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1. INTRODUCTION 1. UVOD

This agreement (this “Agreement”) is between

Tato smlouva (dale jen ,,smlouva®) se uzavira mezi

Covance Inc. (hereafter known as “Covance”) a company
located at 206 Carnegie Center, Princeton, New Jersey,
08450, USA, a Contract Research Organisation acting as
an agent for Ipsen Innovation, 5 Avenue du Canada, 91940
Les Ulis Cedex, France, (the “Sponsor™) and;

spole¢nosti Covance Inc. (dale jen ,,Covance®) se sidlem
206 Carnegie Center, Princeton, New Jersey, 08450,
USA, smluvni vyzkumnou organizaci, kterd jedna jako
zastupce spole¢nosti Ipsen Innovation, 5 Avenue du
Canada, 91940 Les Ulis Cedex, Francie, (dale jen
»Zadavatel”), a

Karlovarska krajska nemocnice a.s. (hereafter known as
“Institution”), whose principal place of business is
Bezrucova 1190/19, 360 01 Karlovy Vary, Czech Republic,
TIN: 26365804, VATIN: CZ26365804.

Karlovarskd  krajska nemocnice as. (dale jen
»zdravotnické zaFizeni) se sidlem BezruCova 1190/19,
360 01 Karlovy Vary, Ceska republika, ICO: 26365804,
DIC: CZ26365804.

The Institution and Covance have agreed that whose
principal place of business is Urologické oddéleni,
Karlovarska krajska nemocnice a.s., Bezru¢ova 1190/19,
360 01 Karlovy Vary, Czech Republic, shall act as
Investigator (“Investigator”) for this study site.

Zdravotnické zafizeni a spole¢nost Covance se dohodly, Ze,
se sidlem Urologické oddéleni, Karlovarska krajska
nemochnice a.s., Bezru¢ova 1190/19, 360 01 Karlovy Vary,
Ceska republika, bude pusobit jako zkousejici (dale jen
,»Zkousejici®) pro toto pracovisté studie.

Institution acknowledges a separate Agreement exists
between Covance and Investigator that details Investigator
obligations and  specific  Investigator  financial
reimbursement for consideration in undertaking the
performance of the Study.

Zdravotnické zafizeni bere na védomi, Ze spolecnost
Covance a zkousejici uzavieli samostatnou smlouvu, kterd
podrobné stanovi povinnosti zkouSejictho a konkrétni
finan¢ni odménu zkousejiciho za provadéni studie.

All parties hereto expressly acknowledge and agree that
Sponsor shall be a third party beneficiary of this agreement
and shall be entitled to enforce the provisions hereof by all
remedies available at law or in equity.

Vsechny smluvni strany vyslovné potvrzuji, Ze zadavatel
bude obmyslenou tieti stranou této smlouvy a bude mit
prdvo vymahat dodrZovani ustanoveni této smlouvy viemi
prostiedky, které jsou dostupné dle zdkona nebo prava
ekvity.

2. INSTITUTION COMMITMENT

2. ZAVAZEK ZDRAVOTNICKEHO ZARIZENI

2.1 The Institution agrees to cause Investigator to
conduct a clinical study: “” (the “Study”) in compliance
with ICH guidelines on Good Clinical Practice, including
the Declaration of Helsinki and the EC-GCP Note for
Guidance (where applicable) and applicable local
regulations. The Study is part of a multicentre study being
conducted under protocol (the “Protocol™).

2.1 Zdravotnické zafizeni souhlasi, Ze zajisti, aby
zkousejici provadél klinickou studii: ,,” (dale jen ,,studie®)
vsouladu se smérnicemi Mezinarodni konference pro
harmonizaci o spravné Klinické praxi (ICH-GCP), v¢etné
Helsinské deklarace a pokynu Evropské komise ke spravné
klinické praxi (EC-GCP) (jsou-li relevantni), a ptislu$nymi
mistnimi predpisy. Studie je souéasti multicentrické studie,
ktera je provadéna podle protokolu (dale jen ,,protokol®).

2.2 The Institution agrees to cause Investigator to
screen and randomise a sufficient number of patients to
provide minimum of evaluable cases. An evaluable case is
defined as a patient who is eligible for participation in the
Study according to the inclusion and exclusion criteria
specified by the Protocol and who completes the full course
of therapy and the required number of visits according to
the Protocol. This definition includes patients withdrawn
due to lack of efficacy or withdrawn due to the
development of adverse events, considered to be possibly
or probably related to, who are subsequently followed up as

2.2 Zdravotnické zafizeni zajisti, aby zkouSejici
provedl screening arandomizaci dostate¢ného poctu
pacientti k zajisténi minimalné hodnotitelnych piipada.
Hodnotitelny piipad je definovan jako pacient, ktery se
kvalifikuje pro ucast ve studii v souladu s kritérii pro
zatazeni a vyfazeni uvedenymi v protokolu a ktery dokon¢i
celou lécbu a dostavi se na pozadovany pocet navstev v
souladu s protokolem. Tato definice zahrnuje pacienty, kteti
ze studie vystoupili kvili nedostatecné ucinnosti nebo
z dtivodu vyskytu nezadoucich ptihod, u nichZ se ma za to,
7e moznd nebo pravdépodobné souviseji s, aktefi jsou
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requested in the Protocol. A screening failure is defined as
trial subject who has signed an informed consent,
undergone all screening procedures pursuant to the Protocol
and is subsequently not eligible for the Study.

nasledn¢ sledovani podle pozadavkl protokolu. Netspésny
screening je definovan jako subjekt hodnoceni, ktery
podepsal informovany souhlas, proSel viemi skrininkovymi
procedurami v souladu s protokolem a nasledné¢ nebyl
zpusobily pro ucast ve studii..

2.3 The Institution understands and agrees that all
patients must be randomised before (estimated last subject
last visit). No patients may be randomised after this date
without written authorisation from Covance. All patients
who do not meet the criteria for evaluable cases will be
replaced, provided that the recruitment period has not
expired.

2.3 Zdravotnické zafizeni rozumi a souhlasi, Ze vSichni
pacienti musi byt randomizovani do (pfedpokladana
navstéva posledniho pacienta). Bez pisemného souhlasu
spoleCnosti  Covance nesmi byt po tomto datu
randomizovani zadni pacienti. VSichni pacienti, ktefi
nesplityji kritéria hodnotitelného ptipadu, budou nahrazeni,
pokud je$té neskoncilo obdobi naboru.

Upon written notice, Covance can increase or decrease the
patient number to be randomized by the Investigator or the
Study duration

Spole¢nost Covance miize na zaklad¢é pisemného oznameni
zvysit nebo snizit pocet pacientt, které ma zkouSejici
randomizovat, nebo zménit dobu trvani studie.

2.4 The Institution shall:

2.4 Zdravotnické zafizeni:

a) Allow regular monitoring visits to be performed at the
Institution by a monitor assigned by Covance or the
Sponsor;

a) umozni, aby monitor ur¢eny spolecnosti Covance nebo
zadavatelem provadél pravidelné monitorovaci navstévy
zdravotnického zafizeni;

b) Upon reasonable notice and within normal business
hours allow the monitor to visit the Institution before,
after and during the Study to discuss the performance of
the Study by the Investigator and the Study team staff;

b) na zakladé oznameni daného s pfiméfenym piedstihem
avbézné pracovni dobé umozni monitorovi navstivit
zdravotnické zafizeni pfed zahdjenim studie, v jejim
pribéhu a po jejim skonCeni za ucelem projednani toho,
jak budou zkouSejici apracovni tym studie provadét
studii;

c) Grant the monitor direct access to all documents
relating to the Study, including all various sources of
patient records.

¢) poskytne monitorovi piimy pristup ke vSem
dokumentim, které se tykaji studie, véetné riznych
zdroji zdznamu o pacientech.

25 The Institution understands that Investigator
shall meet with the monitor in person no less than every
second monitoring visit, or as otherwise requested by the
monitor.

2.5 Zdravotnické zafizeni rozumi, Zze se bude
zkousSejici osobn¢ schazet s monitorem nejméné kazdou
druhou monitorovaci navstévu nebo tak, jak bude monitor
poZadovat.

2.6 The Investigator shall complete full data entry
and inclusion of all patient visit data into the Clinical
Report Form (CRF) prior to a scheduled monitoring visit.

2.6 Zkousejici pfed planovanou  monitorovaci
navs§tévou vyplni veskeré udaje a zahrne vSechny Udaje
0 navstévach vsech pacientti do formulafe CRF (,,Clinical
Report Form*).

2.7 The Investigator shall resolve all outstanding
queries prior to a scheduled monitoring visit.

2.7 ZkousSejici vyfesi pfed planovanou monitorovaci
navs$tévou vSechny nezodpovézené dotazy.

2.8 Prior to a scheduled monitoring visit and using
the Study specific forms provided by the
Sponsor/Covance, the Investigator shall:

2.8 Pfed planovanou monitorovaci navstévou
zkousejici pomoci specialnich formulai pro studii, které
poskytne zadavatel nebo spole¢nost Covance:

(a) Complete the Institution drug inventory log;

(@ vyplni protokol o0 zasobach 1éka ve

zdravotnickém zafizeni,

(b) Complete the Study Drug accountability form
for all Study patients.

(b) vyplni formular evidence hodnoceného 1éku
(drug accountability form) pro viechny pacienty studie.

The Investigator/Institution understands that this sub-
section includes, but is not limited to:

Zkousejici / zdravotnické =zafizeni chapou, Ze tento
pododdil kromé jin¢ho zahrnuje:

(i) Fully documenting the dispensing of the Q) kompletni dokumentaci vydavani
Study medication; hodnoceného léku,
(ii) Returning any unused Study medication, or (i) vraceni  veSkerého  nespotiebovaného

other Study materials received.

hodnoceného 1éku nebo jinych pfijatych materidlii pro
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studii,

(iii) Records of destruction if required at
Institution

(iii) zaznamenavani likvidace, pokud je ve
zdravotnickém zafizeni vyzadovana.

29 Institution shall be responsible for the conduct
and direct supervision of all of Institution’s employees,
agents, and contractors participating in the Study
(collectively “Study Personnel”), including, without
limitation, ensuring Study Personnel’s compliance with
the terms and conditions of this Agreement. For the
avoidance of doubt, the term “Study Personnel” includes,
without limitation, the Investigator.

29 Zdravotnické zafizeni je odpovédné za piimy
dohled nad vSemi zaméstnanci, zastupci a smluvnimi
partnery zdravotnického zafizeni, ktefi se ucastni studie
(spole¢né dale nazyvani ,,persondl studie®), aza jejich
chovani, véetné naptiklad zajisténi toho, ze bude personal
studie dodrZovat vdechny podminky a ustanoveni této
smlouvy.  Aby se pfedeslo pochybnostem, pojem
Lpersondl studie” zahrnuje i zkousejiciho.

2.10  Institution shall, and shall ensure that all Study
Personnel

2.10  Zdravotnické =zafizeni zajisti, ze zdravotnické
zatizeni i v8ichni ¢lenové personalu studie

a) perform the Study at the Institution according to the
Protocol and this Agreement, and;

a) budou provadét studii ve zdravotnickém zafizeni
v souladu s protokolem a s touto smlouvou; a

b) is trained and qualified to conduct clinical trials within
the location at which the Investigator shall perform the
Study, and Study Personnel working on the Study shall
be appropriately trained on the Protocol and Study
procedures and;

b) maji vzdélani a kvalifikaci k provadéni klinickych
hodnoceni v misté, kde bude zkouSejici provadét studii,
apersonal studie, ktery pracuje na studii, bude tadné
vyskolen ohledné protokolu a postupt studie; a

c) comply with all:

c) budou dodrZovat vesSkeré:

(1) applicable local laws and regulations relating to this
Agreement and the performance hereof (including,
without limitation, the conduct of the Study), and;

(1) platné mistni zakony a ptedpisy tykajici se této
smlouvy ajejiho plnéni (véetné napiiklad provadéni
studie) a

(2) good clinical practices (“GCPs”) as applicable to drug
studies including, without limitation (i) the requirements
for obtaining and ensuring that any applicable
institutional review board (“IRB”) that complies with all
applicable laws provides initial and continuing review
and approval of the Study; (ii) the requirements for
obtaining prior written informed consent (“Informed
Consent”) in accordance with the requirements of
applicable law and the IRB, if any, reviewing the Study,
in a form reasonably acceptable to Sponsor; and (iii) the
requirements for obtaining prior written authorization to
use and disclose health information for research in
accordance with the health information privacy standards
promulgated under applicable law.

(2) postupy spravné klinické praxe (,,GCP*), které plati
pro lékové studie, vcetné napiiklad (i) pozadavki na
obstarani a zajisténi toho, aby pfislu$na revizni komise
zdravotnického zafizeni (,RKZZ”), ktera spliuje
vSechny  pfislusné  zakony, poskytla  pocatecni
a pribéznou kontrolu a schvaleni studie; (ii) pozadavki
na ziskani predchoziho pisemného informovaného
souhlasu (,,informovany souhlas®) v souladu
s pozadavky ptislusnych zakond a piipadné i RKZZ, ktera
studii kontroluje, v podobé, kterd je pro zadavatele
pfimétené piijatelnd; a (iii) pozadavkdl na ziskani
ptedchoziho pisemného svoleni k pouzivani a sdélovani
zdravotnich informaci pro vyzkum v souladu se standardy
utajeni zdravotnich informaci dle platnych zakonti.

211 In no event shall any Study Personnel be
permitted to conduct any portion of the Study at any
location other than Institution’s facilities without
Covance’s prior written consent.

2.11  Bez ptedchoziho pisemného souhlasu spole¢nosti
Covance nesmi personal studie vzadném piipadé
provadét jakoukoli ¢ast studie na jakémkoli jiném misté
neZ v prostorach zdravotnického zafizeni.

Without limiting Institution’s obligations elsewhere in
this Agreement, Institution shall at all times be party to
written agreements with all Study Personnel that (a)
contain confidentiality, non-use and non-disclosure terms
and conditions that are at least as restrictive as the
confidentiality, non-use and non-disclosure terms and
conditions of this Agreement, (b) contain intellectual
property terms and conditions sufficient to ensure that
Sponsor  receives all intellectual property rights

Aniz by byly omezeny povinnosti zdravotnického
zafizeni uvedené v jinych cCastech této smlouvy, bude
zdravotnické zafizeni vzdy smluvni stranou v pisemnych
smlouvich s persondlem studie, které (a) obsahuji
podminky a ustanoveni o duvérnosti, zakazu pouzivani a
zakazu sd€lovani informaci, které jsou prinejmensim
stejné omezujici jako podminky a ustanoveni
o divérnosti, zékazu pouzivani azékazu sd¢lovani
informaci obsazené v této smlouvé, (b) obsahuji

Template version date 300ct13

Datum vzorové verze 30. fijna 2013

Client version date: 06 Nov2015

Datum verze klienta: 6. listopadu 2015

Study specific version date: 09 Mar 2016

Datum verze pro konkrétni studii: 9. bfezna 2016

Site version date

Datum verze pro pracoviste

Page 3 of 17

Strana 3z 17




Statement of Agreement

smlouva

ROW Ostatni zemé

Protocol # Protokol ¢.

Billcode Account # Fakturaéni kéd — islo Gictu
Pl Name: Jméno hlavniho zkousejiciho:

Country: Czech Republic

Stat: Ceska republika

contemplated by this Agreement and (c) otherwise ensure
Institution’s compliance with this Agreement.

podminky a ustanoveni tykajici se duSevniho vlastnictvi,
které jsou dostate¢né ktomu, aby zadavatel ziskal
vdechna prava k duSevnimu vlastnictvi uvaZzovana v této
smlouve, a (c) jinak zajistuji dodrzovani této smlouvy
zdravotnickym zaiizenim.

2.12  The Investigator shall provide the Covance
monitor with all existing source data prior to a scheduled
monitoring visit.

2.12  Ptred monitorovaci navstévou poskytne zkousejici
monitorovi  spolecnosti  Covance vSechna stavajici
zdrojova data.

2.13  The Investigator may not be removed/replaced
without the Covance’s and Sponsor’s prior written
consent which shall not be unreasonably withheld.

2.13  Zkousejici nemuZze byt odvolan/vyménén bez
predchoziho pisemného souhlasu zadavatele a spolecnosti
Covance. Tento souhlas nesmi byt bezdlivodné odpiran.

2.14  The Investigator shall provide evidence for
having the required documentation to conduct the Study
(all local and GCP required documentation such as Ethics
Committee (“EC”) /IRB approval, etc) and shall promptly
provide updates or changes during the life of the Study,
in writing, to the Sponsor and Covance.

2.14 Zkousejici poskytne ditkaz, ze ma pozadovanou
dokumentaci pro provadéni studie (veSkerou dokumentaci
pozadovanou mistnimi pfedpisy a GCP, jako je souhlas
etické komise (,,EK*) / RKZZ atd.), a v prabéhu studie
bude spolecnosti Covance a zadavateli neprodlené
pisemné poskytovat pfipadné aktualizace nebo zmény.

2.15 The Institution understands that, subject to
resolution, payment may be withheld for failure to
complete any of the above tasks.

2.15  Zdravotnické zafizeni si je védomo skuteCnosti,
ze pti nesplnéni nékterych z vyse uvedenych tkolt mtize
dojit na zaklad¢ rozhodnuti k zadrZeni platby.

The Institution represents and warrants the following:

Zdravotnické zafizeni prohlasuje a zaruCuje nasledujici:

() The Investigator is trained and qualified to conduct
clinical trials within the location at which the Investigator
shall perform the Study, and Institution staff working on
the Study shall be appropriately trained in ICH GCP and
the Protocol.

(a) zkousejici ma vzdélani a kvalifikaci k provadéni
klinickych hodnoceni v misté&, kde bude provadét studii,
a personal zdravotnického zafizeni, ktery pracuje na
studii, bude fadn¢ vyskolen ohledné postupt ICH-GCP
a protokolu,

(b) Sufficient resource and time is available and shall
continue to be available to Investigator for dedicated,
proper and punctual performance of the Study in
accordance with the Study Protocol requirements and the
terms of this Agreement.

(b) zkouSejici ma a bude mit k dispozici dostatek zdroju
a Casu pro obétavé, nalezité a piesné provadéni studie
v souladu s poZadavky protokolu studie a ustanovenimi
této smlouvy,

(c) sufficient resource is allocated and shall continue to
be sufficiently allocated and available to Investigator to
conduct this Study, and

(¢) zkousejicimu je pridélen dostatek zdroji a bude mu
i nadale pfidélovan dostatek  dostupnych  zdroji
k provadéni této studie a

(d) All identified Study team staff shall be adequately
trained on the Study Protocol and the Study procedures.

(d) veSkery identifikovany pracovni tym studie bude
nalezit¢ vySkolen ohledné protokolu studie a postupt
studie.

The Investigator shall:

Zkousejici:

(i) Maintain general Study oversight at all times during
the Study;

(i) bude zajistovat nad studii

v celém pribéhu studie;

celkovy  dozor

(ii) Document any delegation of authority for the conduct
of the Study to appropriately trained individuals;

(ii) zdokumentuje jakékoli delegovani pravomoci vest
studii na fadné& vyskolené osoby;

(iii) Ensure that written and signed (and witnessed, if
applicable) Study subject Informed Consent is obtained
from all patients entered into the Study;

(iii) zajisti, aby byl od vSech pacientli, ktefi budou
zafazeni do studie, ziskan pisemny a podepsany (piipadné
ufedné ovéieny) informovany souhlas pacienta studie;

(iv) Take full responsibility for the handling, storage,
dispensing and accountability of the investigational
medicinal product;

(iv) prevezme plnou odpovédnost za manipulaci
S hodnocenym 1éCivym pfipravkem, jeho skladovani,
vydavani a evidenci;

(v) Maintain accurate and complete records and reports;

(v) bude udrzovat pfesné a Uplné zdznamy a vykazy;

(vi) Report all Serious Adverse Events (SAE)
immediately, and all Adverse Events (AE) promptly

(vi) nahlasi veSkeré zavazné nezadouci ptihody (,,SAE)
okamzité a veskeré nezaddouci piihody (,,AE“) neprodlené
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within 24 hours;

do 24 hodin;

(vii) Ensure that all Clinical Report Form (CRF)
documentation is completed prior to a monitoring visit
and that all Study records are promptly documented
either by Investigator, or a documented delegate of the
Study team staff;

(vii) zajisti, aby byly pfed monitorovaci navstévou
vyplnény veskeré formulate CRF (,,Clinical Report
Form®) a aby bud’ zkousejici, nebo ¢len pracovniho tymu
studie, jehoz povéfeni je uvedeno v dokumentaci,
neprodlen¢ zdokumentoval veskeré zdznamy studie;

(viii) Ensure that access to and completion of all required
Study documentation, (including but not limited to, CRF,
eCRF, Randomisation systems, screening, enrolment and
randomisation logs, delegation of authority log, informed
consent log, drug accountability), is performed only by
authorized Study team staff.

(viii) zajisti, Ze veSkerou poZadovanou dokumentaci
studie (véetné¢ napiiklad formulatti CRF, eCREF,
randomizanich  systémt,  screeningu,  protokold
0 zafazovani arandomizaci, protokolu o delegovani
pravomoci, protokolu o informovanych souhlasech,
evidence léki) budou vytvaiet a budou K ni mit pfistup
pouze opravnéni ¢lenové pracovniho tymu studie;

(ix) Ensure that all source data (electronic and non-
electronic) are made available to the monitor for source
data verification

(ix) zajisti, Ze vSechna zdrojova data (elektronickd i
neelektronicka) budou zpfistupnéna k monitorovani za
ucelem ovéteni zdrojovych dat.

The Institution understands that it is strictly
prohibited to share any individual user
name/password of any electronic system among
multiple users.

Zdravotnické zarizeni chape, Ze je piisné zakazano
sdilet jméno/heslo jednotlivého uZivatele v jakémkoli
elektronickém systému mezi vice uZivateli.

The Institution understands that it is strictly
prohibited to delegate any Investigator responsibilities
to the Study monitor.

Zdravotnické zarizeni chape, Ze je piisné zakazano
delegovat jakékoli povinnosti  zkouSejiciho na
monitora studie.

3. BUDGET AGREEMENT

3. DOHODA O ROZPOCTU

The Institution and Covance have each reviewed and
approved the budget attached which lists the amounts
incurred for completed visits during the course of the
Study. This budget is approved for maximum payment of
434.330 CZK specified in Exhibit A, per patients, each
patient completing the entire Study course according to the
Protocol). This payment per patient also includes any task
that is required of the Institution by ICH-GCP e.g.
administrative tasks. The attached budget checklist (Exhibit
A) will be the basis for calculating and reimbursing all
Study-related costs.

Zdravotnické zafizeni a spolecnost Covance si prostudovaly
a schvaluji pfilozeny rozpocet, ktery uvadi castky
vynaloZzené na dokonfené navstévy v pribéhu studie.
Tento rozpocet je schvaleny na maximalni ¢astku 434.330
K¢ specifikovanou v Priloze A na pacienty, kteti dokonci
celou studii v souladu s protokolem. Tato platba na pacienta
také zahrnuje vSechny tUkoly, které zdravotnické zafizeni
musi provadét v souladu s ICH-GCP, napt. administrativni
¢innosti. Pfilozeny kontrolni seznam rozpoctu (Pfiloha A)
bude zakladem pro vypocet a uhradu vSech vydaju
souvisejicich se studii.

It is understood and agreed that no reimbursement will be
provided for patients who are randomised into the Study
and do not conform to the Protocol's inclusion and
exclusion criteria or for whom serious deviations from the
Protocol are made. It is agreed that reimbursement for
eligible patients who do not complete all visits in the Study
will be pro-rated according to the budget checklist.

Strany chépou a souhlasi, Ze za pacienty randomizované do
studie, ktefi nesplni kritéria pro zafazeni a vyfazeni podle
protokolu nebo pro které se udélaji vazné odchylky z
protokolu, nebude provedena Z&dn& Uhrada. Strany se
dohodly, ze uhrada za kvalifikujici se pacienty, ktefi
nedokon¢i vSechny navstévy ve studii, bude vypoctena
pomemé podle kontrolniho seznamu rozpoctu.

Interim payments will be made in regular instalments
following the randomisation of the first patient into the
Study and will be based upon the number of visits
completed by patient at the payment date. Final payment
will be made after Covance has received and thoroughly
reviewed all the Case Report Forms and all appropriate
Data Clarification Forms are duly signed by the
Investigator. The total actual (pro-rated) costs will be
determined and the final instalment will equal the total

Priibézné platby budou vyplaceny v pravidelnych splatkach
po randomizaci prvniho pacienta do studie a budou
zaloZeny na poctu dokonlenych navstév pacienta vden
platby. Zavéretna platba bude vyplacena poté, co
spolecnost Covance obdrzi a podrobné prezkouma vsechny
formulafe CRF a poté, co zkouSejici fadné podepise
vSechny prislusné formulafe pro objasnéni dat (DCF).
Budou stanoveny celkové skute¢né (pomérn€) naklady a
kone¢na splatka se bude rovnat celkové Castce plus dalSim
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plus the additional payments if applicable less the total
already paid.

platbam (jsou-li relevantni) minus ¢astka jiz vyplacena.

This payment schedule will be modified if it becomes
apparent that the total number of patients accrued will fall
short of or exceed (after written notice issued by Covance)
the anticipated patients and that adherence to this schedule
would result in substantial overpayment/underpayment to
the Institution.

Tento harmonogram plateb bude upraven, jestlize bude
ziejmé, ze celkovy pocet ziskanych pacientd bude nizsi
nebo piekro¢i (po pisemném oznameni od spolecnosti
Covance) oCekavanych pacientli a ze dodrzovani tohoto
harmonogramu by vedlo k vyznamnému
pieplatku/nedoplatku pro zdravotnické zafizeni.

Institution acknowledges and agrees that the compensation
and support provided pursuant to this Agreement represents
the fair market value for the research services conducted by
Institution, Investigator and any Study Personnel, has been
negotiated in an arms-length transaction, and has not been
determined in a manner that takes into account the volume
or value of any referrals or other business otherwise
generated between Institution and Sponsor. If Investigator
and any Study Personnel providing services hereunder is a
member of a committee for any entity that sets formularies
or develops clinical guidelines, then, during the term of the
Study and for a period of thereafter, Institution shall require
such personnel to (a) disclose such personnel’s involvement
with the Study to such committee; and (b) comply with any
procedures set forth by such committee with respect
thereto.

Zdravotnické zafizeni bere na védomi a souhlasi, Ze
odména apodpora poskytované dle této smlouvy
predstavuji spravedlivou trzni hodnotu vyzkumnych sluzeb
poskytovanych zdravotnickym zafizenim, zkouSejicim a
personalem studie, byly vyjednany na zaklad¢ principu
trzniho odstupu a nebyly stanoveny zplisobem, ktery
piihlizi k objemu nebo hodnoté doporuéenych zakazek
nebo jinych zakazek uzavienych mezi zdravotnickym
zafizenim a zadavatelem. Pokud je zkouSejici nebo jakykoli
¢len personalu studie poskytujici sluzby dle této smlouvy
Clenem komise pro jakykoli subjekt, ktery stanovuje
predpisy nebo vytvaii pokyny pro klinickou praxi, pak bude
zdravotnické zafizeni po takovém Clenovi personalu
poZadovat, aby Vv pribéhu provadéni studie a po dobu po
jejim ukonéeni (a) informoval piisluSnou komisi o své
ucasti ve studii a (b) dodrZzel veSkeré postupy stanovené
touto komisi ohledné takové ucasti.

Disclosure by Sponsor.

Zvetejnéni informaci zadavatelem.

Institution agrees to keep complete and accurate records
regarding all payments made, and costs, expenditures and
expenses incurred in connection with the Study
(collectively, “Study Costs™), and shall promptly (and in all
events, within thirty (30) days of such request) provide
Covance or Sponsor with all information requested
regarding such Study Costs. Sponsor will have the right, in
its sole discretion, to (a) display, disclose and report
(including, without limitation, disclosure and reporting to
government authorities and other third parties), as may be
required pursuant to applicable law or as desired by
Sponsor, information relating to the nature of activities
performed pursuant to this Agreement, any and all Study
Costs and any and all other payments, reimbursement of
expenses, or other transfers of value relating to this
Agreement, identifying Institution, Investigator and Study
Personnel and information related to this Agreement and
(b) display such information, including, without limitation,
on Sponsor’s web site(s).

Zdravotnické zafizeni souhlasi, Ze bude vést Giplné a presné
z&znamy ohledn¢ vsech provedenych plateb a nakladd, Gtrat
a vydaji vynalozenych ve spojeni se studii (spolecné
nazyvané ,naklady na studii) aneprodlené (v kaZdém
pfipad¢ do tiiceti (30) dnii od takové Zadosti) poskytne
spole¢nosti Covance nebo zadavateli veskeré pozadované
informace tykajici se takovych nakladt na studii. Zadavatel
bude mit prdvo dle svého vyhradniho uvazeni (a)
zobrazovat, sd¢lovat avykazovat (vCetné¢ napiiklad
sdélovani a vykazovani informaci statnim organtim a jinym
tietim stranam) tak, jak muaze byt vyZadovano dle
prislusnych zakonl nebo pozadovéano zadavatelem, veskeré
informace tykajici se povahy Cinnosti provadénych dle této
smlouvy a veskeré naklady na studii a jakékoli dalsi platby,
refundace nakladl nebo jiné prevody hodnot tykajici se této
smlouvy, pricemz tyto informace mohou obsahovat
identifikaci  zdravotnického zafizeni, zkouSejiciho a
personélu studie a informace tykajici se této dohody, a (b)
tyto informace vetejné zobrazovat, napiiklad i na webovych
strankach zadavatele.

4. AUDIT

4. AUDIT

Upon request from Covance, all clinical data, including
CRFs, patient tracking reports, source documentation, and
other relevant information generated as a result of the
Study, will be disclosed by the Institution and Institution

Na Zzadost spolecnosti Covance zpfistupni zdravotnické
zatizeni veskeré klinické udaje, vCetn¢ formulaii CREF,
zprav o sledovani pacientd, zdrojové dokumentace a dalSich
relevantnich informaci, které byly vytvofeny jako vysledek
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shall cause Investigator to disclose same to the Covance
monitor or auditor or auditor from the Sponsor. Upon
further request from Covance, the Institution agrees and
represents the Investigator agrees to provide necessary
clinical data queries/corrections or other requests in a
timely manner to the Covance monitor. The Institution
generally agrees and to fully co-operate and to allow
Investigator to fully co-operate in any audit of the Study by
Covance, the Sponsor, the relevant Health Authorities or
their respective representatives. Neither Covance nor
Sponsor shall pay for audits.

studie, a zdravotnické zafizeni zajisti, aby zkousSejici tytéz
informace  zpfistupnil monitorovi nebo auditorovi
spolecnosti  Covance nebo auditorovi zadavatele.
Zdravotnické zarizeni souhlasi a prohlasuje, ze zkousejici
souhlasi, ze na zdkladé dalsi zadosti spole¢nosti Covance
véas poskytne monitorovi spolecnosti Covance potiebné
opravy nebo odpovédi na dotazy tykajici se klinickych dat
nebo vyhovi jinym pozadavkim. Zdravotnické zafizeni
obecné souhlasi, Ze bude plné spolupracovat a umozni
zkousejicimu plné spolupracovat pii vSech auditech studie
provadénych  spole¢nosti  Covance,  zadavatelem,
pfislusSnymi zdravotnimi uUfady a jejich pfisluSnymi
zastupci. Spolecnost Covance ani zadavatel nebudou za
audity platit.

The Institution shall, upon request from Covance or the
Sponsor or a regulatory health authority:

Na zadost spole¢nosti Covance nebo zadavatele nebo
regula¢niho zdravotniho organu zdravotnické zatizeni:

a) With reasonable notice, allow auditors from Covance
or the Sponsor to visit the Institution to conduct reviews
of all study records and processes at the Institution,
including access to all medical records for subjects
screened and enrolled in the Study, all consent
documentation, laboratory reports, and other relevant
information generated as a result of the Study.

a) po priméfeném predchozim oznameni umozni
auditorim od spole¢nosti Covance nebo zadavatele
navstivit zdravotnické zafizeni za ucelem provedeni
kontroly = vSech zadznamid aprocesi studie ve
zdravotnickém zafizeni, vcCetné pfistupu ke vSem
zdravotnim zaznamim pacientl, ktefi prosli screeningem
a byli zafazeni do studie, veskeré dokumentaci tykajici se
souhlasti, laboratornim zpravam a dalSim relevantnim
informacim, které byly vytvofeny jako vysledek studie,

b) Upon further request from Covance, the Institution
agrees to provide necessary clinical data queries/corrections
or other requests in a timely manner to the Covance
monitor.

b) souhlasi, Ze na zakladé¢ dalsi zadosti spole¢nosti
Covance vcas poskytne monitorovi spolecnosti Covance
potiebné opravy nebo odpovédi na dotazy tykajici se
klinickych dat nebo vyhovi jinym pozadavkim,

c) Notify Covance promptly of any notifications of
regulatory inspections which are received by the
Institution

¢) neprodlené informuje spole¢nost Covance o jakémkoli
oznameni o kontrole ze strany regulaénich organt, které
zdravotnické zatizeni obdrzi,

d) cooperate with Covance and/or Sponsor in preparation
activities for any inspection, including audits

d) bude spolupracovat se spole¢nosti Covance a/nebo se
zadavatelem pii pripravnych ¢innostech na jakoukoli
kontrolu, v¢etné auditu,

d) Facilitate the conduct of regulatory inspections by
regulatory health authorities, allowing for the presence of
Covance or Sponsor staff during the inspection

d) bude napomocno pti provadeéni regulacnich kontrol ze
strany regula¢nich zdravotnich organi a umozni
pfitomnost pracovnikd  spole¢nosti Covance nebo
zadavatele v prubéhu kontroly;

e) Liaise with Covance and/or Sponsor in responding to
any regulatory inspection findings in relation to the
Study.

e) bude vkontaktu se spole¢nosti Covance a/nebo se
zadavatelem pii pfipravé reakce na zjisténi regulacni
inspekce tykajici se studie.

5. TERMINATION

5. UKONCENI

It is agreed that Covance may terminate this Agreement and
Institution’s participation in the Study at any time, with or
without cause, including without limitation when an
acceptable replacement of the Investigator for the Sponsor
is not identified within thirty (30) days

Bylo dohodnuto, Ze spole¢nost Covance muize kdykoli
ukondéit tuto smlouvu aucast zdravotnického zafizeni na
studii, a to s udanim divodu nebo bez udani divodu, véetné
napiiklad pfipadu, kdy nebude béhem ftficeti (30) dnt
identifikovana  pro  zadavatele prijatelna  nahrada
zkousejiciho.

Should the Study be terminated prior to the completion of
minimum of evaluable patients Covance shall reimburse

Pokud by byla studie ukoncena pred pfijetim minimalné
hodnotitelnych pacienti, spolecnost Covance
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the Institution on a pro rata basis of the number of visits
completed by patient. Should Institution have already
received payments in excess of the actual pro rated amounts
due then that overpayment will be promptly remitted to
Covance by Institution.

zdravotnickému zafizeni uhradi pomérnou c&astku za
dokoncené navstévy pacientt. Pokud zdravotnické zafizeni
jiz obdrzelo platby presahujici skute¢né splatné pomémé
castky, preplatek bez pritaht vrati spolecnosti Covance.

The following sections shall survive the termination or
expiration of this Agreement: “Disclosure by Sponsor”,
“Confidential Information”, “Audit”, “Data Protection”,
“Inventions and Intellectual Property”, “Publication
Policy”, “Debarment”, and “Termination.”

Nasledujici ¢lanky zistanou v platnosti i po ukonceni nebo
uplynuti doby platnosti této smlouvy: ,Zvefejnéni
informaci zadavatelem®, ,,Duvérné informace®, , Audit®,
»Ochrana dat“, ,Vynalezy a duSevni vlastnictvi, ,,Zasady
tykajici se publikovani®, ,,Zakaz ¢innosti a ,,Ukonceni*.

6. INDEMNIFICATION AND INSURANCE

6. ODSKODNENI A POJISTENI

Institution shall be solely liable for and expressly agree to
indemnify and hold harmless Sponsor and Covance from
any and all liability, claims, loss, damage, costs, including
attorneys’ fees, with respect to any liability arising out of
Institution's negligent or wrongful acts or omissions or
failure to comply with the Protocol and/or all applicable
local laws, regulations, rules, ordinances and guidances,
including but not limited to those addressing protection of
human subjects and disclosure of personal information.

Zdravotnické zafizeni nese vyhradni odpovédnost a
vyslovné souhlasi, ze zadavatele a spole¢nost Covance
od3kodni, bude bréanit azbavi odpovédnosti v souvislosti
s jakoukoli odpovédnosti, naroky, ztratami, Skodami,
naklady, v€etné¢ palmare, ohledné¢ odpovédnosti, ktera
vyplyne ztoho, Ze se zdravotnické zafizeni dopusti
nedbalého nebo protipravniho jednani ¢i opomenuti nebo
nedodrzi protokol a/nebo platné mistni zakony, predpisy,
pravidla, nafizeni a smérnice, véetné napiiklad téch, které se
tykaji ochrany lidskych pacientii a prozrazovani osobnich
udaji.

Any indemnification rights afforded to the Investigator
and/or Institution are provided exclusively by the Sponsor.
In the event that the Investigator and/or Institution invokes
such rights, then the Investigator and/or Institution shall
deal directly with the Sponsor.

Veskera prava na zpro$téni odpovédnosti, ktera ma k
dispozici zkousejici a/nebo zdravotnické zafizeni, poskytuje
vyhradné¢ zadavatel. 'V pfipadé, Ze zkousSejici a/nebo
zdravotnické zafizeni uplatni tato prava, budou jednat pifimo
se zadavatelem.

During the term of this Agreement, and afterward as
necessary to cover its liabilities under this Agreement, the
Institution will maintain the liability insurance, including
professional liability insurance and general liability
insurance, in accordance with the provisions of the
regulations or provisions of the law of the Czech Republic,
for the damages that might occur as a consequence of an
oversight or failure which could be committed during the
activities stated in this Agreement.

Po dobu platnosti této smlouvy a nasledné¢ po dobu
potfebnou k uhrazeni jeho zavazka dle této smlouvy bude
mit zdravotnické =zafizeni uzavieno pojisténi zakonné
odpoveédnosti, véetné pojisténi profesni odpovédnosti
a pojisténi obecné odpovédnosti, v souladu s ustanovenimi
predpist nebo ustanovenimi zikonti Ceské republiky
k pokryti nadhrady Skod, jez mohou vzniknout nasledkem
opomenuti nebo selhani, ke kterému by mohlo dojit
v prub¢hu ¢innosti popsanych v této smlouve.

The Institution shall upon request provide a copy of the
relevant liability insurance coverage.

Zdravotnické zafizeni na pozadani poskytne
prislusného pojistného kryti zakonné odpovédnosti.

kopii

Sponsor has procured a clinical trial insurance policy for
this Study in accordance with the requirements of the law
of the Czech Republic.

Zadavatel uzavtel pojisténi klinického hodnoceni pro tuto
studii v souladu se zakony Ceské republiky.

7. PROPERTY

7. MAJETEK

All equipment, materials, documents, data, information and
suggestions of every kind and description supplied to the
Investigator and/or Institution directly or indirectly by the
Sponsor or prepared or developed by the Investigator
and/or Institution pursuant to the Agreement (except for
procedural manuals, personnel data, and Investigator or
Institution developed computer software), or resulting from
the services provided hereunder (collectively, “Sponsor
Property”) shall be the sole and exclusive property of the

V8echno vybaveni, materialy, dokumenty, Gdaje, informace
a navrhy jakéhokoli druhu a popisu, které zkousejicimu
a/nebo zdravotnickému zafizeni dodal pfimo ¢i nepiimo
zadavatel nebo které byly pfipraveny ¢i  vyvinuty
zkousejicim a/nebo zdravotnickym zafizenim v souladu se
smlouvou (krom&  postupovych  pfirucek, udaji
zaméstnanci a  pocCitatového softwaru  vyvinutého
zkousejicim nebo zdravotnickym zafizenim) nebo které
jsou vysledkem sluZeb poskytovanych v rdmci této smlouvy
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Sponsor and be treated as Confidential Information
(defined below); provided that the Investigator and/or
Institution may retain copies of such materials as required
by applicable laws, rules and regulations. Institution shall,
and shall ensure that Investigator and Study Personnel, use
the Sponsor Property only to conduct the Study, and for no
other purpose. Without limiting the foregoing, Institution
shall not, and shall ensure that Investigator Study Personnel
do not, (a) distribute, sell, lend or otherwise transfer the
Sponsor Property to any third party; (b) co-mingle the
Sponsor Property with any other proprietary materials
unless specifically required by the Protocol without
Sponsor’s prior written consent; or (c) analyze the Sponsor
Property or in any way attempt to reverse engineer the
Sponsor Property. Upon termination or completion of the
Study, termination or expiration of this Agreement, or upon
request by Ipsen, all Ipsen Property shall be returned to
Sponsor or destroyed at Covance’s direction.

(spole¢né nazyvané ,majetek zadavatele™), budou
vyhradnim a vylu¢nym majetkem zadavatele a bude s nimi
zachdzeno jako sduvérnymi informacemi (definovany
nize); stim, ze si zkousejici a/nebo zdravotnické zafizeni
mohou ponechat kopie téchto materiald vyzadované
pfislusnymi zakony, pravidly a piedpisy. Zdravotnické
zafizeni bude pouzivat a zajisti, Ze zkouSejici a personal
studie budou pouZivat majetek zadavatele pouze
k provadéni studie a k Zadnym jinym uceltim. Aniz by bylo
omezeno vySe uvedené, zdravotnické zafizeni nebude (a)
distribuovat, prodavat, pujCovat nebo jinak pirevadét
majetek zadavatele na jinou tieti stranu, (b) bez predchoziho
pisemného souhlasu zadavatele michat majetek zadavatele s
jinymi chranénymi materidly, neni-li to vyslovné
poZadovano protokolem, nebo (c) analyzovat majetek
zadavatele ¢i jinak provadeét reverzni inzenyrstvi u majetku
zadavatele a zajisti, aby tak neCinili ani ¢lenové personalu
studie zkousejiciho. Pfi dokonceni nebo ukonceni studie,
ukonéeni nebo vyprseni platnosti této smlouvy nebo na
zakladé Zadosti spoleCnosti Ipsen bude veskery majetek
spolecnosti Ipsen vracen zadavateli nebo zlikvidovan dle
pokynti spole¢nosti Covance.

The Sponsor shall have the right to make whatever use it
deems desirable of any such materials, documents, data and
information.

Zadavatel ma pravo tyto materidly, dokumenty, Udaje
a informace pouZzit zcela dle své vlastni Gvahy.

8. CONFIDENTIAL INFORMATION

8. DUVERNE INFORMACE

The Institution agrees that all material, documents and
information provided to Institution and/or Investigator by
Covance or the Sponsor and all information developed by
the Investigator and/or Institution in connection with the
Study for the Sponsor is and shall be considered as
confidential information (collectively, the “Confidential
Information™) and the sole property of the Sponsor. The
Institution agrees to and shall cause the Investigator to hold
such Confidential Information in strict confidence for ten
years after effective date of this Agreement and shall
disclose the Confidential Information to hospital
authorities, institutional review boards, and their respective
agents, employees, officers and directors and
representatives only on a need-to-know basis and only if
foregoing parties are bound and obligated by the same
provisions of confidentiality as used by the Investigator
and/or Institution; provided that the Investigator and/or
Institution will have no obligations with respect to any
Confidential Information that (a) is now or later becomes
publicly available through no fault of the Investigator
and/or Institution, (b) is obtained by the Investigator and/or
Institution, from a third party not under obligation to the
Sponsor with respect to such Confidential Information, (c)
is already in the possession of the Investigator and/or
Institution, as indicated in its written records, or (d) is
required by any law, rule, regulation, order, decree or

Zdravotnické zafizeni souhlasi, Ze vSechny materialy,
dokumenty a informace, které zdravotnickému zafizeni
a/nebo zkouSejicimu poskytla spole¢nost Covance nebo
zadavatel, a vSechny informace vyvinuté zkousejicim
a/nebo zdravotnickym zafizenim v souvislosti se studii pro
zadavatele jsou a budou povazovany za divérné (spolecné
nazyvané ,duvérné informace”) a budou vyhradnim
majetkem zadavatele.  Zdravotnické zafizeni souhlasi
a zajisti, ze zdravotnické zafizeni i zkouSejici budou tyto
davérné informace udrzovat v prisné tajnosti po dobu deseti
let od data ucinnosti této smlouvy a sdéli je organim
nemocnice, revizni komisi zdravotnického zatizeni a jejich
pfislusnym  zastupciim,  zaméstnancim,  vedoucim
pracovnikiim a ¢lentim spravnich rad a zastupcim pouze do
t¢ miry, do jaké je potfebuji znat, a pouze tehdy, jsou-li
vySe uvedené strany vazany stejnymi ustanovenimi o
duvérnosti informaci, Kkteré pouZivd zkousejici a/nebo
zdravotnické zafizeni; stim, Ze zkouSejici a/nebo
zdravotnické zafizeni nemaji zadné povinnosti vzhledem
k davémym informacim, které (a) jsou v souCasné dobé
nebo pozdé€ji budou k dispozici vefejnosti bez zavinéni
zkousejiciho a/nebo zdravotnického zafizeni, (b) zkousejici
a/nebo zdravotnické zafizeni ziskaji od tfeti strany, ktera
nema viaci zadavateli zadné zavazky ohledné téchto
davérnych informaci, (c) zkousejici a/nebo zdravotnické
zafizeni jiz maji v drzeni a mohou to prokazat pissmnymi

Template version date 300ct13

Datum vzorové verze 30. fijna 2013

Client version date: 06 Nov2015

Datum verze klienta: 6. listopadu 2015

Study specific version date: 09 Mar 2016

Datum verze pro konkrétni studii: 9. bfezna 2016

Site version date

Datum verze pro pracoviste

Page 9 of 17

Strana 9 z 17




Statement of Agreement

smlouva

ROW Ostatni zemé

Protocol # Protokol ¢.

Billcode Account # Fakturaéni kéd — islo Gictu
Pl Name: Jméno hlavniho zkousejiciho:

Country: Czech Republic

Stat: Ceska republika

subpoena or other judicial, administrative or legal process
to be disclosed; provided that (a) the Institution or the
Investigator, as the case may be, will promptly notify
Covance or Sponsor thereof in writing so that Covance or
Sponsor may seek a protective order or other appropriate
remedy, (b) neither the Institution, the Investigator nor any
of their respective representatives will oppose any action by
Covance or Sponsor to obtain such a protective order or
other appropriate remedy and (c) the Institution or the
Investigator may disclose only that portion of the
confidential information of Covance or Sponsor that the
Institution or the Investigator is legally required to disclose.

dikazy nebo (d) musi byt zvefejnény ze zakona, podle
pravidel, predpist, nafizeni, vyhlaS8ky nebo soudniho
predvolani ¢i na zaklad¢ jinych soudnich, spravnich ¢i
pravnich procesi; s tim, Ze (a) zdravotnické zatfizeni nebo
zkousejici, podle situace, otom neprodlené pisemné
informuji spolec¢nost Covance nebo zadavatele, aby mohla
spole¢nost Covance nebo zadavatel pozadat o ochranny
piikaz nebo jinou vhodnou napravu, (b) zdravotnické
zatizeni, zkouSejici ani zadny z jejich ptislusnych zastupci
nebudou odporovat zadnym krokdim spolecnosti Covance
nebo zadavatele K ziskani takového ochranného piikazu
nebo jiné vhodné napravy a (c) zdravotnické zatizeni nebo
zkousejici mohou prozradit pouze takovou c¢ast ditvérnych
informaci spolecnosti Covance nebo zadavatele, kterou
zdravotnické zafizeni nebo zkouSejici musi prozradit ze
zékona.

The Institution will not use and shall cause the Investigator
not to use any such Confidential Information for their own
benefit or for the benefit of any third party, and will not
furnish to any third party any materials which incorporate
any Confidential Information as otherwise herein above
provided. All obligations of confidentiality and non-use set
forth in this Agreement will survive the expiration or earlier
termination of this Agreement.

Zdravotnické zafizeni nepouZije a zajisti, aby zkouSejici
nepouzil tyto divérné informace k vlastnimu prospéchu
nebo K prospéchu tietich stran, a nepfeda zadné tieti strané
zadné¢ materidly obsahujici divémé informace dle této
smlouvy. VSechny zavazky diveérnosti a nepouzivani
uvedené vtéto smlouvé pretrvavaji ipo uplynuti doby
platnosti nebo pfed¢asném ukonceni této smlouvy.

9. DATA PROTECTION

9. OCHRANA UDAJU

For the purposes of this Agreement "Personal Information™
shall mean any information or set of information in any
format that identifies, or is used by or on behalf of Covance
or Sponsor to identify, an individual.

Pro ucely této smlouvy ,,0sobni udaje” znamenaji jakékoli
informace nebo soubory informaci v jakémkoli formétu,
které identifikuji jednotlivce nebo jsou zadavatelem nebo
spolecnosti Covance ¢i  jejich jménem pouzivany
k identifikaci jednotlivce.

The Institution shall, throughout the term of this
Agreement, comply with all applicable data protection and
privacy laws, rules and regulations, as amended from time
to time, including but not limited to EU Data Protection
Directive 95/46/EC and any local enacting laws in
particular with the French Act n°78-17 of 6 January 1978
on Data processing, Data files and Individual liberties, with
respect to the collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of any Personal
Information under this Agreement. In the event that the
Institution shall provide Personal Information to Covance
or Sponsor, the Institution represents and warrants that it is
not violating any applicable laws, rules or regulations, or
the rights of any individual or entity, by providing such
Personal Information to Covance or Sponsor. The
Institution shall notify Covance and Sponsor immediately
of any accidental, unlawful or unauthorized uses or
disclosures of Personal Information of which it becomes
aware.

Zdravotnické zafizeni musi po celou dobu platnosti této
smlouvy dodrzovat vSechny platné zakony, ptedpisy a
pravidla na ochranu dat a soukromi tak, jak jsou dle potieby
novelizovany, vcetn¢ napiiklad smémice EU o ochrané
udaji 95/46/ES ajakychkoli mistnich implementacnich
zakon, zejména pak francouzsky zakon ¢. 78-17 z 6. ledna
1978 o zpracovani dat, datovych souborech asvobodach
jednotlivee, ve vztahu ke shromazd’ovani, pouZivani,
zpracovani, uchovavani, pfenosu, modifikaci, vymazu
a/nebo sdélovani jakychkoliv osobnich udaji v ramci této
smlouvy. Zdravotnické zafizeni prohlasSuje a zarucuje, Ze
Vv ptipadé, Ze poskytne osobni udaje spolecnosti Covance
nebo zadavateli, timto sd€lenim osobnich dajl spolecnosti
Covance nebo zadavateli neporusuje zadné pfislusné
zakony, predpisy a pravidla ani prava jakéhokoliv
jednotlivce nebo subjektu. Zdravotnické zafizeni musi
ihned uvédomit spole¢nost Covance a zadavatele, pokud se
dozvi, Ze doSlo k ndhodnému, protipravnimu nebo
neopravnénému pouziti nebo sdéleni osobnich idajt.

Notwithstanding the foregoing, for purposes of this
Agreement, any information provided to Covance or
Sponsor shall always be anonymized, and shall not in any

Bez ohledu na vySe uvedené ustanoveni budou pro ucely
této smlouvy vSechny informace poskytované spole¢nosti
Covance nebo zadavateli vzdy anonymizovany a nikdy
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case identify or be capable of identifying any individual, or
shall be, or be deemed to be, "Personal Information™ under
any applicable laws, rules or regulations. Further, no
information other than the information provided to
complete the clinical study shall be provided to Covance or
Sponsor under this Agreement.

nebudou identifikovat nebo schopny identifikovat
jakéhokoli jednotlivce a nebudou ,,0sobnimi Gdaji* podle
jakychkoliv pfislusnych zakont, ptedpist a pravidel ani za
n¢ nebudou povazovany. Krom¢ toho nebudou spolecnosti
Covance ani zadavateli podle této smlouvy poskytovany
Z&dné jiné informace neZ ty, které jsou poskytovany k
provedeni klinickeé studie.

Institution shall ensure that the written informed consent
agreement obtained from each Study subject pursuant to
this Agreement includes the Study subject’s express written
authorization for the disclosure by Institution to Sponsor,
Covance, applicable regulatory authorities and Sponsor’s
employees, agents, and independent contractors, of patient-
identifiable information pursuant to applicable laws, or, in
the alternative, Institution shall obtain a properly executed
written authorization (the “Authorization”) from the
subject or the subject’s authorized representative to
document the subject’s express authorization for the
disclosure by Institution to Sponsor, Covance, applicable
regulatory authorities and Sponsor’s employees, agents,
and independent contractors of patient-identifiable
information pursuant to applicable laws. Covance shall be
entitled to review and revise as appropriate such informed
consent form, Authorization, or any modification thereof
prior to use by Institution, subject to subsequent approval
by the applicable IRB if required. Each party shall
cooperate in the amendment of the Authorization or other
documents as may be necessary, from time to time, to
comply with applicable law to ensure that the Study data
may be used by Sponsor for the purposes contemplated
hereunder.

Zdravotnické zafizeni zajisti, aby pisemny informovany
souhlas ziskany od kaZdého pacienta studie dle této
smlouvy zahrnoval vyslovné pisemné svoleni pacienta
studie ktomu, aby zdravotnické zafizeni sdélovalo
informace, které identifikuji konkrétniho pacienta dle
ptislusnych zékonid, zadavateli, spolecnosti Covance,
prislusnym  regulatnim  organim  a zaméstnanctim,
zastupcim a nezavislym smluvnim partnerim zadavatele,
nebo pfipadné zdravotnické zafizeni ziska od pacienta nebo
jeho opravnéného zastupce tadné vyhotovené pisemné
svoleni (dale jen ,,svoleni®), které dokumentuje vyslovné
svoleni pacienta ktomu, aby zdravotnické zafizeni
sdélovalo informace, kter¢ identifikuji konkrétniho pacienta
dle pfislusnych zakontli, zadavateli, spolecnosti Covance,
prislusnym  regulatnim  organim  a zaméstnanctim,
zastupciim a nezavislym smluvnim partneriim zadavatele.
Spolecnost Covance je opravnéna kontrolovat a dle potieby
revidovat tento formulaf informovaného souhlasu, svoleni
nebo jakoukoli jejich modifikaci pred tim, nez je
zdravotnické zafizeni pouZije, za predpokladu, Ze jej
nasledné schvali piislusna RKZZ, pokud je to nutné. Kazda
strana bude dle potfeby spolupracovat na zméné svoleni
nebo jinych dokumenti tak, aby spliiovaly prislusné zakony
a bylo zajisténo, Ze zadavatel bude moci data studie pouzit
k uCeltim, které jsou uvadény v této smlouve.

The Institution herewith consents that Covance, its
affiliates, and its respective agents and representatives (who
are contractually bound to uphold the same privacy
standards as Covance), and their respective successors and
assigns, collect and use information about the Institution,
such as contact information and professional credentials, to
invite Investigator to attend conferences and to participate
in other programs. Covance also may use personal
information to keep track of interactions with Institution
both online and offline, to ensure compliance, and to
remember Institution’s professional preferences. Should
Institution at any time wish to change or delete the data
about the Institution provided to Covance, Covance shall do
S0 upon receipt of notice from Institution.

Zdravotnické zafizeni timto souhlasi s tim, aby spole¢nost
Covance, jeji pridruzené spoleCnosti a jejich agenti a
zastupci (ktefi jsou smluvné vazani k dodrzovani stejnych
standardii ochrany soukromi jako spole¢nost Covance) a
jejich néstupci a poveétené osoby shromazd’ovali a pouZzivali
informace o zdravotnickém zafizeni, jako jsou naptiklad
kontaktni informace a akademické a profesionalni tituly pro
ucely pozvani zkousejictho na konference a ktcasti
Vv jinych programech. Spolecnost Covance mlze rovnéz
pouZivat osobni udaje k evidenci stykii a korespondence se
zdravotnickym zafizenim jak online tak offline, aby se
zajistilo dodrzovani pravidel a k zaznamu profesionalnich
preferenci zdravotnického zafizeni. Pokud si bude
zdravotnické zafizeni kdykoli prat zménit nebo vymazat
Udaje 0 zdravotnickém zafizeni, které poskytlo spole¢nosti
Covance, musi spole¢nost Covance této zadosti vyhovét.

The Institution must obtain consent from the Investigator
and study staff for Sponsor’s and Covance’s collection,
processing and use of their personal information and to
transfer personal information to regulatory authorities in

Zdravotnické zafizeni musi od zkousejiciho a od personalu
studie ziskat souhlas stim, Ze zadavatel a spole¢nost
Covance budou shromazdovat, zpracovavat a pouZivat
jejich osobni Udaje a predavat je regulatnim organiim
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countries with less stringent data protection laws as those
governed by local law. The following purposes to collect
Investigator and study staff personal information should be
included: ensuring compliance with data protection
legislation; assessing Investigator and any of the study
staff’s qualifications to perform the study and future
projects; management and control of the study; or
disclosing to the national or foreign regulatory authorities
the details of Investigator’s and any of the study staff’s
benefits under this agreement as required by applicable law.

Vv zemich, kde plati méné ptisné zakony na ochranu dat, nez
jsou mistni zdkony. Musi byt uvedeny nasledujici ucely
shromazd'ovani osobnich tudaji zkousejiciho a personalu
studie: zajisténi dodrzovani legislativy na ochranu dat;
hodnoceni kvalifikace zkousejiciho a ¢lenti personalu studie
k provadeéni studie a budoucich projekti; fizeni a kontrola
studie; nebo sdélovani informaci o benefitech zkousejiciho
a ¢lenti personalu studie dle této smlouvy narodnim nebo
zahrani¢nim regulacnim organum, jak vyzaduji prislusné
zékony.

10. INVENTIONS AND INTELLECTUAL PROPERTY

10. VYNALEZY A DUSEVNI VLASTNICTVI

The Institution will disclose and shall cause Investigator to
disclose promptly to Covance or the Sponsor or its nominee
any and all inventions, discoveries and improvements
conceived or made by the Investigator and/or Institution in
the course of the Study and/or while providing such
services to Covance pursuant to this Agreement and
relating to such services, and the Investigator and/or
Institution will execute any and all applications,
assignments, or other instruments and give testimony which
the Sponsor shall deem necessary to apply for and obtain
Letters of Patent in any country or to protect otherwise the
Sponsor’s interest therein, and Sponsor shall compensate
the Institution for the time devoted to said activities and
reimburse the Institution for expenses incurred. These
obligations shall continue beyond the termination of this
Agreement with respect to inventions, discoveries and
improvements conceived or made by the Investigator
and/or Institution, while providing services to Covance on
behalf of the Sponsor pursuant to this Agreement, and shall
be binding on the Investigator’s and/or Institution’s
assignees, administrators and other legal representatives.

Zdravotnické zafizeni bude informovat a zajisti, aby
zkousSejici neprodlené informoval spole¢nost Covance nebo
zadavatele nebo jimi urené osoby o vSech vynalezech,
objevech a vylepSenich, které byly vymys$leny nebo u¢inény
zkouSejicim a/nebo zdravotnickym zafizenim v prubéhu
studie a/nebo pii poskytovani sluzeb spole¢nosti Covance
dle této smlouvy ave vztahu ktakovym sluzbam, a
zkousejici a/nebo zdravotnické zafizeni vyhotovi veskeré
piihlasky, postoupeni nebo jiné dokumenty a poskytnou
svédectvi, které bude zadavatel povazovat za nutné
k pfihlaSeni a ziskani patentt v jakékoli zemi nebo k jiné
ochrané ucasti zadavatele na nich, a zadavatel poskytne
zdravotnickému  zafizeni odménu za cas vénovany
zminénym aktivitdm a proplati zdravotnickému zafizeni
vynaloZené vydaje. Platnost téchto povinnosti potrva i po
ukonceni této smlouvy ve vztahu k vynéleziim, objeviim a

vylepSenim, které byly vymysleny nebo ucinény
zkousejicim  a/nebo  zdravotnickym  zafizenim  pfi
poskytovani  sluzeb spoleCnosti Covance jménem

zadavatele podle této smlouvy, abude se vztahovat ina
povéiené osoby, spravce a dalsi zakonné zastupce
zkousSejiciho a/nebo zdravotnického zafizeni.

All inventions, discoveries or improvements conceived or
reduced to practice as a result of Institution, Investigator or
study staff performance of the Study pursuant to this
Agreement or other know-how (whether or not patentable)
developed under the Agreement will be the property of the
Sponsor. The Institution must promptly notify the Sponsor,
in writing, of any inventions, discoveries or improvements.
The Institution agrees and hereby does fully assign to
sponsor all inventions, discoveries or improvements and
shall ensure that Investigator and collaborators assign all
inventions, discoveries or improvements to Sponsor. The
Institution shall ensure that it and Investigator and study
staff cooperate and take actions as Sponsor deems
necessary or appropriate to perfect Sponsor’s ownership of
Sponsor’s inventions discoveries or improvements and
obtain patent or other proprietary protection in Sponsor’s
name.

VSechny vynalezy, objevy nebo vylepSeni, které byly
vymysleny nebo dovedeny do praktického vyuZiti jako
vysledek provadéni studie zdravotnickym zafizenim,
zkousejicim nebo personalem studie dle této smlouvy, nebo
jiné know-how (at’ jej lze patentovat nebo nikoli) vyvinuté
dle této smlouvy budou majetkem zadavatele. Zdravotnické
zatizeni musi o veSkerych vynalezech, objevech nebo
vylepSenich neprodlené¢ pisemn¢ informovat zadavatele.
Zdravotnické zafizeni souhlasi a timto plné postupuje
zadavateli veSkeré vynalezy, objevy nebo vylepSeni
a zajisti, aby zkousejici a jeho spolupracovnici postoupili
vsechny vynélezy, objevy nebo vylepSeni zadavateli.
Zdravotnické zafizeni zajisti, ze bude spolu se zkousejicim
a spersondlem studie spolupracovat a ¢init kroky, které
zadavatel povaZuje za nutné nebo vhodné ke zdokonaleni
zadavatelova vlastnictvi vynalezii, objevii nebo vylepSeni
zadavatele a kziskdni patentove nebo jiné vlastnické
ochrany jménem zadavatele.

11. PUBLICATION POLICY

11. ZASADY TYKAJICI SE PUBLIKOVANI
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The Sponsor requires that an opportunity of no less than
thirty (30) days prior to submission by Institution and/or
Investigator be given to review the content and conclusions
of any abstract, presentation, or paper before the material is
submitted for publication or communicated. This condition
also applies to any amendments that are subsequently
requested by referees or journal editors. The Sponsor will
undertake to comment on the draft documents within the
time period agreed in the contractual arrangements,
including clinical trial agreements, governing the
relationship between the Sponsor and Institution and/or
Investigator. Requested amendments will be incorporated
by the Institution and/or Investigator, provided they do not
alter the scientific value of the material.

Zadavatel pozaduje, aby mu zdravotnické zafizeni a/nebo
zkouSejici dali nejméné tricet (30) dni pied zvefejnénim
nebo odeslanim materiald k publikaci moZnost zkontrolovat
obsah a zavéry jakéhokoli abstraktu, prezentace nebo
pfednasky. Tato podminka se rovnéZ vztahuje na jakékoli
upravy, které si recenzenti nebo redaktofi ¢asopisti nasledn¢
vyZadaji. Zadavatel se zavaze okomentovat koncept
dokumentu v ¢asové lhité dohodnuté vramci smluvnich
ujednani, véetné smluv o klinickém hodnoceni, jimiz se fidi
vztah mezi zadavatelem a zdravotnickym zatizenim a/nebo
zkouSejicim. Zdravotnické zafizeni a/nebo zkousejici
pozadované Upravy zapracuji, pokud tyto upravy neméni
védeckou hodnotu materialu.

If patentability would be adversely affected by publication,
this will be delayed until (i) a patent application is filed for
the content of the publication in accordance with applicable
provisions of this Agreement concerned, (ii) the sponsor
consents to the publication or (iii) the time period as may be
agreed in the contractual arrangements, including this
Agreement, governing the relationship between the
Sponsor and Institution and/or Investigator after receipt of
the proposed publication by the Sponsor, whichever of (i),
(i) or (iii) occurs first.

Pokud by mélo zvefejnéni materialu nepfiznivy vliv na
moznost ziskani patentu, bude jeho zvefejnéni odlozeno do
doby, kdy (i) bude podana pfihlaska patentu tykajiciho se
obsahu publikace v souladu s pfislu§nymi ustanovenimi této
smlouvy, (ii) zadavatel bude souhlasit s publikovanim
materidlu nebo (iii) uplyne casové obdobi dohodnuté
v ramci smluvnich ujednéni, v¢etné této smlouvy, jimiz se
fidi vztah mezi zadavatelem a zdravotnickym zafizenim
a/nebo zkouSejicim po pfijeti navrhované publikace
zadavatelem, podle toho, ktera z moznosti (i), (ii) nebo (iii)
nastane jako prvni.

The Institution agrees to reasonably consider the Sponsor’s
request for delay to the proposed publication should the
Sponsor reasonably deem premature to publish the results
obtained at the then stage of the Study. The Institution has
the opportunity to publish study results after a multicentre
publication or 18 months after the completion of the study
at all participating Institutions, provided that the Institution
gives the Sponsor the opportunity to review the publication
(as per above).

Zdravotnické zafizeni souhlasi, Ze pfiméfené zvazi Zadost
zadavatele o odloZzeni navrhovaného zvetejnéni, pokud by
zadavatel rozumné povazoval zvefejniovani vysledki
ziskanych v dané fazi studie za pred¢asné. Zdravotnické
zafizeni ma piilezitost publikovat vysledky studie po
publikaci vice centry nebo 18 mésicit po dokonéeni studie
ve vSech zOCastnénych zdravotnickych zafizenich, za
predpokladu, Ze zdravotnické zafizeni poskytne zadavateli
mozZnost publikaci zkontrolovat (jak je uvedeno vyse).

The Institution shall not make any announcement or
publication concerning the study, the study drug or the
agreement unless it is approved in writing in advance by the
Sponsor.

Zdravotnické zafizeni nesmi realizovat zadné oznameni
nebo publikaci tykajici se studie, hodnoceného 1éku nebo
smlouvy, pokud to zadavatel ptedem pisemné neschvali.

12. INDEPENDENT CONTRACTOR

12. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor with the
Institution under this Agreement shall be that of an
independent contractor, and nothing in this Agreement or
otherwise or the arrangements for which it is made shall
constitute the Institution, or anyone furnished or used by
the Institution in the performance of the services
contemplated by this Agreement, as an employee, joint
venturer, partner, or servant of Covance or Sponsor.

Vztah mezi zdravotnickym zafizenim na strané¢ jedné
a spolecnosti Covance a zadavatelem na stran¢ druhé dle
této smlouvy bude vztahem nezévislého dodavatele a nic
Vv této smlouv¢ ani jinde ani v ujednanich, kvuli kterym je
uzaviena, neznamena, ze by zdravotnické zafizeni nebo
kdokoli, koho zdravotnické zafizeni zajisti nebo pouZije pii
poskytovani sluZzeb zamyslenych vtéto smlouvé, byl
zam&stnancem, spoleénikem ve spole¢ném  podniku,
partnerem nebo pracovnikem spole¢nosti Covance nebo
zadavatele.

The Institution acknowledges that Covance is acting on
behalf of the Sponsor and that Covance’s ability to make

Zdravotnické zafizeni si je védomo toho, Ze spolecnost
Covance jedna jménem zadavatele a Ze schopnost
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the payments to the Institution depends not only on the
Investigator’s and/or Institution’s complete performance of
obligations under this Agreement and other terms and
conditions specified here, but also on Covance receiving
from the Sponsor the funds necessary to make the
payments contemplated herein. To the extent that the
Investigator and/or Institution has fulfilled their obligations
hereunder and Covance has not received the funds
necessary to make such payments, then the Institution
hereby agrees that sole recourse shall be against the
Sponsor.

spole¢nosti Covance poukazovat platby zdravotnickému
zafizeni zavisi nejen na Uplném splnéni zavazkd
zkousejiciho a/nebo zdravotnického zafizeni v rdmci této
smlouvy a jinych zde uvedenych smluvnich podminek, ale
také na tom, zda spole¢nost Covance obdrzi od zadavatele
finanéni zdroje potiebné k vyplaceni zde planovanych
plateb. Pokud zkousejici a/nebo zdravotnické zatizeni splni
své zavazky dle této smlouvy a spolenost Covance
neobdrzi potifebné finan¢ni zdroje, aby tyto platby mohla
realizovat, zdravotnické zafizeni timto souhlasi, ze napravu
bude vyzadovat vyhradné od zadavatele.

13. BUSINESS AND FINANCIAL DISCLOSURE 13.  ZVEREJNENI INFORMACI O ZAKAZKACH
A FINANCOVANI.

13.1 No Impairment; No Conflict 13.1 Zakaz provadéni nesluditelnych studii;
neporusovani podminek

a) The Institution shall not conduct other studies | a) Zdravotnické zafizeni nesmi provadét jiné studie,

which will prevent them from performing the study. které by mu zabranily v provadéni této studie.

b) The Institution will not be in violation of any | b) Uzavienim této smlouvy neporusi zdravotnické

terms of conditions of any agreement for services or
employment by entering into this Agreement.

zatizeni Zadné podminky jakékoli smlouvy o poskytovani
sluzeb nebo zaméstnani.

13.2 Debarment

13.2 Zakaz ¢innosti

a) The Institution must ensure that no one
conducting the study at the Institution has been debarred,
disqualified or otherwise deemed ineligible or under
investigation by any government agency to conduct
clinical research.

a) Zdravotnické zafizeni musi zajistit, ze zadné
osob¢ provadéjici studii ve zdravotnickém zafizeni nebyl
uloZen zakaz ¢innosti, nebyla vylouCena ani neni jinak
nezpusobild k provadéni klinického hodnoceni, ani neni
v této souvislosti vySetiovana zadnym stitnim organem.

b) The Institution must inform Covance in writing if
anyone conducting the study at the Institution comes
under investigation or subject to disqualification or
debarment proceedings during the term of the Study and
for one (1) year thereafter.

b) Zdravotnické zafizeni musi pisemné informovat
spoleCnost Covance, pokud né&jaka osoba provadéjici
studii ve zdravotnickém zatfizeni zaCne byt vySetfovana
nebo s ni bude zahajeno fizeni o vylouc¢eni nebo zakazu
¢innosti v prub&hu trvani studie a po dobu jednoho (1)
roku po jejim skonceni.

13.3  Institution represents and warrants that it has not
accepted nor been offered any payment of money or other
assets for the purpose of influencing its decisions or
actions to help Covance or Sponsor obtain or maintain
business or obtain a business advantage where such
payment would constitute violation of any law, including
but not limited to the U.S. Foreign Corrupt Practices Act,
U.K. Bribery Act 2010, and other applicable anti-
bribery/anti-corruption  laws. Institution  further
represents and warrants that it has not made and agrees
that it shall not make any paymentor any offer or
promise for payment, either directly or indirectly, of
money or other assets, 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 for the purpose of influencing decisions or
actions or where such payment would constitute violation
of any law, including but not limited to the U.S. Foreign

13.3  Zdravotnické zafizeni prohlasuje a zarucuje, Ze
nepiijalo zadnou penézni platbu nebo jina aktiva ani mu
nebyla nabidnuta penézni platba nebo jina aktiva za
ucelem ovlivnéni jeho rozhodnuti nebo kroku tak, aby to
spole¢nosti Covance nebo zadavateli pomohlo ziskat nebo
si udrZet zakdzku nebo obchodni vyhodu, pokud by
takova platba pfedstavovala poruSeni jakéhokoli zakona,
véetn¢ napiiklad zakona Spojenych statl o korupcnich
praktikdch v zahrani¢i, zakona Spojeného kralovstvi
zroku 2010 o uplatcich a jinych platnych zakond proti
uplaceni akorupci.  Zdravotnické zafizeni dale
prohlasuje a zarucuje, ze neucinilo, a zavazuje se, ze
neucini zadnou platbunebo jinou nabidku ¢i pfrislib
platby, at’ uz piimo nebo nepifimo, ve formé penéznich
prostfedkti nebo jinych aktiv vladnim c¢initelim nebo
predstavitelim  politické  strany,  pfedstavitelim
mezinarodnich organizaci, kandidatim na vetejnou funkci
nebo zastupcim jinych podnikii nebo osobam jednajicim
jménem dfive vyjmenovanych osob za téelem ovlivnit
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Corrupt Practices Act, U.K. Bribery Act 2010, and other
applicable anti-bribery/anti-corruption laws.

rozhodnuti nebo jednani, nebo takovou platbu, ktera by
znamenala poruSeni zakona, véetné napiiklad zakona
Spojenych stati o korupCnich praktikach v zahranici,
zdkona Spojeného kralovstvi z roku 2010 o uplatcich a
jinych platnych zakont proti uplaceni a korupci.

14. CHANGES TO SCOPE OF AGREEMENT

14. ZMENY V ROZSAHU SMLOUVY

The terms and conditions of this Agreement will be
renegotiated by Covance if the Sponsor and/or the
appropriate Regulatory Agency make major changes to the
design or scope of the Study which would significantly
affect the terms hereof. No other amendment to this
Agreement shall be effective unless it is made in writing
and signed by the parties hereto.

Jestlize zadavatel a/nebo pfislusny regulacni organ ucini
vyrazné zmény v usporadani nebo rozsahu studie, které by
vyznamné ovlivnily podminky této smlouvy, budou tyto
znovu sjednany se spolecnosti Covance. Platné dodatky
k této smlouvé musi byt sjednany pisemné a podepsany
smluvnimi stranami.

15. INVALIDITY

15. NEPLATNOST

If any provisions hereof shall be determined to be invalid or
unenforceable, the validity and effect of the other
provisions of this Agreement shall not be affected thereby.

Pokud budou néjaka ustanoveni této smlouvy shledana
neplatnymi nebo nevynutitelnymi, neovlivni to platnost
a ucinnost ostatnich ustanoveni této smlouvy.

16. GOVERNING LAW/ARBITRATION

16. ROZHODNE PRAVO / ROZHODCI RIZENI

This Agreement shall be governed by and construed in
accordance with the legal regulations of the Czech
Republic (other than provisions relating to conflicts of
laws).

The Parties will endeavour to settle amicably any dispute
having its origin in this Agreement. In case a dispute is
brought before a court of law, the courts of the capital
city of the country in which the Study is performed will
have sole jurisdiction over the litigation

Tato smlouva se fidi pravnimi predpisy Ceské republiky
(krom¢ ustanoveni tykajicich se kolize pravnich norem)
a bude vykladana v souladu s nimi.

Smluvni strany budou usilovat o smirné vyrovnani
jakéhokoliv sporu majiciho pivod vtéto smlouvé.
V ptipadé€, ze bude spor pfedlozen soudu, soudy hlavniho
mésta zem¢, ve které je studie provadéna, budou mit
v tomto soudnim sporu vyhradni soudni pravomoaoc.

17. ASSIGNMENT

17. POSTOUPENI

Neither this Agreement nor any rights or obligations arising
hereunder shall be assigned by Institution without the prior
written consent of Covance. This consent shall not be
refused unreasonably in any way.

Zdravotnické zafizeni nesmi postoupit tuto smlouvu ani
Zadna s ni souvisejici prava ¢i povinnosti na jinou osobu
bez ptedchoziho pisemného souhlasu spole¢nosti Covance.
Tento souhlas nebude jakkoli neopodstatnéné odepiran.

By the signatures below, the parties agree to the terms
contained in this Agreement.

Nize uvedenymi podpisy strany vyjadiuji sviij souhlas
s podminkami této smlouvy.

18. CONTRACT LANGUAGE

18. JAZYK SMLOUVY

This Agreement is created in Czech and English. In case of
discrepancy between the two versions, the Czech version
shall prevail.

Tato smlouva byla sepséna v cestiné a Vv angliGting.
V piipadé rozporti mezi obéma verzemi bude mit pfednost
ceska verze.

For and on behalf of Covance, Inc. which has been authorized to sign this Agreement by Ipsen Innovation /
Za spole¢nost Covance, Inc. ktera byla k podepsani této smlouvy zmocnéna spole¢nosti Ipsen Innovation

Name / Jméno:
Title / Funkce:

Date / Datum;
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Signature / Podpis:

For and on behalf of Institution / Za Poskytovatele
Karlovarska krajsk& nemocnice a.s.

Name / Jméno: Ing. Jitka Saméakova
Title / Funkce: Chairman of the Board/predsedkyné predstavenstva

Date / Datum:

Signature / Podpis:

Name / Jméno: MUDr. Josef Mérz
Title / Funkce: Vice Chairman of the Board/mistopfedseda piedstavenstva

Date / Datum:

Signature / Podpis:
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EXHIBIT A—-COST AND PAYMENT

PRILOHA A - NAKLADY APLATBY

Ipsen Innovation

Ipsen Innovation

Investigator Name:

Jméno zkousejiciho:

Template version date 300ct13

Datum vzorové verze 30. fijna 2013

Client version date: 06 Nov2015

Datum verze Klienta: 6. listopadu 2015

Study specific version date: 09 Mar 2016

Datum verze pro konkrétni studii: 9. bfezna 2016

Site version date

Datum verze pro pracovisté

Page 17 of 17

Strana 17 z 17




