigator shall, and Institution shall
cause the Sub-Investigator(s) if applicable, and Study
Personnel, to execute and update such forms,
disclosures and certifications now or subsequently
required by SPONSOR or any applicable regulatory
bodies related to his/her financial interests in the
SPONSOR and/or the Study Drug.

6. CONFIDENTIAL INFORMATION

6.1 Institution and Investigator agree that any
and all Confidential Information that they receive
from CRO, SPONSOR or otherwise, in
connection with this Agreement shall be received
and maintained by them in strict confidence and
not disclosed to any third party (other than
SPONSOR) during the conduct of the Study and
for fifteen (15) years thereafter. Furthermore,
Institution and Investigator agree to use the
Confidential Information only for the purposes of
this Agreement except as otherwise specifically
provided for herein.

6.2  Institution and Investigator may disclose
Confidential Information only (a) to Study
Personnel, or other employees or staff who
require access thereto for the purposes of this
Agreement provided, however, that prior to
making any such disclosures Institution and/or
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kontroly a poskytnou ZADAVATELI a CRO kopie
vSech materiald, korespondence, vykazi, formulait a
zaznamu, které Poskytovatel a ZkousSejici obdrzi,
ziskaji nebo zpracuji na zdkladé nebo v souvislosti
s takovou kontrolou. Nehled¢ na pravo na ukonceni
stanovené v ¢lanku 4.2 této Smlouvy bude CRO a
ZADAVATELI dina moznost piedlozit pokud
mozno do deseti (10) dni po obdrZeni pfipominky
k veskerym vyjadienim, kterd se tykaji Studie a bude
jim umoZnéno tcastnit se veSkerych jedndni s témito
stitnimi nebo regulacnimi orgidny o feSeni dané
zélezitosti. Poskytovatel zajisti, aby Zadné ze sd¢lent,
kterd poskytne v souvislosti s kontrolou,
neobsahovalo nepravdivé nebo zavadéjici informace
o Studii, Studijnim 1é¢ivu nebo ZADAVATELL

5. FINANCNI INFORMACE

51 Béhem provadéni Studie a jeden (1) rok po
jejim dokonceni nebo ukonceni dle ¢lanku 16 bude
Zkousejici vyhotovovat a aktualizovat a Poskytovatel
zajisti, aby pfipadni Spoluzkousejici a Persondl
Studie vyhotovovali a aktualizovali formulafe,
sdéleni a potvrzeni, kterd ZADAVATEL nebo
veskeré piislusné regulaéni organy nyni vyZaduji
nebo budou vbudoucnu vyzadovat v souvislosti
s finan¢nimi z4jmy Zkousejictho, Spoluzkousejicich a
Persondlu Studie na ZADAVATELI a/nebo na
Studijnim 1éCivu.

6. DUVERNE INFORMACE

6.1 Poskytovatel a ZkousSejici se zavazuji, Ze
pifevezmou a budou uchovavat v pfisné tajnosti
po dobu provadéni Studie a patnéct (15) let poté
veSkeré Duveérné informace, které obdrzi od
CRO, ZADAVATELE nebo jinak v souvislosti
s touto Smlouvou, a nezpfistupni je Zadné tieti
osob¢ (vyjma ZADAVATELE). Poskytovatel a
ZkouSejici se déle zavazuji, Ze budou uZivat
Duvérné informace pouze pro Tucely této
Smlouvy, neni-li v ni vyslovné stanoveno jinak.

6.2  Poskytovatel a ZkouSejici mohou sdélit
Diivérné informace pouze (a) Persondlu Studie
nebo jinym zaméstnanclim nebo persondlu, ktery
74da o pfistup k nim pro ucely této Smlouvy
stim, Ze pred jejich zpfistupnénim pisemné
zavazi takovy Persondl Studie, zaméstnance nebo
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Investigator bind such Study Personnel,
employees or staff in writing to the same
obligations as are contained herein to maintain
Confidential Information in confidence and not
to use such Confidential Information for any
purpose other than in accordance with the terms
of this Agreement, (b) to the appropriate EC
having jurisdiction over the performance of the
Study at Institution and (c) to State Institute for
Drug Control.

6.3 The terms of this Agreement, including but
not limited to the financial terms, are the Confidential
Information of SPONSOR and/or CRO, and shall be
maintained in confidence by Institution and
Investigator in accordance with Section 6.1 above. If,
however, Institution or Investigator is required by
Applicable Law to disclose such Confidential
Information, they may do so without breaching their
obligations under this Section provided, in advance of
disclosure, they promptly notify CRO of the
Confidential Information to be disclosed, the reason
for disclosure, the date of disclosure, they cooperate
with CRO’s and/or SPONSOR’s efforts to seek a
protective order or other similar order or obtain
confidential treatment with respect to such
Confidential Information and thereafter disclose only
the minimum Confidential Information required to be
disclosed in order to comply with such requirement,
and provide a copy of such disclosure to CRO and/or
SPONSOR, as applicable. Such disclosed
Confidential Information shall remain Confidential

Information for all other purposes under this
Agreement.
6.4 Nothing contained herein will in any way

restrict or impair any party’s right to use, disclose, or
otherwise deal with any Confidential Information
which at the time of its receipt:

(a) is generally available in the public
domain or becomes available to the public
through no act of the party receiving said
Confidential Information; or

(b) is independently known by the party
receiving the Confidential Information, prior
to receipt thereof, which said party can
demonstrate by documented proof; or

(©) is lawfully given to the receiving

party by a third party who is not bound by
any obligation to preserve it as confidential;
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persondl stejnymi zdvazky jako ty, které jsou
obsazeny v této Smlouvé ohledné¢ zachovavani
mlcenlivosti o Divérnych informacich a o tom,
Ze nebudou uZivat tyto Duvérné informace
k jinému ucelu neZ v souladu s ustanovenimi této
Smlouvy, (b) piislusné EK, do jejiZ plusobnosti
spadd  provdadéni  Studie  ve  zafizeni
Poskytovatele, a (c¢) Statnimu tstavu pro kontrolu
1é¢iv.

6.3 Ustanoveni této Smlouvy, zejména financni
podminky, tvoii Diveérné informace ZADAVATELE
a/nebo CRO a Poskytovatel a Zkousejici o nich musi
zachovévat mlcenlivost dle ¢lanku 6.1 vysSe. Pokud
vSak Poskytovatel nebo ZkouSejici museji dle
PiisluSnych pravnich predpisi zpiistupnit takové
Dtvérné informace, mohou tak wuclinit, aniZ by
porusili své povinnosti dle tohoto ¢lanku s tim, Ze
budou neprodlené¢ informovat CRO jeSt¢ pred
takovym zpfistupnénim o Duvérnych informacich,
které maji byt zpfistupnény a o divodu a datu
takového zptistupnéni, budou spolupracovat s CRO
a/nebo ZADAVATELEM v jejich tusili o ziskani
ochranného nebo jiného podobného nafizeni nebo o
zajisténi daveérného zachazeni s takovymi Divérnymi
informacemi a poté zpiistupni pouze minimum
Dtvérnych informaci, jejichz zpfistupnéni je
vyzadovdno ke splnéni takového pozadavku, a
poskytnou CRO a/mebo ZADAVATELI kopii
takového zpiistupnéni. Tyto zpiistupnéné Divérné
informace zlstanou pro vSechny ucely dle této
Smlouvy Duvérné informacemi.

6.4 Z4dné ustanoveni obsaZené v této Smlouvé
nijak neomezi nebo nebude na Gjmu pravu kterékoli
strany uzivat, zpfistupniovat nebo jinak zachizet s
jakymikoli Duavérnymi informacemi, které jsou
v dobg jejich pfijeti:

(a) obecné vetejné dostupné nebo které
se stanou vefejné dostupnymi bez jakéhokoli
jednani strany, kterd je obdrzela; nebo

(b) nezdvisle zndmy strané, kterd je
obdrzela, jest¢ pred jejich obdrzenim, coZ
mize dand strana prokdzat na zdkladé
dokumenti; nebo

(©) zdkonnym  zpiisobem  poskytnuty

stran¢, kterd je obdrzela, tfeti osobou, kterd
neni vdzdna Zaddnou povinnosti zachovdvani
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or

(d) is developed by or for Institution
and/or Investigator independently, without
access to, use of, benefit of or reference to
Confidential Information, as evidenced by a
party’s written records or other competent
evidence.

7. RIGHTS TO INFORMATION AND
INVESTIGATIONAL PRODUCT

7.1 All Confidential Information, Information
and Investigational Product(s) provided to Institution
or Investigator for purposes of the Study are and will
remain SPONSOR's property. Institution,
Investigator, (and Study Personnel) shall not acquire
any rights of any kind whatsoever with respect to the
Investigational Product(s) or such Confidential
Information or Information as a result of performance
under this Agreement or otherwise.

7.2 Institution and Investigator shall deliver all
Confidential Information, Information, unused
Investigational Product(s) and clinical specimens to
SPONSOR, CRO or their respective designee(s) in a
timely manner throughout the performance of the
Study, as provided in the Protocol or Study
Instructions, and in no event later than ten (10)
business days after (i) the date of termination of this
Agreement or (ii) the date on which SPONSOR or
CRO otherwise requests delivery of Confidential
Information, unused Investigational Product(s) and
clinical specimens.

7.3 The Confidential Information and Study
Results may be used by SPONSOR in any manner it
deems appropriate to comply with its business
interests, both during, and following termination of,
this Agreement.

8. PUBLICITY

No party to this Agreement shall use the name,
symbols, trademarks and/or image of any other party
hereto, or SPONSOR’s name, symbols, trademarks
and/or image in connection with any publicity,
advertising or promotion in connection with the
Study without the prior written consent of such party
or SPONSOR, as appropriate. Institution agrees that,
in accordance with applicable law, SPONSOR may
make public the amount of funding provided
hereunder for the conduct of the Study and may
identify Institution and Investigator as part of this
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davérnosti takovych informaci; nebo

(d) zpracovany samostatng
Poskytovatelem a/nebo Zkousejicim nebo pro
né¢ bez piistupu nebo pouziti Dtvérnych
informaci, prospéchu z nich nebo odkazu na

né, jak dand strana doloZi pisemnymi
zdznamy nebo pomoci jinych ndlezitych
dikaza.
7. PRA\{O NA INFORMACE A NA
STUDLINI LECIVO
7.1 Vsechny Duvérné informace, Informace a
Studijni 1é¢iva poskytnuté Poskytovateli nebo

Zkousejicimu pro tucely Studie jsou a zistanou
majetkem ZADAVATELE. Poskytovatel, Zkousejici,
(a Persondl Studie) neziskaji v dasledku plnéni dle
této Smlouvy nebo jinak 7Zadnd préva jakéhokoli
druhu ke Studijnim 1éCivim nebo k takovym
Dtvérnym informacim nebo Informacim.

7.2 Poskytovatel a ZkouSejici budou piedavat
vSechny Duvérné informace, Informace,
nespotfebovand Studijni 1é¢iva a klinické vzorky
ZADAVATELI CRO nebo jimi urenym osobam
véas po celou dobu provadéni Studie, podle
ustanoveni Protokolu nebo Pokyni ke Studii, a
v kazdém piipad¢ nejpozd¢ji deset (10) pracovnich
dni (i) po datu ukonceni této Smlouvy nebo (ii) po
jiném datu, kdy ZADAVATEL nebo CRO bude
vyZadovat predani Duvérnych informaci,
nespotiebovaného Studijniho 1é¢iva a klinickych
vzorkl.

7.3 ZADAVATEL muze pouzit Duvérné
informace a vysledky Studie jakymkoli zpiisobem,
ktery povaZzuje za vhodny pro své obchodni zdjmy, a
to jak béhem doby platnosti této Smlouvy, tak i po
jejim ukonceni.

8.  PUBLICITA

Z4dna strana této Smlouvy nepouZije jméno,
symboly, ochranné zndmky a/nebo image jeji jiné
strany nebo jméno, symboly ochranné znamky a/nebo
image ZADAVATELE v souvislosti s jakoukoli
publicitou, reklamou nebo propagaci souvisejici se
Studii bez predchoziho pisemného souhlasu takové
strany nebo ZADAVATELE. Poskytovatel souhlasi
S tim, 7e ZADAVATEL muze v souladu
s pfisluSnymi pravnimi pfedpisy zvefejnit vysi
financovani poskytnutého dle této Smlouvy pro
provadéni Studie a mulze prozradit identitu
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disclosure. Institution represents that it has or shall
obtain the Investigator’s consent to this disclosure.

9. PUBLICATION

9.1 Institution and Investigator agree that the
Study is part of a multicenter Study, and any
publication by Institution or Investigator of the Study
Results shall not be made before the first multicenter
publication by SPONSOR. If there is no multicenter
publication within eighteen (18) months after the
Study has been completed or terminated at all Study
sites, and all data has been received, the Institution
and Investigator shall have the right to publish results
from the Study generated at the Institution under this
Agreement, in accordance with this Section 9.

9.2 Before submission of a manuscript or other
materials for publication or presentation, Institution
and/or Investigator shall provide to SPONSOR a
copy of all such manuscripts and materials, and shall
allow SPONSOR not less than sixty (60) days from
receipt of such manuscripts and materials to review
any manuscript and materials, and not less than thirty
(30) days from receipt of any poster presentation,
abstract or any other written or oral material to
review any poster presentation, abstract or any other
written or oral material, which describes or discloses
the Study Results. If SPONSOR or CRO so requests
in writing, Institution and/or Investigator shall
withhold any publication or presentation for an
additional sixty (60) days.

9.3 At SPONSOR’s request, Institution and/or
Investigator  shall remove all Confidential
Information from any publications or presentations
prior to submitting or presenting any manuscripts and
materials for publication or presentation. In the event
that SPONSOR deems that such removal would not
sufficiently protect its Intellectual Property Rights,
then SPONSOR may require that Institution and/or
Investigator further delay such publication or
presentation for a period of ninety (90) days to allow
SPONSOR to protect its Intellectual Property Rights.

10. INTELLECTUAL PROPERTY

10.1 Any and all Study Results, Confidential
Information and Information, material or assets
relating to the Study Drug, the Protocol or the Study,
including any and all existing or future rights therein
(hereinafter collectively referred to as ‘“Assets”),
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Poskytovatele a ZkouSejictho vrdmci takového
zpiistupnéni. Poskytovatel prohlaSuje, Ze ma nebo

obdrzi souhlas Zkousejiciho s takovym
zptistupnénim.

9. PUBLIKOVANI

9.1 Poskytovatel a ZkouSejici souhlasi s tim, Ze

Studie je soucdsti multicentrické studie a Ze
Poskytovatel nebo Zkousejici nebudou publikovat
vysledky Studie pfed prvni multicentrickou publikaci
vydanou ZADAVATELEM. Nebude-li do osmnacti
(18) mésich po dokonceni Studie nebo po jejim
ukonceni na vSech mistech jejtho provddéni vyddna
multicentrickd publikace a budou-li obdrZeny
vSechny udaje, budou mit Poskytovatel a Zkousejici
pravo publikovat v souladu stimto clankem 9
vysledky Studie dosazené ve Poskytovateli dle této
Smlouvy.

9.2 Poskytovatel a/nebo ZkouSejici poskytnou
ZADAVATELI pted ptedlozenim rukopisu nebo
jinych materidl k publikaci nebo prezentaci kopii
vSech takovych rukopisi a materidld a daji
ZADAVATELI lhitu nejméné Sedesat (60) dni od
obdrzeni takovych rukopisi a materidld k jejich
provéteni a Ihitu nejméné tficet (30) dni od obdrzeni
jakéhokoli plakétu, abstraktu nebo jiného ustniho
nebo pisemného materidlu, ktery popisuje nebo
zvetejniuje vysledky Studie, k jeho provéieni. Pokud
o to ZADAVATEL nebo CRO pisemné poZada,
Poskytovatel a/nebo Zkousejici zdrzi jakoukoli
publikaci nebo prezentaci o dalSich Sedesat (60) dnti.

9.3 Na pozadani ZADAVATELE Poskytovatel
a/nebo  Zkousejici odstrani vSechny Duvérné
informace z veskerych publikaci nebo prezentaci pred
pfedinim nebo predlozenim veskerych rukopisi a
materidld k publikovani nebo prezentaci. Ma-li
ZADAVATEL 1za to, Ze takové odstranéni by
dostatecné¢ neochrdnilo jeho Prava duSevniho
vlastnictvi, maze pozaddat Poskytovatel a/nebo
Zkousejiciho o dalsi odloZeni takové publikace nebo
prezentace o devadesat (90) dni, aby mohl ochranit
sva Prava dusSevniho vlastnictvi.

10. DUSEVNI VLASTNICTVIi

10.1  Veskeré vysledky Studie, Duvérné informace
a Informace, materidly nebo majetek souvisejici se
Studijnim 1éCivem, s Protokolem nebo se Studii,
vCetn¢ veskerych stavajicich nebo budouci prav k
nim (spole¢né¢ dale jen ,Majetek”), at jiz
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whether patentable or not, conceived, developed or
reduced to practice (including all improvements or
modifications) by Institution or Investigator or Study
Personnel, solely or jointly with others as a result of
work performed under this Agreement, shall be, and
remain, at all times the sole and exclusive property of
SPONSOR and SPONSOR shall own, to the widest
extent possible under Applicable Law, any and all
Intellectual Property Rights thereto (subject to the
rights expressly reserved for CRO under Section
10.3). To the extent required for SPONSOR to obtain,
secure and perfect said rights and legal positions
under Applicable Law, the Assets shall automatically
vest in SPONSOR and to the extent required,
Institution and Investigator hereby assign all rights,
title and interests in any and all Assets to SPONSOR,
and shall perform any and all other acts necessary to
assist SPONSOR in obtaining, securing and
perfecting the rights to said Assets. If applicable,
Institution and Investigator shall obligate Study
Personnel to perform any and all acts required to
enable SPONSOR to obtain, secure and perfect said
rights and legal positions, and hereby assign all
rights, title and interests in any and all Assets to
SPONSOR. In the event that SPONSOR, according
to Applicable Law, cannot obtain or secure
ownership of any of said Assets, Institution and
Investigator hereby grant SPONSOR and obligate the
Study Personnel to grant SPONSOR, as applicable,
worldwide, exclusive, unlimited and royalty-free
rights of use, exploitation and utilization and/or
licenses regarding said Assets. Institution and
Investigator warrant by the execution of this
Agreement, that neither they nor any Study Personnel
have entered, and that none of them will enter, into
any contractual agreement or relationship which
would in any way conflict with or compromise
SPONSOR’s proprietary interest in, or rights to, any
Assets existing at the time of the execution of this
Agreement or arising out of or related to its
performance thereunder.

10.2  Institution and Investigator shall promptly
disclose to CRO (who will disclose to SPONSOR), in
writing and in confidence, all Study Results,
Information and in particular all inventions, findings,
discoveries and other creative ideas and
developments  (hereinafter  referred to  as
“Inventions”) conceived or reduced to practice as a
result of performance of the Study. Such disclosure
shall/must be made fully and promptly in writing to
an authorized representative of CRO (who will
disclose to SPONSOR).
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patentovatelny nebo nikoli, ktery je zpracovan,
vyvinut nebo uplatnén v praxi (v€etné vSech
zhodnoceni nebo tprav) ze strany Poskytovatele nebo
Zkousejiciho nebo Persondlu Studie samostatné nebo
spole¢né s jinymi osobami jako vysledek prace
vykonané dle této Smlouvy, je a vzdy zlstane
vyhradnim vlastnictvim ZADAVATELE.
ZADAVATEL bude vco nejSirSim rozsahu
povoleném PiisluSnymi prdvnimi predpisy vlastnit
veSkera Prava duSevniho vlastnictvi k nému (s
vyhradou prav, kterd jsou vyslovné vyhrazena CRO
dle ¢lanku 10.3). V rozsahu potfebném k tomu, aby
ZADAVATEL obdrZel, zajistil a zdokonalil tato
prava a pravni postaveni dle PiisluSnych pravnich
pfedpis, bude Majetek automaticky ndlezet
ZADAVATELI a Poskytovatel a ZkouSejici timto
v pozadovaném rozsahu postupuji ZADAVATELI
vSechna prdva, titul a podil k veskerému Majetku a
podniknou veskeré dalsi kroky poZadované k tomu,
aby pomohli ZADAVATELI obdrzet, zajistit a
zdokonalit prava k tomuto Majetku. Poskytovatel a
Zkousejici zavazi v ptipadé potieby Personal Studie,
aby podnikl veskeré kroky nutné ktomu, aby
ZADAVATEL mohl obdrZet, zajistit a zdokonalit
tato prava a pravni postaveni, a aby timto postoupil
ZADAVATELI vSechna prdva, titul a podil
k veskerému  Majetku. Jestlize @ZADAVATEL
v souladu s PiisluSnymi pravnimi pfedpisy nemtize
ziskat nebo zajistit vlastnictvi kteréhokoli tohoto
Majetku, Poskytovatel a ZkouSejici timto ud¢€luji
ZADAVATELI a zavazou Personél Studie, aby udé¢lil
ZADAVATELI celosvétovd, vyhradni, neomezend a
bezplatna prava uZivat a vyuzit tento Majetek a/nebo
licence k nému. Poskytovatel a ZkouSejici uzavienim
této Smlouvy zarucuji, Ze ani oni, ani Zddny Personal
Studie neuzavieli a Ze nikdo z nich neuzavie Zddnou
smlouvu nebo vztah, ktery by byl jakkoli v rozporu
s majetkovym podilem ZADAVATELE nebo s jeho
pravy na jakykoli Majetek existujici v dob& uzavieni
této Smlouvy nebo vyplyvajictho z jeho plnéni dle
této Smlouvy nebo v souvislosti s ni, nebo ktery by
ohrozil takovy podil nebo prava.

10.2  Poskytovatel a ZkouSejici neprodlené
pisemné zpiistupni CRO (a CRO zpfistupni
ZADAVATELI) vSechny vysledky Studie, Informace
a zejména vSechny vynélezy, zjisténi, objevy a jiné
tviréi ndpady a vysledky vyvoje (déle jen
,»Vyndlezy*) zpracované nebo uplatnéné v praxi jako
dasledek provadéni Studie. Toto zpfistupnéni bude
/musi byt provedeno v plném rozsahu a neprodlené
pisemné opravnénému zistupci CRO  (kterd
zptistupni tyto polozky ZADAVATEL).
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10.3  All parties to this Agreement and SPONSOR
shall retain all right, title and interest in any
Intellectual Property that was owned by such party or
SPONSOR prior to the Effective Date of this
Agreement, as defined below. No license grant or
assignment, express or implied, by estoppel or
otherwise, is intended by, or shall be inferred from,
this Agreement except to the extent necessary for
each party to fulfill its obligations under this

Agreement or otherwise give effect to this
Agreement.

11. DATA PROTECTION & PRIVACY

11.1  Institution and/or Investigator hereby

represent and warrant that they shall obtain all
necessary consents in writing from:

(a) all Subjects as per the informed consent
form; and

(b) the key members of Study Personnel and
Investigator  participating in the Study for
administrative / study management and any other
purpose required by law, so that such Subjects’,
Study Personnel’s and Investigator’s Personal Data
can be Processed by (including transferred to) CRO,
any of its Affiliates, and SPONSOR or any of its
Affiliates and regulatory authorities in each case
within or outside the country where such data
originates.

11.2  Institution and Investigator shall notify CRO
immediately in writing (but in no event later than
three (3) days from the date) of becoming aware of
any Data Security Breach.

11.3  If requested by CRO in order to enable CRO
to comply with any Applicable Law and to Process
any Personal Data, Institution and Investigator will
work with CRO in good faith to address any issue
relating to the Processing of Personal Data.

12 INDEMNIFICATION

12.1  Institution and Investigator shall immediately
notify CRO in writing of any claim of illness or
injury that is claimed to be due to an adverse reaction
to the Study Drug or any of the clinical intervention
or procedures that are provided for or required by the
Protocol to which the Subjects would not have been
exposed but for their participation in the Study.
Failure to so notify CRO shall relieve SPONSOR of
any obligation to indemnify Institution and
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10.3  VSechny  strany této  Smlouvy a
ZADAVATEL si ponechaji vSechna prdva, titul a
podil na veSkerém DuSevnim vlastnictvi, které dand
strana nebo ZADAVATEL vlastnili pfed niZe
stanovenym Dnem ucinnosti této Smlouvy. Touto
Smlouvou neni zamysleno a nelze z ni ani odvozovat
vyslovné nebo implicitni udéleni licence nebo
postoupeni na zdkladé pfedchozi dohody nebo jinak,
s vyjimkou rozsahu potfebného pro kaZdou stranu
k plnéni jejich zdvazki dle této Smlouvy nebo

NS

k jinému zajisténi dcinnosti této Smlouvy.

11. OCHRANA UDAJU A SOUKROMI

11.1  Poskytovatel a/nebo  ZkouSejici timto
prohlasuji a zaru€uji se, Ze obdrZi vSechny potifebné
pisemné souhlasy:

(a) od vSech Subjektd hodnoceni na formulafi
informovaného souhlasu; a

(b) od klicovych clenti Persondl Studie a od
ZkouSejictho  tucastniciho se Studie  pro
administrativni ucely / pro ucely fizeni studie a pro
veskeré jiné zdkonem vyZadované ucely, tak aby
Osobni tdaje Subjektd hodnoceni, Persondlu Studie a
Zkousejictho mohly byt zpracovany ze strany CRO,
kterékoli jeji Spifiznéné osoby a ZADAVATELE
nebo kterékoli jeho Spfiznéné osoby a regulacnich
organtl (a aby jim mohly byt pfevedeny). v kazdém
takovém piipadé¢ vridmci zemé plvodu takovych
udajii nebo mimo ni.

11.2  Jakmile se Poskytovatel a Zkousejici dozvi o
jakémkoli NaruSeni bezpecCnosti udaji, oznami to
okamZité (ale nejpozdéji tii (3) dny od data zjisténi)
pisemné& CRO.

11.3  Pokud o to CRO pozad4, aby mohla dodrZet
Piislusné pravni ptfedpisy a zpracovat Osobni udaje,
Poskytovatel a ZkousSejici s ni budou v dobré vife
spolupracovat na feSeni jakékoli zalezitosti
souvisejici se zpracovanim Osobnich udaju.

12.  ODSKODNENI
12.1  Poskytovatel a ZkouSejici budou okamzité
pisemné¢ informovat CRO o jakémkoli néroku

vyplyvajicim z onemocnéni nebo trazu, ktery je
udajné zplsoben nezddouci reakci na Studijni 1é¢ivo
nebo na kterykoli klinicky z4sah nebo proceduru
stanovenou nebo vyZadovanou Protokolem, které by
Subjekty hodnoceni nebyli vystaveni, nebyt jejich
Gcasti ve Studii. Pokud to nebude CRO takto
ozndmeno, bude ZADAVATEL zproStén veSkeré
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Investigator. Institution and Investigator shall allow
SPONSOR to handle such claim (including, if
applicable, settlement negotiations), and shall
cooperate fully with SPONSOR in its handling of the
claim.

12.2  Subject to Section 12.3 below, any
indemnification of the Institution and Investigator by
SPONSOR shall be through a separate written
agreement (or letter) between Institution, Investigator
and SPONSOR directly. CRO shall act as the
intermediary to coordinate the provision of any such
written agreements or letters of indemnity by
SPONSOR, and shall have no other obligation in
connection therewith. Requests for such letters should
be made in writing to the address below.

Investigator Contracts

PAREXEL International (IRL) Limited
PAREXEL Study number: 266177

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Such requests must include the full legal names and
addresses of all parties who are requested to be
indemnified by SPONSOR.

12.3  Institution and Investigator acknowledge that
SPONSOR has no obligation to indemnify or be
responsible for any loss, claim, cost (including
reasonable attorneys’ fees and expenses) or demand if
and to the extent such losses, claims, costs or
demands arise from any injuries or damages resulting
from Institution’s, Investigator’s or the Study
Personnel’s  negligence,  Institution’s  and/or
Investigator’s breach of this Agreement, failure to
adhere to the Protocol, failure to obtain signed
informed consent forms, failure to follow Applicable
Law, misuse of the Study Drug, unauthorized
warranties, or willful misconduct. This
indemnification obligation is without prejudice to the
precedence of insurance coverage from compulsory
clinical trial insurance.

12.4 Neither CRO nor SPONSOR will be
responsible for, and Institution shall defend,
indemnify and hold CRO, its Affiliates, and

SPONSOR (and their respective directors, officers,
agents and employees) harmless from, any loss,
liability, damage and expense (including reasonable
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povinnosti odSkodnit Poskytovatele a Zkousejiciho.
Poskytovatel a ZkouSejici umozni ZADAVATELI
vyfeSit takovy ndrok (vcetné piipadnych jednani o
narovnani) a budou plné spolupracovat se
ZADAVATELEM pti jeho feseni daného naroku.

12.2 S vyhradou ustanoveni ¢lanku 12.3 niZe plati,
Ze veSkeré odskodnéni Zdravotnického zafizeni a
ZkouSejictho ze strany ZADAVATELE bude
poskytnuto na zdkladé samostatné pisemné dohody
(nebo pisemného prohldseni o odskodnéni) uzaviené
piimo mezi Zdravotnickym zafizenim, ZkousSejicim a
ZADAVATELEM. CRO bude jednat jako
prostfednik pfi koordinaci ustanoveni takové pisemné
dohody nebo prohldseni o odSkodnéni poskytnutého
ZADAVATELEM a nebude mit v souvislosti s tim
74dnou jinou povinnost. Zadosti o takové prohl4seni
se zasilaji pisemné€ na tuto adresu.

Smlouvy zkousejicich

PAREXEL International (IRL) Limited
Cislo studie PAREXEL: 266177

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

Tyto faddosti musi obsahovat tplnou obchodni firmu a
adresy vSech stran, které Z4daji odSkodnéni od
ZADAVATELE.

12.3  Poskytovatel a Zkousejici berou na védomi,
7ze ZADAVATEL neni povinen odskodnit a ani
neodpovida za Zadnou djmu, narok, naklady (véetné
pfiméfenych ndkladi na pravni zastoupeni a vyloh)
nebo pozadavek, jestlize takovd djma, ndroky,
naklady nebo pozadavky vyplyvaji ztrazu nebo
Skody  zptusobené  nedbalosti  Poskytovatele,
Zkousejiciho nebo Persondlu Studie, z poruseni této
Smlouvy ze strany  Poskytovatele  a/nebo
Zkousejiciho, znedodrzeni Protokolu, neobdrzeni
formulaifa  informovaného souhlasu, nedodrZeni
Prislusnych pravnich predpisti, zneuziti Studijniho
1éCiva, zneopravnénych zaruk nebo ztimyslného
protiprdvniho jedndni. Tento zdvazek odSkodnéni
neni na Ujmu pfednostniho pojistného plnéni
z povinného pojisténi klinického hodnoceni.

124 CRO ani ZADAVATEL nenesou zidnou
odpovédnost a Poskytovatel obh4ji, odSkodni a
ochrani CRO, jeji Sptiznéné osoby a ZADAVATELE
(a jejich pfiislusné feditele, vedouci pracovniky,
zastupce a zameéstnance), co se tyce jakékoli Ujmy,
odpovédnosti, Skody a vydaji (véetné pfimétenych
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attorneys’ fees and expenses) resulting from all third
party claims, actions and other proceedings, or
demands arising from, but not limited to any (a)
injuries or damages incurred if they are the result of
or are alleged to be the result of negligence or willful
misconduct on the part of the Institution, Investigator
or Study Personnel; (b) activities contrary to the
Protocol, any Study Instructions, this Agreement, or
Applicable Law; (c) unauthorized warranties made by
the Institution, Investigator or Study Personnel
concerning the Study Drug being tested; (d) case in
which written informed consent was not obtained in
accordance with the Protocol for the Subject involved
in such case; or (e) Institution’s and/or Investigator’s
breach of this Agreement.

12.5 Institution and Investigator shall be liable
under this Agreement for damages resulting from
negligence or willful misconduct in the execution of
the Study.

12.6  CRO shall be liable under this Agreement for
damages resulting from its negligence or willful
misconduct in the execution of its services hereunder.

13. INSURANCE

13.1 The Institution declares that it has valid
and effective civil liability insurance coverage
commensurate with applicable regulations and in
sufficient amounts to cover its liabilities under
this Agreement. The Institution shall be liable for
injuries or damages resulting from its,
Investigator’s or the Study Personnel’s
negligence or willful misconduct during the
execution of this Agreement.

13.2 .- CRO procures that SPONSOR shall, to the
extent required by law and in accordance with
provisions. § 52. 3 point. f) of the Act no. 378/2007,
maintain in full force and effect throughout the
performance of the Study sufficient insurance to
cover damages incurred for injuries suffered by
Subjects as a result of their participation in the Study.
The terms of any insurance or the amount of coverage
shall not relieve SPONSOR of any liabilities under
this Agreement.

14. DEBARMENT

14.1 Institution and Investigator hereby -certify
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ndkladi na pravni zastoupeni a vyloh) vyplyvajici
z narokl jinych tfetich osob, Zalob a jinych fizeni
nebo pozadavkd, které vyplyvaji mimo jiné (a)
z jakychkoli drazi nebo Skody, pokud je zpiisobena
nebo udajné zpisobena nedbalosti nebo Umyslnym
protiprdvnim jednanim Poskytovatele, ZkousSejicitho
nebo Persondlu Studie; (b) z ¢innosti v rozporu s
Protokolem, jakymikoli Pokyny ke Studii, s touto
Smlouvou nebo s Pfislu§nymi pravnimi ptedpisy; (c)
z neopravnénych ziruk danych Poskytovatelem,
ZkouSejicim nebo Persondlem Studie ohledné
testovaného Studijniho 1éCiva; (d) z piipadi, kdy
nebyl obdrZzen vsouladu s Protokolem pisemny
informovany souhlas Subjektu hodnoceni, jehoZ se
tyka takovy piipad, nebo (e) z poruSeni této Smlouvy
Poskytovatelem a/nebo ZkousSejicim.

12.5  Poskytovatel a Zkousejici odpovidaji dle této
Smlouvy za ndhradu Skody zplsobené nedbalosti
nebo imyslnym protiprdvnim jednanim pii provadéni
Studie.

12.6 CRO odpovida dle této Smlouvy za nahradu
Skody zptsobené jeji nedbalosti nebo umyslnym
protipravnim jedndnim pfi poskytovani jejich sluzeb
dle této Smlouvy.

13.  POJISTENI
13.1 Poskytovatel prohlaSuje, Ze md uzavieno
platné a Gc¢inné pojiSténi obcanskopravni

odpovédnosti odpovidajici piisluSnym pravnim
predpisim a na castky dostacujici ke kryti jeho

zdvazkli dle této Smlouvy. Poskytovatel
odpovidd za trazy nebo Skodu vyplyvajici
znedbalosti nebo umyslného protipravniho

jedndni z jeho strany nebo ze strany Zkousejicitho
a Persondlu Studie beéhem plnéni této Smlouvy.

13.2

CRO zajistuje, ze ZADAVATEL bude v zdkonem
vyZzadovaném rozsahu a v souladu s ust. § 52 odst. 3,
pism. f) zdkona ¢. 378/2007 Sb., o Iléivech, v
platném znéni uchovévat v plné platnosti a d¢innosti
béhem provadeéni Studie dostate¢né pojisténi nahrady
Skody za Skodu na zdravi zplsobenou Pacientim
v disledku jejich ucasti ve Studii. Podminky pojistén{
ani vySe pojistného kryti nezprosti ZADAVATELE
Zadnych zavazka dle této Smlouvy.

14. ODEBRANI OPRAVNENI
K PROVADENI KLINICKEHO HODNOCENI

14.1  Poskytovatel a Zkousejici timto potvrzuji, Ze
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that neither Institution, Investigator nor any person u Poskytovatele, ZkousSejictho ani Zddné osoby, které
employed by Institution or Investigator to work on je Poskytovatelem nebo ZkousSejicim zaddna prace na
the Study (including any subcontractor permitted Studii (vCetné veSkerych subdodavatelli povolenych
pursuant to Section 17.2) has ever been: podle ¢lanku 17.2), nikdy nenastala tato situace:

(a) debarred by any relevant authorities,
pursuant to any Applicable Law, including
but not limited to Section 306(a) and (b) of
the US Federal Food, Drug and Cosmetic Act
or disqualified as a clinical investigator under
the provisions of 21 C.F.R. § 312.70;

(b) threatened to be debarred or
excluded; or

() convicted of any of the felonies
identified among the exclusion authorities
listed on the U.S. Department of Health and
Human Services (HHS), Office of Inspector
General website or

(d) listed on any of the following lists as
being suspended, debarred, or excluded, or
otherwise ineligible to participate in Federal
procurement or non-procurement programs:

@) the List of Excluded
Individuals/Entities (LEIE) database
on the HHS Office of Inspector
General website;

(i1) the U.S. General Services
Administration's Excluded Parties
List System (EPSL) (sometimes
referred to as the “GSA Debarment
List”);

(ii1) the U.S. Food and Drug
Administration (FDA) Debarment
List;
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(a) nebylo jim pfisluSnym orginy
odebrdno opravnéni k provadéni klinickych
hodnoceni dle PfisluSnych pravnich predpist,
zejména dle § 306(a) a (b) zdkona USA o
potravindch, 1éCivech a  kosmetickych
prosttedcich, ani nebyla diskvalifikovana
jako klinicky zkousSejici dle 21 C.F.R. §
312.70;

(b) nebyli ohroZeni odebranim opravnéni
nebo vylouenim z provadéni klinickych
hodnocenf; nebo

(c) nebyli odsouzeni za trestné Ciny
uvedené v seznamech ¢intl, za néZ lze odebrat
opravnéni, uvedenych na  webovych
strankach Utadu generalniho inspektora
(Office of Inspector General) Ministerstva
zdravotnictvi USA (Department of Health
and Human Services (HHS)); nebo

(d) nebyli zarazeni na 7adny
z nésledujicich seznamu z divodu
pozastaveni, odebrdni povoleni, vylouceni
nebo jiné nezpUsobilosti kucCasti na
federdlnich programech USA pro zaddvani
vefejnych nebo jinych zakazek:

@) databaze Seznamu
vylou¢enych  fyzickych  a/nebo
pravnickych osob (List of Excluded
Individuals/Entities (LEIE)) na
webovych strankach Utadu
generdlniho inspektora HHS;

(i1) Systém seznamu
vylouc€enych osob VSeobecné sprivy
sluzeb USA (U.S. General Services
Administration's Excluded Parties
List System (EPSL)) (n¢kdy
oznacovany jako ,,Seznam osob, jimZ
bylo odebrano opravnéni, vedeny
GSA* (GSA Debarment List);

(i) Seznam osob, jimZ bylo
odebrdno  opravnéni,  vedenych
Utadem USA pro potraviny a léiva
(FDA)(U.S. Food and Drug
Administration (FDA) Debarment
List);
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@iv) any of the FDA
Disqualified/Restricted/Restrictions/
Removed/Assurance Lists for

Clinical Investigators; or

V) the Administrative Actions
Listing of the Public Health Service.

For purposes of this Section, any of the foregoing
shall be deemed to constitute being “debarred”.

In addition, Institution and Investigator agree that no
debarred person will be employed or otherwise
engaged (including on a contract basis) by Institution
or Investigator to work on the Study. If during the
course of the Study, Institution or Investigator
becomes debarred or disqualified, or learns that any
person connected with the Study is debarred or
disqualified, or that there is a threat of debarment of
any such person, then Institution and Investigator
shall immediately notify SPONSOR and CRO in
writing. CRO may immediately terminate this
Agreement in the event any of the foregoing occurs.

15. PAYMENT TERMS AND CONDITIONS

151 In full consideration for the Services of
Institution, Investigator and Study Personnel rendered
in compliance with the Protocol, CRO agrees to pay the
fees and expenses set forth in Exhibit A, attached
hereto. Such fees and expenses will be paid solely to
the Institution, except as otherwise expressly set forth
in Exhibit A. The parties agree that Exhibit A —
Payment Schedule is part of this Agreement
clarifying the schedule of payments associated with
this Agreement and that the fees and expenses set
forth in Exhibit A represent the fair market value for
the Services provided by Institution and Investigator
and have been agreed upon independently from any
business the Institution and Investigator has made or
may make in relation to the ordering of products or
services of SPONSOR. Payments shall be made in
accordance with the provisions set forth in Exhibit A,
with the last payment being made after Institution and
Investigator complete all of their obligations under
this Agreement and any Exhibits thereto. Payments
include the fees for Study Drug Handling according
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@iv) kterykoli seznamu
diskvalifikovanych klinickych
zkousejicich/klinickych zkousejicich,
jimz bylo ulozeno omezeni/ byli
vyfazeni ze seznamu nebo byli
potvrzeni ve funkci, vedenych FDA
(Disqualified/Restricted/Restrictions/

e

Removed/Assurance Lists for
Clinical Investigators; or

) seznam  spravnich fizeni
Hygienické sluzby USA (Public

Health Service).

Vse vySe uvedené je pro ucely tohoto Clanku
povaZovano za odebrdni oprdvnéni ke klinickym
hodnocenim.

Kromé toho se Poskytovatel a ZkouSejici zavazuji, Ze
nezadaji praci na Studii zddné osobé, které bylo
odebrdano opravnéni, a to ani na zdkladé¢ smlouvy.
Bude-li Poskytovateli nebo ZkouSejicimu odebrano
béhem provadéni Studie opriavnéni nebo budou-li
diskvalifikovani, nebo bude-li jakdkoli takova osoba
ohroZena  odebrdnim oprdvnéni, ozndmi to
Poskytovatel a ZkouSejici okamZit¢ pisemné
ZADAVATELI a CRO. Pokud nastane kterykoli
z téchto piipadd, CRO mulze okamZit€¢ ukoncit tuto
Smlouvu.

15. PLATEBNI PODMINKY

15.1 CRO se zavazuje zaplatit jako plnou tdplatu
za Sluzby Poskytovatele, ZkouSejictho a Persondlu
Studie poskytnuté v souladu s Protokolu poplatky a
vydaje uvedené v Piiloze A této Smlouvy. Tyto
poplatky a vydaje budou uhrazeny pouze Poskytovateli,
neni-li v Pfiloze A vyslovné stanoveno jinak. Strany
souhlasi stim, ze Piiloha A — Platebni rozvrh je
soucasti této Smlouvy, ktera stanovi harmonogram
plateb souvisejicich s touto Smlouvou a Ze poplatky a
vydaje uvedené v Pfiloze A ptedstavuji redlnou trzni
hodnotu SluZeb poskytovanych Poskytovatelem a
Zkousejicim a byly sjedndny nezdvisle na jakékoli
obchodni ¢innosti  souvisejici s objedndvanim
vyrobkii nebo sluzeb ZADAVATELE, kterou
vykondvalo nebo muze vykondvat Poskytovatel a
ZkouSejici. Platby budou hrazeny v souladu
s ustanovenimi v Pfiloze A, pricemZ posledni platba
bude uhrazena poté, co Poskytovatel a Zkousejici
splni vSechny své povinnosti dle této Smlouvy a
jejich Ptiloh. Platby zahrnuji poplatky za zachédzeni se
Studijnim 1é¢ivem dle ¢lanku 2.10 vyse. Poskytovatel
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to Section 2.10 above. Institution and Investigator
shall not seek reimbursement for any medical services
or Investigational Product from any third party payers
if such costs are already covered by payments made
under this Agreement.

15.2  Institution and Investigator shall comply with
all obligations with respect to taxes and social security
contributions, if applicable, which relate to the subject
matter of this Agreement including, without limitation,
those that relate to any payments made hereunder to
Institution, Investigator, Study Personnel or, as the case
may be, those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.3  Institution and Investigator acknowledge and
agree that its, his or her judgment with respect to its,
his or her advice to and care of each Subject is not
and shall not be affected by the compensation
Institution and/or Investigator receive in accordance
with the Study.

15.4  Institution and Investigator hereby consent to
provide the EC of the Institution and the Czech
Republic’s central EC for multicenter clinical trials
with this Agreement in substantiation of the Study
conditions, including funding, according to the
Applicable Law.

15.5 Institution and Investigator agree that
SPONSOR and CRO may disclose the fees and
expenses payable or paid under this Agreement to
any governmental authorities according to Applicable
Law.

16. TERMINATION

16.1 This Agreement will become effective upon
the Effective Date and shall continue in effect for the
full duration of the Study at the Institution according
to the Protocol wunless sooner terminated in
accordance with the provisions of this Section. CRO
may terminate this Agreement immediately upon
written notice to Institution and Investigator for any
reasons, including without limitation, upon any of the
following occurrences:

(a) Institution or Investigator has failed
to cure a breach to this Agreement within
thirty (30) days of receipt of written notice
given by SPONSOR or CRO, as appropriate,
specifying such breach; or

(b) Investigator becomes  personally
unavailable to conduct the Study and a CRO-
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a Zkousejici se nebudou domdhat na tfetich osobach
nahrady za jakékoli zdravotnické sluzby, jestlize takové
ndklady jsou jiz kryty platbami uhrazenymi dle této
Smlouvy.

15.2  Poskytovatel a Zkousejici splni vSechny
piipadné povinnosti tykajici se dani a piispévki na
socidlni zabezpeceni, které se tykaji predmétu této
Smlouvy, zejména ty, které se tykaji veSkerych plateb
uhrazenych dle této Smlouvy Poskytovateli,
Zkousejicimu, Persondlu Studie nebo pfipadné ty, které
se tykaji veSkerych plateb hrazenych Persondlu Studie
Poskytovatelem nebo Zkousejicim.

15.3  Poskytovatel a Zkousejici potvrzuji a souhlasi
s tim, Ze jejich dsudek ohledné¢ porady tykajici se
péce o kazdy Subjekt hodnoceni neni a nebude
ovlivnén odmeénou, kterou Poskytovatel a/nebo
Zkousejici obdrzi v souladu se Studii.

154  Poskytovatel a ZkouSejici timto souhlasi
s tim, aby byla EK Poskytovatele a tdstfedni etické
komisi Ceské republiky pro multicentricka klinickd
hodnoceni poskytnuta v souladu s PfisluSnymi
pravnimi predpisy tato Smlouva jako doklad o
podminkéch Studie, véetn¢ financovani.

15.5  Poskytovatel a Zkousejici souhlasi s tim, Ze
ZADAVATEL a CRO mohou sdélit informace o
poplatcich a vydajich splatnych nebo zaplacenych dle
této Smlouvy vesSkerym statnim organtim v souladu
s PrisluSnymi pravnimi predpisy.

16. UKONCENI

16.1 Tato Smlouva nabude ucinnosti Dnem
ucinnosti a zdstane G¢innd po celou dobu provadéni
Studie v zafizeni Poskytovatele podle Protokolu,
nebude-li ukoncena difve v souladu s ustanovenimi
tohoto Clanku. CRO muZze ukondit tuto Smlouvu
s okamZzitym ucinkem pisemnou vypoveédi predanou
Poskytovateli a Zkousejicimu z jakéhokoli divodu,
zejména pokud nastane kterdkoli z nasledujicich
udélosti:

(a) Poskytovatel nebo Zkousejici
nenapravi poruSeni této Smlouvy do tficeti
(30) dnt po obdrZeni pisemného oznadmeni

ZADAVATELE nebo CRO o takovém
poruseni; nebo
(b) Zkousejici pfestane byt osobné

k dispozici k provadéni Studie a Poskytovatel
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approved replacement has not been identified
by Institution and Investigator; or

() two (2) months after shipment of the
Investigational Product, Investigator has
failed to engage in diligent recruitment
activities that it can be reasonably assumed
by CRO that the agreed number of Subjects
will not be reached in accordance with the
schedule set forth in Exhibit A; or

(d) the authorization and approval to
perform the Study is withdrawn by the
regulatory authority governing Institution; or

(e) the audit or regulatory inspection
identifies a serious breach or lack of
compliance with this Agreement by the

Institution, Investigator and/or  Study
Personnel; or

) for health or safety reasons of the
Subjects; or

(2) if any of the circumstances
permitting termination pursuant to Section
14.1 occur.

16.2 This Agreement may be terminated by
Institution or Investigator, upon sixty (60) days’ prior
written notice to CRO, for a material breach of this
Agreement by CRO if the breach is not cured within
thirty (30) days of notification given by Institution or
Investigator, as appropriate.

16.3  If this Agreement is terminated prematurely
in accordance with Section 16.1 or 16.2, Institution
and Investigator shall/must use its, his or her best
efforts to:

(a) minimize  further costs  while
maintaining good medical care of the
Subjects;

(b) ensure that all Subjects shall
complete the Study according to the Protocol
unless dictated otherwise by Study

Instructions; and

(c) discontinue enrollment of Subjects.

16.4  Should Investigator conclude that continuation
of the Study is no longer medically justifiable, due to
(i) unexpected results, or (ii) the severity or prevalence
of serious adverse events, then he/she will promptly
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a Zkousejici nezajisti ndhradnika schvaleného
CRO:; nebo

() ZkouSejicimu se nepodafi dva (2)
mesice po doddni Studijniho 1é¢iva disledné
se zapojit do ndborovych aktivit, Ze CRO
muize divodné predpoklddat, Ze sjednaného
poctu  Subjekti  hodnoceni uvedeného
v rozpisu v Pfiloze A nebude dosaZeno; nebo

(d) regulaéni  organ, ktery  fidi
Poskytovatel, odebere opravnéni a souhlas
s provddénim Studie; nebo

(e) audit nebo kontrola regulaéniho
orgédnu zjisti hrubé poruseni nebo nedodrzeni
této Smlouvy ze strany Poskytovatele,
Zkousejiciho a/nebo Persondlu Studie; nebo

® zdivodl tykajicich se zdravi a
bezpecnosti Subjekt hodnoceni; nebo

(g) nastane-li jakdkoli udélost, ktera
povoluje ukoncit Smlouvu dle ¢lanku 14.1.

16.2 Tuto Smlouvu muize ukoncit Poskytovatel
nebo Zkousejici pisemnou vypovédi pfedanou Sedesét
(60) dni ptedem CRO z diivodu zdvazného poruseni
této Smlouvy ze strany CRO, neni-li takové poruSeni
napraveno do tficeti (30) dnii po ozndmeni daném
Poskytovatelem nebo Zkousejicim.

16.3 Bude-li tato Smlouva pfedCasné¢ ukoncena
v souladu s ¢lankem 16.1 nebo 16.2, Poskytovatel a
Zkousejici vynalozi/musi vynalozit maximalni dsili
na to, aby

(a) minimalizovali dal$i néklady pfi
soucasném zachovani dobré zdravotni péce o
Subjekty hodnocent;

(b) zajistili, aby vSichni  Subjekty

hodnoceni dokon¢ili Studii podle Protokolu,
neni-li Pokyny ke Studii nafizeno jinak; a

(c) zastavit ndbor Subjektti hodnoceni.

16.4  Dojde-li Zkousejici k zavéru, Ze pokracovani
ve Studii jiz naddle neni z medicinského hlediska
odtivodnéné z divodu (i) neocekdavanych vysledku
nebo (ii) zavaznosti nebo prevalence zdvaZnych
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notify CRO and the EC in writing, and may suspend
treatment of Subjects until such time as CRO (based on
consultations with SPONSOR) and Investigator reach
agreement as to the best course of action.

16.5  Termination of this Agreement by any party
shall not affect the rights and obligations of the parties
accrued prior to the effective date of termination of this
Agreement. Any provision of this Agreement that by
their nature should survive expiration or termination of
this Agreement in order to give proper effect to its
intent, shall survive expiration or termination of this
Agreement.

17. INDEPENDENT CONTRACTOR

17.1 The relationship of Institution and
Investigator to CRO and/or SPONSOR is that of
independent contractor. Institution and Investigator
commit themselves to perform the Services only as
independent contractors and nothing contained herein
shall be construed to be inconsistent with that
relationship or status. Institution, Investigator, and
Study Personnel, shall not be considered employees
or agents of CRO and/or SPONSOR and, as such,
shall not be entitled to any benefits available to
employees of CRO and/or SPONSOR.

17.2  Institution and Investigator shall not retain
any subcontractor to perform any of its obligations
under this Agreement without the prior written
consent of CRO and/or SPONSOR, as applicable.
Any such consent shall not relieve Institution and
Investigator of its obligations hereunder, and
Institution and Investigator shall remain fully liable
for all acts and omissions of any such subcontractor.
CRO shall be permitted to assign in whole or in part
the discharge of obligations it assumed under this
Agreement to any of its Affiliates (or adequately
qualified third party subcontractors), without
releasing CRO from its responsibility for the
appropriate performance of such assigned obligations
towards Institution.

17.3  This Agreement shall not constitute, create or
in any way be interpreted as, a joint venture,
partnership, agency, or business organization of any
kind. Neither Institution, Investigator nor the CRO
shall have any authority to make any statements,
representations or commitments of any kind, or take
any action, which shall be binding on the other party,
without the prior written consent of the other party to
do so.
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nezddoucich pithod, ozndmi to neprodlené¢ pisemné
CRO a EK a miZe pozastavit 1écbu Subjekti
hodnoceni do té doby, dokud CRO (na zdklad¢
konzultaci se ZADAVATELEM) a Zkousejici
nedospéji k dohodé o nejvhodnéjsim dal§sim postupu.

16.5  Ukonceni této Smlouvy kteroukoli stranou se
nedotkne prav a povinnosti stran vzniklych pfede dnem
dcinnosti ukon€eni této Smlouvy. Jakékoli ustanoveni
této Smlouvy, které by mélo v dusledku své povahy
platit i po uplynuti platnosti nebo ukonceni této
Smlouvy, aby zajistilo nalezity ucinek jejimu zaméru,
zistane v platnosti i po uplynuti platnosti nebo
ukonceni této Smlouvy.

17. NEZAVISLY DODAVATEL

17.1  Vztah Poskytovatele a Zkousejictho vici
CRO a/nebo ZADAVATELI je vztahem nezavislého
dodavatele. Poskytovatel a ZkouSejici se zavazuji, Ze
budou poskytovat Sluzby pouze jako nezavisli
dodavatelé a zaddné ustanoveni této Smlouvy se nesmi
vykladat vrozporu stakovym vztahem nebo
ustanovenim. Poskytovatel, ZkouSejici a Personal
Studie nebudou povazovidni za zaméstnance nebo
zastupce CRO a/nebo ZADAVATELE, a tedy
nebudou mit ndrok na Zziddné pozZitky dostupné
zaméstnancim CRO a/nebo ZADAVATELE.

17.2  Poskytovatel a ZkouSejici nesmi bez
ptedchoziho pisemného souhlasu CRO a/nebo
ZADAVATELE subdodavatelsky zadat plnéni svych
povinnosti. Takovy souhlas nezprosti Poskytovatele a
Zkousejiciho jejich povinnosti dle této Smlouvy, a
Poskytovatel a ZkouSejici ziistanou pln€¢ odpovédni
za vSechna jedndni a opomenuti kteréhokoli takového
subdodavatele. CRO je oprdvnéna postoupit zcela
nebo zcasti plnéni povinnosti prevzatych dle této
Smlouvy kterékoli své Spiiznéné osob€ (nebo
nélezité kvalifikovanym nezdvislym
subdodavatelim), coZ ji nezprosti jeji odpovédnosti
za tadné plnéni takovych postoupenych povinnosti
vici Poskytovateli.

17.3  Tato Smlouva nezaklddd, nevytvéii a nebude
ani jinak vyklddana jako spolecny podnik, partnerstvi,
zastoupeni nebo obchodni organizace jakéhokoli
druhu. Poskytovatel, ZkouSejici ani CRO nejsou
opravnéni  vyddvat prohldSeni nebo pfisliby
jakéhokoli druhu nebo podnikat jakékoli kroky, které
by byly zdvazné pro druhou stranu, bez pfedchoziho
pisemného souhlasu druhé strany.
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18. CONTRACTUAL

18.1 Titles or headings to the Sections of this
Agreement are solely for convenience and do not
constitute a substantive part of this Agreement.

18.2  If any provision of this Agreement is held
illegal, invalid or unenforceable by a court of law, the
remainder of this Agreement shall not be affected
thereby.

18.3  Failure to insist upon compliance with any of
the terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any
such terms or conditions, and the same shall remain
at all times in full force and effect.

18.4  Institution and Investigator understand and
agree that, as set forth in Section 2.3, SPONSOR is
an intended third-party beneficiary of this Agreement.

18.5  The respective signatories of the parties to
this Agreement represent and warrant that they have
the authority and ability to enter into the terms,
provisions and conditions of this Agreement on
behalf of their respective parties.

18.6  Neither party shall be responsible for any
default under this Agreement by reason of strikes,
riots, hostilities, wars, fire, acts of terrorism, acts of
God, death of Investigator, or any other cause beyond
its reasonable control.

18.7 This Agreement may not be assigned by
Institution or Investigator without the prior written
consent of CRO.

18.8 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

18.9 This Agreement constitutes the entire
agreement and final understanding of the parties with
respect to the subject matter hereof and supersedes
and terminates all prior and/or contemporaneous
understandings and/or discussions between the
parties, whether written or verbal, express or implied,
relating in any way to the subject matter hereof. This
Agreement may not be altered, amended, modified or
otherwise changed in any way except by a written
agreement, signed by all parties hereto.

18.10 All notices necessary or appropriate to be
given pursuant to this Agreement shall be effective
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18. USTANOVENI O SMLOUVE

18.1 Nazvy clankd této Smlouvy jsou uvadény
pouze pro usnadnéni orientace Vv textu a netvori
hmotnou soucést této Smlouvy.

18.2  Bude-li kterékoli ustanoveni této Smlouvy
povazovano soudem za nezdkonné, neplatné nebo
nevymahatelné, nebude tim dotéen zbytek této
Smlouvy.

18.3  Netrvani na dodrZeni kteréhokoli
z ustanoveni a podminek této Smlouvy nezaklada
pausilni vzdani se takového wustanoveni nebo
podminky, kterd vzdy zlistane platnd a G¢innd.

18.4  Poskytovatel a ZkouSejici jsou srozumeéni a
souhlasi s tim, ze ZADAVATEL je dle ¢lanku 2.3
zamySlenou nezdvislou opravnénou osobou z této
Smlouvy.

18.5  Priislusni signatafi stran této Smlouvy
prohlasuji a zaru€uji se, Ze jsou opravneni a zpusobili
vstoupit do ustanoveni a podminek této Smlouvy
v zastoupeni svych stran.

18.6  Z&dn4 strana neodpovidé za prodleni dle této
Smlouvy zpusobené stavkami, nepokoji,
nepratelskymi akcemi, valkami, poZarem,

Y s

teroristickymi ¢iny, vyS$$i moci, imrtim Zkousejiciho
nebo jinym piipadem mimo jeji pfimeéfeny dosah.

18.7 Tato Smlouva nesmi byt postoupena ze
strany Poskytovatele nebo ZkouSejictho bez
pfedchoziho pisemného souhlasu CRO.

18.8 CRO miZe postoupit tuto Smlouvu kterékoli
své dcefiné spole¢nosti, Spiiznéné osob& nebo tieti
0sobg.

18.9 Tato Smlouva zaklddd uplnou dohodu a
definitivni porozuméni mezi stranami ohledn¢ jejiho
pfedmétu a rusi a nahrazuje vSechna predchozi a/nebo
soubéZnd pisemnd i dstni, vyslovnd i implikovand
ujednani a/nebo diskuse mezi stranami, kterd jakkoli
souvisi sjejim predmétem. Tuto Smlouvu lze
upravovat, dopliovat, modifikovat nebo jinak ménit
pouze pisemnou dohodou podepsanou vSemi stranami
této Smlouvy.

18.10 Vsechna ozndmendi, kterd jsou zapotiebi nebo
vhodnd k pfedani dle této Smlouvy, budou ucinna,
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when delivered to the appropriate party at the address
below:

To SPONSOR:

Halozyme, Inc.

11388 Sorrento Valley Rd.
San Diego, California 92121
USA

Attn.: General Counsel

To CRO:

PAREXEL International (IRL) Limited
PAREXEL Study number: 226177
One Kilmainham Square

Inchicore Road

Kilmainham Dublin 8

Ireland

To Investigator:
]

Fakultni nemocnice Hradec Kralove
Klinika onkologie a radioterapie
Sokolska 581

500 05 Hradec Kralove

Czech Republic

To Institution:

Fakultni nemocnice Hradec Kralove
Pravni odbor

Sokolska 581

500 05 Hradec Kralove

Czech Republic

Attn: Dasa Prokupkova

18.11 Any party may change its address or number
for notice by giving notice in accordance with
Section 18.10 and 18.12.

18.12 Any delivery that is called for under this
Agreement shall be complete when made by personal
delivery, fax, email, registered post, certified post or
courier, in each case with confirmation of
delivery/receipt.

18.13 The parties agree that this Agreement shall be
governed by the laws of the Czech Republic, without
regard to the conflicts of law provisions thereof. In
case a dispute is brought before a court of law, the
courts of the Czech Republic will have non-exclusive
jurisdiction over the litigation.

18.14 This Agreement is executed in both English
and Czech languages. In case of any incoherence,
contradiction or discrepancy between the English and
the Czech versions of this Agreement, the terms of
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budou-li dorucena piislusné strané€ na tuto adresu:

ZADAVATELI:
Halozyme, Inc.

11388 Sorrento Valley Rd.
San Diego, California 92121
USA

k rukam: General Counsel

CRO:

PAREXEL International (IRL) Limited
Cislo studie PAREXEL: 226177

One Kilmainham Square

Inchicore Road

Kilmainham Dublin 8

Irsko

ZKkousejici:

]

Fakultni nemocnice Hradec Kralové
Klinika onkologie a radioterapie
Sokolska 581

500 05 Hradec Kralové

Ceska republika

Poskytovatel:

Fakultni nemocnice Hradec Kralové
Pravni odbor

Sokolska 581

500 05 Hradec Kralové

Ceska republika

k rukdm: Désa Proktuipkova

18.11 Kazda strana miZe zménit svou adresu nebo
¢islo pomoci ozndmeni predaného dle ¢lanku 18.10 a
18.12.

18.12 Doruceni, které je pozadovdno dle této
Smlouvy, bude realizovdno prostifednictvim osobniho
doruCeni, zasldni faxem, e-mailem, doporucenou
nebo potvrzenou postou nebo kuryrem, v kazdém z
téchto piipadi s potvrzenim o doruceni.

18.13 Strany sjedndvaji, Ze se tato Smlouva fidi
pravem Ceské republiky bez zietele na jeho kolizni
ustanoveni. Bude-li n&jaky spor postoupen soudu,
budou mit soudy Ceské republiky vyhradni pravomoc
ohledné takového soudniho fizeni.

18.14 Tato Smlouva je uzaviena v anglickém i
v ¢eském jazyce. V ptipadé jakékoli
nekonzistentnosti, rozporu nebo nesrovnalosti mezi
anglickou a ceskou verzi této Smlouvy plati
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the Czech version will prevail.

18.15 This Agreement is executed in three (3)
counterparts, with one (1) counterpart for the
Institution, one (1) counterpart for the Investigator,
and one (1) counterpart for the CRO. Each
counterpart shall be deemed to be an original, and all
of such counterparts shall together constitute one and
the same Agreement.

18.16 The parties agrees with publication of the
mutually agreed upon redacted form of this
Agreement in the Registry of Agreements based on
Act No. 340/2015 Coll., and further, Institution is
responsible for publication of the mutually agreed
upon redacted form of this Agreement in the Registry
of Agreements in accordance with the applicable
timelines.

18.17 The parties acknowledge that the Study
initiation visit can be performed only after
publication of the mutually agreed upon redacted
final version of this Agreement in the Registry of
Agreements.

226177 Bilingual 20160909 1.0

ustanoveni ¢eské verze.

18.15 Tato Smlouva je uzaviena ve tiech (3)
stejnopisech, z nichZ Poskytovatel, Zkousejici a CRO
obdrzi kazdy po jednom (1) stejnopise. Kazdy
stejnopis se povazuje za origindl a vSechny
dohromady tvoii jednu a tutéZ Smlouvu.

18.16 Smluvni strany souhlasi se zvefejnénim
smlouvy ve vzdjemné dohodnuté a redigované
podobé v registru smluv dle zdkona €. 340/2015 Sb.
Poskytovatel je odpovédny za zvefejnéni této
smlouvy ve vzdjemné dohodnuté a redigované
podobé v registru smlouv v souladu s terminy
stanovenymi pradvnimi pfedpisy.

18.17 Smluvn{ strany berou na védomi, Ze nedojde
"""" navstévé do okamZiku uvefejnéni

kone¢ného znéni vzijemné schvilené redakcné

upravené verze této smlouvy v registru smluv.
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IN WITNESS WHEREOF, the parties hereto NA DUKAZ TOHO strany podepsaly tuto
have set their hands in quadruplicate with the Smlouvu ve &tyfech stejnopisech stim, Ze se
intention that this is a binding agreement as jedna o zdvaznou dohodu v ni stanovenou, kterd
provided herein, effective as of the date of the nabyvd ucinnost k datu uvefejnéni smlouvy
publication of this Agreement in the Registry of v registru smluv (,,Den uc¢innosti‘).

Agreements (“Effective Date”).

1) PAREXEL International (IRL)
Limited:

(Signature of Authorized Official) /
(Podpis opravnéné osoby)

(Typed or Printed Name) / (Jméno Date / Datum
tiskacim nebo natiSténym pismem)

2) Fakultni nemocnice Hradec Kralové

prof. MUDr. Vladimir Palicka, CSc., dr. Date / Datum
h. c.director / reditel

3) I
. |

Date / Datum
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