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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI KLINICKEHO

HODNOCENI

This  Clinical Trial Agreement (the
“Agreement”) is effective as of a date it is
published in the Register of Contracts
according to the Act No. 340/2015 Coll., on
Special Conditions of Effectiveness of
Certain Contracts, Publishing of Contracts
and Register of Contracts (Act on Register of
Contracts) (the “Effective Date”) and is
entered into by and between Astellas
Pharma Europe B.V., located at Sylviusweg
62, 2333 BE Leiden, the Netherlands
(“Sponsor”); INC Research, UK Ltd.,
located at Riverview, The Meadows Business
Park, Station  Approach, Blackwater,
Camberley, Surrey, GU17 9AB, UK (“INC
Research”); and Kromérizska nemocnice
a.s., located at Havlickova 660/69, 767 01
Kromeriz, Czech Republic (“Institution”).
Sponsor, INC Research and Institution are
individually referred to as a “Party” and are
collectively known as the “Parties”.

Tato Smlouva o provedeni klinického hodnoceni
(dale jen ,,Smlouva”) je platna s u¢innosti ode
dne jejiho uvetejnéni v registru smluv ve smyslu
zakona €. 340/2015 Sb.,, o zvlastnich
podminkach  ucCinnosti  nékterych  smluv,
uvefejnovani smluv a o registru smluv (zékon o
registru smluv) (dale jen ,,Datum ucinnosti”) a
je platnd mezi spole¢nosti Astellas Pharma
Europe B.V., se sidlem Sylviusweg 62, 2333
BE Leiden, Nizozemsko (dale jen ,,Zadavatel”);
spole¢nosti INC Research, UK Ltd., se sidlem
Riverview, The Meadows Business Park, Station
Approach, Blackwater, Camberley, Surrey,
GU17 9AB, UK (dale jen ,,INC Research”) a
spolecnosti Kromérizska nemocnice a.s., se
sidlem Havlickova 660/69, 767 01 Kroméiiz,
Ceska republika (dale jen ,Zdravotnické
zafizeni”). Zadavatel, INC Research a
Zdravotnické zafizeni jsou nadale jednotlivé
oznacovany jako ,Strana” a spolecn¢ jako
»otrany”.

RECITALS:

PREAMBULE:

WHEREAS, the purpose of this Agreement
IS so that Institution and its Personnel
(hereinafter defined) can conduct a clinical
trial supported by Sponsor (the “Study”) in
accordance with the protocol # 6294-CL-
0101 entitled “A Phase 2a, Randomized,
Double-blind, Placebo-controlled, Parallel-
group, Proof of Concept Study to Investigate
Efficacy, Safety, Pharmacodynamics and
Pharmacokinetics of ASP6294 in the
Treatment of Female Subjects with Bladder
Pain Syndrome/Interstitial Cystitis” (or as
amended) as provided under separate cover
(the “Protocol”) as related to the compound
ASP6294 (the “Study Drug”); and

VZHLEDEM KTOMU, ZE cilem této
Smlouvy je umoznit Zdravotnickému zafizeni a
jeho Pracovnikiim (definovanym nize) provadét
Klinické hodnoceni podporované Zadavatelem
(dale jen ,Klinické hodnoceni”) v souladu s
protokolem ¢ 6294-CL-0101 s nézvem
“Randomizované, dvojité¢ zaslepené, placebem
kontrolované Kklinické hodnoceni faze 2a s
paralelnimi skupinami, ovétujici koncepci k
prozkoumani ucinnosti, bezpecnosti,
farmakodynamiky a farmakokinetiky ptipravku
ASP6294 v 1é€bé pacientek se syndromem
bolestivého mocového méchyie/intersticialni
cystitidou” (nebo ve znéni dodatk®), popsanym
ve zvlastnim dokumentu (dale jen ,,Protokol”),
ve vztahu k 1é¢ivu ASP6294 (dale jen
,2Hodnocené 1é¢ivo”); a

WHEREAS, an
employee of the Institution, shall serve as the
investigator  primarily  responsible  for
conducting the Study (“Principal

Investigator”); and

VZHLEDEM K TOMU, ZE

zameéstnanec Zdravotnického zafizeni,
bude pulsobit jako zkousejici nesouci hlavni
odpovédnost za provadéni Klinického hodnoceni
(,,Hlavni zkousejici”); a
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WHEREAS, INC Research on behalf of
Sponsor and Principal Investigator shall enter
into a separate clinical trial agreement
concerning the Principal Investigator’s
services and obligations in relation to the
Study (“Investigator Agreement”); and

VZHLEDEM K TOMU, ZE INC Research
jménem Zadavatele a Hlavni zkouSejici uzaviou
zvlastni  smlouvu o provedeni klinického
hodnoceni tykajici se sluzeb a povinnosti
Hlavniho zkousejiciho ve vztahu ke Klinickemu
hodnoceni (,,Smlouva s hlavnim zkouSejicim”);
a

WHEREAS, Sponsor has entered into a
separate agreement with PPD Development,
LP (“CRO”) so that CRO may, acting as an
independent contractor under the authority of
Sponsor, manage, monitor and coordinate the
conduct of the Study on Sponsor’s behalf; and

VZHLEDEM K TOMU, ZE Zadavatel uzaviel
zvlastni smlouvu s PPD Development, LP
(,,CRO") tak, aby CRO, jednajici jako nezavisly
smluvni partner zmocnény Zadavatelem, mohla
fidit, monitorovat a koordinovat provadéni
tohoto  Klinického  hodnoceni  jménem
Zadavatele; a

WHEREAS, Sponsor has also entered into a
separate agreement with INC Research so that
INC Research may, acting as an independent
contractor under the authority of Sponsor,
handle the site contracting for the Study,
execute this Agreement and make payments
on Sponsor’s behalf; and

VZHLEDEM K TOMU, ZE Zadavatel uzaviel
take zvlastni smlouvu s INC Research, takze INC
Research jednajici jako nezavisly smluvni partner
zmocnény Zadavatelem muize nakladat s
pracovisttm smluvné vazanym ke Klinickému
hodnoceni, plnit tuto Smlouvu a provadét platby
jménem Zadavatele; a

WHEREAS, “You” and “Your” shall
collectively refer to Institution and Principal
Investigator.

VZHLEDEM K TOMU, ZE terminy ,Vy” a
»,Vase” se souhrnné vztahuji ke Zdravotnickému
zafizeni a Hlavnimu zkousejicimu.

NOW, THEREFORE, in consideration of the
mutual covenants contained herein, the Parties
hereby agree as follows:

S OHLEDEM na vzajemne zavazky obsazené v
této Smlouve se Strany dohodly na nasledujicim:

1. Conduct of the Study. You shall
conduct, and shall cause your
directors,  officers,  employees,

consultants, contractors, affiliates,
subcontractors, agents, Study co-
investigators, or any other entities or
third parties who perform services in
connection  with  the  Study
(collectively, “Personnel”)  to
conduct the Study in accordance
with the terms of this Agreement to
the same extent as You. You shall
conduct the Study in accordance
with the Protocol. To the extent the
terms of this Agreement conflict
with the Protocol this Agreement
shall control. Further, You shall, and
shall cause Your Personnel to,
perform services related to the Study

Provadéni _Klinického hodnoceni. Budete
provadét  Klinické  hodnoceni v souladu
s podminkami této Smlouvy a rovnéz zajistite
provadéni Klinického hodnoceni v souladu
s podminkami této Smlouvy ve stejném rozsahu
jako Vy ze strany VaSich fediteli, vedoucich
pracovnikd, zameéstnancu, konzultantu,
smluvnich partnerti, pfidruzenych spolecnosti,
subdodavatelt,, zastupct, spoluzkou$ejicich a
dalSich subjekti nebo tietich osob poskytujicich
sluzby v souvislosti s Klinickym hodnocenim
(souhrnné ,,Pracovnici”). Klinické hodnoceni
budete provadét v souladu s Protokolem. Pokud
budou podminky této Smlouvy v rozporu s
Protokolem, plati ustanoveni této Smlouvy. Déle
budete poskytovat sluzby tykajici se Klinického
hodnoceni a plnit ostatni povinnosti podle této
Smlouvy a zajistite rovnéz poskytovani téchto
sluzeb a plnéni téchto povinnosti ze strany
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and all other obligations pursuant to
this Agreement in accordance with
all applicable rules, laws and
regulations, including the terms of
the applicable institutional review
board (“IRB”) or ethics committee
(“EC™). Institution shall be liable for
the performance of its Personnel
with the exception of performance of
Principal Investigator.

Vasich  Pracovniki v souladu s platnymi
pravidly, zdkony a nafizenimi, v€etné¢ podminek
a pozadavkl stanovenych piislusnou
institucionalni hodnotici komisi (,,IRB”) (tj.
obdobou lokalni nezavisle etické komise) nebo
etickou komisi (,EK”). Zdravotnické zatizeni
bude odpovédné za vykon svych Pracovniki
s vyjimkou vykonu Hlavniho zkouSejiciho.

Approvals/Informed Consent.

Schvaleni/Informovany souhlas.

Prior to the commencement of the
Study, or if appropriate because of
modifications during the Study,
CRO shall ensure that: (i) the
Protocol (or any amendments
thereto); (ii) the Study subject
informed consent document in
compliance with all applicable
national and local laws (“ICF”); and
(iii) if applicable, a written
authorization to use and disclose
subjects’ personal information in
accordance with all applicable laws,
rules and regulations (the “Personal
Information Authorization”), have
each (the Protocol, the ICF and the
Personal Information Authorization)
been approved by a) the Sponsor or
its respective designee; and b) the
IRB or EC, with such IRB or EC
approval being provided by CRO to
Institution. The ICF and the Personal
Information  Authorization  may
collectively be referred to as
“Authorization Documents”.
Institution or Principal Investigator
(as appropriate) shall obtain from
each Study subject (or his/her duly
authorized representative) at the
time of enrolment in the Study
signed Authorization Documents in
the forms approved in accordance
with the foregoing.

Pied zahajenim Klinického hodnoceni nebo,
pokud je to vhodné z divodu zmén, béhem
Klinického hodnoceni CRO zajisti schvaleni (i)
Protokolu (pfipadné jeho zmén a dodatki); (i1)
formuldfe informovaného souhlasu subjektu
Klinického hodnoceni v souladu s pfislusSnymi
narodnimi a loké&lnimi z&kony (,,1S”); a (iii)
v ptipadé¢ potteby pisemného souhlasu s
pouzitim a zvefejnénim osobnich informaci
subjektu v souladu s platnymi zakony, pravidly a
nafizenimi (,,Souhlas s pouZitim osobnich
udaji”) a) Zadavatelem nebo jeho povéfenym
zastupcem a b) komisi IRB nebo etickou komisi
EK, a ptedlozeni schvaleni IRB nebo EK
zajisténé smluvni vyzkumnou organizaci CRO a
piedlozenou Zdravotnickému zafizeni.
Informovany souhlas a Souhlas s pouzitim
osobnich udajii mohou byt souhrnné oznacovany
jako »Schvalovaci dokumentace”.
Zdravotnické zatizeni nebo Hlavni zkouSejici
(dle situace) ziskd od kazdého subjektu
Klinického hodnoceni (nebo jeho fadné
zplnomocnéného zastupce) v okamziku jeho
zafazeni do Klinického hodnoceni podepsanou
Schvalovaci  dokumentaci na formulafich
schvéalenych v souladu s vySe uvedenym.

3.

Monitoring and Access.

Monitorovani a pristup.

3.1

Sponsor, CRO, or their designees

Zadavatel, CRO nebo jejich povéfeni zastupci a
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and applicable regulatory
authorities, to the extent permitted
by law, during regular business
hours and upon reasonable advance
notice may (i) audit, examine and
inspect Institution’s facilities
affected by performance of the
Study; and (ii) subject to applicable
Study subject confidentiality
considerations, inspect and copy all
data and work products relating to
the Study. You agree to fully
cooperate  with  CRO’s  and
Sponsor’s  monitoring procedures
and to maintain all necessary Study
subject information in the extent
specified in this Agreement and/or in
the extent according to the purpose
thereof. You shall provide prompt
written notice to CRO, and CRO
will inform Sponsor in the event that
You are the subject of an inspection
by a governmental agency in
connection with the Study.

prislusné kontrolni organy jsou opravnéni,
V mife umoznéné zakonem, v ramci bézné
pracovni doby a na zékladé¢ piredchoziho
upozornéni (i) provést audit, provérku a
prohlidku prostor a zatizeni Zdravotnického
zatizeni  dotéenych provadénim  Klinického
hodnoceni; a (ii) provéiit veSkeré udaje a
pracovni vystupy tykajici se Klinického
hodnoceni a poftidit jejich kopie pfi zachovani
divérnosti ve vztahu k subjektim Klinického
hodnoceni. Souhlasite stim, ze budete plné
podporovat monitorovaci postupy Zadavatele a
CRO a povedete veSkeré nutné zaznamy o
subjektech  Klinického hodnoceni v rozsahu
uvedeném v této smlouvé a/nebo v rozsahu
odpovidajicim ucelu této smlouvy. V piipadé, ze
se stanete predmétem inspekce organu statni
spravy v souvislosti s Klinickym hodnocenim,
oznamite to neprodlené pisemné CRO a ten bude
informovat Zadavatele.

Records and Reports.

Zaznamy a zpravy.

Records and CRFs. You shall
maintain ~ complete,  accurately
written records, accounts, notes, and
reports relating to the Study.
Principal Investigator shall submit
case report forms for each Study
subject whether electronically or on
paper (“CRFs”) in a timely manner
as instructed by the CRO. You shall
also provide copies of all reports
relating to the Study provided to the
IRB or EC, as applicable, and to
regulatory bodies.

Zaznamy subjektu hodnoceni (CRF) a jiné
zdznamy. Povedete uplné a pfesné zaznamy,
ucty, poznamky a zpravy tykajici se Klinického
hodnoceni. Hlavni zkouSejici bude vcas
predkladat zdznamy subjektu hodnoceni ohledné
kazdého subjektu  Klinického  hodnoceni
Vv elektronické nebo papirové podobé (formulaf
,»CRF”) podle pokyni CRO. Rovnéz predlozite
kopie vSech zprav tykajicich se Klinického
hodnoceni a ptfedkladanych IRB nebo EK, dle
situace, a kontrolnim organiim.

4.2.

Adverse Events. You shall report
and track all adverse events (“AEs”)
(as such term is defined in the
Protocol) in compliance with the
Protocol and all applicable rules,
laws and regulations. Principal
Investigator shall update all AEs,
including any serious or expedited

Nezadouci ptihody. Budete hlasit a sledovat
veSkeré nezadouci ptihody (,,AE”) (tak, jak je
tento termin definovan v Protokolu) v souladu
s Protokolem a s platnymi pravidly, zakony a
nafizenimi. Hlavni zkouSejici bude aktualizovat
vesker¢ AE, vcetné¢ hlaSeni zavaznych
nezadoucich ptihod nebo dalsich bezpecnostnich
hlaSeni.
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safety reports.

4.3.

Record Retention. Institution shall
retain all data generated in the
course of the Study for the longer of
(i) two (2) years after the last
marketing authorization for the
Study Drug has been approved or
research with respect to the Study
Drug has been discontinued, or (ii)
such longer period as required by
applicable regulatory requirements
(the “Retention Period”). Upon
completion of the Retention Period,
Institution will forward such data
and records to Sponsor, or, upon
Sponsor’s request, Institution will
destroy such data and records and
send proof of destruction to Sponsor.
In the event Sponsor requires
Institution to retain the data and
records beyond the Retention Period,
Institution and  Sponsor  will
determine whether Institution will (i)
forward such data and records to
Sponsor or its designee, or (ii) retain
such data and records, and such
additional retention shall be at
Sponsor’s reasonable expense. This
Section 4.3 (Record Retention) shall
survive the termination or expiration
of this Agreement.

Uchovavani zaznamu. Zdravotnické zafizeni
bude uchovavat veSkeré informace generované
béhem Klinického hodnoceni po dobu delsi nez
(i) dva (2) roky po posledni autorizaci
k marketingu, kdy 1é¢ivo v Klinickém hodnoceni
bylo schvaleno nebo kdy byl vyzkum 1é¢iva
v Klinické studii pferusen, nebo (ii) po tak
dlouhou dobu, jak je to vyZzadovano pravnimi
predpisy (d&le jen ,Obdobi uchovavani
zaznamu”). Po uplynuti obdobi uchovavani
zaznamu Zdravotnické zafizeni pieda tato data a
zaznamy Zadavateli nebo na jeho Zadost
Zdravotnické zafizeni takova data a zdznamy
zni¢i a doklad o likvidaci zaSle Zadavateli.
V ptipadé¢, ze Zadavatel bude po Zdravotnickém
zatizeni pozadovat uchovani zaznamtu po dobu
delsi, nez je Obdobi uchovavani zdznami, mize
Zdravotnické zatizeni a Zadavatel rozhodnout o
tom, zda Zdravotnické zafizeni (i) zasle takova
data a zaznamy Zadavateli nebo jeho
povéifenému zastupci, nebo (ii) takova data a
zdznamy uchova, pficemz takové dodatecné
uchovavani se bude provadét na ucet Zadavatele
v piiméfené vysi. Cast 4.3 plati i po ukonéeni
nebo uplynuti platnosti této Smlouvy.

Term and Termination.

Doba platnosti a ukonéeni platnosti.

Term. This Agreement shall be
effective as of the Effective Date
until the completion of the Study,
unless it is earlier terminated in
accordance herewith.

Doba platnosti. Tato Smlouva nabude u¢innosti
Datem ucCinnosti a zustane v platnosti do
ukonc¢eni Klinického hodnoceni, pokud nebude
ukonéena  predCasné¢  vsouladu s touto
Smlouvou.

5.2.

Termination by Sponsor. Sponsor
may terminate this Agreement:

Ukondéeni ze strany Zadavatele. Zadavatel muze
ukondit tuto Smlouvu:

5.2.1.

upon thirty (30) days written notice
to Institution for any reason; or

na zakladé¢ pisemné vypovedi predlozené
Zdravotnickému zatizeni z jakéhokoli divodu
s vypovédni lhiitou tficet (30) dni; nebo

5.2.2.

immediately upon written notice to
Institution, if any of the following
conditions occur:

na zdklad¢ pisemné vypovédi predlozené
Zdravotnickému zafizeni s okamzitou platnosti
v piipadé¢, Ze nastane néktera z nasledujicich
okolnosti:

Page 5 of 33
CZE_2 Party_Inst (PI agr required)_Template_Bilingual_20150ct14 _INC



TMIKULKA
Highlight


Astellas: 6294-CL-0101

Krométizska nemocnice a.s.

20170ct02

5.2.2.1.

if the authorization and approval to
perform the Study is withdrawn by
any regulatory agency or the
cessation of the Study is a
requirement of the applicable IRB or
EC,

pokud kontrolni orgdn vezme zpét sviij souhlas
s provadénim Klinického hodnoceni nebo pokud
IRB nebo EK, dle situace, pozaduje ukonceni
Klinického hodnoceni;

5.2.2.2.

if animal, human or toxicological
test results, or the emergence of any
AE, in the opinion of Sponsor,
support termination of the Study;

pokud jsou vysledky testli na zviratech, testti na
lidech nebo toxikologickych testi nebo vyskyt
AE dle nazoru Zadavatele divodem pro
ukonceni Klinického hodnoceni;

5.2.2.3.

if Principal Investigator, Institution
or Personnel fail to comply with the
terms of the Protocol, or applicable
laws, or otherwise breaches a
material term of this Agreement.

pokud Hlavni zkousejici, Zdravotnické zafizeni
nebo Pracovnici nedodrzi poZadavky Protokolu
nebo pfisluSnych zakoni nebo jinak porusi
podstatnou podminku této Smlouvy.

5.3.

Your Obligations upon Termination

Vase povinnosti pfi ukonéeni nebo uplynuti

or_Expiration. In the event of any
termination or expiration of this
Agreement and in addition to any
obligations otherwise included in
this Agreement, Institution shall: (i)
promptly return to CRO or its
designee any unused materials
related hereto, including, but not
limited to, Equipment (hereinafter
defined) and the Study Drug; (ii)
within thirty (30) days following
such termination or expiration,
provide CRO with all Study data,
CRFs and other Confidential
Information (hereinafter defined)
created, received or otherwise
acquired as a result of this
Agreement not already delivered to
CRO or its designee and all related
queries, regardless of whether
complete  or not; and (iii)
immediately upon notice of such
termination cease enrolling subjects
in the Study.

platnosti. V ptipad¢ ukonéeni nebo uplynuti
platnosti této Smlouvy vedle ostatnich
povinnosti  uvedenych  vtéto  Smlouvé
Zdravotnické zatizeni: (i) neprodlené vrati CRO
nebo jejimu povéfenému zastupci veSkeré
souvisejici nepouZzité materidly, mimo jiné
Vybaveni (jak je definovano nize) a Hodnocené
1é¢ivo; (i1) do tficeti (30) dnli od ukonceni nebo
uplynuti platnosti poskytne CRO veskeré Udaje
tykajici se Klinického hodnoceni, formulare
CRF a dalsi Davérné informace (jak jsou
definovany nize) sestavené, piijaté nebo jinak
ziskané na zakladé¢ této Smlouvy, které dosud
nebyly pifedany CRO nebo jejimu povétenému
zastupci, a veskeré souvisejici dotazy ohledné
spornych bodid bez ohledu na to, zda byly ¢i
nebyly vyfeSeny; a (iii) okamzit¢ po oznadmeni
ukonceni piestane zarazovat subjekty do
Klinického hodnoceni.

5.4.

Obligations upon Termination. In
the event that this Agreement is
terminated, INC Research, on behalf
of Sponsor, will be responsible for
compensating Institution for actual
services performed in accordance

Povinnosti ptfi ukonceni platnosti. V pfipad¢, ze
dojde k ukonceni platnosti této Smlouvy, bude
INC Research jménem Zadavatele povinna
poskytnout Zdravotnickému zafizeni ndhradu za
skutecné  sluzby  poskytnuté v souladu
s podminkami této Smlouvy a s Rozpisem plateb
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with the terms of this Agreement
and the Payment  Schedule
(hereinafter defined) and reasonable
non-cancellable expenses incurred
prior to notice of termination if such
expenses were required under the
Protocol, contemplated in the
Payment Schedule and otherwise
incurred in accordance with the
terms of this Agreement.

(definovanym nize) a piimeiené nezrusitelné
vydaje vynalozené pied podanim vypovédi,
pokud byly tyto vydaje nutné podle Protokolu,
pfedpoklddané v Rozpisu plateb a jinak
vynaloZzené vsouladu spodminkami  této
Smiouvy.

Compensation.

Odména.

Payment. In consideration for Your
performance  pursuant to this
Agreement, INC Research, on behalf
of Sponsor, shall pay Institution for
actual services performed as stated
in the detailed Study budget attached
hereto as Exhibit A (“Payment
Schedule”). CRO reserves the right
to suspend enrolment of subjects in
the Study immediately upon notice
to Institution at any time. Payment
to Institution hereunder will be
contingent on CRO’s receipt and
reasonable acceptance of completed
CRFs. All payments shall be payable
to the Institution.

Platba. Vyménou za Vase plnéni podle této
Smlouvy zaplati INC Research jménem
Zadavatele Zdravotnickému zatizeni odménu za
skutecné poskytnuté sluzby tak, jak je uvedeno
V podrobném rozpoctu Klinického hodnoceni,
ktery tvofi piilohu A této Smlouvy (,,Rozpis
plateb”). CRO si vyhrazuje pravo kdykoli
pozastavit zafazovani subjektd do Klinickeho
hodnoceni, jakmile to oznami Zdravotnickému
zafizeni. Platba podle této Smlouvy bude
vyplacena Zdravotnickému zafizeni pouze
v ptipad¢, Zze CRO obdrzi a pfiméfené¢ schvali
vyplnéné formulate CRF. Veskeré castky jsou
splatné Zdravotnickému zatizeni.

6.1.1.

Institution acknowledges  that
Principal Investigator is entering
into an Investigator Agreement
which will include compensation for
the services provided by Principal
Investigator in connection with the
Study. Such compensation is
intended to be the sole compensation
payable to Principal Investigator in
connection with the Study. No
portion of the payments made to
Institution under this Agreement
shall be paid to Principal
Investigator as compensation for
Principal Investigator’s services in
connection with the Study.

Zdravotnické zafizeni bere na védomi, Ze Hlavni
zkousejici vstupuje do smlouvy, jejiz soucasti
bude kompenzace za sluzby poskytované
Hlavnim zkouSejicim v souvislosti s danym
Klinickym hodnocenim. Takovd kompenzace
bude jedinou kompenzaci splathou Hlavnimu
zkousejicimu v souvislosti s Klinickym
hodnocenim. Hlavnimu zkouSejicimu nesmi byt
vyplacena z4dnd Cast platby provedené
Zdravotnickému zafizeni v ramci této Smlouvy
jakozto kompenzace za sluzby Hlavniho
zkousejiciho ve spojitosti stimto Klinickym
hodnocenim.

6.2.

Final _Invoice. Institution shall
provide a final invoice to INC
Research no later than six (6)

Konecna faktura. Zdravotnické zatizeni predlozi
INC Research kone¢nou fakturu nejpozdéji do
Sesti (6) mésicti od data, kdy posledni subjekt
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months following the date the last
subject completes the Study at the
Institution and all CRO queries to
Institution and/or Principal
Investigator are resolved. Sponsor
and/or INC Research shall not be
responsible  for making any
payments if Institution does not
provide a final invoice within such
six (6) month period; INC Research
is obliged to inform Institution in
writing about fulfilment of all
conditions for issuance of invoice.
Until this information is provided,
the period for issuance of final
invoice does not begin.

dokon¢i Klinické hodnoceni ve Zdravotnickém
zafizeni a budou vyfeSeny veskeré dotazy CRO
ohledn¢ spornych bodi piedlozené
Zdravotnickému  zafizeni a/nebo Hlavnimu
zkouSejicimu. Zadavatel a/nebo INC Research
nebude povinna provést platbu, pokud
Zdravotnické zafizeni nepiedlozi konecnou
fakturu v uvedené lhuté Sesti (6) mésict; INC
Research je v8ak povinno pisemné sdélit
Zdravotnickému zafizeni informaci o splnéni
vSech podminek pro vystaveni faktury. Do doby
oznameni této skuteCnosti nebézi lhita pro
vystaveni kone¢né faktury.

6.3.

Submission of Claims. You shall not
submit or cause to be submitted any
claim for reimbursement to a Study
subject, health insurance company or
third party payer for services,
products or expenses that are paid
for or provided by Sponsor, INC
Research, CRO or their designees in
connection with this Agreement.

Uplatnéni naroku. Neptedlozite zadny nérok, ani
nedate podnét k predlozeni naroku, subjektu
Klinického hodnoceni, zdravotni pojistovné
nebo nezavislému platci tykajici se nahrady za
sluzby, produkty nebo néklady hrazené nebo
poskytované Zadavatelem, INC Research nebo
jejich povéfenym zastupcem v souvislosti s touto
Smlouvou.

6.4.

Fair Market Value. The Parties
acknowledge and agree that the
compensation herein represents the
fair market value for the Study, and
has not been determined in a manner
that takes into account the volume or
value of any business otherwise
generated between the Parties.

Odhadovand trzni hodnota. Smluvni strany
berou na védomi a souhlasi, ze zde uvedené
kompenzace piedstavuji poctivou trzni hodnotu
Klinického hodnoceni a Ze tato hodnota byla
stanovena s ohledem na objem a hodnotu
obchodni ¢innosti pouze mezi smluvnimi
stranami.

Study Drug.

Hodnocené 1é¢ivo.

You agree that the Study Drug shall
be used solely to conduct the Study
in accordance with the Protocol.
Study Drug will be provided by
Sponsor.

Souhlasite stim, ze Hodnocené 1é¢ivo bude
pouzito vyhradné¢ K provadéni Klinického
hodnoceni v souladu s Protokolem. Hodnocené
1é¢ivo poskytne Zadavatel.

Equipment.

Vybaveni.

Sponsor, CRO or their designee may
provide certain equipment to You, a
description of which shall be
attached hereto as Exhibit B, if
necessary, (collectively, the
“Equipment”) solely for use in

Zadavatel, CRO nebo jejich povéfeny zastupce
Vam mohou poskytnout wurcité zafizeni a
vybaveni, jehoZ popis bude v ptipad¢ potieby
tvofit pifilohu B této Smlouvy (souhrnné
»,Vybaveni”), které bude uréeno vyhradné k
pouziti pii provadéni Klinického hodnoceni.
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performance of the Study. Title and
ownership to the Equipment
provided for use in performing the
Study shall be retained by Sponsor,

CRO or their designee if such
designee IS supplying the
Equipment, and Institution /

Principal Investigator shall return
the Equipment to Sponsor, CRO or
their designee upon the earliest to
occur of CRQO’s request, termination,
or expiration of this Agreement. As
related to the Equipment, neither
Sponsor nor CRO shall be
responsible for any costs, expenses
or liabilities resulting from the
negligence, willful misconduct or
improper use of such Equipment by
You or Personnel. ALL
EQUIPMENT IS PROVIDED “AS-
IS AND CRO AND SPONSOR
MAKE NO REPRESENTATION
OR WARANTY AS TO THE
EQUIPMENT WHETHER
EXPRESSED OR IMPLIED.

Vlastnictvi Vybaveni poskytnutého za ucelem
provadéni Klinického hodnoceni si ponecha
Zadavatel, CRO nebo povéieny zastupce, pokud
poskytuje dané Vybaveni, a Zdravotnické
zatizeni / Hlavni zkouSejici co nejdiive vrati
Vybaveni Zadavateli, CRO nebo jejich
povéfenému zastupci na zakladé¢ zadosti CRO
nebo pfi ukonceni nebo uplynuti platnosti této
Smlouvy, podle toho, co nastane diiv. Pokud jde
0 Vybaveni, Zadavatel ani CRO nebudou
povinni uhradit naklady, vydaje nebo zavazky
plynouci z nedbalosti, svévolného chovani nebo
nevhodného pouziti tohoto Vybaveni Vami nebo
Pracovniky. VESKERE VYBAVENI JE
POSKYTOVANO VE STAVAIJICIM STAVU,
TAK, JAK JE, A CRO ANI ZADAVATEL
NECINI ZADNA  PROHLASENI  ANI
NEPOSKYTUJI ZADNE ZARUKY,
VYSLOVNE  ANI KONKLUDENTNI,
OHLEDNE VYBAVENT.

Confidential Information.

Duvérné informace.

Confidential Information. All
information provided to You or
created by You pursuant to this
Agreement, including, but not
limited to, the Protocol, the
investigator’s  brochure, and all
materials, data and reports generated
in connection with the Study,
including, but not limited to, Study
data and CRFs (collectively
“Confidential Information”), is
confidential. Confidential
Information is the sole and exclusive
property of Sponsor.
Notwithstanding  the  foregoing,
Institution shall retain ownership to
Study subject medical records.

Diavérné informace. VeSkeré informace, které
Vam budou poskytnuty nebo je vytvofite na
zéklad¢ této Smlouvy, mimo jiné¢ Protokol,
soubor informaci pro zkouSejiciho a veSkeré
materialy, data a zpravy generovane
v souvislosti s Klinickym hodnocenim, mimo
jiné Gdaje tykajici se Klinického hodnoceni a
formulafe CRF (souhrnné ,,Duveérné
informace”) piedstavuji davérné informace.
Duvérné informace jsou vyhradnim vlastnictvim
Zadavatele. Nehled¢ na vySe uvedené,
Zdravotnické zafizeni zistava vlastnikem
zdravotnich zdznamu subjekti  Klinického
hodnoceni.

9.2.

Your Confidentiality Obligations.

Vase povinnost zachovani divérnosti. Souhlasite

You agree to hold such Confidential
Information in confidence and shall

stim, ze zachovate duavérnost Duvérnych
informaci a nesd¢lite je tfeti osobé ani je
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not disclose Confidential
Information to any third party or use
such Confidential Information for
any purpose other than the
performance of this Agreement,
without the prior written consent of
Sponsor. Institution  shall  be
permitted to disclose Confidential
Information only to those Personnel
who have a need to know and who
are bound by an obligation of
confidentiality.

nepouZijete K zadnému jinému ucelu, nez je
plnéni této Smlouvy, bez ptfedchoziho
pisemného souhlasu Zadavatele. Zdravotnické
zafizeni smi sdélit Divérné informace pouze tém
Pracovnikim, ktefi je potifebuji znat a jsou
vazani povinnosti zachovani divérnosti.

9.3.

Exceptions. The obligations of
confidentiality and non-use
contained herein shall not apply to
the portion of the Confidential
Information which:

Vyjimky. Povinnosti zachovani divérnosti a
nepouziti Davérnych informaci uvedené v této
Smlouvé se netykaji Duavérnych informaci,
které:

9.3.1.

is known to You prior to disclosure
hereunder, as evidenced by
competent written records;

jsou Vam znamé pied zvefejnénim podle této
Smlouvy, coZz lze prokazat odpovidajicimi
pisemnymi zdznamy;

9.3.2.

is, at the time of disclosure
hereunder, or thereafter, becomes
publicly available through no breach
of this Agreement by You;

jsou v okamziku zvefejnéni podle této Smlouvy
nebo po ném verejné dostupné, a to nikoli v
duasledku Vaseho poruseni této Smlouvy;

9.3.3.

was rightfully received before or
after disclosure hereunder, from a
third party entitled to disclose such
information on a non-confidential
basis;

byly pravoplatné¢ ziskany pied zvefejnénim
podle této Smlouvy nebo po ném od tieti osoby
opravnéné tyto informace zvefejnit bez
povinnosti zachovani divérnosti;

9.3.4.

can be proven to have been
independently developed by You
without the use of, or reference to,
Confidential Information; or

u nichZ lze prokazat, Ze byly nezévisle vyvinuty
Véami bez pouziti Divérnych informaci nebo
odvolavky na Davérné informace; nebo

9.3.5.

is required by applicable law to be
disclosed, provided that You give
Sponsor prompt written notice of
such requirement, and assistance as
necessary, such that Sponsor shall
have the opportunity to apply for a
protective order, or for confidential
treatment of such Confidential
Information, and, if such order is not
obtained, only the minimum amount
of Confidential Information to
satisfy such requirement will be
disclosed.

museji byt zvefejnény dle pozadavku
pfislusnych  zdkond, pod podminkou, Ze
Zadavatele neprodlen¢ pisemné upozornite na
tento pozadavek a poskytnete mu nezbytnou
soucinnost tak, aby Zadavatel mohl pozadat o
ochranny piikaz nebo o divérné zachdzeni s
témito DUvérnymi informacemi, a pokud takovy
piikaz  neziska, bude zvefejnéna pouze
minimalni ¢ast Dlvérnych informaci nutnd ke
splnéni dané¢ho pozadavku;
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9.4.

Survival of Confidentiality

Platnost povinnosti zachovani ddveérnosti a

Obligations _and  Return. The
obligations of confidentiality and
non-use in this Agreement shall
survive for a period of ten (10) years
after the termination or expiration of
the Agreement. Upon termination or
expiration of the Agreement and at
the written request of CRO or
Sponsor, Institution shall return to
CRO all Confidential Information in
tangible form, including any and all
copies thereof, except as required to
be retained by: (i) applicable law or
(i) Institution’s legal department or
legal representative, who may retain
one (1) copy of such Confidential
Information, solely to determine the
scope of its obligations hereunder
save that in either case such retained
Confidential Information shall be
retained on a confidential basis.

vréceni.  Platnost  povinnosti  zachovéani
davérnosti a nepouziti Duveérnych informaci
uvedenych v této Smlouvé pretrvava po dobu
deseti (10) let od ukonceni nebo uplynuti
platnosti Smlouvy. Pfi ukonceni nebo uplynuti
platnosti Smlouvy a na pisemnou Zadost CRO
nebo Zadavatele vrati Zdravotnické zafizeni
CRO veSkeré Duvérné informace ve fyzické
podobé, véetné vSech jejich kopii, s vyjimkou
Dtvérnych informaci, které si musi ponechat
v souladu s pozadavky: (i) ptislusného prava, (ii)
pravniho oddéleni nebo pravniho zastupce
Zdravotnického =zafizeni, ktefi si mohou
ponechat jednu (1) kopii téchto Diivérnych
informaci vyhradné za uc¢elem stanoveni rozsahu
povinnosti Zdravotnického zafizeni podle této
Smlouvy; pod podminkou, Ze v obou piipadech
bude zachovana divérnost téchto ponechanych
Dutivérnych informaci.

10

Inventions.

Obijevy a vynalezy.

10.1.

Existing Intellectual Property. The
Parties recognize and understand
that the existing inventions and
technologies owned by or licensed to
Principal Investigator, Institution, or
CRO are their separate property,
respectively, and are not affected by
this Agreement and no Party
(including Principal Investigator)
shall have any claims to, or rights in,
such  existing inventions and
technologies of the other Parties
(including Sponsor and Principal
Investigator).

Stavajici duSevni vlastnictvi. Strany berou na
védomi a chépou, ze stavajici vyndlezy a
technologie ve vlastnictvi Hlavniho
zkousejiciho, Zdravotnického zafizeni nebo
CRO nebo témto subjektim pronajaté jsou
individualnim majetkem kazdého z nich a nejsou
dotéeny touto Smlouvou a zadna ze Stran
(v€etn¢  Hlavniho  zkouSejicitho)  nebude
uplatiovat naroky ani prava ve vztahu
K existujicim  vynalezim a  technologiim
ostatnich Stran (véetné Zadavatele a Hlavniho
zkousejiciho).

10.2.

Inventions. Any invention,
discovery or improvements
conceived or reduced to practice as a
result of Your performance or the
performance of Personnel pursuant
to this Agreement or other know-
how (whether or not patentable)
developed hereunder (each an
“Invention”) shall be promptly

Objevy a vynalezy. Jakykoli vynalez, objev nebo
zlepsovaci navrh pofizeny nebo uvedeny do
praxe jako vysledek Vaseho plnéni nebo plnéni
Pracovnikl podle této Smlouvy, nebo jiny know-
how (bez ohledu na to, zda je ¢i neni
patentovatelny) vyvinuty na zakladé této
Smlouvy (kazdy z vySe uvedenych pocint dale
oznacovany jako ,,Objev”) bude neprodlené
oznamen Zadavateli a bude povaZovan za
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reported to Sponsor and shall be
deemed the property of Sponsor.
You and Personnel hereby assign to
Sponsor or its designee all right, title
and interest in and to Inventions and
You and Personnel shall execute any
documents as  Sponsor may
reasonably request in order to secure
and enforce its rights hereunder.
Sponsor or its designee shall have
full power and authority to file and

majetek Zadavatele. Vy a Pracovnici timto
postupujete na Zadavatele nebo jim povéfeného
zastupce veskera prava k Objevim, vlastnictvi
Objevi nebo podil na Objevech a Vy a
Pracovnici podepiSete veSkerée dokumenty, ktere
bude Zadavatel pfiméfené¢ pozadovat za
ucelem zajisténi a prosazeni svych prav podle
tohoto odstavce. Zadavatel nebo jim povéfeny
zastupce bude pIn¢ opravnén podat zadost o
udéleni patentu k t€émto Objevim kdekoli ve
svété a Vy a Pracovnici souhlasite stim, Ze

prosecute patent applications | udélate vse, co bude pfiméfené nutné, abyste
claiming such Inventions throughout | pomohli Zadavateli pti ziskani a uplatnéni
the world and You and Personnel | pfipadnych patenti k Objevim, a to na
agree to do all things reasonably | pfiméfené naklady Zadavatele.

necessary to assist Sponsor in

obtaining and enforcing any patents

thereon, at Sponsor’s reasonable

expense.

10.3. | Biological Materials. All biological | Biologické materialy. VeSkeré biologické
material of human origin and | materidly humanniho pavodu a vzorky
specimens (collectively | (souhrnné ,,VVzorky”) odebrané z divodu plnéni
“Specimens”) obtained as a result of | Protokolu budou spravovany Zadavatelem. Po
the performance of the Protocol shall | dokon¢eni nebo ukonceni Klinického hodnoceni
be controlled by Sponsor. Upon | dle pokynu CRO jménem
completion or termination of the | ZadavateleZdravotnické zafizeni bud’ posle
Study, as directed by CRO, on | veskeré Vzorky Zadavateli na pfiméfené naklady
Sponsor’s behalf, Institution shall | Zadavatele, nebo tyto Vzorky zni¢i v souladu
either ship all Specimens to Sponsor, | s pfisluSnymi zakony, pravidly a nafizenimi a
at Sponsor’s reasonable expense, or | Schvalovaci dokumentaci.
destroy  such  Specimens in
accordance with all applicable laws,
rules, regulations and Authorization
Documents.

10.4. | Survival. The obligations described | Pretrvani platnosti. Povinnosti popsané v této
in this Section 10 (Inventions) shall | ¢asti 10 (Objevy a vynalezy) plati i po uplynuti
survive the expiration or termination | nebo ukonc¢eni platnosti této Smlouvy.
of this Agreement.

11. Representations and Warranties. | ProhlaSeni a zaruky.

11.1. | Institution represents, warrants and | Zdravotnické =zafizeni prohlasuje, zarucuje a
covenants to Sponsor and CRO that: | zavazuje se Zadavateli a CRO, Ze:

11.1.1.| it has the requisite authority and | ma pozadovanou pravomoc a opravnéni uzaviit
rights to enter into this Agreement; | tuto Smlouvu; a
and

11.1.2.| it has obtained or will obtain, and | ziskalo nebo ziskd a po dobu platnosti této

thereafter, will maintain, for the term

Smlouvy bude udrZovat v platnosti veSkeré
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licence, opravnéni, souhlasy a posudky nutné
vsouladu splatnymi  zdkony Kk provadéni

Klinického hodnoceni; a

11.1.3.

it and its Personnel have neither
been debarred nor convicted of a
crime for which a person can be
debarred under any applicable laws
or regulations, disciplined by,
excluded and/or banned by any
relevant regulatory agency from
carrying out clinical trials or
participation in any health care
program. During the term of the
Agreement and for a period of one
(1) year after the expiration or
termination thereof, if Institution, or
any employee, officer, director of
the Institution, or any other
Personnel is excluded or debarred
from participation by any relevant
regulatory agency or other authority,
or becomes otherwise ineligible to
participate in any health care
program, Institution shall promptly
notify CRO in writing and CRO will
notify Sponsor. Upon the occurrence
of such event, whether or not such
notice is given to CRO, Sponsor
may immediately terminate this
Agreement; and

Zdravotnické zafizeni a jeho Pracovnici nebyli
zbaveni opravnéni vykonavat cinnost ani
usveédceni z trestného Cinu, za ktery muze byt
osoba v souladu s pfislusnymi zakony nebo
nafizenimi  zbavena  opravnéni  k vykonu
¢innosti, nebyli potrestani a/nebo vylouceni
prislusnym kontrolnim organem ani jim nebyl
udélen zakaz provadéni klinickych hodnoceni
nebo zakaz ucasti v jakémkoli systému zdravotni
péce. Pokud bude béhem platnosti této Smlouvy
a po dobu jednoho (1) roku po uplynuti nebo
ukonceni platnosti této Smlouvy Zdravotnicke
zafizeni nebo jeho zaméstnanec, Ufednik, feditel
nebo jiny Pracovnik vylouen nebo vyfazen
z Gcasti piislusnym kontrolnim organem nebo
jinym ufadem nebo se stane jinak nevhodnym
k ucasti v takovém zdravotnickém programu,
Zdravotnické zafizeni to neprodlené pisemné
ozndmi CRO a CRO bude informovat
Zadavatele. Pokud dojde k takové udalosti, mize
Zadavatel, bez ohledu na to, zda bylo CRO
pfedlozeno uvedené oznameni, ukoncit tuto
Smlouvu s okamzitou platnosti; a

11.1.4.

any committee of which any of its
Personnel are members and which
(1) sets drug formularies, and/or (2)
develops clinical practice guidelines
(“Committee”), will be informed
promptly, upon Agreement
execution, of the existence of this
Agreement and the nature of the
Study services being provided by
Institution and its  Personnel
hereunder. Furthermore, Institution
shall require that each of its
Personnel follow the procedures set
forth by the Committee to avoid any
appearance of impropriety that may

jakéakoli komise, jejimz ¢lenem je kterykoli
Pracovnik Zdravotnického zafizeni a kterd (1)
stanovi 1ékopisy a/nebo (2) vyviji smérnice,
kterymi se Fidi klinicka praxe (,,Komise™), bude
po uzavieni této Smlouvy neprodlené
informovana o existenci této Smlouvy a o
povaze sluzeb poskytovanych Zdravotnickym
zatizenim a jeho Pracovniky v ramci Klinického
hodnoceni podle této Smlouvy. Zdravotnické
zatizeni bude dale poZadovat, aby kazdy jeho
Pracovnik dodrZoval postupy stanovené Komisi
tak, aby vdisledku provadéni Klinického
hodnoceni témito pracovniky nevznikly chyby a
nespravnosti; a
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result from Personnel’s performance
of the Study; and

11.1.5.

Principal Investigator’s entry into
the Investigator Agreement does not
contravene any internal rules and
policies of Institution and that
Principal Investigator has completed
all necessary formalities required by
law or Institution’s internal rules and
policies to  permit  Principal
Investigator to enter into the
Investigator Agreement.

vstup Hlavniho zkouSejiciho do Smlouvy se
zkouSejicim neni v rozporu s zadnymi vnitinimi
pravidly a zasadami Zdravotnického zatizeni a
Ze Hlavni zkouSejici spliiuje vSechny nezbytné
formalni poZadavky vyZzadované zadkonem nebo
vnitinimi pfedpisy a zasadami Zdravotnického
zafizeni pro uzavieni smlouvy s Hlavnim
zkousejicim.

12

Investigator Financial Interests.

Finanéni zajmy zkousSejicich.

12.1.

Institution shall require that the
Principal Investigator and sub-
investigators involved in the Study
at Your site(s) provide CRO with the
appropriate  financial disclosures
required for compliance with
applicable laws, rules  and
regulations on forms as CRO may
supply or approve. During the term
of the Agreement, and for one (1)
year thereafter, You shall promptly
notify CRO of any material change
in the information disclosed on a
previous form.

Zdravotnické zafizeni bude pozadovat, aby
Hlavni zkousSejici a dalsi zkouSejici ucastnici se
Klinického hodnoceni ve Vasem misté
provadéni hodnoceni predlozili CRO
odpovidajici finan¢ni informace nutné za tcelem
splnéni pozadavku piislusnych zakond, pravidel
a nafizeni na formulafich dodanych nebo
schvalenych CRO. B¢hem platnosti této
Smlouvy a po dobu jednoho (1) roku po jejim
skonceni budete bezodkladné€ informovat CRO o
vSech  podstatnych ~ zménach  informaci
uvedenych v predchozich formulatich.

13

Publications.

Publikace.

13.1.

The Parties agree that the first
publication or presentation of Study
results shall only be made as a part
of a publication of the results
obtained by all Study sites
conducting the Protocol. However, if
no multi-site publication has been
submitted within twelve (12) months
after the completion of the Study at
all other sites, You shall have the
right to publish or present Study
results obtained at Your site, subject
to the terms of this Agreement. Prior
to any publication or presentation
related to this Agreement, You shall
provide Sponsor with a copy of such
proposed publication or presentation
for review and comment at least

Strany se dohodly, Ze k prvni publikaci nebo
prezentaci vysledkt Klinického hodnoceni dojde
pouze v ramci publikace vysledku ziskanych ze
vSech mist provadéni hodnoceni podle
Protokolu. Pokud vSak nedojde k podani
vysledku vSech mist do dvanacti (12) mésict od
dokonceni Klinického hodnoceni ve vSech
ostatnich mistech, budete mit pravo zvefejnit
nebo  prezentovat  vysledky  Klinického
hodnoceni ziskané ve VaSem misté¢ provadéni
Klinického hodnoceni pii dodrZzeni podminek
této Smlouvy. Dtive, nez dojde k publikaci nebo
prezentaci v souvislosti stouto Smlouvou,
ptedlozite =~ Zadavateli  kopii  navrhované
publikace nebo prezentace ke kontrole a
pfipominkdm minimalng ctyficet pét (45) dni
pied odevzdanim k publikaci nebo prezentaci.
Navic, pokud to bude Zadavatel poZadovat, bude
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forty-five (45) days prior to
submission  for publication or
presentation.  In  addition, if
requested by  Sponsor, any

publication or presentation shall be
delayed for a period not to exceed
sixty (60) days to allow Sponsor to
file patent applications or take other
such measures as Sponsor deems
appropriate to establish and preserve
its proprietary rights. For the
purposes of publication otherwise in
accordance with the terms of this
Agreement, Confidential
Information shall not include Study
results. The obligations described in
this Section 13 (Publications) shall
survive the expiration or earlier
termination of the Agreement.

publikace nebo prezentace odloZzena po dobu
nejdéle Sedesati (60) dni, aby mohl Zadavatel
podat Zadost 0 udéleni patentu nebo pfijmout
jina opatieni, ktera bude povazovat za vhodna za
ucelem prosazeni a ochrany svych majetkovych
prav. Pro ucely publikace, ktera bude jinak
v souladu s podminkami této Smlouvy, Diavérné
informace  nebudou  zahrnovat  vysledky
Klinického hodnoceni. Povinnosti popsané v této
casti 13 (Publikace) plati i po uplynuti nebo
pred¢asném ukonceni platnosti této Smlouvy.

14

Indemnification.

Odskodnéni.

14.1.

Sponsor shall defend and indemnify
Institution (including its affiliated
hospitals and clinics where the
Study is performed) and its
Personnel (hereinafter collectively
referred to as “Indemnitees” or
individually as an “Indemnitee”)
from any and all third party claims,
demands, costs, expenses (including,
without  limitation,  reasonable
attorneys’ fees), liabilities and/or
losses (such third party claims,
demands, costs, expenses, liabilities,
losses and/or reasonable attorneys’
fees shall hereinafter collectively be
referred to as “Claims”) which may
be asserted against any Indemnitee
seeking compensation for any
damages to health, including death,
of any Study subject to the extent
that such damages to health or death
was directly caused by the Study
Drug or procedures performed in
accordance with the Protocol.
Sponsor’s indemnification
obligations hereunder shall not apply

Zadavatel poskytne Zdravotnickému zafizeni
(v€etné pridruzenych nemocnic a klinik, kde
probihd  Klinicke  hodnoceni) a  jeho
Pracovnikim  (dale  souhrnné ,,PFijemci
nahrady” nebo jednotlivé ,,PFijemce nahrady”)
ochranu a odskodnéni z titulu vSech naroku,
pozadavku, nédklada, vydaji (vCetné, ale nikoli
pouze, piiméfenych nakladi na pravni
zastoupeni), zévazkd a/nebo ztrat tfetich osob
(tyto néaroky, poZadavky, naklady, vydaje,
zévazky, ztraty a/mebo pfiméfené¢ néklady na
pravni zastoupeni budou nadédle souhrnné
oznacovany jako ,,Naroky”), které mohou byt
vzneseny proti kterémukoli Pfijemci néhrady
scilem ziskat ndhradu za jakoukoli Ujmu na
zdravi, vcéetné smrti subjektu Klinického
hodnoceni, pokud tato uUjma nebo smrt byla
pifimo zplsobena Hodnocenym Ilé¢ivem nebo
postupy provadénymi v souladu s Protokolem.
Povinnost Zadavatele poskytnout odSkodnéni
podle teto Smlouvy neplati, pokud Naroky
vzniknou v dusledku: (i) podstatného nedodrzeni
podminek této Smlouvy, Protokolu nebo
pisemnych pokynti Zadavatele nebo CRO ze
strany  Pfijemce nahrady; (ii)  poruSeni
ptislusnych zdkonii, pravidel nebo nafizeni ze
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to the extent any Claims arise out of:
(i) a material failure by Indemnitee
to adhere to the terms of this
Agreement, the Protocol or any
written instructions from Sponsor or
CRO; (ii) violation of applicable
law, rule or regulation by any
Indemnitee; or (iii) the negligence or
willful misconduct  of  any
Indemnitee.

strany Pfijemce nédhrady; nebo (iii) nedbalosti
nebo svévolného chovani Piijemce nahrady.

14.2.

Sponsor shall have no obligation to
indemnify pursuant to the foregoing
unless (i) Institution promptly
notifies Sponsor in writing of any
Claims; (ii) Indemnitees cooperate
fully in the handling thereof; and
(iii) Sponsor has sole control of the
disposition of such Claim including
choice of counsel, any investigation,
trial, defense or settlement provided
that no settlement shall include an
admission of liability on the part of
the Indemnitees  without the
Indemnitee’s prior written consent
where such consent shall not be
unreasonably withheld.

Zadavatel nebude mit povinnost poskytnout
odskodnéni podle vySe uvedeného, pokud (i)
Zdravotnické  zafizeni nebude Zadavatele
urychlené pisemné informovat o Narocich; (ii)
Ptijemci nahrady nebudou pln¢ spolupracovat
pfi jejich feSeni; a (iii) Zadavatel nebude mit
vyhradni kontrolu nad feSenim tohoto Naroku
véetn¢ vybéru advokata, Setfeni, soudniho
jednani, obhajoby nebo finan¢niho vyrovnéni
pod podminkou, Ze vyrovnani nebude zahrnovat
pfiznani odpovédnosti na stran¢ Pfijemce
nahrady bez ptedchoziho pisemného souhlasu
Ptijemce nahrady, ktery nebude bezdivodné
odepten.

15

Subiject Injury.

Ujma na zdravi subjektu hodnoceni.

15.1.

Sponsor agrees to  reimburse
Institution for the reasonable and
necessary costs of medical treatment
provided in the event that a Study
subject sustains a physical injury or
illness as a direct result of the use of
the Study Drug or performance of
any procedure required by the
Protocol, provided that: (i) the Study
Drug or required procedure was
properly administered in accordance
with the Protocol and any other
written instructions provided to
Institution and/or Principal
Investigator by CRO or Sponsor;
and (ii) the injury was not caused by
the negligence or misconduct of You
or Personnel. Further, Sponsor shall
not be responsible for any such

Zadavatel souhlasi stim, Ze poskytne
Zdravotnickému zafizeni nahradu za pifiméfené a
nutné¢ naklady na 1é¢bu poskytnutou v ptipadé,
Ze subjekt Klinického hodnoceni utrpi fyzickou
ujmu na zdravi nebo nemoc v pfimém dusledku
pouziti Hodnoceného 1éCiva nebo postupt
poZzadovanych dle Protokolu, pokud: (i)
Hodnocené 1é¢ivo bylo podano nebo pozadované
postupy byly nalezit¢ provedeny v souladu
s Protokolem a dalSimi pisemnymi pokyny CRO
nebo Zadavatele poskytnutymi Zdravotnickému
zatizeni a/nebo Hlavnimu zkouSejicimu; a (ii)
ujma nebyla zpisobena Vasi nedbalosti nebo
svevolnym chovanim nebo nedbalosti nebo
svévolnym chovanim Pracovnikl. Zadavatel
dale nenese odpovédnost za léCbu nutnou z
divodu progrese nemoci, diive existujiciho
zdravotniho stavu nebo dalSi nemoci (bez ohledu
na to, zda byla dfive diagnostikovana, ¢i nikoli).
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medical treatments that are due to
disease progression, pre-existing
medical conditions or underlying
disease (whether previously
diagnosed or not).

16

Insurance.

Pojisténi.

16.1.

During the term of the Agreement,
You and Sponsor shall maintain
insurance in levels sufficient to meet
their respective obligations as set
forth herein.

Po dobu platnosti této Smlouvy budete Vy a
Zadavatel udrZovat platné pojiSténi na urovni
dostatecné k tomu, aby pokryla VaSe a jeho
povinnosti uvedené v této Smlouvé.

16.2.

Upon written request, a Party shall
provide the requesting Party with a
certificate of insurance as evidence
of the coverage required above.

Na zékladé¢ pisemné Zzadosti poskytne jedna
Strana druhé, zadajici Strané potvrzeni o
pojisténi jako dikaz vyse uvedeného pojistného

Kryti.

17.

Anti-Corruption.

Protikorupéni opati‘eni.

Institution represents, warrants, and
covenants to Sponsor, as of the
Effective Date and at all times during
the term of this Agreement, that:

Zdravotnické zafizeni prohlasuje, zarucCuje a
zavazuje se vici Zadavateli, Zze k datu u¢innosti
a po celou dobu platnosti této Smlouvy bude
plnit nésledujici:

17.1.

this Agreement has not been
provided as an incentive to, or in
exchange or as a reward for,
Institution or Principal Investigator
using, purchasing, or prescribing any
Sponsor products, or to obtain for or
to confer on Sponsor any other
improper advantage;

Tato Smlouva neni poskytnuta jako pobidka ani
jako protisluzba ¢i odména Zdravotnickému
zatizeni nebo Hlavnimu zkouSejicimu za pouziti,
nakup nebo predepsani jakychkoli vyrobkua
Zadavatele, ani nebyla uzaviena tak, aby tim
Zadavateli vzniky néjaké neopravnéné vyhody;

17.2.

it will not, directly or indirectly,
offer, pay, promise to pay, or
authorize the payment of any money,
or offer, give, promise to give, or
authorize the giving of any financial
or other advantage or anything of
value to:

Nebude pfimo ani nepfimo nabizet, platit,
slibovat platbu nebo schvalovat platbu ani
nabizet, davat, ¢i slibovat poskytnuti jakékoli
finan¢ni nebo jiné vyhody nebo odpovidajici
protihodnoty nasledujicim subjektim:

17.2.1.

any (A) health care professional, (B)
official or employee of any
government or any department,
agency, or instrumentality thereof
(including a  state-owned or
controlled enterprise or a public
health care institution), (C) political
party or official thereof, or any
candidate for political office; (D)
official or employee of any public
international organization; or (E)

jakémukoli (A) zdravotnikovi, (B) ufednikovi
nebo zaméstnanci jakéhokoli orgdnu statni
spravy, samospravy ¢i vladnich organizaci a jim
podiizenych instituci(vCetné staitem vlastnénych
nebo fizenych podniki nebo vefejnych
zdravotnickych zafizeni), (C) politické strané
nebo jejimu predstaviteli ani jakémukoli
kandidatovi na politicky ufad; (D) ufednikovi
nebo zameéstnanci jakékoli vefejné mezinarodni
organizace; ani (E) jakékoli osobé jednajici v
ufednim postaveni jménem vlady, samospravy,
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any person acting in an official
capacity for or on behalf of a
government, department, agency,
instrumentality, party or public
international organization, in each
case of (A) — (E) above for the
purpose  of (i) improperly
influencing or rewarding any act or
decision of such official, employee,
person, party, candidate, or health
care professional, or (ii) inducing
such official, employee, person,
party, candidate, or health care
professional to do or omit to do any
act in violation of the lawful duty of
such official, employee, person,
party, candidate, or health care
professional, or (iii) securing any
improper advantage for Sponsor, or
(iv) improperly inducing such
official, employee, person, party,
candidate, or healthcare professional
to use its or his or her influence with
a foreign government or
instrumentality thereof to affect or
influence any act or decision of such
government or instrumentality; or

vladnich organizaci a jim podfizenych instituct,
strany nebo vefejné mezinarodni organizace za
ucelem (i) nevhodné ovlivnit nebo odménit
jakykoli skutek nebo rozhodnuti takového
ufednika, zamé&stnance, osoby, strany, kandidata
nebo zdravotnika, nebo (ii) nab&dani takového
ufednika, zamé&stnance, osoby, strany, kandidata
nebo zdravotnika udélat nebo neudé€lat néco, ¢im
by porusil své zadkonné povinnosti nebo (iii)
zajisténi  jakékoli neopravnéné vyhody pro
Zadavatele, nebo (iv) neopravnéné nabadéani
takového ufednika, zaméstnance, osoby, strany,
kandidata nebo zdravotnika pouzit svij vliv u
zahrani¢ni vlady nebo zprostiedkovatele a
ovlivnit nebo zménit jejich jednédni nebo
rozhodovani; nebo

17.2.2.

any officer, director, employee, agent,
or representative of another company
or organization, without that
company’s or organization’s
knowledge and written consent (a
copy of which consent shall be
promptly provided by Institution to
Sponsor), with the intent to influence
the recipient’s action with respect to
his or her company’s business, or to
gain a commercial benefit to the
detriment of the recipient’s company
or organization, or to induce the
recipient to violate a duty of loyalty to
his or her employer;

jakémukoli ufednikovi, fediteli, zaméstnanci,
zprostiedkovateli nebo zastupci jiné spole¢nosti
nebo organizace bez védomi této spolecnosti
nebo organizace a jejiho pisemného souhlasu
(pficemz kopie tohoto souhlasu se musi
bezodkladn¢ poskytnout Zadavateli nebo
Zdravotnickému zafizeni), za Gcelem ovlivnit
jednani piijemce vzhledem k obchodni ¢innosti
jeho spole¢nosti nebo ziskat obchodni prospéch
na ukor spole¢nosti nebo organizace piijemce,
nebo nabadat pfijemce k poruSeni povinnosti
loajality ke svému zaméstnavateli;
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17.3.

it shall at all times be bound by and
strictly comply with all applicable
laws, rules, regulations and industry
codes which in any manner restrict
or prohibit the giving of anything of
value to, or the receipt of anything
of value by, any official, agent or
employee of any government,
political party or public international
organization, any candidate for
public office, or any health care
professional;

za vSech okolnosti musi striktné dodrzovat
vSechny platné zékony, pravidla, pfedpisy a
oborové smérnice, které omezuji nebo zakazuji
poskytovani nebo piijimani jakékoli hodnoty
ufednikim, zprostiedkovatelim nebo
zaméstnancum jakéhokoli organu statni moci,
politické strany nebo vefejné mezinarodni
organizace, jakémukoli kandidatovi na vefejnou
funkci nebo jakémukoli zdravotnikovi;

17.4.

Institution’s invoices shall fairly and
accurately describe the nature of any
services provided under this
Agreement; and

Faktury Zdravotnického zafizeni budou vérné a
pfesn¢ vystihovat povahu jakychkoli sluzeb
poskytnutych v rdmci této Smlouvy; a

17.5.

it shall promptly notify Sponsor of
the occurrence of any fact or event
which would render any
representation, warranty or covenant
in this Section incorrect or
misleading.

Zadavatel musi byt neprodlen¢ informovéan o
veskerych skutecnostech nebo udélostech, které
by v této casti predstavovaly jakoukoli
nespravnou nebo zavadéjici zaruku nebo
zavazek.

Notwithstanding anything to the
contrary in this Agreement, Sponsor
may, in addition to its other rights
and remedies it may have,
immediately terminate this
Agreement in the event Sponsor
receives any information which it, in
good faith, determines to be
evidence of an actual, alleged,
possible or potential breach by
Institution or of Principal
Investigator of any representation,
warranty or covenant in this Section.

Bez ohledu na cokoli, co je v této Smlouvé v
opacném smyslu, miize Zadavatel kromé& svych
dalSich prav napravnych prostfedkii okamzité
ukon¢it tuto Smlouvu v ptipadé, ze Zadavatel
obdrzi jakékoli informace, které v dobré viie
vyhodnoti jako skute¢né, domnélé¢, mozné nebo
potencialni poruSeni jakéhokoli ustanoveni,
zaruky, nebo zavazku v této casti Smlouvy ze
strany Zdravotnického zafizeni nebo Hlavniho
zkousejiciho.

18

Reporting.

Podavani zprav.

18.1.

To enable Sponsor to comply with
its legal obligations, in the event that
any payment or other transfer of
value (hereinafter “payment” or
“payments”) is provided either
directly or indirectly to Institution,
Principal Investigator, or Personnel,
or if reporting is otherwise required,
it is understood by Institution that
Sponsor will report all payments and

Aby Zadavatel mohl dostat svym pravnim
zavazkim v piipadé, Ze jakakoli platba nebo jiny
pievod (dale jen ,,platba” nebo ,,platby”) budou
provedeny pifimo nebo neptimo Zdravotnickému
zafizeni, = Hlavnimu  zkouSejicimu  nebo
Pracovnikiim, nebo pokud je v néjakém ohledu
nutné podani zpravy, Zdravotnické zatizeni bere
na védomi, ze Zadavatel poda zpravu o vSech
platbdich a Ze mize byt pozadan, aby podal
zpravu 0 dalSich plnénich ve prospéch
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may be required to report other | Zdravotnickeho zatizeni, Hlavniho zkousSejiciho
value transferred to Institution, | nebo Pracovnikd v rédmci této Smlouvy.
Principal Investigator, or Personnel | Zdravotnické zafizeni bere na védomi, Ze
under this Agreement. Institution | informace o platbach nebo dalSich plnénich ve
understands that information about | prospéch Zdravotnického zafizeni, Hlavniho
payments or other value transferred | zkouSejiciho nebo Pracovniki mohou byt
to Institution, Principal Investigator, | zptistupnény veiejnosti. Zavazky vyplyvajici z
or Personnel by Sponsor may be | této ¢asti budou trvat i po skonceni nebo
made publicly available. The | pfed¢asném ukonceni této Smlouvy.
obligations of this section shall
survive the expiration or earlier
termination of this Agreement.

19. Miscellaneous. Ruzné.

19.1. | Notices. Whenever any notice is to | Oznameni. VeSkerd oznameni, kterd je nutno
be given hereunder, it shall be in | pfedlozit podle této  Smlouvy, budou
writing and delivered via overnight | mit pisemnou podobu a budou doruéena kuryrni
courier, mailed postage prepaid by | sluzbou s dodanim do 24 hodin, zaslana postou
certified or registered mail, return | jako  doporucena  zasilka s dorucenkou
receipt requested, or personally | s postovnym hrazenym pifedem nebo faxem nebo
delivered to the appropriate Party at | doruc¢ena osobné piislusné Stran¢ na adresu
the address indicated below, or at | uvedenou niZze nebo na jiné misto nebo mista,
such other place or places as either | ktera kterakoli Strana ur¢i v pisemném oznameni
Party may designate in a written | zaslaném druhé Strané:
notice to the other:

19.1.1.| To Sponsor// Astellas Pharma Europe B.V.

Zadavateli: Sylviusweg 62
2333 BE Leiden
The Netherlands

Attention// K rukam: General Counsel

19.1.2.| To Institution // Kromérizska nemocnice a.s.
Zdravotnickému Havli¢kova 660/69, 767 01 Kroméfiz
zafizeni: Czech Republic / Ceska republika
Attention // K rukam: Klinickeé studie

19.1.3.| To INC Research // INC Research, LLC
INC Research: 3201 Beechleaf Court, Suite 600

Raleigh, North Carolina 27604 USA
Attention // K rukam: Site Contracts Department
Reference: Protocol: 6294-CL-0101

19.1.4. | Notice shall be deemed to have been | Oznameni bude povazovano =za dorucené
received at the earlier to occur of | pfevzetim nebo pét (5) dni od data odeslani (v
receipt or five (5) days from the date | ptipad¢ dopisu) podle toho, co nastane diive.
of mailing (in the case of a letter).

19.2. | Assignment. Institution may not | Postoupeni. Zdravotnické  zafizeni  neni
assign this Agreement nor subcontract | opravnéno postoupit tuto Smlouvu ani prevést
any of its responsibilities hereunder | své povinnosti vyplyvajici ze Smlouvy na
without INC Research’s prior written | subdodavatele bez piedchoziho pisemného
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consent. Any attempted assignment or
delegation in violation hereof shall be
null and void. This Agreement shall
inure to the benefit of Sponsor, and
Sponsor’s and INC Research’s
affiliates, successors and assigns.

souhlasu INC Research. Ptipadny pokus o
postoupeni nebo delegovani v rozporu s timto
ustanovenim bude od pocatku neplatny. Tato
Smlouva je u¢inna i ve prospéch Zadavatele a
Ptidruzenych  spoleCnosti,  nastupci a
postupnikii Zadavatele a INC Research.

19.3.

Applicable Law. This Agreement
shall be construed in accordance with
and governed by the laws of the
Czech Republic without giving effect
to conflict of law rules.

Ptislusné pravo. Tato Smlouva se fidi pravem
Ceské republiky a bude vykladana v souladu
stimto pravem, s vylouCenim ucinnosti
ustanoveni koliznich norem.

19.4.

Publicity. Each of the Parties agree
they shall not use the name of any
other Parties or of Sponsor’s affiliates
or designees for promotional purposes
without the prior written consent of
the entity whose name is proposed to
be used. No news release, publicity or
other public announcement, except for
publication otherwise in accordance
with the terms of this Agreement,
either written or oral, regarding this
Agreement or performance hereunder
or results arising from the Study, shall
be made by Institution or Principal
Investigator without the prior written
approval of CRO.

Publicita. Kazda ze Stran souhlasi, Zze
nepouzije nazev jakékoli jiné Strany ani
Pfidruzenych  spole¢nosti a  povéfenych
zastupcl za ucelem propagace bez piedchoziho
pisemného souhlasu subjektu, jehoZ nazev méa
byt pouZit. Zdravotnické zafizeni ani Hlavni
zkousSejici nezvetejni zadnou tiskovou zpravu,
vefejnou reklamu nebo jiné vefejné ozndmeni,
s vyjimkou zvetejnéni, které je jinak v souladu
s podminkami této Smlouvy, pisemné nebo
ustni, tykajici se této Smlouvy nebo plnéni
podle této  Smlouvy nebo  vysledka
vyplyvajicich z Klinického hodnoceni bez
piedchoziho pisemného souhlasu CRO.

19.4.1.

The Parties acknowledge that the
Agreement is required to be published
in the Contracts Register pursuant to
Act No. 340/2015 Coll., 'The Act on
the Special Conditions for the
Effectiveness and Publishing of
Certain Contracts and Contracts
Register' (Act on Contracts Register).

Smluvni strany berou na védomi, ze tato
smlouva podléhd povinnosti uvefejnéni v
registru smluv dle zikona ¢. 340/2015 Sb.,
zékona o zvlaStnich podminkach UcCinnosti
nékterych smluv, uvetejiiovani téchto smluv a
0 registru smluv (zakon o registru smluv).

19.4.2.

The Parties acknowledge that the
Agreement—-within the meaning of
Section 6 (1) of the Law on the
Contract Register—may not enter into
force before it is published in the
Contracts Register.

Smluvni strany jsou srozumény se skutecnosti,
Ze smlouva ve smyslu 8 6 odst. 1 zakona o
registru smluv nenabude ucinnosti dfive nez
dnem uvefejnéni v registru smluv.

194.3.

The Parties agree that the Institution
will publish the Agreement in the
Contracts Register, without undue
delay after execution hereof. In this
context, the Parties agree that the

Smluvni strany se dohodly, Ze smlouvu v
registru smluv uvetejni Zdravotnické zatizeni a
to bez zbytecného odkladu po wuzavieni
smlouvy. V této souvislosti se smluvni strany
dohodly, Ze Zadavatel nebo INC Research
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Sponsor or INC Research will provide
the Institution with an electronic final
version hereof  intended  for
publication which shall have the
protected data blocked. Until the
Agreement is  submitted  for
publication, the Institution is not in
default with any of its responsibilities
under this Article.

Zdravotnickému  zafizeni v
elektronické podobé konecné znéni této
smlouvy urené¢ ke =zvefenéni, tj. se
zne€itelnénim chranénych informaci, tdaji. Do
dne ptedlozeni smlouvy uréené ke zvetejnéni
neni Zdravotnické zafizeni v prodleni se svoji

povinnosti podle tohoto ¢lanku.

poskytne

19.4.4.

For the avoidance of doubt, the
Parties declare that the data contained
in Appendix A hereof is protected
data which is not subject to
publication under the relevant
provisions of the Contracts Register
Act. Also, personal data, party
signatures, etc. are exempted from the
publication requirement, in
compliance with relevant guidelines
of the Czech Ministry of the Interior;
these data shall be also removed from
the Agreement by the Institution if not
done so by the Sponsor or INC
Research. This potential modification
of the Agreement provided by the
Sponsor or INC Research for
publication is not in a discrepancy
with any of associated responsibilities
of the Institution.

Smluvni strany pro pravni jistotu uvadi, Ze
udaje obsazené v Priloze A této smlouvy
predstavuji chranéné udaje, které ve smyslu
piislusnych ustanoveni zakona o registru smluv
nepodléhaji uverejnéni. Uverejnéni dale také
nepodléhaji zejména osobni Udaje, podpisy
stran atd., dle pfislusné metodiky Ministerstva
vnitra Ceské republiky a tyto budou taktéz ze
smlouvy odstranény Zdravotnickym zatizenim,
neucini-li tak jiz sam Zadavatel nebo INC
Research. Tato pfipadna uprava smlouvy
urcené ke zvefejnéni a poskytnuté Zadavatelem
nebo INC Research neni poruSenim Zadné z
povinnosti stanovené v této souvislosti
Zdravotnickému zatizeni.

19.45.

The Sponsor declares that the
estimated potential total amount to be
paid hereunder is EUR 4,720.00.

Zadavatel uvadi, Ze piredpokladand celkova
mozna ¢astka k vyplaceni v ramci smlouvy je
4.720,- EUR.

19.4.6.

If the Agreement is made void due to
its incorrect publication, for whatever
reason, the Parties undertake to
conclude a new agreement (or a
settlement agreement) that would
cover the same scope, purpose and
subject as this Agreement, that is, it
would rectify the situation and make it
as if the initial Agreement had never
been made void.

V piipadé, kdy by doslo ke zruSeni této
smlouvy pro jeji nespravné uveiejnéni, at’ jiz z
jakéhokoli divodu, zavazuji se strany uzavfit
novou smlouvu (popf. dohodu o narovnani) a
to v takovém znéni, aby byl dodrzen ve
stejném rozsahu smysl, ucel a predmét této
smlouvy, tzn. aby uzavienou novou smlouvu
doSlo ke zhojeni vzniklého stavu tak, jakoby ke
zruSeni smlouvy nedoslo.

19.5.

Independent Contractor. It is agreed
by the Parties that Institution and
Principal Investigator are acting as
independent contractors of Sponsor,

Nezavisly smluvni partner. Strany se dohodly,
Ze Zdravotnické zafizeni a Hlavni zkouSejici
jednaji na zéklad¢ této Smlouvy jako nezavisli
smluvni partneii Zadavatele, INC Research a
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INC Research and CRO hereunder
and not as employees, agents or joint
venturers of or with Sponsor, INC
Research and CRO. Institution shall
not have any authority to represent,
bind or act on behalf of Sponsor, INC
Research and CRO.

CRO, nikoli jako zaméstnanci nebo zéstupci
CRO nebo ucastnici joint venture se
Zadavatelem, INC Research a CRO.
Zdravotnické  zafizeni nema  opravnéni
zastupovat nebo zavazovat Zadavatele, INC
Research a CRO nebo jednat jejich jménem.

19.6.

Modifications. This Agreement may
not be amended or modified except by
written document signed by the
Parties.

Zmény. Tuto Smlouva Ize zménit nebo doplnit
pouze pisemnym dokumentem podepsanym
obéma Stranami.

19.7.

Severability. If any term or condition
of this Agreement, the deletion of
which would not adversely affect the
receipt of any material benefit by any
of the Parties hereunder, shall be held
illegal, invalid or unenforceable, the
remaining terms and conditions of this
Agreement shall not be affected
thereby and such terms and conditions
shall be valid and enforceable to the
fullest extent permitted by law.

Oddélitelnost. Pokud bude kterakoli podminka
této Smlouvy, jejiz vypusténi nebude mit
negativni dopad na ziskani materialni vyhody
kteroukoli Stranou na zakladé této Smlouvy,
prohl&Sena za protipravni, neplatnou nebo
nevymahatelnou, ostatni  podminky této
Smlouvy nebudou timto dotéeny a zlstanou
platné a vymahatelné v plném rozsahu
umoznéném zakonem.

19.8.

No Waiver. Failure by any Party to
exercise or enforce any right
conferred upon it hereunder shall not
be deemed to be a waiver of any such
right nor operate to bar the exercise or
enforcement thereof at any time or
times thereafter.

Vzdani se prava. Pokud néktera Strana
neuplatni nebo neprosadi své pravo ziskané na
zakladé této Smlouvy, nebude to povaZzovano
za vzdani se takového prava ani tim nebude
znemoznén vykon nebo uplatnéni takového
prava kdykoli v budoucnu.

19.9.

Headings. The headings and captions
of the articles and sections of this
Agreement shall be for convenience
only.

Nadpisy. Nadpisy a oznaceni ¢lankd a casti
této Smlouvy slouzi pouze k lepSi orientaci.

19.10.

Counterparts. The Parties hereby
agree that this Agreement may be
executed in counterparts, including
pdfs, and all such counterparts shall
constitute one agreement, binding
upon each Party.

Stejnopisy smlouvy. Strany se timto dohodly,
Ze tato Smlouva bude vyhotovena v né€kolika
stejnopisech, véetné¢ verze v pdf formatu, a
vSechny tyto stejnopisy budou ptedstavovat
jedinou dohodu, zavaznou pro ob¢ Strany.

19.11.

Force Majeure. None of INC
Research, Sponsor, Institution,
Principal Investigator or CRO will be
liable for delay in performing or
failure to perform obligations under
this Agreement if such delay or failure
results from circumstances outside its

Vy88i moc. INC Research, Zadavatel,
Zdravotnické zatfizeni, Hlavni zkouSejici ani
CRO nebudou odpovédni za opozdeéné
provedeni  nebo  neprovedeni  zavazki
vyplyvajicich ztéto Smlouvy, pokud takové
opozdéni nebo nesplnéni bude dusledkem
okolnosti mimo jejich rozumnou kontrolu
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reasonable control (including, without
limitation, any act of God,
governmental action, accident, strike,
terrorism, bioterrorism, lock-out or
other form of industrial action)
promptly notified to the other Party
(“Force Majeure”). Any incident of
Force Majeure will not constitute a
breach of this Agreement and the time
for performance will be extended
accordingly; however, if it persists for
more than thirty (30) days, then the
Parties may enter into discussions
with a view to alleviating its effects
and, if possible, agreeing on such
alternative arrangements as may be
reasonable in all of the circumstances.

(mimo jiné vcetné jakychkoli Bozich ¢i
statnich zasaht, nehod, stavek, terorismu,
bioterorismu, uzavieni nebo dalSich moznych
udélosti v primyslu), pokud je neprodlené
nahlasi druhé Strané (,,VySSi moc”). Jakykoli
ptipad zasahu vys§i moci nebude pfedstavovat
poruseni této Smlouvy a doba pro splnéni
povinnosti bude nélezit¢ prodlouzena; pokud
vSak zésah vysSi moci bude trvat déle nez tficet
(30) dni, pak Strany mohou zahajit jednani
s cilem zmirnit nasledky a pokud mozno se
dohodnout na takovych alternativnich
opatfenich, kterd mohou byt vzhledem
k danym okolnostem byt rozumna.

19.12.

Third Party Beneficiary. All Parties
hereto expressly acknowledge and
agree that CRO is a third party
beneficiary of this Agreement and
shall be entitled to enforce the
provisions of this Agreement by all
remedies available at law or equity.

Pfijemce v podobé¢ tieti strany. VSechny Strany
timto vyslovné¢ berou na védomi a souhlasi
stim, Ze CRO je vradmci této Smlouvy
piijemcem v podob¢ tfeti strany a je opravnén
dbat na dodrZovéni ustanoveni této Smlouvy
pomoci  vSech  napravnych  prostfedkl
dostupnych v ramci zakona a spravedInosti.

19.13.

Entire Agreement. This Agreement,
including any exhibits and schedules
attached hereto, constitutes the entire
agreement between the Parties with
respect to the subject matter hereof. In
the event of any inconsistency or
conflict between this Agreement, the
Protocol and any exhibits and
schedules  attached hereto  this
Agreement  shall govern.  This
Agreement may be signed in
counterparts, each of which will be
deemed an original but all of which
together will constitute one and the
same instrument. Any signature page
delivered by facsimile or electronic
image transmission shall be binding to
the same extent as an original
signature page. Upon request, any
Party that delivers a signature page by
facsimile  or electronic  image
transmission shall deliver an original

Uplnd dohoda. Tato Smlouva, véetné
pfipojenych piiloh, tvoii uplnou dohodu Stran
tykajici se predmétu této Smlouvy. V piipadé
rozdilu nebo rozporu mezi touto Smlouvou,
Protokolem a kteroukoli pfilohou Smlouvy
plati podminky této Smlouvy. Tato Smlouva
muze byt podepsana v nékolika stejnopisech,
z nichZ kazdy bude mit platnost originélu, ale
vSechny spole¢n¢ budou tvofit jeden a tentyz
nastroj. Stranka s podpisem doru¢ena faxem
nebo elektronicky bude zdvazna stejné¢ jako
originalni stranka s podpisem. Strana, ktera
doru¢i stranku s podpisem faxem nebo
elektronicky, dodd na Z&dost druhé Strany i
originalni stejnopis.
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| counterpart to the other Party.

Signatures to follow.

Podpisy nasleduji nize.

[The remainder of the page is intentionally
blank.]

r wvr

[Zbyvajici cast této stranky byla zamérné
ponechéna prazdnd.]
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IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed by duly
authorized representatives.

NA DUKAZ VYSE UVEDENEHO Strany podepsaly tuto Smlouvu prostfednictvim svych
fadné zplnomocnénych zastupci.

ASTELLAS PHARMA EUROPE B.V.
(signed by INC RESEARCH, UK Ltd. on behalf of ASTELLAS PHARMA EUROPE B.V. //
podepsano INC RESEARCH, UK Ltd. jménem ASTELLAS PHARMA EUROPE B.V.)

BY/ PODPIS:
nave oveno: (D
TITLE/ FUNKCE: Acting under a Power of Attorney / Na zéklad¢ pIné moci

INC RESEARCH, UK Ltd.

BY/ PODPIS:
nave oveno: (D
TITLE/ FUNKCE: Acting under a Power of Attorney / Na zéklad¢ pIné moci

Kromérizska nemocnice a.s.

BY/ PODPIS:
Namvesveno: (D
TITLE/ FUNKCE: Chairman of the Board of Directors / Mistopiedseda piedstavenstva

[The remainder of the page is intentionally blank.]
[Zbyvajici éast této stranky byla zamérné ponechana prazdna.]
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[The remainder of the page is intentionally blank.]/
[Zbyvajici Cast této stranky byla zamérné ponechdna prazdna.]
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EXHIBIT B // PRILOHA B
EQUIPMENT // VYBAVENI

The following Equipment may be provided: // Bude poskytnuto nasledujici Vybaveni:

Equipment name // Quantity //
Nazev vybaveni MnozZstvi
ECG machine // 1
EKG pfistroj
ePRO tablet // 1
ePRO tablet
ePRO diary // 1 per Study Subject //
ePRO diar 1 na kazdy Subjekt klinického hodnoceni
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